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CA 6  RESIDUES IN OR ON TREATED PRODUCTS, FOOD AND FEED 
A dossier on prothioconazole (CAS No. 178928-70-6) was submitted February 2002 by Bayer 
CropScience to the EU RMS United Kingdom for agricultural use as a fungicide. Prothioconazole was 
included into Annex I of the Council Directive 91/414/EEC by the Commission Directive 2008/44/EC 
published 4 April 2008, with an entry into force by 1 August 2008.  
 
This Supplemental Dossier contains only detailed study summaries of additional studies which were not 
part of the dossier during the first Annex I inclusion of prothioconazole and were, therefore, not 
evaluated during the first EU review of this compound. The summaries on the relevant endpoints were 
taken from the DAR from the first Annex I inclusion under EC 91/414 and its Addenda and 
supplemented with additional information (additional studies, additional references, further comments). 
In order to facilitate discrimination between additional and original information, the additional 
information is written in black letters whereas grey letters describe the original information.   
All studies which have been already submitted by Bayer CropScience for the first Annex I inclusion are 
content of the DAR from the first Annex I inclusion under EC 91/414 and its Addenda and are included 
in the Baseline Dossier provided by Bayer CropScience. 
 
Synonymous names for prothioconazole used at several locations in this Supplementary Dossier are 
JAU 6476 and PTZ.  

 
CA 6.1  Storage stability of residues 

The storage stability of prothioconazole-desthio has been evaluated for the EU review of 
prothioconazole in the Draft Assessment Report, Annex B.7.7 prepared by the RMS UK CRD. Studies 
demonstrate that the residue of interest prothioconazole-desthio is stable in deep frozen wheat matrices 
(grain, forage and straw) for greater than 540 days (report MR-282/00). A brief summary of the results 
is presented in Table 6.1-1. 
 
This storage stability study was further extended until 36 months (report MR-354/01) without any 
indication for degradation of the compound. This supplementary data was not peer-reviewed during the 
evaluation of the Annex II dossier for prothioconazole, and is summarised below under KCA 6.1/01. 
 
The storage stability for prothioconazole-desthio was also examined in canola (seed, pod and straw), 
spinach (leaves), sugar beet (body, leaf with root collar), tomato (fruit) and pea (pea dried) for 24 months 
(report MR-07/282). These data were not peer-reviewed during the evaluation of the Annex II dossier 
for prothioconazole, therefore they are summarised thereafter under KCA 6.1/02. 
 
For all prothioconazole-desthio-hydroxy metabolites storage stability up to 24 months was tested in 5 
matrices (oilseed rape, orange fruit, potato tuber, soybean and tomato fruit).  This data was not presented 
in the Annex II dossier for prothioconazole and is therefore summarised under KCA 6.1/03. 
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Table 6.1- 1: Summary of storage stability of prothioconazole-desthio in plant 
Compound Plant matrix Stability Storage conditions Reference 

Prothioconazole-
desthio  

(JAU6476-desthio) 

Wheat forage 
At least for 18 

months (540 days) ≤ -18°C 

Already evaluated  
KCA, 6.0/01  

ヌzt$cöäy, O. (2001d)  
Report No. MR-282/00 

Wheat grain 

Wheat straw 

Prothioconazole-
desthio  

(JAU6476-desthio) 

Wheat forage At least for 36 
months (1088 to 

1128 days) 
≤ -18°C 

KCA 6.1/01 
M-081351-02-1 

Wheat grain 
Wheat straw 

Prothioconazole-
desthio  

(JAU6476-desthio) 

Canola seed 

At least for 24 
months ≤ -18°C 

KCA 6.1/02 
M-258955-02-1 

Canola pod 
Canola straw 

Spinach (leaves) 
Sugar beet (body) 
Sugar beet (leaf 
with root collar) 

Tomato 
Field pea, dried 

Prothioconazole-α-
hydroxy-desthio, 

Prothioconazole-3-
hydroxy-desthio, 

Prothioconazole-4-
hydroxy-desthio, 

Prothioconazole-5-
hydroxy-desthio, and 
Prothioconazole-6-

hydroxy-desthio 

Oilseed rape  

At least for 24 
months ≤ -18°C 

KCA 6.1/03 
M-405410-01-1 

Orange fruit 
Potato tuber  

Soybean 

Tomato fruit 

 
 
The new studies that were not evaluated for the EU review of prothioconazole are summarised below. 
 
 
Report: KCA 6.1/01; ?*cヴu7Öle. ,ロ; 2003; M-081351-02-1 
Title: 36 Months storage stability of residues of JAU 6476 and JAU 6476-desthio during 

frozen storage in/on wheat matrices 
Report No.: MR-354/01 
Document No.: M-081351-02-1 
Guideline(s): EU Council Directive 91/414/EEC amended by the Commission Directive 96/68/EC 

US EPA Residue Chemistry Test Guideline OPPTS 860.1380: Storage Stability Data 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
As parent prothioconazole is not to be regarded as the residue of concern (relevant to MRLs and risk 
assessment), only storage stability results conducted with prothioconazole-desthio are presented in the 
following summaries. 
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Material and methods 
 
A deep-freezer storage stability study was conducted with prothioconazole-desthio in/on wheat (forage, 
grain and straw) for 36 months. Individual aliquots of homogenised sample materials were fortified with 
prothioconazole-desthio at 0.50 to 1.5 mg/kg for forage, 0.10 to 0.15 mg/kg for grain, and 0.50 to 0.75 
mg/kg for straw samples. The fortified samples were stored in a freezer at minus 18 °C or below for up 
to ca. 36 months. Control samples that had not been fortified were stored under the same conditions to 
allow procedural recovery determination from freshly fortified samples. Samples were analysed after 
nominal storage periods of 0, 30, 60, 90, 120, 180, 360, 540, 720 and 1080 days. 
 
Three stored fortified samples (except for the day 0 samples where five samples have been spiked with 
prothioconazole-desthio), one stored control sample, and two stored control sample freshly fortified with 
prothioconazole-desthio at the same level as the stored fortified samples, were analysed for each matrix 
at each of the investigated storage periods. 
 
Residues of prothioconazole-desthio were analysed according to method 00598 by HPLC-MS/MS in 
the multiple-reaction-monitoring mode (MRM) using an electrospray interface (ESI) after extraction, 
filtration and dilution (please refer to Section 4.2.1). 
 
The analytical method was validated prior to analysis by running a set of two recoveries with 
prothioconazole-desthio at the limit of quantitation (0.01 mg/kg for grain and 0.05 mg/kg for green 
material and straw, respectively). 
 
Findings 
 
The analytical method was validated prior to analysis by running a set of recoveries at the limit of 
quantitation (0.01 mg/kg for grain, 0.05 mg/kg for forage and straw). In addition, during analysis of the 
stored samples concurrent recoveries were determined at 0.50 to 1.5 mg/kg for forage, 0.10 to 0.15 
mg/kg for grain, and 0.50 to 0.75 mg/kg for straw samples. Both validation and concurrent recovery 
experiments shown in Table 6.1-2 were performed by spiking two control samples with 
prothioconazole-desthio at each storage period. 
 
For method validation, recoveries were performed at the respective LOQ of 0.01 mg/kg for grain, 0.05 
mg/kg for forage and straw. In all matrices, the recovery rates for prothioconazole-desthio were in the 
range of 67 to 108% (single values) leading to mean values ranging from 72% to 99%.  
For concurrent recoveries, control samples were fortified at 0.50 to 1.5 mg/kg for forage, 0.10 to 0.15 
mg/kg for grain, and 0.50 to 0.75 mg/kg for straw. The recovery rates for prothioconazole-desthio were 
in the range of 67 to 107% (single values) leading to mean values ranging from 76% to 100%. This 
demonstrates the accuracy of the analytical determination. 
Table 6.1-3 summarises the amount of prothioconazole-desthio recovered in the stored samples after the 
various storage intervals. The values presented in these tables were neither corrected for the concurrent 
recoveries at the respective intervals nor for the recoveries at day 0, since the mean concurrent recoveries 
are within a range of 70% and 110%. 
 
This storage stability study revealed that residues of prothioconazole-desthio were stable in a deep-
freezer for a period of 36 months, in/on wheat (forage, grain and straw). Mean recovery rates for JAU 
6476-desthio were between 86 and 117% (normalised to day 0).  
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Table 6.1-2: Method Validation Data 

Sample 
material 

Storage interval 
(days) 

Mean of recovery rates from 
two freshly fortified samples 

(%) 

Mean of recovery rates from 
two freshly fortified samples 

(%) 
Levels 

(mg/kg) Method Validation Levels 
(mg/kg) 

Concurrent 
Recoveries 

Wheat Forage 

0 
34 
57 
97 

100 
121 
169 
393 
576 
763 

1022 
1126 

0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 

87 
92 
80 
93 
93 
89 
94 
92 
89 
92 
82 
90 

0.50 
0.50 
0.50 
0.50 
0.50 
0.50 
0.50 
1.5 
1.5 
1.5 
1.5 
1.5 

93 
92 
93 
91 
96 

100 
100 
87 
87 
88 
86 
89 

Wheat Grain 

0 
23 
53 
92 

122 
197 
352 
535 
731 
975 
987 

1088 

0.01 
0.01 
0.01 
0.01 
0.01 
0.01 
0.01 
0.01 
0.01 
0.01 
0.01 
0.01 

88 
88 
76 
93 
81 
99 
94 
79 
76 
86 
- 

75 

0.10 
0.10 
0.10 
0.10 
0.10 
0.10 
0.15 
0.15 
0.15 
0.15 
0.15 
0.15 

85 
81 
90 
92 
98 
84 
87 
86 
76 
83 
92 
90 

Wheat Straw 

0 
34 
57 
96 

120 
167 
392 
575 
762 

1016 
1128 

0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 
0.05 

93 
89 
84 
91 
93 
72 
85 
85 
87 
86 
88 

0.50 
0.50 
0.50 
0.50 
0.50 
0.50 
0.75 
0.75 
0.75 
0.75 
0.75 

90 
89 
89 
91 
93 
93 

91* 
81 
96 
89 
90 

*only one concurrent recovery 
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Table 6.1-3: Storage stability of prothioconazole-desthio in/on various wheat matrices for up to 36 months 

Sample material Storage interval 
(days) 

Residue level in stored samples 
Mean* (mg/kg) RSD (%) % of day 0 

Wheat Forage 

0 
34 
57 
97 

100 
121 
169 
393 
576 
763 

1022 
1126 

1.6 
1.7 
1.7 
1.6 
1.7 
1.7 
1.6 
1.5 
1.6 
1.5 
1.8 
1.9 

8.4 
9.8 
2.2 
2.7 
3.8 

10.4 
3.6 
3.2 
4.2 
2.3 
4.1 
7.5 

100 
106 
106 
96 

108 
103 
102 
93 
98 
93 

113 
117 

Wheat Grain 

0 
23 
53 
92 

122 
197 
352 
535 
731 
975 
987 

1088 

0.23 
0.22 
0.23 

0.23** 
0.26 
0.23 
0.24 
0.22 

0.20** 
0.22 
0.21 
0.22 

3.5 
4.3 
5.1 
0.6 
4.7 

13.7 
10.4 
3.2 

19.9 
0.0 

12.9 
6.7 

100 
94 

101 
100 
114 
98 

105 
97 
86 
97 
93 
94 

Wheat Straw 

0 
34 
57 
96 

120 
167 
392 
575 
762 

1016 
1128 

1.9 
2.0 
2.0 
1.9 
2.2 
2.0 
1.9 
1.8 
2.0 
2.0 
1.9 

2.1 
1.6 
4.4 
2.3 
5.2 
0.7 
2.2 
2.8 
2.5 
4.6 
3.3 

100 
101 
101 
100 
114 
103 
98 
93 

101 
101 
99 

*  Mean from three analysed samples (except at day 0 where five samples have been spiked) 
** Mean from two analysed samples 
 

Conclusion 
 
This storage stability study demonstrates that prothioconazole-desthio is stable under deep frozen 
storage for up to 36 months in/on wheat matrices (forage, grain and straw). 
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Report: KCA 6.1/02; z/lu<`e. ,E; 2007; M-258955-02-1 
Title: Storage stability of prothioconazole-desthio in/on canola, spinach, sugar beet, 

tomato, and pea during freezer storage for 24 months 
Report No.: MR-07/282 
Document No.: M-258955-02-1 
Guideline(s): not specified 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
 
Material and methods 
 
A deep-freezer storage stability study was conducted with prothioconazole-desthio in/on canola (seed, 
pod, straw), spinach (leaves), sugar beet (body, leaf with root collar), tomato (fruit), and field pea (field 
pea dried). Individual aliquots of the homogenised sample materials were fortified with 0.50 mg/kg of 
prothioconazole-desthio which corresponds to the 50-fold limit of quantitation of the residue analytical 
method. The fortified samples were stored in a freezer at about minus 18°C or below for up to ca. 24 
months. Control samples that had not been fortified with prothioconazole-desthio were stored under the 
same conditions to allow procedural recovery determination from freshly fortified samples. 
Samples were analysed after nominal storage periods of 0, 2, 4, 6, 12, and 24 months.  
 
Three stored fortified samples (except for the day 0 samples where five samples have been spiked with 
prothioconazole-desthio), one stored control sample, and two stored control sample freshly fortified with 
prothioconazole-desthio at the same level as the stored fortified samples, were analysed for each matrix 
at each of the investigated storage periods. In addition, the analytical method was validated prior to 
analysis by running a set of two recoveries at the limit of quantitation (0.01 mg/kg). 
Residues of prothioconazole-desthio were determined according to method 00647/E001 by HPLC-
MS/MS in the multiple-reaction-monitoring mode (MRM) using an electrospray interface (ESI) after 
extraction, filtration, and dilution. (For details on method 00647/E001, see Section 2 Point 5.3.1). 
 
Results and discussion 
 
The analytical method was validated prior to analysis by running a set of recoveries at the limit of 
quantitation (0.01 mg/kg). In addition, during analysis of the stored samples concurrent recoveries were 
determined at 0.50 mg/kg. Both validation and concurrent recovery experiments shown in Table 6.1-4 
were performed by spiking two control samples with prothioconazole-desthio at each storage period. 
 
In the case of recovery experiments for method validation, recoveries at the respective LOQ were 
performed at 0.01 mg/kg. The recovery rates for prothioconazole-desthio were in the range of 84 to 
111%. For concurrent recoveries, control samples were fortified at 0.50 mg/kg. The recovery rates for 
prothioconazole-desthio were in the range of 84 to 107%. This demonstrates the accuracy of the 
analytical determination. 
 
Table 6.1-5 summarises the amount of prothioconazole-desthio recovered in the stored samples after the 
various storage intervals. The values presented in these tables were neither corrected for the concurrent 
recoveries at the respective intervals nor for the recoveries at day 0, since the mean concurrent recoveries 
are in general within a range of 70% and 110%. 
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This storage stability study revealed that residues of prothioconazole-desthio were stable for a deep-
freezer period of 24 months, in/on canola (seed, pod, straw), spinach (leaves), sugar beet (body, leaf 
with root collar), tomato (fruit), and field pea (field pea dried). Mean recovery rates for prothioconazole-
desthio were between 94 and 107% (normalised to day 0).  
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Table 6.1-4: Method Validation Data (Fortification levels: 0.01 mg/kg for method validation and  
0.50 mg/kg for concurrent recoveries) 

Sample material Storage interval 
(days) 

Mean of recovery rates from two freshly 
fortified samples (%) 

Method Validation Concurrent 
Recoveries 

Canola (Seed) 

0 
64 

128 
174 
336 
735 

98 
-- 
-- 
88 
92 
90 

90 
88 
88 
86 
89 
85 

Canola (Pod) 

0 
64 

128 
174 
336 
735 

107 
-- 
-- 

109 
98 

102 

100 
102 
100 
99 

102 
99 

Canola (Straw) 

0 
64 

128 
174 
336 
735 

96 
-- 
-- 
99 

102 
101 

98 
100 
100 
98 
98 
97 

Spinach (Leaves) 

0 
64 

128 
174 
336 
735 

100 
-- 
-- 

101 
104 
100 

105 
102 
98 
98 

104 
98 

Sugar Beet 
(body) 

0 
63 

127 
173 
336 
734 

101 
-- 
-- 
98 
96 

102 

95 
96 
98 
97 
98 
96 

Sugar Beet (leaf 
with root collar) 

0 
63 

127 
173 
336 
734 

95 
-- 
-- 
98 

104 
102 

93 
97 
95 

101 
101 
96 

Tomato (fruit) 

0 
63 

127 
173 
336 
734 

99 
-- 
-- 

103 
101 
105 

101 
102 
99 

106 
100 
99 

Field pea (dried) 

0 
63 

127 
173 
336 
734 

106 
-- 
-- 
94 

102 
97 

95 
90 
92 
94 

100 
90 
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Table 6.1-5: Storage stability of prothioconazole-desthio in/on various crops for up to 24 months 
(Fortification levels: 0.50 mg/kg) 

Sample material Storage interval 
(days) 

Residue level in stored samples 

Mean* (mg/kg) RSD (%) % of day 0 

Canola Seed 

0 
64 

128 
174 
336 
735 

0.433 
0.447 
0.454 
0.425 
0.455 
0.424 

5.4 
2.7 
1.7 
1.7 
2.9 
0.9 

100 
103 
105 
98 

105 
98 

Canola Pod 

0 
64 

128 
174 
336 
735 

0.489 
0.504 
0.522 
0.493 
0.498 
0.486 

2.4 
0.3 
4.0 
1.1 
0.3 
0.6 

100 
103 
107 
101 
102 
99 

Canola Straw 

0 
64 

128 
174 
336 
735 

0.507 
0.482 
0.512 
0.480 
0.493 
0.488 

2.2 
2.5 
2.4 
1.1 
0.8 
1.3 

100 
95 

101 
95 
97 
96 

Spinach Leaves 

0 
64 

128 
174 
336 
735 

0.515 
0.498 
0.497 
0.499 
0.513 
0.485 

2.9 
1.7 
1.6 
1.7 
2.1 
0.5 

100 
97 
97 
97 

100 
94 

Sugar Beet 
(body) 

0 
63 

127 
173 
336 
734 

0.477 
0.487 
0.488 
0.489 
0.500 
0.477 

2.4 
0.5 
0.6 
1.7 
0.9 
0.8 

100 
102 
102 
103 
105 
100 

Sugar Beet (with 
root collar) 

0 
63 

127 
173 
336 
734 

0.474 
0.482 
0.478 
0.469 
0.488 
0.463 

3.0 
2.8 
5.1 
2.7 
1.6 
1.9 

100 
102 
101 
99 

103 
98 

Tomato Fruit 

0 
63 

127 
173 
336 
734 

0.506 
0.496 
0.521 
0.505 
0.513 
0.487 

1.0 
1.4 
1.2 
2.8 
1.6 
1.9 

100 
98 

103 
100 
101 
96 

Field Pea, Dried 

0 
63 

127 
173 
336 
734 

0.472 
0.447 
0.457 
0.451 
0.505 
0.465 

1.8 
3.3 
3.5 
2.1 
1.6 
1.8 

100 
95 
97 
96 

107 
98 

* Mean from three analysed samples (except at day 0 where five samples have been spiked) 
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Conclusion 
 
The results of the study demonstrate the stability of prothioconazole-desthio residues upon deep frozen 
storage for up to 24 months in/on canola (seed, pod, straw), spinach (leaves), sugar beet (body, leaf 
with root collar), tomato (fruit), and field pea (field pea dried).  
 
 
Report: KCA 6.1/03; -l:2S?e. Zョ,; 2011; M-405410-01-1 
Title: Storage stability of prothioconazole-á-hydroxy-desthio, prothioconazole-3-hydroxy-

desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, and 
prothioconazole-6-hydroxy-desthio in/on tomato fruit, potato tuber, soybean, orange 
fruit and oil seed rape for 24 months 

Report No.: MR-08/024 
Document No.: M-405410-01-1 
Guideline(s): not specified 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Material and methods 
 
Report MR-08/024 describes the stability of residues of the metabolites prothioconazole-α-hydroxy-
desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-
hydroxy-desthio, and prothioconazole-6-hydroxy-desthio in fortified control samples of plant origin 
(tomato fruit, potato tuber, soybean, orange fruit and oil seed rape) during freezer storage for 24 months. 
The samples were fortified with a mixture containing all the analytes at a level of 0.10 mg/kg each (each 
expressed as parent equivalent). 
The samples were stored in amber glass bottles at – 18 °C or below and were analysed at nominal 
intervals of 0, 30, 60, 90, 180, 360, 540 and 720 days. 
 
5 g aliquots of the homogenised control materials were weighed into the bottles. These samples were 
fortified, resulting in levels of 0.10 mg/kg in all matrices. After fortification, the solvent was allowed to 
evaporate for about 15 - 30 min. In addition, untreated samples of each sample material were prepared 
for control and recovery experiments. Subsequently, the bottles were closed and deep-frozen until 
analysis. Samples were analysed in the 24 hours following their extraction. 
 
Residues of the hydroxy metabolites of prothioconazole-desthio were determined by LC/MS/MS 
according to method 00979/M001 (please refer to Section 4.2.1). 
 
Findings 
 
The analytical method was validated prior to analysis by running a set of recoveries for method 
validation. In addition, during analysis of the stored samples concurrent recoveries were determined.  
At each storage interval, the samples for the determination of the method performance (concurrent 
recoveries and method validation) were extracted and analysed concurrently with the control sample 
and the spiked stored samples. 
In the control samples (at each sampling event at least one control sample per matrix was analysed), the 
residues of each analyte were always below 30% of the LOQ. 
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Overall recoveries for method validation as well as overall concurrent recoveries were within the 
acceptable range of 70-110%. Overall RSDs were below 20%. 
 
Recoveries for Method Validation: 
To demonstrate the accuracy of prothioconazole-α-hydroxy-desthio, prothioconazole-3-hydroxy-
desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, and prothioconazole-
6-hydroxy-desthio determination during this study, a set of two recovery experiments were performed 
for each plant matrix at the nominal storage intervals of 0, 30 (except tomato and soybean), 180, 360, 
540 and 720 days. For this purpose, control samples were freshly fortified with a mixture containing all 
analytes at 0.01 mg/kg each (expressed as prothioconazole-desthio equivalents) and then analysed. The 
obtained recovery data for method validation are presented in Table 6.1-6 to Table 6.1-10. 
 
Procedural (or “Concurrent”) Recoveries: 
During analysis of the samples concurrent recovery experiments were performed by spiking control 
samples with a mixture containing all analytes. Concurrent recoveries were conducted in each plant 
matrix at the nominal storage intervals of 30, 60, 90 (except orange and potato), 180, 360, 540 and 720 
days. On day 0 (zero time analyses) samples were analysed during the analysis of storage samples. Since 
these samples are recovery samples, it was not necessary to include concurrent recoveries. For this 
purpose, stored control samples were freshly fortified with a mixture containing all analytes at 0.10 
mg/kg each (expressed as prothioconazole-desthio equivalents). The freshly fortified samples were then 
extracted and analysed concurrently with the control and spiked samples of these actual storage 
intervals. The obtained concurrent recovery data are presented in Table 6.1-6 to Table 6.1-10. 
 
Table 6.1-11 to Table 6.1-15 summarises the amount of each prothioconazole-hydroxy-desthio 
metabolite recovered in the stored samples after the various storage intervals. The values presented in 
these tables were not corrected for the concurrent recoveries at the respective intervals. 
After a deep-freezer storage period of 24 months, mean recovery rates for all compounds analysed and 
in all plant matrices ranged between 71 and 103%. No degradation during the deep-freezer storage could 
be observed. 
It is concluded that residues of prothioconazole-α-hydroxy-desthio, prothioconazole-3-hydroxy-desthio, 
prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, and prothioconazole-6-
hydroxy-desthio are stable for at least 24 months under deep-freezer storage conditions in samples of 
plant origin (rape oil seed, orange fruit, potato tuber, tomato fruit and soybean). 
 
Conclusion 
 
The results of the study demonstrate the stability of residues of prothioconazole-α-hydroxy-desthio, 
prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-
desthio, and prothioconazole-6-hydroxy-desthio upon deep frozen storage at – 18 °C for up to 24 months 
in all tested matrices of plant origin (rape oil seed, orange fruit, potato tuber, tomato fruit and soybean).  
 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 16 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

 

Table 6.1- 6: Method performance for prothioconazole-α-hydroxy-desthio 

Date of 
Extraction 

Sample 
Material 

Storage Interval 
[days] 

Method Validation 
[%] 

FL 0.01 mg/kg* 

Concurrent 
Recoveries [%] 
FL 0.10 mg/kg* 

nominal actual Single Values Mean Single 
Values Mean 

2009-01-16 

Rape Oil 
 seed 

0 0 96 97 97 --- --- --- 
2009-01-06 30 35 91 96 94 89 --- --- 
2009-02-02 60 62 --- --- --- 86 86 86 
2009-03-09 90 97 --- --- --- 100 99 100 
2009-06-09 180 189 106 111 109 94 97 96 
2009-11-30 360 363 89 95 92 87 81 84 
2010-09-06 540 643 105 102 104 104 103 104 
2011-01-05 720 764 91 --- 91 91 90 91 

Overall and RSD [%] 98 7.2  93 7.8  
2008-12-03 

Orange Fruit 

0 0 92 83 88 --- --- --- 
2009-01-07 30 35 --- --- --- 89 --- 89 
2009-02-03 60 61 --- --- --- 89 93 91 
2009-03-11 90 98 98 89 94 --- --- --- 
2009-06-10 180 189 101 92 97 104 95 100 
2009-12-01 360 363 97 101 99 99 100 100 
2010-09-08 540 644 98 100 99 106 108 107 
2011-01-06 720 764 83 --- 83 96 96 96 

Overall and RSD [%] 94 7.1  98 6.5  
2008-12-08 

Potato  
Tuber 

0 0 95 97 96 --- --- --- 
2009-01-08 30 31 --- --- --- 96 95 96 
2009-02-06 60 60 --- --- --- 93 96 95 
2009-03-11 90 95 98 89 94 --- --- --- 
2009-06-23 180 197 90 96 93 97 93 95 
2009-12-02 360 359 99 101 100 97 93 95 
2010-10-07 540 668 105 97 101 97 101 99 
2011-01-06 720 759 108 110 109 105 103 104 

Overall and RSD [%] 99 6.5  97 4.0  
2008-12-09 

Tomato Fruit 

0 0 117 114 116 --- --- --- 
2009-01-13 30 35 --- --- --- 91 94 93 
2009-02-09 60 62 --- --- --- 110 95 103 
2009-03-13 90 94 --- --- --- 106 104 105 
2009-06-24 180 197 94 99 97 99 98 99 
2009-12-03 360 359 83 98 91 92 100 96 
2010-10-07 540 667 96 98 97 92 103 98 
2010-01-10 720 762 108 106 107 104 104 104 

Overall and RSD [%] 101 10.0  99 6.0  
2008-12-10 

Soybean 

0 0 105 98 102 --- --- --- 
2009-01-12 30 33 --- --- --- 99 98 99 
2009-02-09 60 61 --- --- --- 94 96 95 
2009-03-13 90 93 --- --- --- 97 98 98 
2009-06-25 180 197 101 96 99 101 101 101 
2009-12-09 360 364 105 119 112 120 117 119 
2010-10-07 540 666 87 99 93 95 100 98 
2011-01-10 720 761 92 101 97 92 91 92 

Overall and RSD [%] 100 8.6  100 8.5  
* FL: Fortification level expressed as prothioconazole-desthio equivalents 
 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 17 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

 

Table 6.1- 7: Method performance for prothioconazole-3-hydroxy-desthio 

Date of 
Extraction 

Sample 
Material 

Storage Interval 
[days] 

Method Validation [%] 
FL 0.01 mg/kg* 

Concurrent 
Recoveries [%] 
FL 0.10 mg/kg* 

nominal actual Single Values Mean Single 
Values Mean 

2009-01-16 

Rape Oil 
 seed 

0 0 99 102 101 --- --- --- 
2009-01-06 30 35 93 96 94 87 --- 87 
2009-02-02 60 62 --- --- --- 88 88 88 
2009-03-09 90 97 --- --- --- 102 100 101 
2009-06-09 180 189 91 98 95 92 98 95 
2009-11-30 360 363 95 92 94 85 80 83 
2010-09-06 540 643 101 97 99 105 105 105 
2011-01-05 720 764 75  75 85 82 84 

Overall and RSD [%] 94 7.8  92 9.6  
2008-12-03 

Orange Fruit 

0 0 78 79 79 --- --- --- 
2009-01-07 30 35 --- --- --- 90 --- 90 
2009-02-03 60 61 --- --- --- 90 95 93 
2009-03-11 90 98 95 87 91 --- --- --- 
2009-06-10 180 189 99 92 96 100 98 99 
2009-12-01 360 363 89 99 94 95 93 94 
2010-09-08 540 644 101 100 101 109 111 110 
2011-01-06 720 764 72 --- 72 90 91 91 

Overall and RSD [%] 90 11.2  97 7.7  
2008-12-08 

Potato  
Tuber 

0 0 101 97 99 --- --- --- 
2009-01-08 30 31 --- --- --- 99 100 100 
2009-02-06 60 60 --- --- --- 97 99 98 
2009-03-11 90 95 98 90 94 --- --- --- 
2009-06-23 180 197 96 96 96 97 93 95 
2009-12-02 360 359 98 99 99 96 95 96 
2010-10-07 540 668 115 104 110 112 116 114 
2011-01-06 720 759 94 95 95 103 99 101 

Overall and RSD [%] 99 6.3  101 6.8  
2008-12-09 

Tomato 
Fruit 

0 0 96 96 96 --- --- --- 
2009-01-13 30 35 --- --- --- 92 98 95 
2009-02-09 60 62 --- --- --- 111 98 105 
2009-03-13 90 94 --- --- --- 108 105 107 
2009-06-24 180 197 95 99 97 99 98 99 
2009-12-03 360 359 84 92 88 103 102 103 
2010-10-07 540 667 100 105 103 106 115 111 
2010-01-10 720 762 95 93 94 101 100 101 

Overall and RSD [%] 96 5.8  103 5.9  
2008-12-10 

Soybean 

0 0 86 75 81 --- --- --- 
2009-01-12 30 33 --- --- --- 102 103 103 
2009-02-09 60 61 --- --- --- 98 97 98 
2009-03-13 90 93 --- --- --- 96 97 97 
2009-06-25 180 197 102 100 101 98 101 100 
2009-12-09 360 364 106 115 111 110 110 110 
2010-10-07 540 666 96 108 102 108 113 111 
2011-01-10 720 761 81 84 83 90 90 90 

Overall and RSD [%] 95 13.8  101 7.1  
* FL: Fortification level expressed as prothioconazole-desthio equivalents 
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Table 6.1- 8: Method performance for prothioconazole-4-hydroxy-desthio 

Date of 
Extraction 

Sample 
Material 

Storage Interval 
[days] 

Method Validation [%] 
FL 0.01 mg/kg* 

Concurrent 
Recoveries [%] 
FL 0.10 mg/kg* 

nominal actual Single Values Mean Single 
Values Mean 

2009-01-16 

Rape Oil seed 

0 0 94 95 95 --- --- --- 
2009-01-06 30 35 89 93 91 83 --- 83 
2009-02-02 60 62 --- --- --- 80 82 81 
2009-03-09 90 97 --- --- --- 100 100 100 
2009-06-09 180 189 94 100 97 92 98 95 
2009-11-30 360 363 88 84 86 80 76 78 
2010-09-06 540 643 90 102 96 102 98 100 
2011-01-05 720 764 82 --- 82 85 82 84 

Overall and RSD [%] 92 6.7  89 10.6  
2008-12-03 

Orange Fruit 

0 0 73 74 74 --- --- --- 
2009-01-07 30 35 --- --- --- 87 --- --- 
2009-02-03 60 61 --- --- --- 85 89 87 
2009-03-11 90 98 93 84 89 --- --- --- 
2009-06-10 180 189 99 92 96 99 96 98 
2009-12-01 360 363 96 98 97 90 93 92 
2010-09-08 540 644 101 98 100 103 106 105 
2011-01-06 720 764 73 --- 73 89 93 91 

Overall and RSD [%] 89 12.5  94 7.2  
2008-12-08 

Potato Tuber 

0 0 94 91 93 --- --- --- 
2009-01-08 30 31 --- --- --- 95 97 96 
2009-02-06 60 60 --- --- --- 94 93 94 
2009-03-11 90 95 97 91 94 --- --- --- 
2009-06-23 180 197 93 98 96 97 93 95 
2009-12-02 360 359 93 99 96 91 93 92 
2010-10-07 540 668 99 98 99 96 100 98 
2011-01-06 720 759 106 105 106 102 101 102 

Overall and RSD [%] 97 5.1  96 3.7  
2008-12-09 

Tomato Fruit 

0 0 95 97 96 --- --- --- 
2009-01-13 30 35 --- --- --- 90 93 92 
2009-02-09 60 62 --- --- --- 104 93 99 
2009-03-13 90 94 --- --- --- 106 102 104 
2009-06-24 180 197 92 97 95 99 98 99 
2009-12-03 360 359 82 92 87 90 96 93 
2010-10-07 540 667 88 100 94 89 98 94 
2010-01-10 720 762 106 102 104 99 97 98 

Overall and RSD [%] 95 7.3  97 5.4  
2008-12-10 

Soybean 

0 0 89 78 84 --- --- --- 
2009-01-12 30 33 --- --- --- 98 97 98 
2009-02-09 60 61 --- --- --- 91 94 93 
2009-03-13 90 93 --- --- --- 94 94 94 
2009-06-25 180 197 102 95 99 95 97 96 
2009-12-09 360 364 106 107 107 113 115 114 
2010-10-07 540 666 91 96 94 96 99 98 
2011-01-10 720 761 89 94 92 89 88 89 

Overall and RSD [%] 95 9.3  97 8.1  
* FL: Fortification level expressed as prothioconazole-desthio equivalents 
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Table 6.1- 9: Method performance for prothioconazole-5-hydroxy-desthio 

Date of 
Extraction 

Sample 
Material 

Storage Interval 
[days] 

Method Validation [%] 
FL 0.01 mg/kg* 

Concurrent Recoveries 
[%] 

FL 0.10 mg/kg* 
nominal actual Single Values Mean Single Values Mean 

2009-01-16 

Rape Oil seed 

0 0 99 98 99 --- --- --- 
2009-01-06 30 35 87 92 90 80 --- 80 
2009-02-02 60 62 --- --- --- 82 84 83 
2009-03-09 90 97 --- --- --- 100 100 100 
2009-06-09 180 189 89 102 96 92 98 95 
2009-11-30 360 363 89 90 90 76 75 76 
2010-09-06 540 643 91 99 95 102 102 102 
2011-01-05 720 764 83 --- 83 84 83 84 

Overall and RSD [%] 93 6.5  89 11.5  
2008-12-03 

Orange Fruit 

0 0 76 71 74 --- --- --- 
2009-01-07 30 35 --- --- --- 87 --- --- 
2009-02-03 60 61 --- --- --- 86 92 89 
2009-03-11 90 98 96 86 91 --- --- --- 
2009-06-10 180 189 89 87 88 99 97 98 
2009-12-01 360 363 92 98 95 97 90 94 
2010-09-08 540 644 100 98 99 104 107 106 
2011-01-06 720 764 73 --- 73 88 89 89 

Overall and RSD [%] 88 11.9  94 7.6  
2008-12-08 

Potato Tuber 

0 0 95 91 93 --- --- --- 
2009-01-08 30 31 --- --- --- 97 97 97 
2009-02-06 60 60 --- --- --- 93 95 94 
2009-03-11 90 95 97 90 94 --- --- --- 
2009-06-23 180 197 95 104 100 97 93 95 
2009-12-02 360 359 92 98 95 94 93 94 
2010-10-07 540 668 106 98 102 96 101 99 
2011-01-06 720 759 98 99 99 99 97 98 

Overall and RSD [%] 97 5.0  96 2.6  
2008-12-09 

Tomato Fruit 

0 0 94 99 97 --- --- --- 
2009-01-13 30 35 --- --- --- 89 92 91 
2009-02-09 60 62 --- --- --- 106 95 101 
2009-03-13 90 94 --- --- --- 104 103 104 
2009-06-24 180 197 94 97 96 99 98 99 
2009-12-03 360 359 84 97 91 100 99 100 
2010-10-07 540 667 91 98 95 90 100 95 
2010-01-10 720 762 100 100 100 97 93 95 

Overall and RSD [%] 95 5.2  98 5.3  
2008-12-10 

Soybean 

0 0 92 82 87 --- --- --- 
2009-01-12 30 33 --- --- --- 97 98 98 
2009-02-09 60 61 --- --- --- 93 96 95 
2009-03-13 90 93 --- --- --- 94 94 94 
2009-06-25 180 197 101 94 98 100 100 100 
2009-12-09 360 364 108 107 108 106 110 108 
2010-10-07 540 666 86 93 90 96 99 98 
2011-01-10 720 761 89 90 90 85 87 86 

Overall and RSD [%] 94 9.1  97 6.7  
* FL: Fortification level expressed as prothioconazole-desthio equivalents 
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Table 6.1- 10: Method performance for prothioconazole-6-hydroxy-desthio 

Date of 
Extraction 

Sample 
Material 

Storage Interval 
[days] 

Method Validation [%] 
FL 0.01 mg/kg* 

Concurrent 
Recoveries [%] 
FL 0.10 mg/kg* 

nominal actual Single Values Mean Single 
Values Mean 

2009-01-16 

Rape Oil seed 

0 0 84 88 86 --- --- --- 
2009-01-06 30 35 77 84 81 71 --- 71 
2009-02-02 60 62 --- --- --- 73 80 77 
2009-03-09 90 97 --- --- --- 102 101 102 
2009-06-09 180 189 86 87 87 92 98 95 
2009-11-30 360 363 83 80 82 81 68 75 
2010-09-06 540 643 87 85 86 92 88 90 
2011-01-05 720 764 70 --- 70 74 75 75 

Overall and RSD [%] 83 6.5  84 14.1  
2008-12-03 

Orange Fruit 

0 0 88 85 87 --- --- --- 
2009-01-07 30 35 --- --- --- 77 --- 77 
2009-02-03 60 61 --- --- --- 84 87 86 
2009-03-11 90 98 89 82 86 --- --- --- 
2009-06-10 180 189 93 97 95 90 92 91 
2009-12-01 360 363 82 93 88 86 85 86 
2010-09-08 540 644 93 92 93 98 101 100 
2011-01-06 720 764 62 --- 62 75 76 76 

Overall and RSD [%] 87 11.0  86 9.9  
2008-12-08 

Potato Tuber 

0 0 108 108 108 --- --- --- 
2009-01-08 30 31 --- --- --- 98 98 98 
2009-02-06 60 60 --- --- --- 97 96 97 
2009-03-11 90 95 92 86 89 --- --- --- 
2009-06-23 180 197 92 98 95 97 93 95 
2009-12-02 360 359 100 100 100 95 99 97 
2010-10-07 540 668 99 89 94 87 99 93 
2011-01-06 720 759 93 94 94 92 91 92 

Overall and RSD [%] 97 7.1  95 3.9  
2008-12-09 

Tomato Fruit 

0 0 96 102 99 --- --- --- 
2009-01-13 30 35 --- --- --- 84 92 88 
2009-02-09 60 62 --- --- --- 105 93 99 
2009-03-13 90 94 --- --- --- 103 102 103 
2009-06-24 180 197 93 98 96 99 98 99 
2009-12-03 360 359 76 88 82 96 101 99 
2010-10-07 540 667 94 89 92 86 93 90 
2010-01-10 720 762 89 87 88 87 85 86 

Overall and RSD [%] 91 7.9  95 7.5  
2008-12-10 

Soybean 

0 0 91 81 86 --- --- --- 
2009-01-12 30 33 --- --- --- 98 97 98 
2009-02-09 60 61 --- --- --- 89 92 91 
2009-03-13 90 93 --- --- --- 95 95 95 
2009-06-25 180 197 100 94 97 103 103 103 
2009-12-09 360 364 100 107 104 105 106 106 
2010-10-07 540 666 80 87 84 89 91 90 
2011-01-10 720 761 80 74 77 82 84 83 

Overall and RSD [%] 89 12.1  95 8.0  
* FL: Fortification level expressed as prothioconazole-desthio equivalents 
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Table 6.1- 11: Storage stability of prothioconazole-α-hydroxy-desthio in/on various matrices for up to 24 
months 

Date of 
Extraction Sample 

Material 

Storage Interval 
[days] 

Stored Samples 
FL 0.10 mg/kg* Mean 

[%] 
RSD 
[%]  nominal actual Single Values [%] 

2009-01-16 

Rape Oil 
seed 

0 0 91 96 98 97 98 96 3.0 
2009-01-06 30 35 88 91 95 --- --- 91 3.8 
2009-02-02 60 62 87 88 99 --- --- 91 7.3 
2009-03-09 90 97 102 100 104 --- --- 102 2.0 
2009-06-09 180 189 97 97 97 --- --- 97 0.0 
2009-11-30 360 363 89 82 78 --- --- 83 6.7 
2010-09-06 540 643 102 98 98 --- --- 99 2.3 
2011-01-05 720 764 92 95 90 --- --- 92 2.7 

Overall 94 6.6 
2008-12-03 

Orange 
Fruit 

0 0 80 84 78 83 83 82 3.1 
2009-01-07 30 35 93 98 92 --- --- 94 3.4 
2009-02-03 60 61 91 92 97 --- --- 93 3.4 
2009-03-11 90 98 102 102 101 --- --- 102 0.6 
2009-06-10 180 189 104 101 99 --- --- 101 2.5 
2009-12-01 360 363 94 93 98 --- --- 95 2.8 
2010-09-08 540 644 99 98 101 --- --- 99 1.5 
2011-01-06 720 764 108 93 98 --- --- 100 7.7 

Overall 95 8.2 
2008-12-08 

Potato 
Tuber 

0 0 92 90 88 91 89 90 1.8 
2009-01-08 30 31 --- 94 97 --- --- 96 2.2 
2009-02-06 60 60 95 93 93 --- --- 94 1.2 
2009-03-11 90 95 99 102 99 --- --- 100 1.7 
2009-06-23 180 197 99 89 93 --- --- 94 5.4 
2009-12-02 360 359 79 78 80 --- --- 79 1.3 
2010-10-07 540 668 92 94 98 --- --- 95 3.2 
2011-01-06 720 759 99 98 95 --- --- 97 2.1 

Overall 93 6.8 
2008-12-09 

Tomato 
Fruit 

0 0 97 96 92 86 89 92 5.0 
2009-01-13 30 35 92 91 100 --- --- 94 5.2 
2009-02-09 60 62 96 97 96 --- --- 96 0.6 
2009-03-13 90 94 103 103 101 --- --- 102 1.1 
2009-06-24 180 197 101 101 98 --- --- 100 1.7 
2009-12-03 360 359 94 92 89 --- --- 92 2.7 
2010-10-07 540 667 102 101 99 --- --- 101 1.5 
2011-01-10 720 762 93 95 100 --- --- 96 3.8 

Overall 96 4.9 
2008-12-10 

Soybean 

0 0 91 93 74 67 74 80 14.4 
2009-01-12 30 33 101 95 99 --- --- 98 3.1 
2009-02-09 60 61 90 96 95 --- --- 94 3.4 
2009-03-13 90 93 98 102 103 --- --- 101 2.6 
2009-06-25 180 197 99 101 100 --- --- 100 1.0 
2009-12-09 360 364 114 109 99 --- --- 107 7.1 
2010-10-07 540 666 98 99 95 --- --- 97 2.1 
2011-01-10 720 761 74 83 88 --- --- 82 8.7 

Overall 94 12.0 
* FL: Fortification level expressed as prothioconazole-desthio equivalents;   RSD: relative standard deviation 
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Table 6.1- 12: Storage stability of prothioconazole-3-hydroxy-desthio in/on various matrices for up to 24 
months 

Date of 
Extraction 

Sample 
Material 

Storage Interval 
[days] 

Stored Samples 
FL 0.10 mg/kg* Mean 

[%] 
RSD 
[%] nominal actual Single Values [%] 

2009-01-16 

Rape Oil seed 

0 0 96 98 100 99 99 98 1.5 
2009-01-06 30 35 90 92 93 --- --- 92 1.7 
2009-02-02 60 62 87 90 102 --- --- 93 8.5 
2009-03-09 90 97 101 102 104 --- --- 102 1.5 
2009-06-09 180 189 97 94 98 --- --- 96 2.2 
2009-11-30 360 363 82 73 76 --- --- 77 6.0 
2010-09-06 540 643 104 103 100 --- --- 102 2.0 
2011-01-05 720 764 83 79 79 --- --- 80 2.9 

Overall 93 10.0 
2008-12-03 

Orange Fruit 

0 0 71 73 69 75 73 72 3.2 
2009-01-07 30 35 91 100 91 --- --- 94 5.5 
2009-02-03 60 61 92 95 100 --- --- 96 4.2 
2009-03-11 90 98 100 101 101 --- --- 101 0.6 
2009-06-10 180 189 102 102 96 --- --- 100 3.5 
2009-12-01 360 363 81 86 85 --- --- 84 3.1 
2010-09-08 540 644 103 102 105 --- --- 103 1.5 
2011-01-06 720 764 107 92 96 --- --- 98 7.9 

Overall 92 12.7 
2008-12-08 

Potato Tuber 

0 0 93 92 89 92 90 91 1.8 
2009-01-08 30 31 --- 96 101 --- --- 99 3.6 
2009-02-06 60 60 96 97 95 --- --- 96 1.0 
2009-03-11 90 95 99 102 100 --- --- 100 1.5 
2009-06-23 180 197 101 94 96 --- --- 97 3.7 
2009-12-02 360 359 79 79 80 --- --- 79 0.7 
2010-10-07 540 668 103 104 110 --- --- 106 3.6 
2011-01-06 720 759 92 92 88 --- --- 91 2.5 

Overall 94 8.1 
2008-12-09 

Tomato Fruit 

0 0 85 82 79 74 75 79 5.9 
2009-01-13 30 35 95 93 103 --- --- 97 5.5 
2009-02-09 60 62 100 100 101 --- --- 100 0.6 
2009-03-13 90 94 102 101 101 --- --- 101 0.6 
2009-06-24 180 197 101 100 99 --- --- 100 1.0 
2009-12-03 360 359 86 84 80 --- --- 83 3.7 
2010-10-07 540 667 116 116 112 --- --- 115 2.0 
2011-01-10 720 762 93 91 100 --- --- 95 5.0 

Overall 95 12.2 
2008-12-10 

Soybean 

0 0 77 77 64 59 65 68 11.9 
2009-01-12 30 33 103 97 101 --- --- 100 3.0 
2009-02-09 60 61 96 105 100 --- --- 100 4.5 
2009-03-13 90 93 96 108 101 --- --- 102 5.9 
2009-06-25 180 197 102 101 101 --- --- 101 0.6 
2009-12-09 360 364 109 108 115 --- --- 111 3.4 
2010-10-07 540 666 109 112 106 --- --- 109 2.8 
2011-01-10 720 761 73 81 87 --- --- 80 8.7 

Overall 94 17.0 
* FL: Fortification level expressed as prothioconazole-desthio equivalents;   RSD: relative standard deviation 
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Table 6.1-13: Storage stability of prothioconazole-4-hydroxy-desthio in/on various matrices for up to 24 
months 

Date of 
Extraction 

Sample 
Material 

Storage Interval 
[days] 

Stored Samples 
FL 0.10 mg/kg* Mean 

[%] 
RSD 
[%] nominal actual Single Values [%] 

2009-01-16 

Rape Oil seed 

0 0 94 95 95 95 95 95 0.5 
2009-01-06 30 35 84 86 86 --- --- 85 1.4 
2009-02-02 60 62 79 84 90 --- --- 84 6.5 
2009-03-09 90 97 93 93 96 --- --- 94 1.8 
2009-06-09 180 189 84 86 89 --- --- 86 2.9 
2009-11-30 360 363 85 81 80 --- --- 82 3.2 
2010-09-06 540 643 97 96 92 --- --- 95 2.8 
2011-01-05 720 764 85 90 77 --- --- 84 7.8 

Overall 89 6.7 
2008-12-03 

Orange Fruit 

0 0 68 70 64 71 71 69 4.3 
2009-01-07 30 35 88 96 89 --- --- 91 4.8 
2009-02-03 60 61 89 91 94 --- --- 91 2.8 
2009-03-11 90 98 94 96 95 --- --- 95 1.1 
2009-06-10 180 189 93 92 85 --- --- 90 4.8 
2009-12-01 360 363 92 93 90 --- --- 92 1.7 
2010-09-08 540 644 96 96 99 --- --- 97 1.8 
2011-01-06 720 764 105 88 117 --- --- 103 14.1 

Overall 89 13.4 
2008-12-08 

Potato Tuber 

0 0 86 85 81 86 83 84 2.6 
2009-01-08 30 31 --- 92 95 --- --- 94 2.3 
2009-02-06 60 60 91 91 89 --- --- 90 1.3 
2009-03-11 90 95 93 95 94 --- --- 94 1.1 
2009-06-23 180 197 94 84 87 --- --- 88 5.8 
2009-12-02 360 359 81 82 76 --- --- 80 4.0 
2010-10-07 540 668 91 91 96 --- --- 93 3.1 
2011-01-06 720 759 90 91 86 --- --- 89 3.0 

Overall 88 5.9 
2008-12-09 

Tomato Fruit 

0 0 84 83 79 76 76 80 4.8 
2009-01-13 30 35 90 89 98 --- --- 92 5.3 
2009-02-09 60 62 96 97 96 --- --- 96 0.6 
2009-03-13 90 94 97 95 96 --- --- 96 1.0 
2009-06-24 180 197 93 90 91 --- --- 91 1.7 
2009-12-03 360 359 94 96 92 --- --- 94 2.1 
2010-10-07 540 667 100 101 98 --- --- 100 1.5 
2011-01-10 720 762 92 88 98 --- --- 93 5.4 

Overall 92 7.7 
2008-12-10 

Soybean 

0 0 78 78 65 59 63 69 12.9 
2009-01-12 30 33 100 95 99 --- --- 98 2.7 
2009-02-09 60 61 91 97 95 --- --- 94 3.2 
2009-03-13 90 93 90 100 96 --- --- 95 5.3 
2009-06-25 180 197 93 96 93 --- --- 94 1.8 
2009-12-09 360 364 117 114 111 --- --- 114 2.6 
2010-10-07 540 666 85 91 82 --- --- 86 5.3 
2011-01-10 720 761 71 82 85 --- --- 79 9.3 

Overall 89 16.4 
* FL: Fortification level expressed as prothioconazole-desthio equivalents;   RSD: relative standard deviation 
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Table 6.1-14: Storage stability of prothioconazole-5-hydroxy-desthio in/on various matrices for up to 24 
months 

Date of 
Extraction 

Sample 
Material 

Storage Interval  
[days] 

Stored Samples 
FL 0.10 mg/kg* Mean 

[%] 
RSD 
[%] nominal actual Single Values [%] 

2009-01-16 

Rape Oil seed 

0 0 93 95 98 97 95 96 2.0 
2009-01-06 30 35 83 87 84 --- --- 85 2.5 
2009-02-02 60 62 85 85 98 --- --- 89 8.4 
2009-03-09 90 97 100 101 104 --- --- 102 2.0 
2009-06-09 180 189 97 95 99 --- --- 97 2.1 
2009-11-30 360 363 86 80 76 --- --- 81 6.2 
2010-09-06 540 643 101 98 96 --- --- 98 2.6 
2011-01-05 720 764 86 89 76 --- --- 84 8.1 

Overall 92 8.8 
2008-12-03 

Orange Fruit 

0 0 68 68 65 72 70 69 3.8 
2009-01-07 30 35 89 96 87 --- --- 91 5.2 
2009-02-03 60 61 90 92 95 --- --- 92 2.7 
2009-03-11 90 98 102 101 103 --- --- 102 1.0 
2009-06-10 180 189 104 102 99 --- --- 102 2.5 
2009-12-01 360 363 90 94 93 --- --- 92 2.3 
2010-09-08 540 644 99 97 101 --- --- 99 2.0 
2011-01-06 720 764 101 84 89 --- --- 91 9.6 

Overall 90 13.4 
2008-12-08 

Potato Tuber 

0 0 89 86 84 86 85 86 2.2 
2009-01-08 30 31 --- 93 97 --- --- 95 3.0 
2009-02-06 60 60 94 93 92 --- --- 93 1.1 
2009-03-11 90 95 102 104 102 --- --- 103 1.1 
2009-06-23 180 197 103 98 101 --- --- 101 2.5 
2009-12-02 360 359 86 85 87 --- --- 86 1.2 
2010-10-07 540 668 92 94 98 --- --- 95 3.2 
2011-01-06 720 759 92 96 91 --- --- 93 2.8 

Overall 93 6.7 
2008-12-09 

Tomato Fruit 

0 0 85 83 82 78 79 81 3.5 
2009-01-13 30 35 92 90 99 --- --- 94 5.0 
2009-02-09 60 62 96 97 97 --- --- 97 0.6 
2009-03-13 90 94 104 103 103 --- --- 103 0.6 
2009-06-24 180 197 104 101 100 --- --- 102 2.0 
2009-12-03 360 359 92 89 91 --- --- 91 1.7 
2010-10-07 540 667 100 102 97 --- --- 100 2.5 
2011-01-10 720 762 90 83 95 --- --- 89 6.7 

Overall 94 8.6 
2008-12-10 

Soybean 

0 0 81 79 64 58 65 69 14.5 
2009-01-12 30 33 100 95 99 --- --- 98 2.7 
2009-02-09 60 61 91 95 96 --- --- 94 2.8 
2009-03-13 90 93 98 104 102 --- --- 101 3.0 
2009-06-25 180 197 100 101 101 --- --- 101 0.6 
2009-12-09 360 364 111 105 108 --- --- 108 2.8 
2010-10-07 540 666 97 99 93 --- --- 96 3.2 
2011-01-10 720 761 70 81 86 --- --- 79 10.4 

Overall 92 15.6 
* FL: Fortification level expressed as prothioconazole-desthio equivalents;   RSD: relative standard deviation 
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Table 6.1-15: Storage stability of prothioconazole-6-hydroxy-desthio  for up to 24 months 
Date of 

Extraction 
Sample 

Material 
Interval [days] Stored Samples FL 0.10 mg/kg* Mean 

[%] 
RSD 
[%] nominal actual Single Values [%] 

2009-01-16 

Rape Oil  
seed 

0 0 82 86 88 89 87 86 3.1 
2009-01-06 30 35 73 77 70 --- --- 73 4.8 
2009-02-02 60 62 73 72 92 --- --- 79 14.3 
2009-03-09 90 97 88 91 91 --- --- 90 1.9 
2009-06-09 180 189 87 86 93 --- --- 89 4.0 
2009-11-30 360 363 79 68 74 --- --- 74 7.5 
2010-09-06 540 643 94 92 85 --- --- 90 5.2 
2011-01-05 720 764 70 80 64 --- --- 71 11.3 

Overall 82 10.9 
2008-12-03 

Orange 
Fruit 

0 0 86 91 86 95 93 90 4.5 
2009-01-07 30 35 83 89 79 --- --- 84 6.0 
2009-02-03 60 61 82 89 92 --- --- 88 5.9 
2009-03-11 90 98 98 98 96 --- --- 97 1.2 
2009-06-10 180 189 98 99 94 --- --- 97 2.7 
2009-12-01 360 363 81 84 87 --- --- 84 3.6 
2010-09-08 540 644 95 95 99 --- --- 96 2.4 
2011-01-06 720 764 94 78 81 --- --- 84 10.1 

Overall 90 7.5 
2008-12-08 

Potato 
Tuber 

0 0 109 109 105 106 105 107 1.9 
2009-01-08 30 31 --- 96 97 --- --- 97 0.7 
2009-02-06 60 60 93 96 93 --- --- 94 1.8 
2009-03-11 90 95 98 101 100 --- --- 100 1.5 
2009-06-23 180 197 103 94 100 --- --- 99 4.6 
2009-12-02 360 359 86 84 95 --- --- 88 6.6 
2010-10-07 540 668 87 89 93 --- --- 90 3.4 
2011-01-06 720 759 89 92 86 --- --- 89 3.4 

Overall 96 7.6 
2008-12-09 

Tomato 
Fruit 

0 0 94 92 91 85 88 90 3.9 
2009-01-13 30 35 89 88 96 --- --- 91 4.8 
2009-02-09 60 62 94 96 96 --- --- 95 1.2 
2009-03-13 90 94 100 100 99 --- --- 100 0.6 
2009-06-24 180 197 104 99 95 --- --- 99 4.5 
2009-12-03 360 359 97 90 92 --- --- 93 3.9 
2010-10-07 540 667 96 95 89 --- --- 93 4.1 
2011-01-10 720 762 83 75 84 --- --- 81 6.1 

Overall 93 6.9 
2008-12-10 

Soybean 

0 0 88 82 70 59 70 74 15.4 
2009-01-12 30 33 99 94 96 --- --- 96 2.6 
2009-02-09 60 61 89 92 93 --- --- 91 2.3 
2009-03-13 90 93 97 102 100 --- --- 100 2.5 
2009-06-25 180 197 98 101 101 --- --- 100 1.7 
2009-12-09 360 364 111 108 108 --- --- 109 1.6 
2010-10-07 540 666 90 91 86 --- --- 89 3.0 
2011-01-10 720 761 67 77 81 --- --- 75 9.6 

Overall 90 14.8 
* FL: Fortification level expressed as prothioconazole-desthio equivalents;   RSD: relative standard deviation 
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CA 6.2  Metabolism, distribution and expression of residues 
CA 6.2.1  Plants 
Data to address this point were presented in the dossier submitted for first inclusion in Annex I (March 
2002) and were deemed acceptable following evaluation and peer review at EU level (2007).  

Additionally metabolism studies using [phenyl-UL-14C]- and [3,5-triazole-14C]-labelled 
prothioconazole were conducted after the dossier submission on request of US EPA. The metabolism 
studies and an amended Annex II Tier 2 summary of the Section 4, Points IIA 6.2 and 6.6.2 (reference 
M-301848-01-1) were submitted at EU level to the RMS (UK PSD) in May 2008 as supportive data. 

For details of data submitted previously please refer also to the Baseline dossier CA 6.2. For 
completeness, a summary of these previously submitted studies are included below. 

The metabolism of [14C]prothioconazole was investigated in wheat, peanuts and sugar beets after spray 
treatment employing the phenyl- as well as the triazole-labelled compound. A study in wheat following 
seed treatment using the phenyl-label was also conducted. Additionally, the triazole-labelled desthio 
derivative of prothioconazole was used as a test compound in a wheat metabolism study after spray 
treatment. A summary of the main parameters of these studies are compiled in the table below. 
 
Report Crop Formulation Treatment Application rate Harvest Label 
KCA 6.2.1/01 
ダ??J & 
Ik2R0e/Ja (2000) 
M-041657-01-1 

wheat EC 250 spray treatment 2x200 g a.s./ha 48 days* phenyl 

KCA 6.2.1/02 
ロk?ö & T2öc? 
(2004) 
M-001524-01-1 

wheat SC 480 spray treatment 178 + 292 g 
a.s./ha 

64 days* triazole 

KCA 6.2.1/03 
JGeä (2001a) 
M-030412-01-3 

wheat N/A seed treatment 20 g a.s./100 kg 
seed 

153 days phenyl 

KCA 6.2.1/04 
Uc(v§a/ et al. 
(1993) 
M-008633-01-1 

wheat 
desthio-
prothio-
conazole 

WP 25 spray treatment 2 x 250 g a.s./ha 48 days* triazole 

KCA 6.2.1/05 
DäJä (2001b) 
M-033059-01-2 

peanut EC 250 spray treatment 3 x 297 g a.s./ha 157 
days* 

phenyl 

KCA 6.2.1/06 
イ?eJ (2003) 
M-103268-01-2 

peanut EC 250 spray treatment 3 x 297 g a.s./ha 148 
days* 

triazole 

KCA 6.2.1/07 
R?7?t? & jxpN 
(2004a) 
M-001059-01-1 

sugar beet N/A spray treatment 4 x 288 g a.s./ha 7 days* phenyl 

KCA 6.2.1/08 
Räcp/z & Q5l9 
(2004b) 
M-001049-01-1 

sugar beet N/A spray treatment 4 x 289 g a.s./ha 7 days* triazole 

*After last treatment. 
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For convenience, the executive summaries of these plant metabolism studies are again provided in the 
following chapters. 

Wheat 

 
Report: KCA 6.2.1/01; Xc?.J ね,; Cu/J$く-ä?. ,W; 2000; M-041657-01-1 
Title: Metabolism of JAU6476 in spring wheat (after foliar application) 
Report No.: MR-198/99 
Document No.: M-041657-01-1 
Guideline(s): US EPA OPPTS 860.1300; EU 91/414/EEC (Final 11/97) 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 

 
Executive Summary 

The metabolic fate of phenyl-labelled prothioconazole was investigated after two spray applications in 
spring wheat. Wheat was treated at growth stages tillering (BBCH1 code 32-37) and full flowering 
(BBCH code 65) allowing a 17 days time period between the two applications and a 48 days interval 
until harvest of straw and seeds. Each treatment was performed with phenyl-labelled prothioconazole 
formulated as EC 250 at a rate of 200 g active substance (a.s.)/ha. 

Total radioactive residue (TRR) levels in forage, hay, straw and grain were 10.45 mg/kg, 8.90 mg/kg, 
26.74 mg/kg and 0.08 mg/kg (a.s. equivalents), respectively.  

Identified metabolites in the raw agricultural commodities (RACs) accounted for 73.1% of the TRR in 
forage, 64.7% in hay, 66.2% in straw and 33.7% in grain. 

Major metabolites, identified in the different RACs, included JAU 6476-desthio (M04), (as the main 
metabolite) and its derivatives JAU 6476-desthio-α-hydroxy (M18), isomers (3- and 4-) of JAU 6476-
desthio-hydroxy (M14, M15) and the corresponding glucosides (M21-23). Two other metabolites of 
prothioconazole were identified as JAU 6476-sulfonic acid (M02) and JAU 6476-triazolinone (M03) 
(percentages of TRR and mg a.s. equivalents/kg of these metabolites are provided in Table 6.2.1-1 
below). 

 
1 BBCH Code (1994): Compendium of growth stage identification: Keys for mono- and dicotyledoneus plants 
BBA, IVA and other members of the BBCH 
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Table 6.2.1-1: Parent compound and major metabolites after spray application of phenyl-labelled 
prothioconazole to wheat (in % of TRR and mg a.s. equivalents/kg) 

Parent compound / metabolite Forage Hay Straw Grain 
 % of 

TRR 
mg/kg % of 

TRR 
mg/kg % of 

TRR 
mg/kg % of 

TRR 
mg/kg 

Prothioconazole 3.3 0.35 2.6 0.24 3.7 0.98 1.0 < 0.01 
JAU 6476-sulfonic acid (M02) 7.1 0.75 3.3 0.29 8.4 2.24 n.d. n.d. 
JAU 6476-triazolinone (M03) 6.9 0.71 5.1 0.46 6.1 1.64 1.3 < 0.01 
JAU 6476-desthio (M04) 35.4 3.70 18.5 1.64 22.3 5.95 15.9 0.014 
JAU 6476-desthio-3-hydroxy (M14) 2.4 0.25 8.5 0.75 2.9 0.76 1.1 < 0.01 JAU 6476-desthio-4-hydroxy (M15) 1.2 0.13 6.7 0.60 2.7 0.72 
JAU 6476-desthio-6-hydroxy (M17) 1.1 0.12 1.2 0.11 1.2 0.32 n.d. < 0.01 
3 isomers of JAU 6476-desthio-   
hydroxy-glucoside (M21-23) 

8.6 0.91 2.6 0.24 7.3 1.96 8.4 < 0.01 

JAU 6476-desthio-α-hydroxy (M18) 4.5 0.47 9.4 0.83 5.8 1.54 2.8 < 0.01 
Sum of 8 comp. at maximum 2.6 0.27 6.7 0.59 5.8 1.55 3.2 0.0027 

n.d. = not detected 
 

Prothioconazole was extensively metabolised in wheat. The proposed metabolic reactions involved: 
• oxidation and loss of sulphur of the triazolinethione ring, resulting in the main metabolite 

JAU 6476-desthio (M04) 
• hydroxylation of the chlorobenzyl methylene C-atom and hydroxylation of the chlorobenzyl 

ring at position 3, 4 and 6 of JAU 6476-desthio 
• conjugation of all these hydroxylated metabolites and to a minimal extent of JAU 6476-desthio  

Minor degradation reactions were: 
• exchange of sulfur against oxygen 
• elimination of the triazole moiety and conjugation of the benzylpropyldiol rest 

 

 
Report: DゕÄ ョ,,_j$yb; Äböz. ,< O,; äZ$yz. B, ,E; 2004; M-001524-01-1 
Title: The metabolism of [triazole-3,5-14 C] JAU 6476 in wheat 
Report No.: 200733 
Document No.: M-001524-01-1 
Guideline(s): OPPTS 860, 1300; DACO 6.3 
Guideline deviation(s): -- 
GLP/GEP: yes 

 

 
Executive Summary 

The metabolic fate of triazole-labelled prothioconazole was investigated after two spray applications in 
wheat. The wheat was treated at BBCH crop growth stages 32 (node 2 at least 2 cm above node 1) and 
65 (full flowering). Each treatment was performed with triazole-labelled prothioconazole formulated as 
SC 480. The treatment rates for the first and the second application were 178 and 292 g a.s./ha, 
respectively. 

The total radioactive residue (TRR) in wheat forage, hay, straw, and grain were 7.96 mg/kg, 
11.18 mg/kg, 7.94 mg/kg, and 4.97 mg/kg, respectively. 

Identified metabolites in the raw agricultural commodities (RACs) accounted for 66% of the TRR in 
forage, 75% in hay, 61% in straw and 94% in grain. 
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The major residues found in all matrices were JAU 6476-desthio (M04), triazolylalanine (TA, M31), 
triazolylacetic acid (TAA, M29), triazolylhydroxypropionic acid (THP, M30), JAU 6476-desthio-α-
hydroxy (M18) and prothioconazole (percentages of TRR and mg/kg equivalents a.s. of these major 
metabolites are provided in Table 6.2.1-2 below). 

Table 6.2.1-2: Parent compound and major metabolites after spray application of triazole-labelled 
prothioconazole to wheat (in % of TRR and mg a.s. equivalents/kg) 

Parent compound / metabolite Forage Hay Straw Grain 
 % of 

TRR 
mg/kg % of 

TRR 
mg/kg % of 

TRR 
mg/kg % of 

TRR 
mg/kg 

Prothioconazole 5 0.397 3 0.326 6 0.481   
JAU 6476-desthio (M04) 19 1.496 11 1.279 9 0.700   
JAU 6476-desthio-hydroxy (M14-M17) 2a) 0.162a) n.d. n.d. 7 0.485   
JAU 6476-desthio-α-hydroxy (M18) 9 0.677 7 0.764 7 0.495   
TA (M31) 12 0.951 25 2.769 4 0.321 71 3.537 
THP (M30) 3 0.220 8 0.849 8 0.609 < 1 0.022 
TAA (M29) 1 0.108 5 0.499 5 0.365 19 0.946 
Sum of 17 comp. in maximum 15 1.139 15 1.525 15 1.085 - - 

n.d. = not detected 
a) = JAU 6476-desthio-3-hydroxy (M14) and JAU 6476-desthio-4-hydroxy (M15) 

Following the initial metabolism of prothioconazole to JAU 6476-desthio (M04), two major metabolic 
processes were observed:  

• one major pathway involved hydroxylation of the phenyl ring and/or benzylic carbon followed 
by conjugation with malonic acid and/or glucose;  

• the other major pathway involved the release of the triazole moiety and subsequent formation 
of triazole conjugates.  
The fact that no free 1,2,4-triazole (M13) was found in any wheat matrix suggests an immediate 
conjugation of the released triazole.  

• minor metabolic processes led to the formation of JAU 6476-triazolinone (M03) and JAU 6476-
desthio-phenyl-cysteine (M44), conjugation of JAU 6476-desthio (M04) with glucose and 
malonic acid, oxidation of the sulfur atom of the triazolinethione ring of prothioconazole to 
form JAU 6476-sulfonic acid (M02), and cleavage of the benzylic group to form JAU 6476-
triazolyl-ethanol (M45) and its glucoside (M46). 

 

 
Report: Yゕヌ ・,36,・io; NJ.äz み,; 2001; M-030412-01-3 
Title: Metabolism of JAU 6476 in spring wheat after seed dressing 
Report No.: 110881 
Document No.: M-030412-01-3 
Guideline(s): US EPA OPPTS 860.1300; EU 91/414/EEC (Final 11/97) 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 

 

Executive Summary 

The metabolic fate of phenyl-labelled prothioconazole was investigated in spring wheat after seed 
dressing. The results were compared to the results of the study were phenyl-labelled prothioconazole 
had been applied by spraying (MR-198/99, summarised in KCA 6.2.1/01. 
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Wheat seeds were treated at a rate of 20 g a.s./100 kg seeds, corresponding to 7.97 µg a.s./seed (so called 
1X experiment). In a 5X overdose experiment 40.0 µg a.s./seed were applied. 

Total radioactive residue (TRR) levels of the 1X experiment were very low and amounted to 0.02 mg/kg 
in forage, 0.02 mg/kg in hay, 0.03 mg/kg in straw and 0.008 mg/kg (a.s. equivalents) in grain, 
respectively. None of the extraction phases obtained after partitioning of the extracts, reached the 
identification threshold values. 

Due to these low concentrations, further analysis for metabolite identification was conducted for the 
RACs forage, hay and straw of the 5X overdose experiment, where TRRs were determined to be 
0.07 mg/kg for forage, 0.09 mg/kg for hay, 0.28 mg/kg for straw and 0.01 mg/kg for grain. 

Major metabolites, identified in the different RACs, included JAU 6476-desthio (M04), (as main 
metabolite), its hydroxylated isomers (M14/M15/M17) and the corresponding glucosides. In addition to 
the parent compound the following metabolites were identified: JAU 6476-sulfonic acid (M02), 
JAU 6476-triazolinone (M03), JAU 6476-benzylpropyldiol-glucoside (M43), JAU 6476-desthio-α-
hydroxy (M18) and JAU 6476-desthio-α-acetoxy (M19). The metabolite JAU 6476-disulfide (M11) was 
tentatively identified. 

In wheat grain the radioactivity concentration was below 0.01 mg/kg rendering a metabolite 
identification impossible. 

The percentages of TRR and mg/kg equivalents a.s. of the main metabolites are provided in Table 6.2.1-
3 below. 

Table 6.2.1-3: Parent compound and major metabolites after application of phenyl-labelled 
prothioconazole as seed dressing on wheat (5X experiment, in % of TRR and mg a.s. 
equivalents/kg) 

Parent compound / metabolite Forage Hay Straw Grain 
 % of 

TRR 
mg/kg % of 

TRR 
mg/kg % of 

TRR 
mg/kg % of 

TRR 
mg/kg 

Prothioconazole 0.4 < 0.001 0.8 0.001 0.6 0.001 

TRR < 0.01 
mg/kg 

JAU 6476-desthio (M04) 10.9 0.008 6.4 0.005 6.6 0.019 
JAU 6476-desthio-3-hydroxy (M14) 12.0 0.010 3.8 0.004 3.8 0.011 
JAU 6476-desthio-4-hydroxy (M15) 2.4 0.006 
JAU 6476-desthio-3/4/6-hydroxy- 
glucosides (M21-23) 

    10.6 0.030 

Sum of 6 comp. in maximum 7.0 0.003 7.0 0.006 8.8 0.023 
 

The following metabolic reactions were involved: 

• oxidation and loss of sulphur of the triazolinethione ring, resulting in the main metabolite 
JAU 6476-desthio (M04) 

• hydroxylation of the chlorobenzyl methylene C-atom and hydroxylation of the chlorobenzyl 
ring at positions 3, 4 and 6 of JAU 6476-desthio 

Minor degradation reactions were: 

• exchange of sulfur against oxygen 
• elimination of the triazole moiety and conjugation of the benzylpropyldiol rest 
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Metabolism of prothioconazole-desthio in wheat 

The objective of this study was to determine the overall metabolic fate of JAU 6476-desthio (M04) and 
the total radioactive residues in summer wheat following spray application. 

 
Report: KCA 6.2.1/04; Äü(6?/c. ,N; +xk.czだョl ダ,; Cc.(ä5p- w,; 1993; M-008633-01-1 
Title: Metabolism of SXX 0665 in summer wheat 
Report No.: PF3906 
Document No.: M-008633-01-1 
Guideline(s): US EPA 171-4 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Executive Summary 

The metabolic fate of triazole-labelled prothioconazole-desthio (M04) was investigated after two spray 
applications in wheat. Each treatment was performed with the labelled test compound formulated as 
WP 25 and at a rate of approximately 250 g /ha. The wheat was treated at BBCH crop growth stages 31 
(one-node stage) and 59 (end of heading) allowing a 27 days time period between the two applications. 
Forage samples were collected immediately (day 0) and 14 days after the second application. Mature 
wheat samples (straw, glumes and grain) were harvested 48 days after the second application. 

The measurement of total radioactive residue (TRR) in forage resulted in 10.3 mg/kg (day 0) and 
10.9 mg/kg (day 14). The TRRs in straw, glumes and grain were 28.7 mg/kg, 11.6 mg/kg and 
2.85 mg/kg, respectively.  

Identified metabolites in the raw agricultural commodities (RACs) accounted for 89.9 – 93.7% of the 
TRR in forage, 82.6% in straw and 94.5% in grain. 

Metabolites identified in the different RACs included JAU 6476-desthio (M04), and its hydroxylated 
derivatives JAU 6476-desthio-α-hydroxy (M18) and JAU 6476-desthio-hydroxy isomers (M14, M15, 
M16, M17). In addition triazolylacetic acid (TAA, M29) as main metabolite in grain, triazolylhydroxy-
propionic acid (THP, M30) and triazolylalanine (TA, M31) were identified. 

An overview on percentages of TRR and mg/kg equivalents JAU 6476-desthio of the identified 
metabolites is provided in Table 6.2.1-4 below. 

Table 6.2.1-4: Identified metabolites after spray application of triazole-labelled prothioconazole-
desthio to wheat (in % of TRR and mg a.s. equivalents/kg) 

Compound Forage (day 0) Forage (day 14) Straw Grain 
 % of 

TRR 
mg/kg % of 

TRR 
mg/kg % of 

TRR 
mg/kg % of 

TRR 
mg/kg 

JAU 6476-desthio (M04) 86.8 8.94 76.9 8.36 71.9 20.61 2.3 0.07 
JAU 6476-desthio-3-hydroxy (M14) 1.2 0.12 1.5 0.16 1.3 0.37   
JAU 6476-desthio-4-hydroxy (M15) 0.8 0.08 1.8 0.20 0.8 0.23   
JAU 6476-desthio-5-hydroxy (M16) 1.5 0.15 1.8 0.20 0.8 0.23   
JAU 6476-desthio-6-hydroxy (M17) 0.3 0.03 0.5 0.06 0.2 0.06   
JAU 6476-desthio-α-hydroxy (M18) 1.6 0.16 3.5 0.37 4.3 1.23 0.1 < 0.01 
TA (M31) 0.3 0.03 1.3 0.14 0.2 0.06 60.2 1.72 
THP (M30) 0.6 0.06 1.4 0.16 3.2 0.92   
TAA (M29) 0.6 0.06 1.2 0.13 0.9 0.26 31.9 0.91 

n.d. = not detected 
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Prothioconazole-desthio underwent the following metabolic conversions: 

• hydroxylation of the chlorobenzyl methylene group 
• mono-hydroxylation of the chlorobenzyl ring at all unsubstituted positions 
• conjugation of all hydroxylated compounds 
• cleavage of the H2C-N bond to release the triazole moiety leading to the formation of 

triazolylalanine (TA, M31) and triazolylhydroxypropionic acid (THP, M30) and further 
metabolism of the triazole conjugates to triazolylacetic acid (TAA, M29). The fact that no free 
1,2,4-triazole (M13) was found in any of the wheat matrices suggests an immediate conjugation 
of the released triazole.  

Peanut 

 

 
Report: KCA 6.2.1/05; Kc.?J ,み; 2001; M-033059-01-2 
Title: Metabolism of [phenyl-UL-14C]JAU6476 in peanuts 
Report No.: MR-193/01 
Document No.: M-033059-01-2 
Guideline(s): US EPA OPPTS 860.1300; Canada PMRA Ref.: DACO 6.3; EU 91/414/EEC 

amended by 96/68/EC 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 

 

Executive Summary 

The metabolic fate of prothioconazole was investigated after spray application to peanuts. Peanuts were 
treated 3 times allowing a 3 week time period between the three applications and a 14 days interval until 
harvest (PHI). Each treatment was performed with phenyl-labelled prothioconazole formulated as an 
EC 250 at a rate of 297 g a.s./ha.  

Total radioactive residue (TRR) levels in peanut hay were 107.51 mg/kg, whereas TRR levels in 
nutmeat were quite low at 0.29 mg/kg (a.s. equivalents).  
Identified metabolites in the raw agricultural commodities (RACs) accounted for 74.1% of the TRR in 
peanut hay and 65.4% in nutmeat. 

Major metabolites in peanut hay included JAU 6476-desthio (M04) (as the main metabolite, 28.2% of 
TRR, 30.4 mg/kg) and its derivatives, the two isomers (3- and 4-) of JAU 6476-hydroxy-desthio 
(M14/M15). In addition to the parent compound two other metabolites of prothioconazole were 
identified as JAU 6476-sulfonic acid (M02) and JAU 6476-triazolinone (M03). None of these 
compounds were detected in nutmeat. 

The presence of metabolites derived from JAU 6476-desthio and JAU 6476-sulfonic acid but lacking 
the aromaticity of the phenyl ring was confirmed in hay and in the case of JAU 6476-desthio derivatives 
also in nutmeat. But the main portion of radioactivity (47.8% of TRR in the extracts) of nutmeat was 
characterised as natural constituents and identified as fatty acids. 
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Prothioconazole was intensively metabolised in peanuts. The proposed metabolic reactions in peanut 
hay involved: 

• oxidation and loss of sulphur of the triazolinethione ring, resulting in the main metabolite 
JAU 6476-desthio (M04) 

• hydroxylation of the chlorophenyl ring 
• conjugation of these hydroxylated metabolites 
• exchange of sulfur against oxygen 
• oxidative hydroxylation of the phenyl moiety leading to de-aromatisation 

 
 

 
Report: GゕG 9,0,h_t9; ÖJ.ä? ね,; 2003; M-103268-01-2 
Title: Metabolism of [triazole-UL-14C]JAU6476 in peanuts 
Report No.: MR-194/02 
Document No.: M-103268-01-2 
Guideline(s): US EPA OPPTS 860.1300; Canadian PMRA Ref.: DACO 6.3; EU 91/414/EEC 

amended by 96/68/EC 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 

 

Executive Summary 

The metabolism of prothioconazole was investigated in peanuts following spray application. The 
peanuts were treated 3 times allowing a 3 week period between the applications and a 14 day pre-harvest 
interval (PHI). Each treatment was performed with triazole-labelled prothioconazole formulated as an 
EC 250 at a rate of 297 g a.s./ha.  

The TRR in hay was 47.38 mg/kg, the TRR in nutmeat was much lower (1.4 mg a.s. equivalents/kg). 
Identified metabolites in the RACs accounted for 77.0% of the TRR in peanut hay and 82.7% in nutmeat. 

Major metabolites in peanut hay included JAU 6476-desthio (M04) (identified as main metabolite in 
peanut hay, 23.6% of TRR, 11.2 mg/kg) and its derivatives, the two isomers (3- and 4-) of JAU 6476-
hydroxy-desthio (M14/M15). Two other metabolites of prothioconazole were identified as JAU 6476-
sulfonic acid (M02) and JAU 6476-triazolinone (M03). Furthermore, metabolites derived from 
JAU 6476-desthio (M04) and JAU 6476-sulfonic acid (M02) but lacking the aromaticity of the phenyl 
ring were detected in the hay. With the exception of JAU 6476-desthio (M04), none of these metabolites 
were detected in nutmeat. The major metabolites in nutmeat, i.e. triazolylalanine (TA, M31) and 
triazolylhydroxypropionic acid (THP, M30), are conjugates of 1,2,4-triazole (M13). However, free 
1,2,4-triazole (M13) was not detected. A small portion of the radioactivity (3.0% of the TRR in the 
extracts) in nutmeat was characterised as natural constituents, and identified as fatty acids. 

Prothioconazole was extensively metabolised. The proposed metabolic reactions in peanuts involved: 
• oxidation and loss of sulfur of the triazolinethione ring, resulting in the main metabolite 

JAU 6476-desthio (M04) (peanut hay) 
• hydroxylation of the chlorophenyl ring of JAU 6476-desthio (M04) at positions 3 and 4 
• (higher) conjugation of these hydroxylated metabolites 
• exchange of sulfur against oxygen 
• release of the triazole moiety, but no detection of free triazole. However, the triazole conjugates 

triazolylalanine (TA, M31) and triazolylhydroxypropionic acid (THP, M30) were detected 
mainly in nutmeat 
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A quantitative overview on percentages of TRR and mg/kg equivalents prothioconazole of the identified 
metabolites is provided in Tables 6.2.1-6 and 6.2.1-7 below. 

Table 6.2.1-6: Prothioconazole and metabolites after spray application of phenyl- and triazole-labelled 
prothioconazole to peanuts (in mg a.s. equivalents/kg) 

 Hay Nutmeat 
Label phenyl triazole phenyl triazole 
Parent compound / metabolite   extraction 2a) extraction 1b)  
a.s. 1.98 3.11    
Metabolites common to both labels: 

M02 2.28 1.26  < 0.01  
M03 1.72 1.66    
M11 3.48 2.55    
Σ: M25, M26 7.89 0.72    
M04 30.37 11.15   0.09 
M14 7.81 3.13    
M15 2.19 1.40    
M14 or M15c) 0.31     
Σ: M21, M22 0.97 3.62 < 0.01 < 0.01  
Σ: M54, M55  2.82    
M24 5.59  0.03 0.02  
Σ: M47, M64  2.00    
M64 15.09  0.02 0.04  
M44  0.78    

Metabolites specific to the triazole-label: 
M31  0.56   0.67 
M30  0.30   0.34 
M29  0.33   0.02 
M45  0.26    
M46  0.71    

Σ: fatty acids    

0.14 
 

0.13 
 

0.04 
Total identified 79.68 36.36 0.20 0.20 1.16 
Total radioactive residue (TRR) 107.51 47.38 0.29 0.30 1.40 
a.s. = prothioconazole M26 = JAU 6476-dihydroxy-olefin-sulfonic acid  
M02 = JAU 6476-sulfonic acid M29 = triazolylacetic acid (TAA) 
M03 = JAU 6476-triazolinone M30 = triazolylhydroxypropionic acid (THP) 
M04 = JAU 6476-desthio M31 = triazolylalanine (TA) 
M11 = JAU 6476-disulfide M44 = JAU 6476-desthio-phenyl-cysteine 
M14 = JAU 6476-desthio-3-hydroxy M45 = JAU 6476-triazolyl-ethanol 
M15 = JAU 6476-desthio-4-hydroxy M46 = JAU 6476-triazolyl-ethanol-glucoside 
M21 = JAU 6476-desthio-3-hydroxy-glucoside  M47 = JAU 6476-desthio-dihydroxy-diene-glucoside 
M22 = JAU 6476-desthio-4-hydroxy-glucoside  M54 = JAU 6476-desthio-3-hydroxy-glucoside-malonic acid 
M24 = JAU 6476-desthio-hydroxy-dienyl-cysteine M55 = JAU 6476-desthio-4-hydroxy-glucoside-malonic acid 
M25 = JAU 6476-dihydroxy-diene-sulfonic acid  M64 = JAU 6476-desthio-dihydroxy-olefin-glucoside 

a) = extraction procedure 2 (MSPD)                                                             b) = extraction procedure 2 (n-hexane reflux) 
c) = trace amounts, no discrimination between isomers possible 
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Table 6.2.1-7: Prothioconazole and metabolites after spray application of phenyl- and triazole-labelled 
prothioconazole to peanuts (in % of TRR) 

 Hay Nutmeat 
Label phenyl triazole phenyl triazole 
Parent compound / metabolite   extraction 2a) extraction 1b)  
TRR in mg a.s. equivalents/kg 107.51 47.38 0.29 0.30 1.40 
a.s. 1.8 6.6    
Metabolites common to both labels: 

M02 2.1 2.7  1.5  
M03 1.6 3.6    
M11 3.2 5.4    
Σ: M25, M26 7.4 1.5    
M04 28.2 23.6   6.2 
M14 7.3 6.6    
M15 2.0 3.0    
M14 or M15c) 0.3     
Σ: M21, M22 0.9 7.6 1.0 3.4  
Σ: M54, M55  6.0    
M24 5.2  9.0 5.4  
Σ: M47, M64  4.2    
M64 14.1  7.6 12.2  
M44  1.7    

Metabolites specific to the triazole-label: 
M31  1.2   47.8 
M30  0.6   24.5 
M29  0.7   1.2 
M45  0.5    
M46  1.5    

Σ: fatty acids    

47.8 
 

42.6 
 

3.0 
Total identified 74.1 77.0 65.4 65.1 82.7 
Total radioactive residue (TRR) 100.0 100.0 100.0 100.0 100.0 
a.s. = prothioconazole M26 = JAU 6476-dihydroxy-olefin-sulfonic acid  
M02 = JAU 6476-sulfonic acid M29 = triazolylacetic acid (TAA) 
M03 = JAU 6476-triazolinone M30 = triazolylhydroxypropionic acid (THP) 
M04 = JAU 6476-desthio M31 = triazolylalanine (TA) 
M11 = JAU 6476-disulfide M44 = JAU 6476-desthio-phenyl-cysteine 
M14 = JAU 6476-desthio-3-hydroxy M45 = JAU 6476-triazolyl-ethanol 
M15 = JAU 6476-desthio-4-hydroxy M46 = JAU 6476-triazolyl-ethanol-glucoside 
M21 = JAU 6476-desthio-3-hydroxy-glucoside  M47 = JAU 6476-desthio-dihydroxy-diene-glucoside 
M22 = JAU 6476-desthio-4-hydroxy-glucoside  M54 = JAU 6476-desthio-3-hydroxy-glucoside-malonic acid 
M24 = JAU 6476-desthio-hydroxy-dienyl-cysteine M55 = JAU 6476-desthio-4-hydroxy-glucoside-malonic acid 
M25 = JAU 6476-dihydroxy-diene-sulfonic acid  M64 = JAU 6476-desthio-dihydroxy-olefin-glucoside 

a) = extraction procedure 2 (MSPD)                                                             b) = extraction procedure 2 (n-hexane reflux) 
c) = trace amounts, no discrimination between isomers possible 
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Report: ÜYB ,,hョ$ix1; cb/zゕa. T, B,; _しlく. ,+ ,E; 2004; M-001059-01-1 
Title: The metabolism of [phenyl-UL-14C]JAU6476 in sugar beets 
Report No.: 200466 
Document No.: M-001059-01-1 
Guideline(s): EPA Ref.: OPPTS 860.1300, Nature of the Residue - Plants 
Guideline deviation(s): -- 
GLP/GEP: yes 

 

 

Executive Summary 

Four foliar spray applications of phenyl-labelled prothioconazole were made to sugar beet plants at an 
average rate of 288 g a.s./ha/application for a total rate of 1152 g a.s./ha. Applications were made at 
14-day intervals with the last application 7 days prior to harvest of sugar beet tops and roots. 

The total radioactive residue (TRR) in sugar beet tops was 4.33 mg/kg, and in roots 0.12 mg/kg.  

In sugar beet tops, 65% of the TRR (2.84 mg/kg) was identified, and an additional 33% (1.44 mg/kg) 
was characterised. All radioactive residues greater than 5% of the TRR (0.21 mg/kg) were identified. In 
roots, 60% of the TRR (0.071 mg/kg) was identified and an additional 32% (0.038 mg/kg) was 
characterised. All radioactive residues greater than 9% (0.011 mg/kg) were identified. 

Major metabolites identified in the different RACs (esp. in sugar beet tops) were JAU 6476-desthio 
(M04) and isomers of its hydroxy-glucosides (M21/M22/M23), JAU 6476-desthio-hydroxy-dienyl-
cysteine isomers (M24) and JAU 6476-hydroxy-sulfonic acid glucoside (M59). The percentages of TRR 
and mg/kg equivalents a.s. of these major metabolites are provided in Table 6.2.1-8 below.  

Table 6.2.1-8: Prothioconazole and major metabolites after spray application of phenyl- labelled 
prothioconazole to sugar beets (in % of TRR and mg/kg equivalents/kg). 

Parent compound / metabolite Sugar beet tops Sugar beet roots 
 % of TRR mg/kg % of TRR mg/kg 
Prothioconazole 7 0.323   
JAU 6476-hydroxy-sulfonic acid glucoside (M59) 8 0.351   
JAU 6476-desthio (M04) 28 1.249 58 0.068 
JAU 6476-desthio-hydroxy-glucoside isomers  
(M21/M22/M23) 

5 0.222   

JAU 6476-desthio-hydroxy-dienyl-cysteine isomers (M24) 10 0.454   
Sum of 3 components at maximum 7 0.24 2 0.003 

 

Prothioconazole was extensively metabolised in sugar beets. The proposed reactions involved are: 

• oxidation and loss of sulfur of the triazolinethione ring, resulting in the main metabolite 
JAU 6476-desthio (M04) 

• hydroxylation of the phenyl ring or the benzyl carbon to form multiple isomers 
• followed by subsequent conjugation with glucose or further reaction to yield isomers of 

JAU 6476-desthio-hydroxy-glucosides (M21/M22/M23) or JAU 6476-desthio-hydroxy-dienyl-
cysteine (M24), respectively. 
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Report: YRV 3,h,§:y8; ゕzz・/z. T, ,B; Qtq.8 P, E,; 2004; M-001049-01-1 
Title: The metabolism of [triazole-UL-14C]JAU6476 in sugar beets 
Report No.: 200467 
Document No.: M-001049-01-1 
Guideline(s): EPA Ref.: OPPTS 860.1300, Nature of the Residue - Plants 
Guideline deviation(s): -- 
GLP/GEP: yes 

 

 

Executive Summary 

Four foliar spray applications of triazole-labelled prothioconazole were made to sugar beets at an 
average rate of 289 g a.s./ha/application for a total rate of 1157 g a.s./ha. Applications were made at 
14-day intervals with the last application 7 days prior to harvest of sugar beet tops and roots. 

The total radioactive residue (TRR) in sugar beet tops was 5.15 mg/kg, and in roots 0.13 mg/kg. 

In sugar beet tops, 69% (3.54 mg/kg) of the TRR was identified, and an additional 29% (1.52 mg/kg) 
was characterised. All individual radioactive components containing more than 6% (0.33 mg/kg) of the 
TRR were identified. In sugar beet roots, 61% (0.080 mg/kg) of the TRR was identified, and an 
additional 33% (0.042 mg/kg) was characterised. All radioactive residues greater than 12% 
(0.016 mg/kg) of the TRR were identified. The percentages of TRR and mg/kg equivalents a.s. of these 
major metabolites are provided in Table 6.2.1-9 below.  
Table 6.2.1-9: Prothioconazole and major metabolites after spray application of triazole- labelled 

prothioconazole to sugar beets (in % of TRR and mg/kg equivalents/kg). 

Parent compound / metabolite Sugar beet tops Sugar beet roots 
 % of TRR mg/kg % of TRR mg/kg 
Prothioconazole 5 0.265   
JAU 6476-hydroxy-sulfonic acid glucoside isomer (M59) 6 0.316   
JAU 6476-desthio (M04) 19 0.988 25 0.033 
JAU 6476-desthio-monohydroxy isomers  
(M14/M15/M16/M17) 

1 0.063   

JAU 6476-desthio-monohydroxy-glucoside isomers  
(M21/M22/M23) 

6 0.334   

JAU 6476-desthio-hydroxy-dienyl-cysteine isomers (M24) 10 0.512 5 0.007 
Triazolylalanine = TA (M31) 2 0.084 29 0.038 
Sum of 6 components at maximum 19 0.974 2 0.002 

 

Prothioconazole was extensively metabolised in sugar beets to numerous components; only a small 
quantity of unchanged parent compound was detected. The major metabolite was JAU 6476-desthio 
(M04) arising from oxidation of the sulfur of the triazolinethione ring to the corresponding sulfonic acid 
(M02) with subsequent elimination of the sulfonic acid group. Hydroxylation of the phenyl ring or 
benzylic carbon yielding several monhydroxylated isomers (M14.M17) was observed with subsequent 
conjugation with glucose (M21-23) or further reaction to produce JAU 6476-desthio-hydroxy-dienyl-
cysteine (M24).  

The triazole moiety was released leading to triazolylalanine (TA, M31) and triazolylhydroxypropionic 
acid (THP, M30). Free 1,2,4-triazole (M13) was not identified. Additional triazole-label specific 
metabolites were formed by elimination of the chlorophenyl moiety and subsequent conjugation of the 
resulting metabolite with glucose. 

The proposed metabolic pathway of prothioconazole in wheat, peanuts, sugar beets and rotational crops 
(see CA 6.6.1) is shown in Figure 6.6.2- 1. 
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Figure 6.6.2- 1: Proposed metabolic pathway of prothioconazole in plants 
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p = peanuts, s = sugar beets, w = wheat, c = confined rotational crop 
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CA 6.2.2  Poultry 
Two studies to address this point were presented in the dossier submitted for first inclusion in Annex I 
(March 2002) and were deemed acceptable following evaluation and peer review at EU level (2007).  

 

 
Report: KCA 6.2.2/01; aä.Wo` イ,; P8.゛lact イ,; 2001; M-032686-01-2 
Title: [Phenyl-UL-14C]JAU6476 - Absorption, distribution, excretion and metabolism in 

laying hens 
Report No.: MR-309/01 
Document No.: M-032686-01-2 
Guideline(s): US EPA OPPTS860.1300; Canada PMRA Ref.: DACO 6.2; EU 91/414/EEC amended 

by 96/68/EC 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 

 
Report: KCA 6.2.2/02; anz.W- ,カ; s0J2iJ. ,w; 2003; M-109936-02-1 
Title: [Triazole-UL-14C]JAU6476: Absorption, distribution, excretion, and metabolism in 

laying hens 
Report No.: MEF-005/03 
Document No.: M-109936-02-1 
Guideline(s): US EPA OPPTS 860.1300; Canadian PMRA Ref.: DACO 6.2; EU 91/414/EEC 

amended by 96/68/EC 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 

 

For details of data submitted previously please refer also to the Baseline dossier CA 6.2. For 
completeness, a summary of the key parameters of these previously submitted studies and an overall 
summary of the two metabolism studies of prothioconazole in poultry is provided below. 

 

Report Administered 
compound Label Dosing Time of sacrifice Number of 

animals 
CA 6.2.2/01 
zd!W? & :ztPqa§ 
(2001) 
M-032686-01-2 

Prothioconazole Phenyl 3 x 10 mg/kg bw/day 5 h after last dose 6 

CA 6.2.2/02 
Wäha! & §:8JsJ 
(2003) 
M-109936-02-1 

Prothioconazole Triazole 3 x 10 mg/kg bw/day 5 h after last dose 6 
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Overall summary of the metabolism of prothioconazole in poultry 

The kinetic behaviour and metabolism of prothioconazole in laying hens was investigated in two 
separate studies employing the [phenyl-UL-14C]- and the [triazole-UL-14C] labelling positions following 
an identical design: Six laying hens were orally dosed (3x) with radiolabelled prothioconazole at a dose 
level of 10 mg/kg body weight. The hens received the doses on three consecutive days in intervals of 
24 hours. The animals were sacrificed 5 hours after the last administration. 

The kinetics and the metabolism of prothioconazole were comparable in both studies. The kinetics were 
characterised by a fast and almost complete absorption process of the administered radioactivity, 
followed by fast excretion. The predominant portion of the totally administered dose was found in the 
excreta whereas only trace amounts were detected eggs (0.01%) and edible organs and tissues (0.8% to 
0.9%). 

The total radioactive residues were also well comparable, for liver and fat slightly higher concentrations 
were detected in the study with phenyl-labelled prothioconazole (see Table 6.2.2-1).  
Table 6.2.2- 1 Total radioactive residues (TRR) determined in eggs and edible tissues of laying hen after 

administration of prothioconazole 
 Liver Eggs Muscle Fat 
Label phenyl triazole phenyl triazole phenyl triazole phenyl triazole 
TRR [mg/kg] 4.017 3.531 0.036 0.050 0.089 0.122 0.450 0.290 

 

Major metabolites were JAU 6476-S-methyl (M01), JAU 6476-desthio (M04) and JAU 6476-S-
glucuronide (M06). Also, a number of sulfate conjugates of hydroxylated JAU 6476-desthio (M82, M83 
and M84) was detected as a significant portion in liver. Label-specific metabolites were only detected 
in the study employing the triazole-labelled prothioconazole.  

The percentages of the TRR and mg a.s equivalents/kg values of prothioconazole and its metabolites are 
shown inTables 6.2.2-2 and 6.2.2-3. 

Major compounds in both studies were the parent compound and JAU 6476-S-glucuronide (M06). The 
metabolites JAU 6476-S-methyl (M01) and JAU 6476-desthio (M04) were also detected in all matrices, 
but were only of major significance in fat. The label specific metabolites 1,2,4-triazole (M13) and 
JAU 6476-triazolyl-ethanol (M45) were detected in all matrices in the study using triazole-labelled 
prothioconazole. They represented major fractions of the total radioactive residues in eggs and muscle, 
but the absolute concentrations did not exceed 0.04 mg/kg. However, it has to be considered that the 
hens were administered with highly exaggerated doses with respect to the field residues in cereal grains 
and straw (more than a factor of 100 for straw, which shows generally the highest residues).  
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Table 6.2.2- 2 Parent compound and metabolites in eggs, tissues and organs of laying hens after application 
of phenyl- and triazole-labelled prothioconazole (in % of TRR)  

Compound Liver Eggs Muscle Fat 
 % TRR % TRR % TRR % TRR 
Label phenyl triazole phenyl triazole phenyl triazole phenyl triazole 
TRR (mg a.s. equiv./kg) 4.017 3.531 0.036 0.050 0.089 0.122 0.450 0.290 
Prothioconazole (JAU 6476) 24.8 30.7 3.6 3.4 11.3 2.5 30.3 15.9 
Metabolites common to both labels 
JAU 6476-S-methyl (M01) 2.2 1.7 1.9 1.2 6.4 2.2 19.6 28.5 
JAU 6476-N-glucuronide 
(M05) 

1.1d) 0.2   0.6d)    

JAU 6476-S-glucuronide 
(M06)e) 

11.9a) 14.9a) 17.0 23.7b) 15.5 9.8 5.3 7.2 

JAU 6476-4-hydroxy (M08) 0.7d) 0.3   1.6d)    
JAU 6476-hydroxy-glucuronide 
(M10) 

2.6        

JAU 6476-dihydroxy-diene 
(M40) 

0.9d)    1.3d)    

JAU 6476-desthio (M04) 4.2 4.9 20.1 6.2 7.2 2.1 29.0 26.8 
JAU 6476-desthio-4-hydroxy 
(M15) 

2.7 0.9 3.3d)      

JAU 6476-desthio-hydroxy-
sulfate (M84) 

3.3 1.6       

JAU 6476-desthio-3,4-
dihydroxy-dienyl-glucuronide 
(M52) 

2.3    0.6d)    

JAU 6476-desthio-hydroxy-
methoxy-sulfate (M82), 
JAU 6476-desthio-dihydroxy-
sulfate (M83) and JAU 6476-
desthio-hydroxy-sulfate (M84) 

7.8 11.9   1.5   0.7 

Metabolites specific to the triazole label 
1,2,4-triazole (M13)  1.0  11.4  18.7  1.5c) 

JAU 6476-triazolyl-ethanol 
(M45) 

 3.6  15.6  28.3  1.6 

Thiocyanate (M80)  0.7  9.8  4.0  1.5c) 

Total identified 61.7 72.3 42.6 71.4 41.9 67.6 84.1 82.3 
Total characterised 10.6 12.0 10.4 10.4 11.7 11.3 - 5.9 

a) may contain a trace amount of JAU 6476-desthio-3-hydroxy (M14) 
b) may contain a minor amount of JAU 6476-desthio-4-hydroxy (M15) and a trace amount of JAU 6476-desthio-3-hydroxy (M14) 
c) for the fat the values of 1,2,4-triazole (M13) and thiocyanate (M80) could only be determined as the sum of both metabolites 
d)  identification by HPLC only, no or no unambiguous confirmation by HPTLC (= characterised peak) 
e) position of conjugation was unassigned in the study with the phenyl-label, but a retrospective identification followed in the goat study 

by spectroscopic evidence (Wz0?I, E.; Wä・cf, H. and Pakj0/ä, K.; 2003, amended 2005; KCA, 6.2.2/02.) 
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Table 6.2.2- 3 Parent compound and metabolites in eggs, tissues and organs of laying hens after application 
of phenyl- and triazole-labelled prothioconazole (in mg a.s. equiv./kg) 

 Liver Eggs Muscle Fat 
Label phenyl triazole phenyl triazole phenyl triazole phenyl triazole 
prothioconazole (JAU 6476) 0.995 1.085 0.001 0.002 0.010 0.003 0.137 0.046 
Metabolites common to both labels 
JAU 6476-S-methyl (M01) 0.090 0.059 0.001 0.001 0.006 0.003 0.088 0.083 
JAU 6476-N-glucuronide 
(M05) 

0.043d) 0.006   0.001d)    

JAU 6476-S-glucuronide 
(M06)e) 

0.479a) 0.526a) 0.006 0.012b) 0.014 0.012 0.024 0.021 

JAU 6476-4-hydroxy (M08) 0.029d) 0.011   0.001d)    
JAU 6476-hydroxy-glucuronide 
(M10) 

0.103        

JAU 6476-dihydroxy-diene 
(M40)d) 

0.035d)    0.001d)    

JAU 6476-desthio (M04) 0.167 0.172 0.007 0.003 0.006 0.003 0.130 0.078 
JAU 6476-desthio-4-hydroxy 
(M15) 

0.109 0.031 0.001d)      

JAU 6476-desthio-hydroxy-
sulfate (M84) 

0.131 0.055       

JAU 6476-desthio-3,4-
dihydroxy-dienyl-glucuronide 
(M52) 

0.092    0.001d)    

JAU 6476-desthio-hydroxy-
methoxy-sulfate (M82), 
JAU 6476-desthio-dihydroxy-
sulfate (M83) and JAU 6476-
desthio-hydroxy-sulfate (M84) 

0.314 0.419   0.001   0.002 

Metabolites specific to the triazole label 
1,2,4-triazole (M13)  0.037  0.006  0.023  0.004c) 

JAU 6476-triazolyl-ethanol 
(M45) 

 0.129  0.008  0.035  0.005 

Thiocyanate (M80)  0.023  0.005  0.005  0.004c) 

Total identified 2.480 2.554 0.015 0.036 0.037 0.083 0.379 0.239 
Total characterised 0.471 0.425 0.004 0.005 0.010 0.014 - 0.017 

a) may contain a trace amount of JAU 6476-desthio-3-hydroxy (M14) 
b) may contain a minor amount of JAU 6476-desthio-4-hydroxy (M15) and a trace amount of JAU 6476-desthio-3-hydroxy (M14) 
c) for the fat the values of 1,2,4-triazole (M13) and thiocyanate (M80) could only be determined as the sum of both metabolites 
d)  identification by HPLC only, no or no unambiguous confirmation by HPTLC (= characterised peak) 
e) position of conjugation was unassigned in the study with the phenyl-label, but a retrospective identification followed in the goat study 

by spectroscopic evidence (く?(Wc, E.; Wahz`, H. and Fuョa/jä, K.; 2003, amended 2005; KCA, 6.2.2/02) 
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The consolidated metabolic routes of prothioconzole combining the results of both studies are 
characterised by the following reactions:  

• Conjugation of parent compound with glucuronic acid either at the sulfur (high significance) or 
at the nitrogen atom (low significance) of the triazolinethione moiety  

• Methylation of the triazolinethione moiety  
• Elimination of sulfur from the triazolinethione moiety 
• Mono- and dihydroxylation of the chlorophenyl moiety of parent compound and of metabolite 

JAU 6476-desthio;  
conjugation with sulfate in case of the hydroxylated metabolites of JAU 6476-desthio; 
conjugation with glucuronic acid in case of the hydroxylated parent compound 

• Methylation of JAU 6476-desthio-dihydroxy (M34) to JAU 6476-desthio-hydroxy-methoxy 
(M28) (of low significance and was only postulated since a sulfate conjugate of JAU 6476-
desthio-hydroxy-methoxy (M82) was detected) 

• De-aromatisation of the chlorophenyl moiety of the parent compound by oxidative 
hydroxylation was also detected to a minor extent; followed by glucuronidation 

• Cleavage of the aliphatic carbon bond yielding the label specific metabolites 1,2,4-triazole 
(M13) and JAU 6476-triazolyl-ethanol (M45) 

• Cleavage of the triazolinethione moiety resulting in the formation of thiocyanate (M80) 

In conclusion, the metabolic pathway of prothioconazole in laying hens follows two main branches:  

• metabolic transformations of the parent compound under conservation of the triazolinethione 
moiety 

• metabolic transformations after elimination of the sulfur from the triazolinethione moiety 

Metabolic routes starting from the parent compound under conservation of the triazolinethione moiety 
are mainly focused on this triazolinethione moiety. Conjugation with glucuronic acid, methylation or 
cleavage of this moiety are observed to a significant extent. Hydroxylation and oxidation of the 
chlorophenyl moiety is of minor significance. 

Elimination of the sulfur from the triazolinethione moiety and formation of metabolite JAU 6476-
desthio (M04) is the starting point of the second branch of the metabolic pathway. Metabolic routes via 
JAU 6476-desthio (M04) are mainly based on the hydroxylation of the chlorophenyl moiety, followed 
by methylation, oxidation and to a major extent by subsequent conjugation with glucuronic acid or 
sulfate. Additionally, elimination of the chlorophenyl moiety is observed resulting in the metabolites 
JAU 6476-triazolyl ethanol (M45) and 1,2,4-triazole (M13). 

According to the detected metabolites and considering their concentrations in the various matrices, it 
can be concluded that the metabolic routes deriving directly from the intact parent compound are the 
dominating ones. The results of these studies provide a comprehensive understanding of the metabolism 
of prothioconazole in laying hens. The metabolic degradation of prothioconazole is summarised in 
Figure 6.2.2-1. 
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Figure 6.2.2- 1 Proposed metabolic pathway of phenyl- and triazole-labelled prothioconazole in laying 
hens 
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CA 6.2.3  Lactating ruminants 
Four studies to address this point were presented in the dossier submitted for first inclusion in Annex I 
(March 2002) and were deemed acceptable following evaluation and peer review at EU level (2007).  

 
Report: KCA 6.2.3/01; Wc?-ü. Q,; >jcpi.8ä イ,; 2001; M-034900-01-2 
Title: [Phenyl-UL-14C]JAU6476 - Absorption, distribution, excretion and metabolism in 

the lactating goat 
Report No.: MR-092/01 
Document No.: M-034900-01-2 
Guideline(s): US EPA OPPTS 860.1300; Canadian PMRA Ref.: DACO 6.2; EU 91/414/EEC 

amended by 96/68/EC 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Report: HRG ,d,i§d・8; `.W?dä T,; 5äI.Wä Ä,; Pョl_zc/. じ,; 2005; M-116219-02-1 
Title: [Triazole-UL-14C]JAU 6476: Absorption, distribution, excretion, and metabolism in 

the lactating goat 
Report No.: MR-448/02 
Document No.: M-116219-02-1 
Guideline(s): US EPA OPPTS 860.1300; Canadian PMRA Ref.: DACO 6.2; EU 91/414/EEC 

amended by 96/68/EC; Japanese MAFF, 12 Nousan 8147 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Report: UゕK d,biv,gn; az.Wn! Ä,; 9)Wzz. Z,; 0äüt.=tz ,w; 2002; M-041101-01-2 
Title: [Phenyl-UL-14C]JAU6476-desthio - Absorption, distribution, excretion, and 

metabolism in the lactating goat 
Report No.: MR-091/01 
Document No.: M-041101-01-2 
Guideline(s): US EPA OPPTS 860.1300; Canadian PMRA Ref.: DACO 6.2; EU 91/414/EEC 

amended by 96/68/EC 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Report: RHN ,vョi9ョ,d; Wg?ä-. ,T; 2006; M-279178-01-1 
Title: [Phenyl-UL-14C]JAU 6476-desthio: Absorption, distribution, excretion and 

metabolism in the lactating goat - Subsequent identification of metabolite hydrolysis 
products 

Report No.: MEF-06/469 
Document No.: M-279178-01-1 
Guideline(s): not specified 
Guideline deviation(s): not specified 
GLP/GEP: no 

 

For details of data submitted previously please refer also to the Baseline dossier CA 6.2. For 
completeness, a summary of the key parameters of these previously submitted studies and an overall 
summary of the four metabolism studies on prothioconazole and prothioconazole-desthio in the lactating 
goat is provided below. 

A recently conducted goat metabolism study employing [triazole-UL-14C]prothioconazole-desthio, 
which was not previously submitted, is summarised in detail after the overall summary of the four 
studies described before. 
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Report Administered 
compound Label Dosing Time of sacrifice Number of 

animals 
CA 6.2.3/01 
Wa_?), E.; 
a0z!W H., Ftäcj
くk, K.; 2001 
M-034900-01-2 

Prothioconazole Phenyl 3 x 10 mg/kg bw/day 5 h after last dose 1 

CA 6.2.3/02 
cIW0z, E.; W-
äka H., P4ätjqä, 
K.; 2003, 
amended 2005 

M-116219-02-1 

Prothioconazole Triazole 3 x 10 mg/kg bw/day 5 h after last dose 1 

CA 6.2.3/03 
zzWüf, H.; 
?kcfW E., 
c0j>$:a, K.; 2002 
M-041101-01-2 

Prothioconazole-
desthio Phenyl 3 x 10 mg/kg bw/day 5 h after last dose 1 

CA 6.2.3/04 
Wくfaa E.; 2006 
M-279178-01-1 

Prothioconazole-
desthio Phenyl 3 x 10 mg/kg bw/day 5 h after last dose 1 

 
Overall summary of the metabolism of prothioconazole and its metabolite prothioconazole-
desthio (M04) in lactating ruminants 

Livestock metabolism studies using phenyl- and triazole-labelled prothioconazole and phenyl-labelled 
prothioconazole-desthio (SXX 0665; M04) were conducted in the lactating goat as a model for 
ruminants.  

The metabolism study with phenyl-labelled JAU 6476-desthio was conducted since the dominating 
residue in livestock feed items is the desthio-derivative of prothioconazole.  

All studies followed the same design: A lactating goat was three times orally dosed with the 
radiolabelled test substance (prothioconazole or JAU 6476-desthio) at a dose level of 10 mg/kg body 
weight. The goats received the doses on three consecutive days in intervals of 24 hours. The animals 
were sacrificed 5 hours after the last administration. 

The kinetics and the metabolism of prothioconazole were very well comparable in the lactating goat 
studies performed with the two different labels. The kinetics were characterised by a fast and almost 
complete absorption process of the administered radioactivity, followed by fast excretion. The 
predominant portion of the totally administered dose was found in the excreta. Renal excretion was 
preferred. Only trace amounts of the totally administered radioactivity were secreted with the milk 
(≤ 0.03% of the dose) and detected in edible tissues and organs (0.7% to 1.0%). 

Also for the study performed with JAU 6476-desthio a fast and almost complete absorption process of 
the administered radioactivity was observed, followed by rapid distribution and a fast elimination phase, 
with a major amount of radioactivity in the urine. Only trace amounts of the totally administered 
radioactivity were secreted with the milk (0.05% of the dose) and detected in edible tissues and organs 
(1.9%). 
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The total radioactive residues were also well comparable for the studies performed with 
prothioconazole. Slightly higher concentrations were detected in milk, liver, muscle and fat in the study 
with the triazole-label.  

Table 6.2.3- 1 Total radioactive residues (TRR) determined in milk and tissues of lactating goats after 
administration of prothioconazole 

JAU 6476 Milk Liver Muscle Kidney Fat 
Label phenyl triazole phenyl triazole phenyl triazole phenyl triazole phenyl triazole 
TRR [mg/kg] 0.037 0.150 6.092 6.248 0.088 0.117 6.762 4.507 0.169 0.174 

 

The total radioactive residues in the study performed with JAU 6476-desthio were higher than in the 
studies performed with prothioconazole. Significantly higher concentrations were detected in the 
metabolising organs liver and kidney.  
Table 6.2.3- 2 Total radioactive residues (TRR) determined in milk and tissues of lactating goats after 

administration of metabolite JAU 6476-desthio (M04)  
M04 Milk Liver Muscle Kidney Fat 
Label phenyl phenyl phenyl phenyl phenyl 
TRR [mg/kg] 0.286 18.421 0.266 18.975 0.231 

 

Since cleavage of the molecule was not very pronounced in the studies with prothioconazole, the 
detected metabolites and their concentrations in the different matrices corresponded very well in the 
studies with the phenyl and the triazole label. Major compounds (> 10% of TRR) detected in the majority 
of the matrices were the parent compound and the metabolite JAU 6476-S-glucuronide (M06). 
JAU 6476-desthio (M04) was only prominent in fat and JAU 6476-4-hydroxy (M08) in liver. 

The key metabolite in all matrices, except for fat, was JAU 6476-S-glucuronide (M06). Due to the 
conjugation with glucuronic acid, the sulfur was obviously protected against cleavage. Thus, the 
metabolic route via JAU 6476-desthio (M04) was impeded. JAU 6476-desthio (M04) and all its 
derivatives accounted in each sample matrix for less than 20% of the TRR, indicating that the major 
metabolic routes are based on the intact parent compound. 

Thiocyanate (M80) was the only label specific metabolite detected and was also formed directly from 
the intact parent compound. It was a major metabolite in milk, muscle and fat in the study performed 
with triazole-labelled prothioconazole. A corresponding counterpart was not detected in the study using 
the phenyl-label.  

Thiocyanate is not of toxicological concern. It is well known as the main detoxification product after 
cyanide exposure2. It is also a physiologic component of the lactoperoxidase-thiocyanate-H2O2-system 
and is therefore a natural component in raw milk3, 4. The natural content in milk can be much higher 
than the amounts found in the presented study5. Moreover, FAO and WHO recommended to add and 
adjust the naturally occurring substances thiocyanate and hydrogen peroxidase of the lactoperoxidase 
(LPS) system in raw milk for conservation purposes. The method of activating LPS in raw milk is based 

 
2  j:JF゜jj. s,/ヸ, zh03Pxc&-*. O,,Ü/ v?f.Pä゛? FS,. (1980) in: Spencer, P.S. and Schaumburg, H.H.  

Experimental and Clinical Neurotoxicology, Williams & Wilkins, Baltimore/London; pp 617 - 618 
3  atj.ぐ?f R,l eä;れ`Jgt. ど,みt, うtöz`e7. Z,. 0CvJa ,,ぐH (1976) 

Nonspecific bactericidialactivity of the lactoperoxidases-thiocyanate-hydrogen peroxide system of milk against Escherichia coli and 
some gram-negative pathogens; Infection and Immunity, 13 (3); pp.800 - 807 

4  sezhü. Cみ,,: ;2ö.ソ8ö T,Ä,i `zdä.Pz3f ぃ,. ä5cK!;J. ヸ, (2000) 
Thiocyanate mediatedantifungal and antibacterial property of goat milk lactoperoxidase; Life Science 66 (25), pp. 2433 - 2439 

5  K!L;oztu1(Ko. Fl, Pc・c*. Ü,S. (1997) 
Natural thiocyanate content and optimum conditions for activation of lactoperoxidase system in raw buffalo milk; _lhLu・tc s, ät)oA 
Sci. 25 (2); pp.241 - 252 
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on increasingly insufficient levels of thiocyanate present in milk up to about 15 ppm and subsequently 
adding an equimolar amount of hydrogen peroxide6. 

A comparison of metabolites detected in the milk, tissue and organs of the lactating goat after 
administration of prothioconazole (phenyl- and triazole-label) is provided in Table 6.2.3- 3 and 
Table 6.2.3- 4. 
Table 6.2.3- 3 Parent compound and metabolites in milk and tissues of the lactating goat administered with 

[phenyl-UL-14C]- and [triazole-UL14C]prothioconazole (in % of TRR) 
Compound  Milk Liver Muscle Kidney Fat 
 % TRR % TRR % TRR % TRR % TRR 
Label phen. triaz. phen. triaz. phen. triaz. phen. triaz. phen. triaz. 
TRR (mg/kg) 0.037 0.150 6.092 6.248 0.088 0.117 6.762 4.507 0.169 0.174 
prothioconazole (a.s.) 0.9 3.2 12.9 16.8 13.4 7.2 18.0 19.5 13.3 16.1 
Metabolites common to both labels 
-S-methyl (M01)    0.6       
-N-glucuronide (M05) 1.3  2.8 4.6 1.1  2.6 3.4 0.8  
-S-glucuronide (M06) 12.0 4.4 10.0 6.1 14.8 13.6 34.3 33.9 10.1 11.9 
-4-hydroxy (M08)  3.3 1.5 11.0  5.3  3.6  8.3 
-hydroxy-glucuronide 
(M10) 

 3.6 5.1 5.0 5.4 4.7 7.4 6.1 3.2 11.2 

-4-hydroxy-glucuronide 
(M69) 

  2.4  21.0 3.3 4.0 5.6 2.5  

-hydroxy-sulfate (M79)    6.5       
-lactoside (M78)   4.4         
-desthio (M04) 2.8 1.4 1.2 4.9 3.0 0.9 1.3 3.0 19.0 15.1 
-desthio-4-hydroxy 
(M15) 

  1.5 2.9       

group of M38, M40, 
M49, M74, M91  
(dienes, glucuronides) 10.1          
group of M38, M52  
(dienes, glucuronides) 

  6.4        

Metabolites specific to the triazole label 
thiocyanate (M80)  41.1  2.0  29.6  9.0  12.4 

Total identified 29.2 61.3 53.6  44.7  70.8  52.4  
Total characterised 38.9 11.0 13.8  12.0  7.1  8.5  

M38 JAU 6476-desthio-dihydroxy-diene  
M40 JAU 6476-dihydroxy-diene  
M49  JAU 6476-desthio-hydroxy-methoxy-glucuronide 
M52 JAU 6476-desthio-3,4-dihydroxy-dienyl-glucuronide  
M74 JAU 6476-desthio-4-hydroxy-glucuronide  
M91  JAU 6476-desthio-3,4-dihydroxy-glucuronide 
 

 
6  FAO/WHO (1991) Codex Alimentarius Commission; 19th Session of the Codex Alimentarius Commission, Rome, 1-10 July 1991. 

Alinorm 91/13 
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Table 6.2.3- 4 Parent compound and metabolites in milk and tissues of the lactating goats administered 
with [phenyl-UL-14C]- and [triazole-UL14C]prothioconazole (in mg a.s. equivalents/kg) 

Compound  Milk Liver Muscle Kidney Fat 
 mg/kg mg/kg mg/kg mg/kg mg/kg 
Label phen. triaz. phen. triaz. phen. triaz. phen. triaz. phen. triaz. 
TRR (mg/kg) 0.037 0.150 6.092 6.248 0.088 0.117 6.762 4.507 0.169 0.174 
prothioconazole <0.001 0.005 0.788 1.047 0.012 0.008 1.215 0.879 0.022 0.028 
Metabolites common to both labels 

-S-methyl (M01)    0.038       
-N-glucuronide (M05) <0.001  0.170 0.284 0.001  0.179 0.155 0.001  
-S-glucuronide (M06) 0.004 0.007 0.610 0.379 0.013 0.016 2.321 1.526 0.017 0.021 
-4-hydroxy (M08)  0.005 0.092 0.686  0.006  0.164  0.014 
-hydroxy-glucuronide 
(M10) 

 0.005 0.307 0.315 0.005 0.005 0.503 0.275 0.005 0.019 

-4-hydroxy-glucuronide 
(M69) 

  0.146  0.002 0.004 0.271 0.250 0.004  

-hydroxy-sulfate (M79)    0.408       
-lactoside (M78)   0.007         
-desthio (M04) 0.001 0.002 0.076 0.309 0.003 0.001 0.087 0.135 0.032 0.026 
-desthio-4-hydroxy 
(M15) 

  0.092 0.179       

group of M38, M40, 
M49, M74, M91  
(dienes, glucuronides) 

0.004          

group of M38, M52  
(dienes, glucuronides) 

  0.392        

Metabolites specific to the triazole label 
thiocyanate (M80)  0.061  0.128  0.035  0.406  0.022 

Total identified 0.011 0.092 3.265 3.363 0.04 0.075 4.786 3.790 0.089 0.131 
Total characterised 0.015 0.016 0.839 1.093 0.011 0.013 0.482 0.363 0.014  

M38 JAU 6476-desthio-dihydroxy-diene  
M40 JAU 6476-dihydroxy-diene  
M49  JAU 6476-desthio-hydroxy-methoxy-glucuronide 
M52 JAU 6476-desthio-3,4-dihydroxy-dienyl-glucuronide  
M74 JAU 6476-desthio-4-hydroxy-glucuronide  
M91  JAU 6476-desthio-3,4-dihydroxy-glucuronide (the hydroxylation positions were determined in an 

additional study (zn?-W E.; 2006; KCA, 6.2.2/04) 
 

The main metabolites derived directly from the parent compound. The main metabolic routes can be 
summarised as follows: 

• Conjugation of the parent compound with glucuronic acid at the sulfur (high importance) or the 
nitrogen atom (low importance) of the triazolinethione moiety  

• Cleavage of the triazolinethione moiety of the parent compound resulting in metabolite 
thiocyanate (M80) 

• Mono-hydroxylation of the chlorophenyl moiety of the intact parent compound, followed by 
conjugation with glucuronic acid or sulfate  

• Elimination of sulfur from the triazolinethione moiety 

As described above, conjugation of prothioconazole with glucuronic acid at the sulfur atom of the 
triazolinethione moiety was the dominating metabolic reaction. Due to this conjugation, the metabolic 
routes via JAU 6476-desthio (M04) became less important. Nevertheless, JAU 6476-desthio was formed 
and several metabolic routes can be derived from this metabolite. 
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The most important metabolic reactions with JAU 6476-desthio (M04) as precursor were: 

• Mono- and dihydroxylation of the chlorophenyl moiety of JAU 6476-desthio; conjugation with 
glucuronic acid was observed to a high extent. 

A further minor metabolic route which left the triazolinethione moiety intact was the methylation of this 
moiety. The resulting metabolite JAU 6476-S-methyl (M01) was detected only in very low amounts in 
liver. Conjugation of the parent compound with lactose was detected only in milk. Both metabolites 
were only detected in the study performed with triazole-labelled prothioconazole. 

Additional minor metabolic routes with metabolite JAU 6476-desthio as precursor were the formation 
of JAU 6476-desthio-hydroxy-methoxy (M28) and JAU 6476-desthio-glucuronide (M71). JAU 6476-
desthio-hydroxy-methoxy was detected only in traces as glucuronic acid conjugate. Oxidation of the 
chlorophenyl moiety of the parent compound or of JAU 6476-desthio (M04) was also of minor 
importance and led partly to de-aromatisation. As a consequence, several diene compounds were 
detected. To some extent, these dienes were conjugated with glucuronic acid.  

In the study performed with JAU 6476-desthio (M04), no single main metabolite or key metabolite was 
detected covering all matrices. Besides the test substance, mainly conjugates of hydroxylated JAU 6476-
desthio were identified. Since the metabolic patterns in the various matrices were quite complex, an 
additional way for the characterisation of metabolites or metabolic groups was established by treating 
the extracts with boiling hydrochloric acid. The aim of the hydrolysis was to cleave conjugates and to 
convert non-aromatic compounds back into aromatic compounds with known structures. As a result, up 
to five relevant marker compounds were formed during acidic treatment. The majority of the metabolites 
could be traced back to the following compounds: JAU 6476-desthio (M04), JAU 6476-desthio-3-
hydroxy (M14), JAU 6476-desthio-4-hydroxy (M15), JAU 6476-desthio-3,4-dihydroxy (M33), 
JAU 6476-desthio-4,5-dihydroxy (M35) and JAU 6476-desthio-glucuronide (M71). JAU 6476-desthio-
glucuronide is an O-glucuronide which is not completely cleaved under the conditions applied. 

The hydroxylation positions of JAU 6476-desthio-3,4-dihydroxy and of its corresponding glucuronic 
acid conjugate were assigned unambiguously in an additional study (3cW?` E., 2006; KCA, 6.2.2/04). 
The metabolites described as JAU 6476-desthio-dihydroxy (M34) and JAU 6476-desthio-dihydroxy-
glucuronide (M72) in all livestock studies were assigned retrospectively to JAU 6476-desthio-3,4-
dihydroxy (M33) and JAU 6476-desthio-3,4-dihydroxy-glucuronide (M91). 

A comparison of metabolites detected in the milk, tissue and organs of the lactating goat after 
administration of phenyl-labelled prothioconazole and phenyl-labelled JAU 6476-desthio is provided in 
Table 6.2.3- 5 and Table 6.2.3- 6. 
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Table 6.2.3- 5 Parent compound and metabolites in milk and tissues of the lactating goat administered with 
phenyl-labelled prothioconazole and phenyl-labelled JAU 6476-desthio (M04) 
(in % of TRR) 

Compound  Milk Liver Muscle Kidney Fat 
- a.s. M04 a.s. M04 a.s. M04 a.s. M04 a.s. M04 
TRR (mg/kg) 0.037 0.286 6.092 18.421 0.088 0.266 6.762 18.975 0.169 0.231 
 % TRR % TRR % TRR % TRR % TRR 
Prothioconazole 0.9  12.9  13.4  18.0  13.3  

-N-glucuronide (M05) 1.3  2.8  1.1  2.6  0.8  
-S-glucuronide (M06) 12.0  10.0  14.8  34.3  10.1  
-4-hydroxy (M08)   1.5        
-hydroxy-glucuronide 
(M10) 

  2.4  21.0  4.0  2.5  

-4-hydroxy-glucuronide 
(M69) 

  2.4  21.0  4.0  2.5  

-desthio (M04) 2.8  1.2 31.2 3.0 1.8 1.3 7.7 19.0 13.9 
-desthio-glucuronide (M71)  6.2    3.63)  24.1  4.24) 

-desthio-3-hydroxy (M14)    1.0  4.8  1.2   
-desthio-4-hydroxy (M15)    8.4  3.0  4.1  14.6 
-desthio-4-hydroxy-
glucuronide (M74) 

 5.1  2.8  5.8  7.3  4.7 

-desthio-3,4-dihydroxy 
(M33)1) 

 1.6  2.15  1.72    5.36 

-desthio-4,5-dihydroxy 
(M35) 

 1.4  4.82)  2.8     

-desthio-3,4-dihydroxy-
diene (M32) 

 2.4  1.25)  3.6  1.6  4.3 

-desthio-3,4-dihydroxy-
dienyl-glucuronide (M52) 

 5.4  5.8  20.9  21.0  22.9 

-desthio-hydroxy-methoxy-
glucuronide (M49) 

 0.0    5.2     

group of M86, M87, M91 
(glucuronides) 

 2.6  2.7    4.9  5.3 

group of M82, M83, M84 
(sulfate conjugates) 

 44.0         

group of  M38, M40, M49, 
M74, M91  
(dienes, glucuronides) 

  6.4        

group of  M38, M52  
(dienes, glucuronides) 

10.1  
 

       

Total identified 29.2 58.1 53.6 53.2 44.7 49.4 70.8 58.0 52.4 60.8 
Total characterised 38.9 30.5 13.8 17.7 12.0 27.6 7.1 28.4 8.5 23.3 

1) assigned as JAU 6476-desthio-dihydroxy in the report, identified as JAU 6476-desthio-3,4-dihydroxy in a 
separate study (!Wznc E.; 2006; KCA, 6.2.2/04)  

2) co-elution with JAU 6476-desthio-glucuronide possible 
3) co-elution with JAU 6476-desthio-dihydroxy-glucuronide and JAU 6476-desthio-hydroxy-glucuronide 

possible 
4) co-elution with JAU 6476-desthio-hydroxy-methoxy-glucuronide possible 
5)  co-elution with JAU 6476-desthio-4,5-dihydroxy-dienyl-glucuronide possible 
M38 JAU 6476-desthio-dihydroxy-diene M84 JAU 6476-desthio-hydroxy-sulfate 
M40 JAU 6476-dihydroxy-diene M86 JAU 6476-desthio-4,5-dihydroxy-gluc. 
M52  JAU 6476-desthio-3,4-dihydroxy-dienyl-glucuronide M87 JAU 6476-desthio-3-hydroxy-gluc. 
M82 JAU 6476-desthio-hydroxy-methoxy-sulfate M91 JAU 6476-desthio-3,4-dihydroxy-gluc. 
M83  JAU 6476-desthio-dihydroxy-sulfate 
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Table 6.2.3- 6 Parent compound and metabolites in milk and tissues of the lactating goat administered with 
phenyl-labelled prothioconazole and phenyl-labelled JAU 6476-desthio (M04) 
(in mg test item equivalents/kg) 

Compound Milk Liver Muscle Kidney Fat 
- a.s. M04 a.s. M04 a.s. M04 a.s. M04 a.s. M04 
TRR (mg/kg) 0.037 0.286 6.092 18.421 0.088 0.266 6.762 18.975 0.169 0.231 
 mg/kg mg/kg mg/kg mg/kg mg/kg 
Prothioconazole <0.001  0.788  0.012  1.215  0.022  
-N-glucuronide (M05) <0.001  0.170  0.001  0.179  0.001  
-S-glucuronide (M06) 0.004  0.610  0.013  2.321  0.017  
-4-hydroxy (M08)   0.092        
-hydroxy-glucuronide (M10)   0.307  0.005  0.503  0.005  
-4-hydroxy-glucuronide 
(M69) 

  0.146  0.002  0.271  0.004  

-desthio (M04) 0.001  0.076 5.744 0.003 0.005 0.087 1.454 0.032 0.032 
-desthio-glucuronide (M71)  0.018    0.0093)  4.567  0.0104) 
-desthio-3-hydroxy (M14)    0.178  0.013  0.231   
-desthio-4-hydroxy (M15)   0.092 1.542  0.008  0.770  0.034 
-desthio-4-hydroxy- 
 glucuronide (M74) 

 0.015  0.511  0.016  1.388  0.011 

-desthio-3,4-dihydroxy 
(M33)1) 

 0.004  0.396  0.005    0.012 

-desthio-4,5-dihydroxy 
(M35) 

 0.004  0.8782)  0.007     

-desthio-3,4-dihydroxy-
diene (M32) 

 0.007  0.2135)  0.010  0.307  0.010 

-desthio-3,4-dihydroxy-
dienyl-glucuronide (M52) 

 0.016  1.069  0.056  3.992  0.053 

-desthio-hydroxy-methoxy-
glucuronide (M49) 

     0.014     

group of M86, M87, M91 
(glucuronides) 

 0.008  0.504    0.933  0.012 

group of M82, M83, M84 
(sulfate conjugates) 

 0.126  0.000       

group of M38, M40, M49, 
M74, M91  
(dienes, glucuronides) 

0.004  

 

       

group of M38, M52  
(dienes, glucuronides) 

  0.392        

Total identified 0.011 0.166 3.265 9.805 0.040 0.131 4.786 1.013 0.089 0.141 
Total characterised 0.015 0.087 0.839 3.251 0.011 0.074 0.482 5.378 0.014 0.054 

1) assigned as JAU 6476-desthio-dihydroxy in the report, identified as JAU 6476-desthio-3,4-dihydroxy in a 
separate study (zW?x) E.; 2006; KCA, 6.2.2/04) 

2) co-elution with JAU 6476-desthio-glucuronide possible 
3) co-elution with JAU 6476-desthio-dihydroxy-glucuronide and JAU 6476-desthio-hydroxy-glucuronide 

possible 
4) co-elution with JAU 6476-desthio-hydroxy-methoxy-glucuronide possible 
5)  co-elution with JAU 6476-desthio-4,5-dihydroxy-dienyl-glucuronide possible 
M38 JAU 6476-desthio-dihydroxy-diene M84 JAU 6476-desthio-hydroxy-sulfate 
M40 JAU 6476-dihydroxy-diene M86 JAU 6476-desthio-4,5-dihydroxy-gluc. 
M52  JAU 6476-desthio-3,4-dihydroxy-dienyl-glucuronide M87 JAU 6476-desthio-3-hydroxy-gluc. 
M82 JAU 6476-desthio-hydroxy-methoxy-sulfate M91 JAU 6476-desthio-3,4-dihydroxy-gluc. 
M83  JAU 6476-desthio-dihydroxy-sulfate 
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The metabolic pathway of JAU 6476-desthio (M04) in the lactating goat was characterised by the 
following main reactions, which were already observed as minor metabolic routes in the studies 
performed with prothioconazole as test compound. 

• Conjugation with glucuronic acid forming the O-conjugate of JAU 6476-desthio. 
• Hydroxylation resulting in the formation of the isomers JAU 6476-desthio-3-hydroxy (M14) 

and JAU 6476-desthio-4-hydroxy (M15) followed by conjugation with glucuronic acid and 
sulfate 

• Further hydroxylation of the chlorophenyl moiety leading to two isomers of JAU 6476-desthio-
dihydroxy followed by conjugation with glucuronic acid and sulfate. 

• Oxidation of the chlorophenyl moiety of the JAU 6476-desthio-hydroxy metabolites leading to 
de-aromatisation. As a consequence, JAU 6476-desthio-3,4- (M32) and JAU 6476-desthio-4,5-
dihydroxy-diene (M36) were formed. The oxidation can be followed by conjugation with 
glucuronic acid.  

 
There was also some evidence for the occurrence of JAU 6476-desthio-hydroxy-methoxy (M28) as an 
intermediate prior to conjugation with glucuronic acid. 

A proposed, consolidated pathway of prothioconazole, including also all metabolic routes with 
metabolite JAU 6476-desthio (M04) as precursor is shown in Figure 6.2.3- 1. 
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Figure 6.2.3- 1 Proposed metabolic pathway of prothioconazole in the lactating goat (consolidated results of 
the studies using phenyl and triazole-labelled  prothioconazole as well as phenyl-labelled JAU 
6476-deshio (M04)). 
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In addition to the goat metabolism studies summerised above (KCA, 6.2.2 /01-04) a metabolism study 
with prothioconazole-desthio labelled in the [triazole-UL-14C]-position (JAU 6476-desthio, M04) was 
conducted. This study is described in detail below. 

 
Report: KCA 6.2.3/06; >öä./1aj イ,; じJz.9a:! s,; ?fW?ü. ,T; 2011; M-404996-02-1 
Title: [Triazole-UL-14C]JAU 6476-desthio: Metabolism in the lactating goat 
Report No.: MEF-11/011 
Document No.: M-404996-02-1 
Guideline(s): OECD 503; US EPA OPPTS 860.1300; Health Canada PMRA Ref.: DACO 6.2; EU 

91/414/EEC amended by 96/68/EC, Appendix F 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 

 

Executive Summary 

Prothioconazole-desthio is the main crop metabolite of the triazolinethione fungicide prothioconazole. 
Since the metabolite was detected in significant amounts in livestock feed items, the kinetic behaviour 
and metabolism of JAU 6476-desthio was investigated in the lactating goat as a model for ruminants. 
The goat was orally dosed five times in 24 h intervals with 10 mg [triazole-UL-14C]JAU 6476-desthio 
per kg body weight per day (corresponding to 224.28 mg a.s./kg dry feed/day) and sacrificed about five 
hours after the last dose. Total radioactivity was measured time-dependently in milk and excreta, and in 
liver, kidney, muscle and fat at sacrifice. Milk, edible organs and tissues and urine were analysed for 
prothioconazole-desthio and metabolites. 

Recovery 

The overall recovery was 70.56 % of the total dose administered. The missing amount of approx. 30% 
at sacrifice may have been still present in the gastro-intestinal tract. Up to the time of sacrifice, the 
excretion accounted for 69.71 % of the total dose. A high portion of 44.40 % was found in the urine and 
25.31 % in the faeces. The cumulative urinary and faecal excretion was characterised by a more or less 
linear increase during the whole testing period. 

The time course of the radioactivity concentrations from the evening and morning milk pool samples 
after each dosing showed a clear diurnal pattern. The residues increased significantly during the eight 
hour period after each dosing followed by a decrease to approx. the original level measured prior to the 
delivery of the next dose. A plateau was reached at about 24 to 32 hours after the first dosing. 

Total radioactive residues in milk and in organs and tissues 

The TRR-values in milk samples ranged from 0.109 to 0.224 mg/kg. The highest value was detected 56 
hours after the first administration. In terms of amounts, 0.04% of the total dose was found in the milk 
during the whole testing period. Pooled samples of morning milk (TRR: 0.126 mg/kg) and evening milk 
(TRR: 0.208 mg/kg) were extracted for metabolism investigations. At sacrifice, the highest 
concentrations were measured in liver (14.850 mg/kg) and kidney (6.618 mg/kg), which shows the 
significance of these organs for metabolic conversion and excretion. In relation to the totally 
administered dose, these values corresponded to 0.544% and 0.039%, respectively. The concentrations 
in the different types of muscle and fat were significantly lower and ranged from 0.247 mg/kg to 0.331 
mg/kg. The radioactivity concentrations in the total body muscle and total body fat were calculated 
assuming that 30% or 12% of the body weight were represented by muscle and fat, respectively. The 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 56 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

 

residue concentrations accounted for 0.267 mg/kg (muscle) and 0.306 mg/kg (fat), corresponding to 
0.153% and 0.070% of the totally administered dose.  

Metabolism 

For identification and quantification of parent compound and metabolites, milk, organs and tissues were 
extracted consecutively with acetonitrile/water mixtures and in the case of fat additionally with heptane. 
The post-extraction solids of muscle, liver and kidney were additionally submitted to exhaustive 
extraction steps. In total, approximately 74% to 96% of the TRR was extracted, the residues remaining 
in milk and the edible tissues muscle and fat were below 0.05 mg/kg. 

All extracts were degreased and the resulting phases were analysed by HPLC or TLC using radio-
detection. Label specific metabolites were isolated and identified by HPLC and/or TLC co-
chromatography with authentic reference compounds or by direct HPLC comparison. Non-label specific 
metabolites were identified based on the metabolite assignments conducted in the goat metabolism study 
using [phenyl-UL-14C]JAU 6476-desthio. Corresponding metabolite profiles of each matrix were 
compared before and after treatment of the final aqueous extracts with hydrochloric acid. The hydrolysis 
step was performed to reduce the huge number of the detected non-label specific compounds to five 
common moiety products covering the major part of the TRR. 

All findings in the present study corresponded very well with those of the study performed with [phenyl-
UL-14C]JAU 6476-desthio. The following amounts of JAU 6476-desthio and metabolites - expressed as 
% of the total radioactive residue and as equivalent concentration (mg/kg) - were found in milk and in 
edible tissues of the lactating goat following conventional extraction: 

 

 Morning milk Evening milk 
% TRR mg/kg % TRR mg/kg 

JAU 6476-desthio 7.2 0.009 0.7 0.002 
1,2,4-triazole 32.6 0.041 21.6 0.045 
-triazolyl-ethanol 5.0 0.006 10.6 0.022 
-3,4-dihydroxy-dienyl-glucuronide (D1) 2.3 0.003 4.6 0.010 
-3,4-dihydroxy-dienyl-glucuronide (D2) 2.8 0.004 3.5 0.007 
-3,4-dihydroxy-diene (D1) 2.6 0.003 3.1 0.006 
-3,4-dihydroxy-diene (D2) --- --- 6.7 0.014 
-3-hydroxy-glucuronide/ 
-3,4-dihydroxy-glucuronide/ 
-4,5-dihydroxy-glucuronide 

7.2 0.009 5.2 0.011 

-glucuronide 2.9 0.004 7.6 0.016 
-4-hydroxy-glucuronide 3.3 0.004 7.1 0.015 
-3,4-dihydroxy 2.2 0.003 2.4 0.005 
-4,5-dihydroxy 8.5 0.011 1.2 0.003 
-4-hydroxy 2.4 0.003 1.5 0.003 
Total identified 71.8 0.090 75.8 0.158 
Total characterised 20.5 0.026 17.0 0.035 
Total extracted 92.3 0.116 93.4 0.194 
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 Muscle Fat Liver Kidney 
TRR (mg/kg) 0.267 0.306 14.850 6.618 

 % 
TRR mg/kg % 

TRR mg/kg % 
TRR mg/kg % 

TRR mg/kg 

JAU 6476-desthio 1.7 0.005 12.9 0.040 25.9 3.849 7.6 0.504 
1,2,4-triazole 17.0 0.045 6.21) 0.0191) 1.12) 0.1622) 9.31) 0.6161) 
-triazolyl-ethanol 8.3 0.022 3.8 0.011 3.9 0.583 3.5 0.232 
-3,4-dihydroxy-dienyl-
glucuronide (D1) 3.3 0.009 5.8 0.018 1.2 0.172 5.7 0.377 

-3,4-dihydroxy-dienyl-
glucuronide (D2) 5.0 0.013 9.4 0.029 3.1 0.463 9.0 0.595 

-3,4-dihydroxy-diene (D1) 2.9 0.008 1.3 0.004 1.5 0.223 1.3 0.084 
-3,4-dihydroxy-diene (D2) 5.5 0.015 6.6 0.020 1.0 0.148 1.1 0.071 
-3-hydroxy-glucuronide/ 
-3,4-dihydroxy-
glucuronide/ 
-4,5-dihydroxy-
glucuronide 

2.0 0.005 1.9 0.006 4.9 0.728 5.4 0.355 

-glucuronide 1.4 0.004 3.7 0.011 3.5 0.520 2.8 0.186 
-4-hydroxy-glucuronide 
-hydroxy-methoxy-
glucuronide 

0.7 0.002 1.9 0.006 6.9 1.024 18.0 1.193 

-3,4-dihydroxy 0.6 0.001 1.3 0.004 0.5 0.067 1.0 0.067 
-4,5-dihydroxy 0.4 0.001 --- --- --- --- --- --- 
-3-hydroxy 1.4 0.004 2.4 0.007 0.7 0.107 0.7 0.048 
-4-hydroxy 9.3 0.025 18.4 0.056 5.6 0.825 9.7 0.648 
Total identified 59.3 0.158 75.7 0.232 58.7 8.710 75.2 4.977 
Total characterised 20.6 0.055 12.9 0.039 13.4 1.989 21.2 1.404 
Total extracted 81.8 0.218 96.0 0.294 73.6 10.928 96.4 6.454 

 
1) = coeluting with triazolyl alanine 
2) = no unamiguous identification, fraction was related to the characterized compounds 

All main metabolic degradation pathways identified in the goat metabolism study with [phenyl-UL-
14C]JAU 6476-desthio were confirmed in the present study with [triazole-UL-14C]JAU 6476-desthio. 
Additionally, cleavage of the molecule was detected resulting in the label specific metabolites 1,2,4-
triazole, triazolyl alanine and JAU 6476-desthio-triazolylethanol. 

Thus, the main metabolic reactions of [triazole-UL-14C]JAU 6476-desthio identified in the lactating goat 
were: 

• mono- and dihydroxylation of the chlorophenyl moiety 
• dearomatisation of the chlorophenyl moiety by oxidative hydroxylation 
• subsequent conjugation of the hydroxylated metabolites with glucuronic acid 
• conjugation of the test compound with glucuronic acid 
• cleavage of the test compound resulting in 1,2,4-triazole and JAU 6476-desthiotriazolyl-ethanol 
• conjugation of 1,2,4-triazole with serine 
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I. Material and Methods 

 

A. Materials 

1. Test Material:   [Triazole-UL-14C]JAU 6476-desthio  
 Specific radioactivity 4.24 MBq/mg (114.6 µCi/mg) 
 Synthesis code  KATH 6179 
 Radiochemical purity > 99% by radio-HPLC  
 Chemical purity > 99% by HPLC (UV detection at 210 nm) 
 CAS No. 120983-64-4 

For administration, one part of the test substance was radiodiluted with 14 parts of non-radiolabelled 
test substance. The resulting specific radioactivity in the administration suspension was 0.397 MBq/mg 
(10.7 µCi/mg). The radiolabelled test substance proved to be stable in the 0.5% aqueous tragacanth 
suspensions for at least 4 h at room temperature, as shown by radio-HPLC analysis. The evaluation of 
the chromatograms resulted in a radiochemical purity of >99% in all cases. 

2. Test Animals 
Species Lactating goat (capra hircus) 
Strain "Bunte Deutsche Edelziege" 
Breeding facility ァ3§y/o0jaa4?egz-ä5 うä§2W(cハq(öz`9/:c c,.G, §y゜§g jlöflFöje 
Sex and numbers involved Female, one animal 
Age 19 months 
Body weight 42 kg at first administration, 40.13 kg at sacrifice 
Acclimatisation 9 days 
Identification Skin markings, individual cage card 
Housing - during the period of acclimation, the animal was kept in a raised 

stall with a metal grid as base and straw and hay as bedding.  
- one day prior to the start of the study and during the whole duration 

of the test, the animal was kept in an electro-polished stainless 
steel metabolism cage for farm animals allowing for an almost 
separate and quantitative collection of urine and faeces. 

The cage was equipped with a variable restraining device and was 
supplied by ,L ぉa?4af  ぉ,7 た*Aw ヮ."ァッBG" う?j`4!うvajJ
・z3 

Environmental conditions Air-conditioned rooms  
Temperature: 22 - 28 °C 
Relative humidity: 47 - 75% 
Light: 12 / 12 hours light / dark cycle 
Air change: 10 - 15 times per hour. 

Feed and water During the whole residence time, the goat was fed ad libitum with 
hay, apples and supplementary ruminant feed. The feed 
consumption was recorded by back-weighing during the experiment. 
Tap water was offered ad libitum; water specification were in 
accordance to the local drinking water regulations. 
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B. Study Design and Methods 

1. Dosing regime 

Administration oral 
Dose rate 10 mg/kg bw/day 
Feed consumption ca. 4.46% of body weight, corresponding to 224.28 mg a.s./kg dry 

feed/day in the diet 
Vehicle 0.5% aqueous tragacanth suspension 
Timing once daily 
Duration 5 days 

 

2. Sample collection 

Milk collection twice daily  
Urine and faeces collection once daily 
Interval from last dose to 
sacrifice 

 
ca. 5 hours  

Tissues collected at sacrifice 
and analysed 

liver (without gall bladder), kidney (whole organ), three different 
types of muscle (round, flank, loin), three different types of fat 
(perirenal, omental, subcutaneous), gall bladder for optional analysis 

 

3. Storage stability of samples 

All conventional and exhaustive extraction experiments and subsequent analyses of the resulting 
extracts from milk, muscle, fat, liver, and kidney were performed within approximately 3 months after 
sacrifice. An exception was the exhaustive extraction of the solids of muscle remaining after 
conventional extraction. These solids were extracted ca. 11 months after sacrifice. Analysis of the 
extracts was not possible since only minor radioactivity amounts were released and the concentrated 
sample was too cloudy for HPLC-injection. 

Direct analyses of the conventional extracts by HPLC or TLC were performed within 1 to 6 days after 
sample preparation. Hydrolysis of the final aqueous extracts with hydrochloric acid to simplify the 
metabolite pattern was performed 2 to 11 weeks after sample preparation. HPLC analysis of the purified 
hydrolysed samples followed ca. 4 to 5 days later. Thus, quantification of test compound and metabolites 
was performed latest ca. 3 months after sacrifice (corresponding to approx. 2.5 months after sample 
preparation). All investigations on metabolite identification were also performed within three months 
after sacrifice. 

Hence, investigations on storage stability of the residues in the samples were not necessary. It can be 
concluded that the metabolic profiles represent the residues in the matrices and analysed samples at 
sacrifice. 

4. Extraction of residues 

All sample materials were extracted with acetonitrile/water mixtures and in the case of fat additionally 
with heptane (conventional solvent extraction). Exhaustive extraction steps (microwave extraction at 
slightly increased temperature) followed in case of muscle, liver and kidney due to an insufficient 
extraction efficiency after conventional solvent extraction (< 90% of the TRR was extracted). 
Degreasing of the conventional solvent extracts was performed by solid phase extraction (SPE) using a 
C18-cartrigde in the case of milk or by liquid/liquid partitioning with n-hexane in the case of organs and 
tissues. The aqueous phases of the SPE and the partitioning steps were concentrated and analysed by 
radio-HPLC for metabolite profiling. The hexane phases after partitioning were analysed by TLC for 
metabolite profiling, if the radioactivity in the phase exceeded 10% of the TRR. 
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5. Identification of metabolites 

Metabolites common to both radiolabels were identified based on the metabolite assignments provided 
in the goat metabolism study with [phenyl-UL-14C]JAU 6476-desthio (KCA, 6.2.2 /03 and 
KCA, 6.2.2 /04). In this study, identification of metabolites was achieved by structure elucidation of 
isolated and purified urine metabolites using HPLC-MS/MS and NMR spectroscopy. The isolated and 
identified metabolites were used as reference compounds for HPLC and HPTLC co-chromatography or 
comparison when analysing the extracts of milk and tissues in the study described here. In all extracts, 
the presence of major metabolites was confirmed by two independent chromatographic methods. 
However, the metabolic patterns in all matrices were quite complex and several minor metabolites 
(conjugates) were present. Therefore, an additional experiment for characterisation and identification of 
metabolites or metabolic groups was performed: The final aqueous extracts of all matrices were treated 
with boiling hydrochloric acid. The aim of the hydrolysis was to cleave conjugates and to re-convert 
non-aromatic metabolites back into aromatic compounds with known structures. In fact, besides some 
minor components, five relevant compounds (two isomers of JAU6476-desthiodihydroxy, two isomers 
of JAU6476-desthio-hydroxy and the test compound JAU6476-desthio) were formed due to the 
hydrolytic treatment. Based on this additional information, a large number of minor metabolites (partly 
combined in metabolic groups) could be traced back to a few basic structures. This approach was also 
utilised in the residue analytical method for the determination of JAU 6476-desthio residues in animal 
matrices 

 

II. Results and Discussion 

A. Recovery and distribution of residues 

The overall recovery including excreta, milk, organs and tissues amounted to 70.56% of the totally 
administered dose. Considering the short survival period after the last dose and the low quantities of 
radioactivity determined or estimated in body muscle and fat, a significant portion of radioactivity (about 
30% of the total dose) was assumed to be still present in the gastro-intestinal tract of the animal after 
sacrifice. 

The total excretion amounted to 69.71% of the total dose, 44.40% thereof was excreted with the urine 
and 25.31% with the faeces. An extremely low amount (0.04% of the total dose) was secreted with the 
milk. Only trace amounts (0.81%) were found in the edible organs and tissues (Table 6.2.3- 7). 
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Table 6.2.3- 7 Recovery of radioactivity after oral administration of 10 mg/kg b.w. triazole-labelled 
JAU 6476-desthio (M04) to a lactating goat on five consecutive days. 

 Time after the 
first dose [h] 

Administration no. % of the totally administered 
radioactivity 

Urine  
(plus urine funnel 
rinsing) 

0 
24 
48 
72 
96 
101 

1 
2 
3 
4 
5 
sacrifice 

------- 
9.48 
10.51 
10.65 
11.07 
2.69 

subtotal   44.40 
Faeces 0 

24 
48 
72 
96 
101 

1 
2 
3 
4 
5 
sacrifice 

----- 
4.31 
6.26 
6.88 
6.54 
1.31 

subtotal   25.31 
Milk 0 

8 
24 
32 
48 
56 
72 
80 
96 
101 

1 
 
2 
 
3 
 
4 
 
5 
sacrifice 

------- 
0.003 
0.005 
0.005 
0.005 
0.005 
0.006 
0.006 
0.005 
0.004 

subtotal   0.044 
Totally excreted   69.75 
Estimated residue in 
edible tissues  

  0.81 

Recovery   70.56 
 
The radioactivity levels measured in the milk samples are recorded inTable 6.2.3- 8. Concentrations of 
0.192 µg/mL and 0.222 µg/mL were measured in the milk 8 hours after the first and second dosage, 
respectively. These concentrations declined from 8 to 24 hours after the first and second administration 
to values of 0.109 µg/mL and 0.125 µg/mL, respectively. This finding indicates that there is no risk of 
a significant bioaccumulation of residues in the milk after repeated dosage. The highest concentration 
of 0.224 µg/mL was measured at 56 h after administration. In terms of amounts, a very low fraction of 
0.044% of the total dose was found in the milk during the whole test period. 
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Table 6.2.3- 8 Radioactivity in the milk of the lactating goat after oral administration of 10 mg/kg b.w. 
triazole-labelled JAU 6476-desthio to a lactating goat on five consecutive days. 

Time after the first 
dosage [h] 
 

Dosage no. Concentration 
[µg a.s. 
equiv./mL] 

% of the RA 
secreted per 
fraction 

% of the RA 
(cumulative) 

0 
8 
241) 

1 ------- 
0.192 
0.109 

-------- 
0.003 
0.005 

------- 
0.003 
0.008 

32 
481) 

2 0.222 
0.125 

0.005 
0.005 

0.013 
0.018 

56 
721) 

3 0.224 
0.130 

0.005 
0.006 

0.023 
0.029 

80 
961) 

4 0.202 
0.142 

0.006 
0.005 

0.035 
0.040 

101 5 0.197 0.004 0.044 
1) immediately prior to administration  

The mean recoveries of the totally administered radioactivity in edible organs and tissues along with the 
corresponding concentrations are summarised in Table 6.2.3- 9. The levels of residues were all clearly 
below 1.0% of the dose for each organ and tissue. The highest concentration was measured in the liver 
(14.850 mg/kg), followed by that obtained for the kidney (6.618  mg/kg). This result reflects the 
significance of these organs for excretion and metabolism of the compound. These concentrations were 
followed in decreasing order in omental fat (0.331 mg/kg), subcutaneous fat (0.323 mg/kg), round 
muscle (0.270  mg/kg), perirenal fat (0.266 mg/kg), flank muscle (0.258 mg/kg) and loin muscle 
(0.247 mg/kg). 
Table 6.2.3- 9 Residual radioactivity in the edible organs and tissues of a lactating goat after oral 

administration of 10 mg/kg b.w. triazole-labelled JAU 6476-desthio on five consecutive days. 
Tissue/organ 
 

Concentration 
[mg a.s. equiv./kg] 

% of the RA totally 
administered 

Liver 
Kidney 
Round muscle (sample) 
Flank muscle (sample) 
Loin muscle (sample) 
Total body muscle1) 
Perirenal fat (sample) 
Subcutaneous fat (sample) 
Omental fat (sample) 
Total body fat1) 

14.850 
6.618 
0.270 
0.258 
0.247 
0.2672) 

0.266 
0.323 
0.331 
0.306) 

0.544 
0.039 
-------- 
-------- 
-------- 
0.153 
-------- 
-------- 
-------- 
0.070 

Calculated/estimated residue in the edible tissues/organs 0.806 
1) Calculated from the body weight; assuming 30% and 12% of the body weight for total body muscle and total body 

fat, respectively  
2) weighted mean equivalent concentrations of the three different types of muscle or fat 

 

B. Extraction efficiency, quantification and identification of metabolites 

For the identification of the test compound and metabolites, milk, organs and tissues were extracted with 
acetonitrile/water mixtures and in the case of fat additionally with heptane. These conventional solvent 
extraction steps at ambient temperature released between 74% to 96% of the total radioactive residue 
(TRR). To increase the extraction efficiencies in muscle, liver and kidney, the remaining solids were 
additionally submitted to exhaustive extraction steps (two microwave extraction steps at 60°C). 
Exhaustive extraction of muscle and liver released only small additional amounts of radioactivity 
(1.8%), whereas 10.6% of the TRR was exhaustively extracted for kidney. As a result more than 80% 
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of the TRR was extracted from all matrices, except liver. For liver, the total extraction efficiency 
accounted to ca. 74% of the TRR. 

The conventional extracts of milk, organs and tissues were degreased by solid phase extraction (SPE) 
or liquid-liquid extraction (LLE). The resulting final aqueous extracts were analysed by radio-HPLC. 
Hexane phases resulting from LLE were analysed by TLC, if the radioactivity in the phase exceeded 
10% of the TRR. 

The label specific metabolites 1,2,4-triazole and JAU 6476-desthio-triazolyl-ethanol were identified in 
each matrix, triazolyl alanine was only identified in fat and kidney. JAU 6476-desthio-triazolyl-ethanol 
was identified by HPLC comparison. 

Identification of the test compound and non-label specific metabolites was performed by comparing the 
metabolite patterns with those obtained in the corresponding goat metabolism study with [phenyl-UL-
14C]JAU 6476-desthio (KCA, 6.2.2 /03 and KCA, 6.2.2 /04). Generally, the metabolite patterns 
corresponded quite well for each matrix, although the concentrations of the metabolites differed in some 
cases significantly. However, it has to be considered that the goat received two additional doses of the 
test substance in the present study and that the vast majority of the identified metabolites were conjugates 
which could have been cleaved to some extent during sample preparation and analysis. 

A successful approach to overcome this difference was to convert the multitude of compounds in the 
extracts into a few aglycons by an acidic hydrolysis step as described in B.5. HPLC analysis of the 
hydrolysed and purified extracts showed simplified patterns of only a few major compounds. These 
major compounds were identified by HPLC comparison with the corresponding hydrolysed profiles 
obtained in the goat metabolism study with [phenyl-UL-14C]JAU 6476-desthio (KCA, 6.2.2 /03 and 
KCA, 6.2.2 /04) and additionally by HPLC comparison with authentic reference compounds. In doing 
so, the assignments made in the non-hydrolysed aqueous extracts were additionally supported by the 
aglycons identified in the hydrolysed aqueous extracts. 

1. Urine 

The urine sample collected within 24 hours after the first administration was the basis for the 
identification of metabolites in the goat metabolism study with [phenyl-UL-14C]JAU 6476-desthio 
(KCA, 6.2.2 /03 and KCA, 6.2.2 /04). Therefore, urine samples were also analysed in the present study. 
Comparison of the urine samples collected within 24 hours after the first administration showed a very 
good consistence of the HPLC fingerprints. Thus it was demonstrated that the less polar – and therefore 
non-label specific part of the JAU 6476-desthio residues corresponded very well. The label specific 
metabolites represented only a minor portion of the urine residues. Two polar regions were isolated from 
the urine sample collected from 96 to 101 hours after the first administration and were analysed with a 
zwitterionic stationary phase. Comparison with authentic reference compounds revealed the presence of 
1,2,4-triazole (eluting in the void volume) and other metabolites, which could not be identified 
unambiguously on the basis of the available reference compounds. Probably, triazolyl acetic acid was 
one component of the polar region. Another potential component is metabolite JAU 6476-desthio-
triazolyl-ethanol, a label-specific metabolite identified in the laying hen metabolism study performed 
with [triazolyl-UL-14C]JAU 6476 (KCA, 6.2.2 /02).  

2. Evening milk 

A total of 93.4% of the TRR was extracted from the evening milk in three subsequent steps. The extracts 
from the first two extraction steps were combined and purified by SPE for HPLC analysis. The 
quantification of the metabolites is presented in Table 6.2.3- 10. 
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All metabolites identified accounted for about 76% of the TRR (0.158 mg/kg) and all characterised 
compounds for about 17% (0.035 mg/kg). The main components were 1,2,4-triazole (22% of the TRR, 
0.045 mg/kg) and JAU 6476-desthio-triazolyl-ethanol (11%, 0.022 mg/kg). All other metabolites 
identified were non-specific to the triazole label and corresponded very well with the metabolites 
detected in the goat metabolism study with [phenyl-UL-14C]JAU6476-desthio (KCA, 6.2.2/03 and 
6.6.2/04). Each of them ranged from approx. 1% to 8% of the TRR. Seven minor compounds were 
characterised by their chromatographic behaviour. None of them exceeded 6% of the TRR (approx. 0.01 
mg/kg). 

3. Morning milk 

A total of 92.3% of the TRR was extracted from the morning milk in three subsequent steps. All extracts 
were combined and purified by SPE for HPLC analysis. The the quantification of the metabolites is 
presented in Table 6.2.3- 10. 

All metabolites identified accounted for about 72% of the TRR (0.090 mg/kg) and all characterised 
compounds for about 21% (0.026 mg/kg) of the morning milk pool. By far the main compound detected 
was 1,2,4-triazole (approx. 33% of the TRR, 0.041 mg/kg) followed by JAU 6476-desthio-4,5-
dihydroxy which accounted for about 9% of the TRR. All other components ranged from 2% and 7% of 
the TRR. None of the characterised compounds exceeded 6% of the TRR (approx. 0.01 mg/kg). 

 
Table 6.2.3- 10 Summary of characterisation and identification of metabolites in the milk of the lactating 

goat after oral administration of 10 mg/kg b.w. [triazole-UL-14C]JAU 6476-desthio on five 
consecutive days. 

 Morning milk Evening milk 
% TRR mg/kg % TRR mg/kg 

JAU 6476-desthio 7.2 0.009 0.7 0.002 
1,2,4-triazole 32.6 0.041 21.6 0.045 
-triazolyl-ethanol 5.0 0.006 10.6 0.022 
-3,4-dihydroxy-dienyl-glucuronide (D1) 2.3 0.003 4.6 0.010 
-3,4-dihydroxy-dienyl-glucuronide (D2) 2.8 0.004 3.5 0.007 
-3,4-dihydroxy-diene (D1) 2.6 0.003 3.1 0.006 
-3,4-dihydroxy-diene (D2) --- --- 6.7 0.014 
-3-hydroxy-glucuronide/ 
-3,4-dihydroxy-glucuronide/ 
-4,5-dihydroxy-glucuronide 

7.2 0.009 5.2 0.011 

-glucuronide 2.9 0.004 7.6 0.016 
-4-hydroxy-glucuronide 3.3 0.004 7.1 0.015 
-3,4-dihydroxy 2.2 0.003 2.4 0.005 
-4,5-dihydroxy 8.5 0.011 1.2 0.003 
-4-hydroxy 2.4 0.003 1.5 0.003 
Total identified 71.8 0.090 75.8 0.158 
Total characterised 20.5 0.026 17.0 0.035 
Total extracted 92.3 0.116 93.4 0.194 

 

4. Muscle 

From the muscle pool, 79.9% of the TRR was released by conventional solvent extraction. The 
combined extracts were degreased by liquid/liquid partitioning, resulting in an aqueous and a hexane 
phase. An aliquot of the aqueous extract was analysed by HPLC, whereas the hexane phase was 
subjected to TLC.  
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Extraction efficiency was moderate after conventional solvent extraction (79.9%) and was not improved 
significantly by exhaustive extraction under microwave assistance which released only in the first of 
two extraction steps an additional small portion of 1.8% of the TRR (0.005 mg/kg). An analysis of the 
microwave extract was impossible since the resulting extract contained extremely low residues but a 
high matrix burden. The residue level in the post-extraction solids was below 0.050 mg/kg. 

As for the milk samples, a first assignment of compounds and an indication of label specific compounds 
was possible after comparing the fingerprint of the metabolite profile of the aqueous extract of muscle 
with that obtained in the study performed with [phenyl-UL-14C]JAU 6476-desthio (KCA, 6.2.2 /03 and 
KCA, 6.2.2 /04). In total, 81.8% of the TRR was extractable from muscle, 59.3% was identified and 
20.6% was characterised. The main compounds identified were 1,2,4-triazole (approx. 17% of the TRR, 
0.045 mg/kg) and JAU 6476-desthio-triazolyl-ethanol (approx. 8%, 0.022 mg/kg). All other components 
ranged from < 1% to 7% of the TRR. Approximately two thirds of the characterised TRR was detected 
in the aqueous extract and ca. one third in the final hexane extract after partitioning. Both extracts were 
analysed by HPLC or TLC. Thus, the unknown metabolites or fractions were well characterised by their 
partitioning and chromatographic retention behaviour. The quantification of the identified metabolites 
is compiled in Table 6.2.3- 11. 

5. Fat 

The fat pool was extracted consecutively with an acetonitrile/water mixture after addition of heptane to 
dissolve the fatty matrix. In total, 96.0% of the TRR was extracted that way. Approximately 7% (< 0.03 
mg/kg) was partitioned into the heptane phase, leaving ca. 87% in the combined acetonitrile/water 
extracts. Due to an additional degreasing step of the combined and concentrated acetonitrile/water 
extracts with hexane, two phases for analysis resulted. An aliquot of the degreased aqueous extract was 
analysed by HPLC, whereas the hexane phase was analysed by TLC. 

As for the muscle sample, a first assignment of compounds and an indication of label-specific 
compounds was possible after comparing the fingerprint of the metabolite profile of the final aqueous 
extract of fat with that obtained in the study performed with [phenyl-UL-14-C]JAU 6476-desthio 
(KCA, 6.2.2 /03 and KCA, 6.2.2 /04). Direct comparison of the HPLC profiles showed a very good 
correspondence. In contrast to the metabolite profiles of milk and the other tissues and organs, the label-
specific compounds were not predominant in fat. 

Additionally, the assignment of metabolites was confirmed after acidic treatment of the aqueous extract. 
The majority of the detected compounds was converted to the common moiety products JAU 6476-
desthio-3-hydroxy, JAU 6476-desthio-4-hydroxy, JAU 6476-desthio-3,4-dihydroxy and parent 
compound prothioconazole. HPLC comparison with authentic reference compounds provided the basis 
for the identification of the common moiety products in the present study besides the comparison of the 
metabolite profiles of the hydrolysed extracts. 

In total, 96.0% of the TRR was extractable from fat. A portion of 75.7% was identified and 12.9% was 
characterised by the partitioning and/or chromatographic retention behaviour of the unknown 
compounds or fractions. Approximately 12% of the TRR was assigned to five unknown compounds, the 
largest constituent accounting for ca. 0.01 mg/kg. Approximately 7% of the TRR was recovered in the 
heptane phase obtained during conventional solvent extraction. This phase was not analysed but it can 
be assumed that it contained the test compound and JAU 6476-desthio-4-hydroxy as the hexane phase 
which was obtained after partitioning of the concentrated aqueous extract in the degreasing step. The 
residue level in the unextractable solids was low and accounted for 0.012 mg/kg. The quantification of 
the identified metabolites is compiled in Table 6.2.3- 11. 
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6. Liver 

In total, 73.6% of the TRR was extracted from the liver sample, conventional extraction released approx. 
72% and subsequent extraction under microwave assistance only ca. 2%. The combined conventional 
extracts were degreased by liquid/liquid partitioning, resulting in an aqueous and a hexane phase. An 
aliquot of the aqueous extract was analysed directly by HPLC. The hexane phase was not analysed since 
only < 2% of the TRR partitioned into that phase. It was assumed that – in analogy to the hexane phases 
analysed for muscle, fat and kidney – JAU 6476-desthio and at least one of the monohydroxylated 
metabolites (most probably JAU 6476-desthio-4-hydroxy) was present. The microwave extracts were 
combined and analysed by HPLC as well. 

As for the other matrices, a first assignment of compounds and an indication of label specific compounds 
was possible after comparing the fingerprint of the metabolite profile of the aqueous extract of liver with 
that obtained in the study performed with [phenyl-UL-14C]JAU 6476-desthio (KCA, 6.2.2 /03 and 
KCA, 6.2.2 /04). Comparison of the metabolite profiles showed a good correspondence - the non-label 
specific metabolites were dominant while the label specific fraction was insignificant (< 5% of the TRR). 

A confirmation of the assignments for these non-label specific metabolites was possible after acidic 
treatment of the final aqueous extract. The majority of the compounds was converted to the common 
moiety products JAU 6476-desthio-3,4-dihydroxy, JAU 6476-desthio-4,5-dihydroxy, JAU 6476-
desthio-3-hydroxy, JAU 6476-desthio-4-hydroxy and JAU 6476-desthio, as also shown for the 
hydrolysed liver extract in the goat metabolism study performed with [phenyl-UL-14C]JAU 6476-
desthio (KCA, 6.2.2 /03 and KCA, 6.2.2 /04). The metabolite JAU 6476-desthio-glucuronide was 
assigned based on its HPLC retention time in HPLC chromatograms before and after acidic treatment. 

In total, a portion of 58.7% of the TRR was identified in liver and 13.4% was characterised by the 
partitioning and chromatographic retention behaviour of the unknown compounds or fractions. A 
significant portion of the TRR (ca. 26%) was bound in the post-extraction solids even after exhaustive 
extraction steps, as often observed for liver samples. The quantitative data of the analysis of the 
conventional and the microwave extracts of liver are compiled in Table 6.2.3- 11. 

7. Kidney 

In total, 96.4% of the TRR was extracted from the kidney sample, conventional extraction released ca. 
86% and subsequent extraction under microwave assistance an additional 11%. The combined 
conventional extracts were degreased by liquid/liquid partitioning, resulting in an aqueous and a hexane 
phase. An aliquot of the aqueous extract was analysed directly by HPLC, whereas the hexane phase was 
analysed by TLC. 

A first assignment of compounds and an indication of label specific compounds was performed by 
comparing metabolite profiles. Direct comparison of the HPLC profile of the aqueous extract of the 
kidney sample of the present study with that of the study performed with [phenyl-UL-14C]JAU 6476-
desthio (KCA, 6.2.2 /03 and KCA, 6.2.2 /04) revealed a very good correspondence of the fingerprints. 
The metabolite patterns were almost identical. The label-specific portion was of minor importance. 

Assignment of the non-label specific compounds in the aqueous extract of kidney was performed based 
on the metabolite profiles obtained in the goat metabolism with [phenyl-UL-14C]JAU 6476-desthio as 
mentioned above. One isomer of the glucuronic acid conjugate of the hydroxylated test substance was 
the main metabolite detected, followed by the isomeric glucuronic acid conjugates of JAU 6476-desthio-
3,4-diene and JAU 6476-desthio-4-hydroxy. The unchanged test compound, which was a major 
compound in the metabolite profile of the goat study performed with [phenyl-UL-14C]JAU 6476-
desthio, was detected as main compound in the hexane phase of the present study. Thus, adding the 
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metabolite profiles obtained after conventional extraction, an excellent correspondence was observed 
between the studies with both radiolabels. 

The assignments for the non-label specific metabolites were additionally confirmed after acidic 
treatment of the aqueous extract. The hydrolytic fingerprints showed very good consistence with the 
fingerprint detected in the study with [phenyl-UL-14C]JAU 6476-desthio (KCA, 6.2.2 /03 and 
KCA, 6.2.2 /04). The majority of the compounds was converted to the common moiety products JAU 
6476-desthio-3,4-dihydroxy, JAU 6476-desthio-4,5-dihydroxy, JAU 6476-desthio-3-hydroxy, JAU 
6476-desthio-4-hydroxy and JAU 6476-desthio, which accounted in total for nearly 50% of the TRR. 
Additionally, minor amounts of JAU 6476-desthio-glucuronide were detected. This metabolite was a 
major compound detected in the study with [phenyl-UL-14C]JAU 6476-desthio, even after acidic 
treatment. 

Extraction efficiency was quite good after conventional solvent extraction (85.9% of the TRR), but was 
additionally improved by exhaustive extraction under microwave assistance. Two exhaustive extraction 
steps at increased temperature (60°C) released an additional portion of ca. 11% (0.704 mg/kg). The 
combined microwave extracts were concentrated and analysed by HPLC. One predominant polar 
fraction was detected, which was eluting in the void volume. This fraction was isolated and analysed by 
TLC. Co-chromatography with 1,2,4-triazole, triazolyl acetic acid and triazolyl alanine confirmed the 
presence of triazolyl alanine (main compound) and traces of 1,2,4-triazole. 

In total, 75.2% of the TRR was identified in kidney and 21.2% was characterised by the partitioning and 
the chromatographic retention behaviour of the unknown compounds or fractions. The two biggest 
unknown compounds accounted for approx. 5% and 6% of the TRR, all other unknowns were below 
2.5%. The quantitative data for kidney are summarised in Table 6.2.3- 11. 
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Table 6.2.3- 11 Summary of characterisation and identification of metabolites in the edible tissues and 
organs of the lactating goat after oral administration of 10 mg/kg b.w. [triazole-UL-
14C]JAU 6476-desthio on five consecutive days. 

 Muscle Fat Liver Kidney 
TRR (mg/kg) 0.267 0.306 14.850 6.618 
 % TRR mg/kg % TRR mg/kg % TRR mg/kg % TRR mg/kg 
JAU 6476-desthio 1.7 0.005 12.9 0.040 25.9 3.849 7.6 0.504 
1,2,4-triazole 17.0 0.045 6.21) 0.0191) 1.12) 0.1622) 9.31) 0.6161) 
-triazolyl-ethanol 8.3 0.022 3.8 0.011 3.9 0.583 3.5 0.232 
-3,4-dihydroxy-dienyl-
glucuronide (D1) 3.3 0.009 5.8 0.018 1.2 0.172 5.7 0.377 

-3,4-dihydroxy-dienyl-
glucuronide (D2) 5.0 0.013 9.4 0.029 3.1 0.463 9.0 0.595 

-3,4-dihydroxy-diene (D1) 2.9 0.008 1.3 0.004 1.5 0.223 1.3 0.084 
-3,4-dihydroxy-diene (D2) 5.5 0.015 6.6 0.020 1.0 0.148 1.1 0.071 
-3-hydroxy-glucuronide/ 
-3,4-dihydroxy-
glucuronide/ 
-4,5-dihydroxy-
glucuronide 

2.0 0.005 1.9 0.006 4.9 0.728 5.4 0.355 

-glucuronide 1.4 0.004 3.7 0.011 3.5 0.520 2.8 0.186 
-4-hydroxy-glucuronide 
-hydroxy-methoxy-
glucuronide 

0.7 0.002 1.9 0.006 6.9 1.024 18.0 1.193 

-3,4-dihydroxy 0.6 0.001 1.3 0.004 0.5 0.067 1.0 0.067 
-4,5-dihydroxy 0.4 0.001 --- --- --- --- --- --- 
-3-hydroxy 1.4 0.004 2.4 0.007 0.7 0.107 0.7 0.048 
-4-hydroxy 9.3 0.025 18.4 0.056 5.6 0.825 9.7 0.648 
Total identified 59.3 0.158 75.7 0.232 58.7 8.710 75.2 4.977 
Total characterised 20.6 0.055 12.9 0.039 13.4 1.989 21.2 1.404 
Total extracted 81.8 0.218 96.0 0.294 73.6 10.928 96.4 6.454 

1) = coeluting with triazolyl alanine 
2) = no unamiguous identification, fraction was related to the characterized compounds 

C. Biotransformation Pathway 

The present goat metabolism study performed with [triazole-UL-14C]JAU 6476-desthio confirmed the 
metabolic reactions identified in the goat metabolism study with [phenyl-UL-14C]JAU 6476-desthio. 
Additionally, cleavage of the test substance was detected yielding the metabolites 1,2,4-triazole, 
triazolyl alanine and JAU 6476-desthio-triazolyl-ethanol. 

The main metabolic reactions of [triazole-UL-14C]JAU 6476-desthio identified in the lactating goat 
were:  

• mono- and dihydroxylation of the chlorophenyl moiety 

• dearomatisation of the chlorophenyl moiety by oxidative hydroxylation 

• subsequent conjugation of the hydroxylated metabolites with glucuronic acid 

• conjugation of the test compound with glucuronic acid 

• cleavage of the test compound resulting in JAU 6476-desthio-triazolyl-ethanol 

• cleavage of the test compound and loss of 1,2,4-triazole 

• subsequent conjugation of 1,2,4-triazole with serine to triazolyl alanine. 

The proposed biotransformation pathway is shown in Figure 6.2.3- 2. 
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D. Conclusion 

A lactating goat was orally dosed on five consecutive days in time intervals of 24 hours with [triazole-
UL-14C]JAU6476-desthio at a daily dose level of 10 mg/kg body weight, corresponding to 224 mg/kg 
in the feed. The goat was sacrificed 5 hours after the final administration, and the edible tissues and 
organs as well as the milk collected during the experimental phase were analysed for residues. 
Identification of test compound and metabolites was performed in each matrix. The kinetic behaviour 
was derived from the excretion parameters and the secretion of the residues in milk. 

The kinetic and metabolic behaviour of [triazole-UL-14C]JAU 6476-desthio in the lactating goat can be 
characterised by the following observations: 

• A significant amount of the administered radioactivity (ca. 70%) was excreted via urine and 
faeces. The cumulative urinary and faecal excretion was characterised by a linear increase 
during investigation. 

• Each dose was almost completely absorbed from the gastrointestinal tract. 

• A very low amount of 0.04% of the administered dose was secreted with the milk. 

• The total radioactive residues in milk showed a diurnal pattern. A plateau level was reached 
between 24 and 32 hours after the first dosing, which was indicated by the decline of TRR-
values prior to the delivery of the next dose to about the same level measured on the previous 
day. These findings showed that the radioactivity is not accumulating in the milk after repeated 
administration. 

• At sacrifice, the residue levels in milk, as well as in tissues were significantly lower in relation 
to the daily dose level with exception of the residue levels in the metabolising organs kidney 
and liver. Kidney showed a concentration of 6.618 mg/kg while in the liver a distinctly higher 
concentration of 14.850 mg/kg was observed. The residue concentrations in the different types 
of muscle and fat as well as in milk were in the narrow range of 0.1 - 0.3 mg/kg. 

It is important to note that 

- an exaggerated dose level of 224 mg/kg feed/day was administered, 

- the animal was dosed five times in time intervals of 24 hours, 

- the sacrifice was 5 hours after the last dose, i.e. at a time of relatively high concentrations 
in the tissues and organs 

in order to facilitate metabolite characterisation and identification. Hence, the determined 
residue concentrations in the organs, tissues and milk do not reflect a realistic exposure situation. 

• Radioactive residues were efficiently extracted from milk, edible organs and tissues (approx. 
74% to 96% of the TRR). Exhaustive extraction steps with the assistance of microwave at a 
slightly increased temperature of 60°C were only efficient for extraction of the label specific 
metabolites triazolyl alanine and 1,2,4-triazole as shown for kidney. Non label specific 
metabolites were released only to minor amounts, although it can be assumed that they formed 
the major part of the non-extractable residues in muscle and liver. 

• [Triazole-UL-14C]JAU 6476-desthio was metabolised extensively in the lactating goat –more 
than twenty components were detected. 

 

• Metabolic reactions detected in the lactating goat were: 
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- mono- and dihydroxylation of the chlorophenyl moiety 

- dearomatisation of the chlorophenyl moiety by oxidative hydroxylation 

- subsequent conjugation of the hydroxylated metabolites with glucuronic acid 

- conjugation of the test compound with glucuronic acid 

- cleavage of the molecule yielding JAU 6476-triazolyl-ethanol and 1,2,4-triazole 

- conjugation of 1,2,4-triazole with serine to triazolyl alanine 

• 1,2,4-triazole was the main metabolite in milk and muscle ranging from ca. 17% in muscle to 
ca. 33% in morning milk. Although the percentage proportions are high, the corresponding 
residue levels did not exceed 0.045 mg/kg. Considering the fact, that all radioactive residues are 
calculated as equivalents of the active substance, the effective concentrations of 1,2,4-triazole 
are by a factor of approx 4.5 lower and account for maximally ca. 0.01 mg/kg. Thus, in spite of 
the apparent selective transfer of the metabolite into milk, low effective residues resulted. 1,2,4-
triazole was also detected in fat, liver, and kidney accounting for ca. 4%, 1% and 1%, 
respectively. Co-elution with triazolyl alanine was proven for all three matrices. The exhaustive 
extract of kidney revealed major amounts of triazolyl alanine (ca. 8%) indicating that 1,2,4-
triazole was transformed into the even more water-soluble triazolyl alanine to facilitate fast 
excretion via urine. 

JAU 6476-desthio-triazolyl ethanol was also a major metabolite in milk and muscle. It 
represented ca. 8% of the TRR in muscle and approx. 11% in evening milk. However the 
absolute residue levels were low (0.02 mg a.s. equiv./kg in both matrices, or ca. 0.01 mg/kg 
considering the molecular weight of the metabolite). 
Additionally, it has to be considered that the residue concentrations of free 1,2,4-triazole and 
JAU 6476-desthio-triazolyl ethanol in the organs, tissues and milk do not reflect a realistic 
exposure situation as mentioned above. Most probably none of the metabolites would have been 
detectable in the edible tissues under realistic conditions. 

• The unchanged test compound JAU 6476-desthio was prominent (> 10% of the TRR) in fat and 
liver, JAU 6476-desthio-4-hydroxy in fat and JAU 6476-desthio-4-hydroxy-glucuronide in 
kidney. All other metabolites were present at lower percentages, the majority of them as 
conjugates or in the case of the dihydroxylated metabolites as dienes after de-aromatisation. 
Since the conjugates and metabolites with diene structure can be easily hydrolysed, an acidic 
treatment of the extracts was additionally performed. Under the conditions chosen, glucuronides 
and other conjugates were cleaved and the compounds with diene structure were converted into 
metabolites with known aromatic structure. The same simplified metabolic pattern resulted in 
both studies. The resulting five common moiety products JAU 6476-desthio-3,4-dihydroxy, 
JAU 6476-desthio-4,5-dihydroxy, JAU 6476-desthio-3-hydroxy, JAU 6476-desthio-4-hydroxy 
and JAU 6476-desthio covered the main residues originating from all non-label specific 
metabolites in each matrix. 

The results of the metabolism study with [triazole-UL14C]JAU 6476-desthio in the lactating goat is in 
very good agreement with the results of the corresponding metabolism study with [phenyl-UL14C]JAU 
6476-desthio. 
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Figure 6.2.3- 2 Proposed metabolic pathway of [triazole-UL14C]JAU 6476-desthio in the lactating goat. 

 
CA 6.2.4  Pigs 
No studies to address the data requirement metabolism in pigs were included in the submission in 
support of the inclusion of prothioconazole in Annex I of Directive 91/414/EEC. 
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Studies are only required when the metabolism in ruminants differs from that in the rat. The metabolism 
of prothioconazole in ruminants and rats is considered comparable. No new studies have therefore been 
performed. 

CA 6.2.5  Fish 
No studies on metabolism in fish were included in the submission in support of the inclusion of 
prothioconazole in Annex I of Directive 91/414/EEC since this was not a data requirement at the time. 

Commission Regulation (EU) No 283/2013 of 1 March 2013 setting out the data requirements for active 
substances, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the 
Council concerning the placing of plant protection products on the market stipulates under point 6.2.5: 
“Metabolism studies on fish may be required where the plant protection product is used in crops whose 
parts or products, also after processing, are fed to fish and where residues in feed may occur from the 
intended applications.” 

However, for this data requirement no test guideline is available yet. As stated in SANCO document 
10181/2013-rev. 3 (12 December 2014), in cases where “test methods or guidance documents are not 
yet available for particular data requirements […] waiving of these particular data requirement points 
is considered acceptable as long as no test methods or guidance documents are published in form of an 
update of the Commission Communications 2013/C 95/01 and 2013/C 95/02.” 

Therefore, no fish metabolism study was conducted. 

CA 6.3  Magnitude of residue trials in plants 

For the renewal of prothioconazole in Europe, the representative formulations are Aviator, a formulation 
containing 150 g/L prothioconazole and 75 g/L bixafen and Redigo FS100, a seed treatment formuation 
containing 100 g/L prothioconazole. The representative use patterns (or Good Agricultural Practices - 
GAPs) using this formulation are summarised in Table 6.3-1 and Table 6.3-2. 
 
Table 6.3-1: Summary of the critical GAP for the representative foliar  uses for prothioconazole* 

Crop Regio
n FT** F, G, 

I*** 
Timing of 
application 

Max. 
n° of 
applic. 

Minimum 
Application 
interval 
[days] 

Maximum 
application 
rate 
[g a.s./ha] 

PHI 
[days] 

Wheat, rye, 
tritiale, 
spelt 

EU-N 
EU-S 

EC225 F Up to BBCH 69 2 14 187.5 † 

Barley, Oat 
EU-N 
EU-S 

EC225 F Up to BBCH 61 2 14 150 † 

EU-S = Southern Europe EU-N = northern Europe 
* justification of the critical GAP for each crop (all zones) applied for is provided in documents D1 and D2. 
** FormulationType EC225 = EC formulation containing 75 g/L bixafen and 150 g/L prothioconazole. 
*** F Field; G Greenhouse; I Indoor  †As the application in cereals is driven purely by growth stage, no PHI is necessary.   
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Table 6.3-2: Summary of the critical GAP for the representative seed treatment  uses for prothioconazole* 

Crop Region FT F, G, I* Mode of 
application 

n° of 
applic. 

Maximum application rate  
PHI (g a.s./dt seeds) [g a.s./ha] 

Wheat, rye, 
tritiale, 
spelt 

EU-N and 
EU-S FS100 F Seed treatement 1 PTZ: 10.0 PTZ: 18.0a † 

Barley, Oat EU-N EU-S FS100 F Seed treatement 1 PTZ: 10.0 PTZ: 18.0a † 

EU-S = Southern Europe EU-N = northern Europe 
* justification of the critical GAP for each crop (all zones) applied for is provided in documents D1 and D2. 
** FormulationType  FS100 Seed treatment formulation containing 100 g/L prothioconazole 
*** F Field; G Greenhouse; I Indoor  †As the application in cereals is driven purely by growth stage, no PHI is necessary.   
a Based on a seeding rate of 180 kg seed/ha   

 
General remarks:  
• In this section of the dossier, only the residues relevant to prothioconazole will be described in 
detail. As the products applied also contained other active substances, residues of those compounds 
were also determined, but these results are not considered relevant to this dossier. For details on the 
results for the other compounds, see the study reports.  
• Tier 1 summary forms of residue trials are provided in Appendix 1 of this section.  

 

CA 6.3.1  Wheat  
 
The wheat uses and GAPs supported for this AIR dossier are summarised in Table 6.3.1- 1 and Table 
6.3.1- 2. 
 
Foliar use (Bixafen & Prothioconazole EC 225 (75 + 150 g/L)) Aviator 
 
Table 6.3.1- 1:  Summary of the critical GAP for the representative foliar  uses for prothioconazole* 

Crop Region FT** F, G, 
I*** 

Timing of 
application 

Max. 
n° of 
applic. 

Minimum 
Application 
interval 
[days] 

Maximum 
application 
rate 
[g a.s./ha] 

PHI 
[days] 

Wheat, rye, 
tritiale, spelt 

EU-N 
EU-S 

EC 225 F Up to BBCH 
69 2 14 187.5 † 

EU-N = northern Europe  EU-S = southern Europe  
* justification of the critical GAP for each crop (all zones) applied for is provided in documents D1 and D2. 
** Formulation Type EC 225 = EC formulation containing 75 g/L bixafen and 150 g/L prothioconazole. 
*** F Field; G Greenhouse; I Indoor  †As the application in cereals is driven purely by growth stage, no PHI is 
necessary.   
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Seed treatment use (Prothioconazole FS 100 (100 g/L)) Redigo  
 
Table 6.3.1- 2:  Summary of the critical GAP for the representative seed treatment  uses for 

prothioconazole* 

Crop Region FT F, G, I* Mode of 
application 

n° of 
applic. 

Maximum application rate  
PHI [g a.s./dt seeds] [g a.s./ha] 

Wheat, 
rye, 
tritiale, 
spelt 

EU-N and 
EU-S FS100 F Seed treatement 1 PTZ: 10.0 PTZ: 18.0a † 

EU-S = Southern Europe EU-N = northern Europe 
* justification of the critical GAP for each crop (all zones) applied for is provided in documents D1 and D2. 
** FormulationType  FS100 Seed treatment formulation containing 100 g/L prothioconazole 
*** F Field; G Greenhouse; I Indoor  †As the application in cereals is driven purely by growth stage, no PHI is 
necessary.   
a Based on a seeding rate of 180 kg seed/ha   
 
According to EU guidance document SANCO 7525/VI/95-rev.9 of March 2011 (“Guidelines on 
comparability, extrapolation, group tolerances and data requirements for setting MRLs”) the data 
obtained from trials conducted on wheat can be extrapolated to rye, triticale and spelt. 
 
The current EU MRL for rye (0.1 mg/kg) will be replaced by an MRL of 0.05 mg/kg in spring 2016 
following the review of the existing MRLs for prothioconazole according to Article 12 of Regulation 
(EC) N° 396/2005. Please refer to Regulation (EU) 843/2013 as well as draft Regulation SANCO 
11481/2014. The current EU MRL for wheat is 0.05 mg/kg. 
 
Summary of the trials from the Annex I: 
 
The residue trials on wheat that have already been evaluated during the EU review of prothioconazole 
are summarised in Table 6.3.1-3. Since these residue reports have been previously evaluated by the RMS 
UK (refer to Draft Assessment Report, Annex B.7.6.1, Table B.7.18) They are only presented for 
reference purposes. The critical supported GAP consisted in one seed treatment application with 15 g 
a.s./dt seed followed by 3 sprayings at rate of 200 g a.s./ha with last treatment performed at BBCH 
growth stage 69 at the latest. 
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Table 6.3.1- 3: Number of residue trials conducted per geographical region and vegetation period  

Crop GAP Region  Formu-
lation* 

Number of Trials 
Report No. Dossier 

Reference Vegetation period 
Total 

1998 1999 2000 
Annex II data – seed treatment plus foliar 

Wheat, 
spring 

ST 15 g a.s./dt 
and 
SPI 3 x 200 g a.s./ha N-EU 

FS 200 
and 
EC 250 

3 1 - 
10 

RA-2003/99 

KCA 
6.3.1.1.2 

Wheat, 
spring 

SPI 3 x 200 g a.s./ha EC 250 - 1 5 
RA-2003/99 
RA-2104/00 

Wheat, 
spring 

ST 15 g a.s./dt 
and 
SPI 3 x 200 g a.s./ha 

S-EU 

FS 200 
and 
EC 250 

- 5 - 

9 

RA-2149/98 

Wheat, 
Spring, 
Triticale 

SPI 3 x 200 g a.s./ha EC 250 - - 4 RA-2105/00 

Annex II data – seed treatment use 
Cereal 
(wheat) ST 19.5-22 g/ha 

(15 g a.s./dt) 

N-EU FS 200 - 2 2 4 
RA-2010/99 
RA-2091/00 KCA 

6.3.1.1.1 Cereal 
(wheat) S-EU FS 200 - 2 2 4 

RA-2010/99 
RA-2090/00 

N-EU: northern Europe   S-EU: southern Europe    ST: seed treatment SPI: spray 
* FS 200: flowable concentrate formulations containing 200 g/L of prothioconazole 

250 EC: emulsifiable concentrate containing 250 g/L of prothioconazole 
  
Seed treatment + foliar use: 
 
With the Annex II dossier, a total of 19 residue trials were conducted on wheat in both European regions 
with the ‘prothioconazole FS 200’ formulation, a flowable concentrate for seed treatment containing    
200 g/L prothioconazole and/or with the ‘prothioconazole EC 250’ formulation, an emulsifiable 
concentrate for spraying containing 250 g/L prothioconazole. A short summary of the data is given 
below.  
 
In 9 trials, ‘prothioconazole FS 200’ was used for seed dressing at a rate of 15 g a.s./dt followed by 3 
spray applications of ‘prothioconazole EC 250’ at a rate of 200 g a.s./ha. This use pattern is considered 
to represent the EU critical GAP and can be used as a basis for setting the EU MRLs. 
10 separate trials were conducted with 3 spray applications of ‘prothioconazole EC 250’ at a rate of 200 
g a.s./ha. The sprayings were performed at BBCH growth stages 32/33, 39-41 and 69, respectively, with 
the last treatment performed 34 to 36 days before harvest. 
 
Residues of prothioconazole-desthio were determined at various development stages of the treated 
plants: treated seeds, green material, rest of plant, ears, straw and grain depending on the growth stage 
at sampling. Straw and grain samples were taken in most trials on day 34-37 as well as 42-71 days after 
the final treatment. The latter sampling interval was needed to ensure that samples of mature plants were 
available independent of the growth stage that was reached following the fixed pre-harvest interval of 
35 days. 
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For the Annex II data, the desired PHI was 35 days. If 35 days after application, the grain could not be 
separated, sample materials available at that time (ear and "rest of plant") were taken, and grain and 
straw were then sampled later at harvest maturity (GS 89). Also, if grain samples could be taken on day 
35, but the commodity had not yet reached final harvest maturity, a second set of grain and straw samples 
was taken at harvest. 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
No residues above the LOQ could be detected in any of the control samples. 
 An overall summary of the obtained residues in feed and food items is presented in Table 6.3.1- 4. 
 
 
Table 6.3.1- 4:  Summary of residue data from wheat trials with prothioconazole 250 EC (foliar treatment or 

seed treatment followed by foliar) 

Application Rate Region Com-
modity 

No. of 
trials 

Residue level of 
 prothioconazole-desthio 
(mg/kg) Reference 

Minimum Maximum 
(HR) STMR 

3 x 200 g a.s./ha 
or  
seed treatment  
(15 g a.s./dt seed) 
followed by  
3 x 200 g a.s./ha 
(PHI 35 days) 

N-EU Wheat, 
grain 

10 < 0.01 < 0.01 < 0.01 

EFSA 
Scientific 
Report 
(2007) 106 

S-EU 9 < 0.01 < 0.01 < 0.01 

N-EU Wheat, 
straw 

10 0.08 0.72 0.19 

S-EU 9 0.22 0.85 0.53 

N-EU = northern Europe; S-EU = southern Europe 
 
Seed treatment: 
 
For seed treatment in cereals, 8 trials in wheat (4 in northern Europe and 4 in Southern Europe) were 
carried out and evaluated during Annex I inclusion. The product was a flowable concentrate for seed 
treatment, containing 200 g/L JAU 6476. The seed was dressed at a rate of 75 mL product per 100 kg 
of seed, corresponding to 15 g JAU 6476 per 100 kg of seed. The actual dressing rate was determined 
with method 00598/M001 by taking seed samples after seed dressing prior to drilling. 
  
For data gathering purposes the samples taken from these trials were analysed for prothioconazole-
desthio using methods 00598/M001 or 00647 with a limit of quantitation of 0.01 mg/kg for grain and 
0.05 mg/kg for cereal green material and straw. 
 
No residues above the LOQ could be detected in any of the control samples.  
An overall summary of the obtained residues in feed and food items is presented in Table 6.3.1- 5.  
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Table 6.3.1- 5:  Overall summary of residue of prothioconazole-desthio in wheat with seed treatment  

Application 
Rate Region Com-

modity 
No. of 
trials 

Residue level of prothioconazole-
desthio 
(mg/kg) Reference 

Minimum Maximum 
(HR) STMR 

19.5-22 g/ha 
(15 g a.s./dt 
seed) 

 

N-EU 
and S-
EU 

Wheat , 
grain 8 < 0.01 < 0.01  0.01 

EFSA Scientific 
Report (2007) 106 Wheat, 

straw 8 < 0.05 < 0.05  0.05 

N-EU = northern Europe; S-EU = southern Europe 
 
 
EU - northern region 
 
 
Table 6.3.1- 6:  Number of residue trials conducted per geographical region and vegetation period  

Year GAP Formulation 
N° of 
 trials 

Study number 
Report No. 

Dossier 
Reference 

Wheat EU foliar spray residue trials – northern EU 

2000 
2 x 150 g a.s./ha 
BBCH69 

EC200 (100 g/L fluoxastrobin, 100 
g/L prothioconazole) 4 RA-2011/00 

M-091521-01-1 KCA 6.3.1/08 

2000 
2 x 200 g a.s./ha  
BBCH69 

EC460 (160 g/L prothioconazole, 
300 g/L spiroxamine) 4 

RA-2092/00 
M-087669-01-1 

KCA 6.3.1/09 

2003 
2 x 150 g a.s./ha  
BBCH69 

EC300 (75 g/L fluoxastrobin, 150 
g/L prothioconazole, 75 g/L 
trifloxystrobin) 

2 RA-2018/03 
M-001696-01-1 KCA 6.3.1/10 

2003 
2 x 175 g a.s./ha  
BBCH69 

SC325 (175 g/L prothioconazole, 
150 g/L trifloxystrobin) 2 RA-2108/03 

M-067473-01-1 KCA 6.3.1/11 

2005 
2 x 200 g a.s./ha  
BBCH69 

SC263 (175 g/L prothioconazole, 88 
g/L trifloxystrobin) 4 RA-2575/05 

M-268270-01-1 KCA 6.3.1/12 

2007 
2 x 187 g a.s./ha  
BBCH69 

EC225 (75 g/L bixafen, 150 g/L 
prothioconazole) 4 RA-2037/07 

M-298112-01-1 KCA 6.3.1/13 

2007 
2 x 150 g a.s./ha  
BBCH69 

EC400 (50 g/L bixafen, 100 g/L 
prothioconazole, 250 g/L 
spiroxamine) 

4 RA-2040/07 
M-298182-02-1 KCA 6.3.1/14 

2009 
2 x 200 g a.s./ha  
BBCH69 

EC260 (60 g/L bixafen, 
100 g/L prothioconazole) 

2 
09-2057 
M-393820-01-1 

KCA 6.3.1/15 

2010 
2 x 175 g a.s./ha  
BBCH69 

EC190 (40 g/L bixafen, 
50 g/L fluoxastrobin and 100 g/L 
prothioconazole) 

2 
10-2205 
M-414652-01-1 

KCA 6.3.1/16 

2013 
2 x 150 g a.s./ha  
BBCH69 

EC200 (100 g/L fluoxastrobin, 100 
g/L prothioconazole) 3 

13-2138 
M-501083-02-1 

KCA 6.3.1/17 

2013 
2 x 150 g a.s./ha  
BBCH69 

EC200 (100 g/L fluoxastrobin, 100 
g/L prothioconazole) 2 

13-2159 
M-501715-01-1 

KCA 6.3.1/18 

TOTAL northern EU region 33  
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Report: KCA 6.3.1/08; aj8.Ö??く* Y,; Ti.oc H,; 2002; M-091521-01-1 
Title: Determination of residues of HEC 5725 & JAU 6476-desthio on winter wheat 

following spray application of HEC 5725 & JAU 6476 200 EC in Sweden, France, 
Great Britain and Germany 

Report No.: RA-2011/00 
Document No.: M-091521-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
  
In the vegetation period of 1999/2000, a set of 4 residue trials was conducted in northern Europe. The 
trials were located in Sweden, northern France, Great Britain and Germany.  
 
In each trial, wheat was treated twice at a product rate of 1.5 L/ha fluoxastrobin & prothioconazole 
EC 200 corresponding to 0.15 kg a.s./ha for each mixing partner.  The water rate was 300 L/ha in all 
trials.  The spray interval was 19 days in 3 trials and 37 days in one trial.  The time of application was: 
 
1. when the flag leaf sheath was opening  (BBCH 47) in 3 trials and beginning of heading (BBCH 51) 
in one trial, 
2. at the end of flowering (BBCH 69) in 3 trials and early dough stage (BBCH 81) in one trial.  
 
Samples were taken at the following intervals: 
 
- prior to and immediately after the final application, 
- at a pre-harvest interval of 35 days as well as 42-61 days after the final treatment. 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 7. 
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Table 6.3.1- 7: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample 
Material 

Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 267 8.9 

RA-2011/00 
M-091521-01-1 

grain 224 7.5 
Rest of plant 267 8.9 
straw 224 7.5 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis.  
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown inTable 6.3.1- 8. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.1- 8: RA-2011/00: Concurrent recoveries for the determination of prothioconazole-desthio in 

wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat 
grain / Ear 

0.01 101; 101; 97 100 2.3 

0.01 0.10 

105; 103; 105; 104; 104; 102; 106; 
104; 108; 102; 102; 105; 102; 103; 
100; 97; 103; 103; 102; 104; 104; 
102; 102; 109; 100; 102; 99 

103 2.4 

Overall (n = 30) 103 2.6 

Prothio-
conazole-
desthio 

Rest of plant 

0.05 107; 98; 107 104 5.0 

0.05 0.50 
105; 102; 102; 105; 106; 105; 102; 
101; 104; 103; 100; 99; 120; 98; 
102; 101; 99; 103 

103 4.6 

Overall (n = 21) 103 4.6 

Prothio-
conazole-
desthio 

Straw 

0.05 98; 97; 96 97 1.0 

0.05 0.50 
106; 102; 102; 102; 103; 97; 100; 
103; 103; 109; 103; 99; 105; 101; 
101 

102 2.8 

Overall (n = 18) 102 3.3 
Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
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The residue results are summarised in Table 6.3.1- 9. 
 
Table 6.3.1- 9: Residues of prothioconazole-desthio in/on winter wheat applied with fluoxastrobin & 

prothioconazole EC 200 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2011/00 
R 2000 0146/0 
0146-00 
GLP: yes 
2000 
 

Wheat, 
winter 
Abbot 
 

United 
Kingdom 
GB-)F_4 
>§O. 
u(l5.L9Jg 
b!Ck :P, 
ööJZq
゜ I!ヮS
と= 
Europe, 
North 

200 
EC 

2 0.1500  
  
  
  
 

0.05000  
  
  
  

69 ear 0(1) 
0 

35 

0.01 
0.60 
0.02 

rest of plant 0(1) 
0 

35 

<0.05 
0.93 
0.07 

straw 58 0.11 
grain 58 <0.01 

RA-2011/00 
R 2000 0145/2 
0145-00 
GLP: yes 
2000 
 

Wheat, 
winter 
Shango 
 

France 
F-1h4yy 
ソ
z)§/?(Jazä 
Europe, 
North 
 

200 
EC 

2 0.1500  
  
  
  
 

0.05000  
  
  
  

69 ear 0(1) 
0 

35 

0.04 
0.54 
0.02 

rest of plant 0(1) 
0 

35 

<0.05 
0.67 
0.10 

straw 48 0.09 
grain 48 <0.01 

RA-2011/00 
R 2000 0147/9 
0147-00 
GLP: yes 
2000 
 

Wheat, 
winter 
Flair 
 

Germany 
D-05n1ö 
`J.ゕ
ha4ätv Ü-
・äJx:äJ
゜b IK・
äväh 
Europe, 
North 
 

200 
EC 

2 0.1500  
  
  
  
 

0.05000  
  
  
  

81 ear 0(1) 
0 

<0.01 
0.70 

rest of plant 0(1) 
0 

<0.05 
1.1 

straw 35 
42 

<0.05 
0.05 

grain 35 
42 

<0.01 
<0.01 

RA-2011/00 
R 2000 0144/4 
0144-00 
GLP: yes 
2000 
 

Wheat, 
winter 
Tarso 
 

Sweden 
S-・d28y 
F?!cJi( /(8
゜
4Europe, 
North 
 

200 
EC 

2 0.1500  
  
  
  
 

0.05000  
  
  
  

65 ear -1 
0 

35 

0.09 
1.3 

0.04 
rest of plant -1 

0 
35 

0.10 
0.74 
0.08 

straw 61 0.07 
grain 61 <0.01 

FL = Formulation, DALT = Days after last treatment, 
* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
(1) : before last application 
** :  the 2nd treatment was carried out at a later stage as originally intended (BBCH 81 instead of 69).  
 
In the 4 trials conducted in 2000 (report RA-2011/00), residues of prothioconazole-desthio in wheat 
grain at harvest were always below the limit of quantification (LOQ) of 0.01 mg/kg. The residues in 
straw at harvest ranged between 0.05 mg/kg and 0.11 mg/kg. 
 
 
Conclusion 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 81 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

 

Four wheat residue trials were conducted with fluoxastrobin & prothioconazole EC 200 in northern 
Europe. The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha. 
Residues of prothioconazole-desthio in wheat grain at harvest were always below the limit of 
quantification (LOQ) of 0.01 mg/kg. The residues in straw at harvest ranged between 0.05 mg/kg and 
0.11 mg/kg. 
 
 
Report: KCA 6.3.1/09; X8zp4älz龿. ダ,; T./・a ,カ; 2001; M-087669-01-1 
Title: Determination of residues of JAU 6476-desthio & KWG 4168 on spring wheat 

following spray application of JAU 6476 & KWG 4168 460 EC in Great Britain, 
France, Germany and Italy 

Report No.: RA-2092/00 
Document No.: M-087669-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
In the vegetation period of 2000, a set of 4 residue trials was conducted on winter wheat in northern 
Europe. The studies were located in northern France, Germany and the United Kingdom. 
 
In each trial, wheat was treated twice at a product rate of 1.25 L/ha prothioconazole & spiroxamine 
EC 460 corresponding to 200 g a.s./ha of prothioconazole. The water rate was 300 L/ha. The spray 
interval ranged from 30 to 51 days. The time of application was: 
1. during stem elongation (BBCH 32), and  
2. at the end of flowering (BBCH 69), 
with the last treatment performed 42 (41) days prior to harvest. 
 
Samples were taken at the following intervals: 
- immediately after the final application, 
- at a pre-harvest interval of 28 days, 35 days, 42 and at grain maturity, i.e. up to 58 days after the final 
treatment. 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
 
 
 
 
 
 
Findings 
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- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 10. 

Table 6.3.1- 10: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 322 10.7 

RA-2092/00 
M-087669-01-1 

grain 275 9.2 
Rest of plant 316 10.5 
straw 275 9.2 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
 
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 11. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.1- 11: RA-2092/00: Concurrent recoveries for the determination of prothioconazole-desthio in 
wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg
] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat 
grain / Ear 

0.01 101; 101; 97 100 2.3 

0.01 0.10 

105; 103; 105; 104; 104; 102; 106; 
104; 108; 102; 102; 105; 102; 103; 
100; 97; 103; 103; 102; 104; 104; 
102; 102; 109; 100; 102; 99 

103 2.4 

Overall (n = 30) 103 2.6 

Prothio-
conazole-
desthio 

Rest of plant 

0.05 107; 98; 107 104 5.0 

0.05 0.50 
105; 102; 102; 105; 106; 105; 102; 
101; 104; 103; 100; 99; 120; 98; 
102; 101; 99; 103 

103 4.6 

Overall (n = 21) 103 4.6 

Prothio-
conazole-
desthio 

Straw 

0.05 98; 97; 96 97 1.0 

0.05 0.50 
106; 102; 102; 102; 103; 97; 100; 
103; 103; 109; 103; 99; 105; 101; 
101 

102 2.8 

Overall (n = 18) 102 3.3 
Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 12. 
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Table 6.3.1- 12: Residues of prothioconazole-desthio in/on spring wheat applied with prothioconazole & 
spiroxamine EC 460 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2092/00 
R 2000 0081/2 
0081-00 
GLP: yes 
2000 
 

Wheat, 
spring 
Chablis 
 

United 
Kingdom 
GB-r+§゛ 
Y・P. ヮ
o)jpJ0h. !
さkp F/, 
Lv§bJけ2 
)ァ Sと
<(Europe, 
North 
 

460 
EC 

2 0.2000  
  
  
  
 

0.06672  
  
  
  

69 ear 0 
28 
35 

1.1 
0.03 
0.02 

rest of plant 0 
28 
35 

2.2 
0.08 
0.06 

grain 42 
56 

<0.01 
<0.01 

straw 42 
56 

0.06 
0.06 

RA-2092/00 
 
R 2000 0431/1 
0431-00 
GLP: yes 
2000 
 

Wheat, 
spring 
Lavett 
 

Germany 
D-4k*1g 
büätれ・
 Ezy)゜r
)?ääuIEur
ope, North 
 

460 
EC 

2 0.2000  
  
  
  
 

0.06672  
  
  
  

69 ear 0 
28 
35 

1.5 
0.10 
0.07 

rest of plant 0 
28 
35 

2.9 
0.39 
0.36 

grain 41 
49 

<0.01 
<0.01 

straw 41 
49 

0.28 
0.14 

RA-2092/00 
R 2000 0433/8 
0433-00 
GLP: yes 
2000 
 

Wheat, 
spring 
Furio 
 

France 
F-y_q・h 
+-?J・ä 
'D)e9äq$a
ァ
ä5Europe, 
North 

460 
EC 

2 0.2000  
  
  
  
 

0.06672  
  
  
  

69 ear 0 
28 

0.92 
0.04 

rest of plant 0 
28 

1.9 
0.06 

grain 35 
42 

<0.01 
<0.01 

straw 35 
42 

0.06 
0.06 

RA-2092/00 
R 2000 0430/3 
0430-00 
GLP: yes 
2000 
 

Wheat, 
spring 
Lavett 
 

Germany 
D-o6ü゜2 
2IJ゜
Cäöz: 
rwz6ao8fJ
J§l と
)*v4äzf 
Europe, 
North 
 

460 
EC 

2 0.2000  
  
  
  
 

0.06672  
  
  
  

69 ear 0 
28 
35 
42 

1.7 
0.06 
0.04 
0.04 

rest of plant 0 
28 
35 
42 

2.4 
0.05 
0.06 
<0.05 

grain 58 <0.01 
straw 58 0.07 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
 
 
In the 4 trials conducted in 2000 (report RA-2092/00), residues of prothioconazole-desthio in wheat 
grain at harvest were always <0.01 mg/kg. The residues in straw at harvest ranged between 0.06 mg/kg 
and 0.14 mg/kg. 
 
Conclusion 
Four wheat residue trials were conducted with prothioconazole & spiroxamine EC 460 in northern 
Europe. The product application corresponded to a prothioconazole rate of 2x200 g a.s./ha.  
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Residues of prothioconazole-desthio in wheat grain at harvest were always  <0.01 mg/kg. The residues 
in straw at harvest ranged between 0.06 mg/kg and 0.14 mg/kg. 
 
 
 
Report: KCA 6.3.1/10; ?-8i.Ra F,; Z0Il.apcf* C,; 2004; M-001696-01-1 
Title: Determination of residues of fluoxastrobin (HEC 5725), prothioconazole  (JAU 6476) 

and trifloxystrobin in/on wheat following spray application of  HEC 5725 & JAU 6476 
& CGA 279202 300 EC in the field in Germany 

Report No.: RA-2018/03 
Document No.: M-001696-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
In the vegetation period of 2002/2003, a set of 2 residue trials was conducted in northern Europe. The 
trials were located in Germany (2).  
 
In each trial, wheat was treated twice at a product rate of 1.0 L/ha fluoxastrobin & prothioconazole & 
trifloxystrobin EC 300 corresponding to 0.150 kg a.s./ha of prothioconazole. The employed water rate 
was 300 L/ha in all trials. The applications were scheduled for growth stages BBCH 47 and 69. The 
applications were carried out at growth stages 47-51 (1st application) and 69 (2nd application; 
corresponding to intervals of 12 and 17 days). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application; 
- at a pre-harvest interval of 35 days 
- at harvest (BBCH 89), 35-46 days after the final treatment. 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 13. 

Table 6.3.1- 13: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample 
Material 

Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 167 5.6 

RA-2018/03 
M-001696-01-1 

grain 132 4.4 
Rest of plant 167 5.6 
straw 132 4.4 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 14. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.1- 14: RA-2018/03: Concurrent recoveries and validation recoveries for the determination of 

prothioconazole-desthio in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat 
grain  

0.01 94; 94; 92 93 1.2 
0.01 0.1 100; 95; 88; 95 95 5.2 

Overall (n = 7) 94 3.8 

Prothio-
conazole-
desthio 

Straw 
0.05 98; 94; 108 100 7.2 

0.05 0.50 89; 98; 97 95 5.2 
Overall (n = 6) 97 6.4 

Prothio-
conazole-
desthio 

Rest of plant 
0.05 101; 92; 98 97 4.7 

0.05 0.50 101; 94 98 - 
Overall (n = 5) 97 4.2 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation. Concurrent recoveries in italics. 
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- Residue results: 
The residue results are summarised in Table 6.3.1- 15. 
 
Table 6.3.1- 15: Residues of prothioconazole-desthio in/on wheat applied with fluoxastrobin & 
prothioconazole & trifloxystrobin EC 300 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2018/03 
R 2003 0133/2 
0133-03 
GLP: yes 
2003 
 

Wheat 
Magnus 
 

Germany 
D-ö8dük 
XäI$゛z゙
J/)gEurop
e, North 
 

300 
EC 

2 0.1500  
  
  
  
 

0.04995  
  
  
  

69 rest of plant 0(1) 
0 

<0.05 
2.2 

ear 0(1) 
0 

<0.01 
1.0 

grain 35 <0.01 
straw 35 0.06 

RA-2018/03 
R 2003 0249/5 
0249-03 
GLP: yes 
2003 
 

Wheat 
Winneto
u 
 

Germany 
D-゜qdd6 
Wzf:! a!j 
VqI§avJI?
uäEurope, 
North 
 

300 
EC 

2 0.1500  
  
  
  
 

0.04995  
  
  
  

69 rest of plant 0(1) 
0 

0.06 
0.65 

ear 0(1) 
0 

0.04 
0.62 

grain 35 
46 

<0.01 
<0.01 

straw 35 
46 

0.05 
0.05 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
(1) : before last application 
 
In the 2 trials conducted in 2003 (report RA-2018/03), residues of prothioconazole-desthio in wheat 
grain at harvest were  < 0.01 mg/kg. The residues in straw at harvest ranged between 0.05 mg/kg and 
0.06 mg/kg. 
 
Conclusion 
Four wheat residue trials were conducted with fluoxastrobin & prothioconazole & trifloxystrobin EC 
300 in northern Europe. The product application corresponded to a prothioconazole rate of 2x150 g 
a.s./ha. Residues of prothioconazole-desthio in wheat grain at harvest were  <0.01 mg/kg. The residues 
in straw at harvest ranged between 0.05 mg/kg and 0.06 mg/kg. 
 
 
Report: KCA 6.3.1/11; c:S(läv. L,; 2004; M-067473-01-1 
Title: Determination of residues of trifloxystrobin, CGA321113, and JAU 6476-desthio 

in/on wheat, soft following spray application of CGA279202 & JAU 6476 (325 SC) 
in the field in Northern France and Great Britain 

Report No.: RA-2108/03 
Document No.: M-067473-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 
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Materials and Methods 
 
A total of two trials were conducted in northern Europe in 2002/2003, one in northern France and one 
in Great Britain. Two applications with prothioconazole & trifloxystrobin SC 325 were carried out at 
rate of 1.0 L product/ha corresponding to 0.175 kg a.s./ha of prothioconazole. The first application was 
done at BBCH growth stage 47-55/57 and the second at growth stage 69-71/73. The interval between 
applications was 28-29 days. The water rate was 300 L/ha, corresponding to an application 
concentration of 0.33 kg a.s./hL water. Samples of ear and rest of plant were taken on day 0 after the 
last application, and samples of grain and straw were taken at harvest (day 34-37).  
The desired PHI was 35 days, but the application schedule called for last application at GS 69.  If, 35 
days after application, the grain could not be separated, grain and straw were then sampled later at 
harvest maturity (GS 89). 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 16. 

Table 6.3.1- 16: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 229 7.6 

RA-2108/03 
M-067473-01-1 

grain 192 6.4 

rest of plant 229 7.6 

straw 199 6.6 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of sample s ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 17. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.1- 17: RA-2108/03: Concurrent recoveries and validation recoveries for the determination of 
prothioconazole-desthio in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat 
grain / Ear 

0.01 98; 103; 85 95 9.7 
0.01 0.1 96; 96 96 - 

Overall (n = 5) 96 6.9 

Prothio-
conazole-
desthio 

Rest of plant 
0.05 109; 106; 98 104 5.5 

0.05 0.50 98; 102 100 - 
Overall (n = 5) 103 4.8 

Prothio-
conazole-
desthio 

Straw 
0.05 95; 77; 96 89 12.0 

0.05 0.50 90; 97 94 - 
Overall (n = 5) 91 9.1 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation; LOQ: Limit of Quantitation; Concurrent recoveries in italics. 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 18. 
 
Table 6.3.1- 18: Residues of prothioconazole-desthio in/on soft wheat applied with prothioconazole & 

trifloxystrobin SC 325 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2108/03 
R 2003 0980/5 
0980-03 
GLP: yes 
2003 
 

Wheat, 
soft 
Claire 
 

United 
Kingdom 
GB-Rれh 
>6A 
Cctj?z!xf 
Europe, 
North 

325 
SC 

2 0.1750  
  
  
  
 

0.05828  
  
  
  

71 ear 0 0.25 
grain 34 0.02 
straw 34 0.79 
rest of plant 0 1.0 

RA-2108/03 
R 2003 0941/4 
0941-03 
GLP: yes 
2003 
 

Wheat, 
soft 
Tremie 
 

France 
F-vu゜゜
8 ヮä ァ
0:: a・ 
Kzn:b゚
Europe, 
North 
 

325 
SC 

2 0.1750  
  
  
  
 

0.05828  
  
  
  

69 ear 0 0.32 
grain 37 <0.01 
straw 37 0.09 
rest of plant 0 0.70 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
 
In the 2 trials conducted in 2003 (report RA-2108/03), residues of prothioconazole-desthio in wheat 
grain at harvest ranged from  <0.01 mg/kg to 0.02 mg/kg. The residues in straw at harvest ranged 
between 0.09 mg/kg and 0.79 mg/kg. 
 
Conclusion 
Two wheat residue trials were conducted with prothioconazole & trifloxystrobin SC 325 in northern 
Europe. The product application corresponded to a prothioconazole rate of 2x175 g a.s./ha. A delay in 
application was observed in one trial: first treatment was carried out at the GS 55-57 (when at least half 
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of inflorescence emerged) instead of GS 47, and second application was conducted at the GS 71-73 
during development of fruit instead of end of flowering (GS 69). 
Residues of prothioconazole-desthio in wheat grain at harvest ranged from <0.01 mg/kg to 0.02 mg/kg. 
The residues in straw at harvest ranged between 0.09 mg/kg and 0.79 mg/kg. 
 
 
Report: KCA 6.3.1/12; /cxPIal. ,Z; 2006; M-268270-01-1 
Title: Determination of the residues of JAU 6476 and trifloxystrobin in/on winter wheat after 

spraying of JAU 6476 & CGA 279202 (263 SC) in the field in France, Sweden,  United 
Kingdom and Germany 

Report No.: RA-2575/05 
Document No.: M-268270-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
A total of four trials were conducted in northern Europe in 2005, one in northern France, Sweden, 
Germany and  in Great Britain. Two applications with prothioconazole & trifloxystrobin SC 263 were 
carried out at rate of 1.14 L product/ha corresponding to 0.200 kg a.s./ha of prothioconazole. The first 
application was done at BBCH growth stage 47 and the second at growth stage 69. 
The interval between applications was 12-25 days. The water rate was 300 L/ha. Samples of green 
material was taken on day 0 before and after the last application and 28 and 35 days after the last 
application, and samples of grain and straw were taken at harvest (day 42-54).  
 
Residues of prothioconazole-desthio were analysed according to method 00598/M001 by HPLC-
MS/MS in the multiple-reaction-monitoring mode (MRM) using an electrospray interface (ESI) after 
extraction, filtration and dilution (please refer to Section 4.2.1). The LOQ for prothioconazole-desthio, 
defined as the lowest validated fortification level, was 0.01 mg/kg for wheat grain and 0.05 mg/kg for 
wheat rest of plant and straw. 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 19. 
 
Table 6.3.1- 19: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

grain 107 3.6 
RA-2575/05 
M-268270-01-1 

green material 133 4.4 

straw 114 3.8 
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These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of sample s ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 20. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.1- 20: RA-2575/05: Concurrent recoveries for the determination of prothioconazole-desthio in 

wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat 
green 
material 

0.05 90; 93; 106 96 8.8 

0.05 
0.50 89; 90; 91; 93 91 1.9 
5 89; 91; 90; 93 91 1.9 
Overall (n = 11) 92 5.2 

Prothio-
conazole-
desthio 

Wheat grain 
0.01 97; 81; 94 91 9.4 

0.01 0.10 72; 83; 89 81 10.6 
Overall (n = 6) 86 10.7 

Prothio-
conazole-
desthio 

Wheat straw 
0.05 81; 86; 94 87 7.5 

0.05 0.50 90; 92; 91 91 1.1 
Overall (n = 6) 89 5.3 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 21. 
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Table 6.3.1- 21: Residues of prothioconazole-desthio in/on winter wheat applied with Prothioconazole & 
Trifloxystrobin SC 263 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2575/05 
R 2005 
0028/9 
0028-05 
GLP: yes 
2005 

Wheat, 
winter 
Apache 
 

France 
F-ü6g7y さz
ダx0d0゜` 
J7` :!9・ä 
(Centre) 
Europe, North 

263 
SC 

2 0.1995  
  
  
 

0.06650  
  
  

69 green 
material 

0(1) 
0 

28 
35 

0.06 
0.62 
0.28 
0.10 

grain 42 <0.01 
straw 42 0.20 

RA-2575/05 
R 2005 
0896/4 
0896-05 
GLP: yes 
2005 
 

Wheat, 
winter 
Winneto
u 
 

Germany 
D-q0bp0 
z/pa((vtjWれ
äI69J?6 
(Nordrhein-
Westfalen) 
Europe, North 

263 
SC 

2 0.1995  
  
  
 

0.06650  
  
  

69 green 
material 

0 
35 

0.46 
0.08 

grain 54 <0.01 
straw 54 0.12 

RA-2575/05 
R 2005 
0895/6 
0895-05 
GLP: yes 
2005 
 

Wheat, 
winter 
Einstein 
 

United 
Kingdom 
GB-ど3F oP+ 
さ゜üJ:§2 -
lrk)_`ど
?qJl!?) 
Europe, North 

263 
SC 

2 0.1995  
  
  
 

0.06650  
  
  

69 green 
material 

0(1) 
0 

28 
35 

0.17 
0.61 
0.14 
0.11 

grain 50 <0.01 
straw 50 0.22 

RA-2575/05 
R 2005 
0029/7 
0029-05 
GLP: yes 
2005 

Wheat, 
winter 
Ritmo 
 

Sweden 
S-ヮ6g+)7 5_ 
ァ3qö み/3-
?z! 
Europe, North 

263 
SC 

2 0.1995  
  
  
 

0.06650  
  
  

69 green 
material 

0 
35 

1.3 
0.85 

grain 54 <0.01 
straw 54 0.65 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
(1) : before last application 
 
In the 4 trials conducted in 2005 (report RA-2575/05), residues of prothioconazole-desthio in wheat 
grain at harvest were always <0.01 mg/kg. The residues in straw at harvest ranged between 0.12 mg/kg 
and 0.65 mg/kg. 
 
Conclusion 
Two wheat residue trials were conducted with prothioconazole & trifloxystrobin SC 263 in northern 
Europe. The product application corresponded to a prothioconazole rate of 2x200 g a.s./ha.  
Residues of prothioconazole-desthio in wheat grain at harvest were always <0.01 mg/kg. The residues 
in straw at harvest ranged between 0.12 mg/kg and 0.65 mg/kg. 
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Report: KCA 6.3.1/13; dPe6a゜l8o. ゕ,; `/Lä(. >,; 2008; M-298112-01-1 
Title: Determination of the residues of BYF 00587 and JAU 6476 in/on spring wheat and 

winter wheat after spraying of BYF 00587 & JAU 6476 (225 EC) in the field in the 
Netherlands, Northern France, the United Kingdom and Germany 

Report No.: RA-2037/07 
Document No.: M-298112-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
Four residue trials were carried out in 2007 on the combination product bixafen & prothioconazole EC 
225 according to the supported use pattern.  The trials were conducted on both spring wheat (3 trials) 
and winter wheat (1 trial) varieties.  The test locations were in Germany, the United Kingdom, northern 
France and the Netherlands.  Bixafen & prothioconazole EC 225 was applied twice at the required rates 
of 1.25 L product/ha corresponding to 0.188  kg a.s./ha of prothioconazole.  The treatments were carried 
out at the growth stages "flag leaf sheath opening" (BBCH 47) and "end of flowering" (BBCH 69).  
Depending on the study, the spray interval ranged from 16-23 days. The water rate was 300 L/ha in all 
trials. 
 
Samples of green material were taken just prior to and immediately after the final application in all trials. 
In northern Europe, 2 trials were designed as decline series, i.e. samples were collected further 7, 14, 
and 28 days after the final treatment. 
The desired PHI was 35 days, but, as mentioned above, the application schedule called for application 
at GS 69.  If, 35 days after application, the grain could not be separated, sample materials available at 
that time (ear and "rest of plant") were taken then, and grain and straw were then sampled later at harvest 
maturity (GS 89).  Also, if grain samples could be taken on day 35, but the commodity had not yet 
reached final harvest maturity, a second set of grain and straw samples was taken at harvest.  Thus, in 
the trials summarized here, first grain samples were taken on day 35-73; in one trial with early sampling 
of grain (GS 83), an additional sample was taken on day 61 at GS 89. 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 22. 

Table 6.3.1- 22: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 164 5.5 

RA-2037/07 
M-298112-01-1 

grain 144 4.8 
green material 199 6.6 
rest of plant 164 5.5 
straw 144 4.8 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 23. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.1- 23: RA-2037/07: Concurrent recoveries for the determination of prothioconazole-desthio in 
cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain # 

0.01 97; 97; 96; 100; 93; 94; 99 97 2.6 

0.01 

0.1 95; 93; 95; 91; 93; 100 95 3.3 
1.0 92; 95; 95; 89; 93; 99 94 3.6 
5.0 89 -- -- 
10 86 -- -- 
Overall Recovery (n = 21) 94 3.9 

Prothio-
conazole-
desthio 

Cereal 
green 
material* 

0.01 98; 94; 90; 97 95 3.8 

0.01 

0.1 97; 90; 95; 88 93 4.5 
1.0 87; 95; 95; 91; 89 91 3.9 
5.0 89; 85; 82 85 4.1 
10.0 83; 86; 85 85 1.8 
Overall Recovery (n = 19) 90 5.5 

Prothio-
conazole-
desthio 

Cereal 
straw 

0.01 92; 88; 104; 93; 104 96 7.7 

0.01 

0.1 95; 88; 94; 103 95 6.5 
1.0 88; 93; 91; 93 91 2.6 
5.0 88; 80; 87 85 5.1 
10 84 -- -- 
Overall Recovery (n = 17) 92 7.3 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
These recoveries were performed with barley and wheat commodities during the conduct of the studies RA-2037/07, RA-
2038/07, RA-2039/07, RA-2040/07, RA-2041/07, RA-2042/07, RA-2043/07, RA-2045/07, RA-2046/07, RA-2049/07 and RA-
2050/07. Cereal summarises wheat and wheat. Recoveries for wheat are also valid for wheat. 
* = Recoveries for rest of plant are covered by recoveries for green material. 
# = Recoveries for ear are covered by recoveries for grain. 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 24. 
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Table 6.3.1- 24: Residues of prothioconazole-desthio in/on spring and winter wheat applied with Bixafen & 
Prothioconazole EC 225 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2037/07 
R 2007 0418/6 
0418-07 
GLP: yes 
2007 
 

Wheat, 
spring 
Baldus 
 

Netherlan
ds 
NL-$dk9 
とw ソ
eä§l:Iレ
vJL8$l 
(Noord-
Holland) 
Europe, 
North 

225 
EC 

2 0.1875  
  
  
 

0.06255  
  
  

69 green 
material 

0(1) 
0 
7 

14 
28 

0.07 
0.86 
0.09 
0.04 
<0.01 

straw 35 
61 

0.02 
0.03 

grain 35 
61 

<0.01 
<0.01 

RA-2037/07 
R 2007 0420/8 
0420-07 
GLP: yes 
2007 
 

Wheat, 
spring 
Belvoir 
 

United 
Kingdom 
GB-!dh1 7
さX jJとJ 
fÄ:vI§)Ix 
Europe, 
North 

225 
EC 

2 0.1875  
  
  
  
  
 

0.06255  
  
  
  
  

69 green 
material 

0(1) 
0 

0.14 
1.1 

straw 73 0.03 
grain 73 <0.01 
ear 35 <0.01 
rest of plant 35 0.02 

RA-2037/07 
R 2007 0419/4 
0419-07 
GLP: yes 
2007 
 

Wheat, 
winter 
Mercato 
 

France 
F-p57*゛ 
qzにhv`d
ゕ0 J2- 
9f4fa 
(Centre) 
Europe, 
North 

225 
EC 

2 0.1875  
  
  
  
  
 

0.06255  
  
  
  
  

69 green 
material 

0(1) 
0 
7 

14 
28 

0.08 
1.7 

0.32 
0.12 
0.06 

straw 55 0.10 
grain 55 <0.01 
ear 35 0.01 
rest of plant 35 0.07 

RA-2037/07 
R 2007 0421/6 
0421-07 
GLP: yes 
2007 
 

Wheat, 
spring 
Thasos 
 

Germany 
D-1ov_h 
Uepz(Tz-
゜?・
cjk1)゜ 
(Niedersa
chsen) 
Europe, 
North 

225 
EC 

2 0.1875  
  
  
  
  
 

0.06255  
  
  
  
  

69 green 
material 

0(1) 
0 

0.02 
1.2 

straw 53 0.04 
grain 53 <0.01 
ear 35 0.01 
rest of plant 35 0.03 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
 (1) before last application 
GS = growth stage (BBCH code) at last application 
FL = formulation 
 

In the 4 trials conducted in 2007 (report RA-2037/07), residues of prothioconazole-desthio in wheat 
grain at harvest were  <0.01 mg/kg. The residues in straw at harvest ranged between 0.03 mg/kg and 
0.10 mg/kg. 
 
Conclusion 
Four wheat residue trials were conducted with bixafen & prothioconazole EC 225 in northern Europe. 
The product application corresponded to a prothioconazole rate of 2x187.5 g a.s./ha.  
Residues of prothioconazole-desthio in wheat grain at harvest were  <0.01 mg/kg. The residues in straw 
at harvest ranged between 0.03 mg/kg and 0.10 mg/kg. 
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Report: KCA 6.3.1/14; <ü?くbョ.eh: C,; )tTa`. P,; 2008; M-298182-02-1 
Title: Determination of the residues of BYF 00587, JAU 6476 and KWG 4168 in/on winter 

wheat and spring wheat after spraying of BYF 00587 & JAU 6476 & KWG 4168 (400 
EC) in the field in Northern France, the Netherlands, the United Kingdom and German 

Report No.: RA-2040/07 
Document No.: M-298182-02-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2007, a set of 4 residue trials on wheat was conducted in northern Europe. 
The trials were located in Germany, northern France, the Netherlands, and Great Britain. 
 
In each trial, wheat was treated twice at a product rate of 1.5 L/ha BYF 00587 (bixafen) & 
JAU 6476 (prothioconazole) & KWG 4168 (spiroxamine) EC 400 corresponding to 0.150 kg/ha 
prothioconazole. The treatments were carried out at the growth stages "flag leaf sheath opening" (BBCH 
47) and "end of flowering" (BBCH 69).  Depending on the study, the spray interval ranged from 13-22 
days. The water rate was 300 L/ha in all trials. 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application, 
- at a pre-harvest interval of 35 days after the final treatment, 
- at harvest (BBCH 89). 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 25. 

Table 6.3.1- 25: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

Wheat prothioconazole-
desthio 

ear 161 5.4 

RA-2040/07 
M-298182-02-1 

grain 152 5.1 
green material 196 6.5 
rest of plant 161 5.4 
straw 152 5.1 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 26. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.1- 26: RA-2040/07: Concurrent recoveries for the determination of prothioconazole-desthio in 
cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain # 

0.01 97; 97; 96; 100; 93; 94; 99 97 2.6 

0.01 

0.1 95; 93; 95; 91; 93; 100 95 3.3 
1.0 92; 95; 95; 89; 93; 99 94 3.6 
5.0 89 -- -- 
10.0 86 -- -- 
Overall Recovery (n = 21) 94 3.9 

Prothio-
conazole-
desthio 

Cereal 
green 
material* 

0.01 98; 94; 90; 97 95 3.8 

0.01 

0.1 97; 90; 95; 88 93 4.5 
1.0 87; 95; 95; 91; 89 91 3.9 
5.0 89; 85; 82 85 4.1 
10.0 83; 86; 85 85 1.8 
Overall Recovery (n = 19) 90 5.5 

Prothio-
conazole-
desthio 

Cereal 
straw 

0.01 92; 88; 104; 93; 104 96 7.7 

0.01 

0.1 95; 88; 94; 103 95 6.5 
1.0 88; 93; 91; 93 91 2.6 
5.0 88; 80; 87 85 5.1 
10.0 84 -- -- 
Overall Recovery (n = 17) 92 7.3 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
These recoveries were performed with wheat and barley commodities during the conduct of the studies RA-2037/07, RA-
2038/07, RA-2039/07, RA-2040/07, RA-2041/07, RA-2042/07, RA-2043/07, RA-2045/07, RA-2046/07, RA-2049/07 and RA-
2050/07. Cereal summarises barley and wheat. Recoveries for wheat are also valid for barley. 
* = Recoveries for rest of plant are covered by recoveries for green material. 
# = Recoveries for ear are covered by recoveries for grain. 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 27. 
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Table 6.3.1- 27: Residues of prothioconazole-desthio in/on spring and winter wheat applied with bixafen & 
prothioconazole & spiroxamine EC 400 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variet
y 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2040/07 
R 2007 0443/7 
0443-07 
GLP: yes 
2007 
 

Wheat, 
winter 
Mende
l 
 

France 
F-1d$kk ゕ-
eJj§* 
(Centre) 
Europe, 
North 
 

400 
EC 

2 0.1500  
  
  
  
  
 

0.05000  
  
  
  
  

69 green 
material 

0 (1) 
0 

0.04 
0.84 

straw 44 0.08 
grain 44 <0.01 
ear 35 0.02 
rest of plant 35 0.08 

RA-2040/07 
R 2007 0524/7 
0524-07 
GLP: yes 
2007 
 

Wheat, 
spring 
Thasos 
 

Germany 
D-g_d36 
_J?q?/R(g 
(Nordrhein
Westfalen) 
Europe, 
North 

400 
EC 

2 0.1500  
  
  
 

0.05000  
  
  

69 green 
material 

0 (1) 
0 

0.16 
1.5 

straw 35 
56 

0.04 
0.04 

grain 35 
56 

<0.01 
<0.01 

RA-2040/07 
R 2007 0444/5 
0444-07 
GLP: yes 
2007 
 

Wheat, 
spring 
Baldus 
 

Netherlands 
NL-2q4g D
ロ ヮ
DqIyJ:zcqll2
と (Noord-
Holland) 
Europe, 
North 

400 
EC 

2 0.1500  
  
  
 

0.05000  
  
  

69 green 
material 

0 (1) 
0 

0.03 
0.92 

straw 35 
61 

0.02 
0.02 

grain 35 
61 

<0.01 
<0.01 

RA-2040/07 
R 2007 0523/9 
0523-07 
GLP: yes 
2007 
 

Wheat, 
spring 
Belvoi
r 
 

United 
Kingdom 
GB-fSu3 
COb 
nxzJlgZ!?゜
3l VJ:J 
IAq`h/f 
f8Europe, 
North 

400 
EC 

2 0.1500  
  
  
  
  
 

0.05000  
  
  
  
  

69 green 
material 

0 (1) 
0 

0.04 
0.92 

straw 73 0.03 
grain 73 <0.01 
ear 35 <0.01 
rest of plant 35 0.01 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
 (1) before last application 
GS = growth stage (BBCH code) at last application 
FL = formulation 
 

In the 4 trials conducted in 2007 (report RA-2040/07), residues of prothioconazole-desthio in wheat 
grain at harvest were  <0.01 mg/kg. The residues in straw at harvest ranged between 0.02 mg/kg and 
0.08 mg/kg. 
 
Conclusion 
Four wheat residue trials were conducted with bixafen & prothioconazole & spiroxamine EC 400 in 
northern Europe. The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha.  
Residues of prothioconazole-desthio in wheat grain at harvest were  <0.01 mg/kg. The residues in straw 
at harvest ranged between 0.02 mg/kg and 0.08 mg/kg. 
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Report: KCA 6.3.1/15; Säq!ti?. くL,; cj?C4?0. U,; 2010; M-393820-01-1 
Title: Determination of the residues of BYF 00587 and prothioconazole in/on winter wheat 

after spraying of Bixafen & Prothioconazole EC 260 in the field in Germany and the 
Netherlands 

Report No.: 09-2057 
Document No.: M-393820-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
Two wheat residue trials were carried out in the vegetation period of 2009.  The trials were conducted 
on winter wheat varieties.  The test locations were in Germany and the Netherlands.  Bixafen & 
prothioconazole EC 260 was applied twice at the required rates of 1.0 L product/ha corresponding to 
200 g a.s./ha of prothioconazole.  The treatments were carried out at the growth stages BBCH 47 or 59 
and BBCH 69 (end of flowering).  Depending on the study, the spray interval was 21 or 22 days. The 
water rate was 300 L/ha in both trials. 
 
Samples of green material were taken just prior to and immediately after the final application in both 
trials. The desired PHI was 35 days, but, as mentioned above, the application schedule called for 
application at GS 69.  If, 35 days after application, grain samples could be taken, but the commodity 
had not yet reached final harvest maturity, a second set of grain and straw samples was taken at harvest.  
Thus, in trial 09-2057-01, first grain samples were taken on day 35 (BBCH 85); and an additional sample 
was taken on day 42 at BBCH 89. 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 28. 
Table 6.3.1- 28: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

grain 426 14.2 
09-2057 
M-393820-01-1 

green material 321 10.7 
straw 287 9.6 
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These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 29. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.1- 29: 09-2057: Concurrent recoveries for the determination of prothioconazole-desthio in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat  
grain 

0.01 67; 108; 95; 95 91 19 
0.01 
 

0.50 72 - - 
Overall Recovery (n = 5) 87 20 

Wheat 
green 
material 

0.01 98; 101 100 - 

0.01 
0.50 87 - - 
2.0 85 - - 
Overall Recovery (n = 4) 93 8.6 

Wheat 
straw 

0.01 91 - - 
0.01 0.50 89 - - 

Overall Recovery (n = 2) 90 - 
Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 30. 
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Table 6.3.1- 30: Residues of prothioconazole-desthio in/on winter wheat applied with Bixafen & 
prothioconazole EC 260 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

09-2057 
09-2057-01 
GLP: yes 
2009 
 

Wheat, 
winter 
Dekan 
 

Germany 
・7_y2 
e8zlhR0IJ 
Europe, 
North 
 

260 
EC 

2 0.200 
  
  
 

0.067  
  
  

69 green 
material 

0* 
0 

0.07 
0.76 

grain 35 
42 

<0.01 
<0.01 

straw 35 
42 

0.04 
0.05 

09-2057 
09-2057-02 
GLP: yes 
2009 
 

Wheat, 
winter 
Tataros 
 

Netherlan
ds 
d§ö_ ソソ 
y9tlv!6JL
ど?eどl 
Europe, 
North 

260 
EC 

2 0.200  
  
  
 

0.067  
  
  

69 green 
material 

0* 
0 

0.18 
0.98 

grain 35 <0.01 
straw 35 0.06 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
 (1) before last application 
GS = growth stage (BBCH code) at last application 
FL = formulation 
 

In the 2 trials conducted in 2009 (report 09-2057), residues of prothioconazole-desthio in wheat grain at 
harvest were  <0.01 mg/kg. The residues in straw at harvest ranged between 0.05 mg/kg and 0.06 mg/kg. 
 
Conclusion 
Two wheat residue trials were conducted with Bixafen & Prothioconazole EC 260 in northern Europe. 
The product application corresponded to a prothioconazole rate of 2x200 g a.s./ha.  
Residues of prothioconazole-desthio in wheat grain at harvest were  < 0.01 mg/kg. The residues in straw 
at harvest ranged between 0.05 mg/kg and 0.06 mg/kg. 
 
 
Report: KCA 6.3.1/16; Pga§/.ag7v C,; $.Ceä( s,; JjäY7z(. ,<; ゕョョ:. =,; 2011; M-414652-

01-1 
Title: Determination of the residues of BYF 00587, HEC 5725 and prothioconazole in/on 

wheat, spring and wheat, winter after spray application of bixafen & fluoxastrobin & 
prothioconazole EC 190 in the field in the United Kingdom and Germany 

Report No.: 10-2205 
Document No.: M-414652-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991,  

Annex II, part A, section 6 and Annex III, part A, section 8  
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
 
Materials and Methods 
 
In the vegetation period of 2010, a set of 2 residue trials on spring and winter wheat was conducted in 
northern Europe. The trials were located in the United Kingdom and Germany. 
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In each trial, wheat was treated twice at a product rate of 1.75 L/ha bixafen & fluoxastrobin & 
prothioconazole EC 190 corresponding to 0.175 kg a.s./ha of prothioconazole. The water rate was 200-
400 L/ha. The spray interval was 14 days. The treatments were carried out at the growth stages BBCH 
47 or 59 and BBCH 69 (end of flowering). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application; 
- at a pre-harvest interval of 35 days after the final treatment. 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
Residues of  prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-
5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio 
were determined according to method 00979/M001 with a limit of quantitation of 0.01 mg/kg for grain, 
green material and straw (cf. KCA 4.1.2). 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 31. 

Table 6.3.1- 31: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat 

prothioconazole-
desthio 

grain 224 7.5 

10-2205 
M-414652-
01-1 

green material 259 8.6 
straw 224 7.5 

prothioconazole-
alpha-hydroxy-
desthio 
prothioconazole-3-
hydroxy-desthio 
prothioconazole-4-
hydroxy-desthio 
prothioconazole-5-
hydroxy-desthio 
prothioconazole-6-
hydroxy-desthio 

grain 258 8.6 

green material 294 9.8 

straw 258 8.6 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
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No residue of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and 
prothioconazole-alpha-hydroxy-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110% except for prothioconazole-desthio in green material at the LOQ level 
(112%) and for prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio and prothioconazole-6-
hydroxy-desthio in straw at 0.50 mg/kg (68%, 69% and 68% respectively). The single and overall mean 
recoveries are shown in Table 6.3.1- 32 to Table 6.3.1- 37. All results of the method validation are in 
accordance with the general requirements for residue analytical methods, therefore the method was 
validated successfully. 
 
Table 6.3.1- 32: 10-2205: Concurrent recoveries for the determination of prothioconazole-desthio in cereal 

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain 

0.01 108 - - 
0.01 2.5 86 ; 99 93 - 

Overall Recovery (n = 3) 98 11.3 

Cereal 
green 
material 

0.01 108; 108; 116; 111; 117 112a 3.8 

0.01 
0.10 97 - - 
2.0 84; 104 94 - 
2.5 92; 95; 94; 89 93 2.9 
Overall Recovery (n = 12) 101 10.7 

Cereal 
straw 

2.5 73 - - 
0.01 

Overall Recovery (n = 1) 73 - 
Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-desthio, determined as JAU 6476-desthio and calculated as JAU 6476-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat. aThis value was accepted dueto a RSD below 20% and an overall mean in the range of 
70-110%. 
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Table 6.3.1- 33: 10-2205: Concurrent recoveries for the determination of prothioconazole-alpha-hydroxy-
desthio in cereal 

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-
alpha-
hydroxy-
desthio 

Cereal 
grain 

0.01 
89; 90; 118; 120; 89;  
89; 94; 100; 95; 96 

98 11.9 
0.01 

0.50 89; 98; 89; 95 93 4.9 
Overall Recovery (n = 14) 97 10.6 

Cereal 
green 
material 

0.01 
80; 99; 104; 99; 104; 93; 98;  
100; 102; 85; 85; 91; 92 

95 8.2 

0.01 
0.50 101; 95; 100; 101; 83; 85 94 8.7 
Overall Recovery (n = 19) 95 8.1 

Cereal 
straw 

0.01 77; 79; 88; 97; 81; 84 84 8.7 
0.01 0.50 72; 71; 88; 78; 92 80 11.8 

Overall Recovery (n = 11) 82 9.9 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-alpha-hydroxy-desthio, determined as JAU 6476-alpha-hydroxy-desthio and calculated as JAU 6476-
desthio. *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. Cereal 
summarises barley and wheat ** : mean of double injection 
 
Table 6.3.1- 34: 10-2205: Concurrent recoveries for the determination of prothioconazole-3-hydroxy-desthio 

in cereal 

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-3-
hydroxy-
desthio 

Cereal 
grain 

0.01 
73; 82; 109; 113; 85;  
88; 89; 90; 88; 94 

91 13.1 
0.01 

0.50 83; 93; 78; 81 84 7.8 
Overall Recovery (n =14) 89 12.3 

Cereal 
green 
material 

0.01 
70; 90; 101; 91; 103; 91; 94; 
94;  
94; 70; 71; 75; 77 

86 13.8 
0.01 

0.50 85; 82; 98; 104; 70; 74 86 15.5 
Overall Recovery (n =19) 86 14.0 

Cereal 
straw 

0.01 80; 80; 83; 86; 98; 107 89 12.4 
0.01 0.50 62; 63; 81; 67; 76 70 12.0 

Overall Recovery (n =11) 80 17.2 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-3-hydroxy-desthio, determined as prothioconazole-3-hydroxy-desthio and calculated as 
prothioconazole-desthio *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 
10-2207. Cereal summarises barley and wheat ** : mean of double injection 
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Table 6.3.1- 35: 10-2205: Concurrent recoveries for the determination of prothioconazole-4-hydroxy-desthio 
in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-4-
hydroxy-
desthio 

Cereal 
grain 

0.01 
65; 72; 99; 105; 60;  
67; 68; 70; 71; 73 

75 19.7 
0.01 

0.50 87; 95; 72; 76 83 12.7 
Overall Recovery (n = 14) 77 17.8 

Cereal 
green 
material 

0.01 
68; 80; 99; 79; 83; 65; 66;  
73; 74; 63; 64; 74; 76 

74 13.3 
0.01 

0.50 88; 84; 95; 102; 71 ;75 86 13.7 
Overall Recovery (n = 19) 78 14.9 

Cereal 
straw 

0.01 67; 64; 67; 77; 77; 81 72 9.7 
0.01 0.50 67; 62; 79; 62; 70 68*** 10.3 

Overall Recovery (n = 11) 70 10.0 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-4-hydroxy-desthio, determined as prothioconazole-4-hydroxy-desthio and calculated as 
prothioconazole-desthio *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 
10-2207. Cereal summarises barley and wheat ** : mean of double injection *** : This value was accepted due to a RSD below 
20% and an overall mean value in the range of 70-110% 
 
Table 6.3.1- 36: 10-2205: Concurrent recoveries for the determination of prothioconazole-5-hydroxy-desthio 

in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-5-
hydroxy-
desthio 

Cereal 
grain 

0.01 
74; 77; 108; 108; 75; 
 83; 86; 88; 78; 86 

86 14.4 
0.01 

0.50 80;86;83;83 83 3.0 
Overall Recovery (n = 14) 85 12.3 

Cereal 
green 
material 

0.01 73; 93; 99; 95; 95; 76; 77; 78; 82; 
72; 73; 78; 79 82 11.7 

0.01 0.50 90; 85; 92; 98; 70; 73 85 13.1 
Overall Recovery (n = 19) 83 11.9 

Cereal 
straw 

0.01 80; 71; 79; 84; 78; 88 80 7.2 
0.01 0.50 62; 64; 80; 66; 75 69*** 11.1 

Overall Recovery (n = 11) 75 11.2 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-5-hydroxy-desthio, determined as prothioconazole-5-hydroxy-desthio and calculated as 
prothioconazole-desthio *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 
10-2207 Cereal summarises barley and wheat ** : mean of double injection *** : This value was accepted due to a RSD below 
20% and an overall mean value in the range of 70-110% 
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Table 6.3.1- 37: 10-2205: Concurrent recoveries for the determination of prothioconazole-6-hydroxy-desthio 
in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-6-
hydroxy-
desthio 

Cereal 
grain 

0.01 
69; 75; 99; 101; 94;  
96; 97; 100; 93; 97 

92 11.9 
0.01 

0.50 79;84;79;82 81 3.0 
Overall Recovery (n = 14) 89 11.9 

Cereal 
green 
material 

0.01 73; 102; 103; 92; 99; 87; 93; 95; 
99; 69; 75; 77; 77 88 13.8 

0.01 0.50 79; 75; 89; 91; 70; 79 81 10.1 
Overall Recovery (n = 19) 85 13.2 

Cereal 
straw 

0.01 82; 74; 75; 78; 75; 82 78 4.7 
0.01 0.50 68; 68; 80; 60; 62 68*** 11.5 

Overall Recovery (n = 11) 73 10.5 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-6-hydroxy-desthio, determined as prothioconazole-6-hydroxy-desthio and calculated as 
prothioconazole-desthio *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 
10-2207 Cereal summarises barley and wheat ** : mean of double injection *** : This value was accepted due to a RSD below 
20% and an overall mean value in the range of 70-110% 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 38. 
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Table 6.3.1- 38: Residues of prothioconazole-desthio in/on spring and winter wheat applied with Bixafen & fluoxastrobin & prothioconazole EC 190 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydrox
y-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

10-2205 
10-2205-02 
GLP: yes 
2010 
 

Wheat, 
spring 
Kadrilj 
 

Germany 
ö16b2 
ao:Däe Qヮ 
ァb(・
c0q(ä* 
Europe, 
North 

190 
EC 

2 0.175  
  
  
 

0.0438  
  
  

69 green 
material 

0(1) 
0 

0.38 
1.4 

0.14 
0.13 

0.16 
0.15 

0.12 
0.12 

0.13 
0.13 

0.02 
0.02 

0.95 
2.0 

grain 35 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 

straw 35 0.19 0.30 0.34 0.27 0.28 0.04 1.4 

10-2205 
10-2205-01 
GLP: yes 
2010 
 

Wheat, 
winter 
Robigus 
 

United 
Kingdom 
>Äü FuF §l
ゕdJhv 
Europe, 
North 

190 
EC 

2 0.175  
  
  
 

0.0875  
  
  

69 green 
material 

0(1) 
0 

0.41 
1.2 

0.10 
0.11 

0.07 
0.08 

0.08 
0.09 

0.08 
0.10 

0.02 
0.02 

0.76 
1.6 

grain 35 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 

straw 35 0.29 0.10 0.18 0.15 0.15 0.04 0.91 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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In the 2 trials conducted in 2010 (report 10-2205), residues of prothioconazole-desthio, prothioconazole-
3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, 
prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio in wheat grain at 
harvest were  <0.01 mg/kg. In grain at harvest, the total residue was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.19 mg/kg and 0.29 mg/kg for prothioconazole-desthio 
• between 0.10 mg/kg and 0.30 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.18 mg/kg and 0.34 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.15 mg/kg and 0.27 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.15 mg/kg and 0.28 mg/kg for prothioconazole-5-hydroxy-desthio 
• at 0.04 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio 
• between 0.91 mg/kg and 1.4 mg/kg for the total residue. 

 
 
Conclusion 
 
Two wheat residue trials were conducted with Bixafen & Fluoxastrobin & Prothioconazole EC 190 in 
northern Europe. The product application corresponded to a prothioconazole rate of 2x175 g a.s./ha.  
Residues of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-
desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-
alpha-hydroxy-desthio in wheat grain at harvest were  <0.01 mg/kg. In grain at harvest, the total residue 
was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.19 mg/kg and 0.29 mg/kg for prothioconazole-desthio 
• between 0.10 mg/kg and 0.30 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.18 mg/kg and 0.34 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.15 mg/kg and 0.27 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.15 mg/kg and 0.28 mg/kg for prothioconazole-5-hydroxy-desthio 
• at 0.04 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio 
• between 0.91 mg/kg and 1.4 mg/kg for the total residue. 

 
 
 
Report: KCA 6.3.1/17; gjカtc8i?. ,s; w4cJj?-. =,; 2015; M-501083-02-1 
Title: Determination of the residues of fluoxastrobin and prothioconazole in/on spring wheat 

after after spray application of fluoxastrobin & prothioconazole EC 200 in the field in 
Germany and United Kingdom 

Report No.: 13-2138 
Document No.: M-501083-02-1 
Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 

October 2009 concerning the placing of plant protection products on the market and 
repealing Council Directives 79/117/EEC and 91/414/EEC 
EC Guidance working document 7029/VI/95 rev.5 (1997-07-22),  
OECD 509 Adopted 2009-09-07, OECD GUIDELINE FOR THE TESTING OF 
CHEMICALS, Crop Field Trial 
US EPA OCSPP Guideline No. 860.1500 

Guideline deviation(s): not specified 
GLP/GEP: yes 
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Report: KCA 6.3.1/18; R/.?:4) >,; äxv C?I3._チ >,; 2014; M-501715-01-1 
Title: Determination of the residues of fluoxastrobin and prothioconazole in/on wheat and 

spring wheat after spray application of fluoxastrobin & prothioconazole EC 200 in 
France (North) 

Report No.: 13-2159 
Document No.: M-501715-01-1 
Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 

October 2009 concerning the placing of plant protection products on the market and 
repealing Council Directives 79/117/EEC and 91/414/EEC  
EC Guidance working document 7029/VI/95 rev.5 (1997-07-22) 
OECD 509 Adopted 2009-09-07, OECD GUIDELINE FOR THE TESTING OF 
CHEMICALS, Crop Field Trial 
US EPA OCSPP Guideline No. 860.1500 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
 
Materials and Methods 
 
In the vegetation period of 2013, a set of 5 residue trials on spring and winter wheat was conducted in 
northern Europe. The trials were located in the northern France (2), the United Kingdom and Germany 
(2). 
 
In each trial, wheat was treated twice at a product rate of 1.5 L/ha fluoxastrobin & prothioconazole EC 
200 corresponding to 0.150 kg a.s./ha of prothioconazole. The water rate was 181-400 L/ha. The spray 
interval ranged from 14-21 days. The treatments were carried out at the growth stages BBCH 39-49 and 
BBCH 69 (end of flowering). In trial 13-2159-02, the first application was underdosed by 9.3% and the 
second application overdosed by 6.0%. In trial 13-2138-03, the first application overdosed by  
approximately 6%. 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application, 
- at days 7, 14, 21 ,28 and 31 after final application for 3 trials, 
- at a pre-harvest interval of 34-35 days after the final application, 
- at harvest (BBCH 89). 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days.  
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
Residues of  prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-
5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio 
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were determined according to method 00979/M001 with a limit of quantitation of 0.01 mg/kg for grain, 
green material and straw (cf. KCA 4.1.2). 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 39. 
Table 6.3.1- 39: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat 

prothioconazole-
desthio 

grain 316 10.5 

13-2159 
M-501715-
01-1 

green material 365 12.2 
straw 316 10.5 

prothioconazole-
alpha-hydroxy-
desthio 
prothioconazole-3-
hydroxy-desthio 
prothioconazole-4-
hydroxy-desthio 
prothioconazole-5-
hydroxy-desthio 
prothioconazole-6-
hydroxy-desthio 

grain 385 12.8 

green material 436 14.5 

straw 386 12.9 

 

These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and 
prothioconazole-alpha-hydroxy-desthio above 30% of the LOQ was found in the control samples.  
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown inTable 6.3.1- 40 to 
Table 6.3.1- 45. All results of the method validation are in accordance with the general requirements for 
residue analytical methods, therefore the method was validated successfully. 
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Table 6.3.1- 40: 13-2159 and 13-2138: Concurrent recoveries for the determination of prothioconazole-
desthio in wheat  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

13-2159 and 
13-2138 

wheat 
grain 

0.01 108; 110** 109 - 
0.01 0.10 97**; 102 100 - 

Overall Recovery (n = 4) 104 5.7 

wheat 
green 
material 

0.01 107*; 114** 111 - 

0.01 
0.10 101** - - 
1.0 88** - - 
2.0 88 - - 
Overall Recovery (n = 5) 100 11.6 

wheat 
straw 

0.01 103**; 104 104 - 

0.01 
0.10 94** - - 
1.0 89*** - - 
Overall Recovery (n = 4) 98 7.4 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-desthio, determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
* value corrected for apparent residue in the control sample (76% of the LOQ). The uncorrected recovery value at FL 0.01 
mg/kg was 183%. ** recovery value obtained with control sample of study 13-2138. *** The control sample of wheat straw 
used for recovery at 100 X LOQ level contained apparent residues at 144% of the LOQ. Recovery value obtained at 100 X 
LOQ level was not corrected for apparent residues in the control sample. 
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Table 6.3.1- 41: 13-2159 and 13-2138: Concurrent recoveries for the determination of prothioconazole-alpha-
hydroxy-desthio in wheat  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole- 
alpha -
hydroxy-
desthio 

13-2159 

wheat 
grain 

0.01 87; 93 90 - 
0.01 0.0 96 - - 

Overall recovery (n = 3) 92 5.0 

wheat 
green 
material 

0.01 80; 81; 97; 100 90 11.7 

0.01 
0.10 105 - - 
0.53 95 - - 
Overall recovery (n = 6) 93 11.0 

wheat 
straw 

0.01 93; 101 97 - 

0.01 
0.10 98 - - 
0.50 100 - - 
Overall recovery (n = 4) 98 3.6 

prothiocon
azole-
alpha-
hydroxy-
desthio 

13-2138 

wheat 
green 
material 

0.009 90; 92; 70 84 14.5 

0.01 

0.11 89 - - 
0.09 82 - - 
0.10 91 - - 
0.30 104; 76 90 - 
0.50 96; 101 99 - 
Overall Recovery (n = 10) 89 11.9 

wheat 
grain 

0.01 76; 98; 104 93 15.9 
0.01 0.10 91 - - 

Overall Recovery (n =4) 92 13.1 

wheat 
straw 

0.009 91 - - 

0.01 

0.01 67; 72; 96 78 19.8 
0.09 86 - - 
0.10 66; 92 79 - 
0.30 64 - - 
1.0 85; 88 87 - 
Overall Recovery (n = 10) 81 15.0 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-alpha-hydroxy-desthio, determined as prothioconazole-alpha-hydroxy-desthio and calculated 
as prothioconazole-desthio 
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Table 6.3.1- 42: 13-2159 and 13-2138: Concurrent recoveries for the determination of prothioconazole-3-
hydroxy-desthio in wheat  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] 
RSD [%] 

LOQ 
[mg/kg
] Single Values Mean 

prothiocon
azole-3-
hydroxy-
desthio 

13-2159 

wheat 
grain 

0.01 90; 95 93 - 
0.01 0.10 91 - - 

Overall recovery (n = 3) 92 2.9 

wheat 
green 
material 

0.01 83; 86; 95; 96 90 7.2 

0.01 
0.10 93 - - 
0.53 84 - - 
Overall recovery (n = 6) 90 6.5 

wheat 
straw 

0.01 79; 103 91 - 

0.01 
0.10 85 - - 
0.50 93 - - 
Overall recovery (n = 4) 90 11.5 

prothiocon
azole-3-
hydroxy-
desthio 

13-2138 

wheat 
green 
material 

0.009 89; 84; 89 87 3.3 

0.01 

0.11 82 - - 
0.09 82 - - 
0.10 83 - - 
0.30 81; 89 85 - 
0.50 89; 92 91 - 
Overall Recovery (n = 10) 86 4.6 

wheat 
grain 

0.01 72; 101; 106 93 19.7 
0.01 0.10 90 - - 

Overall Recovery (n = 4) 92 16.3 

wheat 
straw 

0.009 96 - - 

0.01 

0.01 70; 75; 90 78 13.3 
0.09 81 - - 
0.10 83; 73 78 - 
0.30 74 - - 
1.0 77; 86 82 - 
Overall Recovery (n = 10) 81 10.3 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-hydroxy-desthio, determined as prothioconazole-hydroxy-desthio and calculated as 
prothioconazole-desthio  
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Table 6.3.1- 43: 13-2159 and 13-2138: Concurrent recoveries for the determination of prothioconazole-4-
hydroxy-desthio in wheat  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-4-
hydroxy-
desthio 

13-2159 

wheat 
grain 

0.10 74; 98 86 - 
0.01 

Overall recovery (n = 2) 86 - 

wheat 
green 
material 

 0.01 66 - - 

0.01 
 0.10 90 - - 
 0.53 84 - - 
Overall recovery (n = 3) 80 15.6 

wheat 
straw 

 0.01 71; 87 79 - 

0.01 
 0.10 80 - - 
 0.50 90 - - 
Overall recovery (n = 4) 82 10.3 

prothiocon
azole-4-
hydroxy 
desthio 

13-2138 

wheat 
green 
material 

0.009 69; 82 76 - 

0.01 

0.11 67 - - 
0.09 75 - - 
0.10 90 - - 
0.30 90; 76 83 - 
0.50 89; 94 92 - 
Overall Recovery (n = 9) 81 12.3 

wheat 
grain 

0.01 72; 79 76 - 
0.01 0.10 76 - - 

Overall Recovery (n = 3) 76 4.6 

wheat 
straw 

0.009 69 - - 

0.01 

0.01 64 - - 
0.09 82 - - 
0.10 83; 61 72 - 
0.30 67 - - 
1.0 71; 74 - - 
Overall Recovery (n = 8) 71 11.1 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-4-hydroxy-desthio, determined as prothioconazole-4-hydroxy-desthio and calculated as 
prothioconazole-desthio 
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Table 6.3.1- 44: 13-2159 and 13-2138: Concurrent recoveries for the determination of prothioconazole-5-
hydroxy-desthio in wheat  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-5-
hydroxy-
desthio 

13-2159 

wheat 
grain 

 0.01 81; 91 86 - 
0.01  0.10 89 - - 

Overall recovery (n = 3) 87 6.1 

wheat 
green 
material 

 0.01 77; 77; 81; 88 81 6.4 

0.01 
 0.10 96 - - 
 0.53 82 - - 
Overall recovery (n = 6) 84 8.8 

wheat 
straw 

 0.01 86; 92 89 - 

0.01 
 0.10 90 - - 
 0.50 101 - - 
Overall recovery (n = 4) 92 6.9 

prothiocon
azole-5-
hydroxy 
desthio 

13-2138 

wheat 
green 
material 

0.009 86; 91; 94 90 4.5 

0.01 

0.11 91 - - 
0.09 85 - - 
0.10 77 - - 
0.30 96; 81 89 - 
0.50 92; 95 94 - 
Overall Recovery (n = 10) 89 7.1 

wheat 
grain 

0.01 73; 86; 101 87 16.2 
0.01 0.10 84 - - 

Overall Recovery (n = 4) 86 13.4 

wheat 
straw 

0.009 94 - - 

0.01 

0.01 82; 85 84 - 
0.09 90 - - 
0.10 71; 90 81 - 
0.30 70 - - 
1.0 82; 84 83 - 
Overall Recovery (n = 8) 83 9.9 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-5-hydroxy-desthio, determined as prothioconazole-5-hydroxy-desthio and calculated as 
prothioconazole-desthio 
 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 118 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

Table 6.3.1- 45: 13-2159 and 13-2138: Concurrent recoveries for the determination of prothioconazole-6-
hydroxy-desthio in wheat  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-6-
hydroxy-
desthio 

13-2159 

wheat 
grain 

 0.01 82; 91 87 - 
0.01  0.10 96 - - 

Overall recovery (n = 3) 90 7.9 

wheat 
green 
material 

 0.01 67; 80; 89; 100 84 16.6 

0.01 
 0.10 101 - - 
 0.53 85 - - 
Overall recovery (n = 6) 87 14.7 

wheat 
straw 

 0.01 94; 95 95 - 

0.01 
 0.10 101 - - 
 0.50 92 - - 
Overall recovery (n = 4) 96 4.1 

prothiocon
azole-6-
hydroxy-
desthio 

13-2138 

wheat 
green 
material 

0.009 91; 102; 87 94 8.0 

0.01 

0.11 98 - - 
0.09 86 - - 
0.10 78 - - 
0.30 90; 82 86 - 
0.50 93; 95 94 - 
Overall Recovery (n = 10) 91 8.1 

wheat 
grain 

0.01 79; 91; 105 92 14.2 
0.01 0.10 81 - - 

Overall Recovery (n = 4) 89 13.4 

wheat 
straw 

0.009 92 - - 

0.01 

0.01 82; 77; 92 84 9.1 
0.09 82 - - 
0.10 89; 72 81 - 
0.30 76 - - 
1.0 79; 79 79 - 
Overall Recovery (n = 10) 82 8.4 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-6-hydroxy-desthio, determined as prothioconazole-6-hydroxy-desthio and calculated as 
prothioconazole-desthio  
 
- Residue results: 
 
The residue results are summarised in Table 6.3.1- 46 and Table 6.3.1- 47. 
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Table 6.3.1- 46: Residues of prothioconazole-desthio in/on wheat applied with fluoxastrobin & prothioconazole EC 200 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy
-desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

13-2159 
13-2159-01 

GLP: yes 
2013 

 

Wheat 
Siala 

 

France 
nbgg4 
l&ykP?!z 
Europe, 
North 

 

200 
EC 

2 0.15  
  
  
 

0.075  
  

  

69 green 
material 

0(1) 
0 
7 
14 
21 
28 
34 

0.027 
1.4 
0.71 
0.25 
0.13 
0.075 
0.074 

0.014 
0.018 
0.13 
0.13 
0.078 
0.062 
0.055 

0.021 
0.025 
0.11 
0.12 
0.097 
0.096 
0.088 

0.015 
0.019 
0.10 
0.10 
0.078 
0.086 
0.084 

0.020 
0.023 
0.11 
0.10 
0.086 
0.086 
0.078 

<0.01 
<0.01 
0.027 
0.025 
0.027 
0.023 
0.022 

0.11 
1.5 
1.2 
0.73 
0.50 
0.43 
0.40 

grain 49 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 

straw 49 0.14/0.0
14** 

0.052 0.12 0.091 
 

0.11 
 

0.029 
 

0.54 

13-2159 
13-2159-02 

GLP: yes 
2013 

Wheat, 
spring 
Valbona 

 

France 
kxpdy zァ 
ヶzci3yjc 

8a 
e?Küj5qd 
Europe, 
North 

200 
EC 

2 0.136-
0.159  

  
  
 

0.075  
  

  

69 green 
material 

0 
15 

1.1 
0.46 

<0.01 
<0.01 

0.052 
0.081 

0.045 
0.076 

0.11 
0.13 

0.012 
0.021 

1.3 
0.78 

grain 35 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 

straw 35 0.61 0.014 0.22 0.15 0.26 0.053 1.3 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. **residue in control 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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Table 6.3.1- 47: Residues of prothioconazole-desthio in/on spring wheat applied with fluoxastrobin & prothioconazole EC 200 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydrox
y-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

13-2138 
13-2138-
02 

GLP: yes 
2013 

 

Wheat, 
spring 
Kadrilj 

 

Germany 
b51・1 

*4`0*ヮ゚
crp?Europ

e, North 
 

200 
EC 

2 0.15  
  
  
 

0.038  
  
  

69 green 
material 

0(1) 
0 
7 
14 
21 
28 
35 

0.25 
0.92 
0.51 
0.33 
0.19 
0.074 
0.11 

0.13 
0.12 
0.24 
0.26 
0.32 
0.18 
0.21 

0.11 
0.11 
0.14 
0.18 
0.21 
0.16 
0.15 

0.096 
0.093 
0.13 
0.15 
0.17 
0.13 
0.13 

0.11 
0.11 
0.13 
0.18 
0.19 
0.13 
0.12 

0.018 
0.018 
0.023 
0.038 
0.046 
0.028 
0.031 

0.71 
1.4 
1.2 
1.1 
1.1 
0.70 
0.75 

grain 54 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 
straw 54 0.11 0.17 0.11 0.12 0.13 0.017 0.66 

13-2138 
13-2138-
01 

GLP: yes 
2013 

 

Wheat, 
spring 
Taifun 

 

Germany 
ogn・3 
)0oCxJääl 
Europe, 
North 

 

200 
EC 

2 0.15  
  
  
 

0.050  
  
  

69 green 
material 

0(1) 
0 
7 
14 
21 
28 
28 

0.063 
0.90 
0.18 
0.055 
0.042 
0.023 
0.025 

0.081 
0.094 
0.088 
0.075 
0.064 
0.051 
0.052 

0.068 
0.079 
0.087 
0.094 
0.085 
0.086 
0.079 

0.072 
0.089 
0.10 
0.10 
0.088 
0.091 
0.086 

0.053 
0.073 
0.072 
0.070 
0.059 
0.063 
0.059 

0.011 
0.015 
0.014 
0.012 
0.012 
0.012 
0.012 

0.35 
1.3 
0.54 
0.41 
0.35 
0.33 
0.31 

grain 35 
57 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 35 
57 

0.027 
0.038 

0.044 
0.020 

0.099 
0.035 

0.086 
0.035 

0.070 
0.031 

0.016 
<0.01 

0.34 
0.17 

 (1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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Table 6.3.1-47 (Cont’d):  Residues of prothioconazole-desthio in/on spring wheat applied with fluoxastrobin & prothioconazole EC 200 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

13-2138 
13-2138-03 

GLP: yes 
2013 

 

Wheat, 
spring 
Alderon;  
(feed) 

 

United 
Kingdom 
Rkさ5 y
ァw tj/cヮ
/ Pqb・
äi!` 

Europe, 
North 

 

200 
EC 

2 0.15-
0.158  

  
  
 

0.0749-
0.075  

  
  

69 green 
material 

0(1) 
0 
7 
14 
21 
28 
24 

0.45 
1.8 
1.1 
0.64 
0.37 
0.50 
0.44 

0.061 
0.065 
0.13 
0.17 
0.14 
0.14 
0.18 

0.15 
0.14 
0.21 
0.25 
0.22 
0.24 
0.27 

0.083 
0.069 
0.14 
0.17 
0.14 
0.16 
0.18 

0.089 
0.070 
0.14 
0.14 
0.12 
0.12 
0.14 

<0.01 
<0.01 
0.018 
0.023 
0.021 
0.023 
0.028 

0.84 
2.2 
1.7 
1.4 
1.0 
1.2 
1.2 

grain 35 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 
straw 35 0.92 0.31 0.64 0.42 0.30 0.055 2.6 

 (1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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In the 5 trials conducted in 2013 (reports13-2138 and 13-2159), residues of prothioconazole-desthio, 
prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-
desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio in wheat grain 
at harvest were  <0.01 mg/kg. In grain at harvest, the total residue was always <0.06 mg/kg. In straw, 
the residues at harvest ranged as follows : 

• between 0.038 mg/kg and 0.92 mg/kg for prothioconazole-desthio, 
• between 0.014 mg/kg and 0.31 mg/kg for prothioconazole-alpha-hydroxy, 
• between 0.035 mg/kg and 0.64 mg/kg for prothioconazole-3-hydroxy-desthio, 
• between 0.035 mg/kg and 0.42 mg/kg for prothioconazole-4-hydroxy-desthio, 
• between 0.031 mg/kg and 0.30 mg/kg for prothioconazole-5-hydroxy-desthio, 
• between < 0.01 mg/kg and 0.055 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio, 
• between 0.17 mg/kg and 2.6 mg/kg for total residue. 

 
Conclusion 
Four wheat residue trials were conducted with Fluoxastrobin & Prothioconazole EC 200 in northern 
Europe. The product application corresponded to a prothioconazole rate of 2x175 g a.s./ha. In trial 13-
2159-02, the first application was underdosed by 9.3% and the second application overdosed by 6.0%. 
In trial 13-2138-03, the first application overdosed by approximately 6%. 
Residues of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-
desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-
alpha-hydroxy-desthio in wheat grain at harvest were  <0.01 mg/kg. In grain at harvest, the total residue 
was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.038 mg/kg and 0.92 mg/kg for prothioconazole-desthio, 
• between 0.014 mg/kg and 0.31 mg/kg for prothioconazole-alpha-hydroxy, 
• between 0.035 mg/kg and 0.64 mg/kg for prothioconazole-3-hydroxy-desthio, 
• between 0.035 mg/kg and 0.42 mg/kg for prothioconazole-4-hydroxy-desthio, 
• between 0.031 mg/kg and 0.30 mg/kg for prothioconazole-5-hydroxy-desthio, 
• between < 0.01 mg/kg and 0.055 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio, 
• between 0.17 mg/kg and 2.6 mg/kg for total residue. 
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EU - southern region 
 
Table 6.3.1- 48:  Number of residue trials conducted per geographical region and vegetation period  

Year GAP Formulation 
N° of 
 trials 

Study number 
Report No. 

Dossier 
Reference 

Wheat EU foliar spray residue trials – southern EU 

2000 
2 x 150 g a.s./ha  
BBCH69 

EC200 (100 g/L fluoxastrobin, 100 
g/L prothioconazole) 4 RA-2012/00 

M-078033-02-1 KCA 6.3.1/19 

2000 
2 x 200 g a.s./ha 
BBCH69 

EC460 (160 g/L prothioconazole, 
300 g/L spiroxamine) 2 

RA-2092/00 
M-087669-01-1 

KCA 6.3.1/09 

2003 
2 x 150 g a.s./ha  
BBCH69 

EC300 (75 g/L fluoxastrobin, 150 
g/L prothioconazole, 75 g/L 
trifloxystrobin) 

2 RA-2019/03 
M-060549-02-1 KCA 6.3.1/20 

2003 
2 x 175 g a.s./ha  
BBCH69 

SC325 (175 g/L prothioconazole, 
150 g/L trifloxystrobin) 2 RA-2109/03 

M-068785-01-1 KCA 6.3.1/21 

2007 
2 x 187 g a.s./ha  
BBCH69 

EC225 (75 g/L bixafen, 150 g/L 
prothioconazole) 4 RA-2038/07 

M-298110-02-1 KCA 6.3.1/22 

2007 
2 x 150 g a.s./ha  
BBCH69 

EC400 (50 g/L bixafen, 100 g/L 
prothioconazole, 250 g/L 
spiroxamine) 

4 RA-2041/07 
M-298650-02-1 KCA 6.3.1/23 

2010 
2 x 200 g a.s./ha  
BBCH69 

EC150 (50 g/L fluoxastrobin, 100 
g/L prothioconazole) 7 

10-2156 
M-399682-02-1 

KCA 6.3.1/24 

2010 
2 x 175 g a.s./ha  
BBCH69 

EC190 (40 g/L bixafen, 
50 g/L fluoxastrobin and 100 g/L 
prothioconazole) 

2 
10-2207 
M-414694-01-1 

KCA 6.3.1/25 

TOTAL southern EU region 27  
 
 
 
Report: KCA 6.3.1/19; t?カc・äぢ_k. ,Ö; :_.Tc A,; 2001; M-078033-02-1 
Title: Determination of residues of HEC 5725 & JAU 6476-Desthio on winter wheat and 

hard wheat following spray application of HEC 5725 & JAU 6476 200 EC in Spain, 
Italy and France 

Report No.: RA-2012/00 
Document No.: M-078033-02-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
  
In the vegetation period of 1999/2000, a set of 4 residue trials was conducted in southern Europe. The 
trials were located in Spain, Italy and southern France (2 trials).  
 
In each trial, wheat was treated twice at a product rate of 1.5 L/ha fluoxastrobin & prothioconazole 
EC 200 corresponding to 0.15 kg a.s./ha of prothioconazole.  The water rate was 300 L/ha in all trials.  
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The spray interval ranged from 6 to 26 days.  The time of application was: 
1. when the flag leaf sheath was opening  (BBCH 47) in 3 trials and at stage BBCH 61 in one trial, 
2. at the end of flowering (BBCH 69) in 3 trials and at stage BBCH 71 in one trial.  
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application; 
- at a pre-harvest interval of 35 days as well as 47-57 days after the final treatment (BBCH stage 89-
92). 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 49. 
Table 6.3.1- 49: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 309 10.3 

RA-2012/00 
M-078033-02-1 

grain 274 9.1 
Rest of plant 309 10.3 
straw 274 9.1 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis.  
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown inTable 6.3.1- 50. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.1- 50: RA-2012/00: Concurrent recoveries for the determination of prothioconazole-desthio in 
wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat 
grain / Ear 

0.01 101; 101; 97 100 2.3 

0.01 0.10 

105; 103; 105; 104; 104; 102; 106; 
104; 108; 102; 102; 105; 102; 103; 
100; 97; 103; 103; 102; 104; 104; 
102; 102; 109; 100; 102; 99 

103 2.4 

Overall (n = 30) 103 2.6 

Prothio-
conazole-
desthio 

Rest of plant 

0.05 107; 98; 107 104 5.0 

0.05 0.50 
105; 102; 102; 105; 106; 105; 102; 
101; 104; 103; 100; 99; 120; 98; 
102; 101; 99; 103 

103 4.6 

Overall (n = 21) 103 4.6 

Prothio-
conazole-
desthio 

Straw 

0.05 98; 97; 96 97 1.0 

0.05 0.50 
106; 102; 102; 102; 103; 97; 100; 
103; 103; 109; 103; 99; 105; 101; 
101 

102 2.8 

Overall (n = 18) 102 3.3 
Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 51. 
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Table 6.3.1- 51: Residues of prothioconazole-desthio in/on winter and durum wheat applied with 
fluoxastrobin & prothioconazole EC 200 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2012/00 
R 2000 0149/5 
0149-00 
GLP: yes 
2000 
 

Wheat, 
durum 
Creso 
 

Italy 
I-$k12k 
ZcJ3:・t
・/ 
Europe, 
South 
 

200 
EC 

2 0.1500  
  
  
  
 

0.05000  
  
  
  

69 ear 0(1) 
0 

<0.01 
2.3 

rest of plant 0(1) 
0 

<0.05 
1.0 

straw 35 
47 

0.23 
0.36 

grain 35 
47 

<0.01 
<0.01 

RA-2012/00 
R 2000 0151/7 
0151-00 
GLP: yes 
2000 
 

Wheat, 
winter 
Sideral 
 

France 
F-hp゛dg 
れäJ 
fpj`Xza゚
Europe, 
South 
 

200 
EC 

2 0.1500  
  
  
  
 

0.05000  
  
  
  

69 ear 0(1) 
0 

0.12 
1.2 

rest of plant 0(1) 
0 

0.23 
0.86 

straw 35 
49 

0.10 
0.22 

grain 35 
49 

<0.01 
<0.01 

RA-2012/00 
R 2000 0148/7 
0148-00 
GLP: yes 
2000 
 

Wheat, 
durum 
Soisson 
 

Spain 
E-vq$*g 
cs2I0゚
Europe, 
South 
 

200 
EC 

2 0.1500  
  
  
  
 

0.05000  
  
  
  

71
** 

ear 0(1) 
0 

0.10 
1.9 

rest of plant 0* 
0 

0.08 
2.7 

straw 34 
51 

0.29 
0.22 

grain 34 
51 

<0.01 
<0.01 

RA-2012/00 
R 2000 0150/9 
0150-00 
GLP: yes 
2000 
 

Wheat, 
winter 
Tremie 
 

France 
F-üd゛5b 
Fä/v: ö/>z 
/?J さけ
?gJy 
Europe, 
South 
 

200 
EC 

2 0.1500  
  
  
  
 

0.05000  
  
  
  

69 ear 0(1) 
0 

35 

0.04 
1.6 

0.05 
rest of plant 0(1) 

0 
35 

0.11 
1.4 

0.13 
straw 57 0.30 
grain 57 <0.01 

FL = Formulation, DALT = Days after last treatment, 
* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
(1) : before last application 
** :  the 2nd treatment was carried out at a later stage as originally intended (BBCH 71 instead of 69).  
 
In the 4 trials conducted in 2000 (report RA-2012/00), residues of prothioconazole-desthio in wheat 
grain at harvest were always below the limit of quantification (LOQ) of 0.01 mg/kg. The residues in 
straw at harvest ranged between 0.12 mg/kg and 0.36 mg/kg. 
 
Conclusion 
Four wheat residue trials were conducted with fluoxastrobin & prothioconazole EC 200 in southern 
Europe. The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha. 
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Residues of prothioconazole-desthio in wheat grain at harvest were always below the limit of 
quantification (LOQ) of 0.01 mg/kg. The residues in straw at harvest ranged between 0.12 mg/kg and 
0.36 mg/kg. 
 
 
Report: KCA 6.3.1/09; ヴz.Qzlくa゜4 ロ,; Ltyc. し,; 2001; M-087669-01-1 
Title: Determination of residues of JAU 6476-desthio & KWG 4168 on spring wheat 

following spray application of JAU 6476 & KWG 4168 460 EC in Great Britain, 
France, Germany and Italy 

Report No.: RA-2092/00 
Document No.: M-087669-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
In the vegetation period of 2000, a set of 2 residue trials was conducted on wheat in southern Europe. 
The studies were located in southern France and Italy. 
 
In each trial, wheat was treated twice at a product rate of 1.25 L/ha JAU 6476 & KWG 4168 EC 460 
corresponding to 200 g a.s./ha of prothioconazole. The water rate was 300 L/ha The spray interval 
ranged from 13 to 32 days. The time of application was: 

1) during stem elongation (BBCH 32), and  
2) at the end of flowering (BBCH 69), 

with the last treatment performed 42 days prior to harvest. 
 
Samples were taken at the following intervals: 
– immediately after the final application; 
– at a pre-harvest interval of 28 days, 35 days, 42 and at grain maturity, i.e. 49 days after the final 
treatment. 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 52. 
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Table 6.3.1- 52: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 318 10.6 

RA-2092/00 
M-087669-01-1 

grain 303 10.1 
Rest of plant 318 10.6 
Green material 345 11.5 
straw 303 10.1 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
 
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 53. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.1- 53: RA-2092/00: Concurrent recoveries for the determination of prothioconazole-desthio in 

wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg
] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat 
grain / Ear 

0.01 101; 101; 97 100 2.3 

0.01 0.10 

105; 103; 105; 104; 104; 102; 106; 
104; 108; 102; 102; 105; 102; 103; 
100; 97; 103; 103; 102; 104; 104; 
102; 102; 109; 100; 102; 99 

103 2.4 

Overall (n = 30) 103 2.6 

Prothio-
conazole-
desthio 

Rest of plant 

0.05 107; 98; 107 104 5.0 

0.05 0.50 
105; 102; 102; 105; 106; 105; 102; 
101; 104; 103; 100; 99; 120; 98; 
102; 101; 99; 103 

103 4.6 

Overall (n = 21) 103 4.6 

Prothio-
conazole-
desthio 

Straw 

0.05 98; 97; 96 97 1.0 

0.05 0.50 
106; 102; 102; 102; 103; 97; 100; 
103; 103; 109; 103; 99; 105; 101; 
101 

102 2.8 

Overall (n = 18) 102 3.3 
Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
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- Residue results: 
The residue results are summarised in Table 6.3.1- 54. 
 
Table 6.3.1- 54: Residues of prothioconazole-desthio in/on spring wheat applied with prothioconazole & 

spiroxamine EC 460 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2092/00 
R 2000 0434/6 
0434-00 
GLP: yes 
2000 
 

Wheat, 
spring 
Centaur
o 
 

Italy 
゜xu゛g 
ゕä4?äk
゜ 
Europe, 
South 
 

460 
EC 

2 0.2000  
  
  
  
  
 

0.06672  
  
  
  
  

69 green 
material 

0 2.7 

ear 28 
35 

0.05 
0.06 

rest of plant 28 
35 

0.15 
0.18 

grain 42 
49 

<0.01 
<0.01 

straw 42 
49 

0.18 
0.17 

RA-2092/00 
R 2000 0082/0 
0082-00 
GLP: yes 
2000 
 

Wheat, 
spring 
Furio 
 

France 
F-72y_g 
みeJ 
u:cIU`ä 
Europe, 
South 
 

460 
EC 

2 0.2000  
  
  
  
 

0.06672  
  
  
  

69 ear 0 
28 

1.5 
0.06 

rest of plant 0 
28 

2.9 
0.63 

grain 35 
42 
49 

<0.01 
<0.01 
<0.01 

straw 35 
42 
49 

1.1 
0.90 

1.2 
* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
 
 
In the 2 trials conducted in 2000 (report RA-2092/00), residues of prothioconazole-desthio in wheat 
grain at harvest were always <0.01 mg/kg. The residues in straw at harvest ranged between 0.18 mg/kg 
and 1.2 mg/kg. 
 
Conclusion 
Four wheat residue trials were conducted with prothioconazole & spiroxamine EC 460 in southern 
Europe. The product application corresponded to a prothioconazole rate of 2x200 g a.s./ha.  
Residues of prothioconazole-desthio in wheat grain at harvest were always  <0.01 mg/kg. The residues 
in straw at harvest ranged between 0.18 mg/kg and 1.2 mg/kg. 
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Report: KCA 6.3.1/20; f.R?くzi >,; L§!$äiz)く. ゕ,; 2004; M-060549-02-1 
Title: Determination of residues of HEC 5725, JAU 6476 and trifloxystrobin in/on wheat 

following spray application of HEC 5725 & JAU 6476 & CGA 279202 300 EC in the 
field in Southern France and Spain 

Report No.: RA-2019/03 
Document No.: M-060549-02-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
In the vegetation period of 2003, a set of 2 residue trials was conducted in southern Europe. The trials 
were located in southern France and Spain.  
 
In each trial, wheat was treated twice at a product rate of 1.0 L/ha fluoxastrobin & prothioconazole & 
trifloxystrobin EC 300 corresponding to 0.150 kg/ha of prothioconazole. The employed water rate was 
300 L/ha in both trials. The applications were scheduled for growth stages BBCH 47 and 69. The 
applications were carried out at growth stages 47-61 (1st application) and 69 (2nd application; 
corresponding to intervals of 10-15 days). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application for one trial, 
- at a pre-harvest interval of 34-35 days, 
- at harvest (BBCH 89), 41-46 days after the final treatment. 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 55. 
Table 6.3.1- 55: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample 
Material 

Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 195 6.5 

RA-2019/03 
M-060549-02-1 

grain 168 5.6 
rest of plant 195 6.5 
straw 168 5.6 
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These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 56. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.1- 56: RA-2019/03: Concurrent recoveries and validation recoveries for the determination of 

prothioconazole-desthio in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat 
grain  

0.01 94; 94; 92 93 1.2 
0.01 0.10 100; 95; 88; 95 95 5.2 

Overall (n = 7) 94 3.8 

Prothio-
conazole-
desthio 

Straw 
0.05 98; 94; 108 100 7.2 

0.05 0.50 89; 98; 97 95 5.2 
Overall (n = 6) 97 6.4 

Prothio-
conazole-
desthio 

Rest of plant 
0.05 101; 92; 98 97 4.7 

0.05 0.50 101; 94 98 - 
Overall (n = 5) 97 4.2 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation. Concurrent recoveries in italics. 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 57. 
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Table 6.3.1- 57: Residues of prothioconazole-desthio in/on wheat applied with fluoxastrobin & 
prothioconazole & trifloxystrobin EC 300 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2019/03 
R 2003 
0134/0A 
0134-03A 
GLP: yes 
2003 
 

Wheat 
Frelon 
 

France 
F-qh5v4 
どocJ?-z$ 
Europe, 
South 
 
 

300 
EC 

2 0.15  
  
  
  
 

0.050  
  
  
  

69 rest of plant 0(1) 
0 

0.24 
1.7 

ear 0(1) 
0 

0.21 
2.1 

grain 35 
41 

<0.01 
<0.01 

straw 35 
41 

<0.05 
0.27 

RA-2019/03 
R 2003 0257/6 
0257-03 
GLP: yes 
2003 

Wheat 
Yecora 
 

Spain 
E-xy§x8 
:/5ヶ8v1c 
Europe, 
South 

300 
EC 

2 0.1422  
  
 

0.04740  
  

69 grain 34 
46 

<0.01 
<0.01 

straw 34 
46 

0.40 
0.62 

Residues determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
(1) : before last application 
 
In the 2 trials conducted in 2003 (report RA-2019/03), residues of prothioconazole-desthio in wheat 
grain at harvest were  <0.01 mg/kg. The residues in straw at harvest ranged between 0.27 mg/kg and 
0.62 mg/kg. 
 
Conclusion 
Four wheat residue trials were conducted with fluoxastrobin & prothioconazole & trifloxystrobin EC 
300 in northern Europe. The product application corresponded to a prothioconazole rate of 2x150 g 
a.s./ha. Residues of prothioconazole-desthio in wheat grain at harvest were  <0.01 mg/kg. The residues 
in straw at harvest ranged between 0.27 mg/kg and 0.62 mg/kg. 
 
 
 
Report: KCA 6.3.1/21; -a:i.=zx L,; 2004; M-068785-01-1 
Title: Determination of residues of trifloxystrobin, CGA321113, and JAU 6476-desthio 

in/on wheat, soft following spray application of CGA279202 & JAU 6476 (325 SC) 
in the field in Italy and Portugal 

Report No.: RA-2109/03 
Document No.: M-068785-01-1 
Guideline(s): -- 
Guideline deviation(s): -- 
GLP/GEP: yes 

 
 
Materials and Methods 
 
A total of two trials were conducted in southern Europe in 2003, in Italy and Portugal.  
Two applications were carried out with the formulation prothioconazole & trifloxystrobin SC 325. The 
first application was done at BBCH growth stage 47 and the second at growth stage 69. The interval 
between applications was 9 and 15 days for the two trials. 
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The application rate was 0.92-1.0 L product/ha corresponding to 0.161-0.175 kg a.s./ha of 
prothioconazole (the 1st application in trial R 2003 0942/2 was under-dosed by 6.3%, and the 2nd 
application in trial R 2003 0981/3 was under-dosed by 8%). The water rate was 277-300 L/ha. 
In trial R 2003 0981/3, samples of ear and rest of plant were taken on day 0 after the last application, and 
samples of grain and straw were taken at harvest (day 35). 
In trial R 2003 0942/2, samples of ear and rest of plant were taken day -9 (immediately after the 1st 
application). Samples of grain and straw were taken at harvest (day 35) and on day 44 after the last 
application when the commodity had reached final harvest maturity. 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 58. 
Table 6.3.1- 58: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 268 8.9 

RA-2109/03 
M-068785-01-1 

grain 224 7.5 

 green material 268 8.9 
straw 224 7.5 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of sample s ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 59. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.1- 59: RA-2109/03: Concurrent recoveries for the determination of prothioconazole-desthio in 
wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Wheat 
grain / Ear 

0.01 98; 103; 85 95 9.7 
0.01 0.10 96; 96 96 - 

Overall (n = 5) 96 6.9 

Prothio-
conazole-
desthio 

Green 
material / 
Rest of plant 

0.05 109; 106; 98 104 5.5 
0.05 0.50 98; 102 100 - 

Overall (n = 5) 103 4.8 

Prothio-
conazole-
desthio 

Straw 
0.05 95; 77; 96 89 12.0 

0.05 0.50 90; 97 94 - 
Overall (n = 5) 91 9.1 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 60. 
 
Table 6.3.1- 60: Residues of prothioconazole-desthio in/on soft wheat applied with prothioconazole & 

trifloxystrobin SC 325 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2109/03 
R 2003 0942/2 
0942-03 
GLP: yes 
2003 
 

Wheat, 
soft 
Centaur
o 
 

Italy 
I-ü1u9g 
ソ17jz) 
Europe, 
South 
 

325 
SC 

2 0.1638
-
0.1750  
  
  
  
 

0.05828  
  
  
  

69 green 
material 

-9 0.75 

ear -9 0.11 
grain 35 

44 
<0.01 
<0.01 

straw 35 
44 

0.64 
0.75 

RA-2109/03 
R 2003 0981/3 
0981-03 
GLP: yes 
2003 

Wheat, 
soft 
Bancal 
 

Portugal 
P-*ub3 
Kvvtt? 
c7cw$j・ 
Europe, 
South 

325 
SC 

2 0.1614
-
0.1750  
  
  

0.05828  
  
  
  

69 green 
material 

0 0.99 

ear 0 1.4 
grain 35 <0.01 
straw 35 1.9 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
 
In the 2 trials conducted in 2003 (report RA-2109/03), residues of prothioconazole-desthio in wheat 
grain at harvest were  < 0.01 mg/kg. The residues in straw at harvest ranged between 0.75 mg/kg and 
1.9 mg/kg. 
 
Conclusion 
Two wheat residue trials were conducted with prothioconazole + trifloxystrobin SC 325 in southern 
Europe. The product application corresponded to a prothioconazole rate of 2x175 g a.s./ha.  
(the 1st application in trial R 2003 0942/2 was under-dosed by 6.3%, and the 2nd application in trial R 
2003 0981/3 was under-dosed by 8%). 
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Residues of prothioconazole-desthio in wheat grain at harvest were  <0.01 mg/kg. The residues in straw 
at harvest ranged between 0.75 mg/kg and 1.9 mg/kg. 
 
 
Report: KCA 6.3.1/22; +?ä5t_.22$ C,; Zc`t`. F,; 2008; M-298110-02-1 
Title: Determination of the residues of BYF 00587 and JAU 6476 in/on winter wheat and 

wheat, durum after spraying of BYF 00587 & JAU 6476 (225 EC) in the field in 
Southern France, Spain, Portugal and Italy 

Report No.: RA-2038/07 
Document No.: M-298110-02-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
Four trials were conducted in the vegetation period of 2007, in southern France, Spain, Portugal and 
Italy.  The trials were conducted on winter wheat (3 trials) and durum varieties (1 trial).  Bixafen & 
prothioconazole EC 225 was applied twice at the required rates of 1.25 L product/ha corresponding to 
0.188  kg/ha prothioconazole.  The treatments were carried out at the growth stages "flag leaf sheath 
opening" (BBCH 47) and "end of flowering" (BBCH 69).  Depending on the trial, the spray-interval 
ranged from 14 - 21 days. The water rate was 300 L/ha in all trials. 
Samples of green material were taken just prior to and immediately after the final. Two trials were 
designed as decline series, i.e. samples were collected further 7, 14, and 28 days after the final treatment. 
First grain samples were taken on day 35-63; in one trial with early sampling of grain (GS 87), an 
additional sample was taken on day 53 at GS 89. 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 61. 
Table 6.3.1- 61: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 105 3.5 

RA-2038/07 
M-298110-02-1 

grain 103 3.4 
green material 141 4.7 
rest of plant 105 3.5 
straw 103 3.4 
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These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 62. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.1- 62: RA-2038/07: Concurrent recoveries for the determination of prothioconazole-desthio in 

cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain # 

0.01 97; 97; 96; 100; 93; 94; 99 97 2.6 

0.01 

0.1 95; 93; 95; 91; 93; 100 95 3.3 
1.0 92; 95; 95; 89; 93; 99 94 3.6 
5.0 89 -- -- 
10.0 86 -- -- 
Overall Recovery (n = 21) 94 3.9 

Prothio-
conazole-
desthio 

Cereal 
green 
material* 

0.01 98; 94; 90; 97 95 3.8 

0.01 

0.1 97; 90; 95; 88 93 4.5 
1.0 87; 95; 95; 91; 89 91 3.9 
5.0 89; 85; 82 85 4.1 
10.0 83; 86; 85 85 1.8 
Overall Recovery (n = 19) 90 5.5 

Prothio-
conazole-
desthio 

Cereal 
straw 

0.01 92; 88; 104; 93; 104 96 7.7 

0.01 

0.1 95; 88; 94; 103 95 6.5 
1.0 88; 93; 91; 93 91 2.6 
5.0 88; 80; 87 85 5.1 
10.0 84 -- -- 
Overall Recovery (n = 17) 92 7.3 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
These recoveries were performed with barley and wheat commodities during the conduct of the studies RA-2037/07, RA-
2038/07, RA-2039/07, RA-2040/07, RA-2041/07, RA-2042/07, RA-2043/07, RA-2045/07, RA-2046/07, RA-2049/07 and RA-
2050/07. Cereal summarises wheat and wheat. Recoveries for wheat are also valid for wheat. 
* = Recoveries for rest of plant are covered by recoveries for green material. 
# = Recoveries for ear are covered by recoveries for grain. 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 63. 
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Table 6.3.1- 63: Residues of prothioconazole-desthio in/on winter and durum wheat applied with bixafen & 

prothioconazole  EC 225 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2038/07 
R 2007 0424/0 
0424-07 
GLP: yes 
2007 
 

Wheat, 
winter 
Galeira 
 

Portugal 
P-
9öx$f8gh 
zj)äLI I み
äj9:c ゕ
?/aip-/k ? 
NJizaf 
Europe, 
South 

225 
EC 

2 0.1875  
  
  
  
  
 

0.06255  
  
  
  
  

69 green 
material 

0 (1) 
0 

0.07 
1.4 

straw 53 0.67 
grain 53 <0.01 
rest of plant 35 0.60 
ear 35 0.08 

RA-2038/07 
R 2007 0425/9 
0425-07 
GLP: yes 
2007 
 

Wheat, 
durum 
Simeto 
 

Italy 
I-xq4q8 
/d?uみ
tJa(tä§ さ)
ァ- 
=:a//efjf 
Europe, 
South 

225 
EC 

2 0.1875  
  
  
 

0.06255  
  
  

69 green 
material 

0(1) 
0 
7 

14 
28 

0.78 
2.7 
2.2 
1.4 
1.4 

straw 35 
53 

1.5 
1.6 

grain 35 
53 

0.02 
<0.01 

RA-2038/07 
R 2007 0423/2 
0423-07 
GLP: yes 
2007 
 

Wheat, 
winter 
Bolido 
R1 
 

Spain 
E-1$g2x 
jDtzzz uä 
4z`と3?:e   
3l/:+c? 
!H_ütäe$:
e) 
Europe, 
South 

225 
EC 

2 0.1875  
  
  
  
  
 

0.06255  
  
  
  
  

69 green 
material 

0(1) 
0 

0.27 
0.31 

straw 54 0.27 
grain 54 <0.01 
rest of plant 36 0.20 
ear 36 0.02 

RA-2038/07 
R 2007 0422/4 
0422-07 
GLP: yes 
2007 
 

Wheat, 
winter 
Andalou 
 

France 
F-p0k゜k 
6jKöj/c 
`6tn・!_゚
Flpfゕ
cäicJfEur
ope, South 

225 
EC 

2 0.1875  
  
  
  
  
 

0.06255  
  
  
  
  

69 green 
material 

0 (1) 
0 
7 

14 
28 

0.33 
0.92 
0.70 
0.24 
0.05 

straw 63 0.10 
grain 63 <0.01 
ear 35 <0.01 
rest of plant 35 0.07 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
 (1) before last application 
GS = growth stage (BBCH code) at last application 
FL = formulation 
 

In the 4 trials conducted in 2007 (report RA-2038/07), residues of prothioconazole-desthio in wheat 
grain at harvest ranged from  <0.01 mg/kg to 0.02 mg/kg. The residues in straw at harvest ranged 
between 0.10 mg/kg and 1.6 mg/kg. 
 
Conclusion 
Four wheat residue trials were conducted with bixafen & prothioconazole EC 225 in southern Europe. 
The product application corresponded to a prothioconazole rate of 2x187.5 g a.s./ha.  
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Residues of prothioconazole-desthio in wheat grain at harvest ranged from  <0.01 mg/kg to 0.02 mg/kg. 
The residues in straw at harvest ranged between 0.10 mg/kg and 1.6 mg/kg. 
Report: KCA 6.3.1/23; j*<adョcyo. ゕ,; (/).Zc ,<; 2008; M-298650-02-1 
Title: Determination of the residues of BYF 00587, JAU 6476 and KWG 4168 in/on winter 

wheat and wheat, durum after spraying of BYF 00587 & JAU 6476 & KWG 4168 
(400 EC) in the field in Southern France, Italy, Spain and Greece 

Report No.: RA-2041/07 
Document No.: M-298650-02-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2007, a set of 4 residue trials on winter wheat (3 trials) and durum varieties 
(1 trial) was conducted in southern Europe. The trials were located in Italy, southern France, Spain and 
Greece. 
 
In each trial, wheat was treated twice at a product rate of 1.5 L/ha BYF 00587 (bixafen) & 
JAU 6476 (prothioconazole) & KWG 4168 (spiroxamine) EC 400 corresponding to 0.150 kg/ha 
prothioconazole. The treatments were carried out at the growth stages "flag leaf sheath opening" (BBCH 
47, except for one trial at BBCH52) and "end of flowering" (BBCH 69).  Depending on the study, the 
spray interval ranged from 8-26 days. The water rate was 300 L/ha in all trials. 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application, 
- at a pre-harvest interval of 35 days after the final treatment, 
- at harvest (BBCH 89) 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 64. 
Table 6.3.1- 64: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat prothioconazole-
desthio 

ear 105 3.5 

RA-2041/07 
M-298650-02-1 

grain 97 3.2 
green material 141 4.7 
rest of plant 105 3.5 
straw 97 3.2 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.1- 65. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.1- 65: RA-2041/07: Concurrent recoveries for the determination of prothioconazole-desthio in 
cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain # 

0.01 97; 97; 96; 100; 93; 94; 99 97 2.6 

0.01 

0.1 95; 93; 95; 91; 93; 100 95 3.3 
1.0 92; 95; 95; 89; 93; 99 94 3.6 
5.0 89 -- -- 
10.0 86 -- -- 
Overall Recovery (n = 21) 94 3.9 

Prothio-
conazole-
desthio 

Cereal 
green 
material* 

0.01 98; 94; 90; 97 95 3.8 

0.01 

0.1 97; 90; 95; 88 93 4.5 
1.0 87; 95; 95; 91; 89 91 3.9 
5.0 89; 85; 82 85 4.1 
10.0 83; 86; 85 85 1.8 
Overall Recovery (n = 19) 90 5.5 

Prothio-
conazole-
desthio 

Cereal 
straw 

0.01 92; 88; 104; 93; 104 96 7.7 

0.01 

0.1 95; 88; 94; 103 95 6.5 
1.0 88; 93; 91; 93 91 2.6 
5.0 88; 80; 87 85 5.1 
10.0 84 -- -- 
Overall Recovery (n = 17) 92 7.3 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
These recoveries were performed with wheat and barley commodities during the conduct of the studies RA-2037/07, RA-
2038/07, RA-2039/07, RA-2040/07, RA-2041/07, RA-2042/07, RA-2043/07, RA-2045/07, RA-2046/07, RA-2049/07 and RA-
2050/07. Cereal summarises barley and wheat. Recoveries for barley are also valid for wheat. 
*= Recoveries for rest of plant are covered by recoveries for green material. 
# = Recoveries for ear are covered by recoveries for grain. 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 66. 
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Table 6.3.1- 66: Residues of prothioconazole-desthio in/on winter and durum wheat applied with bixafen & 
prothioconazole & spiroxamine EC 400 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2041/07 
R 2007 0526/3 
0526-07 
GLP: yes 
2007 
 

Wheat, 
winter 
Moro 
(durum) 
 

Greece 
GR-7・
5y1 
Ea4h/kJJz
jty 
I(:5apQk` 
?äソ)zä ! 
äugy`れ
?z/?゙
Europe, 
South 

400 
EC 

2 0.1500  
  
  
 

0.05000  
  
  

69 green 
material 

0 (1) 
0 

1.1 
2.7 

straw 35 1.2 
grain 35 0.01 

RA-2041/07 
R 2007 0525/5 
0525-07 
GLP: yes 
2007 
 

Wheat, 
winter 
Bolido 
R1 
 

Spain 
E-vö・v7 
ictcソ? ゛
ä 6ulソzä-
z  7ieP?ti 
・_ze! 
`V_cj:Eur
ope, South 

400 
EC 

2 0.1500  
  
  
  
  
 

0.05000  
  
  
  
  

69 green 
material 

0 (1) 
0 

0.19 
1.1 

straw 55 0.72 
grain 55 <0.01 
rest of plant 36 0.35 
ear 36 0.09 

RA-2041/07 
R 2007 0446/1 
0446-07 
GLP: yes 
2007 
 

Wheat, 
durum 
Simeto 
 

Italy 
I-・$20§ 
cä+2l゛
ää_: ̀ Cz(j- 
+n゙
r6/:äIEuro
pe, South 
 

400 
EC 

2 0.1500  
  
  
  
  
 

0.05000  
  
  
  
  

69 green 
material 

0 (1) 
0 

0.13 
1.4 

straw 44 0.73 
grain 44 <0.01 
ear 35 0.08 
rest of plant 35 0.63 

RA-2041/07 
R 2007 0445/3 
0445-07 
GLP: yes 
2007 
 

Wheat, 
winter 
Autan 
 

France 
F-・・゛
gp cヮJ 
B?J_ä` 
r125jbさ
c!HaJ(゙
Europe, 
South 
 

400 
EC 

2 0.1500  
  
  
  
  
 

0.05000  
  
  
  
  

69 green 
material 

0 (1) 
0 

0.17 
0.99 

straw 44 0.05 
grain 44 <0.01 
ear 35 0.04 
rest of plant 35 0.05 

Determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
 (1) before last application 
GS = growth stage (BBCH code) at last application 
FL = formulation 
 

In the 4 trials conducted in 2007 (report RA-2041/07), residues of prothioconazole-desthio in wheat 
grain at harvest ranged from  <0.01 mg/kg to 0.01 mg/kg. The residues in straw at harvest ranged 
between 0.05 mg/kg and 1.2 mg/kg. 
 
Conclusion 
Four wheat residue trials were conducted with bixafen & prothioconazole & spiroxamine EC 400 in 
southern Europe. The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha.  
Residues of prothioconazole-desthio in wheat grain at harvest ranged from  <0.01 mg/kg to 0.01 mg/kg. 
The residues in straw at harvest ranged between 0.05 mg/kg and 1.2 mg/kg. 
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Report: KCA 6.3.1/24; くえ_.Rz F,; cゕex(. s,; 2011; M-399682-02-1 
Title: Determination of the residues of fluoxastrobin and prothioconazole in/on durum wheat 

and winter wheat after spraying of Fluoxastrobin & Prothioconazole EC 150 in the 
field in France (South), Spain, Italy, Portugal and Greece 

Report No.: 10-2156 
Document No.: M-399682-02-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
In the vegetation period of 2010, a set of 7 residue trials on spring and winter wheat was conducted in 
southern Europe. The trials were located in France (2), Greece, Italy, Spain (2) and Portugal. 
In each trial, wheat was treated twice at a product rate of 2 L/ha fluoxastrobin & prothioconazole EC 
150 corresponding to 0.200 kg a.s./ha of prothioconazole. The water rate was 300-400 L/ha. The spray 
interval ranged between 14 and 19 days. The treatments were carried out at the growth stages BBCH 
45-61 and BBCH 69 (end of flowering). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application for all the trials and 7, 14, 21 and 28 days after for 
4 trials, 
- at a pre-harvest interval of 34-35 days after the final treatment,  
- at maturity (BBCH 89), 41-53 after the last application. 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
Residues of  prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-
5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio 
were determined according to method 00979/M001 with a limit of quantitation of 0.01 mg/kg for grain, 
green material and straw (cf. KCA 4.1.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 67. 
Table 6.3.1- 67: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample 
Material 

Storage period 
(days) 

Storage period 
(months) Study No. 

wheat 

prothioconazole-desthio 

grain 148 4.9 

10-2156 
M-399682-
02-1 

ear 146 4.9 
green material 187 6.2 
rest of plant 146 4.9 
straw 152 5.1 

prothioconazole-alpha-
hydroxy-desthio 
prothioconazole-3-hydroxy-
desthio 
prothioconazole-4-hydroxy-
desthio 
prothioconazole-5-hydroxy-
desthio 
prothioconazole-6-hydroxy-
desthio 

grain 155 5.2 

ear 154 5.1 

green material 189 6.3 

rest of plant 140 4.7 

straw 160 5.3 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and 
prothioconazole-alpha-hydroxy-desthio above 30% of the LOQ was found in the control samples except 
for prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio 
and prothioconazole-5-hydroxy-desthio in green material where the residues were between 0.02 and 
0.10 mg/kg at day0 before the last application and in straw between 0.01 and 0.10 mg/kg at DALT34 
and between 0.01 and 0.12 mg/kg at DALT 41. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110% except for prothioconazole-alpha-hydroxy-desthio in green material at 
0.80 mg/kg (118%) and in straw at 0.01 and 0.10 mg/kg (116% and 111%, respectively) and for 
prothioconazole-3-hydroxy-desthio in green material at 0.80 mg/kg (117%) and in straw at 0.10 mg/kg 
(114%). The single and overall mean recoveries are shown in Table 6.3.1- 68 to Table 6.3.1- 73. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.1- 68: 10-2156: Concurrent recoveries for the determination of prothioconazole-desthio in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

green 
material 

0.01 83; 95; 104; 118; 120 104 15.0 

0.01 
 

0.10 101; 101; 104 102 1.7 
5 85; 86; 87 86 1.2 
Overall Recovery (n = 11) 99 13.0 

straw a 

0.01 100; 109; 114; 77; 88; 113 100 14.9 

0.01 
0.10 93; 94; 95; 95; 100 95 2.8 
5 71; 80; 84; 87; 91; 94 85 9.8 
Overall Recovery (n = 17) 93 12.7 

ear 

0.01 87; 99; 101; 103; 104 99 7.0 

0.01 
0.10 97; 101; 102; 103; 104 101 2.7 
5 83; 89; 90; 92; 97 90 5.6 
Overall Recovery (n = 15) 97 7.1 

grain 

0.01 
83; 94; 95; 96; 105; 116; 
91;104; 106; 107; 110; 72; 74; 
88 

96 13.8 

0.01 0.10 91; 93; 105; 95; 96; 96; 100; 
104; 99; 100; 104 98 4.8 

5 
86; 91; 92; 96; 97; 98; 95; 
95; 95; 96; 97; 96; 98; 98 

95 3.5 

Overall Recovery (n = 39) 96 8.8 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-desthio, determined as JAU 6476-desthio and calculated as JAU 6476-desthio a covers rest of plant 
 
Table 6.3.1- 69: 10-2156: Concurrent recoveries for the determination of prothioconazole-alpha-hydroxy-

desthio in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-
alpha-
hydroxy-
desthio 

green 
material 

0.01 78; 106; 106 97 16.7 

0.01 
0.10 109; 116; 120; 94; 108 109 9.1 
0.80 117; 119 118 c - 
Overall Recovery (n = 10) 107 12.1 

straw a 

0.01 117; 119; 113 116 c 2.6 

0.01 
0.10 112; 119; 103 111 c 7.2 
0.80 118 - - 
Overall Recovery (n = 7) 114 c 5.0 

grain b 
0.01 78; 81; 84 81 3.7 

0.01 0.10 86; 102; 116 101 14.8 
Overall Recovery (n = 6) 91 16.2 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-alpha-hydroxy-desthio, determined as JAU 6476-alpha-hydroxy-desthio and calculated as JAU 6476-
desthio.  a covers rest of plant b covers ear c Accepted by study director because of good repeatability. Recoveries per 
fortification level and overall are close to guideline requirements. 
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Table 6.3.1- 70: 10-2156: Concurrent recoveries for the determination of prothioconazole-3-hydroxy-desthio 
in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-3-
hydroxy-
desthio 

green 
material 

0.01 62; 86; 110 86 27.9 c 

0.01 
0.10 99; 118; 120; 90; 107 107 11.9 
0.80 116; 118 117 d - 
Overall Recovery (n = 10) 103 18.2 

straw a 

0.01 105; 112; 108 108 3.2 

0.01 
0.10 111; 119; 113 114 d 3.6 
0.80 114 - - 
Overall Recovery (n = 7) 112 d 4.0 

grain b 
0.01 94; 95; 99 96 2.8 

0.01 0.10 97; 115; 115 109 9.5 
Overall Recovery (n = 6) 103 9.6 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-3-hydroxy-desthio, determined as JAU 6476-3-hydroxy-desthio and calculated as JAU 6476-desthio.  
a covers rest of plant b covers ear c accepted because recoveries per fortification level and overall are close to guideline 
requirements. d Accepted by study director because of good repeatability. 
 
Table 6.3.1- 71: 10-2156: Concurrent recoveries for the determination of prothioconazole-4-hydroxy-desthio 

in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-4-
hydroxy-
desthio 

green 
material 

0.01 63; 65; 89 72 20.0 

0.01 
0.10 89; 94; 97; 76; 89 89 9.0 
0.80 89; 93 91 - 
Overall Recovery (n = 10) 84 14.3 

straw a 

0.01 91; 113; 116 107 12.8 

0.01 
0.10 91; 94; 91 92 1.9 
0.80 99 - - 
Overall Recovery (n = 7) 99 10.9 

grain b 
0.01 80; 80; 84 81 2.8 

0.01 0.10 80; 96; 110 95 15.7 
Overall Recovery (n = 6) 88 13.9 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-4-hydroxy-desthio, determined as JAU 6476-4-hydroxy-desthio and calculated as JAU 6476-desthio.  
a covers rest of plant b covers ear. 
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Table 6.3.1- 72: 10-2156: Concurrent recoveries for the determination of prothioconazole-5-hydroxy-desthio 
in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-5-
hydroxy-
desthio 

green 
material 

0.01 62; 65; 98 75 26.6 c 

0.01 
0.10 89; 91; 107, 75; 94 91 12.6 
0.80 94; 98 96 - 
Overall Recovery (n = 10) 87 17.1 

strawa 

0.01 94; 115; 101 103 10.3 

0.01 
0.10 93; 99; 92 95 4.0 
0.80 101 - - 
Overall Recovery (n = 7) 99 7.9 

grainb 
0.01 80; 83; 85 83 3.0 

0.01 0.10 81; 98; 119 99 19.2 
Overall Recovery (n = 6) 91 16.7 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-5-hydroxy-desthio, determined as JAU 6476-5-hydroxy-desthio and calculated as JAU 6476-desthio.  
a covers rest of plant b covers ear. c accepted because recoveries per fortification level and overall are close to guideline 
requirements. 
 
Table 6.3.1- 73: 10-2156: Concurrent recoveries for the determination of prothioconazole-6-hydroxy-desthio 

in wheat  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-6-
hydroxy-
desthio 

green 
material 

0.01 68; 79; 86 78 11.7 

0.01 
0.10 81; 84; 84; 75; 79 81 4.7 
0.80 80; 83 82 - 
Overall Recovery (n = 10) 80 6.6 

strawa 

0.01 82; 96; 91 90 7.9 

0.01 
0.10 85; 90; 102 92 9.5 
0.80 90 - - 
Overall Recovery (n = 7) 91 7.3 

grainb 
0.01 74; 79; 80 78 4.1 

0.01 0.10 73; 88; 105 89 18.1 
Overall Recovery (n = 6) 83 14.4 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-6-hydroxy-desthio, determined as JAU 6476-6-hydroxy-desthio and calculated as JAU 6476-desthio.  
a covers rest of plant b covers ear. 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 74. 
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Table 6.3.1- 74: Residues of prothioconazole-desthio in/on wheat applied with fluoxastrobin & prothioconazole EC 150 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydrox
y-
desthio 

Total 
residue 
calc.* 

10-2156 
10-2156-06 
GLP: yes 
2010 

 

Wheat, 
winter 
Poison 

 

Portugal 
9゛
q9pg`8 
Pjcez゛ö 
e1 )0klヶ
cz 
Europe, 
South 

 

150 
EC 

2 0.20  
  
  
  
  

 

0.050  
  
  
  

  

69 green 
material 

0(1) 
0 
7 

14 
21 

0.62 
2.9 
1.3 
1.0 
0.96 

0.10 
0.14 
0.33 
0.28 
0.43 

0.08 
0.12 
0.18 
0.19 
0.25 

0.06 
0.10 
0.16 
0.15 
0.20 

0.05 
0.10 
0.16 
0.14 
0.19 

<0.01 
0.02 
0.02 
0.02 
0.03 

0.92 
3.4 
2.2 
1.8 
2.1 

ear 28 0.23 0.12 0.06 0.04 0.03 <0.01 0.49 
rest of plant 28 1.0 0.13 0.23 0.16 0.14 0.02 1.7 
grain 48 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 
straw 48 1.7 0.33 0.43 0.37 0.27 0.07 3.2 

10-2156 
10-2156-07 
GLP: yes 
2010 
 

Wheat, 
winter 
Yecora 
 

Greece 
uvg§3 
LbcJt6$6J
?tjE゚urope, 
South 
 

150 
EC 

2 0.20  
  
  
 

0.067  
  
  

69 green 
material 

0(1) 
0 
7 
14 
28 

0.86 
1.7 
1.4 
1.3 
0.86 

0.35 
0.28 
0.69 
0.43 
0.39 

0.09 
0.08 
0.18 
0.12 
0.10 

0.14 
0.13 
0.38 
0.18 
0.29 

0.05 
0.04 
0.11 
0.07 
0.07 

<0.01 
<0.01 
0.03 
0.01 
0.02 

1.5 
2.2 
2.8 
2.1 
1.7 

grain 35 0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.06 

straw 35 1.1 0.66 0.29 0.77 0.15 0.03 3.0 
(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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Table 6.3.1-74 (Cont’d):  Residues of prothioconazole-desthio in/on wheat applied with fluoxastrobin & prothioconazole EC 150 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydrox
y-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

10-2156 
10-2156-03 
GLP: yes 
2010 

 

Wheat, 
durum 
Perseo 

 

Italy 
y2xog 
Poän/e:8c? r
さfZE゚urope, 
South 

 

150 
EC 

2 0.20  
  
  

 

0.067  
  

  

69 green 
material 

0(1) 
0 
7 
14 
28 

0.60 
2.6 
1.9 
1.1 

0.99 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.06 
0.06 
0.10 
0.13 
0.14 

0.04 
0.03 
0.06 
0.07 
0.07 

0.09 
0.08 
0.12 
0.14 
0.12 

<0.01 
<0.01 
0.01 
0.02 
0.03 

0.81 
2.8 
2.2 
1.5 
1.4 

grain 35 
42 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 35 
42 

1.6 
2.3 

0.02 
0.03 

0.34 
0.35 

0.19 
0.19 

0.41 
0.38 

0.09 
0.10 

2.7 
3.4 

10-2156 
10-2156-04 
GLP: yes 
2010 

 

Wheat, 
durum 
Saragolla 

 

Italy 
08$3v zitt1
ゕ?Jlvez 
Europe, 
South 

 

150 
EC 

2 0.20  
  
  

 

0.067  
  

  

69 green 
material 

0(1) 
0 

0.58 
1.7 

<0.01 
<0.01 

0.05 
0.06 

0.03 
0.04 

0.05 
0.06 

<0.01 
<0.01 

0.73 
1.9 

grain 35 
44 

0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

0.06 
<0.06 

straw 35 
44 

1.8 
1.2 

0.03 
0.02 

0.32 
0.22 

0.18 
0.12 

0.29 
0.23 

0.07 
0.05 

2.7 
1.8 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
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Table 6.3.1-74 (Cont’d):  Residues of prothioconazole-desthio in/on wheat applied with fluoxastrobin & prothioconazole EC 150 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydrox
y-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

10-2156 
10-2156-05 
GLP: yes 
2010 

Wheat, 
winter 
Aubusson 

 

France 
uq69ö 
Gtjäü5yag 
Europe, 
South 

 

150 
EC 

2 0.20  
 

0.067  
  

  

69 green 
material 

0(1) 
0 

0.09 
0.93 

0.03 
0.03 

0.05 
0.07 

0.03 
0.05 

0.03 
0.05 

0.01 
0.02 

0.24 
1.2 

grain 34 
53 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 34 
53 

0.10 
0.22 

0.08 
0.08 

0.35 
0.32 

0.22 
0.21 

0.22 
0.19 

0.03 
<0.01 

1.0 
1.0 

10-2156 
10-2156-01 
GLP: yes 
2010 

 

Wheat 
Pescadou 

 

France 
g1_5$ Zc 
09R1)0ä 
Europe, 
South 

 

150 
EC 

2 0.20  
 

0.067  
  

  

69 green 
material 

0(1) 
0 
7 
14 
27 

0.48 /0.10** 
2.0 
0.97 
0.43 
0.23 

0.02 
0.02 
0.01 
0.02 
0.01 

0.08/0.02** 
0.08 
0.06 
0.10 
0.08 

0.06/0.02** 
0.07 
0.05 
0.09 
0.08 

0.11/0.03** 
0.11 
0.08 
0.12 
0.08 

0.01 
0.01 
0.01 
0.02 
0.01 

0.76 
2.3 
1.2 
0.78 
0.49 

grain 34 
41 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 34 
41 

1.0/0.10** 
1.6/0.12** 

0.07 
0.08 

0.38/0.07** 
0.37/0.07** 

0.32/0.04** 
0.32/0.04** 

0.36/0.06** 
0.33/0.07** 

0.09/0.01** 
0.08/0.01** 

2.2 
2.8 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. **: residue in control 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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Table 6.3.1-74 (Cont’d):  Residues of prothioconazole-desthio in/on wheat applied with fluoxastrobin & prothioconazole EC 150 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 

DAL
T 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy
-desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

10-2156 
10-2156-02 
GLP: yes 
2010 

Wheat 
Nogal 

 

Spain 
3__ö7 ロj
゜tt7 
b´2fV゛z 
Europe, 
South 

150 
EC 

2 0.20  
  
  

 

0.050-
0.067  
  

  

71 green 
material 

0(1) 
0 

0.12 
1.9 

0.05 
0.05 

0.03 
0.03 

0.03 
0.04 

0.02 
0.02 

<0.01 
<0.01 

0.26 
2.1 

grain 35 
43 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 35 
43 

0.85 
0.84 

0.37 
0.35 

0.29 
0.27 

0.26 
0.24 

0.15 
0.14 

0.03 
0.03 

2.0 
1.9 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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In the 7 trials conducted in 2010 (report 10-2156), residues of prothioconazole-desthio ranged between 
<0.01 mg/kg and 0.01 mg/kg. Residues of prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and 
prothioconazole-alpha-hydroxy-desthio in wheat grain at harvest were  <0.01 mg/kg. In grain at harvest, 
the total residue ranged between  <0.06 mg/kg and 0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.22 mg/kg and 2.3 mg/kg for prothioconazole-desthio 
• between 0.02 mg/kg and 0.66 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.22 mg/kg and 0.43 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.12 mg/kg and 0.77 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.15 mg/kg and 0.38 mg/kg for prothioconazole-5-hydroxy-desthio 
• between <0.01 mg/kg and 0.10 mg/kg for prothioconazole-6-hydroxy-desthio 
• between 1.0 mg/kg and 3.4 mg/kg for the total residue. 

 
 
Conclusion 
 
Two wheat residue trials were conducted with fluoxastrobin & prothioconazole EC 150 in southern 
Europe. The product application corresponded to a prothioconazole rate of 2x200 g a.s./ha. Residues of 
prothioconazole-desthio ranged between <0.01 mg/kg and 0.01 mg/kg. Residues of prothioconazole-3-
hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, 
prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio in wheat grain at 
harvest were  < 0.01 mg/kg. In grain at harvest, the total residue ranged between  <0.06 mg/kg and 0.06 
mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.22 mg/kg and 2.3 mg/kg for prothioconazole-desthio 
• between 0.02 mg/kg and 0.66 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.22 mg/kg and 0.43 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.12 mg/kg and 0.77 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.15 mg/kg and 0.38 mg/kg for prothioconazole-5-hydroxy-desthio 
• between <0.01 mg/kg and 0.10 mg/kg for prothioconazole-6-hydroxy-desthio 
• between 1.0 mg/kg and 3.4 mg/kg for the total residue. 

 
 
 
Report: KCA 6.3.1/25; >zpg:doaö. ゕ,; R:e゜v.?: B,; 6Jiダ??f. S,; B7.ü/ =,; 2011; M-

414694-01-1 
Title: Determination of the residues of BYF 00587, HEC 5725 and prothioconazole in/on 

wheat after spray application of bixafen & fluoxastrobin & prothioconazole EC 190 in 
the field in France (South) and Portugal 

Report No.: 10-2207 
Document No.: M-414694-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 152 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

Materials and Methods 
 
In the vegetation period of 2010, a set of 2 residue trials on wheat was conducted in southern  Europe. 
The trials were located in southern France and Portugal. 
In each trial, wheat was treated twice at a product rate of 1.75 L/ha bixafen & fluoxastrobin & 
prothioconazole EC 190 corresponding to 0.175 kg a.s./ha of prothioconazole. The water rate was 300 
L/ha. The spray interval was 14-21 days. The treatments were carried out at the growth stages BBCH 
45 or 57 and BBCH 69 (end of flowering). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application, 
- at a pre-harvest interval of 35 days after the final treatment (one trial), at maturity (BBCH 89), 38-63 
after the last application. 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
Residues of  prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-
5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio 
were determined according to method 00979/M001 with a limit of quantitation of 0.01 mg/kg for grain, 
green material and straw (cf. KCA 4.1.2). 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in wheat samples from the supplementary 
residue field trials are presented in Table 6.3.1- 75. 
Table 6.3.1- 75: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

wheat 

prothioconazole-desthio 
grain 260 8.7 

10-2207 
M-414694-01-1 

green material 323 10.8 
straw 260 8.7 

prothioconazole-alpha-
hydroxy-desthio 
prothioconazole-3-
hydroxy-desthio 
prothioconazole-4-
hydroxy-desthio 
prothioconazole-5-
hydroxy-desthio 
prothioconazole-6-
hydroxy-desthio 

grain 291 9.7 

green material 354 11.8 

straw 291 9.7 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
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Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and 
prothioconazole-alpha-hydroxy-desthio above 30% of the LOQ was found in the control samples except 
for prothioconazole-desthio in green material where the residues were at 0.01 mg/kg at day0 before the 
last application. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110% except for prothioconazole-desthio in green material at the LOQ level 
(112%) and for prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio and prothioconazole-6-
hydroxy-desthio in straw at 0.50 mg/kg (68%, 69% and 68% respectively).. The single and overall mean 
recoveries are shown in Table 6.3.1- 76 to Table 6.3.1- 81. All results of the method validation are in 
accordance with the general requirements for residue analytical methods, therefore the method was 
validated successfully. 
 
Table 6.3.1- 76: 10-2207: Concurrent recoveries for the determination of prothioconazole-desthio in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* 
RSD [%] LOQ 

[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain 

0.01 108 - - 
0.01 
 

2.5 86 ; 99 93 - 
Overall Recovery (n = 3) 98 11.3 

Cereal 
green 
material 

0.01 108; 108; 116; 111; 117 112a 3.8 

0.01 
0.10 97 - - 
2.0 84; 104 94 - 
2.5 92; 95; 94; 89 93 2.9 
Overall Recovery (n = 12) 101 10.7 

Cereal 
straw 

2.5 73 - - 
0.01 

Overall Recovery (n = 1) 73 - 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-desthio, determined as JAU 6476-desthio and calculated as JAU 6476-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises wheat and wheat.  
aThis value was accepted dueto a RSD below 20% and an overall mean in the range of 70-110%. 
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Table 6.3.1- 77: 10-2207: Concurrent recoveries for the determination of prothioconazole-alpha-hydroxy-
desthio in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-
alpha-
hydroxy-
desthio 

Cereal 
grain 

0.01 
89; 90; 118; 120; 89;  
89; 94; 100; 95; 96 

98 11.9 
0.01 

0.50 89; 98; 89; 95 93 4.9 
Overall Recovery (n = 14) 97 10.6 

Cereal 
green 
material 

0.01 
80; 99; 104; 99; 104; 93; 98;  
100; 102; 85; 85; 91; 92 

95 8.2 

0.01 
0.50 101; 95; 100; 101; 83; 85 94 8.7 
Overall Recovery (n = 19) 95 8.1 

Cereal 
straw 

0.01 77; 79; 88; 97; 81; 84 84 8.7 
0.01 0.50 72; 71; 88; 78; 92 80 11.8 

Overall Recovery (n = 11) 82 9.9 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-alpha-hydroxy-desthio, determined as JAU 6476-alpha-hydroxy-desthio and calculated as JAU 6476-
desthio. *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. Cereal 
summarises wheat and wheat ** : mean of double injection 
 
Table 6.3.1- 78: 10-2207: Concurrent recoveries for the determination of prothioconazole-3-hydroxy-desthio 

in cereal 

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-3-
hydroxy-
desthio 

Cereal 
grain 

0.01 
73; 82; 109; 113; 85;  
88; 89; 90; 88; 94 

91 13.1 
0.01 

0.50 83; 93; 78; 81 84 7.8 
Overall Recovery (n =14) 89 12.3 

Cereal 
green 
material 

0.01 70; 90; 101; 91; 103; 91; 94; 94;  
94; 70; 71; 75; 77 86 13.8 

0.01 0.50 85; 82; 98; 104; 70; 74 86 15.5 
Overall Recovery (n =19) 86 14.0 

Cereal 
straw 

0.01 80; 80; 83; 86; 98; 107 89 12.4 
0.01 0.50 62; 63; 81; 67; 76 70 12.0 

Overall Recovery (n =11) 80 17.2 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-3-hydroxy-desthio, determined as prothioconazole-3-hydroxy-desthio and calculated as 
prothioconazole-desthio *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 
10-2207. Cereal summarises wheat and wheat ** : mean of double injection 
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Table 6.3.1- 79: 10-2207: Concurrent recoveries for the determination of prothioconazole-4-hydroxy-desthio 
in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-4-
hydroxy-
desthio 

Cereal 
grain 

0.01 
65; 72; 99; 105; 60;  
67; 68; 70; 71; 73 

75 19.7 
0.01 

0.50 87; 95; 72; 76 83 12.7 
Overall Recovery (n = 14) 77 17.8 

Cereal 
green 
material 

0.01 
68; 80; 99; 79; 83; 65; 66;  
73; 74; 63; 64; 74; 76 

74 13.3 
0.01 

0.50 88; 84; 95; 102; 71 ;75 86 13.7 
Overall Recovery (n = 19) 78 14.9 

Cereal 
straw 

0.01 67; 64; 67; 77; 77; 81 72 9.7 
0.01 0.50 67; 62; 79; 62; 70 68*** 10.3 

Overall Recovery (n = 11) 70 10.0 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-4-hydroxy-desthio, determined as prothioconazole-4-hydroxy-desthio and calculated as 
prothioconazole-desthio *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 
10-2207. Cereal summarises wheat and wheat ** : mean of double injection *** : This value was accepted due to a RSD below 
20% and an overall mean value in the range of 70-110% 
 
Table 6.3.1- 80: 10-2207: Concurrent recoveries for the determination of prothioconazole-5-hydroxy-desthio 

in cereal 

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-5-
hydroxy-
desthio 

Cereal 
grain 

0.01 
74; 77; 108; 108; 75; 
 83; 86; 88; 78; 86 

86 14.4 
0.01 

0.50 80;86;83;83 83 3.0 
Overall Recovery (n = 14) 85 12.3 

Cereal 
green 
material 

0.01 73; 93; 99; 95; 95; 76; 77; 78; 82; 
72; 73; 78; 79 82 11.7 

0.01 0.50 90; 85; 92; 98; 70; 73 85 13.1 
Overall Recovery (n = 19) 83 11.9 

Cereal 
straw 

0.01 80; 71; 79; 84; 78; 88 80 7.2 
0.01 0.50 62; 64; 80; 66; 75 69*** 11.1 

Overall Recovery (n = 11) 75 11.2 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-5-hydroxy-desthio, determined as prothioconazole-5-hydroxy-desthio and calculated as 
prothioconazole-desthio *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 
10-2207. Cereal summarises wheat and wheat ** : mean of double injection *** : This value was accepted due to a RSD below 
20% and an overall mean value in the range of 70-110% 
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Table 6.3.1- 81: 10-2207: Concurrent recoveries for the determination of prothioconazole-6-hydroxy-desthio 
in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-6-
hydroxy-
desthio 

Cereal 
grain 

0.01 
69; 75; 99; 101; 94;  
96; 97; 100; 93; 97 

92 11.9 
0.01 

0.50 79;84;79;82 81 3.0 
Overall Recovery (n = 14) 89 11.9 

Cereal 
green 
material 

0.01 73; 102; 103; 92; 99; 87; 93; 95; 
99; 69; 75; 77; 77 88 13.8 

0.01 0.50 79; 75; 89; 91; 70; 79 81 10.1 
Overall Recovery (n = 19) 85 13.2 

Cereal 
straw 

0.01 82; 74; 75; 78; 75; 82 78 4.7 
0.01 0.50 68; 68; 80; 60; 62 68*** 11.5 

Overall Recovery (n = 11) 73 10.5 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-6-hydroxy-desthio, determined as prothioconazole-6-hydroxy-desthio and calculated as 
prothioconazole-desthio *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 
10-2207. Cereal summarises wheat and wheat ** : mean of double injection *** : This value was accepted due to a RSD below 
20% and an overall mean value in the range of 70-110% 
 
- Residue results: 
The residue results are summarised in Table 6.3.1- 82. 
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Table 6.3.1- 82: Residues of prothioconazole-desthio in/on wheat applied with Bixafen & Fluoxastrobin & Prothioconazole EC 190 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

10-2207 
10-2207-01 

GLP: yes 
2010 

 

Wheat 
Cezanne 

 

France 
*・1_h 
Yod!zä8cü 
*q ゜6y/:5 
Europe, 
South 

190 
EC 

2 0.175  
  
  
 

0.0583  
  
  

69 green 
material 

0(1) 

0 
0.80/0.01** 

2.0 
0.07 
0.07 

0.12 
0.12 

0.10 
0.11 

0.09 
0.09 

0.02 
0.02 

1.2 
2.4 

grain 35 
38 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 35 
38 

0.41 
0.40 

0.25 
0.18 

0.45 
0.40 

0.34 
0.30 

0.25 
0.20 

0.06 
0.05 

1.8 
1.5 

10-2207 
10-2207-02 

GLP: yes 
2010 

Wheat 
Jordao 

 

Portugal 
öh3_ eKi? 
z2 eä6JB3i 

Europe, 
South 

190 
EC 

2 0.175  
  
  
 

0.0583  
  
  

69 green 
material 

0(1) 
0 

0.02 
1.2 

0.01 
0.02 

0.04 
0.04 

0.03 
0.04 

0.02 
0.03 

<0.01 
<0.01 

0.13 
1.3 

grain 63 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 
straw 63 0.37 0.21 0.25 0.26 0.15 0.03 1.3 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. ** residue in control 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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In the 2 trials conducted in 2010 (report 10-2207), residues of prothioconazole-desthio, prothioconazole-
3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, 
prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio in wheat grain at 
harvest were  < 0.01 mg/kg. In grain at harvest, the total residue was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.37 mg/kg and 0.41 mg/kg for prothioconazole-desthio 
• between 0.18 mg/kg and 0.25 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.25 mg/kg and 0.45 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.26 mg/kg and 0.34 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.15 mg/kg and 0.25 mg/kg for prothioconazole-5-hydroxy-desthio 
• between 0.03 mg/kg and 0.06 mg/kg for prothioconazole-6-hydroxy-desthio 
• between 1.27 mg/kg and 1.76 mg/kg for the total residue. 

 
 
Conclusion 
 
Two wheat residue trials were conducted with Bixafen & Fluoxastrobin & Prothioconazole EC 190 in 
southern Europe. The product application corresponded to a prothioconazole rate of 2x175 g a.s./ha.  
Residues of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-
desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-
alpha-hydroxy-desthio in wheat grain at harvest were  < 0.01 mg/kg. In grain at harvest, the total residue 
was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.37 mg/kg and 0.41 mg/kg for prothioconazole-desthio 
• between 0.18 mg/kg and 0.25 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.25 mg/kg and 0.45 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.26 mg/kg and 0.34 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.15 mg/kg and 0.25 mg/kg for prothioconazole-5-hydroxy-desthio 
• between 0.03 mg/kg and 0.06 mg/kg for prothioconazole-6-hydroxy-desthio 
• between 1.27 mg/kg and 1.76 mg/kg for the total residue. 

 
 
Overall conclusion of the wheat trials 
 
A total of 60 wheat trials were performed in Europe, supporting the representative GAP. An overall 
summary of the obtained residues in feed and food items is presented in the table below. 
When two sets of values were obtained from one given trial (at a 35-d PHI and at a later date), the values 
obtained at maturity (BBCH89 or later) was taken. 
Table 6.3.1- 83 summarises the values for prothioconazole-desthio and Table 6.3.1- 84 summarises 
the values for the calculated “total residue” for prothioconazole, i.e. the sum of prothioconazole-desthio 
and its hydroxylated metabolites when they were all determined (i.e. for 7 trials in northern Europe and 
9 trials in southern Europe). Finally,  Table 6.3.1- 85 summarises the values for the hydroxylated 
metabolites of prothioconazole-desthio (when they were measured, i.e. for 7 trials in northern Europe 
and 9 trials in southern Europe).  
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Table 6.3.1- 83:  Summary of residue data from wheat trials with prothioconazole: prothioconazole-desthio  

Com-
modity Region No. of 

trials 

Values (mg/kg) 
Residue level of 
 prothioconazole-desthio  

Maximum 
(HR) STMR 

Wheat, 
grain 

N-EU 33 32x <0.01; 0.02 0.02 <0.01 

S-EU 27 25x <0.01; 2x0.01 0.01 <0.01 

Wheat, 
straw 

N-EU 33 

0.02; 3x0.03; 0.038; 2x0.04; 3x0.05; 
4x0.06; 2x0.07; 0.08; 2x0.09; 0.10; 2x0.11; 
0.12; 2x0.14; 0.19; 0.20; 0.22; 0.29; 0.61; 
0.65; 0.79; 0.92 

0.92 0.08 

S-EU 27 
0.05; 0.10; 0.18; 3x0.22; 2x0.27; 0.30; 0.36; 
0.37; 0.40; 0.62; 0.67; 0.72; 0.73; 0.75; 
0.85; 1.1; 3x1.2, 2x1.6; 1.7; 1.9; 2.3 

2.3 0.67 

N-EU = northern Europe; S-EU = southern Europe 
 
 
Important note: in EFSA’s reasoned opinion on the review of the existing MRLs for prothioconazole 
according to Article 12 of Regulation (EC) N° 396/2005 (EFSA Journal 2014; 12(5):3689), a Highest 
Residue (HR) of 2.4 mg/kg is reported for wheat straw in southern Europe. This value was not 
considered in this Annex I Renewal dossier, as it corresponds to a trial (RA-23237/06-0455/6)  
performed at much more critical GAP than the representative GAP supported in this dossier. Indeed the 
trial was performed with 3 applications of Bixafen & prothioconazole EC 225 (containing 150 g/L 
prothioconazole) at the rates of 1.25 L product/ha corresponding to 3 x 0.188  kg/ha prothioconazole. 
 
 
Table 6.3.1- 84:  Summary of residue data from wheat trials with prothioconazole: total residue (sum of the 6 

analytes) 

Com-
modity Region No. of 

trials 

Values (mg/kg) 

Calculated sum of prothioconazole-
desthio and its hydroxy metabolites  

Maximum 
(HR) STMR 

Wheat, 
grain 

N-EU 7 7x<0.06 0.06 0.06 

S-EU 9 8x<0.06, 0.06 0.06 0.06 

Wheat, 
straw 

N-EU 7 0.17; 0.54; 0.66; 0.91; 1.3; 1.4; 2.6 2.6 0.91 

S-EU 9 1.0; 1.3; 1.5; 1.8; 2.0; 2.8; 3.0; 3.2; 3.4 3.4 2.0 

N-EU = northern Europe; S-EU = southern Europe 
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Table 6.3.1- 85:  Summary of residue data from wheat trials with prothioconazole: hydroxy metabolites 

Com-
modity Region n Analyte 

Values for the hydroxy metabolites 

Residue level(mg/kg) Maximum 
(HR) STMR 

Wheat, 
grain 

N-EU 7 

alpha-hydroxy-
PTZ-DT 7x<0.01 <0.01 <0.01 

3-hydroxy-PTZ-
DT 7x<0.01 <0.01 <0.01 

4-hydroxy-PTZ-
DT 7x<0.01 <0.01 <0.01 

5-hydroxy-PTZ-
DT 7x<0.01 <0.01 <0.01 

6-hydroxy-PTZ-
DT 7x<0.01 <0.01 <0.01 

S-EU 9 

alpha-hydroxy-
PTZ-DT 9x<0.01 <0.01 <0.01 

3-hydroxy-PTZ-
DT 9x<0.01 <0.01 <0.01 

4-hydroxy-PTZ-
DT 9x<0.01 <0.01 <0.01 

5-hydroxy-PTZ-
DT 9x<0.01 <0.01 <0.01 

6-hydroxy-PTZ-
DT 9x<0.01 <0.01 <0.01 

Wheat, 
straw 

N-EU 7 

alpha-hydroxy-
PTZ-DT 

0.014; 0.02; 0.052; 0.10; 0.17; 
0.30; 0.31 0.31 0.10 

3-hydroxy-PTZ-
DT 

0.035; 0.11; 0.12; 0.18; 0.22; 
0.34; 0.64 0.64 0.18 

4-hydroxy-PTZ-
DT 

0.035; 0.091; 0.12; 2x0.15; 0.27; 
0.42 0.42 0.15 

5-hydroxy-PTZ-
DT 

0.031; 0.11; 0.13; 0.15; 0.26; 
0.28; 0.30 0.30 0.15 

6-hydroxy-PTZ-
DT 

<0.01; 0.017; 0.029; 2x0.04; 
0.053; 0.055 0.055 0.04 

S-EU 9 

alpha-hydroxy-
PTZ-DT 

0.02; 0.03; 2x0.08; 0.18; 0.21; 
0.33; 0.37; 0.66 0.66 0.18 

3-hydroxy-PTZ-
DT 

0.22; 0.25; 2x0.29; 0.32; 0.35; 
0.37; 0.40; 0.43 0.43 0.32 

4-hydroxy-PTZ-
DT 

0.12; 0.19; 0.21; 2x0.26; 0.30; 
0.32; 0.37; 0.77 0.77 0.26 

5-hydroxy-PTZ-
DT 

3x0.15; 0.19; 0.20; 0.23; 0.27; 
0.33; 0.38 0.38 0.20 

6-hydroxy-PTZ-
DT 

<0.01;3x0.03; 2x0.05; 0.07; 
0.08; 0.10 0.10 0.05 

N-EU = northern Europe; S-EU = southern Europe. PTZ-DT: prothioconazole-desthio  
 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 161 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

CA 6.3.2  Barley 

The barley uses and GAPs supported for this AIR dossier are summarised in Table 6.3.2-1 and Table 
6.3.2-2. 
 
Foliar use (Bixafen + Prothioconazole EC 225 (75 + 150 g/L)) Aviator 
 
Table 6.3.2-1: Summary of the critical GAP for the representative foliar  uses for prothioconazole* 

Crop Region FT** 
F, 
G, 
I*** 

Timing of 
application 

Max. 
n° of 
applic. 

Minimum 
Application interval 
[days] 

Maximum 
application rate 
[g a.s./ha] 

PHI 
[days] 

Barley, 
Oat 

EU-N 
EU-S 

EC225 F Up to BBCH 
61 2 14 150 † 

EU-S = Southern Europe EU-N = northern Europe 
* justification of the critical GAP for each crop (all zones) applied for is provided in documents D1 and D2. 
** FormulationType EC225 = EC formulation containing 75 g/L bixafen and 150 g/L prothioconazole. 
*** F Field; G Greenhouse; I Indoor  †As the application in cereals is driven purely by growth stage, no PHI is necessary.   
 
Seed treatment use (Prothioconazole FS 100 (100 g/L)) Redigo  
 
Table 6.3.2-2: Summary of the critical GAP for the representative seed treatment  uses for prothioconazole* 

Crop Region FT** F, G,  
I*** 

Mode of 
application 

n° of 
applic. 

Maximum application rate  
PHI [g a.s./dt seeds] [g a.s./ha] 

Barley, 
Oat 

EU-N  
EU-S FS100 F Seed treatement 1 PTZ: 10.0 PTZ: 18.0a † 

EU-S = Southern Europe EU-N = northern Europe 
* justification of the critical GAP for each crop (all zones) applied for is provided in documents D1 and D2. 
** FormulationType  FS100 Seed treatment formulation containing 100 g/L prothioconazole 
*** F Field; G Greenhouse; I Indoor  †As the application in cereals is driven purely by growth stage, no PHI is necessary.   
a Based on a seeding rate of 180 kg seed/ha  
 
 

According to EU guidance document SANCO 7525/VI/95-rev.9 of March 2011 (“Guidelines on 
comparability, extrapolation, group tolerances and data requirements for setting MRLs”) the data 
obtained from trials conducted on barley can be extrapolated to oat. 
 
The current EU MRL for barley (0.3 mg/kg) will be replaced by an MRL of 0.2 mg/kg in spring 2016 
following the review of the existing MRLs for prothioconazole according to Article 12 of Regulation 
(EC) N° 396/2005. Please refer to Regulation (EU) 843/2013 as well as draft Regulation SANCO 
11481/2014. The current EU MRL for oat is 0.05 mg/kg. 
 
Summary of the trials from the Annex I: 
 
The residue trials on barley that have already been evaluated during the EU review of prothioconazole 
are summarised in Table 6.3.2-3. Since these residue reports have been previously evaluated by the RMS 
UK (refer to Draft Assessment Report, Annex B.7.6.1, Table B.7.15) They are only presented for 
reference purposes. The critical supported GAP consisted in one seed treatment application with 15 g 
a.s./dt seed followed by 2 sprayings at rate of 200 g a.s./ha with last treatment performed at BBCH 
growth stage 61 at the latest. 
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Table 6.3.2-3: Number of residue trials conducted per geographical region and vegetation period  

Crop GAP Region  Formu-
lation* 

Number of Trials 
Report No. Dossier 

Reference Vegetation period 
Total 

1998 1999 2000 
Annex II data – seed treatment plus foliar 

Barley, 
spring 

ST 15 g a.s./dt 
and 
SPI 2 x 200 g a.s./ha N-EU 

FS 200 
and 
250 EC 

5 - - 
10 

RA-2150/98 
RA-2140/98 

KCA 
6.3.2.1.3 

Barley, 
spring SPI 2 x 200 g a.s./ha 250 EC - - 5 RA-2101/00 

Barley, 
winter 

ST 15 g a.s./dt 
and 
SPI 2 x 200 g a.s./ha S-EU 

FS 200 
and 
250 EC 

1 - - 
8 

RA-2079/98 

Barley, 
winter SPI 2 x 200 g a.s./ha 250 EC 3 - 4 RA-2144/98 

RA-2103/00 
Annex II data – seed treatment use 
Cereal 
(wheat) ST 19.5-22 g/ha 

(15 g a.s./dt) 

N-EU FS 200 - 2 2 4 
RA-2010/99 
RA-2091/00 KCA 

6.3.2.1.1 Cereal 
(wheat) S-EU FS 200 - 2 2 4 

RA-2010/99 
RA-2090/00 

N-EU: northern Europe   S-EU: southern Europe    ST: seed treatment SPI: spray 
* FS 200: flowable concentrate formulations containing 200 g/L of prothioconazole 

250 EC: emulsifiable concentrate containing 250 g/L of prothioconazole 
  
Seed treatment + foliar use: 
 
With the Annex II dossier on Prothioconazole, complete residue data packages on barley were 
submitted. In northern and southern Europe, a total of 18 residue trials were carried out, in which the 
compound was either applied: 
- as seed dressing followed by two spray applications of ‘prothioconazole EC 250’ straight formulation 
at 200 g a.s/ha (6 trials) 
- as two spray applications of ‘prothioconazole EC 250’ at 200 g a.s/ha only (12 trials). 
 
The sprayings were conducted at growth stages 37-49 and 59-71 with the last treatment performed 35 
(36) days prior to harvest (recommended pre-harvest interval). It is demonstrated in Annex II, Section 
4, Point 6.3 that seed treatment has no effect on the residue levels determined at harvest. 
The GAP supported for barley in the Annex II dossier comprises seed treatment with 15 g a.s./dt 
followed by 2 sprayings at 200 g a.s/ha. This use pattern is considered to represent the EU critical GAP 
and can be used as a basis for setting the EU MRLs. 
 
For the Annex II data, the desired PHI was 35 days. If 35 days after application, the grain could not be 
separated, sample materials available at that time (ear and "rest of plant") were taken, and grain and 
straw were then sampled later at harvest maturity (growth stage 89). Also, if grain samples could be 
taken on day 35, but the commodity had not yet reached final harvest maturity, a second set of grain and 
straw samples was taken at harvest. 
 
For data gathering purposes the samples taken from these trials were analysed for prothioconazole-
desthio using methods 00598/M001 or 00647 with a limit of quantitation of 0.01 mg/kg for grain and 
0.05 mg/kg for cereal green material and straw. 
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No residues above the LOQ could be detected in any of the control samples.  
An overall summary of the obtained residues in feed and food items is presented in Table 6.3.2-4.  
 
Table 6.3.2-4: Overall summary of residue of prothioconazole-desthio in barley with foliar treatment or seed 

treatment followed by foliar 

Application 
Rate Region Com-

modity 
No. of 
trials 

Residue level of prothioconazole-desthio 
(mg/kg) 

Reference 
Minimum Maximum 

(HR) STMR 

2 x 200 g 
a.s./ha 
or seed 
treatment  
(15 g a.s./dt 
seed) 
followed by 
2 x 200 g 
a.s./ha 

PHI 35 days) 

N-EU 
Barley, 
grain 

9 < 0.01 < 0.01 < 0.01 

EFSA Scientific 
Report (2007) 106 

S-EU 8 < 0.01  0.02 0.01 

N-EU 
Barley, 
straw 

9 0.05 0.30 0.13 

S-EU 8 0.16 1.1 0.42 

N-EU = northern Europe; S-EU = southern Europe 
 
Seed treatment: 
 
For seed treatment in cereals, 8 trials in wheat (4 in northern Europe and 4 in Southern Europe) were 
carried out and evaluated during Annex I inclusion. The product was a flowable concentrate for seed 
treatment, containing 200 g/L JAU 6476. The seed was dressed at a rate of 75 mL product per 100 kg 
of seed, corresponding to 15 g JAU 6476 per 100 kg of seed. The actual dressing rate was determined 
with method 00598/M001 by taking seed samples after seed dressing prior to drilling. 
  
For data gathering purposes the samples taken from these trials were analysed for prothioconazole-
desthio using methods 00598/M001 or 00647 with a limit of quantitation of 0.01 mg/kg for grain and 
0.05 mg/kg for cereal green material and straw. 
 
No residues above the LOQ could be detected in any of the control samples.  
An overall summary of the obtained residues in feed and food items is presented in Table 6.3.2-5. 
 
Table 6.3.2-5: Overall summary of residue of prothioconazole-desthio in cereal seed treatment 

Application 
Rate Region Com-

modity 
No. of 
trials 

Residue level of prothioconazole-desthio 
(mg/kg) 

Reference 
Minimum Maximum 

(HR) STMR 

19.5-22 g/ha 
(15 g a.s./dt 
seed) 

 

N-EU 
and S-
EU 

Wheat , 
grain 8 < 0.01 < 0.01  0.01 

EFSA Scientific 
Report (2007) 106 Wheat, 

straw 8 < 0.05 < 0.05  0.05 

N-EU = northern Europe; S-EU = southern Europe 
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Supplementary trials 
 
Since the initial Annex I inclusion, a number of barley trials have been performed with prothioconazole 
in various formulations, including the representative formulation (Bixafen + Prothioconazole EC 225 
(75 + 150 g/L)) Aviator. All these trials are supporting the representative use pattern and are summarised 
below. For the sake of clarity and for the purpose of this Annex I renewal dossier, only results for 
prothioconazole residues are presented. 
In some trials, on top of the normal sampling performed at maturity (BBCH stage 89), an earlier 
sampling was also performed at a fixed PHI (pre harvest interval) of 35 days. Nevertheless, in this 
dossier for cereal, the supported use pattern is driven by growth stage, and no PHI is necessary (BBCH 
89). 
 
 
EU - northern region 
 
Table 6.3.2-6: Number of residue trials conducted per geographical region and vegetation period  

Year GAP Formulation 
N° of 
 trials 

Study number 
Report No. 

Dossier 
Reference 

Barley EU foliar spray residue trials – northern EU 

2000 
2 x 125 g a.s./ha 
BBCH 61 

EC200 (100 g/L fluoxastrobin, 100 
g/L prothioconazole) 4 RA-2013/00 

M-083920-01-1 KCA 6.3.2/07 

2002 
2 x 125 g a.s./ha 
BBCH 61 

EC250 (125 g/L tebuconazole 125 
g/L prothioconazole) 4 RA-2103/02 

M-086877-01-1 KCA 6.3.2/08 

2003 
2 x 150 g a.s./ha 
BBCH 61 

EC300 (75 g/L fluoxastrobin, 150 
g/L prothioconazole, 75 g/L 
trifloxystrobin) 

4 RA-2016/03 
M-001702-01-1 KCA 6.3.2/09 

2003 
2 x 175 g a.s./ha 
BBCH 61 

SC325 (175 g/L prothioconazole, 
150 g/L trifloxystrobin)  4 RA-2106/03 

M-060905-02-1 KCA 6.3.2/10 

2005 
2 x 125 g a.s./ha 
BBCH 61 

EC450 (100 g/L prothioconazole, 
250 g/L spiroxamine,  100 g/L 
tebuconazole) 

4 RA-2571/05 
M-272012-01-1 KCA 6.3.2/11 

2006 
2 x 150 g a.s./ha 
BBCH 61 

EC225 (75 g/L bixafen, 150 g/L 
prothioconazole) 4 RA-2328/06 

M-294779-02-1 KCA 6.3.2/12 

2007 
2 x 150 g a.s./ha 
BBCH 61 

EC225 (75 g/L bixafen, 150 g/L 
prothioconazole) 2 RA-2039/07 

M-298114-03-1 KCA 6.3.2/13 

2007 
2 x 150 g a.s./ha 
BBCH 61 

EC400 (50 g/L bixafen, 100 g/L 
prothioconazole, 250 g/L 
spiroxamine) 

4 RA-2042/07 
M-298147-01-1 KCA 6.3.2/14 

2010 
2 x 150 g a.s./ha 
BBCH 61 

EC190 (40 g/L bixafen, 
50 g/L fluoxastrobin and 100 g/L 
prothioconazole) 

2 10-2204 
M-414691-01-1 KCA 6.3.2/15 

2013 
2 x 125 g a.s./ha 
BBCH 61 

EC200 (100 g/L fluoxastrobin, 100 
g/L prothioconazole) 2 

13-2137 
M-501711-03-1 

KCA 6.3.2/16 

2013 
2 x 125 g a.s./ha 
BBCH 61 

EC200 (100 g/L fluoxastrobin, 100 
g/L prothioconazole) 2 

13-2158 
M-501503-01-1 

KCA 6.3.2/17 

TOTAL northern EU region 36  
 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 165 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

Report: KCA 6.3.2/07; Ü?j?だz・§.h N,; t?.Lu X,; 2001; M-083920-01-1 
Title: Determination of residues of HEC5725 & JAU6476-Desthio on winter barley 

following spray application of HEC5725 & JAU6476 200 EC in Sweden, France, 
Great Britain and Germany 

Report No.: RA-2013/00 
Document No.: M-083920-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
In the vegetation period of 1999/2000, a set of 4 residue trials was conducted in northern Europe. The 
trials were located in Sweden, northern France, Great Britain and Germany.  
 
In each trial, barley was treated twice at a product rate of 1.25 L/ha fluoxastrobin & prothioconazole EC 
200 corresponding to 0.125 kg a.s./ha of each mixing partner. The employed water rate was 300 L/ha in 
all trials. The spray interval ranged from 10 - 22 days. The time of application was: 
 
1. during the time when the flag leaf sheath of the barley plants was just visible until fully unrolled 
(BBCH 37 - 39), and  
2. at the beginning of flowering (BBCH 61) in 3 trials and at the end of flowering (BBCH 69) in one 
trial.  
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application; 
- at a pre-harvest interval of 35 (36) days  
- at harvest (BBCH 89): 47 - 71 days after the final treatment. 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-7. 
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Table 6.3.2-7: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 313 10.4 

RA-2013/00 
M-083920-01-1 

grain 257 8.6 
Rest of plant 313 10.4 
straw 257 8.6 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis.  
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples except 
for one trial where the residues were at 0.01 mg/kg in ear at day0 before the last application. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown Table 6.3.2-8. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.2-8: RA-2013/00: Concurrent recoveries and validation recoveries for the determination of 

prothioconazole-desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 102 ; 100 ; 103 102 1.5 

0.01 0.10 

103 ; 103 ; 102 ; 103 ; 102 ; 103 ; 
104 ; 103 ; 102 ; 103 ; 105 ; 104 ; 
115 ; 99 ; 103 ; 106 ; 102 ; 94 ; 102 
; 101 ; 101 

103 3.6 

Overall (n = 24) 103 3.4 

Prothio-
conazole-
desthio 

Rest of plant 

0.05 102 ; 107 ; 102 104 2.8 

0.05 0.50 
106 ; 103 ; 106 ; 103 ; 104 ; 104 ; 
104 ; 105 ; 103 ; 103 ; 103 ; 97 ; 
104 ; 115 ; 105 ; 102 ; 103 ; 99 

104 3.4 

Overall (n = 21) 104 3.3 

Prothio-
conazole-
desthio 

Straw 

0.05 94 ; 102 ; 96 97 4.3 

0.05 0.50 103 ; 104 ; 102 ; 102 ; 98 ; 100 ; 96 
; 103 101 2.7 

Overall (n = 11) 100 3.4 
Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
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- Residue results: 
The residue results are summarised in Table 6.3.2-9. 
 
Table 6.3.2-9: Residues of prothioconazole-desthio in/on winter barley applied with fluoxastrobin & 

prothioconazole EC 200 
Study 
Trial No. 
Trial SubID 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg)* 

FL a No kg/ha  
(a.s.) b 

kg/hL 
(a.s.) b GS Portion 

analysed 
DALT 
(days) 

Prothioco-
nazole-
desthio 

RA-2013/00 
R 2000 0152 5 
0152-00 
GLP yes 
2000 
 

Barley, 
winter 
Jura 
 

Sweden 
S-_xyhu 
thTJü゚
Europe, 
North 

200 
EC 

2 0.125 
  

0.042  61 ear 0(1) 
0 
35 

0.01 
2.5 

0.01 
rest of 
plant 

0(1) 
0 
35 

0.45 
1.4 

0.14 
straw 47 0.07 
grain 47 0.01 

RA-2013/00 
R 2000 0153 3 
0153-00 
GLP yes 
2000 
 

Barley, 
winter 
Nickel 
 

France 
F-5・g・
8 ゜=fä
Europe, 
North 

200 
EC 

2 0.125  0.042  61 ear 0(1) 
0 
35 

0.01 
2.0 

<0.01 
rest of 
plant 

0(1) 
0 
35 

0.44 
0.96 
0.06 

straw 54 0.06 
grain 54 <0.01 

RA-2013/00 
R 2000 0154 1 
0154-00 
GLP yes 
2000 
 

Barley, 
winter 
Regina 
 

United 
Kingdom 
GB-f=4x 
_=Q. ヮ
Ijd.6bJ$ 
yIdC F:, 
グquLk7J 
Ür fヮ
<+Europe
, North 

200 
EC 

2 0.125  0.042  69
** 

ear 0(1) 
0 
36 

<0.01/0.01(2) 
2.4 

<0.01 
rest of 
plant 

0(1) 
0 
36 

0.11 
1.2 

0.05 
straw 56 0.08 

grain 56 <0.01 

RA-2013/00 
R 2000 0156 8 
0156-00 
GLP yes 
2000 
 

Barley, 
winter 
Theresa 
 

Germany 
D-7nk_3 
Ch!u/gäJz
JIqg:JecK
`y゜ 
O?z$*r3 
Europe, 
North 

200 
EC 

2 0.125  0.042  61 ear 0(1) 
0 
35 

0.01 
1.6 

<0.01 
rest of 
plant 

0(1) 
0 
35 

0.32 
1.6 

0.13 
straw 71 <0.05 
grain 71 <0.01 

FL = Formulation, DALT = Days after last treatment, 
* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
(1) : before last application 
(2) : residue in control sample 
** :  the 2nd treatment was carried out at a later stage as originally intended (BBCH 69 instead of 61).  
 
In the 4 trials conducted in 2000 (report RA-2013/00), residues of prothioconazole-desthio in barley 
grain at harvest were always below the limit of quantification (LOQ) of 0.01 mg/kg except for trial 
0152-00 where the residues reached 0.01 mg/kg. The residues in straw at harvest ranged between <0.05 
mg/kg and 0.08 mg/kg. 
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Conclusion 
Four barley residue trials were conducted with fluoxastrobin & prothioconazole EC 200 in northern 
Europe. The product application corresponded to a prothioconazole rate of 2x125 g a.s./ha. 
Residues of prothioconazole-desthio in barley grain at harvest were always below the limit of 
quantification (LOQ) of 0.01 mg/kg except for trial 0152-00 where the residues reached 0.01 mg/kg. 
The residues in straw at harvest ranged between <0.05 mg/kg and 0.08 mg/kg. 
 
 
Report: KCA 6.3.2/08; ä/vに?xQz*. ,カ; 2003; M-086877-01-1 
Title: Determination of residues of tebuconazole and prothioconazole-desthio in/on barley 

after spray application of HWG 1608 & JAU 6476 250 EC in the field in France, 
Germany and Great Britain 

Report No.: RA-2103/02 
Document No.: M-086877-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2002, a set of 4 residue trials was conducted in northern Europe. The trials 
were located in northern France, Germany and Great Britain.  
 
In each trial, barley was treated twice at a product rate of 1.0 L/ha tebuconazole & prothioconazole EC 
250 corresponding to 0.125 kg a.s./ha of each mixing partner. The employed water rate was 300 L/ha 
in all trials. The spray interval ranged from 7 - 30 days. The time of application was: 
 
1. during the time when the flag leaf is fully unrolled (ligule just visible) in 3 trials and when the first 
awns are visible (in awned forms only) in one trial (BBCH 39 - 49), and  
2. at the beginning of flowering in 3 trials and at the late milk stage in one trial. (BBCH 61-77). 
 
Samples were taken at the following intervals: 
- prior to the last application only for control samples of ear and rest of plant for 2 trials and 
immediately after the final application, 
- at a pre-harvest interval of 35 days,  
- at harvest (BBCH 89), 56/57 days after the final treatment . 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-10. 
Table 6.3.2-10: Maximum storage periods of field samples from supplementary residue trials  

 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-11. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.2-11: RA-2103/02: Concurrent recoveries and validation recoveries for the determination of 

prothioconazole-desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 89 ; 100 ; 96 95 5.9 
0.01 0.10 94 ; 90 ; 95 93 2.8 

Overall (n = 6) 94 4.3 

Prothio-
conazole-
desthio 

Rest of plant 
0.05 94 ; 91 ; 93 93 1.6 

0.05 0.50 95 ; 95 ; 95 96 1.2 
Overall (n = 6) 94 2.2 

Prothio-
conazole-
desthio 

Straw 
0.05 100 ; 86 ; 102 96 9.1 

0.05 0.50 94 ; 96 95 - 
Overall (n = 5) 96 6.5 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-12. 

Crops Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 233 7.8 

RA-2103/02 
M-086877-01-1 

grain 183 6.1 
Rest of plant 233 7.8 
straw 183 6.1 
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Table 6.3.2-12: Residues of prothioconazole-desthio in/on spring barley applied with tebuconazole & 
prothioconazole EC 250 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues* 

FL N
o 

kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

Prothioco
nazole-
desthio 
(mg/kg) 

RA-2103/02 
R 2002 0529/5 
0529-02 
GLP: yes 
2002 

Barley, 
spring 
Nevada 
 

France 
F-v§üpo 
zvP?fzc7 
Europe, 
North 

250 
EC 2 0.125 0.042 61 

ear 0 0.94 
rest of plant 0 1.2 
grain 35 0.02 

straw 35 0.29 

RA-2103/02 
R 2002 0541/4 
0541-02 
GLP: yes 
2002 

Barley, 
spring 
Prisma 
 

United 
Kingdom 
GB-(<゜ö 
6+A 
Europe, 
North 

250 
EC 2 0.125 0.042 77 

ear 0 0.86 
rest of plant 0 2.2 
grain 35 0.01 

straw 35 0.21 

RA-2103/02 
R 2002 0539/2 
0539-02 
GLP: yes 
2002 

Barley, 
spring 
Jacinta 
 

Germany 
D-§u$82  
Europe, 
North 

250 
EC 2 0.125 0.042 61 

ear 0 
35 

1.0 
<0.01 

rest of plant 0 
35 

1.7 
0.10 

grain 56 <0.01 
straw 56 0.05 

RA-2103/02 
R 2002 0540/6 
0540-02 
GLP: yes 
2002 
 

Barley, 
spring 
Extract 
 

Germany 
D-$2bn゜ 
19み1ä:た 
Europe, 
North 

250 
EC 2 0.125 0.042 61 

ear 0 
35 

1.4 
<0.01 

rest of plant 0 
35 

2.8 
0.16 

grain 57 <0.01 
straw 57 0.05 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
 
In the 4 trials conducted in 2002 (report RA-2103/02), residues of prothioconazole-desthio in barley 
grain at harvest ranged from < 0.01 mg/kg to 0.02 mg/kg. The residues in straw at harvest ranged 
between 0.05 mg/kg and 0.29 mg/kg. 
 
Conclusion 
Four barley residue trials were conducted with tebuconazole & prothioconazole EC 250 in northern 
Europe. The product application corresponded to a prothioconazole rate of 2x125 g a.s./ha.  
Residues of prothioconazole-desthio in barley grain at harvest ranged from < 0.01 mg/kg to 0.02 mg/kg. 
The residues in straw at harvest ranged between 0.05 mg/kg and 0.29 mg/kg. 
 
 
Report: KCA 6.3.2/09; fuäゕäi. F,; T§äy.cI1)l C,; 2004; M-001702-01-1 
Title: Determination of residues of fluoxastrobin (HEC 5725), prothioconazole (JAU 6476) 

and trifloxystrobin in/on barley following spray application of HEC 5725 & JAU 6476 
& CGA 279202 300 EC in the field in Germany, Northern France, Great Brit.. 

Report No.: RA-2016/03 
Document No.: M-001702-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 
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Materials and Methods 
 
In the vegetation period of 2002/2003, a set of 4 residue trials was conducted in northern Europe. The 
trials were located in Germany, northern France, Great Britain and Sweden.  
 
In each trial, barley was treated twice at a product rate of 1.0 L/ha fluoxastrobin & prothioconazole & 
trifloxystrobin EC 300 corresponding to 0.150 kg a.s./ha of prothioconazole with the exception of trial 
R 2003 0250/9 (France) where both applications were 11 % overdosed (1.11 L product/ha 
corresponding to 0.167 kg a.s./ha of prothioconazole). The employed water rate was 300 L/ha in all 
trials. The spray interval ranged from 13 - 25 days. The time of application was: 
 
1. during the time when the flag leaf is just visible (still rolled) in 3 trials and when the flat leaf sheath 
 is opening in one trial (BBCH – 37-47), and  
2. at the beginning of flowering in 3 trials and at the end of flowering in one trial (BBCH 61-65). 
 
Samples were taken at the following intervals: 
- prior to the last application only for control samples of ear and rest of plant and immediately after the 
 final application; 
- at a pre-harvest interval of 35 days 
- at harvest (BBCH 89), 43-52 days after the final treatment. 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-13. 
Table 6.3.2-13: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample 
Material 

Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 147 4.9 

RA-2016/03 
M-001702-01-1 

grain 112 3.7 
Rest of plant 147 4.9 
straw 112 3.7 
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These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
 No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples except 
for one trial where the residues were at 0.01 mg/kg in ear at day0 before the last application. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-14. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.2-14: RA-2016/03: Concurrent recoveries and validation recoveries for the determination of 

prothioconazole-desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 94 ; 97 ; 94 95 1.8 

0.01 

0.1 95 ; 93 ; 100 ; 93 ; 94 95 3.1 
1.0 92 92 - 
2.0 94 94 - 
4.0 94 94 - 
Overall (n = 11) 95 2.3 

Prothio-
conazole-
desthio 

Straw 

0.05 97 ; 91 ; 98 95 4.0 

0.05 
0.50 98 ; 97 ; 96 ; 97 ; 99 97 1.2 
5.0 94 94 - 
Overall (n = 9) 96 2.5 

Prothio-
conazole-
desthio 

Rest of plant 

0.05 100 ; 97 ; 99 99 1.5 

0.05 
0.50 96 ; 91 ; 95 ; 93 ; 97 94 2.6 
5.0 93 93 - 
Overall (n = 9) 96 3.1 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
Recoveries from method validation in italics 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-15. 
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Table 6.3.2-15: Residues of prothioconazole-desthio in/on barley applied with fluoxastrobin & 
prothioconazole & trifloxystrobin EC 300 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues* 

FL N
o 

kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

Prothioco-
nazole-
desthio 
(mg/kg) 

RA-2016/03 
R 2003 0252/5 
0252-03 
GLP: yes 
2003 
 

Barley 
Pasaden
a 
 

Sweden 
S-$yv§0 
j!(cJgfvFc
゛: 
Europe, 
North 
 

300 
EC 2 0.150 0.050 61 

rest of plant 
0(1) 
0 
35 

1.2 
2.3 
0.16 

ear 
0(1) 
0 
35 

<0.01 
1.4 
<0.01 

grain 52 <0.01 
straw 52 0.19 

RA-2016/03 
R 2003 0250/9 
0250-03 
GLP: yes 
2003 
 

Barley 
Esterel 
 

France 
F-゛39dg 
ゕty17aJ)
ゕ゚
6b38cpEu
rope, 
North 
 

300 
EC 2 0.167** 0.0555 65 

rest of plant 0(1) 
0 

0.11 
0.53 

ear 0(1) 
0 

0.03 
2.8 

grain 35 
48 

<0.01 
<0.01 

straw 35 
48 

0.05 
<0.05 

RA-2016/03 
R 2003 0251/7 
0251-03 
GLP: yes 
2003 
 

Barley 
Caret 
 

United 
Kingdom 
GB-+) qg 
UCd 
b§r`rq/ロ
7ä+7b 
Europe, 
North 
 

300 
EC 2 0.150 0.050 61 

rest of plant 
0(1) 
0 
35 

0.37 
1.1 
0.06 

ear 
0(1) 
0 
35 

0.01/0.01(2) 

3.0 
0.02 

grain 43 <0.01 
straw 43 0.09 

RA-2016/03 
R 2003 0131/6 
0131-03 
GLP: yes 
2003 

Barley 
Theresa 
 

Germany 
D-・7ohh 
さ
öfJväc:2 
qJ8-
wä)J$zvj 
ycd(ど(äq 
Europe, 
North 

300 
EC 2 0.150 0.050 61 

rest of plant 0(1) 
0 

0.30 
0.96 

ear 0(1) 
0 

<0.01 
1.2 

grain 35 
51 

<0.01 
<0.01 

straw 
35 
51 

<0.05 
0.05 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
** 11% overdosed 
(1) : before last application 
(2) : residue in control sample 
 
In the 4 trials conducted in 2003 (report RA-2016/03), residues of prothioconazole-desthio in barley 
grain at harvest were  <0.01 mg/kg. The residues in straw at harvest ranged between <0.05 mg/kg and 
0.19 mg/kg. 
 
Conclusion 
Four barley residue trials were conducted with fluoxastrobin & prothioconazole & trifloxystrobin EC 
300 in northern Europe. The product application corresponded to a prothioconazole rate of 2x150 g 
a.s./ha with the exception of trial R 2003 0250/9 (France) where both applications were 11 % overdosed 
(1.11 L product/ha corresponding to 0.167 kg a.s./ha of prothioconazole). Residues of prothioconazole-
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desthio in barley grain at harvest was  <0.01 mg/kg. The residues in straw at harvest ranged between 
<0.05 mg/kg and 0.19 mg/kg. 
Report: KCA 6.3.2/10; SIä./:c3 E,; 2004; M-060905-02-1 
Title: Determination of residues of trifloxystrobin, CGA 321113, and JAU 6476-desthio 

in/on barley following spray application of CGA 279202 & JAU 6476 (325 SC) in the 
field in Northern France, Germany, and Great Britain 

Report No.: RA-2106/03 
Document No.: M-060905-02-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
 
Materials and Methods 
 
In the vegetation period of 2003, a set of 4 residue trials was conducted in northern Europe. The trials 
were located in Germany, northern France and Great Britain. 
 
In each trial, barley was treated twice at a product rate of 1.0 L/ha prothioconazole & trifloxystrobin SC 
325 corresponding to 0.175 kg a.s./ha of prothioconazole with the exception of trial R2003 0939/2 
(France) where both applications were 12.4 % overdosed (1.12 L product/ha corresponding to 0.197 kg 
a.s./ha of prothioconazole). The employed water rate was 300 L/ha in all trials except for trial R2003 
0939/2 (France) where water rate was 12.4 % overdosed (337 L/ha ).The spray interval ranged from 10 
- 25 days. The time of application was: 
 
1. during the time when the flag leaf sheath is opening and when the first awns are visible (in awned 
 forms only) (BBCH 47 - 49), and  
2. at the beginning of flowering and at the full flowering (BBCH 61-65). 
 
Samples were taken at the following intervals: 
- prior to the last application only for control samples of ear and rest of plant for 2 trials and 
 immediately after the final application; 
- at a pre-harvest interval of 35 days after the final treatment. 
- at harvest (BBCH 89) 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-16. 
Table 6.3.2-16: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 180 6 

RA-2106/03 
M-060905-02-1 

grain 131 4.4 
green material 162 5.4 
rest of plant 180 6 
straw 131 4.4 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of sample s ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-17. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.2-17: RA-2106/03: Concurrent recoveries and validation recoveries for the determination of 

prothioconazole-desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 93 ; 100 ; 97 97 3.6 
0.01 0.10 101 ; 95 ; 95 ; 92 ; 96 ; 98 96 3.2 

Overall (n = 9) 96 3.1 

Prothio-
conazole-
desthio 

Green 
material 

0.05 101 ; 99 ; 97 99 2.0 
0.05 0.50 101 ; 98 ; 103 ; 104 ; 95 100 3.7 

Overall (n = 8) 100 3.1 

Prothio-
conazole-
desthio 

Straw 
0.05 101 ; 101 ; 103 102 1.1 

0.05 0.50 99 ; 98 ; 97 ; 95 97 1.8 
Overall (n = 7) 99 2.8 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
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RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-18. 
Table 6.3.2-18: Residues of prothioconazole-desthio in/on barley applied with prothioconazole & 

trifloxystrobin SC 325 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg)* 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed** 
DALT 
(days) 

protocon
azole-
desthio 

RA-2106/03 
R 2003 0975/9 
0975-03 
GLP: yes 
2003 
 

Barley 
Caret 
 

United 
Kingdom 
GB->(0b 
7KR 
hg$z+r(/6
ソ`q§ 
Europe, 
North 

325 
SC 2 0.175 0.058 61 

ear 0 
35 

2.5 
0.02 

grain 43 <0.01 
straw 43 0.11 
rest of plant 0 

35 
1.1 

0.12 

RA-2106/03 
R 2003 0976/7 
0976-03 
GLP: yes 
2003 
 

Barley 
Nickel 
 

France 
F-2hn9g 
zZ S`9ai 
・* +ä`e 
Europe, 
North 

325 
SC 2 0.175 0.058 61 

ear 0 
35 

2.9 
<0.01 

grain 49 <0.01 
straw 49 0.10 
rest of plant 0 

35 
1.1 

0.09 
RA-2106/03 
R 2003 0939/2 
0939-03 
GLP: yes 
2003 
 

Barley 
Esterel 
 

France 
F-゛x0b6 
Rgyipo?)8
1k8JRä 
Europe, 
North 
 

325 
SC 2 0.1965

*** 0.058 61 

green 
material 0 0.57 

ear 0 2.3 
grain 35 

48 
<0.01 
<0.01 

straw 35 
48 

<0.05 
<0.05 

RA-2106/03 
R 2003 0974/0 
0974-03 
GLP: yes 
2003 

Barley 
Tafeno 
 

Germany 
D-§8küd 
8:e?§Q4Jc
§ 
Europe, 
North 

325 
SC 2 0.175 0.058 61 

green 
material 0 0.87 

ear 0 1.8 
grain 35 

42 
<0.01 
<0.01 

straw 35 
42 

0.06 
0.08 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
** portion analysed are in accordance to the appendix 4 (sampling) of the study report 
*** : 12.5% overdosed 
 
In the 4 trials conducted in 2003 (report RA-2106/03), residues of prothioconazole-desthio in barley 
grain at harvest were  <0.01 mg/kg. The residues in straw at harvest ranged between <0.05 mg/kg and 
0.11 mg/kg. 
 
Conclusion 
Four barley residue trials were conducted with Prothioconazole + Trifloxystrobin SC 325 in northern 
Europe. The product application corresponded to a prothioconazole rate of 2x175 g a.s./ha with the 
exception of trial R2003 0939/2 (France) where both applications were 12.4 % overdosed (1.12 L 
product/ha corresponding to 0.197 kg a.s./ha of prothioconazole). Residues of prothioconazole-desthio 
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in barley grain at harvest were <0.01 mg/kg. The residues in straw at harvest ranged between <0.05 
mg/kg and 0.11 mg/kg. 
Report: KCA 6.3.2/11; ?/lä<`ョ. ,E; W:ä.uj(J ダ,; 2006; M-272012-01-1 
Title: Determination of the residues of JAU 6476, tebuconazole and KWG 4168 in/on spring 

barley after spraying of JAU 6476 & HWG 1608 & KWG 4168 (450 EC) in the field 
in Northern France, United Kingdom, Germany and Sweden 

Report No.: RA-2571/05 
Document No.: M-272012-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2005, a set of 4 residue trials was conducted in northern Europe. The trials 
were located in Germany, Sweden, northern France and Great Britain. 
 
In each trial, barley was treated twice at a product rate of 1.25 L/ha JAU 6476 (prothioconazole) & 
HWG 1608 (tebuconazole) & KWG 4168 (spiroxamine) EC450 corresponding to 0.125 kg a.s./ha of 
prothioconazole. The water rate was 300 L/ha. The spray interval ranged from 6 - 12 days. The time of 
application was: 
1. when the flag leaf sheath of the plants was opening (BBCH 47), and  
2. at the beginning of flowering (BBCH 61). 
 
Samples were taken at the following intervals: 
- prior to the last application only for all control samples and one treated sample of green material and 
immediately after the final application as well at a PHI of 28 and 35 (38) days for green material 
- at harvest (BBCH 89). 
 
Residues of prothioconazole-desthio were determined according to method 00598/M001 with a limit of 
quantitation of 0.01 mg/kg for grain and 0.05 mg/kg for cereal green material and straw (cf. original 
Annex II, Section 2, Point 4.2). 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-19. 
Table 6.3.2-19: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample 
Material 

Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

grain 111 3.7 
RA-2571/05 
M-272012-01-1 

Green material 123 4.1 
straw 113 3.8 
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These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-20. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.2-20: RA-2571/05: Concurrent recoveries for the determination of prothioconazole-desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 90 ; 81 ; 94 88 7.5 
0.01 0.10 90 ; 91 91 - 

Overall (n = 5) 89 5.5 

Prothio-
conazole-
desthio 

Green 
material 

0.05 79 ; 86 ; 93 86 8.1 

0.05 
0.50 75 ;90 ; 104 ; 99 92 13.8 
5.0 93 ; 84 ; 100 92 8.7 
Overall (n = 10) 90 10.4 

Prothio-
conazole-
desthio 

Straw 
0.05 90 ; 88 ; 91 90 1.7 

0.05 0.50 88 ; 91 90 - 
Overall (n = 5) 90 1.7 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
These recoveries were assigned to the studies RA-2571/05 and RA-2572/05. 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-21. 
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Table 6.3.2-21: Residues of prothioconazole-desthio in/on spring barley applied with JAU 6476 
(prothioconazole) & HWG 1608 (tebuconazole) & KWG 4168 (spiroxamine) EC450 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg)* 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

Prothioco-
nazole-
desthio 

RA-2571/05 
R 2005 0031/9 
0031-05 
GLP: yes 
2005 

Barley, 
spring 
Optic 
 

United 
Kingdom 
GB-Rヶy 
TÖ゙゙
Europe, 
North 

450 
EC 2 0.125 0.042 61 

green 
material 

0 
35 

1.8 
0.06 

grain 47 <0.01 

straw 47 0.10 

RA-2571/05 
R 2005 0802/6 
0802-05 
GLP: yes 
2005 

Barley, 
spring 
Pasaden
a 

Sweden 
SE-ö9゜ 
qn Zk_$ 
Europe, 
North 

450 
EC 2 0.125 0.042 61 

green 
material 

0 
35 

1.6 
0.16 

grain 51 <0.01 

straw 51 0.22 

RA-2571/05 
R 2005 0030/0 
0030-05 
GLP: yes 
2005 

Barley, 
spring 
CARAF
E 
 

France 
F-6xb1n  
Europe, 
North 450 

EC 2 0.125 0.042 61 

green 
material 

0(1) 
0 

28 
35 

0.48 
1.5 

0.28 
0.19 

grain 39 <0.01 
straw 39 0.75 

RA-2571/05 
R 2005 0801/8 
0801-05 
GLP: yes 
2005 

Barley, 
spring 
Adonis 

Germany 
D-h0d32 
Europe, 
North 

450 
EC 2 0.125 0.042 61 

green 
material 

0 
38 

1.6 
<0.05 

grain 49 <0.01 

straw 49 <0.05 
(1) Prior to last treatment 
* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
 
In the 4 trials conducted in 2005 (report RA-2571/05), residues of prothioconazole-desthio in barley 
grain at harvest were  <0.01 mg/kg. The residues in straw at harvest ranged between <0.05 mg/kg and 
0.75 mg/kg. 
 
Conclusion 
Four barley residue trials were conducted with JAU 6476 & KWG 4168 & HWG 1608 EC 450 in 
northern Europe. The product application corresponded to a prothioconazole rate of 2x125 g a.s./ha. 
Residues of prothioconazole-desthio in barley grain at harvest were  <0.01 mg/kg. The residues in straw 
at harvest ranged between <0.05 mg/kg and 0.75 mg/kg. 
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Report: KCA 6.3.2/12; zy4k.P§zl0 B,; F4チzää!. Q,; 2013; M-294779-02-1 
Title: Amendment no.1 to report no: RA-2328/06 - Determination of the residues of BYF 

00587 and JAU 6476 in/on spring barley and winter barley after spraying of BYF 
00587 & JAU 6476 (225 EC) in the field in Northern France, Sweden, the United 
Kingdom and Germany 

Report No.: RA-2328/06 
Document No.: M-294779-02-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8  
Residues in or on Treated Products, Food and Feed  
Pre-Registration: SANCO/3029/99 Rev. 4, 2000-07-11 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Report: KCA 6.3.2/13; >zu.k6z9l4 ゕ,; L)cI./ >,; 2008; M-298114-03-1 
Title: Determination of the residues of BYF 00587 and JAU 6476 in/on spring barley after 

spraying of BYF 00587 & JAU 6476 (225 EC) in the field in Northern France and 
Germany 

Report No.: RA-2039/07 
Document No.: M-298114-03-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2006 and 2007, a set of 6 residue trials was conducted in northern Europe. 
The trials were located in Germany, Sweden, northern France and Great Britain. 
 
In each trial, barley was treated twice at a product rate of 1 L/ha BYF 00587 (bixafen) & JAU 6476 
(prothioconazole) EC 225 corresponding 0.150 kg a.s./ha of prothioconazole. The water rate was 300 
L/ha. The spray interval ranged from 12 - 27 days. The timing of application was: 
 
1. when the flag leaf is just visible (still rolled) and at the flag leaf stage (flag leaf fully unrolled, ligule 
just visible) (BBCH 37-39), and  
2. at the beginning of flowering (BBCH 61). 
 
Samples of green material were taken just prior to and immediately after the final application. Two trials 
were designed as decline series, i.e. samples were collected further 7, 14, and 28 days after the final 
treatment. Following the second and final application, samples of grain and straw were collected after 
34-62 days at full maturity of the crop (BBCH 89).    
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
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Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-22. 
Table 6.3.2-22: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample 
Material 

Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

grain 182 6.1 
RA-2328/06 
M-294779-02-1 

green material 174 5.8 
straw 187 6.2 
ear 111 3.7 RA-2039/07 

M-298114-03-1 rest of plant 111 3.7 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples except 
for 3 trials where the residues were at 0.02 and 0.04 mg/kg in green material at day0 before the last 
application and at 0.01 mg/kg in straw at DALT 62. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-23 and 
Table 6.3.2-24. All results of the method validation are in accordance with the general requirements for 
residue analytical methods, therefore the method was validated successfully. 
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Table 6.3.2-23: RA-2039/07 : Concurrent recoveries for the determination of prothioconazole-desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] 
RSD [%] LOQ 

[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain# 

0.01 97 ; 97 ; 96 ; 100 ; 93 ; 94 ; 99 97 2.6 

0.01 

0.10 95 ; 93 ; 95 ; 91 ; 93 ; 100 95 3.3 
1.0 92 ; 95 ; 95 ; 89 ; 93 ; 99 94 3.6 
5.0 89 89 - 
10 86 86 - 
Overall (n = 21) 94 3.9 

Prothio-
conazole-
desthio 

Cereal 
green 
material* 

0.01 98 ; 94 ; 90 ; 97 95 3.8 

0.01 

0.10 97 ; 90 ; 95 ; 88 93 4.5 
1.0 87 ; 95 ; 95 ; 91 ; 89 91 3.9 
5.0 89 ; 85 ; 82 85 4.1 
10 83 ; 86 ; 85 85 1.8 
Overall (n = 19) 90 5.5 

Prothio-
conazole-
desthio 

Cereal 
straw 

0.01 92 ; 88 ; 104 ; 93 ; 104 96 7.7 

0.01 

0.10 95 ; 88 ; 94 ; 103  95 6.5 
1.0 88 ; 93 ; 91 ; 93 91 2.6 
5.0 88 ; 80 ; 87 85 5.1 
10 84 84 - 
Overall (n = 17) 92 7.3 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
These recoveries were performed with barley and wheat commodities during the conduct of the studies 
RA-2037/07, RA-2038/07, RA-2039/07, RA-2040/07, RA-2041/07, RA-2042/07, RA-2043/07, 
RA-2045/07, RA-2046/07, RA-2047/07, RA-2048/07, RA-2049/07 and RA-2050/07. Cereal summarises barley and wheat.  
* = Recoveries for rest of plant are covered by recoveries for green material.  
# = Recoveries for ear are covered by recoveries for grain. 
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Table 6.3.2-24: RA-2328/06 : Concurrent recoveries for the determination of prothioconazole-desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain 

0.01 103 ; 115 ; 110 109 5.5 

0.01 0.10 111 ; 105 ; 96 104 7.3 

Overall (n = 6) 107 6.3 

Prothio-
conazole-
desthio 

Cereal green 
material 

0.01 106 ; 98 ; 91 98 7.6 

0.01 
0.10 100 ; 95 ; 100 ; 113 ; 92 ; 109 ; 105 

; 106 ; 100 102 6.5 

5.0 86 ; 86 86 - 
6.0 79 79 - 
Overall (n = 15) 98 9.8 

Prothio-
conazole-
desthio 

Cereal straw 

0.01 105 105 - 

0.01 
0.10 97 ; 101 ; 111 103 7.0 
9.0 90 90 - 
Overall (n = 5) 101 7.9 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
These recoveries were performed with barley and wheat commodities during the conduct of the studies 
RA-2326/06, RA-2327/06, RA-2328/06 and RA-2329/06. Cereal summarises barley and wheat. 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-25. 
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Table 6.3.2-25: Residues of prothioconazole-desthio in/on spring and winter barley applied with BYF 
00587 (bixafen) & JAU 6476 (prothioconazole) EC 225 

Study 
Trial No. 
Trial SubID 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg)* 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

Prothioco-
nazole-
desthio 

RA-2328/06 
R 2006 0457 2 
0457-06 
GLP yes 
2006 
 

Barley, 
spring 
Carafe 
 

France 
F-y・_k・ 
Fi 3fR z$ 
`lzwl§J !fq-
?ya(/?IäfPä 
Europe, 
North 

225 
EC 2 0.15 0.05 61 

green 
material 

0(1) 
0 

0.06/0.04(2) 
0.84 

straw 34 0.36 

grain 34 <0.01 

RA-2328/06 
R 2006 0458 0 
0458-06 
GLP yes 
2006 
 

Barley, 
spring 
Prestige 
 

Sweden 
S-ゝ!uP0§ 4
゜ P:c-
olbIeJ`g 
)zb!゚
FcjeEurope, 
North 

225 
EC 2 0.15 0.05 61 

green 
material 

0(1) 
7 
14 
28 

1.8 
1.5 
0.59 
0.53 

straw 40 0.56 

grain 40 <0.01 

RA-2328/06 
R 2006 0459 9 
0459-06 
GLP yes 
2006 
 

Barley, 
winter 
Sequel 
 

United 
Kingdom 
GB-(S$ö 
üwC 
Do9ä$l Af 
ァqa -`k6-
`P8t 
Europe, 
North 

225 
EC 2 0.15 0.05 61 

green 
material 

0(1) 
0 

0.21 
0.71 

straw 62 0.12/0.01(2) 

grain 62 <0.01 

RA-2328/06 
R 2006 0460 2 
0460-06 
GLP yes 
2006 
 

Barley, 
winter 
Duet 
 

Germany 
D-§ubk゛ 
cj?)ic-
äWqfSy 
(Nordrhein-
Westfalen) 
Europe, 
North 

225 
EC 2 0.15 0.05 61 

green 
material 

0(1) 
0 
7 
14 
28 

0.15/0.02(2) 
0.81 
0.38 
0.17 
0.06 

straw 51 0.04 

grain 51 <0.01 
RA-2039/07 
R 2007 0426 7 
0426-07 
GLP yes 
2007 
 

Barley, 
spring 
Heinley 
 

France 
F-x3yp・ /P 
ゕ-ö cy 
Ä:cJ)ly 
)tbzI?öefc`S
-c) 
Europe, 
North 

225 
EC 2 0.15 0.05 61 

green 
material 

0(1) 
0 

0.27 
1.3 

straw 58 0.03 
grain 58 <0.01 
ear 35 <0.01 
rest of 
plant 35 0.03 

RA-2039/07 
R 2007 0427 5 
0427-07 
GLP yes 
2007 
 

Barley, 
spring 
Annabell 
 

Germany 
D-q゜vn_ 
C4fJly?y? 
(Nordrhein-
Westfalen) 
Europe, 
North 

225 
EC 2 0.15 0.05 61 

green 
material 

0(1) 
0 

0.21 
0.82 

straw 35 
49 

0.11 
0.04 

grain 35 
49 

<0.01 
<0.01 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
 (1) before last application 
(2): residue in control sample 
GS = growth stage (BBCH code) 
FL = formulation 
 
In the 6 trials conducted in 2006 and 2007 (report RA-2328/06 and RA-2039/07), residues of 
prothioconazole-desthio in barley grain at harvest were  <0.01 mg/kg. The residues in straw at harvest 
ranged between 0.03 mg/kg and 0.56 mg/kg. 
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Conclusion 
Six barley residue trials were conducted with bixafen & prothioconazole EC 225 in northern Europe. 
The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha.  
In the 6 trials conducted in 2006 and 2007 (report RA-2328/06 and RA-2039/07), residues of 
prothioconazole-desthio in barley grain at harvest were  <0.01 mg/kg. The residues in straw at harvest 
ranged between 0.03 mg/kg and 0.56 mg/kg. 
 
 
Report: KCA 6.3.2/14; P*tüoz§?$. B,; !.L)iz ,P; 2008; M-298147-01-1 
Title: Determination of the residues of BYF 00587, JAU 6476 and KWG 4168 in/on spring 

barley and winter barley after spraying of BYF 00587 & JAU 6476 & KWG 4168 (400 
EC) in the field in Northern France, Germany, the United Kingdom and the Netherla 

Report No.: RA-2042/07 
Document No.: M-298147-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029A/I/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2007, a set of 4 residue trials on spring and winter barley was conducted in 
northern Europe. The trials were located in Germany, northern France, the Netherlands and Great 
Britain. 
 
In each trial, barley was treated twice at a product rate of 1.5 L/ha BYF 00587 (bixafen) & 
JAU 6476 (prothioconazole) & KWG 4168 (spiroxamine) EC 400 corresponding to 0.150 kg/ha 
prothioconazole. The second application in one trial was 6% overdosed (0.160 kg/ha of prothioconazole 
were applied). The water rate was 300 - 318 L/ha. The spray interval ranged from 14 - 19 days. The time 
of application was: 
 
1. when the flag leaf is just visible (still rolled) (BBCH 37), and  
2. at the beginning of flowering (BBCH 61). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application, 
- at a pre-harvest interval of 35 (34) days after the final treatment, 
- at harvest (BBCH 89). 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-26. 
Table 6.3.2-26: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 136 4.5 

RA-2042/07 
M-298147-01-1 

grain 116 3.9 
green material 171 5.7 
rest of plant 136 4.5 
straw 116 3.9 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-27. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.2-27: RA-2042/07: Concurrent recoveries for the determination of prothioconazole-desthio in 
cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain # 

0.01 97; 97; 96; 100; 93; 94; 99 97 2.6 

0.01 

0.10 95; 93; 95; 91; 93; 100 95 3.3 
1.0 92; 95; 95; 89; 93; 99 94 3.6 
5.0 89 -- -- 
10 86 -- -- 
Overall Recovery (n = 21) 94 3.9 

Prothio-
conazole-
desthio 

Cereal 
green 
material* 

0.01 98; 94; 90; 97 95 3.8 

0.01 

0.1 97; 90; 95; 88 93 4.5 
1.0 87; 95; 95; 91; 89 91 3.9 
5.0 89; 85; 82 85 4.1 
10.0 83; 86; 85 85 1.8 
Overall Recovery (n = 19) 90 5.5 

Prothio-
conazole-
desthio 

Cereal 
straw 

0.01 92; 88; 104; 93; 104 96 7.7 

0.01 

0.10 95; 88; 94; 103 95 6.5 
1.0 88; 93; 91; 93 91 2.6 
5.0 88; 80; 87 85 5.1 
10 84 -- -- 
Overall Recovery (n = 17) 92 7.3 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
These recoveries were performed with wheat and barley commodities during the conduct of the studies RA-2037/07, RA-
2038/07, RA-2039/07, RA-2040/07, RA-2041/07, RA-2042/07, RA-2043/07, RA-2045/07, RA-2046/07, RA-2049/07 and RA-
2050/07. Cereal summarises barley and wheat. Recoveries for wheat are also valid for barley. 
* = Recoveries for rest of plant are covered by recoveries for green material. 
# = Recoveries for ear are covered by recoveries for grain. 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-28. 
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Table 6.3.2-28: Residues of prothioconazole-desthio in/on spring and winter barley applied with Bixafen & 
Prothioconazole & Spiroxamine EC 400 

Study 
Trial No. 
Trial SubID 

  Application Residues (mg/kg)* 

GLP  
Year 

Crop, 
Variety Country FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

Prothioco-
nazole-
desthio 

RA-2042/07 
R 2007 0448 8 
0448-07 
GLP: yes 
2007 

barley, 
spring 
 
Heinley 
 

France 
F-_y5kg Pj 
ヶ2` §z 
O!jg/zJ 
!rn?rIc$ac`/c
IS 
northern EU 

400 
EC 2 0.150 0.05 61 

green 
material 

0(1) 
0 

0.13 
1.3 

straw 58 0.02 
grain 58 <0.01 
ear 35 <0.01 
rest of 
plant 

35 0.02 

RA-2042/07 
R 2007 0449 6 
0449-07 
GLP: yes 
2007 

barley, 
winter 
 
Naomi 
 

Germany 
D-uv゜x6 
PAJjäi/i 
(Nordrhein-
Westfalen) 
northern EU 

400 
EC 2 0.150 0.05 61 

green 
material 

0(1) 
0 

0.31 
1.4 

straw 55 0.06 
grain 55 <0.01 
ear 35 0.01 
rest of 
plant 

35 0.16 

RA-2042/07 
R 2007 0527 1 
0527-07 
GLP: yes 
2007 

barley, 
spring 
 
Cocktail 
 

United 
Kingdom 
GB-ゕCu 
yNァ /:izァj 
P5air゜)q -
ヶzy-2?y゚Iヷ
:3J:c) 
northern EU 

400 
EC 2 0.150-

0.160 0.05 61 

green 
material 

0(1) 
0 

0.07 
1.3 

straw 96 0.02 
grain 96 <0.01 
rest of 
plant 

34 0.02 

ear 34 <0.01 
RA-2042/07 
R 2007 0529 8 
0529-07 
GLP: yes 
2007 

barley, 
spring 
 
Prestige 
 

Netherlands 
NL-hYkvüH 
Oek:`ソJゝ
c3tn0: 
(Noord-
Holland) 
northern EU 

400 
EC 2 0.150 0.05 61 

green 
material 

0(1) 
0 

0.21 
1.2 

straw 35 
71 

0.02 
0.02 

grain 35 
71 

<0.01 
<0.01 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
 (1) before last application 
GS = growth stage (BBCH code) at last application 
FL = formulation 
 

In the 4 trials conducted in 2007 (report RA-2042/07), residues of prothioconazole-desthio in barley 
grain at harvest were  <0.01 mg/kg. The residues in straw at harvest ranged between 0.02 mg/kg and 
0.06 mg/kg. 
 
Conclusion 
Four barley residue trials were conducted with Bixafen & Prothioconazole & Spiroxamine EC 400 in 
northern Europe. The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha.  
Residues of prothioconazole-desthio in barley grain at harvest were  <0.01 mg/kg. The residues in straw 
at harvest ranged between 0.02 mg/kg and 0.06 mg/kg. 
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Report: KCA 6.3.2/15; P5z・z9vjy. ゕ,; c3Cz(. s,; しp/(.aJ? <,; 2011; M-414691-01-1 
Title: Determination of the residues of BYF 00587, HEC 5725 and prothioconazole in/on 

barley after spray application of bixafen & fluoxastrobin & prothioconazole EC 190 
in the field in the Netherlands and Germany 

Report No.: 10-2204 
Document No.: M-414691-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, 

Annex II, part A, section 6 and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
In the vegetation period of 2010, a set of 2 residue trials on spring barley was conducted in northern 
Europe. The trials were located in the Netherlands and Germany. 
 
In each trial, barley was treated twice at a product rate of 1.5 L/ha Bixafen & Fluoxastrobin & 
Prothioconazole EC 190 corresponding to 0.150 kg a.s./ha of prothioconazole. The water rate was 300 
L/ha. The spray interval was 14 days. The time of application was: 
 
1. when the flag leaf is just visible (still rolled) and at the flag leaf stage (flag leaf fully unrolled, ligule 
just visible) (BBCH 37-39), and  
2. at the beginning of flowering (BBCH 61). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application; 
- at a pre-harvest interval of 35 (34) days after the final treatment. 
- at harvest (BBCH 89) 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days.  
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
Residues of  prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-
5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio 
were determined according to method 00979/M001 with a limit of quantitation of 0.01 mg/kg for grain, 
green material and straw (cf. KCA 4.1.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-29. 
Table 6.3.2-29: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley 

prothioconazole-
desthio 

grain 352 11.7 

10-2204 
M-414691-
01-1 

green material 387 12.9 
straw 352 11.7 

prothioconazole-
alpha-hydroxy-desthio 
prothioconazole-3-
hydroxy-desthio 
prothioconazole-4-
hydroxy-desthio 
prothioconazole-5-
hydroxy-desthio 
prothioconazole-6-
hydroxy-desthio 

grain 281 9.4 

green material 301 10 

straw 282 9.4 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and 
prothioconazole-alpha-hydroxy-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110% except for prothioconazole-desthio in green material at the LOQ level 
(112%) and for prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio and prothioconazole-6-
hydroxy-desthio in straw at 0.50 mg/kg (68%, 69% and 68% respectively). The single and overall mean 
recoveries are shown in Table 6.3.2-30 to Table 6.3.2-35. All results of the method validation are in 
accordance with the general requirements for residue analytical methods, therefore the method was 
validated successfully. 
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Table 6.3.2-30: 10-2204: Concurrent recoveries for the determination of prothioconazole-desthio in cereal 

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain 

0.01 108 - - 
0.01 
 

2.5 86 ; 99 93 - 
Overall Recovery (n = 3) 98 11.3 

Cereal 
green 
material 

0.01 108; 108; 116; 111; 117 112a 3.8 

0.01 
0.10 97 - - 
2.0 84; 104 94 - 
2.5 92; 95; 94; 89 93 2.9 
Overall Recovery (n = 12) 101 10.7 

Cereal 
straw 

2.5 73 - - 
0.01 

Overall Recovery (n = 1) 73 - 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-desthio, determined as JAU 6476-desthio and calculated as JAU 6476-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat.  
aThis value was accepted due to a RSD below 20% and an overall mean in the range of 70-110%. 
 
Table 6.3.2-31: 10-2204: Concurrent recoveries for the determination of prothioconazole-alpha-hydroxy-

desthio in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-
alpha-
hydroxy-
desthio 

Cereal 
grain 

0.01 89; 90; 118; 120; 89; 89; 94; 100; 
95; 96 98 11.9 

0.01 0.50 89; 98; 89; 95 93 4.9 
Overall Recovery (n = 14) 97 10.6 

Cereal 
green 
material 

0.01 
80; 99; 104; 99; 104; 93; 98;  
100; 102; 85; 85; 91; 92 

95 8.2 

0.01 
0.50 101; 95; 100; 101; 83; 85 94 8.7 
Overall Recovery (n = 19) 95 8.1 

Cereal 
straw 

0.01 77; 79; 88; 97; 81; 84 84 8.7 
0.01 0.50 72; 71; 88; 78; 92 80 11.8 

Overall Recovery (n = 11) 82 9.9 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-alpha-hydroxy-desthio, determined as JAU 6476-alpha-hydroxy-desthio and calculated as JAU 6476-
desthio.  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207.  
Cereal summarises barley and wheat. 
** : mean of double injection 
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Table 6.3.2-32: 10-2204: Concurrent recoveries for the determination of prothioconazole-3-hydroxy-desthio 
in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-3-
hydroxy-
desthio 

Cereal 
grain 

0.01 73; 82; 109; 113; 85; 88; 89; 90; 
88; 94 91 13.1 

0.01 0.50 83; 93; 78; 81 84 7.8 
Overall Recovery (n =14) 89 12.3 

Cereal 
green 
material 

0.01 70; 90; 101; 91; 103; 91; 94; 94;  
94; 70; 71; 75; 77 86 13.8 

0.01 0.50 85; 82; 98; 104; 70; 74 86 15.5 
Overall Recovery (n =19) 86 14.0 

Cereal 
straw 

0.01 80; 80; 83; 86; 98; 107 89 12.4 
0.01 0.50 62; 63; 81; 67; 76 70 12.0 

Overall Recovery (n =11) 80 17.2 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-3-hydroxy-desthio, determined as prothioconazole-3-hydroxy-desthio and calculated as 
prothioconazole-desthio 
 *These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat. 
**: mean of double injection 
 
Table 6.3.2-33: 10-2204: Concurrent recoveries for the determination of prothioconazole-4-hydroxy-desthio 

in cereal 

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-4-
hydroxy-
desthio 

Cereal 
grain 

0.01 65; 72; 99; 105; 60; 67; 68; 70; 71; 
73 75 19.7 

0.01 0.50 87; 95; 72; 76 83 12.7 
Overall Recovery (n = 14) 77 17.8 

Cereal 
green 
material 

0.01 
68; 80; 99; 79; 83; 65; 66;  
73; 74; 63; 64; 74; 76 

74 13.3 
0.01 

0.50 88; 84; 95; 102; 71 ;75 86 13.7 
Overall Recovery (n = 19) 78 14.9 

Cereal 
straw 

0.01 67; 64; 67; 77; 77; 81 72 9.7 
0.01 0.50 67; 62; 79; 62; 70 68*** 10.3 

Overall Recovery (n = 11) 70 10.0 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-4-hydroxy-desthio, determined as prothioconazole-4-hydroxy-desthio and calculated as 
prothioconazole-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat.  
**: mean of double injection  
***: This value was accepted due to a RSD below 20% and an overall mean value in the range of 70-110%. 
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Table 6.3.2-34: 10-2204: Concurrent recoveries for the determination of prothioconazole-5-hydroxy-desthio 
in cereal 

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-5-
hydroxy-
desthio 

Cereal 
grain 

0.01 74; 77; 108; 108; 75; 83; 86; 88; 
78; 86 86 14.4 

0.01 0.50 80;86;83;83 83 3.0 
Overall Recovery (n = 14) 85 12.3 

Cereal 
green 
material 

0.01 73; 93; 99; 95; 95; 76; 77; 78; 82; 
72; 73; 78; 79 82 11.7 

0.01 0.50 90; 85; 92; 98; 70; 73 85 13.1 
Overall Recovery (n = 19) 83 11.9 

Cereal 
straw 

0.01 80; 71; 79; 84; 78; 88 80 7.2 
0.01 0.50 62; 64; 80; 66; 75 69*** 11.1 

Overall Recovery (n = 11) 75 11.2 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-5-hydroxy-desthio, determined as prothioconazole-5-hydroxy-desthio and calculated as 
prothioconazole-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat. 
**: mean of double injection  
***: This value was accepted due to a RSD below 20% and an overall mean value in the range of 70-110%. 
 
Table 6.3.2-35: Concurrent recoveries for the determination of prothioconazole-6-hydroxy-desthio in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-6-
hydroxy-
desthio 

Cereal 
grain 

0.01 69; 75; 99; 101; 94; 96; 97; 100; 
93; 97 92 11.9 

0.01 0.50 79;84;79;82 81 3.0 
Overall Recovery (n = 14) 89 11.9 

Cereal 
green 
material 

0.01 73; 102; 103; 92; 99; 87; 93; 95; 
99; 69; 75; 77; 77 88 13.8 

0.01 0.50 79; 75; 89; 91; 70; 79 81 10.1 
Overall Recovery (n = 19) 85 13.2 

Cereal 
straw 

0.01 82; 74; 75; 78; 75; 82 78 4.7 
0.01 0.50 68; 68; 80; 60; 62 68*** 11.5 

Overall Recovery (n = 11) 73 10.5 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-6-hydroxy-desthio, determined as prothioconazole-6-hydroxy-desthio and calculated as 
prothioconazole-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat. 
**: mean of double injection  
***: This value was accepted due to a RSD below 20% and an overall mean value in the range of 70-110%. 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-36.
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Table 6.3.2-36: Residues of prothioconazole-desthio in/on spring barley applied with bixafen & fluoxastrobin & prothioconazole EC 190 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

10-2204 
10-2204-01 
GLP: yes 
2010 

Barley, 
spring 
Tipple 
 

Nether-
lands 
ö9ö゜ EU 
Zhcg゚
6§Europe, 
North 

190 
EC 2 0.150 0.050 61 

green 
material 

0(1) 
0 

0.36 
0.51 

<0.01 
<0.01 

0.05 
0.05 

0.07 
0.08 

0.03 
0.03 

<0.01 
<0.01 

0.53 
0.69 

grain 35 
43 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 35 
43 

0.11 
0.05 

<0.01 
<0.01 

0.10 
0.04 

0.12 
0.04 

0.06 
0.02 

<0.01 
<0.01 

0.41 
0.17 

10-2204 
10-2204-02 
GLP: yes 
2010 

Barley, 
spring 
Quench 
 

Germany 
n゜6no ゕ
J?qofzoj 
Europe, 
North 

190 
EC 2 0.150 0.050 61 

green 
material 

0(1) 
0 

0.53 
1.5 

<0.01 
<0.01 

0.09 
0.10 

0.09 
0.09 

0.05 
0.06 

<0.01 
<0.01 

0.78 
1.8 

grain 34 
46 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 34 
46 

0.54 
0.17 

<0.01 
<0.01 

0.32 
0.17 

0.25 
0.12 

0.10 
0.08 

0.01 
<0.01 

1.2 
0.56 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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In the 2 trials conducted in 2010 (report 10-2204), residues of prothioconazole-desthio, prothioconazole-
3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, 
prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio in barley grain at 
harvest were  <0.01 mg/kg. In grain at harvest, the total residue was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.05 mg/kg and 0.17 mg/kg for prothioconazole-desthio 
• <0.01 mg/kg mg/kg for prothioconazole-alpha-hydroxy, 
• between 0.04 mg/kg and 0.17 mg/kg for prothioconazole-3-hydroxy-desthio, 
• between 0.04 mg/kg and 0.12 mg/kg for prothioconazole-4-hydroxy-desthio, 
• between 0.02 mg/kg and 0.08 mg/kg for prothioconazole-5-hydroxy-desthio, 
• <0.01 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio, 
• between 0.17 mg/kg and 0.56 mg/kg for the total residue. 

 
 
Conclusion 
Two barley residue trials were conducted with Bixafen & Fluoxastrobin & Prothioconazole EC 190 in 
northern Europe. The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha.  
Residues of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-
desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-
alpha-hydroxy-desthio in barley grain at harvest were  <0.01 mg/kg. In grain at harvest, the total residue 
was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.05 mg/kg and 0.17 mg/kg for prothioconazole-desthio, 
• <0.01 mg/kg mg/kg for prothioconazole-alpha-hydroxy, 
• between 0.04 mg/kg and 0.17 mg/kg for prothioconazole-3-hydroxy-desthio, 
• between 0.04 mg/kg and 0.12 mg/kg for prothioconazole-4-hydroxy-desthio, 
• between 0.02 mg/kg and 0.08 mg/kg for prothioconazole-5-hydroxy-desthio, 
• <0.01 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio, 
• between 0.17 mg/kg and 0.56 mg/kg for the total residue. 

 
 
 
Report: KCA 6.3.2/16; :/c.Q?y・: s,; 2015; M-501711-03-1 
Title: Determination of the residues of fluoxastrobin and prothioconazole in/on spring barley 

after spray application of fluoxastrobin & prothioconazole EC 200 in Germany 
Report No.: 13-2137 
Document No.: M-501711-03-1 
Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 

October 2009 concerning the placing of plant protection products on the market and 
repealing Council Directives 79/117/EEC and 91/414/EEC 
EC Guidance working document 7029/VI/95 rev.5 (1997-07-22), 
OECD 509 Adopted 2009-09-07, OECD GUIDELINE FOR THE TESTING OF 
CHEMICALS, Crop Field Trial 
US EPA OCSPP Guideline No. 860.1500 

Guideline deviation(s): not specified 
GLP/GEP: yes 
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Report: KCA 6.3.2/17; ii8.ゕz` +,; bz* z$&ゕ-v. >,; 2014; M-501503-01-1 
Title: Determination of the residues of fluoxastrobin and prothioconazole in/on barley and 

spring barley after spray application of Fluoxastrobin & Prothioconazole EC 200 in 
France (North) 

Report No.: 13-2158 
Document No.: M-501503-01-1 
Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 

October 2009 concerning the placing of plant protection 
products on the market and repealing Council Directives 79/117/EEC and 
91/414/EEC 
EC Guidance working document 7029/VI/95 rev.5 (1997-07-22) 
OECD 509 Adopted 2009-09-07, OECD GUIDELINE FOR THE TESTING OF 
CHEMICALS, Crop Field Trial 
US EPA OCSPP Guideline No. 860.1500 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2013, a set of 4 residue trials on spring and winter barley was conducted in 
northern Europe. The trials were located in northern France and Germany. 
 
In each trial, barley was treated twice at a product rate of 1.25 L/ha fluoxastrobin & prothioconazole EC 
200 corresponding to 0.125 kg a.s./ha of prothioconazole. In trial 13-2158-02, the two applications were 
overdosed by 6.3% and 8.3%, respectively. The water rate was 200-400 L/ha. The spray interval ranged 
from 6-20 days. The time of application was: 
 
1. when node 2 is at least 2 cm above node 1until 70% of inflorescence emerged (BBCH 32-57), and  
2. at the beginning of flowering (BBCH 61). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application, 
- at days 7, 14, 21 and 28 (except for the trial 13-2158-02) after final application, 
- at a pre-harvest interval of 35 days (except for the trial 13-2137-02) after the final application, 
- at harvest (BBCH 89). Additionnal samples were taken at days 17 (trial 13-2158-02), 31 (trial 13-
2158-01) and 42 (trial 13-2137-02) after final application. 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days.  
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
Residues of  prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-
5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio 
were determined according to method 00979/M001 with a limit of quantitation of 0.01 mg/kg for grain, 
green material and straw (cf. KCA 4.1.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-37. 
Table 6.3.2-37: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley 

prothioconazole-
desthio 

grain 337 11.2 

13-2158 
M-501503-
01-1 

green material 366 12.2 
straw 337 11.2 

prothioconazole-
alpha-hydroxy-
desthio 
prothioconazole-3-
hydroxy-desthio 
prothioconazole-4-
hydroxy-desthio 
prothioconazole-5-
hydroxy-desthio 
prothioconazole-6-
hydroxy-desthio 

grain 415 13.8 

green material 451 15.0 

straw 424 14.1 

 

These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and 
prothioconazole-alpha-hydroxy-desthio above 30% of the LOQ was found in the control samples.  
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110% except for prothioconazole-3-hydroxy-desthio in green material at the LOQ 
level (68%), for prothioconazole-4-hydroxy-desthio at the LOQ level in grain (68%)  and in straw (64%) and 
prothioconazole-6-hydroxy-desthio in grain at the LOQ level (117% ). The single and overall mean 
recoveries are shown in Table 6.3.2-38 to Table 6.3.2-43. All results of the method validation are in 
accordance with the general requirements for residue analytical methods, therefore the method was 
validated successfully. 
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Table 6.3.2-38: 13-2158 and 13-2137: Concurrent recoveries for the determination of prothioconazole-
desthio in barley  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

13-2158 

barley 
grain 

0.01 103 - - 
0.01 0.10 104 - - 

Overall Recovery (n = 2) 104 - 

barley 
green 
material 

0.01 104* - - 

0.01 
0.10 113 - - 
1.0 88 - - 
Overall Recovery (n = 3) 102 12.5 

barley 
straw 

0.01 107* - - 

0.01 
0.10 108 - - 
1.0 91 - - 
Overall Recovery (n = 3) 102 9.4 

Prothio-
conazole-
desthio 

13-2137 

barley 
grain 

0.01 99 - - 
0.01 0.10 98 - - 

Overall Recovery (n = 2) 99 - 

barley 
green 
material 

0.01 118 - - 
0.01 0.10 100 - - 

Overall Recovery (n = 2) 109  

barley 
straw 

0.01 97 - - 
0.01 0.10 96 - - 

Overall Recovery (n = 2) 97 - 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-desthio, determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
* : corrected for residue level in control sample (29% of the LOQ for green material and 24% of the LOQ for straw). 
Uncorrected values are 133% (green material) and 132% (straw). 
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Table 6.3.2-39: 13-2158 and 13-2137: Concurrent recoveries for the determination of prothioconazole-
alpha-hydroxy-desthio in barley  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole- 
alpha -
hydroxy-
desthio 

13-2158 

barley 
grain 

0.01 81; 82 82 - 
0.01 0.10 76; 80 78 - 

Overall recovery (n = 4) 80 3.3 

barley 
green 
material 

0.01 78; 80 79 - 

0.01 
0.10 95; 99 97 - 
0.30 99; 100 100 - 
Overall recovery (n = 6) 92 11.0 

barley 
straw 

0.01 63; 69; 76; 81 72 10.9 

0.01 
0.10 87; 88 88 - 
0.60 87; 100 94  
Overall recovery (n = 8) 81 14.5 

prothiocon
azole-
alpha-
hydroxy-
desthio 

13-2137 

barley 
grain 

0.01 77 ; 78 78 - 
0.01 0.10 93 ; 93 93 - 

Overall Recovery (n = 4) 85 10.5 

barley 
green 
material 

0.01 85 ; 94 ; 109 96 12.6 
0.01 0.10 85 ; 86 86 - 

Overall Recovery (n = 5) 92 11.3 

barley 
straw 

0.01 85 ; 86 86 - 
0.01 0.20 88 ; 90 ; 97 ; 100 94 6.1 

Overall Recovery (n = 6) 91 6.7 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-alpha-hydroxy-desthio, determined as prothioconazole-alpha-hydroxy-desthio and calculated 
as prothioconazole-desthio 
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Table 6.3.2-40: 13-2158 and 13-2137: Concurrent recoveries for the determination of prothioconazole-3-
hydroxy-desthio in barley  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] 
RSD [%] 

LOQ 
[mg/kg
] Single Values Mean 

prothiocon
azole-3-
hydroxy-
desthio 

13-2158 

barley 
grain 

0.01 83; 86 85 - 
0.01 0.10 74; 75 75 - 

Overall recovery (n = 4) 80 7.4 

barley 
green 
material 

0.01 68; 68 68* - 

0.01 
0.10 88; 91 90 - 
0.30 96; 97 97 - 
Overall recovery (n = 6) 85 15.7 

barley 
straw 

0.01 67; 67; 78; 86 75 12.4 

0.01 
0.10 79; 86 83 - 
0.60 86; 96 91 - 
Overall recovery (n = 8) 81 12.4 

prothiocon
azole-3-
hydroxy-
desthio 

13-2137 

barley 
grain 

0.01 86 ; 87 87 - 
0.01 0.10 87 ; 87 87 - 

Overall Recovery (n = 4) 87 0.6 

barley 
green 
material 

0.01 81 ; 96 ; 108 95 14.2 
0.01 0.10 85 ; 93 89 - 

Overall Recovery (n = 5) 93 11.3 

barley 
straw 

0.01 89 ; 89 89 - 
0.01 0.20 85 ; 85 ; 91 ; 97 90 6.4 

Overall Recovery (n = 6) 89 5.0 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-hydroxy-desthio, determined as prothioconazole-hydroxy-desthio and calculated as 
prothioconazole-desthio * : This value was accepted due to a RSD below 20% and an overall mean value in the range of 70-
110%. 
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Table 6.3.2-41: 13-2158 and 13-2137: Concurrent recoveries for the determination of prothioconazole-4-
hydroxy-desthio in barley  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-4-
hydroxy-
desthio 

13-2158 

barley 
grain 

 0.01 65; 70 68* - 
0.01  0.10 70; 76 73 - 

Overall recovery (n = 4) 70 6.4 

barley 
green 
material 

 0.01 69; 70 70 - 

0.01 
 0.10 91; 96 94 - 
 0.30 90; 95 93 - 
Overall recovery (n = 6) 85 14.5 

barley 
straw 

 0.01 62; 65; 71 66* 6.9 

0.01 
 0.10 71; 80 76 - 
 0.60 83; 96 90 - 
Overall recovery (n = 7) 75 15.6 

prothiocon
azole-4-
hydroxy 
desthio 

13-2137 

barley 
grain 

0.01 66 ; 67 67 - 
0.01 0.10 83 ; 85 84 - 

Overall Recovery (n = 4) 75 13.5 

barley 
green 
material 

0.01 83 ; 95 89 - 
0.01 0.10 76 ; 80 78 - 

Overall Recovery (n = 4) 84 9.8 

barley 
straw 

0.01 63 ; 64 64 - 
0.01 0.20 86 ; 87 ; 84 ; 86 86 1.5 

Overall Recovery (n = 6) 78 14.7 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-4-hydroxy-desthio, determined as prothioconazole-4-hydroxy-desthio and calculated as 
prothioconazole-desthio 
* : This value was accepted due to a RSD below 20% and an overall mean value in the range of 70-110%. 
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Table 6.3.2-42: 13-2158 and 13-2137: Concurrent recoveries for the determination of prothioconazole-5-
hydroxy-desthio in barley  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-5-
hydroxy-
desthio 

13-2158 

barley 
grain 

 0.01 73; 77 75 - 
0.01  0.10 77; 82 80 - 

Overall recovery (n = 4) 77 4.8 

barley 
green 
material 

 0.01 67; 83 75 - 

0.01 
 0.10 91; 94 93 - 
 0.30 96; 98 97 - 
Overall recovery (n = 6) 88 13.2 

barley 
straw 

 0.01 76; 77; 86 80 6.9 

0.01 
 0.10 81; 87 84 - 
 0.60 81; 94 88 - 
Overall recovery (n = 7) 83 7.6 

prothiocon
azole-5-
hydroxy 
desthio 

13-2137 

barley 
grain 

0.01 87 ; 87 87 - 
0.01 0.10 85 ; 91 88 - 

Overall Recovery (n = 4) 88 2.9 

barley 
green 
material 

0.01 79 ; 81 ; 92 84 8.3 
0.01 0.10 78 ; 85 82 - 

Overall Recovery (n = 5) 83 6.9 

barley 
straw 

0.01 82 ; 85 84 - 
0.01 0.20 85 ; 86 ; 91 ; 97 90 6.1 

Overall Recovery (n = 6) 88 6.2 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-5-hydroxy-desthio, determined as prothioconazole-5-hydroxy-desthio and calculated as 
prothioconazole-desthio 
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Table 6.3.2-43: 13-2158 and 13-2137: Concurrent recoveries for the determination of prothioconazole-6-
hydroxy-desthio in barley  

Analyte Study Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothiocon
azole-6-
hydroxy-
desthio 

13-2158 

barley 
grain 

 0.01 115; 118 117* - 
0.01  0.10 87; 92 90 - 

Overall recovery (n = 4) 103 15.3 

barley 
green 
material 

 0.01 73; 79 76 - 

0.01 
 0.10 88; 89 89 - 
 0.30 85; 91 88 - 
Overall recovery (n = 6) 84 8.2 

barley 
straw 

 0.01 70; 77; 78; 83 77 7.0 

0.01 
 0.10 78; 84 81 - 
 0.60 86; 95 91 - 
Overall recovery (n = 8) 81 9.1 

prothiocon
azole-6-
hydroxy-
desthio 

13-2137 

barley 
grain 

0.01 90 ; 92 91 - 
0.01 0.10 83 ; 88 86 - 

Overall Recovery (n = 4) 88 4.4 

barley 
green 
material 

0.01 93 ; 101 ; 109 101 7.9 
0.01 0.10 87 ; 93 90 - 

Overall Recovery (n = 5) 97 8.8 

barley 
straw 

0.01 87 ; 87 87 - 
0.01 0.20 90 ; 93 ; 93 ; 96 93 2.6 

Overall Recovery (n = 6) 91 4.0 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-6-hydroxy-desthio, determined as prothioconazole-6-hydroxy-desthio and calculated as 
prothioconazole-desthio * : This value was accepted due to a RSD below 20% and an overall mean value in the range of 70-
110% 
 
- Residue results: 
 
The residue results are summarised in Table 6.3.2-44 and Table 6.3.2-45.

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 205 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

Table 6.3.2-44: Residues of prothioconazole-desthio in/on spring barley applied with Fluoxastrobin & Prothioconazole EC 200 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy
-desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy
-desthio 

Total 
residue 
calc.* 

13-2137 
13-2137-01 

GLP: yes 
2013 

 

Barley, 
spring 
Conchita 

 

Germany 
4y16ü 

yät4CfJaü 
Europe, 
North 

200 
EC 2 0.125 0.042 61 

green 
material 

0(1) 
0 
7 
14 
21 
28 
35 

0.27 
0.94 
0.88 
0.42 
0.15 
0.067 
0.049 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.023 
0.032 
0.062 
0.093 
0.084 
0.074 
0.079 

0.032 
0.044 
0.075 
0.091 
0.080 
0.066 
0.064 

0.018 
0.024 
0.044 
0.059 
0.053 
0.039 
0.038 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.36 
1.1 
1.1 
0.68 
0.39 
0.27 
0.25 

grain 35 
69 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 35 
69 

0.087 
0.036 

<0.01 
<0.01 

0.14 
0.029 

0.12 
0.030 

0.067 
0.020 

<0.01 
<0.01 

0.43 
0.14 

13-2137 
13-2137-02 

GLP: yes 
2013 

 

Barley, 
spring 
Grace 

 

Germany 
95b$0 

ö)zZ?uq`゜
5 

Europe, 
North 

200 
EC 2 0.125 0.031-

0.042 61 

green 
material 

0(1) 
0 
7 
14 
21 
28 
42 

0.50 
1.1 
0.47 
0.22 
0.098 
0.067 
0.041 

<0.01 
<0.01 
0.010 
0.013 
0.013 
0.011 
<0.01 

0.023 
0.026 
0.070 
0.080 
0.092 
0.078 
0.038 

0.010 
0.012 
0.025 
0.027 
0.028 
0.025 
0.012 

0.013 
0.013 
0.030 
0.032 
0.029 
0.024 
0.013 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.57 
1.2 
0.62 
0.38 
0.27 
0.22 
0.12 

grain 68 0.011 <0.01 <0.01 <0.01 <0.01 <0.01 0.061 

straw 68 0.044 <0.01 0.020 <0.01 <0.01 <0.01 0.10 
(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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Table 6.3.2-45: Residues of prothioconazole-desthio in/on barley applied with Fluoxastrobin & Prothioconazole EC 200 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

13-2158 
13-2158-01 
GLP: yes 
2013 

 

Barley 
Esterel 

 

France 
゛hgkd 
q/:zJ<kcü 
Europe, 
North 

200 
EC 2 0.125 0.063 61   

green 
material 

0(1) 
0 
7 
14 
21 
28 
31 

0.17 
1.5 
0.46 
0.14 
0.078 
0.067 
0.079 

<0.01 
<0.01 
0.012 
<0.01 
<0.01 
<0.01 
<0.01 

0.051 
0.056 
0.076 
0.080 
0.088 
0.057 
0.067 

0.047 
0.049 
0.068 
0.065 
0.074 
0.046 
0.057 

0.044 
0.044 
0.065 
0.059 
0.058 
0.039 
0.048 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.33 
1.7 
0.69 
0.36 
0.32 
0.23 
0.27 

grain 35 
43 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 35 
43 

0.039 
0.15 

<0.01 
<0.01 

0.051 
0.11 

0.036 
0.083 

0.034 
0.092 

<0.01 
<0.01 

0.18 
0.46 

13-2158 
13-2158-02 
GLP: yes 
2013 

 

Barley, 
spring 
Sébastian 

 

France 
d4゜2g E? 
zöさ゜ctiz 

_z 
Q$t44?oa 
Europe, 
North 

200 
EC 2 0.133-

0.135 
0.062-
0.063 61   

green 
material 

0(1) 
0 
7 
14 
21 
17 

0.33 
0.89 
0.72 
0.49 
0.40 
0.44 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.11 
0.13 
0.17 
0.16 
0.15 
0.16 

0.15 
0.16 
0.21 
0.20 
0.16 
0.17 

0.078 
0.091 
0.10 
0.082 
0.065 
0.077 

<0.01 
<0.01 
<0.01 
0.010 
0.010 
<0.01 

0.69 
1.3 
1.2 
0.95 
0.80 
0.87 

grain 35 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 
straw 35 0.81 0.023 0.55 0.55 0.23 0.042 2.2 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio
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In the 4 trials conducted in 2013 (reports 13-2137 and 13-2158), residues of prothioconazole-desthio, 
prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-
desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio in barley grain 
at harvest were  < 0.01 mg/kg. In grain at harvest, the total residue was always <0.06 mg/kg except for 
trial 13-2137-02 where the total residue reached 0.061 mg/kg. In straw, the residues at harvest ranged 
as follows : 

• between 0.036 mg/kg and 0.81 mg/kg for prothioconazole-desthio 
• between < 0.01 mg/kg and 0.023 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.020 mg/kg and 0.55 mg/kg for prothioconazole-3-hydroxy-desthio 
• between <0.01 mg/kg and 0.55 mg/kg for prothioconazole-4-hydroxy-desthio 
• between <0.01 mg/kg and 0.23 mg/kg for prothioconazole-5-hydroxy-desthio 
• between < 0.01 mg/kg and 0.042 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio 
• between 0.10 mg/kg and 2.2 mg/kg for total residue calc. 

 
Conclusion 
Four barley residue trials were conducted with Fluoxastrobin & Prothioconazole EC 200 in northern 
Europe. The product application corresponded to a prothioconazole rate of 2x125 g a.s./ha with the 
exception of trial 13-2158-02 where the two applications were overdosed by 6.3% and 8.3%, 
respectively.  
Residues of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-
desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-
alpha-hydroxy-desthio in barley grain at harvest were  < 0.01 mg/kg. In grain at harvest, the total residue 
was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between 0.036 mg/kg and 0.81 mg/kg for prothioconazole-desthio 
• between < 0.01 mg/kg and 0.023 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.020 mg/kg and 0.55 mg/kg for prothioconazole-3-hydroxy-desthio 
• between <0.01 mg/kg and 0.55 mg/kg for prothioconazole-4-hydroxy-desthio 
• between <0.01 mg/kg and 0.23 mg/kg for prothioconazole-5-hydroxy-desthio 
• between < 0.01 mg/kg and 0.042 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio 
• between 0.10 mg/kg and 2.2 mg/kg for total residue calc. 
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EU - southern region 
 
 
Table 6.3.2-46:  Number of residue trials conducted per geographical region and vegetation period  

Year GAP Formulation 
N° of 
 trials 

Study number 
Report No. 

Dossier 
Reference 

Barley EU foliar spray residue trials – southern EU 

2000 
2 x 125 g a.s./ha 
BBCH61 

EC200 (100 g/L fluoxastrobin, 100 
g/L prothioconazole) 3 RA-2014/00 

M-137478-01-1 KCA 6.3.2/18 

2002 
2 x 125 g a.s./ha 
BBCH61 

EC250 (125 g/L tebuconazole 125 
g/L prothioconazole) 3 RA-2104/02 

M-086880-01-1 KCA 6.3.2/19 

2003 
2 x 150 g a.s./ha 
BBCH61 

EC300 (75 g/L fluoxastrobin, 150 
g/L prothioconazole, 75 g/L 
trifloxystrobin) 

4 RA-2017/03 
M-062669-03-1 KCA 6.3.2/20 

2003 
2 x 175 g a.s./ha 
BBCH61 

SC325 (175 g/L prothioconazole, 
150 g/L trifloxystrobin) 4 RA-2107/03 

M-060760-01-1 KCA 6.3.2/21 

2005 
2 x 125 g a.s./ha 
BBCH61 

EC450 (100 g/L prothioconazole, 
250 g/L spiroxamine,  100 g/L 
tebuconazole) 

2 RA-2572/05 
M-272115-01-1 KCA 6.3.2/22 

2006 
2 x 150 g a.s./ha 
BBCH61 

EC225 (75 g/L bixafen, 150 g/L 
prothioconazole)  4 RA-2329/06 

M-294526-01-1 KCA 6.3.2/23 

2007 
2 x 150 g a.s./ha 
BBCH61 

EC400 (50 g/L bixafen, 100 g/L 
prothioconazole, 250 g/L 
spiroxamine) 

4 RA-2043/07 
M-298412-01-1 KCA 6.3.2/24 

2010 
2 x 150 g a.s./ha 
BBCH61 

EC190 (40 g/L bixafen, 
50 g/L fluoxastrobin and 100 g/L 
prothioconazole) 

2 10-2206 
M-414709-01-1 KCA 6.3.2/25 

2011 
2 x 175 g a.s./ha 
BBCH61 

EC150 (50 g/L fluoxastrobin, 100 
g/L prothioconazole) 5 11-2111 

M-434980-04-1 KCA 6.3.2/26 

TOTAL southern EU region 31   
 
 
 
Report: KCA 6.3.2/18; ?cxY?jöたu. ダ,; ty.L? ,し; 2001; M-137478-01-1 
Title: Determinaton of residues of HEC 5725 & JAU 6476-Desthio on barley following 

spray application of HEC 5725 & JAU 6476 200 EC in Italy, France and Spain 
Report No.: RA-2014/00 
Document No.: M-137478-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
Important note: In this report, a trial (Spain R 2000 0160/6) had to be discarded as the good agricultural 
practice was not met: the second treatment was carried out at a later stage as originally intended (BBCH 
85 instead of 61). Indeed, in order to keep the pre-harvest interval of 35 days, barley was treated at a 
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rather late growth stage (soft dough stage, BBCH 85, 42 days after the first application). In this dossier, 
we no longer support a PHI of 35 days. As the application in cereals is driven purely by growth stage, 
no PHI is deemed necessary (last application at BBCH61).  The resulting residue values are not 
considered relevant for the purpose of MRL setting or related assessments, because the treatment of 
cereals at such a late growth stage as BBCH 85 is neither recommended nor common or good 
agricultural practice. This trial is not included in the summary below. 
 
In the vegetation period of 1999/2000, a set of 3 residue trials were planned in southern Europe. The 
trials were located in Italy, and southern France.  
 
 
In each trial, barley was treated twice at a product rate of 1.25 L/ha fluoxastrobin & prothioconazole EC 
200 corresponding to 0.125 kg a.s./ha of prothioconazole. The employed water rate was 280 or 300 L/ha. 
The spray interval ranged from 13-18 days. The time of application was: 
 
1. during the time when the flag leaf sheath of the barley plants was just visible (BBCH 37), and  
2. at the beginning of flowering (BBCH 61). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application; 
- at a pre-harvest interval of 35 days as well as 49-55 days after the final treatment. 
 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-47.  
Table 6.3.2-47: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 322 10.7 

RA-2014/00 
M-137478-01-1 

grain 287 9.6 
Rest of plant 479 16.0 
straw 287 9.6 
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These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis.  
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-48. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.2-48: RA-2014/00: Concurrent recoveries for the determination of prothioconazole-desthio in 

barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg
] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 102 ; 100 ; 103 102 1.5 

0.01 0.10 

103 ; 103 ; 102 ; 103 ; 102 ; 103 ; 
104 ; 103 ; 102 ; 103 ; 105 ; 104 ; 
115 ; 99 ; 103 ; 106 ; 102 ; 94 ; 102 
; 101 ; 101 

103 3.6 

Overall (n = 24) 103 3.4 

Prothio-
conazole-
desthio 

Rest of plant 

0.05 102 ; 107 ; 102 104 2.8 

0.05 0.50 
106 ; 103 ; 106 ; 103 ; 104 ; 104 ; 
104 ; 105 ; 103 ; 103 ; 103 ; 97 ; 
104 ; 115 ; 105 ; 102 ; 103 ; 99 

104 3.4 

Overall (n = 21) 104 3.3 

Prothio-
conazole-
desthio 

Straw 

0.05 94 ; 102 ; 96 97 4.3 

0.05 0.50 103 ; 104 ; 102 ; 102 ; 98 ; 100 ; 96 
; 103 101 2.7 

Overall (n = 11) 100 3.4 
Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-49. 
 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 211 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

Table 6.3.2-49: Results of residue trials conducted on fluoxastrobin & prothioconazole EC 200 in barley; 
results for prothioconazole-desthio 

Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2014/00 
R 2000 0159/2 
0159-00 
GLP: yes 
2000 
 

Barley, 
winter 
Pastoral 
 

France 
F-゜*kü1 
れcJ 
Ä(at?(ü 
Europe, 
South 
 

200 
EC 

2 0.1250  
  
  
  
 

0.04170
-
0.04460  
  
  
  

61 ear 0(1) 
0 

35 

<0.01 
3.4 

0.01 
rest of plant 0(1) 

0 
35 

0.24 
1.0 

0.10 
straw 49 0.05 
grain 49 <0.01 

RA-2014/00 
R 2000 0157/6 
0157-00 
GLP: yes 
2000 
 

Barley 
Ganora 
 

Italy 
I-゛7b・§ 
レhöt 
T8c/゛` 
Europe, 
South 
 

200 
EC 

2 0.1250  
  
  
  
 

0.04170  
  
  
  

61 ear 0(1) 
0 

0.02 
2.0 

rest of plant 0(1) 
0 

0.56 
1.7 

straw 35 
55 

0.14 
0.11 

grain 35 
55 

<0.01 
0.02 

RA-2014/00 
R 2000 0158/4 
0158-00 
GLP: yes 
2000 
 

Barley, 
winter 
Univer 
 

France 
F-qqq$p 
+tpi? ä+o: 
J:ä 
Bhe§J 
Europe, 
South 

200 
EC 

2 0.1250  
  
  
  
 

0.04170  
  
  
  

61 ear 0(1) 
0 

<0.01 
2.9 

rest of plant 0(1) 
0 

0.55 
1.4 

straw 35 0.14 
grain 35 0.01 

FL = Formulation, DALT = Days after last treatment, 
* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
(1) : before last application 
 
 
In the three trials conducted in 2000 (report RA-2014/00), residues of prothioconazole-desthio in barley 
grain at harvest ranged between below the limit of quantification (LOQ) of 0.01 mg/kg and 0.02 mg/kg. 
The residues in straw at harvest ranged between 0.05 mg/kg and 0.14 mg/kg. 
 
Conclusion 
Three barley residue trials were conducted with fluoxastrobin & prothioconazole EC 200 in southern 
Europe. The product application corresponded to a prothioconazole rate of 2x125 g a.s./ha. Residues of 
prothioconazole-desthio in barley grain at harvest ranged between below the limit of quantification 
(LOQ) of 0.01 mg/kg and 0.02 mg/kg. The residues in straw at harvest ranged between 0.05 mg/kg and 
0.14 mg/kg. 
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Report: KCA 6.3.2/19; z?8Xj1?2. A,; 2003; M-086880-01-1 
Title: Determination of residues of tebuconazole and prothioconazole-desthio in/on barley 

after spray application of HWG 1608 & JAU 6476 250 EC in the field in Italy and 
Spain 

Report No.: RA-2104/02 
Document No.: M-086880-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2002, a set of 3 residue trials was conducted in southern Europe. The trials 
were conducted in Italy (2) and Spain (1). 
 
‘Prothioconazole + tebuconazole EC 250 (125+125 g/L)’ was applied to barley by spraying two times 
at a product rate of 1.0 L/ha and 300 L/ha water (product concentration of 0.333%). The amount of 
tebuconazole and prothioconazole was 0.125 kg/ha. 
 
The applications were performed at BBCH growth stages 39 and 55-59, except for 1 trial: 

- R 2002 0542/2 (Italy) where the 2nd application was performed at BBCH growth stage 75 instead of 
61 due to wet and windy weather conditions as well.  
Spray intervals were from 14-22 days with the last treatment 35-42 days prior to the date of harvest. 
 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-50. 

Table 6.3.2-50: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 273 9.1 

RA-2104/02 
M-086880-01-1 

grain 238 7.9 
Rest of plant 273 9.1 
straw 238 7.9 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 

No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 

- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-51. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 

Table 6.3.2-51: RA-2104/02: Concurrent recoveries for the determination of prothioconazole-desthio in 
barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg
] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 89 ; 100 ; 96 95 5.9 
0.01 0.10 94 ; 90 ; 95 93 2.8 

Overall (n = 6) 94 4.3 

Prothio-
conazole-
desthio 

Rest of plant 
0.05 94 ; 91 ; 93 93 1.6 

0.05 0.50 97 ; 95 ; 95 96 1.2 
Overall (n = 6) 94 2.2 

Prothio-
conazole-
desthio 

Straw 
0.05 100 ; 86 ; 102 96 9.1 

0.05 0.50 94 ; 96 95 - 
Overall (n = 5) 96 6.5 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-52. 
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Table 6.3.2-52: Residues of prothioconazole-desthio in/on spring barley applied with tebuconazole & 
prothioconazole EC 250 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL N

o 
kg/ha  
(a.s.) 

kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

Prothioco
nazole-
desthio 
(mg/kg) 

RA-2104/02 
R 2002 0544/9 
0544-02 
GLP: yes 
2002 

Barley, 
spring 
Grafit 
 

Spain 
E-vp28゜  
Europe, 
South 

250 
EC 

2 0.1250 
 
 
 
 

0.04163 
 
 
 

55 ear 0 1.5 
rest of plant 0 2.2 
grain 35 

42 
0.01 
<0.01 

straw 35 
42 

1.2 
1.2 

RA-2104/02 
R 2002 0530/9 
0530-02 
GLP: yes 
2002 
 

Barley, 
spring 
Pandas 
 

Italy 
I-**o7・ 
q`vÜ:z 
Europe, 
South 

250 
EC 

2 0.1250 
 
 

0.04163 
 
 
 

59 ear 0 1.5 
rest of plant 0 0.85 
grain 35 

41 
<0.01 
<0.01 

straw 35 
41 

0.08 
0.08 

RA-2104/02 
R 2002 0542/2 
0542-02 
GLP: yes 
2002 

Barley, 
spring 
Klaxon 
 

Italy 
I-・0hüb  
Europe, 
South 

250 
EC 

2 0.1250 
 

0.04163 
 
 
 

75 ear 0 
35 

0.86 
0.03 

rest of plant 0 
35 

1.1 
0.13 

grain 42 0.01 
straw 42 0.24 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
 
In the 3 trials conducted in 2002 (report RA-2104/02), residues of prothioconazole-desthio in barley 
grain at harvest ranged from <0.01 mg/kg to 0.01 mg/kg. The residues in straw at harvest ranged between 
0.08 mg/kg and 1.2 mg/kg. 
 
Conclusion 
Four barley residue trials were conducted with tebuconazole & prothioconazole EC 250 in southern 
Europe. The product application corresponded to a prothioconazole rate of 2x125 g a.s./ha. Residues of 
prothioconazole-desthio in barley grain at harvest ranged from <0.01 mg/kg to 0.01 mg/kg. The residues 
in straw at harvest ranged between 0.08 mg/kg and 1.2 mg/kg. 
 
 
Report: KCA 6.3.2/20; N/ä7tic.§ s,; 2015; M-062669-03-1 
Title: Amendment No. 2 to report no: RA-2017/03 - Determination of residues of 

fluoxastrobin (HEC5725), prothioconazole (JAU6476) and trifloxystrobin 
(CGA279202 in/on barley following spray application of HEC 5725 & JAU 6476 & 
CGA279202 (300 EC) in France, Italy and Spain 

Report No.: RA-2017/03 
Document No.: M-062669-03-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of 15 July, 1991, Annex II, part A, point 6 

and Annex III, part A, point 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 
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Materials and Methods 
 
In the vegetation period of 2003, a set of 4 residue trials was conducted in southern Europe. The trials 
were located in Italy (2), southern France and Spain.  
 
In each trial, barley was treated twice at a product rate of 1.0 L/ha fluoxastrobin & prothioconazole & 
trifloxystrobin EC 300 corresponding to 0.150 kg a.s./ha of prothioconazole. The employed water rate 
was 300-320 L/ha in all trials. The spray interval ranged from 13 - 18 days. The time of application was: 
1. during the time when the flag leaf is just visible until the flag leaf sheath is extended (BBCH37-41), 
2. at the beginning of flowering (BBCH 61) (except one trial at BBCH55-65). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application; 
- at a pre-harvest interval of 35 days 
- at harvest (BBCH 89), 40-69 days after the final treatment. 
 
Plant material was collected at a pre-harvest interval of 35 days as well as at one later date to obtain 
harvest values. This additional date was needed to ensure that samples of mature plants were available 
independent of the growth stage reached following the proposed pre-harvest interval of 35 days. 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-53. 

Table 6.3.2-53: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample 
Material 

Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 196 6.5 

RA-2017/03 
M-062669-03-1 

grain 138 4.6 
Rest of plant 196 6.5 
straw 138 4.6 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
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No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-54. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.2-54: RA-2017/03: Concurrent recoveries and validation recoveries for the determination of 

prothioconazole-desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 94 ; 97 ; 94 95 1.8 

0.01 

0.10 95 ; 93 ; 100 ; 93 ; 94 95 3.1 
1.0 92 92 - 
2.0 94 94 - 
4.0 94 94 - 
Overall (n = 11) 95 2.3 

Prothio-
conazole-
desthio 

Straw 

0.05 97 ; 91 ; 98 95 4.0 

0.05 
0.50 98 ; 97 ; 96 ; 97 ; 99 97 1.2 
5.0 94 94 - 
Overall (n = 9) 96 2.5 

Prothio-
conazole-
desthio 

Rest of plant 

0.05 100 ; 97 ; 99 99 1.5 

0.05 
0.50 96 ; 91 ; 95 ; 93 ; 97 94 2.6 
5.0 93 93 - 
Overall (n = 9) 96 3.1 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
Concurrent recoveries in italics. 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-55. 
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Table 6.3.2-55: Residues of prothioconazole-desthio in/on barley applied with fluoxastrobin & 
prothioconazole & trifloxystrobin EC 300 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2017/03 
R 2003 0253/3 
0253-03 
GLP: yes 
2003 
 

Barley 
Aliseo 
 

Italy 
I-büh*§ 
B7ä゜z*ä 
Europe, 
South 
 

300 
EC 

2 0.1500  
  
  
  
 

0.04995  
  
  
  

61 rest of plant 0(1) 
0 

0.19 
0.74 

ear 0(1) 
0 

<0.01 
2.4 

grain 35 
45 

<0.01 
<0.01 

straw 35 
45 

<0.05 
0.05 

RA-2017/03 
R 2003 0254/1 
0254-03 
GLP: yes 
2002 
 

Barley 
Hispani
c 
 

Spain 
E-6u5゜0 
X?/?ä7ä 
Europe, 
South 
 

300 
EC 

2 0.1500
-
0.1598  
  
  
  
 

0.04995  
  
  
  

61 rest of plant 0(1) 
0 

35 

0.30 
1.5 

0.21 
ear 0(1) 

0 
35 

0.02 
2.6 

0.03 
grain 69 <0.01 
straw 69 0.31 

RA-2017/03 
R 2003 0132/4 
0132-03 
GLP: yes 
2003 
 

Barley 
Print 
 

France 
F-p3$ox 
zIzytcみJ`
ロ` 
Europe, 
South 
 

300 
EC 

2 0.1500  
  
  
  
 

0.04995  
  
  
  

55-
65 

rest of plant 0(1) 
0 

0.67 
2.1 

ear 0(1) 
0 

0.05 
1.3 

grain 35 <0.01 
straw 35 0.62 

RA-2017/03 
R 2003 0256/8 
0256-03 
GLP: yes 
2003 
 

Barley 
Sonora 
 

Italy 
I-゛n1h_ 
g:bさ§2e 
Europe, 
South 
 

300 
EC 

2 0.1500  
  
  
  
 

0.04995  
  
  
  

61 rest of plant 0(1) 
0 

0.20 
4.2 

ear 0(1) 
0 

<0.01 
3.5 

grain 35 
40 

<0.01 
<0.01 

straw 35 
40 

0.10 
0.14 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
(1) : before last application 
 
In the 4 trials conducted in 2003 (report RA-2017/03), residues of prothioconazole-desthio in barley 
grain at harvest were  <0.01 mg/kg. The residues in straw at harvest ranged between 0.05 mg/kg and 
0.62 mg/kg. 
 
Conclusion 
Four barley residue trials were conducted with fluoxastrobin & prothioconazole & trifloxystrobin EC 
300 in southern Europe. The product application corresponded to a prothioconazole rate of 2x125 g 
a.s./ha. Residues of prothioconazole-desthio in barley grain at harvest were <0.01 mg/kg. The residues 
in straw at harvest ranged between 0.05 mg/kg and 0.62 mg/kg. 
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Report: KCA 6.3.2/21; +?/Il?4. L,; 2004; M-060760-01-1 
Title: Determination of residues of trifloxystrobin, CGA 321113, and JAU 6476-desthio 

in/on barley following spray application of CGA 279202 & JAU 6476 (325 SC) in the 
field in Southern France, Italy, Spain, and Greece 

Report No.: RA-2107/03 
Document No.: M-060760-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2003, a set of 4 residue trials was conducted in southern Europe. The trials 
were located in southern France, Italy, Spain and Greece. 
 
In each trial, barley was treated twice at a product rate of 1.0 L/ha prothioconazole & trifloxystrobin SC 
325 corresponding to 0.175 kg a.s./ha of prothioconazole. The first application was done at BBCH 
growth stage 47 and the second at growth stage 61 except for trial R 2003 0978/3 where treatments were 
carried out at the growth stages BBCH 57-58 and 69, respectively. The interval between applications 
ranged from 7 to 13 days. 
The water rate was 300 L/ha, corresponding to a concentration of test substance in the spray liquid of 
0.333%. 
Samples of ear and rest of plant were taken on day 0 after the last application, and samples of grain and 
straw were taken as close as possible to recommended PHI of 35 days. However, if grain had not yet 
reached final harvest maturity 35 days after last application, a second set of grain and straw samples was 
taken at maturity (BBCH 89). 
Among the 4 trials conducted in southern Europe, grain reached its maturity stage at PHI 35 only in 
Spain and Greece. In France and Italy, grain and straw were sampled at PHI 44 days. 
 
 
Residues of prothioconazole-desthio were determined according to method 00647 (cf. original Annex 
II, Section 2, Point 4.2) by HPLC-MS/MS in the multiple-reaction-monitoring mode (MRM) using an 
electrospray interface (ESI) after extraction, filtration and dilution. The LOQ with this method was 0.05 
mg/kg for forage/rest of plant and straw and 0.01 mg/kg for grain/ear.  
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-56. 
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Table 6.3.2-56: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 207 6.9 

RA-2107/03 
M-060760-01-1 

grain 172 5.7 
rest of plant 207 6.9 
straw 172 5.7 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of sample s ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-57. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.2-57: RA-2107/03: Concurrent recoveries for the determination of prothioconazole-desthio in 

barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 93 ; 100 ; 97 97 3.6 
0.01 0.10 101 ; 95 ; 95 ; 92 ; 96 ; 98 96 3.2 

Overall (n = 9) 96 3.1 

Prothio-
conazole-
desthio 

Green 
material 

0.05 101 ; 99 ; 97 99 2.0 
0.05 0.50 101 ; 98 ; 103 ; 104 ; 95 100 3.7 

Overall (n = 8) 100 3.1 

Prothio-
conazole-
desthio 

Straw 
0.05 101 ; 101 ; 103 102 1.1 

0.05 0.50 99 ; 98 ; 97 ; 95 97 1.8 
Overall (n = 7) 99 2.8 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-58. 
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Table 6.3.2-58: Residues of prothioconazole-desthio in/on barley applied with prothioconazole & 
trifloxystrobin SC 325 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2107/03 
R 2003 0979/1 
0979-03 
GLP: yes 
2003 
 

Barley 
Scarlet 
 

Greece 
GR-§*hb§ 
X$jtbv5-J 
Europe, 
South 
 

325 
SC 

2 0.1750  
  
  
  
 

0.05828  
  
  
  

61 ear 0 1.3 
grain 35 <0.01 
straw 35 1.1 
rest of plant 0 2.8 

RA-2107/03 
R 2003 0940/6 
0940-03 
GLP: yes 
2003 
 

Barley 
Esterel 
 

France 
F-*・0u_ 
äヮJ だaJ
と) 
Europe, 
South 
 

325 
SC 

2 0.1750  
  
  
  
 

0.05828  
  
  
  

61 ear 0 
35 

3.6 
0.02 

grain 44 <0.01 
straw 44 0.10 
rest of plant 0 

35 
0.94 
0.09 

RA-2107/03 
R 2003 0978/3 
0978-03 
GLP: yes 
2003 
 

Barley 
Hispani
a 
 

Spain 
E-5hyu1 
:7/Cajた1 
と)4t 
6'a:Europ
e, South 

325 
SC 

2 0.1750  
  
  
  
 

0.05828  
  
  
  

69 ear 0 2.3 
grain 34 0.03 
straw 34 

42 
2.5 
1.3 

rest of plant 0 4.3 

RA-2107/03 
R 2003 0977/5 
0977-03 
GLP: yes 
2003 
 

Barley 
Aliseo 
 

Italy 
I-q§2o7 
o2zゕeao 
Europe, 
South 
 

325 
SC 

2 0.1750  
  
  
  
 

0.05828  
  
  
  

61 ear 0 
35 

3.0 
0.02 

grain 44 <0.01 
straw 44 0.06 
rest of plant 0 

35 
0.96 
0.08 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
 
In the 4 trials conducted in 2003 (report RA-2107/03), residues of prothioconazole-desthio in barley 
grain at harvest ranged between  < 0.01 mg/kg and 0.03 mg/kg. The residues in straw at harvest ranged 
between 0.06 mg/kg and 2.5 mg/kg. This  relatively high value of 2.5 mg/kg can be explained by the 
fact that the last application was performed at BBCH stage 69 (instead of 61) and with a short PHI.  
 
Conclusion 
Four barley residue trials were conducted with prothioconazole & trifloxystrobin SC325 in southern 
Europe. The product application corresponded to a prothioconazole rate of 2x175 g a.s./ha. Residues of 
prothioconazole-desthio in barley grain at harvest ranged between  < 0.01 mg/kg and 0.03 mg/kg. The 
residues in straw at harvest ranged between 0.06 mg/kg and 2.5 mg/kg. This  relatively high value of 
2.5 mg/kg can be explained by the fact that the last application was performed at BBCH stage 69 (instead 
of 61) and with a short PHI (34 days).  
 
 
 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 221 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

Report: KCA 6.3.2/22; Pl/zq.(z E,; ョj(.W/zJ ,V; 2006; M-272115-01-1 
Title: Determination of the residues of JAU 6476, Tebuconazole and KWG 4168 in/on 

winter barley after spraying of JAU 6476 & HWG 1608 & KWG 4168 (450 EC) in 
the field in Southern France and Spain 

Report No.: RA-2572/05 
Document No.: M-272115-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2005, a set of 2 residue trials was conducted in southern Europe. The trials 
were located in Spain and southern France. 
 
In each trial, barley was treated twice at a product rate of 1.25 L/ha JAU 6476 (prothioconazole) & 
HWG 1608 (tebuconazole) & KWG 4168 (spiroxamine) EC450 corresponding to 0.125 kg a.s./ha of 
prothioconazole. The water rate was 300 L/ha. The spray interval ranged from 8-9 days. The time of 
application was: 
 
1. when the flag leaf sheath of the plants was opening (BBCH 47), and  
2. at the beginning of flowering (BBCH 61). 
 
A deviation to the described spray program occurred in trial R2005 0469/1 in Spain, where both  
treatments were carried out at a different stage as originally intended (BBCH 51 instead of BBCH 47, 
and BBCH 59 instead of BBCH 61). 
 
Samples were taken at the following intervals: 
In one trial, 
- prior to and immediately after the final application as well at a PHI of 28 and 35 days for green material  
- for grain and straw: at harvest (BBCH 89) 
In the other trial, green material was sampled immediately after the final application and grain and straw 
at a 35-d PHI and at harvest (BBCH89). 
 
Residues of prothioconazole-desthio were determined according to method 00598/M001 with a limit of 
quantitation of 0.01 mg/kg for grain and 0.05 mg/kg for cereal green material and straw (cf. original 
Annex II, Section 2, Point 4.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-59. 

Table 6.3.2-59: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample 
Material 

Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

grain 146 4.9 
RA-2572/05 
M-272115-01-1 

Green material 175 5.8 
straw 148 4.9 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-60. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
 
Table 6.3.2-60: RA-2572/05: Concurrent recoveries for the determination of prothioconazole-desthio in 

barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RS
D 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Barley 
grain / Ear 

0.01 90 ; 81 ; 94 88 7.5 
0.01 0.1 90 ; 91 91 - 

Overall (n = 5) 89 5.5 

Prothio-
conazole-
desthio 

Green 
material 

0.05 79 ; 86 ; 93 86 8.1 

0.05 
0.50 75 ; 90 ; 104 ; 99 92 13.8 
5.0 93 ; 84 ; 100 92 8.7 
Overall (n = 10) 90 10.4 

Prothio-
conazole-
desthio 

Straw 
0.05 90 ; 88 ; 91 90 1.7 

0.05 0.50 88 ; 91 90 - 
Overall (n = 9) 90 1.7 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
These recoveries were assigned to the studies RA-2571/05 and RA-2572/05. 
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- Residue results: 
The residue results are summarised in Table 6.3.2-61. 
 
Table 6.3.2-61: Residues of prothioconazole-desthio in/on winter barley applied with JAU 6476 
(prothioconazole) & HWG 1608 (tebuconazole) & KWG 4168 (spiroxamine) EC 450 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2572/05 
R 2005 0468/3 
0468-05 
GLP: yes 
2005 
 

Barley, 
winter 
BARAK
A 
 

France 
F-゛q404 
Eと=Bソ
Nヶソ 
(Provence
-Cote 
D'azur) 
Europe, 
South 

450 
EC 

2 0.1250  
  
  
 

0.04170  
  
  

61 green 
material 

0(1) 
0 

28 
35 

0.06 
2.1 

0.06 
0.05 

grain 61 <0.01 
straw 61 0.19 

RA-2572/05 
R 2005 0469/1 
0469-05 
GLP: yes 
2005 
 

Barley, 
winter 
Graphic 
 

Spain 
E-2x7゜2 
とzvgJ/iä
たi 
(Cataluña) 
Europe, 
South 

450 
EC 

2 0.1250  
  
  
 

0.04170  
  
  

59 green 
material 

0 2.4 

grain 35 
49 

<0.01 
<0.01 

straw 35 
49 

1.6 
1.2 

(1) Prior to last treatment  
* determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
 
In the 2 trials conducted in 2005 (report RA-2572/05), residues of prothioconazole-desthio in barley 
grain at harvest were  < 0.01 mg/kg. The residues in straw at harvest ranged between 0.19 mg/kg and 
1.2 mg/kg. 
 
Conclusion 
Two barley residue trials were conducted with JAU 6476 & KWG 4168 & HWG 1608 EC 450 in 
southern Europe. The product application corresponded to a prothioconazole rate of 2x125 g a.s./ha. 
Residues of prothioconazole-desthio in barley grain at harvest were  < 0.01 mg/kg. The residues in straw 
at harvest ranged between 0.19 mg/kg and 1.2 mg/kg. 
 
 
Report: KCA 6.3.2/23; 6ä5ョ.Fz$j$ ゕ,; zL!/`. ,>; 2007; M-294526-01-1 
Title: Determination of the residues of BYF 00587 and JAU 6476 in/on Spring barley and 

Winter barley after spraying of BYF 00587 & JAU 6476 (225 EC) in the field in 
Southern France, Italy, Spain and Portugal 

Report No.: RA-2329/06 
Document No.: M-294526-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8  
Residues in or on Treated Products, Food and Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 
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Materials and Methods 
 
In the vegetation period of 2007, a set of 4 residue trials was conducted in southern Europe. The trials 
were located in Spain, Italy, southern France and Portugal. 
 
The trials were conducted on both spring barley (1 trial) and winter barley (3 trials). In each trial, barley 
was treated twice at a product rate of 1.25 L/ha BYF 00587 (bixafen) & JAU 6476 (prothioconazole) 
EC 225 corresponding to 0.150 kg a.s./ha  of prothioconazole. All applications were made at the 
specified rates with the exception of the 1st application that was overdosed by 7% in 2 trials.  
Two trials were designed as decline series and the remaining 2 trials yielded harvest values only. The 
water rate was 300-321 L/ha. Depending on the study, the spray interval ranged from 9-27 days. The 
timing of application was: 
 
1. when the flag leaf is just visible (still rolled) (BBCH 37), and  
2. at the beginning of flowering (BBCH 61). 
 
 
Samples of green material were taken just prior to and immediately after the final. Two trials were 
designed as decline series, i.e. samples were collected further 7, 14, and 28 days after the final treatment. 
Grain and straw were sampled 34-35 days after the final treatment in all trials and, if BBCH 89 has not 
yet been reached 35 days post treatment, additionally at one later sampling date (43-48 days after final 
treatment).   
   
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-62. 
Table 6.3.2-62: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample 
Material 

Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

grain 217 7.2 
RA-2329/06 
M-294526-01-1 

green material 133 4.4 
straw 222 7.4 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
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- Method performance:  
 
Recovery rates were determined concurrently with the sample analysis in order to check the accuracy 
of the residue levels. Recovery means by fortification levels were within the acceptable range of 70-
110%. The single and overall mean recoveries are shown in Table 6.3.2-63. All results of the method 
validation are in accordance with the general requirements for residue analytical methods, therefore the 
method was validated successfully. 
 
Table 6.3.2-63: RA-2329/06 : Concurrent recoveries for the determination of prothioconazole-desthio in 

barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothioconazole
-desthio 

Cereal 
grain 

0.01 103 ; 115 ; 110 109 5.5 

0.01 0.1 111 ; 105 ; 96 104 7.3 

Overall (n = 6) 107 6.3 

Prothioconazole
-desthio 

Cereal 
green 
material 

0.01 106 ; 98 ; 91 98 7.6 

0.01 
0.10 100 ; 95 ; 100 ; 113 ; 92 ; 109 ; 105 

; 106 ; 100 102 6.5 

5.0 86 ; 86 86 - 
6.0 79 79 - 
Overall (n = 15) 98 9.8 

Prothioconazole
-desthio 

Cereal 
straw 

0.01 105 105 - 

0.01 
0.1 97 ; 101 ; 111 103 7.0 
9.0 90 90 - 
Overall (n = 5) 101 7.9 

Final determination as: Prothioconazole-desthio, Residues calculated as: Prothioconazole-desthio 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
These recoveries were performed with barley and wheat commodities during the conduct of the studies 
RA-2326/06, RA-2327/06, RA-2328/06 and RA-2329/06. Cereal summarises barley and wheat. 

 
 
- Residue results: 
 
The residue results are summarised in Table 6.3.2-64. 
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Table 6.3.2-64: Residues of prothioconazole-desthio in/on spring and winter barley applied with BYF 
00587 (bixafen) & JAU 6476 (prothioconazole) EC225 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2329/06 
R 2006 0464/5 
0464-06 
GLP: yes 
2006 
 

Barley, 
winter 
Scarlet 
 

Portugal 
P-
6rx7424_ -
1jJれe:h? 
Il$Bt$?zl z 
/?゙
wäJ(Europ
e, South 
 

225 
EC 

2 0.1500
-
0.1605  
  
  
 

0.04995  
  
  

61 green 
material 

0* 
0 
7 

14 
28 

0.02 
0.88 
0.26 
0.12 
0.15 

straw 35 
43 

0.32 
0.33 

grain 35 
43 

0.01 
0.01 

RA-2329/06 
R 2006 0461/0 
0461-06 
GLP: yes 
2006 
 

Barley, 
spring 
Scarlett 
 

France 
F-_ou14 
yk-ど
ca_n? ö* 
>:dyj_ !tj
゛Rü-
l+u8IeäkcJ
` 
Europe, 
South 

225 
EC 

2 0.1500  
  
  
 

0.04995  
  
  

61 green 
material 

0* 
0 

0.38 
1.3 

straw 34 1.0 
 

grain 34 0.01 
 

RA-2329/06 
R 2006 0463/7 
0463-06 
GLP: yes 
2006 
 

Barley, 
winter 
GRAPH
IC 
 

Spain 
E-§9o11 
ァ(öä/c§ ! 
zァJ ö゜
äJ>äycJ 
_ät /Jどz/? 
rz:d!さ
/z1ä 
Europe, 
South 

225 
EC 

2 0.1500
-
0.1605  
  
  
 

0.04995  
  
  

61 green 
material 

0* 
0 

0.38 
1.3 

straw 35 
48 

0.67 
0.79 

grain 35 
48 

<0.01 
<0.01 

RA-2329/06 
R 2006 0462/9 
0462-06 
GLP: yes 
2006 
 

Barley, 
winter 
Margior
y 
 

Italy 
I-$b$゜・ 
4ptゕ5ö゛
a !Oä*4-?l 
Europe, 
South 
 

225 
EC 

2 0.1500  
  
  
 

0.04995  
  
  

61 green 
material 

0* 
0 
7 

14 
28 

0.53 
1.7 
1.2 

0.57 
0.36 

straw 35 
43 

0.64 
0.56 

grain 35 
43 

0.01 
0.02 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
 (1) before last application 
GS = growth stage (BBCH code) 
FL = formulation 
 

In the 4 trials conducted in 2006 (report RA-2329/06), residues of prothioconazole-desthio in barley 
grain at harvest (34-48 days after the last treatment) ranged between  < 0.01 mg/kg and 0.02 mg/kg. The 
residues in straw at harvest ranged between 0.33 mg/kg and 1.0 mg/kg. 
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Conclusion 
Four barley residue trials were conducted with bixafen & prothioconazole EC 225 in southern Europe. 
The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha. Residues of 
prothioconazole-desthio in barley grain at harvest (34-48 days after the last treatment) ranged between  
<0.01 mg/kg and 0.02 mg/kg. The residues in straw at harvest ranged between 0.33 mg/kg and 1.0 
mg/kg. 
 
 
Report: KCA 6.3.2/24; k3*Fz゜dal. ,B; t?.L-! ,=; 2008; M-298412-01-1 
Title: Determination of the residues of BYF 00587, JAU 6476 and KWG 4168 in/on winter 

barley and spring barley after spraying of BYF 00587 & JAU 6476 & KWG 4168 (400 
EC) in the field in Southern France, Spain, Italy and Portugal 

Report No.: RA-2043/07 
Document No.: M-298412-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029A/I/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2007, a set of 4 residue trials on spring and winter barley was conducted in 
southern Europe. The trials were located in southern France, Spain, Italy and Portugal. 
 
In each trial, barley was treated twice at a product rate of 1.5 L/ha BYF 00587 (bixafen) & 
JAU 6476 (prothioconazole) & KWG 4168 (spiroxamine) EC 400 corresponding to 0.150 kg a.s./ha of 
prothioconazole. The water rate was 300 L/ha. The spray interval ranged from 8 - 20 days. The time of 
application was: 
 
1. when the flag leaf is just visible (still rolled) until is fully unrolled (ligule just visible) (BBCH 37 - 
39), and  
2. at the beginning of flowering (BBCH 61). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application, 
- at a pre-harvest interval of 35-36 days after the final treatment, 
- at harvest (BBCH 89), 35-58 days after the final application. 
 
Depending on the growth stage at sampling, cereal plants were divided into "ear" and "rest of plant", or 
"grain" and "straw". 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-65. 

Table 6.3.2-65: Maximum storage periods of field samples from supplementary residue trials  

Crop Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley prothioconazole-
desthio 

ear 176 5.9 

RA-2043/07 
M-298412-01-1 

grain 176 5.9 
green material 212 7.1 
rest of plant 176 5.9 
straw 176 5.9 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-66. All 
results of the method validation are in accordance with the general requirements for residue analytical 
methods, therefore the method was validated successfully. 
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Table 6.3.2-66: RA-2043/07: Concurrent recoveries for the determination of prothioconazole-desthio in 
cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain # 

0.01 97; 97; 96; 100; 93; 94; 99 97 2.6 

0.01 

0.1 95; 93; 95; 91; 93; 100 95 3.3 
1.0 92; 95; 95; 89; 93; 99 94 3.6 
5.0 89 -- -- 
10.0 86 -- -- 
Overall Recovery (n = 21) 94 3.9 

Prothio-
conazole-
desthio 

Cereal 
green 
material* 

0.01 98; 94; 90; 97 95 3.8 

0.01 

0.1 97; 90; 95; 88 93 4.5 
1.0 87; 95; 95; 91; 89 91 3.9 
5.0 89; 85; 82 85 4.1 
10.0 83; 86; 85 85 1.8 
Overall Recovery (n = 19) 90 5.5 

Prothio-
conazole-
desthio 

Cereal 
straw 

0.01 92; 88; 104; 93; 104 96 7.7 

0.01 

0.1 95; 88; 94; 103 95 6.5 
1.0 88; 93; 91; 93 91 2.6 
5.0 88; 80; 87 85 5.1 
10.0 84 -- -- 
Overall Recovery (n = 17) 92 7.3 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
These recoveries were performed with wheat and barley commodities during the conduct of the studies RA-2037/07, RA-
2038/07, RA-2039/07, RA-2040/07, RA-2041/07, RA-2042/07, RA-2043/07, RA-2045/07, RA-2046/07, RA-2049/07 and RA-
2050/07. Cereal summarises barley and wheat. Recoveries for wheat are also valid for barley. * = Recoveries for rest of plant 
are covered by recoveries for green material. 
# = Recoveries for ear are covered by recoveries for grain. 
 
- Residue results: 
 
The residue results are summarised in Table 6.3.2-67. 
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Table 6.3.2-67: Residues of prothioconazole-desthio in/on spring barley and winter barley applied with 
bixafen & prothioconazole & spiroxamine EC 400 
Study 
Trial No. 
Plot No. 
GLP  
Year 

Crop 
Variety 

Country Application Residues* 
FL No kg/ha  

(a.s.) 
kg/hL 
(a.s.) 

GS Portion 
analysed 

DALT 
(days) 

JAU 
6476-
desthio 
(mg/kg) 

RA-2043/07 
R 2007 0532/8 
0532-07 
GLP: yes 
2007 
 

Barley, 
winter 
Scarlet 
 

Portugal 
P-4§3・
q3rb 
+iäkc`e& 
/9?`ヶé:t3 é 
DcJlfa 
Europe, 
South 

40
0 
EC 

2 0.1500  
  
  
 

0.05000  
  
  

61 green 
material 

0 (1) 
0 

0.12 
0.95 

 
straw 35 0.67 
grain 35 <0.01 

RA-2043/07 
R 2007 0530/1 
0530-07 
GLP: yes 
2007 
 

Barley, 
spring 
Tunica 
 

Italy 
I-7uk3* 
p:qäR゛7 
)ilヮつlä ( 
ゕcuハ0゜
c( 
Europe, 
South 

40
0 
EC 

2 0.1500  
  
  
 

0.05000  
  
  

61 green 
material 

0 (1) 
0 

0.38 
2.0 

straw 39 
55 

0.14 
0.04 

grain 39 
55 

<0.01 
<0.01 

RA-2043/07 
R 2007 0452/6 
0452-07 
GLP: yes 
2007 
 

Barley, 
winter 
County 
R2 
 

Spain 
E-o2p・d w
゜cJ_  
F0/jc/ä 
)7e:dIGüetz 
Europe, 
South 

40
0 
EC 

2 0.1500  
  
  
 

0.05000  
  
  

61 green 
material 

0 (1) 
0 

0.15 
1.8 

straw 36 
42 

0.65 
0.69 

grain 36 
42 

0.01 
0.01 

RA-2043/07 
R 2007 0451/8 
0451-07 
GLP: yes 
2007 
 

Barley, 
winter 
Esterel 
 

France 
F-gu0gp ゕ
c*)・aJ 
jd(zJ`<gl・
ゕ7`z_l?` 
Europe, 
South 

40
0 
EC 

2 0.1500  
  
  
  

0.05000  
  
  
  
  

61 green 
material 

0 (1) 
0 

0.34 
0.97 

straw 58 0.09 
grain 58 <0.01 
ear 35 0.01 
rest of plant 35 0.33 

* determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
 (1) before last application 
GS = growth stage (BBCH code) at last application 
FL = formulation 
 

In the 4 trials conducted in 2007 (report RA-2043/07), residues of prothioconazole-desthio in barley 
grain at harvest ranged between  < 0.01 mg/kg and 0.01 mg/kg. The residues in straw at harvest ranged 
between 0.04 mg/kg and 0.69 mg/kg. 
 
Conclusion 
Four barley residue trials were conducted with Bixafen & Prothioconazole & Spiroxamine EC 400 in 
southern Europe. The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha.  
Residues of prothioconazole-desthio in barley grain at harvest ranged between  < 0.01 mg/kg and 0.01 
mg/kg. The residues in straw at harvest ranged between 0.04 mg/kg and 0.69 mg/kg. 
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Report: KCA 6.3.2/25; au$2lPc77. ゕ,; .Cc1z- ,s; AzJ:cu(. S,; 2011; M-414709-01-1 
Title: Determination of the residues of BYF 00587, HEC 5725 and prothioconazole in/on 

barley after spray application of bixafen & fluoxastrobin & prothioconazole EC 190 
in the field in France (south) and Italy 

Report No.: 10-2206 
Document No.: M-414709-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2010, a set of 2 residue trials on barley was conducted in southern Europe. 
The trials were located in Italy and southern France. 
 
In each trial, barley was treated twice at a product rate of 1.5 L/ha bixafen & fluoxastrobin & 
prothioconazole EC 190 corresponding to 0.150 kg a.s./ha of prothioconazole. The water rate was 300-
400 L/ha. The spray interval ranged from 14-15 days. The time of application was: 
 
1. at BBCH stage 38-51 
2. at the beginning of flowering (BBCH 61). 
 
Samples were taken at the following intervals: 
- prior to and immediately after the final application, 
- at a pre-harvest interval of 34 days after the final treatment, 
- at harvest (BBCH 89), 47-52 days after the last application. 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
 
Residues of  prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, 
prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-
hydroxy-desthio were determined according to method 00979/M001 with a limit of quantitation of 
0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
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Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-68. 
Table 6.3.2-68: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley 

prothioconazole-
desthio 

grain 259 8.6 

10-2206 
M-414709-
01-1 

green material 302 10.1 
straw 259 8.6 

prothioconazole-
alpha-hydroxy-
desthio 
prothioconazole-3-
hydroxy-desthio 
prothioconazole-4-
hydroxy-desthio 
prothioconazole-5-
hydroxy-desthio 
prothioconazole-6-
hydroxy-desthio 

grain 323 10.8 

green material 351 11.7 

straw 324 10.8 

 
 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and 
prothioconazole-alpha-hydroxy-desthio above 30% of the LOQ was found in the control samples. 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110% except for prothioconazole-desthio in green material at the LOQ level 
(112%) and for prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio and prothioconazole-6-
hydroxy-desthio in straw at 0.50 mg/kg (68%, 69% and 68% respectively). The single and overall mean 
recoveries are shown in Table 6.3.2-69 to Table 6.3.2-74. All results of the method validation are in 
accordance with the general requirements for residue analytical methods, therefore the method was 
validated successfully. 
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Table 6.3.2-69: 10-2206: Concurrent recoveries for the determination of prothioconazole-desthio in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

Cereal 
grain 

0.01 108 - - 
0.01 
 

2.5 86 ; 99 93 - 
Overall Recovery (n = 3) 98 11.3 

Cereal 
green 
material 

0.01 108; 108; 116; 111; 117 112a 3.8 

0.01 
0.10 97 - - 
2.0 84; 104 94 - 
2.5 92; 95; 94; 89 93 2.9 
Overall Recovery (n = 12) 101 10.7 

Cereal 
straw 

2.5 73 - - 
0.01 

Overall Recovery (n = 1) 73 - 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-desthio, determined as JAU 6476-desthio and calculated as JAU 6476-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207 
Cereal summarises barley and wheat.  
aThis value was accepted due to a RSD below 20% and an overall mean in the range of 70-110%. 
 

Table 6.3.2-70: 10-2206: Concurrent recoveries for the determination of prothioconazole-alpha-hydroxy-
desthio in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg
] Single Values** Mean 

prothiocon
azole-
alpha-
hydroxy-
desthio 

Cereal 
grain 

0.01 89; 90; 118; 120; 89; 89; 94; 100; 
95; 96 98 11.9 

0.01 0.50 89; 98; 89; 95 93 4.9 
Overall Recovery (n = 14) 97 10.6 

Cereal 
green 
material 

0.01 80; 99; 104; 99; 104; 93; 98; 100; 
102; 85; 85; 91; 92 

95 8.2 

0.01 0.50 101; 95; 100; 101; 83; 85 94 8.7 
Overall Recovery (n = 19) 95 8.1 

Cereal 
straw 

0.01 77; 79; 88; 97; 81; 84 84 8.7 
0.01 0.50 72; 71; 88; 78; 92 80 11.8 

Overall Recovery (n = 11) 82 9.9 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with JAU 6476-alpha-hydroxy-desthio, determined as JAU 6476-alpha-hydroxy-desthio and calculated as JAU 6476-
desthio.  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat.  
** : mean of double injection 
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Table 6.3.2-71: 10-2206: Concurrent recoveries for the determination of prothioconazole-3-hydroxy-desthio 
in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-3-
hydroxy-
desthio 

Cereal 
grain 

0.01 
73; 82; 109; 113; 85;  
88; 89; 90; 88; 94 

91 13.1 
0.01 

0.50 83; 93; 78; 81 84 7.8 
Overall Recovery (n =14) 89 12.3 

Cereal 
green 
material 

0.01 70; 90; 101; 91; 103; 91; 94; 94;  
94; 70; 71; 75; 77 86 13.8 

0.01 0.50 85; 82; 98; 104; 70; 74 86 15.5 
Overall Recovery (n =19) 86 14.0 

Cereal 
straw 

0.01 80; 80; 83; 86; 98; 107 89 12.4 
0.01 0.50 62; 63; 81; 67; 76 70 12.0 

Overall Recovery (n =11) 80 17.2 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-3-hydroxy-desthio, determined as prothioconazole-3-hydroxy-desthio and calculated as 
prothioconazole-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat.  
** : mean of double injection 
 
Table 6.3.2-72: 10-2206: Concurrent recoveries for the determination of prothioconazole-4-hydroxy-desthio 

in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-4-
hydroxy-
desthio 

Cereal 
grain 

0.01 
65; 72; 99; 105; 60;  
67; 68; 70; 71; 73 

75 19.7 
0.01 

0.50 87; 95; 72; 76 83 12.7 
Overall Recovery (n = 14) 77 17.8 

Cereal 
green 
material 

0.01 
68; 80; 99; 79; 83; 65; 66;  
73; 74; 63; 64; 74; 76 

74 13.3 
0.01 

0.50 88; 84; 95; 102; 71 ;75 86 13.7 
Overall Recovery (n = 19) 78 14.9 

Cereal 
straw 

0.01 67; 64; 67; 77; 77; 81 72 9.7 
0.01 0.50 67; 62; 79; 62; 70 68*** 10.3 

Overall Recovery (n = 11) 70 10.0 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-4-hydroxy-desthio, determined as prothioconazole-4-hydroxy-desthio and calculated as 
prothioconazole-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat. 
** : mean of double injection  
*** : This value was accepted due to a RSD below 20% and an overall mean value in the range of 70-110% 
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Table 6.3.2-73: 10-2206: Concurrent recoveries for the determination of prothioconazole-5-hydroxy-desthio 
in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-5-
hydroxy-
desthio 

Cereal 
grain 

0.01 
74; 77; 108; 108; 75; 
 83; 86; 88; 78; 86 

86 14.4 
0.01 

0.50 80;86;83;83 83 3.0 
Overall Recovery (n = 14) 85 12.3 

Cereal 
green 
material 

0.01 73; 93; 99; 95; 95; 76; 77; 78; 82; 
72; 73; 78; 79 82 11.7 

0.01 0.50 90; 85; 92; 98; 70; 73 85 13.1 
Overall Recovery (n = 19) 83 11.9 

Cereal 
straw 

0.01 80; 71; 79; 84; 78; 88 80 7.2 
0.01 0.50 62; 64; 80; 66; 75 69*** 11.1 

Overall Recovery (n = 11) 75 11.2 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-5-hydroxy-desthio, determined as prothioconazole-5-hydroxy-desthio and calculated as 
prothioconazole-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat. 
** : mean of double injection  
*** : This value was accepted due to a RSD below 20% and an overall mean value in the range of 70-110% 
 
Table 6.3.2-74: 10-2206: Concurrent recoveries for the determination of prothioconazole-6-hydroxy-desthio 

in cereal  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values** Mean 

prothiocon
azole-6-
hydroxy-
desthio 

Cereal 
grain 

0.01 
69; 75; 99; 101; 94;  
96; 97; 100; 93; 97 

92 11.9 
0.01 

0.50 79;84;79;82 81 3.0 
Overall Recovery (n = 14) 89 11.9 

Cereal 
green 
material 

0.01 73; 102; 103; 92; 99; 87; 93; 95; 99; 
69; 75; 77; 77 88 13.8 

0.01 0.50 79; 75; 89; 91; 70; 79 81 10.1 
Overall Recovery (n = 19) 85 13.2 

Cereal 
straw 

0.01 82; 74; 75; 78; 75; 82 78 4.7 
0.01 0.50 68; 68; 80; 60; 62 68*** 11.5 

Overall Recovery (n = 11) 73 10.5 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-6-hydroxy-desthio, determined as prothioconazole-6-hydroxy-desthio and calculated as 
prothioconazole-desthio  
*These recoveries were performed with sample material from studies 10-2204, 10-2205, 10-2206 and 10-2207. 
Cereal summarises barley and wheat. 
** : mean of double injection 
*** : This value was accepted due to a RSD below 20% and an overall mean value in the range of 70-110% 
 
- Residue results: 
The residue results are summarised in Table 6.3.2-75. 
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Table 6.3.2-75: Residues of prothioconazole-desthio in/on barley applied with bixafen & fluoxastrobin & prothioconazole EC 190 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) 

PTZ-
desthio 

PTZ-
alpha-
hydroxy
-desthio 

PTZ-3-
hydroxy
-desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy
-desthio 

PTZ-6-
hydroxy
-desthio 

Total 
residue 
calc.* 

10-2206 
10-2206-01 
GLP: yes 
2010 

Barley 
Ketos 
 

France 
゜7o5* 
7§9Nl9?:z 
Europe, 
South 

190 
EC 

2 0.15  
  
  
 

0.050  
  
  

61 green 
material 

0(1) 
0 

0.45 
1.7 

<0.01 
<0.01 

0.06 
0.05 

0.10 
0.09 

0.05 
0.05 

<0.01 
<0.01 

0.68 
1.9 

grain 34 
47 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

straw 34 
47 

0.25 
0.33 

<0.01 
<0.01 

0.16 
<0.01 

0.22 
0.02 

0.10 
0.01 

<0.01 
<0.01 

0.75 
0.39 

10-2206 
10-2206-02 
GLP: yes 
2010 

Barley 
Ketos 
 

Italy 
gk2$゜ 
äc:St? 
San:tu QrrC 
Europe, 
South 

190 
EC 

2 0.15  
  
  
 

0.038  
  
  

61 green 
material 

0(1) 
0 

0.15 
1.5 

<0.01 
<0.01 

0.03 
0.04 

0.05 
0.06 

0.03 
0.03 

<0.01 
<0.01 

0.28 
1.7 

grain 52 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 

straw 52 <0.01 <0.01 0.12 0.21 0.10 <0.01 0.46 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg. 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
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In the 2 trials conducted in 2010 (report 10-2206), residues of prothioconazole-desthio, prothioconazole-
3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, 
prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio in barley grain at 
harvest were  < 0.01 mg/kg. In grain at harvest, the total residue was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between <0.01 mg/kg and 0.33 mg/kg for prothioconazole-desthio 
• < 0.01 mg/kg mg/kg for prothioconazole-alpha-hydroxy 
• between <0.01 mg/kg and 0.12 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.02 mg/kg and 0.21 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.01 mg/kg and 0.10 mg/kg for prothioconazole-5-hydroxy-desthio 
• < 0.01 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio 
• between 0.39 mg/kg and 0.46 mg/kg for the total residue calc. 

 
 
 
Conclusion 
Two barley residue trials were conducted with Bixafen & Fluoxastrobin & Prothioconazole EC 190 in 
southern Europe. The product application corresponded to a prothioconazole rate of 2x150 g a.s./ha.  
In the 2 trials conducted in 2010 (report 10-2204), residues of prothioconazole-desthio, prothioconazole-
3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, 
prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio in barley grain at 
harvest were  < 0.01 mg/kg. In grain at harvest, the total residue was always <0.06 mg/kg. 
In straw, the residues at harvest ranged as follows : 

• between <0.01 mg/kg and 0.33 mg/kg for prothioconazole-desthio 
• < 0.01 mg/kg mg/kg for prothioconazole-alpha-hydroxy 
• between <0.01 mg/kg and 0.12 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.02 mg/kg and 0.21 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.01 mg/kg and 0.10 mg/kg for prothioconazole-5-hydroxy-desthio 
• < 0.01 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio 
• between 0.39 mg/kg and 0.46 mg/kg for the total residue calc. 

 
 
Report: KCA 6.3.2/26; Ähくj.jä:a ,s; 2013; M-434980-04-1 
Title: Amendment no. 3 to report no: 11-2111 - Determination of the residues of 

fluoxastrobin and prothioconazole in/on winter barley after spray application of 
fluoxastrobin & prothioconazole EC 150 in southern France, Italy and Spain 

Report No.: 11-2111 
Document No.: M-434980-04-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 
US EPA OCSPP Guideline No. 860.1500 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Materials and Methods 
 
In the vegetation period of 2011, a set of 5 residue trials on winter barley was conducted in southern 
Europe. The trials were located in southern France, Spain and Italy. 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 238 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 

 
In each trial, barley was treated twice at a product rate of 1.75 L/ha fluoxastrobin & prothioconazole EC 
150 corresponding to 0.175 kg a.s./ha of prothioconazole. The water rate was 300-400 L/ha. The spray 
interval ranged from 13-20 days. The time of application was: 
1. at BBCH 37-43 and, 
2. at the beginning of flowering (BBCH 61) except in 2 trials where the application was done slightly 
later (BBCH 65 or 69). 
 
Samples were taken at the following intervals: 
- prior to the last application for 2 trials and immediately after the final application, 
- at days 7, 14, and 28 days after final application for green material for 2 trials and at days 10-13 or 22 
days for the other trials, 
- at harvest (BBCH 89). 
 
Residues of prothioconazole-desthio were determined according to method 01013 with a limit of 
quantitation of 0.01 mg/kg for grain, green material and straw (cf. KCA 4.1.2). 
Residues of  prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-
5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio 
were determined according to method 00979/M001 with a limit of quantitation of 0.01 mg/kg for grain, 
green material and straw (cf. KCA 4.1.2). 
 
 
Findings 
 
- Storage stability:  
 
The maximum storage periods for prothioconazole-desthio in barley samples from the supplementary 
residue field trials are presented in Table 6.3.2-76. 
Table 6.3.2-76: Maximum storage periods of field samples from supplementary residue trials  

Crops Substance Sample Material 
Storage 
period 
(days) 

Storage 
period 
(months) 

Study No. 

barley 

prothioconazole-
desthio 

grain 139 4.6 

11-2111 
M-434980-
04-1 

green material 195 6.5 
straw 139 4.6 

prothioconazole-
alpha-hydroxy-
desthio 
prothioconazole-3-
hydroxy-desthio 
prothioconazole-4-
hydroxy-desthio 
prothioconazole-5-
hydroxy-desthio 
prothioconazole-6-
hydroxy-desthio 

grain 131 4.4 

green material 186 6.2 

straw 131 4.4 

 
These storage periods are covered by the storage stability studies, i.e. analytes were shown to be stable 
for a period of at least 24 months (cf. KCA 6.1).  
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Sample extracts were measured within 24 hours, or if not, acceptable recoveries measured concurrently 
with each set of samples ensured integrity of the sample extracts during the period of time between 
extraction and analysis. 
 
No residue of prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, 
prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-
hydroxy-desthio above 30% of the LOQ was found in the control samples. Residues were found in 
control samples from 2 trials for JAU-6476-desthio (green material: 0.013-0.051 mg/kg; straw: 0.014-
0.021 mg/kg). 
 
- Method performance: Recovery rates were determined concurrently with the sample analysis in order 
to check the accuracy of the residue levels. Recovery means by fortification levels were within the 
acceptable range of 70-110%. The single and overall mean recoveries are shown in Table 6.3.2-77 to 
Table 6.3.2-82. All results of the method validation are in accordance with the general requirements for 
residue analytical methods, therefore the method was validated successfully. 
 
Table 6.3.2-77: 11-2111: Concurrent recoveries for the determination of prothioconazole-desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
desthio 

barley 
grain 

0.01 113 - - 
0.01 3.0 99; 104 102 - 

Overall Recovery (n = 3) 105 6.7 

barley 
green 
material 

0.01 120 - - 

0.01 
0.10 100; 106 103 - 
3.0 88; 89 89 - 
Overall Recovery (n = 5) 101 13.1 

barley 
straw 

0.01 92; 97; 119 103 14.0 

0.01 
1.0 92 - - 
3.0 85; 111 98 - 
Overall Recovery (n = 6) 99 13.1 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-desthio, determined as prothioconazole-desthio and calculated as prothioconazole-desthio  
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Table 6.3.2-78: 11-2111: Concurrent recoveries for the determination of prothioconazole-alpha-hydroxy-
desthio in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
alpha-
hydroxy-
desthio 

barley 
grain 

0.01 84 - - 
0.01 0.30 94 - - 

Overall Recovery (n = 2) 89 - 

barley 
green 
material 

0.01 72; 86; 89 82 11.0 

0.01 
0.10 86; 87 87  
0.50 96; 98 97 - 
Overall Recovery (n = 7) 88 9.6 

barley 
straw 

0.01 74 - - 

0.01 
0.30 69 - - 

0.80 74; 84 79 - 
Overall Recovery (n = 4) 75 8.4 

RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-alpha-hydroxy-desthio, determined as prothioconazole-alpha-hydroxy-desthio and calculated 
as prothioconazole-desthio 
 
Table 6.3.2-79: 11-2111: Concurrent recoveries for the determination of prothioconazole-3-hydroxy-desthio 

in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
3-hydroxy-
desthio 

barley 
grain 

0.01 75 - - 
0.01 0.30 88 - - 

Overall Recovery (n = 2) 82 - 

barley 
green 
material 

0.01 81; 84; 92 86 6.6 

0.01 
0.10 82; 84 83 - 
0.50 88; 90 89 - 
Overall Recovery (n = 7) 86 4.9 

barley 
straw 

0.30 64 - - 
0.01 0.80 70; 78 74 - 

Overall Recovery (n = 3) 71 9.9 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-3-hydroxy-desthio, determined as prothioconazole-3-hydroxy-desthio and calculated as 
prothioconazole-desthio 
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Table 6.3.2-80: 11-2111: Concurrent recoveries for the determination of prothioconazole-4-hydroxy-desthio 
in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
4-hydroxy-
desthio 

barley 
grain 

0.01 74 - - 
0.01 0.30 85 - - 

Overall Recovery (n = 2) 80 - 

barley 
green 
material 

0.01 78; 88; 95 87 9.8 

0.01 
0.10 79; 79 79 - 
0.50 89; 89 89 - 
Overall Recovery (n = 7) 85 7.7 

barley 
straw 

0.30 65 - - 
0.01 0.80 68; 77 73 - 

Overall Recovery (n = 3) 70 8.9 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-4-hydroxy-desthio, determined as prothioconazole-4-hydroxy-desthio and calculated as 
prothioconazole-desthio 
 
Table 6.3.2-81: 11-2111: Concurrent recoveries for the determination of prothioconazole-5-hydroxy-desthio 

in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
5-hydroxy-
desthio 

barley 
grain 

0.01 82 - - 
0.01 0.30 82 - - 

Overall Recovery (n = 2) 82 - 

barley 
green 
material 

0.01 81; 83; 84 83 1.8 

0.01 
0.10 82; 82 82 - 
0.50 88; 116 102 - 
Overall Recovery (n = 7) 88 14.3 

barley 
straw 

0.30 65 - - 
0.01 0.80 69;77 73 - 

Overall Recovery (n = 3) 70 8.7 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-5-hydroxy-desthio, determined as prothioconazole-5-hydroxy-desthio and calculated as 
prothioconazole-desthio 
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Table 6.3.2-82: 11-2111: Concurrent recoveries for the determination of prothioconazole-6-hydroxy-desthio 
in barley  

Analyte Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Prothio-
conazole-
6-hydroxy-
desthio 

barley 
grain 

0.01 60 - - 
0.01 0.30 79 - - 

Overall Recovery (n = 2) 70 - 

barley 
green 
material 

0.01 87; 92; 92 90 3.2 

0.01 
0.10 83; 84 84 - 
0.50 81; 83 82 - 
Overall Recovery (n = 7) 86 5.2 

barley 
straw 

0.30 65 - - 
0.01 0.80 75; 78 77 - 

Overall Recovery (n = 3) 73 9.4 
RSD = Relative Standard Deviation, LOQ = Practical Limit of Quantification 
Fortified with prothioconazole-6-hydroxy-desthio, determined as prothioconazole-6-hydroxy-desthio and calculated as 
prothioconazole-desthio 
 
- Residue results: 
 
The residue results are summarised in Table 6.3.2-83. 
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Table 6.3.2-83: Residues of prothioconazole-desthio in/on winter barley applied with fluoxastrobin & prothioconazole EC 150 

Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL No kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) PTZ-desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

11-2111 
11-2111-01 
GLP: yes 
2011 

Barley, 
winter 
Ketos 

France 
647_v 
さzäk7 
8? 
1ü17E1 
Europe, 
South 

150 
EC 

2 0.175  0.0583   61 green 
material 

0(1) 
0 
7 

14 
28 

0.79/0.051** 
2.0 
1.4 

0.97 
0.49 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.057 
0.052 
0.10 
0.14 
0.15 

0.096 
0.086 
0.14 
0.21 
0.18 

0.050 
0.046 
0.088 
0.11 
0.072 

<0.01 
<0.01 
<0.01 
<0.01 
0.01 

1.0 
2.2 
1.7 
1.5 
0.91 

grain 51 0.014 <0.01 <0.01 <0.01 <0.01 <0.01 0.064 
straw 51 1.7/0.021** 0.016 0.45 0.68 0.20 0.042 3.1 

11-2111 
11-2111-02 
GLP: yes 
2011 

Barley, 
winter 
Campa
nil 

France 
d゛゛u7 
Vc`kü$e
8 
Europe, 
South 

150 
EC 

2 0.175  0.0583  61 green 
material 

0 
22 

1.9/0.013** 
0.36 

<0.01 
<0.01 

0.051 
0.14 

0.079 
0.19 

0.038 
0.074 

<0.01 
<0.01 

2.1 
0.78 

grain 55 0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.06 
straw 55 0.54/0.014** 0.015 0.16 0.32 0.11 <0.01 1.2 

11-2111 
11-2111-03 
GLP: yes 
2011 

Barley, 
winter 
Lutece 

Italy 
゛uo・u 
R6?kt*7 
Europe, 
South 

150 
EC 

2 0.175  0.0438  
 

65 green 
material 

0(1) 
0 
7 

14 
28 

0.82 
1.8 
1.6 

0.74 
0.51 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.044 
0.050 
0.085 
0.12 
0.16 

0.060 
0.063 
0.11 
0.15 
0.19 

0.047 
0.056 
0.077 
0.10 
0.12 

<0.01 
<0.01 
<0.01 
0.011 
0.011 

0.99 
2.0 
1.9 
1.1 
1.0 

grain 63 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 
straw 63 0.34 <0.01 0.15 0.21 0.15 <0.01 0.87 

11-2111 
11-2111-04 
GLP: yes 
2011 

Barley, 
winter 
Ketos 

Italy 
9゛boh 
J`liVn?c
_ u: -cヶ゚
?äEurop
e, South 

150 
EC 

2 0.175  0.0583  61 green 
material 

0 
13 

3.0 
1.1 

<0.01 
<0.01 

0.096 
0.23 

0.13 
0.23 

0.072 
0.13 

<0.01 
<0.01 

3.3 
1.7 

grain 43 0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.06 
straw 43 0.93 0.025 0.33 0.47 0.19 0.018 2.0 
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Study 
Trial No. 
GLP  
Year 

Crop 
Variety Country 

Application Residues (mg/kg) 

FL N
o 

kg/ha  
(a.s.) 

kg/hL 
(a.s.) GS Portion 

analysed 
DALT 
(days) PTZ-desthio 

PTZ-
alpha-
hydroxy-
desthio 

PTZ-3-
hydroxy-
desthio 

PTZ-4-
hydroxy-
desthio 

PTZ-5-
hydroxy-
desthio 

PTZ-6-
hydroxy-
desthio 

Total 
residue 
calc.* 

11-2111 
11-2111-05 
GLP: yes 
2011 

Barley, 
winter 
Graphi
c 

Spain 
5・k5゛ 
aJさ?tn 
pc _:れ
8§ü: 
Europe, 
South 

150 
EC 

2 0.175  0.0583  69 green 
material 

0 
10 

2.4 
1.1 

0.015 
0.022 

0.052 
0.10 

0.060 
0.11 

0.040 
0.069 

<0.01 
<0.01 

2.6 
1.4 

grain 49 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.06 
straw 49 0.79 0.014 0.18 0.17 0.079 <0.01 1.2 

(1): before last treatment * for the sum, values <0.01 mg/kg were considered to be equal to 0.01 mg/kg, unless all the values were <0.01 mg/kg ** residue in control 
Residues for PTZ-desthio were determined as PTZ-desthio and calculated as PTZ-desthio 
Residues for PTZ-alpha-hydroxy-desthio were determined as PTZ-alpha-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-3-hydroxy-desthio were determined as PTZ-3-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-4-hydroxy-desthio were determined as PTZ-4-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-5-hydroxy-desthio were determined as PTZ-5-hydroxy-desthio and calculated as PTZ-desthio 
Residues for PTZ-6-hydroxy-desthio were determined as PTZ-6-hydroxy-desthio and calculated as PTZ-desthio 
 

bayerj Bayer CropScience

  
  

  
  

  
  

  
   T

hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 245 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 
 
 
 
 

 
In the 5 trials conducted in 2011 (report 11-2111), residues of prothioconazole-desthio in grain ranged 
between <0.01 mg/kg and 0.014. Residues of  prothioconazole-3-hydroxy-desthio, prothioconazole-4-
hydroxy-desthio, prothioconazole-5-hydroxy-desthio, prothioconazole-6-hydroxy-desthio and 
prothioconazole-alpha-hydroxy-desthio in barley grain at harvest were always  < 0.01 mg/kg. Residues 
in grain for the total residues of prothioconazole ranged between <0.06 mg/kg and 0.064 mg/kg. 
 
 In straw, the residues at harvest ranged as follows : 

• between 0.34 mg/kg and 1.7 mg/kg for prothioconazole-desthio 
• between < 0.01 mg/kg and 0.025 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.15 mg/kg and 0.45 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.17 mg/kg and 0.68 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.079 mg/kg and 0.20 mg/kg for prothioconazole-5-hydroxy-desthio 
• between < 0.01 mg/kg and 0.042 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio 
• between 0.87 mg/kg and 3.1 mg/kg for total residue calc. 

 
Conclusion 
Five barley residue trials were conducted with Fluoxastrobin & Prothioconazole EC 150 in southern 
Europe. The product application corresponded to a prothioconazole rate of 2x175 g a.s./ha. Residues of 
prothioconazole-desthio in grain ranged between <0.01 mg/kg and 0.014. Residues of  prothioconazole-
3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, prothioconazole-5-hydroxy-desthio, 
prothioconazole-6-hydroxy-desthio and prothioconazole-alpha-hydroxy-desthio in barley grain at 
harvest were always  < 0.01 mg/kg. Residues in grain for the total residues of prothioconazole ranged 
between <0.06 mg/kg and 0.064 mg/kg. 
 
 In straw, the residues at harvest ranged as follows : 

• between 0.34 mg/kg and 1.7 mg/kg for prothioconazole-desthio 
• between < 0.01 mg/kg and 0.025 mg/kg for prothioconazole-alpha-hydroxy 
• between 0.15 mg/kg and 0.45 mg/kg for prothioconazole-3-hydroxy-desthio 
• between 0.17 mg/kg and 0.68 mg/kg for prothioconazole-4-hydroxy-desthio 
• between 0.079 mg/kg and 0.20 mg/kg for prothioconazole-5-hydroxy-desthio 
• between < 0.01 mg/kg and 0.042 mg/kg mg/kg for prothioconazole-6-hydroxy-desthio 
• between 0.87 mg/kg and 3.1 mg/kg for total residue calc. 

 
 
Overall conclusion of the barley trials 
 
A total of 67 barley trials were performed in Europe, supporting the representative GAP . An overall 
summary of the obtained residues in feed and food items is presented in the tables below. 
When two sets of values were obtained from one given trial (at a 35-d PHI and at a later date), the values 
obtained at maturity (BBCH89 or later) was taken. 
Table 6.3.2-84 summarises the values for prothioconazole-desthio and Table 6.3.2-85 summarises the 
values for the calculated “total residue” for prothioconazole, i.e. the sum of prothioconazole-desthio and 
its hydroxylated metabolites when they were all determined (i.e. for 6 trials in northern Europe and 7 
trials in southern Europe). Finally,  Table 6.3.2-86 summarises the values for the hydroxylated 
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metabolites of prothioconazole-desthio (when they were measured, i.e. for 6 trials in northern Europe 
and 7 trials in southern Europe).  
Table 6.3.2-84:  Summary of residue data from barley trials with prothioconazole: prothioconazole-desthio  

Com-
modity Region No. of 

trials 

Values (mg/kg) 
Residue level of 
 prothioconazole-desthio  

Maximum 
(HR) STMR 

Barley, 
grain 

N-EU 36 32x <0.01; 2 x 0.01; 0.011; 0.02 0.02 <0.01 

S-EU 31 19x<0.01; 8x0.01; 0.014; 2x0.02; 0.03 0.03 <0.01 

Barley, 
straw 

N-EU 36 

4x<0.05; 3x0.02; 0.03; 0.036; 0.04; 
0.044; 4x0.05; 2x0.06; 0.07; 2x0.08; 0.09; 
2x0.10; 2x0.11; 0.12; 0.15; 0.17; 0.19; 
0.21; 0.22; 0.29; 0.36; 0.56, 0.75, 0.81 

0.81 0.075 

S-EU 31 

<0.01, 0.04; 2x0.05;  0.06; 0.08; 0.09; 
0.10; 0.11; 2x0.14; 0.19; 0.24; 0.31; 
2x0.33; 0.34, 0.54; 0.56; 0.62; 0.67; 0.69; 
2x0.79; 0.93; 1.0; 1.1; 2x1.2; 1.7; 2.5 

2.5 0.33 

N-EU = northern Europe; S-EU = southern Europe 
 
Table 6.3.2-85:  Summary of residue data from barley trials with prothioconazole: total residue (sum of the 

6 analytes) 

Com-
modity Region No. of 

trials 

Values (mg/kg) 

Calculated sum of prothioconazole-
desthio and its hydroxy metabolites  

Maximum 
(HR) STMR 

Barley, 
grain 

N-EU 6 5x<0.06; 0.061 0.061 <0.06 

S-EU 7 4x<0.06; 2x0.06; 0.064 0.064 <0.06 

Barley, 
straw 

N-EU 6 0.10; 0.14; 0.17; 0.46; 0.56; 2.2 2.2 0.32 

S-EU 7 0.39; 0.46; 0.87; 2x1.2; 2.0; 3.1  3.1 1.2 

N-EU = northern Europe; S-EU = southern Europe 
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Table 6.3.2-86:  Summary of residue data from barley trials with prothioconazole: hydroxy metabolites 

Com-
modity Region n Analyte 

Values for the hydroxy metabolites 

Residue level(mg/kg) Maximum 
(HR) STMR 

Barley, 
grain 

N-EU 6 

alpha-
hydroxy-PTZ-
DT 

6x<0.01 <0.01 <0.01 

3-hydroxy-
PTZ-DT 6x<0.01 <0.01 <0.01 

4-hydroxy-
PTZ-DT 6x<0.01 <0.01 <0.01 

5-hydroxy-
PTZ-DT 6x<0.01 <0.01 <0.01 

6-hydroxy-
PTZ-DT 6x<0.01 <0.01 <0.01 

S-EU 7 

alpha-
hydroxy-PTZ-
DT 

7x<0.01 <0.01 <0.01 

3-hydroxy-
PTZ-DT 7x<0.01 <0.01 <0.01 

4-hydroxy-
PTZ-DT 7x<0.01 <0.01 <0.01 

5-hydroxy-
PTZ-DT 7x<0.01 <0.01 <0.01 

6-hydroxy-
PTZ-DT 7x<0.01 <0.01 <0.01 

Barley, 
straw 

N-EU 6 

alpha-
hydroxy-PTZ-
DT 

5x<0.01; 0.023 0.023 0.01 

3-hydroxy-
PTZ-DT 0.02; 0.029; 0.04; 0.11; 0.17; 0.55 0.55 0.075 

4-hydroxy-
PTZ-DT <0.01; 0.03; 0.04; 0.083; 0.12; 0.55 0.55 0.062 

5-hydroxy-
PTZ-DT <0.01; 2x0.02; 0.08; 0.092; 0.23 0.23 0.05 

6-hydroxy-
PTZ-DT 5x<0.01; 0.042 0.042 <0.01 

S-EU 7 

alpha-
hydroxy-PTZ-
DT 

3x<0.01; 0.014; 0.015; 0.016; 0.025 0.025 0.014 

3-hydroxy-
PTZ-DT 

<0.01; 0.12; 0.15; 0.16; 0.18; 0.33; 
0.45 0.45 0.16 

4-hydroxy-
PTZ-DT 0.02; 0.17; 2x0.21; 0.32; 0.47; 0.68 0.68 0.21 

5-hydroxy-
PTZ-DT 

0.01; 0.079; 0.10; 0.11; 0.15; 0.19; 
0.20 0.20 0.11 

6-hydroxy-
PTZ-DT 5x<0.01; 0.018; 0.042 0.042 <0.01 

N-EU = northern Europe; S-EU = southern Europe. PTZ-DT: prothioconazole-desthio  
 
 
 
 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 248 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 
 
 

 

CA 6.3.3  Oilseed rape 
Not applicable, see Table 6.3-1. 

CA 6.4  Feeding studies 

 
Prothioconazole is sought for use on cereal which parts are fed to livestock. 
The maximum dietary burdens were therefore calculated for different groups of livestock as described 
in the OECD Guidance Document on Residues in Livestock (ENV/JM/MONO(2013)8 dated of 04-Sep-
2013). As the uses are on cereal for grain production, only grain and straw values were used. 
 
Scenario 1 
Some of the residue trials were analysed only for prothioconazole-desthio and do not provide data on 
other metabolites which are included in the risk assessment residue definition (sum of prothioconazole-
desthio and all metabolites containing the 2-(1 chlorocyclopropyl)-3-(2-chlorophenyl)-2 
hydroxypropyl-2H-1,2,4-triazole moiety). To address this issue, for cereal grain, an appropriate 
conversion factor of 2 between enforcement and risk assessment was derived by EFSA. For cereal straw, 
a conversion factor of 3 was set by EFSA based on the metabolism studies.  
 
Scenario 2 
Nevertheless, as a significant number of trials were determined for all 6 analytes, the “total 
prothioconazole” values were taken and no conversion factor was used.  
 
 
Table 6.4-1 Input values for the dietary burden calculation of Prothioconazole with values from 
Prothioconazole-desthio only 

Analytes Commodity Input value 
(mg/kg) Comment Reference 

Prothioconazole-
desthio only 
Scenario 1 

Barley and oat  Grain 0.02 STMR x CF(2) 
Table 6.3.2-84 

Barley and oat  Straw 7.5 HR x CF(3) 

Wheat, Rye, Grain 0.02 STMR x CF(2) 
Table 6.3.1- 83 

Wheat, Rye, Straw 6.9 HR x CF(3) 

“total residue” of 
prothioconazole 
(6 analytes) 
Scenario 2 

Barley and oat  Grain 0.06 STMR 
Table 6.3.2-85 

Barley and oat  Straw 1.155 HR 

Wheat, Rye, Grain 0.06 STMR 
Table 6.3.1- 84 

Wheat, Rye, Straw 3.35 HR 

CF: Conversion factor proposed in EFSA Scientific Report (2007)  
 
 
The results of the dietary burden calculations are reported in Table 6.4- 2 and Table 6.4-3.  
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 Table 6.4- 2: Scenario 1: Results of the dietary burden calculations - OECD methodology 
 Maximum 

dietary burden 
(mg/kg bw/day) 

Highest 
contributing 
commodity 

Max dietary 
burden (mg/kg 
DM) 

Trigger 
exceeded 
(Y/N) 

Risk assessment residue definition: Sum of prothioconazole-desthio and all metabolites containing 
the 2-(1-chlorocyclopropyl)-3-(2-chloro-phenyl)-2-hydroxypropyl-2H-1,2,4-triazole moiety)  
expressed as prothioconazole-desthio. 
Cattle - Beef  0.061 Barley Straw 2.544 Y 
Cattle - Dairy  0.098 Barley Straw 2.537 Y 
Sheep – Ram/Ewe 0.169 Barley Straw 5.065 Y 
Sheep – Lambs 0.215 Barley Straw 5.065 Y 
Swine - Breeding  0.000 Barley Grain 0.018 N 
Swine - Finishing  0.001 Barley Grain 0.018 N 
Poultry - Broiler  0.001 Barley Grain 0.016 N 
Poultry - Layer  0.055 Wheat Straw 0.805 Y 
Poultry - Turkey  0.001 Rye grain 0.014 N 

 
Table 6.4- 3: Scenario 2: Results of the dietary burden calculations - OECD methodology 

 Maximum 
dietary burden 
(mg/kg bw/day) 

Highest 
contributing 
commodity 

Max dietary 
burden (mg/kg 
DM) 

Trigger 
exceeded 
(Y/N) 

Risk assessment residue definition: Sum of prothioconazole-desthio and all metabolites containing 
the 2-(1-chlorocyclopropyl)-3-(2-chloro-phenyl)-2-hydroxypropyl-2H-1,2,4-triazole moiety)  
expressed as prothioconazole-desthio. 
Cattle - Beef  0.019 Rye Straw 0.809 Y 
Cattle - Dairy  0.030 Rye Straw 0.789 Y 
Sheep – Ram/Ewe 0.052 Rye Straw 1.550 Y 
Sheep – Lambs 0.066 Rye Straw 1.564 Y 
Swine - Breeding  0.001 Barley grain 0.055 N 
Swine - Finishing  0.002 Barley grain 0.055 N 
Poultry - Broiler  0.003 Barley grain 0.048 N 
Poultry - Layer  0.030 Wheat Straw 0.442 Y 
Poultry - Turkey  0.003 Rye grain 0.041 N 

 
 
The calculated dietary burdens exceed the trigger value of 0.004 mg/kg bw/day for cattle, sheep and 
layer poultry. 
 
 
Cattle and sheep: 
 
Calculation of the values based on the dietary burden and the existing feeding study with 
prothioconazole-desthio  (please refer to KCA 6.4.2). These calculations were made with the worst case 
scenario, i.e. the “Scenario 1” above (Table 6.4-1 and Table 6.4-2) where prothioconazole-desthio values 
were used with conversion factors to cover the risk assessment residue definition. 
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Table 6.4.4: Highest residue concentrations (mg/kg) in the edible tissues of cattle and sheep 
Type of animal 
Max dietary 
burden (mg/kg 
bw per d) 

Dose level * 
(mg/kg bw 
per d) 

Matrix 
Maximum 
(mg/kg) 

Highest 
residue 
(mg/kg) 

Conversion 
Factor for 
Risk 
Asessment 

Cattle 
0.098 

0.19 
Muscle 

<0.01 
<0.01 1.0 1.05 <0.01 

4.54 <0.01 
0.19 

Fat 
<0.01 

<0.01 1.0 1.05 0.01 
4.54 0.09* 
0.19 

Liver 
0.03 

0.015 2.0 1.05 0.18 
4.54 1.20 
0.19 

Kidney 
<0.01 

<0.01 4.0** 1.05 0.03 
4.54 0.24 
0.19 

Milk 
N/A 

<0.004 1.0 1.05 N/A 
4.54 N/A 

Sheep 
0.215 

0.19 
Muscle 

<0.01 
<0.01 1.0 1.05 <0.01 

4.54 <0.01 
0.19 

Fat 
<0.01 

<0.01 1.0 1.05 0.01 
4.54 0.09** 
0.19 

Liver 
0.03 

0.034 2.0 1.05 0.18 
4.54 1.20 
0.19 

Kidney 
<0.01 

<0.01 4.0** 1.05 0.03 
4.54 0.24 

*please refer to 6.4.2 
**based on the metabolism study. In EFSA Journal 2014;12(5):3689, the conversion factor (CF) of 9 for kidney is erroneous.  
Indeed, in the goat metabolism study with prothioconazole-desthio, the quantitative evaluation of radioactivity was done before 
and after acid treatment. A hydrolysis was necessary as there were a lot of conjugates. A conversion factor of 9 is derived if 
the values are taken before acidic treatment, but the CF is 4 if determined after the acidic treatment. Because all of the methods 
for the determination of prothioconazole-desthio include also a harsh hydrolysis step, the CF to be used for enforcement to risk 
assessment should be 4, i.e. derived from the values of the metabolism study after acidic treatment. 
 
 
Based on these calculations, there is no need to change the existing MRLs in commodities of animal 
origin. 
Poultry: 
 
Please refer to the section below (KCA 6.4.1). 
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CA 6.4.1  Poultry 
 
In EFSA’s most recent Reasoned Opinion (EFSA, Journal 2014;12(5):3689) on the review of the 
existing maximum residue levels (MRLs), it is stated : 
For poultry, although the maximum dietary burden exceeded the threshold of 0.1 mg/kg DM, no residues 
above the LOQ were expected in poultry matrices at the calculated dietary burden and no feeding study 
was triggered. Therefore, MRLs can be established at the LOQ in all poultry commodities and no default 
conversion factors for risk assessment need to be derived.  
 
This statement is based on the poultry metabolism studies already submitted. To comfort this statement, 
the poultry feeding study performed with parent prothioconazole (conducted in the USA, report 
RAJAL001) is presented below. It shows that the transfers in poultry are extremely low. 
Although it was performed with parent and not prothioconazole-desthio, it is believed to be comparable 
with a study performed with prothioconazole-desthio on the overall transfers. It is also written in EFSA, 
Journal 2014;12(5):3689, regarding livestock studies “… the available studies indicate similar 
metabolic patterns for the different compounds and moieties investigated. Additional studies addressing 
these requirements are therefore not expected to provide different results. “ 
The study is summarised below.  
 
 
Report: KCA 6.4.1/01; Q9j.$x ,Z ,s; &ü?!tョc.Etc ゕ, ゕ,; 2008; M-304664-01-1 
Title: Prothioconazole - Magnitude of the residue in laying hens 
Report No.: RAJAL001 
Document No.: M-304664-01-1 
Guideline(s): OPPTS 860.1480; DACO 7.5.1 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Materials and Methods 
 
The magnitude of the residue of prothioconazole and its metabolites prothioconazole-desthio and 
prothioconazole-4-hydroxy were studied in laying hens. This corresponds to the risk assessment residue 
definition for animal matrices in the United States of America. 
Forty two laying hens (one control group of six hens, and three dose groups, each with three sub-groups 
of four hens noted A, B and C in the table below) were dosed orally, via capsule, for 29 consecutive 
days with prothioconazole at dose rates corresponding to 0 mg/kg feed (control animal dosed with only 
empty gelatin capsules), 0.263 mg/kg feed/day (1X dose group), 0.788 mg/kg feed/day (3X dose group), 
or 2.591 mg/kg feed/day (10X dose group). 
Eggs were collected twice daily during the dosing period. Egg samples from the 10X dose group were 
analyzed for prothioconazole residue on study days 24 and 29. On day 29, the hens were sacrificed and 
liver, muscle (thigh and breast), and fat (abdominal and subcutaneous) tissues were collected and pooled 
by subgroup for analysis. 
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Tissue and egg samples were analyzed for the total prothioconazole residue (prothioconazole,  
prothioconazole-desthio, prothioconazole-4-hydroxy and their acid-hydrolyzable conjugates) by high 
performance liquid chromatography-electrospray ionization / tandem mass spectrometry (LC-MS/MS) 
using isotopically labeled internal standards. This method included a hydrolysis step for cleavage of 
conjugates to agylcones and conversion of the metabolites with diene structure back to aromatic 
compounds. This step is suitable for analysing the glucuronide conjugate of prothioconazole-desthio. 
Method validation was performed prior to sample analysis and concurrent recoveries were performed 
during sample analysis to demonstrate acceptable method performance. The limit of quantitation (LOQ) 
was 0.005 ppm each for the analytes of prothioconazole, prothioconazole-desthio, and prothioconazole-
4-hydroxy in eggs. The LOQ was 0.010 ppm each for the analytes of prothioconazole, prothioconazole 
desthio, and prothioconazole-4-hydroxy in poultry tissues. 
Egg, liver, muscle, and fat samples were analyzed within maximum 7 days of collection. Therefore, 
freezer storage stability studies on poultry tissues are not required. 
 
Prothioconazole residues were <LOQ of 0.005 ppm in the egg samples analyzed from the 10X dose 
group. Therefore, egg samples from the 3X and 1X dose groups were not analyzed. In the 10X dose 
group, the prothioconazole residues in liver, muscle, and fat were <LOQ of 0.010 ppm, in all tissue 
samples. Therefore, tissue samples from the 3X and 1X dose groups were not analyzed. 
 
Findings 
 
A summary of the prothioconazole residues found in the tissues is given the table below.  
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Residue concentrations (mg/kg) in the edible tissues of laying hens after 29 days of dosing with 
prothioconazole (10X dose rate) 

10 X dose 
group * 

Study 
Day 

Residue (mg/kg) 
Prothioconazole-
desthio 
 

prothioconazole 
prothioconazole-4 
hydroxy 

Eggs 
10X-A 24 <LOQ <LOQ <LOQ 
10X-B 24 <LOQ <LOQ <LOQ 
10X-C 24 <LOQ <LOQ <LOQ 
10X-A 29 <LOD <LOQ <LOD 
10X-B 29 <LOQ <LOQ <LOQ 
10X-C 29 <LOQ <LOQ <LOQ 
Liver 
10X-A 29 <LOD <LOD <LOD 
10X-B 29 <LOD <LOD <LOD 
10X-C 29 <LOD <LOD <LOD 
Muscle 
10X-A 29 <LOD <LOD <LOD 
10X-B 29 <LOD <LOD <LOD 
10X-C 29 <LOD <LOD <LOD 
Fat 
10X-A 29 <LOD <LOD <LOD 
10X-B 29 <LOD <LOD <LOD 
10X-C 29 <LOD <LOD <LOD 

* samples from the 3X and 1X dose groups were not analyzed 
** sum of individual prothioconazole, prothioconazole-desthio, and prothioconazole-4-hydroxy residues (in 
mg/kg parent equivalent) 
 
Conclusion 
 
Feed consumption, body weights, and egg production were not adversely affected by daily oral 
administration of prothioconazole to laying hens for 29 consecutive days at the average dose 
rates of 0.263 mg/kg feed (1X), 0.788 mg/kg feed (3X), and 2.591 mg/kg feed (10X). 
For 24 and 29 day egg samples from the 10X dose group, prothioconazole residue was <LOQ of 
0.005 ppm. Therefore, eggs from poultry fed crops containing prothioconazole would not be 
expected to contain prothioconazole residues greater than the LOQ of 0.005 ppm. 
For all liver, muscle, and fat samples from the 10X dose group, the prothioconazole residues 
were <LOQ of 0.010 ppm. Therefore, tissue samples from poultry fed crops containing 
prothioconazole would not be expected to have prothioconazole residues greater than the LOQ 
of 0.010 ppm. 
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CA 6.4.2  Ruminants 
 
During the peer review under Directive 91/414/EEC, the magnitude of prothioconazole residues in 
ruminants was investigated in a feeding study with lactating cows (EFSA Scientific Report (2007) 106, 
1-98 and EFSA Journal 2014; 12(5):3689). Three groups of lactating cows, each consisting of three 
animals, were meant to be dosed for 28 consecutive days with prothioconazole-desthio at levels of 4, 
25, and 100 mg/kg in the diet (1X, 6.25X and 25X). The actual average dose rates were 1.3X, 7.3X, and 
31X the anticipated maximum dietary burden, i.e. 5.1 ppm, 29 ppm and 125 mg/kg in the diet. Please 
note in EFSA Journal 2014; 12(5):3689, the intended values of 4, 25 and 100 mg/kg were erroneously 
utilised for the ruminant livestock  values. 
 The samples were analysed for prothioconazole-desthio, 3-hydroxy-prothioconazole-desthio (M14) and 
4-hydroxy-prothioconazole-desthio (M15). Indeed, these 3 analytes were found to represent the major 
portion of the TRR in the goat metabolism study after acidic treatment (please refer to EU Annex II 
dossier, 6.2.2.2), in particular in liver, kidney, muscle and fat.  They do not however, completely cover 
the residue definition for risk assessment.  Therefore, only the measured average and maximum 
concentrations for prothioconazole-desthio are compiled in the table below. This covers the residue 
definition for enforcement. 
 
Table 6.4.2-1: Highest and mean residue concentrations (mg/kg) in the edible tissues of dairy cattle after 
28 days of dosing with JAU 6476-desthio 

Dose group 
Dose level * 
(mg/kg bw per d) 

Matrix Mean (mg/kg) 
Maximum 
(mg/kg) 

1.3X (5.1 ppm feed) 0.19 
Muscle 

<0.01 <0.01 
7.3X (29 ppm feed) 1.05 <0.01 <0.01 
31X (125 ppm feed) 4.54 <0.01 <0.01 
1.3X (5.1 ppm feed) 0.19 

Fat 
<0.01 <0.01 

7.3X (29 ppm feed) 1.05 <0.01 0.01 
31X (125 ppm feed) 4.54 0.05** 0.09** 
1.3X (5.1 ppm feed) 0.19 

Liver 
0.02 0.03 

7.3X (29 ppm feed) 1.05 0.14 0.18 
31X (125 ppm feed) 4.54 0.68 1.20 
1.3X (5.1 ppm feed) 0.19 

Kidney 
<0.01 <0.01 

7.3X (29 ppm feed) 1.05 0.03 0.03 
31X (125 ppm feed) 4.54 0.13 0.24 
1.3X (5.1 ppm feed) 0.19 

Milk 
<0.004 N/A 

7.3X (29 ppm feed) 1.05 <0.004 N/A 
31X (125 ppm feed) 4.54 <0.004 N/A 

* Based on a 550 kg animal consuming 20 kg/feed DM day 
** in EFSA Journal 2014; 12(5):3689, the values are lower because one value (at 0.0905) mg/kg was erroneously reported as 
0.01 mg/kg instead of 0.09 mg/kg in the study report. 
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Conversions factors for enforcement to risk assessment: 
 
According to  EFSA Journal 2014; 12(5):3689, the animal enforcement residue definition is proposed 
as prothioconazole-desthio (sum of isomers) only. Indeed, as can be seen in the feeding study, 
prothioconazole-desthio is a valid marker for prothioconazole in animal matrices (even in milk where 
transfers are extremely low). Prothioconazole-desthio was not detected in milk in the metabolism study 
because of the very low transfer of prothioconazole in this matrix. This was confirmed by the feeding 
study. 
 
Based on the feeding study performed with prothioconazole-desthio, it was possible to calculate 
conversion factors for enforcement to risk assessment of 2 and 5 respectively for liver and kidney. Based 
on the metabolism study, the conversion factors (after acidic treatment) were in good agreement (2 and 
4 respectively for liver and kidney).  
 
In EFSA Journal 2014; 12(5):3689, the conversion factor (CF) of 9 for kidney is erroneous.  
Indeed, in the goat metabolism study with prothioconazole-desthio, the quantitative evaluation of 
radioactivity was done before and after acid treatment. A hydrolysis was necessary as there were a lot 
of conjugates. A conversion factor of 9 is derived if the values are taken before acidic treatment, but the 
CF is 4 if determined after the acidic treatment. Because all of the methods for the determination of 
prothioconazole-desthio include also a harsh hydrolysis step, the CF to be used for enforcement to risk 
assessment should be 4, i.e. derived from the values of the metabolism study after acidic treatment. 
 
As stated in EFSA Journal 2014; 12(5):3689, no conversion was derived for milk, muscle and fat since 
the residue levels in these matrices are expected to be negligible (<0.01 mg/kg) at the calculated dietary 
burden.  
 

CA 6.4.3  Pigs 
A pig feeding study is not triggered. No study was conducted as calculations show that the dietary burden 
is under the trigger value, see Table 6.4-2 and-3. 

CA 6.4.4  Fish 

No metabolism study or feeding study in fish was conducted. 
Currently, no test method or guidance document is available for conducting a feeding study in fish. Also, 
no feeding table with plant commodities for fish feeding is available. Therefore, it cannot be decided 
whether fish might be exposed to residues of prothioconazole or prothioconazole-desthion in parts of 
plants that have been treated with prothioconazole. In these cases, waiving of this particular data 
requirement is considered acceptable according to the “Guidance document for applicants on preparing 
dossiers for the approval of a chemical new active substance and the renewal of approval of the chemical 
active substance according to regulation (EU) No. 283/2013 and regulation (EU) No. 284/2013” 
(SANCO/10181/2013-rev. 3 of 12-December-2014). 
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CA 6.5  Effects of processing 
 
CA 6.5.1  Nature of the residue 

A hydrolysis study was perfomed with parent prothioconazole and was evaluated during the initial 
Annex I inclusion. The study demonstrated that prothioconazole is stable under all three sets of 
conditions representative for typical food processing operations. 
 
Another hydrolysis study was conducted on prothioconazole-desthio and is presented below.  
 
 
Report: KCA 6.5.1/02; A/く.:äJ み,; 2001; M-035293-01-1 
Title: Hydrolysis of JAU 6476-desthio under conditions of processing 
Report No.: MR-106/00 
Document No.: M-035293-01-1 
Guideline(s): ECPA Residue Task Force, March 1993 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
The hydrolytic degradation of the metabolite prothioconazole-desthio in buffered drinking water has 
been investigated in order to determine whether the nature of the residue found in processed agricultural 
commodities is likely to be different from that in raw agricultural commodities. The test substance was 
exposed to three sets of conditions each of them being representative for a typical food processing 
operation. 
 
Test system 
Radiolabelled [phenyl-UL-14C]prothioconazole-desthio was dissolved at concentrations of 
approximately 5 mg/L in citrate buffers which were incubated at 90 °C for 20 min (pH 4.0), 100 °C for 
60 min (pH 5.0) and 120 °C for 20 min (pH 6.0). After incubation the samples were analysed by liquid 
scintillation counting to establish recoveries of radioactivity and by HPLC for determination of 
concentrations of test substance and hydrolysis products. A set of control solutions was used to obtain 
zero-time values. 
 
Findings 
 
Recoveries of radioactivity were found to be 99.4%, 99.9% and 100.3% of applied radioactivity for the 
three experiments. Prothioconazole-desthio did not show any sign of decomposition if exposed to the 
sets of conditions representing pasteurisation (pH 4, 90 °C), baking, brewing and boiling (pH 5, 100 °C) 
and sterilisation (pH 6, 120 °C). 
 
Conclusion 
 
For prothioconazole-desthio, the nature of the residue in the processed commodity is expected to be 
identical with that in the raw agricultural commodity for all three types of food processing operations 
examined. 
 
Other metabolites included in the residue definition for risk assessment 
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Regarding the investigation of the effects of processing of the nature of all the metabolites included in 
the residue definition for risk assessment in plant commodities, i.e. on the monohydroxylated derivatives 
of prothioconazole-desthio, there is no need to perform a hydrolysis study. 
Indeed,  the data generation method used to determine these analytes (method 00979/M001) contains a 
drastric hydrolysis step (reflux for 2 h in 5N hydrochloric acid). This step is performed after the 
extraction to cleave the conjugates to aglycones and to convert the metabolites with diene structure back 
to aromatic compounds. 
Because the method was fully validated in 5 different matrices (wheat grain, potato tuber, tomato fruit, 
rape seed and orange fruit), this proves that the 5 metabolites of prothioconazole-desthio are stable to 
acid hydrolysis even under much harsher conditions (2 h refluxing in 5 N hydrochloric acid)  than the 
representative hydrolytic conditions (i.e. pasteurisation (20 min, 90 °C, pH 4);  baking, brewing and 
boiling (60 min, 100 °C, pH 5) and sterilisation  (20 min, 120 °C, p H 6)). 
This method has been utilised for the determination of these analytes in many different types of residue 
trials. 
The detailed description of the method 00979/M001 is in section KCA 4.1.2 (documents M-267072-01-
1 and M-328686-01-1).  
 

CA 6.5.2  Distribution of the residue in peel and pulp 
Not applicable for cereals. 
 

CA 6.5.3  Magnitude of residues in processed commodities 
During the previous Annex I inclusion, based on the residue data on seed dressing and spray application, 
processing studies were not considered necessary. 
For this submission, as residues of active substance do not exceed the trigger values defined in 
Regulation (EU) No 283/2013, there is no need to investigate the effect of industrial and/or household 
processing. Nevertheless, 5 processing studies were performed (4 on barley, 1 on wheat) and are 
presented below. 
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- Barley 
 
Report: KCA 6.5.3/01; S!jey.zj Z,; ロäj:く. =,; 2015; M-513062-03-1 
Title: Determination of the residues of fluoxastrobin and prothioconazole in/on barley, 

spring and the processed fractions (malt sprouts; brewer's malt; brewer's grain; hops 
draff; brewer's yeast; beer; pearl barley rub off; pearl barley) after spraying of 
fluoxastrobin & prothioconazole EC 200 in the field in Germany and France (South) 

Report No.: 13-3401 
Document No.: M-513062-03-1 
Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 

October 2009 concerning the placing of plant protection products on the market and 
repealing Council Directives 79/117/EEC and 91/414/EEC  
EC guidance working document 7029/VI/95 rev. 5 (July 22, 1997) 
OECD 509 Adopted 2009-09-07, OECD GUIDELINE FOR THE TESTING OF 
CHEMICALS, Crop Field Trial 
OECD 508 adopted 3 October 2008, OECD Guideline for the testing of chemicals, 
magnitude of the pesticide residues in processed commodities 
US EPA OCSPP Guideline No. 860.1520 
US EPA OCSPP Guideline No. 860.1500, Crop Field Trial 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
 
Two processing studies were performed in Germany and France in order to determine the transfer 
residues of fluoxastrobin residues and prothioconazole residues  in unprocessed spring barley grain and 
in the primary processed products beer and pearl barley, as well as in intermediate fractions, including 
malt.  For the sake of clarity, only results for prothioconazole residues are presented in this dossier. 
 
Material and methods 
 
Two field trials were conducted in southern France during the 2013 growing season. Spring barley was 
treated twice with fluoxastrobin & prothioconazole EC 200 (EC emulsifiable concentrate containing 
100 g/L fluoxastrobin and 100 g/L prothioconazole) at an exaggerated dose of 375 g/ha (total of 750 
g/ha) with an interval of 14 days. Barley grain for processing was harvested 50 or 69 days after the last 
application. The design of the field trials and the residues in the raw agricultural commodity are 
summarised in Table 6.5.3-1. 
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Table 6.5.3-1: Field trials conducted to generate barley samples for processing – overview of trial design 
Study 
Trial No. 
Year 

Crop 
Variety 

Location 
Application of prothioconazole 

FL No g a.s./ha g as/hL GS 

13-3401 
13-3401-01 
2013 

Spring barley 
Conchita 

Germany 
゛・ü・$ Ryaj゛IJzb 

EC 
200 g/L 2 375 125 61 

13-3401 
13-3401-02 
2013 

Spring barley 
Henley 

France 
1ky゛゛ ä6B?g aö ァ
_bö゛g 

EC 
200 g/L 2 375 125 61 

FL: Formulation;     GS : BBCH growth stage at last application 
 
 
After processing (described below), residue analysis was performed by LC/MS/MS  according to 
method 01013 for prothioconazole-desthio and method 00979/M001 for 3-hydroxy-prothioconazole-
desthio,  4-hydroxy-prothioconazole-desthio,  5-hydroxy-prothioconazole-desthio,  6-hydroxy-
prothioconazole-desthio and  alpha-hydroxy-prothioconazole-desthio  (for more information, cf. see 
chapter 4, point KCA 4.1.2).  The limits of quantitation were 0.01 mg/kg expressed as prothioconazole-
desthio equivalents. Prior and parallel to the residue analysis, the methods were validated by recovery 
experiments.   
 
Processing procedures 
The processing was designed to simulate industrial procedures of grain into the processed fractions 
(malt sprouts, brewer's malt, brewer's grain, hops draff, brewer's yeast, and beer, as well as in pearl 
barley and pearl barley rub-off).  
 
Cleaning 
The field specimens for processing were cleaned.  In order to obtain acceptable results, grain with a 
moisture content of approx. 14% was required.  The optimal moisture content was already reached at 
the sampling date; therefore no drying of the field specimens was necessary before cleaning.  
Malting 
Sieving and steeping 
Before malting was started, the grain was sieved (sieve mesh 2.5 mm).  After sieving, the steeping 
process was conducted as a combined wet and dry steeping.  Sieved barley grain was transferred in a 
special steeping vessel. During steeping water is supplied to the interior of the kernel. As a result the 
enzymes become active and germination begins. Water uptake depends on the steeping time, steeping 
temperature, kernel size, barley variety and harvest year. The final steeping degree was in the range of 
44.6 to 44.8%. 
 
Germination and kiln-drying 
The processes during germination can be divided into growth processes, enzyme formation and 
metabolic changes. Towards the end of steeping the rootlets break through the base of the corn and 
become visible. Activation of enzymes and formation of new enzymes are essential processes during 
germination (starch degrading enzymes, cytolytic enzymes, protein degrading enzymes and phosphoric 
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acid splitting enzymes). For proper performance of germination it is necessary to control the duration of 
germination, the mean temperature of wet air and the relative humidity of the air around the kernels. 
During the intensive respiration the steeped good was turned over continuously. After germination, the 
life processes are terminated by kilning. During kilning the water content of green malt is lowered down 
to < 10%, germination and modification are stopped; colour and flavour compounds are formed. The 
malt becomes stable and storable. Kiln-drying was conducted in a dry chamber. After kiln-drying the 
germs (= malt sprouts) were removed mechanically by a trimmer. Brewer’s malt and malt sprouts were 
sampled immediately after end of malting. 
 
Brewing (processing of malt to beer) 
 
Mashing and lautering (wort extraction and separation) 
Before mashing, the brewer's malt was dry milled in a special malt mill.  The crushed malt was mixed 
with brew water. To produce Pilsener beer, mashing was started in a heatable tun.  
 
After mash boiling, the wort was separated from the insoluble malt components (brewer’s grain).  The 
extract remaining in the brewer’s grain was extracted by washing with hot water (first filter runnings).  
The wort separation was done using a refining vat.  After separation, the brewer’s grain was sampled. 
 
Wort boiling and conditioning 
Hop pellets were added and the separated wort was boiled (about 90 minutes at normal pressure).  After 
boiling, the flocs (hops draff) were separated in a whirlpool, causing the sludge to deposit on the bottom 
in the shape of a cone.  For cooling and ventilating the wort, an intra-plant circulation was used.  By 
adding oxygen (intra-plant circulation), the conditions for the start of the fermentation were prepared.  
Hops draff was sampled. 
 
Fermentation and maturation 
In the pilot plant, the classical primary fermentation (low fermentation) was carried out in bottom-
fermentation containers.  Fermentation heat was dissipated by means of room ventilation.  As soon as 
the extract content of the fermented young beer was 2% higher than the final attenuation, the storing 
time began.  Before maturation, the young beer was cooled down.  During the main fermentation, the 
yeast deposited on the tank bottom and was sampled as brewer’s yeast. 
 
At the beginning of maturation, the young beer was stored at room temperature (warm maturation to 
break down the diacetyl) in casks.  Then the young beer was stored under pressure (approx. 0.7-2.1 bar) 
at 2°C (cold maturation) for about 4 weeks.  In this time, the remaining extract was fermented.  
Unwanted flavour and odorous substances were decomposed or expelled.  Sludge particles and yeast 
settle at the bottom.  The rack beer was filtered using a special filter combination.  During filtration, all 
organisms harming the beer (bacteria and yeast) were removed and sludge particles were separated.  The 
final product, beer, was sampled. 
 
The processes are illustrated in figures 6.5.3-1 to 6.5.3-3 
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 Samples or fractions to be analysed 

 
 
Figure 6.5.3-1:  Industrial "processing" of grain to malt 
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Figure 6.5.3-2:  Industrial "processing" of malt to beer 
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Figure 6.5.3-3:  Industrial "processing" of spring barley to pearl barley 
 

 
 
 
Findings  
 
The validation of the method for the determination of residues in the sample materials hops draff, 
brewer´s grain and beer was conducted within this study. 
The recoveries for the sample material brewer´s grain are considered to also validate the residue 
determination in the sample materials grain, brewer´s malt, malt sprouts, pearl barley and stored grain. 
In the same way, the sample material hops draff is considered to be representative for sample material 
brewer´s yeast. 
In all mentioned matrices, recovery samples for parent compound were spiked at levels of 0.01 mg/kg 
and 0.10 mg/kg.  Mean recoveries for all matrices were in an acceptable range from 70-110%, with 
RSDs below 20%.   
 
Table 6.5.3.2 gives an overview of the concurrent recoveries for the determination of prothioconazole-
desthio in barley grain, brewer’s grain, beer and hops draff.. Table 6.5.3-3 gives an overview of the 
concurrent recoveries for the determination of the hydroxy metabolites of prothioconazole-desthio in 
brewer’s grain, beer and hops draff.. The overall average recoveries per analyte and matrix were within 
the acceptable range of 70-110% and the corresponding RSDs were below 20%.  
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Table 6.5.3-2: 13-3401: Concurrent recoveries for the determination of prothioconazole-desthio in barley 
and barley processed commodities 

Sample Material Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Barley grain (stored) 
0.01 94, 96, 96, 97 96 1.3 

0.01 0.10 96, 98, 100 98 2.0 
Overall (n = 7) 97 2.0 

Barley brewer’s grain  
0.01 86, 88, 90 88 2.3 

0.01 0.10 99, 99, 101 100 1.2 
Overall (n = 6) 94 7.0 

Beer 
0.01 91, 97, 100 96 4.8 

0.01 0.10 98, 98, 99 98 0.6 
Overall (n = 6) 97 3.3 

Barley hops draff 
0.01 88, 94, 101 94 6.9 

0.01 0.10 98, 100, 102 100 2.0 
Overall (n = 6) 97 5.5 

RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
Fortified with prothioconazole-desthio, determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
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Table 6.5.3-3: 13-3401: Concurrent recoveries for the determination of the hydroxy metabolites of 
prothioconazole-desthio in barley grain and processed barley fractions 

Analyte Sample 
Material 

Fortification 
level [mg/kg]* 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothioconazole- 
alpha-hydroxy-
desthio 

Barley brewer’s 
grain  

0.01 70, 74, 77, 78, 78, 79 76 4.5 
0.01 0.10 86, 89, 92, 93, 96 91 4.2 

Overall (n = 11) 83 10.4 

Beer 
0.01 84, 85, 88, 89 87 2.8 

0.01 0.10 89, 92, 94, 97 93 3.6 
Overall (n = 8) 90 4.9 

Barley hops 
draff 

0.01 78, 79, 86, 87 83 5.6 
0.01 0.10 85, 86, 90, 92 88 3.7 

Overall (n = 8) 85 5.7 

prothioconazole- 
3-hydroxy-
desthio 

Barley brewer’s 
grain  

0.01 69, 75, 76, 77, 78, 79 76 4.7 
0.01 0.10 87, 89, 91, 91, 94 90 2.9 

Overall (n = 11) 82 10.0 

Beer 
0.01 86, 89, 90, 92 89 2.8 

0.01 0.10 82, 83, 83, 84 83 1.0 
Overall (n = 8) 86 4.4 

Barley hops 
draff 

0.01 73, 76, 85, 91 81 10.2 
0.01 0.10 79, 83, 85, 87 84 4.1 

Overall (n = 8) 82 7.3 

prothioconazole- 
4-hydroxy-
desthio 

Barley brewer’s 
grain  

0.01 66, 68 66 - 
0.01 0.10 75, 75, 84, 88, 90 82 8.6 

Overall (n = 7) 78 12.8 

Beer 
0.01 68, 74, 76, 78 74 5.8 

0.01 0.10 81, 81, 84, 95 85 7.8 
Overall (n = 8) 80 10.0 

Barley hops 
draff 

0.01 61, 70, 73, 75 70 8.9 
0.01 0.10 69, 72, 77, 82 75 7.6 

Overall (n = 8) 72 8.5 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
* the individual hydroxy metabolites are fortified and  determined as themselves and calculated as prothioconazole-desthio 
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Table 6.5.3-3 (cont’d): 13-3401: Concurrent recoveries for the determination of the hydroxy metabolites of 
prothioconazole-desthio in barley grain and processed barley fractions 

Analyte Sample 
Material 

Fortification 
level [mg/kg]* 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

prothioconazole- 
5-hydroxy-
desthio 

Barley 
brewer’s grain  

0.01 66, 68, 84, 77, 82, 84 77 10.5 
0.01 0.10 85, 86, 86, 90, 90 87 2.8 

Overall (n = 11) 82 9.9 

Beer 
0.01 82, 87, 91, 94 89 5.9 

0.01 0.10 81, 86, 92, 92 88 6.1 
Overall (n = 8) 88 5.5 

Barley hops 
draff 

0.01 78, 78, 83, 91 83 7.4 
0.01 0.10 79, 83, 83, 85 83 3.1 

Overall (n = 8) 83 5.3 

prothioconazole- 
6-hydroxy-
desthio 

Barley 
brewer’s grain  

0.01 70, 80, 83, 83, 91, 94 84 10.2 
0.01 0.10 86, 87, 87, 89, 94 89 3.6 

Overall (n = 11) 86 8.0 

Beer 
0.01 89, 90, 90, 95 91 3.0 

0.01 0.10 85, 91, 93, 94 91 4.4 
Overall (n = 8) 91 3.5 

Barley hops 
draff 

0.01 82, 82, 89, 94 87 6.7 
0.01 0.10 78, 85, 85, 86 84 4.4 

Overall (n = 8) 85 5.7 
RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
* the individual hydroxy metabolites are fortified and  determined as themselves and calculated as prothioconazole-desthio 
 
 
The residues of prothioconazole-desthio and its hydroxy metabolites determined in the barley raw 
agricultural commodity and in the processed fractions are shown in Table 6.5.3-4. The corresponding 
transfer factors are shown in Table 6.5.3-5. 
In both trials, except for pearl barley rub off (for prothioconazole-desthio and 3-hydroxy-
prothioconazole-desthio), no processing factor could be derived since all residues were below the limit 
of quantification  in the raw agricultural commodities and in the processed fractions. For pearl barley 
rub off (in trial 13-3401-02), a concentration of prothioconazole-desthio and 3-hydroxy-
prothioconazole-desthio was observed. 
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Table 6.5.3-4: Residue levels (mg/kg) of prothioconazole-desthio and its metabolites in barley commodities 

Trial Analyte 
Barley 
Grain 

Grain, 
stored 
(RAC)* 

Malt 
sprouts 

Brewer's 
malt 

Brewer's 
grain 

Hops 
draff 

Brewer’s 
yeast Beer 

Grain, 
stored 
(RAC)* 

Pearl 
barley 
rub off 

Pearl 
barley 

13-
3401-01 
(DALT 
69 days) 

PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 
α-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 
3-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 
4-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 
5-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 
6-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 

13-
3401-02 
(DALT 
50 days) 

PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.032 <0.01 
α-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 
3-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 0.020 <0.01 
4-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 
5-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 
6-hydroxy-PTZ-desthio <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 

RAC : raw agricultural commodity; PTZ: prothioconazole; The individual hydroxy metabolites are determined as themselves and calculated as prothioconazole-desthio *mean of duplicate for all 
analytes. The samples "grain, stored" served as RAC samples for the beer and pearl barley processing, which was done in fresh state. They are samples which were taken in the field at the same time 
as the samples for processing, stored and shipped under the same conditions as the samples for processing and deep frozen at ≤ -18°C at the very time when the processing started. 
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Table 6.5.3-5: Transfer factors of prothioconazole-desthio and its metabolites in barley commodities 

Trial Analyte 
Barley 
Grain 

Grain, 
stored 
(RAC) 

Malt 
sprouts 

Brewer's 
malt 

Brewer's 
grain Hops draff Brewer’s 

yeast Beer 
Grain, 
stored 
(RAC) 

Pearl 
barley 
rub off 

Pearl 
barley 

13-3401-
01 
(DALT 
69 days) 

PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 

α-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 

3-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 

4-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 

5-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 

6-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 

13-3401-
02 
(DALT 
50 days) 

PTZ-desthio -* -* -* -* -* -* -* -* -* >3.2 -* 

α-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 

3-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* >2.0 -* 

4-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 

5-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 

6-hydroxy-PTZ-desthio -* -* -* -* -* -* -* -* -* -* -* 
RAC : raw agricultural commodity; PTZ: prothioconazole 
* The transfer factor cannot be determined due to residues in the raw agricultural commodity and processed fraction being below the limit of quantification.
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Conclusion 
 
In order to determine processing factors for prothioconazole-desthio and its hydroxy metabolites (3-
hydroxy-prothioconazole-desthio, 4-hydroxy-prothioconazole-desthio, 5-hydroxy-prothioconazole-
desthio, 6-hydroxy-prothioconazole-desthio and alpha-hydroxy-prothioconazole-desthio) from spring 
barley grain in malt, beer, pearl barley and other processed fractions, two processing studies have been 
conducted.   
In both trials, except for pearl barley rub off (for prothioconazole-desthio and 3-hydroxy-
prothioconazole-desthio), no processing factor could be derived since all residues were below the limit 
of quantification  in the raw agricultural commodities and in the processed fractions. For pearl barley 
rub off (in trial 13-3401-02), a concentration of prothioconazole-desthio and 3-hydroxy-
prothioconazole-desthio was observed. 
 
 
 
Report: KCA 6.5.3/02; //e5.+!c E,p; 2008; M-303475-01-1 
Title: Determination of the residues of JAU 6476 in/on winter barley and spring barley after 

spraying of JAU 6476 (250 EC) in the field in Northern France 
Report No.: RA-3669/07 
Document No.: M-303475-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 

and Annex III, part A, section 8  
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Report: KCA 6.5.3/03; S-/l゛.äz Z,; 2011; M-412497-01-1 
Title: Determination of the residues of JAU 6476-á-hydroxy-desthio, JAU 6476-3-

hydroxydesthio, JAU 6476-4-hydroxy-desthio, JAU 6476-5-hydroxy-desthio, and 
JAU 6476-6-hydroxy-desthio in/on on materials of plant origin by HPLC-MS/MS 

Report No.: MR-08/025 
Document No.: M-412497-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991 
Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Processing studies were performed in France in order to determine the residue transfer of 
prothioconazole its metabolites from winter and spring barley into brewer’s malt, brewer’s grain, yeast 
and beer generated during the brewing of barley grain from field trials conducted with an EC formulation 
containing 250 g/L of prothioconazole. Only results for prothioconazole-desthio and its hydroxy 
metabolites will be presented in this dossier. 
Information on the field phase of the study may be found in the report. The processing phase was not 
conducted under GLP and is not described in the reports. Therefore, the study is only submitted as 
supplementary information and the processing factors derived for barley brewing are only considered 
indicative.  
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Material and methods 
Two field trials were conducted in the northern part of France during the 2007 growing season to 
generate barley grain for a processing study. The crop received two spray applications with an 
emulsifiable concentrate (EC) containing 250 g/L of prothioconazole. Both applications were conducted 
at the recommended label use rate of 200 g a.s./ha. The first application was carried out at the growth 
stage BBCH 37 (flag leaf just visible, still rolled) and the second application at the growth stage 
BBCH 61 (beginning of flowering). The interval between the two applications was in the range of 
13-17 days. The barley grain was harvested at maturity (BBCH 89) 53-63 days after the last application 
and stored frozen until processing. The design of the field trials is summarised in Table 6.5.3.6. 
 

Table 6.5.3-6: Field trials conducted to generate barley samples for processing – overview of trial design 
Study 
Trial No. 
Year 

Crop 
Variety 

Location 
Application of prothioconazole 

FL No g a.s./ha g as/hL GS 

RA-3669/07 
R 2007 0781/9 
2007 

Winter barley 
Vanessa 

France 
2n55v zだ゜f0ゕü*h 
J7f )*3fc I-R?q:c! 

EC 
250 g/L 2 200 67 61 

RA-3669/07 
R 2007 0782/7 
2007 

Spring barley 
Scarlette 

France 
9_q4x 8z2さü$(* fJ0 
)9・-z さz!c()6j 

EC 
250 g/L 2 200 67 61 

FL: Formulation;     GS : BBCH growth stage at last application 
 
The processing phase (barley brewing) was carried out at IFBM (French Institute for Brewing and 
Malting) using 31 kg samples of barley grain from each trial. The processed commodities generated 
during this phase consisted of brewer's malt, brewer's grain, brewer's yeast and beer. Since the 
processing was not conducted under GLP, it is not described in the study reports and no more detailed 
information on the brewing procedure is available.  
 
The raw agricultural commodity (barley grain) and the barley processed fractions (brewer's malt, 
brewer's grain, brewer's yeast and beer were analysed for: 
- the residues of prothioconazole-desthio according to the method 01013 (cf. KCA 4.1.2). The residues 
were extracted from the samples with acetonitrile/water (4/1; v/v, containing cysteine hydrochloride) 
using a blender. After filtration of the extract, the stable isotopically labeled analytes was added.. The 
solution was made up to volume, diluted and subjected to reversed phase HPLC-MS/MS without a 
further clean-up step. The limit of quantification (LOQ), defined as the lowest validated fortification 
level, was 0.010 mg/kg for prothioconazole-desthio  in all the investigated matrices. 
The unprocessed barley grain samples  and the various fractions from barley processing were stored 
deep-frozen for a maximum of 242 days before analysis.  
 
- and for the residues of the hydroxy metabolites of prothioconazole-desthio according to method 
00979/M001. 
The analytical method 00979/M001 was developed in order to determine residues of prothioconazole-
α-hydroxy-desthio, prothioconazole-3-hydroxy-desthio, prothioconazole-4-hydroxy-desthio, 
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prothioconazole-5-hydroxy-desthio and prothioconazole-6-hydroxy-desthio expressed as 
prothioconazole-desthio equivalent for all single compounds in/on matrices of plant origin by LC-
MS/MS using matrix matched standards. The homogenised sample material of plant origin (approx. 5 
g) is extracted with a mixture of acetonitrile/water (4/1; v/v) by high-speed blending. After filtration and 
evaporation to the aqueous remainder the extract is diluted and acidified with 5 N hydrochloric acid and 
refluxed for 2 hours. This hydrolysis step is performed to convert glycosidic bound analogues into the 
respective hydroxy analytes. An aliquot is neutralised with sodium hydrogen carbonate and purified on 
a Chromabond® XTR cartridge. The analytes are eluted with cyclohexane/ethyl acetate (85/15; v/v). 
The eluate is evaporated to dryness and the remainder is re-dissolved in acetonitrile. For quantitative 
analysis the extract is diluted with acetonitrile and water and subjected to LC-MS/MS. 
 
Findings 
Table 6.5.3-7 gives an overview of the concurrent recoveries for the determination of prothioconazole-
desthio in barley grain and brewer’s malt. Table 6.5.3-8 gives an overview of the concurrent recoveries 
for the determination of the hydroxy metabolites of prothioconazole-desthio in barley grain and barley 
processed commodities. The average recoveries per analyte and matrix were within the acceptable range 
of 70-110% and the corresponding RSDs were below 20%.  
 

Table 6.5.3-7: RA-3669/07: Concurrent recoveries for the determination of prothioconazole-desthio in 
brewer’s malt and barley grain 

Sample Material Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Barley grain 
0.01 85 85 - 

0.01 0.20 82 82 - 
Overall (n = 2) 84 - 

Barley grain for 
processing 

0.01 91; 85 88 - 
0.01 0.20 84;86 85 - 

Overall (n = 4) 87 3.6 

Brewer’s malt** 
0.01 89;86 88 - 

0.01 0.20 89;86 88 - 
Overall (n = 4) 88 2.0 

RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
Fortified with prothioconazole-desthio, determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
*These recoveries were performed during the conduct of the studies RA-3062/07 and RA-3669/07. 
** = recoveries for barley beer, barley brewer’s grain, barley brewer’s yeast are covered by recoveries for brewer’s malt. 
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Table 6.5.3-8: RA-3669/07: Concurrent recoveries for the determination of the hydroxy metabolites of 
prothioconazole-desthio in barley grain and processed barley fractions 

Sample 
Material Analyte Fortification 

level [mg/kg]** 
Recovery rates [%] RSD 

[%] 
LOQ 
[mg/kg] Single Values Mean 

Barley 
grain for 
processing* 

α-hydroxy-PTZ-desthio  
0.01 108; 108; 112 109 2.1 

0.01 0.10 96 - - 
Overall (n = 4) 106 6.5 

3-hydroxy-PTZ-desthio 
0.01 105; 101; 105 104 2.2 

0.01 0.10 95 - - 
Overall (n = 4) 102 4.7 

4-hydroxy-PTZ-desthio 
0.01 97; 97; 102 99 2.9 

0.01 0.10 93 - - 
Overall (n = 4) 97 3.8 

5-hydroxy-PTZ-desthio 
0.01 100; 97; 101 99 2.1 

0.01 0.10 95 - - 
Overall (n = 4) 98 2.8 

6-hydroxy-PTZ-desthio 
0.01 96; 94; 101 97 3.7 

0.01 0.10 102 - - 
Overall (n = 4) 98 3.9 

Beer 

α-hydroxy-PTZ-desthio  0.01 92;95;96 94 2.2 0.01 
3-hydroxy-PTZ-desthio 0.01 95; 100; 97 97 2.6 0.01 
4-hydroxy-PTZ-desthio 0.01 93; 95; 95 94 1.2 0.01 
5-hydroxy-PTZ-desthio 0.01 91;93;95 93 2.2 0.01 
6-hydroxy-PTZ-desthio 0.01 97; 101; 100 99 2.1 0.01 

Brewer’s 
yeast 

α-hydroxy-PTZ-desthio  0.01 93 - - 0.01 
3-hydroxy-PTZ-desthio 0.01 93 - - 0.01 
4-hydroxy-PTZ-desthio 0.01 92 - - 0.01 
5-hydroxy-PTZ-desthio 0.01 93 - - 0.01 
6-hydroxy-PTZ-desthio 0.01 97 - - 0.01 

Brewer’s 
grain 

α-hydroxy-PTZ-desthio  0.01 97 - - 0.01 
3-hydroxy-PTZ-desthio 0.01 97 - - 0.01 
4-hydroxy-PTZ-desthio 0.01 94 - - 0.01 
5-hydroxy-PTZ-desthio 0.01 96 - - 0.01 
6-hydroxy-PTZ-desthio 0.01 97 - - 0.01 

Brewer’s 
malt 

α-hydroxy-PTZ-desthio  0.01 99 - - 0.01 
3-hydroxy-PTZ-desthio 0.01 98 - - 0.01 
4-hydroxy-PTZ-desthio 0.01 92 - - 0.01 
5-hydroxy-PTZ-desthio 0.01 95 - - 0.01 
6-hydroxy-PTZ-desthio 0.01 95 - - 0.01 

RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
PTZ: prothioconazole  * These recoveries were performed during the conduct of studies RA-2618/07 and RA-2619/07.   
** The individual hydroxy metabolites are fortified and  determined as themselves and calculated as prothioconazole-desthio. 
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The residues of prothioconazole-desthio and its hydroxy metabolites determined in the barley raw 
agricultural commodity and in the barley processed fractions are shown in Table 6.5.3-9. 
In both trials, since all residues were below the limit of quantification both in the raw agricultural 
commodity and in the processed fraction, no processing factor could be derived. 
 

Table 6.5.3-9: Residue levels of prothioconazole-desthio and its metabolites in barley commodities 

Trial Analyte 
Barley 
Grain 
(RAC) 

Grain 
for 
processing 

Brewer's 
malt Beer Brewer's 

grain 
Brewer's 
yeast 

R 2007 0781/9 

Prothioconazole-
desthio < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

α-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

3-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

4-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

5-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

6-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

R 2007 0782/7 

Prothioconazole 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

α-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

3-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

4-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

5-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

6-hydroxy-PTZ 
-desthio 

< 0.010 < 0.010 < 0.010 < 0.010 < 0.010 < 0.010 

RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
RAC : raw agricultural commodity; PTZ: prothioconazole; The individual hydroxy metabolites are determined as themselves 
and calculated as prothioconazole-desthio. 
 
 
Conclusion 
A barley processing study was conducted using barley grain from two field trials in which the crop was 
treated with prothioconazole at the normal GAP rate. The field and analytical phases were conducted 
under GLP but not the processing phase. The residues of prothioconazole-desthio and its hydroxy 
metabolites were measured in grain, brewer's malt, brewer's grain, brewer's yeast and beer. In both trials, 
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since the residues were below the limit of quantification both in the raw agricultural commodity and in 
the processed fraction, no processing factor could be derived. 
 
 
Report: KCA 6.5.3/04; Reltt:v. F,; -/z.T( ,=; 5:`J.W:a Ö,; 2008; M-304125-01-1 
Title: Determination of the residues of fluoxastrobin and JAU 6476 in/on winter barley grain 

and grain for processing and the processed fractions (brewer's malt; beer; brewer's 
grain; brewer's yeast) and spring barley grain and grain for processin 

Report No.: RA-3062/07 
Document No.: M-304125-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991, 

Annex II, part A, section 6 and Annex III, part A, section 8 
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Processing studies were performed in France in order to determine the residue transfer of 
prothioconazole and its desthio- metabolite from winter and spring barley into brewer’s malt, brewer’s 
grain, yeast and beer generated during the brewing of barley grain from field trials conducted with an 
EC formulation containing 50 g/L fluoxastrobin and 100 g/L of prothioconazole. Only results for 
prothioconazole-desthio will be presented in this dossier. 
Information on the field phase of the study may be found in the report. The processing phase was not 
conducted under GLP and is not described in the reports. Therefore, the study is only submitted as 
supplementary information and the processing factors derived for barley brewing are only considered 
indicative.  
 
Material and methods 
Two field trials were conducted in the northern part of France during the 2007 growing season to 
generate barley grain for a processing study. The crop received two spray applications with an 
emulsifiable concentrate (EC) containing 100 g/L of prothioconazole. Both applications were conducted 
at the recommended label use rate of 175 g a.s./ha. The first application was carried out at the growth 
stage BBCH 37 (flag leaf just visible, still rolled) and the second application at the growth stage 
BBCH 61 (beginning of flowering). The interval between the two applications was in the range of 
13-17 days. The barley grain was harvested at maturity (BBCH 89) 53-63 days after the last application 
and stored frozen until processing. The design of the field trials is summarised in Table 6.5.3-10. 
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Table 6.5.3-10: Field trials conducted to generate barley samples for processing – overview of trial design 
Study 
Trial No. 
Year 

Crop 
Variety 

Location 
Application of prothioconazole 

FL No g a.s./ha g as/hL GS 

RA-3062/07 
R 2007 0779/7 
2007 

Winter barley 
Vanessa 

France 
ük9_b Rdvuz$`d $`J 
y1I(a ärヶc゜:I` 

EC 
150 g/L 2 175 58 61 

RA-3062/07 
R 2007 0780/0 
2007 

Spring barley 
Scarlet 

France 
1§3bh Bダ$37?gfo kJ( 
(5zh) ヶ*``?i`ä 

EC 
150 g/L 2 175 58 61 

FL: Formulation;     GS : BBCH growth stage at last application 
 
The processing phase (barley brewing) was carried out at IFBM (French Institute for Brewing and 
Malting) using 31 kg samples of barley grain from each trial. The processed commodities generated 
during this phase consisted of brewer's malt, brewer's grain, brewer's yeast and beer. Since the 
processing was not conducted under GLP, it is not described in the study reports and no more detailed 
information on the brewing procedure is available.  
 
The raw agricultural commodity (barley grain) and the barley processed fractions (brewer's malt, 
brewer's grain, brewer's yeast and beer were analysed for the residues of prothioconazole-desthio 
according to the method 01013 (cf. KCA 4.1.2). The residues were extracted from the samples with 
acetonitrile/water (4/1; v/v, containing cysteine hydrochloride) using a blender. After filtration of the 
extract, the stable isotopically labeled analytes was added.. The solution was made up to volume, diluted 
and subjected to reversed phase HPLC-MS/MS without a further clean-up step. The limit of 
quantification (LOQ), defined as the lowest validated fortification level, was 0.010 mg/kg for 
prothioconazole-desthio  in all the investigated matrices. 
The unprocessed barley grain samples  and the various fractions from barley processing were stored 
deep-frozen for a maximum of 238 days before analysis.  
 
Findings 
Table 6.5.3-11 gives an overview of the concurrent recoveries for the determination of prothioconazole-
desthio  in barley grain and brewer’s malt. The average recoveries per analyte and matrix were within 
the acceptable range of 70-110% and the corresponding RSDs were below 20%.  
 

Table 6.5.3-11: RA-3062/07: Concurrent recoveries for the determination of prothioconazole-desthio in 
brewer’s malt and barley grain 

Sample Material Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Barley grain 
0.01 85 85 - 

0.01 0.20 82 82 - 
Overall (n = 2) 84 - 

Barley grain for 
processing 

0.01 91; 85 88 - 
0.01 

0.20 84;86 85 - 
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Sample Material Fortification 
level [mg/kg] 

Recovery rates [%]* RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

Overall (n = 4) 87 3.6 

Brewer’s malt** 
0.01 89;86 88 - 

0.01 0.20 89;86 88 - 
Overall (n = 4) 88 2.0 

RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
Fortified with prothioconazole-desthio, determined as prothioconazole-desthio and calculated as prothioconazole-desthio 
*These recoveries were performed during the conduct of the studies RA-3062/07 and RA-3669/07. 
** = recoveries for barley beer, barley brewer’s grain, barley brewer’s yeast are covered by recoveries for brewer’s malt. 
 
 
The residues of prothioconazole-desthio determined in the barley raw agricultural commodity and in the 
barley processed fractions are shown in Table 6.5.3-12. 
In both trials, since the residues were below the limit of quantification both in the raw agricultural 
commodity and in the processed fraction, no processing factor could be derived. 
 

Table 6.5.3-12: Residue levels of prothioconazole-desthio in barley commodities 

Commodity 
Residues (mg/kg)* 
Trial R 2007 0779/7 Trial R 2007 0780/0 
Prothioconazole-desthio  Prothioconazole-desthio  

Barley grain (RAC) < 0.010 < 0.010 
Grain for processing < 0.010 < 0.010 
Brewer's malt < 0.010 < 0.010 
Beer < 0.010 < 0.010 
Brewer's grain < 0.010 < 0.010 
Brewer's yeast < 0.010 < 0.010 

RAC : raw agricultural commodity 
 
 
Conclusion 
A barley processing study was conducted using barley grain from two field trials in which the crop was 
treated with prothioconazole at the normal GAP rate. The field and analytical phases were conducted 
under GLP but not the processing phase. The residues of prothioconazole-desthio  were measured in 
grain, brewer's malt, brewer's grain, brewer's yeast and beer. In both trials, since the residues were below 
the limit of quantification both in the raw agricultural commodity and in the processed fraction, no 
processing factor could be derived. 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 277 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 
 
 

 
 
 
 
 
 
 
 
-Wheat 
 
Report: KCA 6.5.3/05; U)t.?e ,み s,; 2004; M-000665-01-1 
Title: JAU 6476 480 SC - Magnitude of the residue in/on wheat grain, wheat aspirated grain 

fractions, and wheat processed commodities 
Report No.: 200521 
Document No.: M-000665-01-1 
Guideline(s): EPA Ref.: OPPTS 860.1500, Crop Field Trials 

OPPTS 860.1520, Processed Food/Feed 
PMRA Ref.: DACO 7.4.1, Supervised Residue Trial Study 
DACO 7.4.5, Processed Food/Feed 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
Material and methods 
A field trial was conducted in the USA (Kansas) during the 2000 growing season to generate wheat 
grain for a processing study. The crop received two spray applications with a suspension concentrate 
(SC) containing 480 g/L of prothioconazole. The first application was conducted at the rate of 
632 g a.s./ha when the crop had reached the growth stage BBCH 57 (70% of inflorescence emerged). 
The second application was conducted 11 days later, at the rate of 1010 g a.s./ha and at the growth stage 
BBCH 69 (end of flowering). The total applied rate was about five-fold (5X) the maximum 
recommended US label use rate. The wheat grain was harvested at maturity (BBCH 89) 47 days after 
the last application and stored deep frozen for 12.4 months until processing. The design of the field trial 
is summarised in Table 6.5.3-13.  

Table 6.5.3-13: Field trial conducted to generate wheat samples for processing – overview of trial design 
Study 
Trial No. 
Year 

Crop 
Variety 

Location 
Application of prothioconazole 

FL No g a.s./ha g as/hL GS 

J619WH02 
J6065-00P 
2000 

Winter wheat 
Karl 92 

USA 
<j:tj/゙レä`VeyJäJf 

SC 
480 g/L 2 632-1010 658-1060 69 

FL: Formulation;     GS : BBCH growth stage at last application 
 
The processing was conducted at a laboratory scale in a way that simulated industrial practice as closely 
as possible. A simplified flowchart of the procedure is shown in Figure 6.5.4-5. About 260 kg of wheat 
grain were dried (43-57°C) and cleaned by aspiration of light impurities followed by screening. A 68 kg 
portion of cleaned wheat grain was used for germ production. The grain was moisture adjusted to 16% 
and then passed in two different mills in order to separate the bran and the endosperm. The procedure 
yielded 320 g of germ. A 9.1 kg portion of cleaned wheat grain was used flour milling. The grain was 
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moisture adjusted to 16.5-17.5%, passed through break rolls and screened to separate break flour 
(< 120 µm), middlings (< 800 µm) and coarse bran (> 800 µm). The middlings were passed through 
reduction rolls and screened to separate reduction flour (< 160 µm) and shorts (> 160 µm). The coarse 
bran was passed in a finisher t o produce shorts (< 128 µm) and bran (> 128 µm). The break flour and 
the reduction flour were combined to produce flour. The shorts obtained from middlings and the shorts 
obtained from bran were also combined to produce shorts. 
 
The raw agricultural commodity (wheat grain) and selected wheat processed fractions (aspirated grain 
fractions, bran, flour, germ, middlings, and shorts) were analysed for the residues of prothioconazole-
desthio according to method RPA JA/03/01 (please refer to section KCA 4.1.2). Residues of parent 
prothioconazole were also determined but for sake of clarity, are not presented in this summary as it is 
not relevant for the EU. Only results for prothioconazole-desthio will be presented.The analytical 
procedure involves extraction with with a mixture methanol (MeOH), 30% hydrogen peroxide (H2O2), 
and aqueous sodium bicarbonate (NaHCO3) at about 64°C for 2 hours. Following the addition of a 
mixture of isotopically labelled prothioconazole-desthio internal standard, the sample extracts are 
purified by octadecyl solid phase extraction (C-18 SPE). The purified analyte is analysed by high 
performance liquid chromatography-electrospray/tandem mass spectrometry (LC-MS/MS). 
The limit of quantification (LOQ) for prothioconazole-desthio was 0.02 mg/kg in all the analysed wheat 
commodities except aspirated grain fractions (0.25 mg/kg).  
 
The wheat grain samples were stored deep-frozen for a maximum of 1285 days between sampling in the 
field and analysis. The various fractions from wheat processing were stored deep-frozen for a maximum 
of 909 days before analysis.  
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Figure 6.5.3-4: Processing of wheat – simplified flow chart  

 
 
Findings 
Table 6.5.3-14 gives an overview of the method validation data and the concurrent recoveries for the 
determination of prothioconazole-desthio. The average recoveries  were within the acceptable range of 
70-110% and the corresponding RSDs were below 20%. 
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Table 6.5.3-14: Validation data and concurrent recoveries for the determination of prothioconazole-desthio  
in wheat grain and wheat processed commodities 

Report Sample 
Material 

Fortification 
level [mg/kg] 

Recovery rates [%] RSD 
[%] 

LOQ 
[mg/kg] Single Values Mean 

M-000665-01-1 
(200521)  

Wheat 
grain 

0.02 116 - - 
0.02 0.20 108, 108, 109 108 0.5 

Overall (n = 4) 110 3.5 

Aspirated 
grain 
fractions 

0.25 98, 98, 102 99 2.3 
0.25 12.5 97, 96, 99 97 1.6 

Overall (n = 6) 98 2.1 

Bran 
0.02 104, 103, 103 103 0.6 

0.02 0.20 105, 105, 106 105 0.5 
Overall (n = 6) 104 1.2 

Flour 
0.02 101, 103, 104 103 1.5 

0.02 0.20 107, 106, 106 106 0.5 
Overall (n = 6) 105 2.2 

Germ 
0.02 90, 96, 98 95 4.4 

0.02 0.20 100, 100, 101 100 0.6 
Overall (n = 6) 98 4.2 

Middlings 
0.02 102, 100, 102 101 1.1 

0.02 0.20 106, 104, 110 107 2.9 
Overall (n = 6) 104 3.4 

Shorts 
0.02 103, 101, 104 103 1.5 

0.02 0.20 111, 108, 101 107 4.8 
Overall (n = 6) 105 3.9 

RSD: Relative Standard Deviation, LOQ: Limit of Quantitation 
Note : The above table shows both the recovery rates from method validation and the concurrent recoveries determined 
alongside sample analysis.  
 
The residues of prothioconazole-desthio determined in the wheat raw agricultural commodity and in the 
wheat processed fractions are shown in Table 6.5.3-15. The table also provides estimates of the 
respective processing factors.  
The raw agricultural commodity (wheat grain) was found to contain measurable residues of 
prothioconazole-desthio (0.048 mg/kg). The residues concentrated in aspirated grain fractions , bran, 
germ and shorts, and were present at lower levels than in the raw agricultural commodity in flour and 
middlings.  
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Table 6.5.3-15: Residue levels and processing factors for prothioconazole-desthio in wheat commodities 
Commodity Residues (mg/kg)* Processing factors 
Grain (RAC) 0.047 N/A 
Aspirated grain fractions 10.25 218 
Bran 0.114 2.4 
Flour <0.02 0.3 
Germ 0.101 2.1 
Middlings 0.029 0.6 
Shorts 0.050 1.1 

RAC : raw agricultural commodity  N/A : not applicable  * average of triplicate 
 
Conclusion 
A wheat processing study was conducted using wheat grain from a field trial involving a five-fold 
exaggerated application rate of prothioconazole. The residues of prothioconazole-desthio were 
measured in grain, aspirated grain fractions, bran, flour, germ, middlings and shorts. The raw agricultural 
commodity (wheat grain) was found to contain measurable residues of prothioconazole-desthio 
(0.047 mg/kg). The residues concentrated in aspirated grain fractions , bran, germ and shorts, and were 
present at lower levels than in the raw agricultural commodity in flour and middlings.  
 

CA 6.6  Residues in rotational crops 
 

CA 6.6.1  Metabolism in rotational crops 

Two confined rotational crop studies were conducted in wheat, Swiss chard and turnips using phenyl- 
and triazole-labelled parent compound. The study using phenyl-labelled prothioconazole was 
summarised in the EU Basic Dossier submitted in March 2002 and was deemed acceptable following 
evaluation and peer review at EU level (2007). For completeness, an executive summary of this study 
is provided below. An additional study using triazole-labelled prothioconazole was conducted in 2004 
based on requests of EPA (USA). This study has also been evaluated by JMPR in 2008 and was added 
to the amended Annex II Tier 2 summary of the Section 4, Points IIA 6.2 and 6.6.2 (reference M-
301848-01-1). 

 

 

Report: KCA 6.6.1/01; VceJ. れ,; 2001; M-049955-01-1 
Title: Confined rotational crop study with JAU6476 
Report No.: MR-159/00 
Document No.: M-049955-01-1 
Guideline(s): US EPA OPPTS 860.1850; EU 91/414/EEC (Final 11/97) 
Guideline deviation(s): not specified 
GLP/GEP: yes 
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Executive Summary 

The metabolism of the prothioconazole was investigated in rotational crops (spring wheat, Swiss chard 
and turnips). Bare soil was treated with [phenyl-UL-14C]prothioconazole dissolved in pure acetonitrile. 
The amount applied corresponded to the maximum annual field rate of 660 g a.s./ha. Crops of the first, 
second and third rotation were sown at day 28, 146 and 269, respectively. Seven raw agricultural 
commodities (RACs) were sampled, sampling dates (days after application) and total radioactive 
residues (TRRs, expressed as mg/kg a.s. equivalents) are given below: 

 
1st rotation 2nd rotation 3rd rotation 
Sampling 
day 

TRR 
(mg/kg) 

Sampling 
day 

TRR 
(mg/kg) 

Sampling 
day 

TRR 
(mg/kg) 

Swiss chard 80 0.039 188 0.053 348 0.021 
Turnip leaves 94 0.046 201 0.028 349 0.036 
Turnip roots 94 0.043 201 0.031 349 0.015 
Wheat forage 73 0.021 178 0.062 327 0.040 
Wheat hay 111 0.114 231 0.135 377 0.160 
Wheat straw 145 0.450 269 0.307 412 0.312 
Wheat grain 145 0.007 269 n.d. 412 n.d. 

n.d.: not determined , because already TRR value of rotation one, was below the trigger value of 0.01 mg/kg 

With the exception of wheat hay, total radioactive residue (TRR) levels in the different RACs either 
declined or remained at a constant but low level during the test period. The maximum concentration 
(0.450 mg/kg) was determined for wheat straw in the first rotation. The TRR observed for grain (0.007 
mg/kg) was below the threshold value (0.01 mg/kg) for metabolite identification, hence grain samples 
of rotation II and III were discarded. 

In general, with the exception of Swiss chard of rotation 3 and grain of rotation 1, more than 70% of the 
TRR was extracted using acetonitrile/water (80:20) and -if necessary- subsequent Accelerated Solvent 
Extraction. In addition, hay of rotation 3 and straw of all rotations were exhaustively extracted using 
dioxan/HCl (9:1, v/v) under reflux. 

More than 20 metabolites were detected in the different RACs, 16 of which were already known from 
the metabolism studies performed for spring wheat and peanuts. Prothioconazole-desthio was the main 
metabolite in all crops of rotation 1 (up to 36.8% of the TRR in Swiss chard). Obviously, 
prothioconazole-desthio was degraded further in soil and plants as higher amounts of derivatives (e.g. 
mono- and dihydroxylated metabolites and glucoside conjugates thereof) were found in all rotations. 

In the subsequent rotations additional highly polar metabolites were detected, which were probably 
formed in soil and taken up by the plants. All of those metabolites were detected in amounts well below 
the identification threshold of 0.01 mg/kg. 

The quantitative distribution of prothioconazole and its metabolites detected in rotational crops after 
application of prothioconazole (phenyl- and triazole-label) to soil - in mg/kg equivalents a.s. - is 
provided in Tables 6.6.2- 3 to 6.6.2- 9 below. 
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Report: KCA 6.6.1/02; p.w?_ =, ,し; äc.w!j み, s,; 2004; M-000784-01-1 
Title: The accumulation of [triazole-3,5-14C] JAU6476 in confined rotational crops 
Report No.: 200623 
Document No.: M-000784-01-1 
Guideline(s): OPPTS 860.1850; DACO 7.4.3 
Guideline deviation(s): -- 
GLP/GEP: yes 

 

 
Executive Summary 

The nature and accumulation of [triazole-3,5-14C] prothioconazole residues was studied in confined 
rotational crops following four applications to soil in a large trough at an average rate of 204 g 
a.s./ha/application. Rotational crops, wheat (small grain), Swiss chard (leafy vegetable), and turnips 
(root crop), were planted at 30, 125, and 366 days after treatment (DAT). Raw agricultural commodities 
(RACs) were harvested from each crop during each time interval. 

The total radioactive residues (TRR) ranged from 0.059 mg/kg in turnip roots to 3.806 mg/kg in wheat 
grain for the 30-DAT crop samples, from 0.047 mg/kg in Swiss chard to 4.136 mg/kg in wheat grain for 
the 125-DAT samples, and from 0.062 mg/kg in turnip roots to 5.875 mg/kg in wheat grain for the 366-
DAT samples. 

The major residues found in all rotational crop matrices were triazolylalanine (TA), 
triazolylhydroxypropionic acid (THPA), and triazolylacetic acid (TAA). TA represented 44% to 51% 
(0.120 mg/kg to 0.252 mg/kg) of the TRR in wheat forage, 33% to 36% (0.719 mg/kg to 0.846 mg/kg) 
in wheat hay, 15% to 28% (0.197 mg/kg to 0.407 mg/kg) in wheat straw, 58% to 68% (2.264 mg/kg to 
3.940 mg/kg) in wheat grain, 49% to 56% (0.023 mg/kg to 0.096 mg/kg) in Swiss chard, 74% to 92% 
(0.077 mg/kg to 0.377 mg/kg) in turnip tops, and 81% to 93% (0.048 mg/kg to 0.411 mg/kg) in turnip 
roots. 

THPA represented 32% to 35% (0.087 mg/kg to 0.184 mg/kg) of the TRR in wheat forage, 24% to 39% 
(0.562 mg/kg to 0.871 mg/kg) in wheat hay, 28% to 33% (0.382 mg/kg to 0.498 mg/kg) in wheat straw, 
<1% to 1% (0.023 mg/kg to 0.047 mg/kg) in wheat grain, 30% to 32% (0.038 mg/kg to 0.060 mg/kg) in 
Swiss chard, 7% (0.035 mg/kg) in turnip tops (at 125-DAT), and 1 to 5% (0.003 mg/kg to 0.005 mg/kg 
at 30-DAT and 125-DAT) in turnip roots. 

TAA represented 1% to 6% (0.006 mg/kg to 0.034 mg/kg) of the TRR in wheat forage, 10% to 22% 
(0.222 mg/kg to 0.578 mg/kg) in wheat hay, 17% to 26% (0.233 mg/kg to 0.437 mg/kg) in wheat straw, 
23% to 29% (0.958 mg/kg to 1.485 mg/kg) in wheat grain, 1% to <18% (0.001 mg/kg to <0.008 mg/kg) 
in Swiss chard, 2% to <7% (0.009 mg/kg or less) in turnip tops, and <5% (<0.005 mg/kg) in turnip roots. 

The minor residues found in the rotational crops were JAU6476-desthio, <1% to 4% (0.001 mg/kg to 
0.020 mg/kg) of the TRR in all matrices except wheat grain; triazolylethanol-glucoside, <1% to 5% 
(0.001 mg/kg to 0.063 mg/kg) in all matrices except wheat grain and Swiss chard; triazolyl-ethanol, 
<1% to 7% (0.002 mg/kg to 0.030 mg/kg) in all matrices except wheat grain; and JAU6476-a-hydroxy-
desthio, <1% to 2% (0.002 mg/kg to 0.026 mg/kg) in all matrices except wheat grain and Swiss chard. 
No prothioconazole was detected in any matrix at any planting interval. 

A total of 94% to 100% of the residues in all matrices were extractable. The identified residues 
represented 72% to 96% of the TRRs in all matrices. 
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Overall summary of the metabolism of prothioconazole in confined rotational crops 

A comparison of the two studies on the behaviour of phenyl- and triazole-labelled prothioconazole in 
confined rotational crops after application to soil shows that the studies are based on different designs, 
different sites and different analytical methods. Differences in the results of these studies can be 
attributed to these facts. 

In both studies the metabolism of prothioconazole was investigated in the same confined rotational crops 
(wheat, Swiss chard and turnips) at three rotations after application to bare soil. In the study using 
phenyl-labelled prothioconazole, the parent compound was applied once at an application rate of 578 g 
a.s./ha. Crops of the first, second and third rotation were sown at day 28, 149 and 269, respectively. In 
contrast, the metabolism of triazole-labelled prothioconazole was investigated in confined rotational 
crops following four applications to the soil at an average rate of 204 g a.s./ha per application. The 
rotational crops were planted at 30, 125, and 366 days after treatment. 

Additionally the growing conditions were different in the two studies. The study using the phenyl-label 
was performed in the green house where the plants were protected from rainfall and the soil was 
irrigated. In the study using the triazole-label the plant tubs were placed outside under natural weather 
conditions including rainfall. The different application scenarios are summarised in Table 6.2.2- 1. 
Table 6.6.2- 1: Confined rotational crop studies: Application scenarios of phenyl- and triazole-labelled 

prothioconazole after spray application to soil 
Label Application rate  

(g a.s./ha) 
planting of rotation I / II / III 
(days after the last application) 

Growing 
conditions 

Phenyl 1 x 578 28 / 149 / 269a) greenhouse 
Triazole 204, 217, 201 and 193 

(total: 815) 
30 / 125 / 366b) outside 

a) = days after treatment 

b) = days after the 4th and final treatment 

The total radioactive residue values found in the different matrices of the rotational crops after 
application of phenyl- and triazole-labelled prothioconazole are summarised in Table 6.6.2- 2. 
Table 6.6.2- 2: Comparison of the total radioactive residue (TRR) in rotational crop matrices following 

soil treatment with phenyl- and triazole labelled prothioconazole 
  Rotation 1 Rotation 2 Rotation 3 
  TRR (mg/kg) Ratio TRR (mg/kg) Ratio TRR (mg/kg) Ratio 
Label  phenyl triazole triazole 

/ phenyl 
phenyl triazole triazole 

/ 
phenyl 

phenyl triazole triazole 
/ 
phenyl 

Wheat forage 0.021 0.251 12 0.062 0.575 9 0.040 0.439 11 
 hay 0.114 2.224 16 0.135 2.580 19 0.160 2.016 13 
 straw 0.450 1.695 4 0.307 1.361 4 0.312 1.597 5 
 grain 0.007 3.806 544 n.d. 4.136 - n.d. 5.875 - 
Swiss chard leaves 0.039 0.188 5 0.053 0.047 5 0.021 0.129 6 
Turnip tops 0.046 0.131 3 0.028 0.507 18 0.036 0.084 2 
 roots 0.043 0.059 1 0.031 0.442 14 0.015 0.061 4 

 

The results of the two confined rotational crop studies revealed that prothioconazole was intensively 
metabolised. 
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In the study using phenyl-labelled prothioconazole the unchanged parent compound represented –if 
detected at all- only < 0.005 mg/kg or ≤ 1% of the TRR. The main metabolite JAU 6476-desthio (M04) 
was detected in all RACs and amounted up to 0.045 mg/kg in wheat straw of the 1st rotation. The 
hydroxy metabolites (M14-M17) also occurred in the rotational crop species. Furthermore, conjugation 
played an important role in the degradation of prothioconazole. The occurrence of some new but very 
minor polar metabolites (no single component > 0.05 mg/kg) indicates that the composition of the TRR 
in rotational crops was also influenced by additional soil metabolites of prothioconazole.  

In the study using the triazole-labelled prothioconazole the major metabolites found in all matrices were 
triazolylalanine (TA, M31), triazolylhydroxypropionic acid (THP, M30) and triazolylacetic acid (TAA, 
M29). No free 1,2,4-triazole was detected in any matrix. This strongly supports the assumption that 
1,2,4-triazole (M13) was taken up from the soil and immediately conjugated with serine to form 
triazolylalanine and the subsequent metabolites. Minor metabolites detected in most matrices were 
JAU 6476-desthio (M04), JAU 6476-desthio-α-hydroxy (M18), JAU 6476-triazolyl-ethanol (M45), and 
JAU 6476-triazolyl-ethanol-glucoside (M46). Prothioconazole was not detected in any matrix at any 
plant-back interval. Due to the high concentrations of the label specific metabolites in the study with 
triazole-labelled prothioconazole, detection and identification of minor metabolites common to both 
labels received less attention since their levels were lower than both identification triggers (<< 10% of 
TRR and < 0.05 mg/kg). 

A comparison of prothioconazole and its metabolites detected in rotational crops after application of 
prothioconazole (phenyl- and triazole-label) to soil - in mg/kg equivalents a.s. - is provided in Tables 
6.6.2- 3 to 6.6.2- 9. The proposed metabolic pathway of prothioconazole in the rotational crops is shown 
in Figure 6.6.2- 2. 
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Table 6.6.2- 3: Distribution of the active substance and metabolites in wheat forage of rotation 1 to 3 from 
phenyl- and triazole-labelled prothioconazole confined rotational crop studies 
(mg a.s. equivalents/kg)  

Parent compound / metabolite Rotation 1 Rotation 2 Rotation 3 
label phenyl triazole phenyl triazole phenyl triazole 
Metabolites common to both labels: 

JAU 6476-sulfonic acid (M02) < 0.001  0.002    
JAU 6476-triazolinone (M03) < 0.001  < 0.001  < 0.001  
JAU 6476-disulfide (M11) < 0.001  < 0.001  < 0.001  
JAU 6476-desthio (M04) 0.003  0.004 0.001 < 0.001  
JAU 6476-desthio-3-hydroxy (M14) 0.001  < 0.001  < 0.001  
JAU 6476-desthio-4-hydroxy (M15) < 0.001  < 0.001   
JAU 6476-desthio-6-hydroxy (M17)   < 0.001    
JAU 6476-desthio-hydroxy-glucoside (M21-23) 0.001  0.009    
JAU 6476-desthio-α-hydroxy (M18) < 0.001  0.001 0.004 < 0.001  
JAU 6476-desthio-α-acetoxy (M19) < 0.001  0.002  < 0.001  
JAU 6476-desthio-dihydroxy-olefin-glucoside (M64) 0.003  0.019  0.017  

Metabolite specific to the phenyl-label: 
JAU 6476-benzylpropyldiol-glucoside (M43) < 0.001  < 0.001    

Metabolites specific to the triazole-label: 
THP (M30)  0.087  0.184  0.155 
Σ: TAA (M29) and THP (M30)     0.003   
TA (M31)  0.120  0.252  0.225 
TAA (M29)  0.008  0.034  0.006 
JAU 6476-triazolyl-ethanol (M45)  0.003  0.007   
JAU 6476-triazolyl-ethanol-glucoside (M46)  0.004  0.015  0.003 

Total identified 0.010 0.222 0.040 0.500 0.021 0.389 
Characterised 0.003 0.020 0.003 0.055 0.002 0.042 
Unextracted 0.004 0.010 0.013 0.015 0.011 0.006 

 
Table 6.6.2- 4: Distribution of the active substance and metabolites in wheat hay of rotation 1 to 3 from 

phenyl- and triazole-labelled prothioconazole confined rotational crop studies  
(mg a.s. equivalents/kg)  

Parent compound / metabolite Rotation 1 Rotation 2 Rotation 3 
label phenyl triazole phenyl triazole phenyl triazole 
Metabolites common to both labels: 

JAU 6476-sulfonic acid (M02) 0.013  0.009    
JAU 6476-triazolinone (M03) 0.001  0.001    
JAU 6476-disulfide (M11) 0.002  0.002  0.001  
JAU 6476-desthio (M04) 0.014 0.020 0.016 0.020 0.032a)  
JAU 6476-desthio-3-hydroxy (M14) 0.003  0.001  0.002  
JAU 6476-desthio-4-hydroxy (M15) 0.004  0.002  0.003  
JAU 6476-desthio-hydroxy-glucoside (M21-23) 0.011  0.007  0.010  
JAU 6476-desthio-α-hydroxy (M18) 0.003 0.019 0.002 0.023 0.004  
JAU 6476-desthio-α-acetoxy (M19) 0.002  0.003  0.006  
JAU 6476-desthio-dihydroxy-olefin-glucoside (M64) 0.020  0.039  0.053  

Metabolites specific to the triazole-label: 
TA (M31)  0.720  0.846  0.719 
THP (M30)  0.871  0.627  0.562 
TAA (M29)  0.222  0.578  0.441 
JAU 6476-triazolyl-ethanol (M45)  0.030  0.029  0.021 
JAU 6476-triazolyl-ethanol-glucoside (M46)  0.045  0.060  0.030 

Total identified 0.073 1.908 0.082 2.179 0.111 1.773 
Additional characterised 0.006 0.238 0.009 0.329 0.016 0.068 
Unextracted 0.020 0.076 0.029 0.011 0.009a) 0.045 

a) = after treatment with dioxane/HCl (9:1) 
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Table 6.6.2- 5: Distribution of the active substance and metabolites in wheat straw of rotation 1 to 3 from 
phenyl- and triazole-labelled prothioconazole confined rotational crop studies  
(mg a.s. equivalents/kg)  

Parent compound / metabolite Rotation 1 Rotation 2 Rotation 3 
label phenyl triazole phenyl triazole phenyl triazole 
Prothioconazole 0.004  0.001    
Metabolites common to both labels: 

JAU 6476-sulfonic acid (M02) 0.002  0.024  0.040  
JAU 6476-triazolinone (M03) 0.004  0.002  0.001  
JAU 6476-disulfide (M11) 0.007  0.005    
JAU 6476-desthio (M04) 0.045 0.014 0.026  0.018  
JAU 6476-desthio-3-hydroxy (M14) 0.017  0.004  0.003  
JAU 6476-desthio-4-hydroxy (M15) 0.012  0.004  0.007  
JAU 6476-desthio-6-hydroxy (M17) 0.007  0.002    
JAU 6476-desthio-hydroxy-glucoside (M21-23) 0.097  0.043  0.025  
JAU 6476-desthio-α-hydroxy (M18) 0.030 0.017 0.008 0.026 0.009 0.016 
JAU 6476-desthio-α-acetoxy (M19) 0.009  0.013  0.009  
JAU 6476-desthio-dihydroxy-olefin-glucoside (M64) 0.055  0.044  0.056  

Metabolites specific to the phenyl-label: 
JAU 6476-benzylpropyldiol (M09) 0.010  0.002    
JAU 6476-benzylpropyldiol-glucoside (M43)     0.003  

Metabolites specific to the triazole-label: 
TA (M31)  0.358  0.197  0.407 
THP (M30)  0.498  0.382  0.481 
TAA (M29)  0.437  0.233  0.302 
Σ: TAA (M29) and THP (M30)    0.041   
JAU 6476-triazolyl-ethanol (M45)  0.023  0.027   
JAU 6476-triazolyl-ethanol-glucoside (M46)  0.042  0.063  0.029 

Total identified 0.299 1.389 0.180 0.969 0.171 1.235 
Additional characterised 0.076 0.267 0.053 0.290 0.100 0.192 
Unextracted 0.010a) 0.006 0.020a) 0.011 0.007a) 0.006 

a) = unextracted (solids 3 after dioxan hydrolysis) 
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Table 6.6.2- 6: Distribution of the active substance and metabolites in wheat grain of rotation 1 to 3 from 
phenyl- and triazole-labelled prothioconazole confined rotational crop studies  
(mg a.s. equivalents/kg)  

Parent compound / metabolite Rotation 1 Rotation 2 Rotation 3 
label phenyl triazole phenyla) triazole phenyla) triazole 
Metabolites common to both labels: 

JAU 6476-desthio (M04) < 0.001      
JAU 6476-desthio-3-hydroxy (M14) < 0.001      
JAU 6476-desthio-4-hydroxy (M15)      
JAU 6476-desthio-α-hydroxy (M18) 0.001      

Metabolites specific to the triazole-label: 
TA (M31)  2.264  2.372  3.940 
THP (M30)  0.047  0.023   
TAA (M29)  1.116  0.957  1.485 

Total identified 0.001 3.427  3.351  5.425 
Additional characterised 0.001 0.285  0.135  0.285 
Unextracted 0.005 0.011  0.021  0.014 

a) = grain sample material of rotation 2 and 3 was not analysed, because TRR value of rotation 1 was already well below the trigger value of 
0.01 mg/kg 
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Table 6.6.2- 7: Distribution of the active substance and metabolites in Swiss chard of rotation 1 to 3 from 
phenyl- and triazole-labelled prothioconazole confined rotational crop studies  
(mg a.s. equivalents/kg)  

Parent compound / metabolite Rotation 1 Rotation 2 Rotation 3 
label phenyl triazole phenyl triazole phenyl triazole 
Prothioconazole   < 0.001    
Metabolites common to both labels: 

JAU 6476-sulfonic acid (M02) < 0.001  0.001    
JAU 6476-triazolinone (M03) 0.001  0.001  < 0.001  
JAU 6476-disulfide (M11) 0.001  0.001  < 0.001  
JAU 6476-desthio (M04) 0.014 0.005 0.010 0.001 < 0.001  
JAU 6476-desthio-3-hydroxy (M14) 0.001  0.002  < 0.001  
JAU 6476-desthio-4-hydroxy (M15) < 0.001  < 0.001    
JAU 6476-desthio-hydroxy-glucoside (M21-23) 0.004  0.006  0.001  
JAU 6476-desthio-α-hydroxy (M18) < 0.001  0.001  < 0.001  
JAU 6476-desthio-dihydroxy-olefin-glucoside (M64) 0.007  0.006  0.004  

Metabolite specific to the phenyl-label: 
JAU 6476-benzylpropyldiol (M09)   < 0.001  < 0.001  

Metabolites specific to the triazole-label: 
TA (M31)  0.096  0.023  0.072 
THP (M30)  0.060    0.038 
Σ: TAA (M29) and THP (M30)    0.008   
TAA (M29)      0.001 
JAU 6476-triazolyl-ethanol (M45)  0.014  0.002  0.002 

Total identified 0.028 0.174 0.027 0.034 0.007 0.113 
Additional characterised 0.005 0.008 0.014 0.001 0.005  
Unextracted 0.005 0.007 0.008 0.002 0.008 0.002 

 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 290 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 
 
 

Table 6.6.2- 8: Distribution of the active substance and metabolites in turnip tops of rotation 1 to 3 from 
phenyl- and triazole-labelled prothioconazole confined rotational crop studies  
(mg a.s. equivalents/kg)  

Parent compound / metabolite Rotation 1 Rotation 2 Rotation 3 
label phenyl triazole phenyl triazole phenyl triazole 
Prothioconazole   < 0.001    
Metabolites common to both labels: 

JAU 6476-sulfonic acid (M02) < 0.001      
JAU 6476-triazolinone (M03) 0.001  < 0.001    
JAU 6476-disulfide (M11)   < 0.001  0.001  
JAU 6476-desthio (M04) 0.008  0.002 0.005 0.005  
JAU 6476-desthio-3-hydroxy (M14) 0.001  < 0.001  0.001  
JAU 6476-desthio-4-hydroxy (M15) 0.002  0.001   
JAU 6476-desthio-6-hydroxy (M17) 0.001  < 0.001  < 0.001  
JAU 6476-desthio-hydroxy-glucoside (M21-23) 0.009  0.004  0.005  
JAU 6476-desthio-α-hydroxy (M18) 0.003 0.002 0.002 0.007 0.001  
JAU 6476-desthio-dihydroxy-olefin-glucoside (M64) 0.008  0.006  0.006  

Metabolites specific to the phenyl-label: 
JAU 6476-benzylpropyldiol (M09) < 0.001      
JAU 6476-benzylpropyldiol-glucoside (M43) 0.001  0.001    

Metabolites specific to the triazole-label: 
TA (M31)  0.100  0.377  0.077 
THP (M30)    0.035   
Σ: TAA (M29) and THP (M30)  0.009     
TAA (M29)    0.009   
JAU 6476-triazolyl-ethanol (M45)  0.004  0.020   
JAU 6476-triazolyl-ethanol-glucoside (M46)  0.004  0.015   

Total identified 0.036 0.119 0.016 0.468 0.018 0.077 
Additional characterised 0.002 0.005 0.006 0.020 0.009  
Unextracted 0.008 0.005 0.006 0.020 0.009 0.003 

 

bayerj Bayer CropScience

  
  

  
    

  
  
  

 T
hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 291 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

 
 
 

Table 6.6.2- 9: Distribution of the active substance and metabolites in turnip roots of rotation  1 to 3 from 
phenyl- and triazole-labelled prothioconazole confined rotational crop studies (mg a.s. 
equivalents/kg)  

Parent compound / metabolite Rotation 1 Rotation 2 Rotation 3 
label phenyl triazole phenyl triazole phenyl triazole 
Prothioconazole < 0.001      
Metabolites common to both labels: 

JAU 6476-triazolinone (M03) < 0.001  < 0.001  < 0.001  
JAU 6476-disulfide (M11)   0.001  < 0.001  
JAU 6476-desthio (M04) 0.009 0.002 0.009 0.007 0.005 0.001 
JAU 6476-desthio-3-hydroxy (M14) 0.005  0.001  < 0.001  
JAU 6476-desthio-4-hydroxy (M15)   0.001  < 0.001  
JAU 6476-desthio-6-hydroxy (M17) < 0.001  0.001  < 0.001  
JAU 6476-desthio-hydroxy-glucoside (M21-23) 0.006  0.002  0.002  
JAU 6476-desthio-α-hydroxy (M18) 0.004  0.002 0.002 < 0.001  
JAU 6476-desthio-dihydroxy-olefin-glucoside 
(M64) 

0.005  0.001  0.001  

Metabolites specific to the phenyl-label: 
JAU 6476-benzylpropyldiol (M09) 0.001  < 0.001    
JAU 6476-benzylpropyldiol-glucoside (M43) 0.001      

Metabolites specific to the triazole-label: 
Triazolylalanine = TA (M31)  0.048  0.411  0.052 
Σ: TAA (M29) and THP (M30)  0.003  0.005   
JAU 6476-triazolyl-ethanol (M45)    0.002   
JAU 6476-triazolyl-ethanol-glucoside (M46)    0.001   

Total identified 0.031 0.053 0.017 0.428 0.009 0.053 
Additional characterised 0.004 0.001 0.005 0.002 0.002  
Unextracted 0.008 0.003 0.008 0.012 0.003 0.002 
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Figure 6.6.2- 2: Proposed metabolic pathway of prothioconazole in rotational crops 
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Comparison of the metabolism of prothioconazole in target plants and confined rotational crops 

The metabolism in rotational crops is qualitatively identical to that in the target plants peanuts, sugar 
beet and wheat, as the same metabolic routes were detected. It appears that conjugation is an important 
step in the metabolism. A smaller number of conjugates was detected in the confined rotational crop 
studies than in the target plant metabolism studies, but in total these conjugates represented a higher 
percentage of the respective TRR’s. 

Irrespective of the crop or application mode, the major metabolites found in all crops were JAU 6476-
desthio (M04), triazolylalanine (TA, M31), triazolylhydroxypropionic acid (THP, M30) and triazolyl-
acetic acid (TAA, M29). Based on the results of the studies with the triazole-label it can be assumed that 
1,2,4-triazole (M13) was taken up from the soil and immediately transformed in the plants to the 
metabolites triazolylalanine (TA, M31), triazolylhydroxypropionic acid (THP, M30) and triazolylacetic 
acid (TAA, M29). No free 1,2,4-triazole was detected in any matrix, neither in the confined rotational 
crops study nor in the target plant metabolism studies. 

Hydroxylation was the major metabolic process of prothioconazole in plants. As described before 
(Section 6.2.1), prothioconazole has potentially five carbons (four on the phenyl ring and one at the 
benzylic position) that could undergo hydroxylation. Consequently, the majority of these metabolites 
are simply multiple structural isomers of mono-hydroxylated JAU 6476-desthio and their conjugates. 

In summary, the metabolic pattern in rotational crops is similar to that observed in primary crops. The 
residue definitions proposed for primary crops are evenly valid. Under the experimental conditions of 
the confined rotational crop studies, residues of prothioconazole-desthio were present in edible part of 
Swiss chard and turnip at a level of 0.01 mg/kg, when these plants were sown 28 and 146 days after 
application of the highest possible annual dose of prothioconazole on bare soil. The total amount of all 
metabolites containing the prothioconazole-desthio common structural moiety amounted to ca. 0.03 
mg/kg for the same time intervals. Therefore, under practical conditions of use of prothioconazole 
according to the representative uses and considering that a fraction of the applied amount is intercepted 
by the target crop, no residue of any metabolite above 0.01 mg/kg is expected in rotational crops and no 
plant back restriction needs to be proposed. 

The proposed metabolic pathway of prothioconazole summarising the metabolism in the various crops, 
including rotational crops, is shown in Figure 6.2.1- 1. 

 

CA 6.6.2  Magnitude of residues in rotational crops 
 
New residue data for prothioconazole in rotational crops are available from field rotational crop trials 
conducted in/on carrot & turnip (root crop), lettuce (leafy crop) and barley (cereal). 
As these studies were performed with the aim to address the assessment of consumer exposure to triazole 
metabolites derivatives (TDMs) in rotational crops, prothioconazole-desthio was also determined but 
the hydroxy metabolites of prothioconazole-desthio were not. 
Indeed, in the confined rotational crop study, it was concluded that prothioconazole residue levels in 
food and feed rotational commodities are expected to be covered by the residue levels in primary crops. 
In this dossier, only the results of prothioconazole-desthio are presented. The results of these studies for 
the TDMs as well as data and information about the common triazole metabolites resulting from the 
various triazole active substances were submitted in March 2011, June 2012 and July 2013 by the 
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industry task force TDMG (Triazole Derivative Metabolites Group) for an assessment by UK CRD as 
the RMS.  

– Carrot & Turnip, Lettuce, Barley 
 
Report: KCA 6.6.2/01; >c/`jc6. E,; ゕ゜0.i =,; 2012; M-426697-01-1 
Title: Determination of the residues of prothioconazole in/on the field rotational crops carrot, 

lettuce, spring barley and winter barley after either a single application of JAU 6476 
EC 250 on bare soil or sowing of spring wheat treated with JAU 6476 FS 100 followed 
by three spray applications with JAU 6476 EC 250 in the field in Germany 

Report No.: 09-2500 
Document No.: M-426697-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991,  

Annex II, part A, section 6 and Annex III, part A, section 8  
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 
OECD Guideline for testing of Chemicals; Residues in rotational crops  
(limited field studies), No. 504, 8 Jan. 2007 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Report: KCA 6.6.2/02; -th.+c/? Z,; äjz.C:龼5k B,; 2012; M-426699-01-1 
Title: Determination of the residues of prothioconazole in/on the field rotational crops carrot, 

lettuce, spring barley and winter barley after either a single application of JAU 6476 
EC 250 on bare soil or sowing of spring wheat treated with JAU 6476 FS 100 followed 
by three spray applications with JAU 6476 EC 250 in the field in the Netherlands 

Report No.: 09-2501 
Document No.: M-426699-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991,  

Annex II, part A, section 6 and Annex III, part A, section 8  
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
Report: KCA 6.6.2/03; !:?.+?:5 Z,; yゕ8j. +,; 2012; M-426710-01-1 
Title: Determination of the residues of prothioconazole in/on the field rotational crops turnip, 

lettuce, spring barley and winter barley after either a single application of JAU 6476 
EC 250 on bare soil or sowing of winter wheat treated with JAU 6476 FS 100 followed 
by spray application with JAU 6476 EC 250 in the field in southern France 

Report No.: 09-2502 
Document No.: M-426710-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991,  

Annex II, part A, section 6 and Annex III, part A, section 8  
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 
OECD Guideline for testing of Chemicals; Residues in rotational crops  
(limited field studies), No. 504, 8 Jan. 2007 

Guideline deviation(s): not specified 
GLP/GEP: yes 
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Report: KCA 6.6.2/04; Pae9.`:: E,; B§o:. <,; 2012; M-426705-01-1 
Title: Determination of the residues of prothioconazole in/on the field rotational crops carrot, 

lettuce and winter barley after either a single application of JAU 6476 EC 250 on bare 
soil or sowing of winter wheat treated with JAU 6476 FS 100 followed by three spray 
applications with JAU 6476 EC 250 in the field in Spain 

Report No.: 09-2503 
Document No.: M-426705-01-1 
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 1991,  

Annex II, part A, section 6 and Annex III, part A, section 8  
Residues in or on Treated Products, Food and Feed 
EC guidance working document 7029/VI/95 rev. 5 (1997-07-22) 
OECD Guideline for testing of Chemicals; Residues in rotational crops  
(limited field studies), No. 504, 8 Jan. 2007 

Guideline deviation(s): not specified 
GLP/GEP: yes 

 
 
 
The reports 09-2500, 09-2501, 09-2502 and 09-2503 describe field rotational crop studies with 
prothioconazole that were conducted at four different sites (one site per study and report).  At each site 
the potential uptake of residues after use of prothioconazole in the preceding crop was investigated for 
three types of rotational crops (root crops, leafy crops and cereals) and for three standard plant-back 
intervals (20-35 days, 60-200 days and 270-365 days).  In these studies, the following prothioconazole-
derived residues were measured: prothioconazole-desthio, 1,2,4-triazole, triazole acetic acid, triazole 
alanine and triazole lactic acid. For the sake of clarity, only the results of prothioconazole-desthio will 
be presented below. 
 
Material and methods 

 
Supervised field trials to investigate the residues in rotational crops after application of prothioconazole 
were conducted at four test sites located in Germany, the Netherlands, the southern part of France and 
Spain.  The critical GAP to be investigated was defined as a maximum seasonal application rate of 
630 g a.s./ha.  This rate is achieved in grain cereals (wheat and rye) if seed treatment at the rate of 
15 g as/dt and a seeding rate of 200 kg seed/ha is followed by 3 spray treatments at the rate of 200 g 
a.s./ha.  At each test site three ranges of plant-back intervals (20-35 days, 60-200 days and 270-365 days) 
and three crop groups (root crops represented by turnip and carrot, leafy crops represented by lettuce, 
cereals represented by barley) were investigated.  The design of the trials is summarised in Table 6.6.2-1.   
 
Plant back interval of 20-35 days  
In order to simulate an emergency crop rotation in case of a crop failure, the EC formulation containing 
250 g/L of prothioconazole was applied to bare soil at the nominal rate of 2.52 L/ha (equivalent to 
630 g a.s./ha of prothioconazole).  The rotational crops (turnip/carrot, lettuce and barley) were sown or 
planted on separate plots 21-34 days after the application.   
 
Plant back interval of 60-200 days 
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In order to simulate normal crop rotation wheat seed was treated at a nominal rate of 15 g as/dt with the 
FS formulation containing 100 g/L of prothioconazole. The seed was sown at a nominal rate of 
200 kg seed/ha and the wheat plants received 3 spray treatments at the rate of 200 g a.s./ha with the EC 
formulation containing 250 g/L of prothioconazole. The treatments were conducted at the growth stages 
BBCH 32, BBCH 39 and BBCH 65-69, respectively, with intervals of 7-30 days between subsequent 
treatments.  At harvest the wheat straw was ploughed in (so as to simulate a worst case scenario in terms 
of residues) and the plots were left bare until the rotational crops were sown or planted (i.e. no cover 
crop was sown). 
In order to determine the residues in rotational crops after a short crop rotation, the rotational crops 
(turnip/carrot, lettuce and barley) were sown or planted on separate subplots about 0.3 to 5 months after 
the harvest of wheat.  The plant back-intervals with respect to the last test item application were 
56-129 days for carrot/turnip and lettuce, and 90-200 days for barley.  However, on the Dutch test site 
the carrots were destroyed by wild geese. Therefore no samples of carrot root and leaves could be taken 
for the short crop rotation scenario. 
In order to determine the residues in rotational crops after an annual crop rotation, the rotational crops 
(turnip/carrot, lettuce and barley) were sown or planted on separate subplots about 7 to 10 months after 
the harvest of wheat.  The plant back-intervals with respect to the last test item application were 
296-345 days for carrot/turnip and lettuce, and 277-296 days for barley.   
 
Sampling 
Samples of carrot or turnip root and leaf were collected about 14 days prior to main harvest 
(BBCH 47-48) and at main harvest (BBCH 49).  Samples of lettuce head were collected about 14 days 
prior to main harvest (BBCH 41-49) and at main harvest (BBCH 49).  Samples of barley plant (green 
material) were taken at the growth stage BBCH 29-32 while samples of barley grain and straw were 
collected at the growth stage BBCH 89 (mature harvest).  

Table 6.6.2-1: Application summary of residue trials conducted on rotational crops following the use of FS 
and EC formulations containing 100 g/L and 250 g/L of prothioconazole 

Study 
Trial No. 
Plot No. 
Year 

Crop 
Variety Country 

Application of prothioconazole PBI 
(days) 

FL No g a.s./ha g as/hL GS  

Plant-back interval of 20-35 days 
09-2500 
09-2500-01 
2009 

Carrot 
Cestos F1 Germany EC (250 g/L) 1 (to bare soil) 630 210 - 26 

09-2500 
09-2500-02 
2009 

Lettuce 
Argentinas Germany EC (250 g/L) 1 (to bare soil) 630 210 - 29 

09-2500 
09-2500-03 
2009 

Winter 
barley 
Laverda 

Germany EC (250 g/L) 1 (to bare soil) 630 210 - 25 

09-2501 
09-2501-01 
2009 

Carrot 
Nerac F1 Netherlands EC (250 g/L) 1 (to bare soil) 630 210 - 25 
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Study 
Trial No. 
Plot No. 
Year 

Crop 
Variety Country 

Application of prothioconazole PBI 
(days) 

FL No g a.s./ha g as/hL GS  

09-2501 
09-2501-02 
2009 

Lettuce 
Butter head Netherlands EC (250 g/L) 1 (to bare soil) 630 210 - 25 

09-2501 
09-2501-03 
2009 

Winter 
barley 
Naomie 

Netherlands EC (250 g/L) 1 (to bare soil) 630 158 - 25 

09-2502 
09-2502-01 
2009 

Turnip 
Rubin 

Southern 
France EC (250 g/L) 1 (to bare soil) 630 210 - 21 

09-2502 
09-2502-02 
2009 

Lettuce 
Belino 

Southern 
France EC (250 g/L) 1 (to bare soil) 630 210 - 27 

09-2502 
09-2502-03 
2009 

Winter 
barley 
Orelie 

Southern 
France EC (250 g/L) 1 (to bare soil) 630 210 - 21 

09-2503 
09-2503-01 
2009 

Carrot 
Nantesa 5 
Coral 

Spain EC (250 g/L) 1 (to bare soil) 630 210 - 34 

09-2503 
09-2503-02 
2009 

Lettuce 
Arena tipo 
Maravilla 

Spain EC (250 g/L) 1 (to bare soil) 630 210 - 34 

09-2503 
09-2503-03 
2009 

Winter 
barley 
Graphic 

Spain EC (250 g/L) 1 (to bare soil) 630 210 - 28 

FL: Formulation;     GS : BBCH growth stage at last application  PBI : plant back interval 
# Corresponds to an application rate of 15 g as/dt with a seeding rate of 200 kg seed/ha. 
* Deviation from study plan. The intended plant-back intervals were 60-150 days for carrot and lettuce and 120-200 
days for winter barley.   
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Table 6.6.2-1 (cont’d): Application summary of residue trials conducted on rotational crops following the 
use of FS and EC formulations containing 100 g/L and 250 g/L of prothioconazole 

Study 
Trial No. 
Plot No. 
Year 

Crop 
Variety Country 

Application of prothioconazole PBI 
(days) 

FL No g a.s./ha g as/hL GS  

Plant-back interval of 60-200 days 
09-2500 
09-2500-04-2A 
2009 

Carrot 
Nantes 
Fancy 

Germany 
FS (100 g/L) 1 (to wheat seed) 30# - - 

56* 
EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2500 
09-2500-04-2B 
2009 

Lettuce 
Argentinos Germany 

FS (100 g/L) 1 (to wheat seed) 30# - - 
56* 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2500 
09-2500-04-2C 
2009 

Winter 
barley 
Laverda 

Germany 
FS (100 g/L) 1 (to wheat seed) 30# - - 

93* 
EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2501 
09-2501-04-2A 
2009 

Carrot 
Napoli Netherlands 

FS (100 g/L) 1 (to wheat seed) 30# - - 
60 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2501 
09-2501-04-2B 
2009 

Lettuce 
Gisela Netherlands 

FS (100 g/L) 1 (to wheat seed) 30# - - 
60 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2501 
09-2501-04-2C 
2009 

Winter 
barley 
Naomie 

Netherlands 
FS (100 g/L) 1 (to wheat seed) 30# - - 

90 
EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2502 
09-2502-04-2A 
2009 

Turnip 
Rubin 

Southern 
France 

FS (100 g/L) 1 (to wheat seed) 30# - - 
129 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2502 
09-2502-04-2B 
2009 

Lettuce 
Belino 

Southern 
France 

FS (100 g/L) 1 (to wheat seed) 30# - - 
122 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2502 
09-2502-04-2C 
2009 

Winter 
barley 
Orelie 

Southern 
France 

FS (100 g/L) 1 (to wheat seed) 30# - - 
129 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2503 
09-2503-04-2A 
2009 

Carrot 
Nantesa 5 
Coral 

Spain 
FS (100 g/L) 1 (to wheat seed) 30# - - 

95 
EC (250 g/L) 3 (to wheat plant) 200 67 65 

09-2503 
09-2503-04-2B 
2009 

Lettuce 
Arena tipo 
Maravilla 

Spain 
FS (100 g/L) 1 (to wheat seed) 30# - - 

95 
EC (250 g/L) 3 (to wheat plant) 200 67 65 

09-2503 
09-2503-04-2C 
2009 

Winter 
barley 
Graphic 

Spain 
FS (100 g/L) 1 (to wheat seed) 30# - - 

200 
EC (250 g/L) 3 (to wheat plant) 200 67 65 

FL: Formulation;     GS : BBCH growth stage at last application  PBI : plant back interval 
# Corresponds to an application rate of 15 g as/dt with a seeding rate of 200 kg seed/ha. 
* Deviation from study plan. The intended plant-back intervals were 60-150 days for carrot and lettuce and 120-200 
days for winter barley.   
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Table 6.6.2-1 (cont’d): Application summary of residue trials conducted on rotational crops following the 
use of FS and EC formulations containing 100 g/L and 250 g/L of prothioconazole 

Study 
Trial No. 
Plot No. 
Year 

Crop 
Variety Country 

Application of prothioconazole PBI 
(days) 

FL No g a.s./ha g as/hL GS  

Plant-back interval of 270-365 days 
09-2500 
09-2500-04-3A 
2009 

Carrot 
Cestas F1 Germany 

FS (100 g/L) 1 (to wheat seed) 30# - - 
313 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2500 
09-2500-04-3B 
2009 

Lettuce 
Argentinas Germany 

FS (100 g/L) 1 (to wheat seed) 30# - - 
315 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2500 
09-2500-04-3C 
2009 

Spring barley 
Simba Germany 

FS (100 g/L) 1 (to wheat seed) 30# - - 
293 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2501 
09-2501-04-3A 
2009 

Carrot 
Nerja Netherlands 

FS (100 g/L) 1 (to wheat seed) 30# - - 
345 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2501 
09-2501-04-3B 
2009 

Lettuce 
Gisela Netherlands 

FS (100 g/L) 1 (to wheat seed) 30# - - 
343 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2501 
09-2501-04-3C 
2009 

Spring barley 
Tipple Netherlands 

FS (100 g/L) 1 (to wheat seed) 30# - - 
277 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2502 
09-2502-04-3A 
2009 

Turnip 
Oceanic 

Southern 
France 

FS (100 g/L) 1 (to wheat seed) 30# - - 
296 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2502 
09-2502-04-3B 
2009 

Lettuce 
Bellegarde 
Q110 

Southern 
France 

FS (100 g/L) 1 (to wheat seed) 30# - - 
298 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2502 
09-2502-04-3C 
2009 

Spring barley 
Prestige 

Southern 
France 

FS (100 g/L) 1 (to wheat seed) 30# - - 
296 

EC (250 g/L) 3 (to wheat plant) 200 67 69 

09-2503 
09-2503-04-3A 
2009 

Carrot 
Nantesa 5 
Coral 

Spain 
FS (100 g/L) 1 (to wheat seed) 30# - - 

311 
EC (250 g/L) 3 (to wheat plant) 200 67 65 

09-2503 
09-2503-04-3B 
2009 

Lettuce 
Murai tipo 
Lollo Rossa 

Spain 
FS (100 g/L) 1 (to wheat seed) 30# - - 

329 
EC (250 g/L) 3 (to wheat plant) 200 67 65 

09-2503 
09-2503-04-3C 
2009 

Winter 
barley 
Graphic 

Spain 
FS (100 g/L) 1 (to wheat seed) 30# - - 

279 
EC (250 g/L) 3 (to wheat plant) 200 67 65 

FL: Formulation;     GS : BBCH growth stage at last application  PBI : plant back interval 
# Corresponds to an application rate of 15 g as/dt with a seeding rate of 200 kg seed/ha. 
* Deviation from study plan. The intended plant-back intervals were 60-150 days for carrot and lettuce and 120-200 
days for winter barley.   
 
The residues of prothioconazole-desthio were analysed according to method 01013 
(cf. Point KCA  4.1.2). The residues were extracted from samples with acetonitrile/water (4/1, v/v) by 
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high-speed blending. After filtration of the extract, the stable isotopically labeled analyte was added. 
The solution was made up to volume, diluted and subjected to reversed phase HPLC-MS/MS without a 
further clean-up step. Prothioconazole-desthio was detected using electrospray ionization in the positive 
ion mode (ESI+). The limit of quantification (LOQ), defined as the lowest validated fortification level, 
was 0.010 mg/kg for all matrices. 

Findings 
- Recoveries:  
An overview of the recovery rates for prothioconazole-desthio in the analysed plant matrices is given in 
Table 6.6.2-2.  If a signal in the unfortified sample was present, the recoveries were background 
corrected by subtracting the signal of the unfortified sample from the signal of the fortified sample. After 
background correction (if appropriate) the average recoveries per matrix were within the acceptable 
range of 70-110%. The RSDs were below 20%. 

Table 6.6.2-2: Recovery data for prothioconazole-desthio in/on rotational crops 

Sample Material FL [mg/kg] Single Values [%] Mean Value 
[%] 

RSD 
[%] 

LOQ 
[mg/kg] 

Carrot leaf 

0.01 
82 95 101 107 

100 12.8 

0.01 
116 

0.10 
94 95 96 100 

102 6.3 
105 107 107 111 

 Overall Recovery (n = 13) 101 8.8 

Carrot root 
0.01 

92 93 109 
105 9.5 

0.01 
109 111 116 

0.10 104 112 112 109 4.2 
 Overall Recovery (n = 9) 106 8.0 

Turnip leaf 

0.01 100 107 115 107 7.0 

0.01 
0.10 97 101 102 100 2.6 
2.5 92 93 93 - 
 Overall Recovery (n = 8) 101 7.4 

Edible turnip / body 

0.01 102 103 104 103 1.0 

0.01 
0.10 96 105 106 102 5.4 
2.5 98 104 101 - 
 Overall Recovery (n = 8) 102 3.4 

Lettuce head 
0.01 

89 94 100 101 
101 6.0 

0.01 
104 105 105 106 

0.10 99 100 102 105 107 103 3.3 
 Overall Recovery (n = 13) 101 5.1 

Barley green material 
0.01 92 120 106 - 

0.01 0.10 90 91 92 91 1.1 
 Overall Recovery (n = 5) 97 13.3 

Barley grain 
0.01 93 94 97 98 96 2.5 

0.01 0.10 98 98 99 99 99 0.6 
 Overall Recovery (n = 8) 97 2.3 

FL = fortification level; RSD = relative standard deviation; n = number of tests; LOQ = limit of quantification                                      
Determined as prothioconazole-desthio and calculated as prothioconazole-desthio. 
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- Storage stability:  
The maximum storage periods of deep-frozen samples before determination of prothioconazole-desthio 
residues are described in the table below: 

Table 6.6.2-3 Maximum storage period of samples from rotational crop trials 

Crop  Compound Sample 
material 

Maximum 
storage period 
(months) 

Duration 
Covered 
(months) 

Study 

Barley Prothioconazole-
desthio 

Grain  13.6 
36 

M-426705-01-1 

Green material 20.3 M-426710-01-1 

Straw 13.6 M-426705-01-1 

Carrot Prothioconazole-
desthio 

Leaf 
25.2 36 M-426705-01-1 

Root 

Lettuce Prothioconazole-
desthio Head 26.8 36 M-426705-01-1 

Turnip Prothioconazole-
desthio 

Leaf 
12.7 36 M-426710-01-1 

Body 
 
- Residue results: 
No residues above the LOQ were found in the control samples. An overview of the residues measured 
in the samples of carrot, turnip, lettuce and barley planted as rotational crops is given in the tables below. 

Table 6.6.2-4: Results of residue trials conducted on carrot or turnip grown as rotational crop following the 
use of FS and EC formulations containing 100 g/L and 250 g/L of prothioconazole 

Carrot/turnip Plant-back interval 
 of 20-35 days 

Plant-back interval of 
60-200 days 

Plant-back interval of 
270-365 days 

Report 
No 

Country 
Trial No 

DALT 
(days) 

Com-
modity 

PTZ-
desthioa 
(mg/kg) 

DALT 
(days) 

Com-
modity 

PTZ-
desthioa  
(mg/kg) 

DALT 
(days) 

Com-
modity 

PTZ-
desthioa  
(mg/kg) 

09-2500 
Germany 
09-2500-01 
and 04 

112 leaf < 0.01 126 leaf < 0.01 394 leaf < 0.01 
112 root < 0.01 126 root < 0.01 394 root < 0.01 
126 leaf < 0.01 140 leaf < 0.01 408 leaf < 0.01 
126 root < 0.01 140 root < 0.01 408 root < 0.01 

09-2501 
Netherlands 
09-2501-01 
and 04 

130 leaf < 0.01 

-* 

402 leaf < 0.01 
130 root < 0.01 402 root < 0.01 
144 leaf < 0.01 416 leaf < 0.01 
144 root < 0.01 416 root < 0.01 

09-2502 
France* 
09-2502-01 
and 04 

134 leaf < 0.01 242 leaf < 0.01 352 leaf < 0.01 
134 root < 0.01 242 root < 0.01 352 root < 0.01 
147 leaf < 0.01 255 leaf < 0.01 366 leaf < 0.01 
147 root < 0.01 255 root < 0.01 366 root < 0.01 

09-2503 
Spain 
09-2503-01 
and 04 

110 leaf < 0.01 187 leaf < 0.01 405 leaf < 0.01 
110 root < 0.01 187 root < 0.01 405 root < 0.01 
124 leaf < 0.01 201 leaf < 0.01 419 leaf < 0.01 
124 root < 0.01 201 root < 0.01 419 root < 0.01 

DALT: Days after last treatment 
* The carrots were destroyed by wild geese. 
** This trial was conducted with turnip instead of carrots. 
a determined as prothioconazole-desthio and calculated as prothioconazole-desthio. 
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Table 6.6.3-5: Results of residue trials conducted on lettuce grown as rotational crop following the use of 
FS and EC formulations containing 100 g/L and 250 g/L of prothioconazole 

Lettuce Plant-back interval 
 of 20-35 days 

Plant-back interval of 
60-200 days 

Plant-back interval of 
270-365 days 

Report 
No 

Country 
Trial No 

DALT 
(days) 

Com-
modity 

PTZ-
desthioa 
(mg/kg) 

DALT 
(days) 

Com-
modity 

PTZ-
desthioa  
(mg/kg) 

DALT 
(days) 

Com-
modity 

PTZ-
desthioa  
(mg/kg) 

09-2500 
Germany 
09-2500-02 
and 04 

67 head < 0.01 98 head < 0.01 362 head < 0.01 

81 head < 0.01 112 head < 0.01 376 head < 0.01 

09-2501 
Netherlands 
09-2501-02 
and 04 

49 head < 0.01 93 head < 0.01 366 head < 0.01 

63 head < 0.01 107 head < 0.01 380 head < 0.01 

09-2502 
France 
09-2502-02 
and 04 

74 head < 0.01 169 head < 0.01 346 head < 0.01 

88 head < 0.01 183 head < 0.01 360 head < 0.01 

09-2503 
Spain 
09-2503-02 
and 04 

64 head < 0.01 133 head < 0.01 371 head < 0.01 

78 head < 0.01 148 head < 0.01 385 head < 0.01 

DALT: Days after last treatment 
a determined as prothioconazole-desthio and calculated as prothioconazole-desthio. 

 

Table 6.6.3-6: Results of residue trials conducted on barley grown as rotational crop following the use of 
FS and EC formulations containing 100 g/L and 250 g/L of prothioconazole 

Barley Plant-back interval 
 of 20-35 days 

Plant-back interval of 
60-200 days 

Plant-back interval of 
270-365 days 

Report 
No 

Country 
Trial No 

DALT 
(days) 

Com-
modity 

PTZ-
desthioa 
(mg/kg) 

DALT 
(days) 

Com-
modity 

PTZ-
desthioa  
(mg/kg) 

DALT 
(days) 

Com-
modity 

PTZ-
desthioa  
(mg/kg) 

09-2500 
Germany 
09-2500-03 
and 04 

219 plant < 0.01 287 plant < 0.01 342 plant < 0.01 
318 straw < 0.01 386 straw < 0.01 415 straw < 0.01 
318 grain < 0.01 386 grain < 0.01 415 grain < 0.01 

09-2501 
Netherlands 
09-2501-03 
and 04 

230 plant < 0.01 338 plant < 0.01 353 plant < 0.01 
306 straw < 0.01 394 straw < 0.01 402 straw < 0.01 
306 grain < 0.01 394 grain < 0.01 402 grain < 0.01 

09-2502 
France 
09-2502-03 
and 04 

76 plant < 0.01 184 plant < 0.01 340 plant < 0.01 
292 straw < 0.01 400 straw < 0.01 407 straw < 0.01 
292 grain < 0.01 400 grain < 0.01 407 grain < 0.01 

09-2503 
Spain 
09-2503-03 
and 04 

126 plant < 0.01 307 plant < 0.01 334 plant < 0.01 
234 straw < 0.01 406 straw < 0.01 408 straw < 0.01 
234 grain < 0.01 406 grain < 0.01 408 grain < 0.01 

DALT: Days after last treatment 
a determined as prothioconazole-desthio and calculated as prothioconazole-desthio. 
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Conclusion 
Supervised field trials to investigate the residues in rotational crops after the use of FS and EC 
formulations containing 100 g/L and 250 g/L of prothioconazole were conducted at four test sites in 
Germany, the Netherlands, the southern part of France and Spain. At each test site three ranges of plant-
back intervals (20-35 days, 60-200 days and 270-365 days) and three crop groups (root crops 
represented by turnip and carrot, leafy crops represented by lettuce and cereals represented by barley) 
were investigated.  In the trials simulating a crop failure (emergency rotation) the EC formulation was 
applied once to bare soil at the rate of 630 g a.s./ha of prothioconazole.  The rotational crops were sown 
or planted 21-34 days after the application.  In the trials simulating a normal rotation the FS formulation 
was used to treat wheat seed at the rate of 15 g as/dt.  The seed was sown at a nominal rate of 
200 kg seed/ha and the wheat plants received 3 spray treatments at the rate of 200 g a.s./ha with the EC 
formulation.  The treatments were conducted at the growth stages BBCH 32, BBCH 39 and 
BBCH 65-69, respectively, with intervals of 7-30 days between subsequent treatments.  At harvest the 
wheat straw was ploughed in and the plot was left bare until rotational crops were sown or planted.  The 
plant-back intervals were variable depending on the crop and ranged between 56 and 200 days for the 
short crop rotation and between 277 and 345 days for the annual crop rotation.  No residues above the 
LOQ were found in the control samples. At all samplings dates and for all matrices, no residue of 
prothioconazole-desthio was detected above 0.01 mg/kg (LOQ). 
 

CA 6.7  Proposed residue definitions and maximum residue levels 
CA 6.7.1  Proposed residue definitions 
The metabolism of prothioconazole in plants, livestock and confined rotational crops was investigated 
using phenyl- and triazole-labelled parent compound. 
An additional goat metabolism study with phenyl-labelled JAU 6476-desthio (M04) was conducted 
since this metabolite was determined as the dominating residue in feed items. Thus, animals are mainly 
exposed to this metabolite. 
In the Annex II dossier of the basic EU Dossier of prothioconazole plant and animal metabolism studies 
were submitted in March 2002. The metabolism studies of prothioconazole in plant and animal matrices 
presented in this Annex II dossier were in the majority of cases conducted using the phenyl-labelled 
parent compound. Based on requests of US EPA additionally plant and livestock metabolism studies 
using the phenyl- and triazole-labelled prothioconazole were conducted after the dossier submission. 
For a general survey and a better comparability the corresponding parts of tier 2 summary of Chapter 
KCA, 6.2 were renewed including all available metabolism studies. 
The metabolic profile found after foliar application of prothioconazole in wheat, peanuts and sugar beets 
is very similar to the profile found after seed treatment of wheat and also similar to the one found in 
rotational crops after soil application. Therefore, the metabolism studies already conducted on wheat 
(foliar and seed treatment), peanuts (foliar) and sugar beet (foliar) and confined rotational crop studies 
(soil application followed by planting of wheat, Swiss chard and turnips) adequately describe the 
metabolism of prothioconazole in crops. These studies cover three different crop groups, i.e. cereals, 
oilseeds and root vegetables and employ two labelling positions. 
The metabolic behaviour of prothioconazole in the farm animal studies with laying hens and lactating 
goat also corresponds very well, and is also almost identical with the metabolism in the rat. 
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Prothioconazole is extensively metabolised, with the main metabolites deriving directly from the intact 
parent compound molecule. Due to the conjugation with glucuronic acid, the sulfur in the 
triazolinethione moiety of prothioconazole is protected against cleavage and the metabolic routes via 
JAU 6476-desthio (M04) are impeded. Thus, only a less important branch of the metabolic pathway is 
based on metabolite JAU 6476-desthio (M04) as precursor. However, the metabolic mechanisms 
involved are identical for the parent compound or for metabolite JAU 6476-desthio (M04) as precursors. 
Hydroxylation, oxidative hydroxylation of the phenyl moiety and subsequent conjugation with 
glucuronic acid or sulfate are observed as major metabolic routes. 
The metabolites detected in the goat metabolism study performed with JAU 6476-desthio were identical 
with the metabolites originating from JAU 6476-desthio (M04) in the goat metabolism studies 
conducted with prothioconazole as test substance. No additional metabolic routes or mechanisms were 
observed. 
Thus, it can be concluded that the studies adequately describe the metabolism of prothioconazole in 
primary and rotational crops as well as in farm animals. 
The results of all reported metabolism studies form the basis for the proposals of the residue definitions 
as discussed in the subsequent chapters. 
The current residue definition for risk assessment and enforcement in plant and animal commodities 
given in the EFSA Scientific Report (2007) is summarised below. 
 

Matrices Residue definition Reference 

Food of 
plant origin 

Risk 
assessment 

Sum of prothioconazole-desthio and all metabolites containing the 
2-(1-chlorocyclopropyl)-3-(2-chloro-phenyl)-2-hydroxypropyl-2H-
1,2,4-triazole moiety) expressed as prothioconazole-desthio. EFSA 

Scientific 
Report 
(2007) 
106, 1-98 

Monitoring Prothioconazole-desthio 

Food of 
animal 
origin 

Risk 
assessment  

Sum of prothioconazole-desthio and all metabolites containing the 
2-(1-chlorocyclopropyl)-3-(2-chloro-phenyl)-2-hydroxypropyl-2H-
1,2,4-triazole moiety) expressed as prothioconazole-desthio. 

Monitoring Sum of prothioconazole-desthio and its glucuronide conjugate, 
expressed as prothioconazole-desthio* 

* in EFSA Journal 2014; 12(5):3689, the enforcement residue definition is proposed as prothioconazole-desthio 
(sum of isomers) only. 

 
 
Residue definition in plants for risk assessment 
 
 
Report: KCA 6.7.1/01; pJt4.Bfl:c !,; 2015; M-533058-01-1 
Title: Prothioconazole: Risk assessment residue definition and  conversion factors for plant 

matrices 
Report No.: M-533058-01-1 
Document No.: M-533058-01-1 
Guideline(s): not specified 
Guideline deviation(s): not specified 
GLP/GEP: no 
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The prothioconazole residue definition for risk assessment in plant is the sum of prothioconazole-desthio 
and all metabolites containing the 2-(1-chlorocyclopropyl)-3-(2- chlorophenyl)-2-hydroxypropyl-2H-
1,2,4-triazole moiety, expressed as prothioconazole-desthio.  
Although it is a common moiety definition, it is not possible to develop a common moiety method. 
Indeed, the chemical structures of the different metabolites vary with the position of the (hydroxy-) 
substituent on the phenyl ring, or on the benzylic position (please refer to Figure 6.7-1). There is no 
chemical reaction (or set of reactions) that would allow the selective and complete cleavage of these 
hydroxy substituents. For this reason, all the analytes have to be determined separately. 
As a result, since 2008, in all the residue trials performed with prothioconazole, 6 analytes have been 
determined: prothioconazole-desthio, 3-hydroxy-prothioconazole-desthio, 4-hydroxy-prothioconazole-
desthio, 5-hydroxy-prothioconazole-desthio, 6-hydroxy-prothioconazole-desthio and alpha-hydroxy-
prothioconazole-desthio (including all their acid-hydrolysable conjugates). This is because they 
represented the major portion of the TRR (Total Radioactive Residue) in the plant metabolism studies. 
 
 
Following CRD’s advice provided during the first pre-submission meeting to reduce the definition of 
residues for risk assessment in plants to a limited number of metabolites, BCS made a statistical analysis 
based on metabolism studies and residue data from 163 residue trials (where the 6 analytes were 
determined.  
 
NB:  At the time of this analysis,  163 trials (with foliar application) were available. These are trials 
where prothioconazole-desthio was determined, as well as the hydroxylated derivatives of 
prothioconazole-desthio (and their acid hydrolysable conjugates).  The use patterns cover the current 
uses/GAPs defended in the EU. These trials were performed during 6 growing seasons (2008 to 2013) 
and on 7 different crops. Some of the studies presented in section KC 6.3 were not yet available at the 
time of the analysis so they were not included. They nevertheless would have not changed the 
conclusion, as their results are in agreement with the proposal. 
 
Based on this statistical analysis, BCS wishes to propose a residue definition for risk assessment for 
prothioconazole as the sum of prothioconazole-desthio, 3-hydroxy-prothioconazole-desthio, 4-
hydroxyprothioconazole- desthio, 5-hydroxy-prothioconazole-desthio, 6-hydroxy-
prothioconazoledesthio and alpha-hydroxy-prothioconazole-desthio, expressed as prothioconazole-
desthio.  
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Figure 6.7-1 
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Residue definition in animal for risk assessment 
 
As there is a proposal to reduce the definition of residue for risk assessment in plants (to a fixed number 
of metabolites), it was appropriate to make a similar proposal for risk assessment in animal commodities. 
Based on metabolism studies (see section KCA 6.2), the residue definition for risk assessment for 
prothioconazole in animal matrices could be either the sum of prothioconazole-desthio, 3-
hydroxyprothioconazole- desthio, 4-hydroxy-prothioconazole-desthio and 3,4-
dihydroxyprothioconazole- desthio and 4,5-dihydroxy-prothioconazole-desthio expressed as 
prothioconazole-desthio or as proposed by JMPR the sum of prothioconazole-desthio, 3-hydroxy-
prothioconazole-desthio-, 4-hydroxy-prothioconazole-desthio-and their conjugates expressed as 
prothioconazole-desthio. 
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Figure 6.7-2 
Residue definition in animal for enforcement 
 
The residue definition for monitoring in animal commodities is the metabolite prothioconazole-
desthio and its glucuronide conjugate, expressed as prothioconazole-desthio. Due to the fact 
that all attempts to synthesise prothioconazole-desthio-glucuronide failed it was not possible to 
develop a method (see section KCA 4.2). Based on the feeding study performed with 
prothioconazole-desthio and in particular in the results in milk, Bayercropscience believes that 
prothioconazole-desthio is a valid marker for monitoring prothioconazole in all animal matrices 
including milk. Moreover, the current animal enforcement methods 0655/M002 and 01009 are 
suitable to monitor the relevant marker in animal commodities.  Also, due to a very low transfer 
in milk, the residue definition for enforcement in animal products is proposed to be reduced to 
prothioconazole-desthio (sum of isomers) for all livestock matrices. This was supported by 
EFSA in their recent reasoned Opinion (Reasoned Opinion on the review of the existing MRLs 
for prothioconazole according to Article 12 of Regulation (EC) N° 396/2005 (EFSA Journal 
2014; 2(5):3689). 
 

CA 6.7.2  Proposed MRLs and justification of the acceptability of the levels proposed 
According to Article 12 of Regulation (EC) No 396/2005, the European Food Safety Authority 
(EFSA) has reviewed the Maximum Residue Levels (MRLs) currently established at European 
level for the pesticide active substance prothioconazole. A reasoned opinion on the review of 
the existing maximum residue levels (MRLs) for prothioconazole was published in EFSA 
Journal 2014; 2(5):3689.  
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The most recent MRLs for prothioconazole are published in Annex III Part A of Regulation (EC) 
834/2013. They will be replaced in spring 2016 following the review of the existing MRLs for 
prothioconazole according to Article 12 of Regulation (EC) N° 396/2005. Please refer to draft 
Regulation SANCO 11481/2014.  
MRLs relevant to this submission are summarised in Table 6.7.2-1. 
 
Table 6.7.2-1: EU MRLs set for the uses of prothioconazole  

Crop/animal commodities 

EU MRL 
(mg/kg) 
 
Reg. (EU) 
834/2013 

EU MRL 
(mg/kg) 
draft Regulation 
SANCO 
11481/2014 

STMR 
(mg/kg) 

HR 
(mg/kg) 

Barley 0.3 0.2 0.01 0.03 Oat 0.05 0.05 
Wheat (Spelt Triticale) 0.1 0.1 0.01 0.02 Rye 0.1 0.05 
Meat, fat of ruminants, swine and 
sheep 0.05 0.01* - 0.01* 

kidney, offal of ruminants, swine 
and sheep 0.5 0.5 - 0.01* 

Liver of ruminant, swine 0.5 0.5 - 0.015 
Liver of sheep 0.5 0.5 - 0.034 
Meat, fat, liver and kidney of poultry 0.05 0.01* - 0.01* 
Milk 0.01* 0.01* - 0.004* 
Eggs 0.05 0.01* - 0.01* 

* indicates that the MRL is set at the LOQ- 
 
 
As shown with the residue trials reported under KCA 6.3.1 and 6.3.2, when prothioconazole  is applied 
according to the supported GAP, the residue levels of prothioconazole-desthio range from <0.01 to 0.02 
mg/kg in wheat grain. In barley grain, the residue levels of prothioconazole-desthio range from <0.01 
to 0.03 mg/kg.  
 
Therefore, the existing MRL of 0.2 mg/kg on barley, 0.1 mg/kg on wheat and 0.05 mg/kg in rye and oat 
covers the new use defended in this dossier. No MRL needs to be changed.   

CA 6.7.3  Proposed MRLs and justification of the acceptability of the levels proposed 
for imported products (import tolerance) 
MRL settings based on imported products are not proposed with this dossier. 

CA 6.8  Proposed safety intervals 
It is not necessary to define a pre-harvest interval for the uses on cereals. Instead, the pre-harvest interval 
is given by the period between the latest growth stage for the last treatment and harvest. Further safety 
intervals are not needed. 
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CA 6.9  Estimation of the potential and actual exposure through diet and other 
sources 

In order to evaluate the potential acute and chronic exposure to prothioconazole  residues through the 
diet, the National Estimated Maximum Dietary Intakes (NEDI) and the National Estimated Short Term 
Intakes (NESTI) were calculated using the EFSA PRIMo model (revision 2) and the following 
toxicological endpoints. 
 

Active substance End-point Value 
(mg/kg bw/day) Study Safety 

factor Reference 

Prothioconazole- 
desthio 

Acceptable 
Daily Intake 
(ADI) 

0.01 Oncogenicity study 
in rat 100 EFSA 

Scientific 
Report (2007) 
106, 1-98 Acute 

Reference 
Dose (ARfD) 

Women of 
childbearing age 0.01 Developmental 

study in rat 100 

General 
population 0.022 Rat 90-d tox 100 This dossier 

(Section 5) 
 
 
Acceptable Daily Intake (ADI) and Dietary Exposure Calculation 
 
NEDI calculations 
 
Scenario 1 
Some of the residue trials were analysed only for prothioconazole-desthio and do not provide data on 
other metabolites which are included in the risk assessment residue definition (sum of prothioconazole-
desthio and all metabolites containing the 2-(1 chlorocyclopropyl)-3-(2-chlorophenyl)-2 
hydroxypropyl-2H-1,2,4-triazole moiety). To address this issue, for cereal grain, an appropriate 
conversion factor of 2 between enforcement and risk assessment was derived by EFSA.  
 
Scenario 2 
Nevertheless, as a significant number of trials were determined for all 6 analytes, the “total 
prothioconazole” values were taken and no conversion factor was used.  
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Table 6.9-1 Input values for the consumer risk assessment (NEDI) of Prothioconazole  
Commodity Input value 

(mg/kg) 
Comment Reference 

Barley 0.02 STMR x CF(2) 

This dossier 
Scenario 1 

Oat 0.02 STMR x CF(2) 

Wheat, Rye, 
(Triticale) 0.02 STMR x CF(2) 

Barley 0.06 STMR 

This dossier 
Scenario 2 

Oat 0.06 STMR 

Wheat, Rye, 
(Triticale) 0.06 STMR 

Meat 0.01 HR* x CF(1) 

This dossier 
 

Fat 0.01 HR* x CF(1) 

Bovine Liver  0.030 HR* x CF(2) 

Sheep liver 0.068 HR* x CF(2) 

Swine liver 0.02 HR* x CF(2) 

Poultry liver 0.01 HR* x CF(1) 

Bovine Kidney  0.04 HR* x CF(4) 

Sheep kidney 0.04 HR* x CF(4) 

Swine kidney 0.04 HR* x CF(4) 

Poultry kidney 0.01 HR* x CF(1) 

Milk 0.004 HR* x CF(1) 

Eggs 0.01 HR* x CF(1) 
* For simplicity reasons, the maximum value(and not the mean) was used (see KCA 6.4). 
 
As shown in Table 6.9-2 and Table 6.9-3 (scenario 1 and 2), the highest NEDI was calculated for the 
“NL child” diet and represents 2.6% for scenario 1 and 6.2% for scenario 2 of the ADI with the highest 
contributor being milk and wheatrespectively.  The NEDI calculations were below the ADI. 
Therefore, a long-term intake of residues of prothioconazole is unlikely to present a public 
health concern. 
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Table 6.9-2: Scenario 1: Prothioconazole - NEDI calculation (EFSA model rev. 2.0) 
  ADI:  0.01 mg/kg body weight/day Body weight:  see individual populations 

NEDI in % 
of ADI 

MS Diet 
 

Highest contributor to MS diet 

% of ADI Commodity /  
group of commodities 

2,6 NL child 1,2 Milk and milk products: Cattle 
2,4 WHO Cluster diet B  1,7 Wheat 
2,1 DK child 1,1 Wheat 
1,9 ES child 0,9 Wheat 
1,9 WHO cluster diet D 1,3 Wheat 
1,8 DE child 0,8 Wheat 
1,6 WHO cluster diet E 0,8 Wheat 
1,5 WHO Cluster diet F  0,7 Wheat 
1,4 FR infant 1,0 Milk and milk products: Cattle 
1,4 WHO regional European diet  0,6 Wheat 
1,3 IT kids/toddler 1,3 Wheat 
1,3 SE  general population 90th percentile 0,6 Wheat 
1,3 IE adult 0,5 Wheat 
1,1 ES adult 0,5 Wheat 
1,0 NL general 0,4 Wheat 
1,0 FR all population 0,7 Wheat 
0,9 FR toddler 0,5 Wheat 
0,8 IT adult 0,8 Wheat 
0,8 PT General population 0,8 Wheat 
0,8 LT adult 0,2 Rye 
0,8 UK Toddler 0,8 Wheat 
0,6 DK adult 0,4 Wheat 
0,6 UK Infant  0,5 Wheat 
0,4 UK vegetarian 0,4 Wheat 
0,4 FI  adult 0,2 Wheat 
0,4 UK Adult  0,3 Wheat 
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Table 6.9-3: Scenario 2: Prothioconazole - NEDI calculation (EFSA model rev. 2.0) 
  ADI:  0.01 mg/kg body weight/day Body weight:  see individual populations 

NEDI in % 
of ADI 

MS Diet 
 

Highest contributor to MS diet 

% of ADI Commodity /  
group of commodities 

6,2 DK child 3,3 Wheat 
5,9 WHO Cluster diet B  5,1 Wheat 
4,8 WHO cluster diet D 3,9 Wheat 
4,7 NL child 2,8 Wheat 
4,0 IT kids/toddler 4,0 Wheat 
3,9 DE child 2,5 Wheat 
3,7 WHO cluster diet E 2,4 Wheat 
3,7 ES child 2,7 Wheat 
3,6 WHO Cluster diet F  2,2 Wheat 
2,8 IE adult 1,4 Wheat 
2,7 WHO regional European diet  1,8 Wheat 
2,7 SE  general population 90th percentile 1,9 Wheat 
2,5 IT adult 2,5 Wheat 
2,5 PT General population 2,4 Wheat 
2,4 UK Toddler 2,4 Wheat 
2,3 FR all population 2,0 Wheat 
2,2 ES adult 1,4 Wheat 
2,0 NL general 1,2 Wheat 
2,0 FR toddler 1,6 Wheat 
1,8 UK Infant  1,6 Wheat 
1,8 DK adult 1,2 Wheat 
1,7 LT adult 0,6 Rye 
1,7 FR infant 1,0 Milk and milk products: Cattle 
1,3 UK vegetarian 1,2 Wheat 
1,1 FI  adult 0,6 Wheat 
1,0 UK Adult  1,0 Wheat 

 
 
 
Acute Reference Dose (ARfD) and Dietary Exposure Calculation 
 
Scenario 1 
Some of the residue trials were analysed only for prothioconazole-desthio and do not provide data on 
other metabolites which are included in the risk assessment residue definition (sum of prothioconazole-
desthio and all metabolites containing the 2-(1 chlorocyclopropyl)-3-(2-chlorophenyl)-2 
hydroxypropyl-2H-1,2,4-triazole moiety). To address this issue, for cereal grain, an appropriate 
conversion factor of 2 between enforcement and risk assessment was derived by EFSA.  
 
The acute risk assessment was performed with the input value of 0.04 mg/kg for wheat and rye and 0.06 
mg/kg for barley and oat i.e. highest residue determined in supervised field trials in cereals investigating 
the representative GAPs multiplied by a conversion factor of 2 proposed by EFSA. 
Scenario 2 
Nevertheless, as a significant number of trials were determined for all 6 analytes, the “total 
prothioconazole” values were taken and no conversion factor was used.  
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The acute risk assessment was performed with the input value of 0.06 mg/kg for wheat and rye and also 
barley and oat i.e. highest residue determined in supervised field trials in cereals investigating the 
representative GAPs where all 6 analytes were determined. 
Calculation details are compiled in Table 6.9-4 (Scenario 1) and Table 6.9-5 (Scenario 2). 
 
Table 6.9-4 Input values for the consumer risk assessment (NEDI) of Prothioconazole  

Commodity Input value 
(mg/kg) 

Comment Reference 

Barley, oat 0.06 HR x CF(2) 
This dossier 
Scenario 1 Wheat, Rye, 

(Triticale) 0.04 HR x CF(2) 

Barley, oat 0.06 HR 
This dossier 
Scenario 2 Wheat, Rye, 

(Triticale) 0.06 HR 

 
 
Scenario 1: Using the EFSA PRIMo model, the highest calculated NESTI was found in a maximum 
exhaustion of the ARfD of 2.6% for wheat consumed by children and of 4.3% of the ARfD for barley 
consumed by adults.  
Scenario 2: Using the EFSA PRIMo model, the highest calculated NESTI was found in a maximum 
exhaustion of the ARfD of 3.9% for wheat consumed by children and of 4.7% of the ARfD for wheat 
consumed by adults.  
 
It is concluded that a short term intake of prothioconazole residues via cereals is unlikely to present a 
public health risk. 
 
Table 6.9-4: Scenario 1: Prothioconazole  – NESTI calculation – (EFSA/PRIMo rev. 2) 
   Body weight:  see individual populations 

Commodity 
Input 
value 
(mg/kg) 

Maximum 
food intake 
reported 
(g/kg bw/d) 

Percentile MS diet 
Body 
weight  
(kg) 

IESTI 
(mg/kg 
bw/d) 

% ARfD 

Children (ADI 0.022 mg/kg bw/d) 

Barley 0.06 1.77 97.5 UK 4 - 6  
year 20.50 0.0001 0.5 

Oat 0.06 3.98 97.5 DE 16.15 0.0002 1.1 
Rye 0.04 6.32 97.5 UK Infant 8.70 0.0003 1.1 

Wheat 0.04 14.45 97.5 UK 4 - 6  
year 20.50 0.0006 2.6 

Adult (ADI 0.01 mg/kg bw/d) 
Barley 0.06 7.24 97.5 NL 63.00 0.0004 4.3 
Oat 0.06 1.43 97.5 LT 70.00 0.0001 0.9 
Rye 0.04 4.85 97.5 LT 70.00 0.0002 1.9 

Wheat 0.04 7.82 97.5 UK 
Vegetarian 66.70 0.0003 3.1 
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Table 6.9-5: Scenario 2: Prothioconazole  – NESTI calculation – (EFSA/PRIMo rev. 2) 
   Body weight:  see individual populations 

Commodity 
Input 
value 
(mg/kg) 

Maximum 
food intake 
reported 
(g/kg bw/d) 

Percentile MS diet 
Body 
weight  
(kg) 

IESTI 
(mg/kg 
bw/d) 

% ARfD 

Children (ADI 0.022 mg/kg bw/d) 

Barley 0.06 1.77 97.5 UK 4 - 6  
year 20.50 0.0001 0.5 

Oat 0.06 3.98 97.5 DE 16.15 0.0002 1.1 
Rye 0.06 6.32 97.5 UK infant 8.7 0.0004 1.7 

Wheat 0.06 14.45 97.5 UK 4- 6 
year 20.5 0.0009 3.9 

Adult (ADI 0.01 mg/kg bw/d) 
Barley 0.06 7.24 97.5 NL 63.00 0.0004 4.3 
Oat 0.06 1.43 97.5 LT 70.00 0.0001 0.9 
Rye 0.06 4.85 97.5 LT 70.0 0.0003 2.9 

Wheat 0.06 7.82 97.5 UK 
vegetarian 66.70 0.0005 4.7 

 
 

CA 6.10  Other studies 
 
CA 6.10.1  Effect on the residue level in pollen and bee products 
 
In the absence of a test guideline about how to investigate the residues in pollen and bee products this 
point was not addressed experimentally.  Moreover, also, it is understood  that in the EFSA GD referred 
to (not applicable for AIR III substances), in Appendix D cereals “can be visited for pollen (not nectar), 
but are not attractive to bees”. 
A general consideration is that for the evaluation of residues in pollen and bee products for human 
consumption, the relevant question regarding bee attractiveness is not whether or not the crop is 
occasionally visited by bees, but if the crop is foraged by honey bees to an extent of economic relevance. 
Only if a significant portion of pollen and nectar is collected from a cereal field not only by single bees, 
but from the whole colony, a relevant residue level in stored pollen and bee products could occur. The 
guidance Document clearly indicates this is not the case. 
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Appendix 1 Tier 1 summaries 
Barley EU foliar spray residue trials – northern EU 
 

Fluoxastrobin & prothioconazole EC 200 in/on winter barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage 
at last 

treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2013/00 
R 2000 0152/5 
0152-00 
Sweden 
S-g934n ァ゜゙

v7xJj3d ゙

Barley, 
winter 
Jura 
 
 
 
 

1) 03.09.1999  
2) 31.05.2000 
 - 08.06.2000 
3) 18.07.2000 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04170 
0.04170 
 
 
 

10.05.2000/0  
01.06.2000/22  
  
  
 

61 ear  0.01 
 2.5 
 0.01 

0* 
0 

35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.45 
 1.4 
 0.14 

0* 
0 

35 

(h) 0.05 mg/kg 
  
*before last application 

straw  0.07 47   

grain  0.01 47 (h) 0.01 mg/kg  
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(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2013/00 
R 2000 0153/3 
0153-00 
France, north 
F-ox3*ö g゙S゙f?g*゜g 

Barley, 
winter 
Nickel 
 
 
 
 

1) 12.10.1999  
2) 11.05.2000 
 - 23.05.2000 
3) 05.07.2000 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04170 
0.04170 
 
 
 

02.05.2000/0  
12.05.2000/10  
  
  
 

61 ear  0.01 
 2.0 
<0.01 

0* 
0 

35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.44 
 0.96 
 0.06 

0* 
0 

35 

(h) 0.05 mg/kg 
  
*before last application 

straw  0.06 54   

grain <0.01 54 (h) 0.01 mg/kg 
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(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2013/00 
R 2000 0154/1 
0154-00 
United Kingdom 
GB-Füx! ソ.bP ミ
86-Jjx.ü boう) ,Fl 
JL9o31 P _v -ゝ
NF(0g 

Barley, 
winter 
Regina 
 
 
 
 

1) 10.11.1999  
2) 23.05.2000 
 - 30.05.2000 
3) 25.07.2000 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04170 
0.04170 
 
 
 

09.05.2000/0  
30.05.2000/21  
  
  
 

69 ear <0.01 
 2.4 
<0.01 

0* 
0 

36 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg 
day 0*: c=0.01 mg/kg 

rest of 
plant 

 0.11 
 1.2 
 0.05 

0* 
0 

36 

(h) 0.05 mg/kg 
  
*before last application 

straw  0.08 56   

grain <0.01 56 (h) 0.01 mg/kg  
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(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 4 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2013/00 
R 2000 0156/8 
0156-00 
Germany 
D-_1d8$ CIJ?ä/§o8. 
ÖJö?$?!§Jpi 
v?a48gO-q v6 ゚

Barley, 
winter 
Theresa 
 
 
 
 

1) 17.09.1999  
2) 09.05.2000 
 - 14.05.2000 
3) 15.07.2000 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04170 
0.04170 
 
 
 

26.04.2000/0  
10.05.2000/14  
  
  
 

61 ear  0.01 
 1.6 
<0.01 

0* 
0 

35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.32 
 1.6 
 0.13 

0* 
0 

35 

(h) 0.05 mg/kg 
  
*before last application 

straw <0.05 71   

grain <0.01 71 (h) 0.01 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Tebuconazole & prothioconazole EC 250 in/on spring barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 125 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 250 EC  Other a.s. in formulation (common name 

and content) 
: tebuconazole 125 g/L  

Commercial product   (name) : JAU 6476 & HWG 1608 EC 250  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2103/02 
R 2002 0529/5 
0529-02 
France, north 
F-6hv゛h Päzb゙
e)ä4g6p6  

Barley, 
spring 
Nevada 
 
 
 
 

1) 01.03.2002  
2) 17.06.2002 
 - 25.06.2002 
3) 30.07.2002 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04163 
0.04163 
 
 
 

30.05.2002/0  
25.06.2002/26  
  
  
 

61 ear  0.94 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 1.2 0 (h) 0.05 mg/kg 
  

grain  0.02 35<< (h) 0.01 mg/kg 
  

straw  0.29 35<< (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 125 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 250 EC  Other a.s. in formulation (common name 

and content) 
: tebuconazole 125 g/L  

Commercial product   (name) : JAU 6476 & HWG 1608 EC 250  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2103/02 
R 2002 0539/2 
0539-02 
Germany 
D-*725g :kぃkfJ?§ä 
w?özJh-)J$゜i w3I゙
$-eüän゜41 ゚

Barley, 
spring 
Jacinta 
 
 
 
 

1) 20.03.2002  
2) 17.06.2002 
 - 20.06.2002 
3) 16.08.2002 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04163 
0.04163 
 
 
 

05.06.2002/0  
17.06.2002/12  
  
  
 

61 ear  1.0 
<0.01 

0 
35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 1.7 
 0.10 

0 
35<< 

(h) 0.05 mg/kg 
  

grain <0.01 56 (h) 0.01 mg/kg 
  

straw  0.05 56 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 125 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 250 EC  Other a.s. in formulation (common name 

and content) 
: tebuconazole 125 g/L  

Commercial product   (name) : JAU 6476 & HWG 1608 EC 250  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2103/02 
R 2002 0540/6 
0540-02 
Germany 
D-3k1$ö ・cヂみ゛

4j !Dz3$c-J_J6l ミ
äö3゚pää§zI3`!44 

Barley, 
spring 
Extract 
 

1) 26.03.2002  
2) 10.06.2002 
 - 13.06.2002 
3) 15.08.2002 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04163 
0.04163 
 
 
 

03.06.2002/0  
10.06.2002/7  
  
  
 

61 ear  1.4 
<0.01 

0 
35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 2.8 
 0.16 

0 
35<< 

(h) 0.05 mg/kg  

grain <0.01 57 (h) 0.01 mg/kg  
straw  0.05 57 (h) 0.05 mg/kg  

RA-2103/02 
R 2002 0541/4 
0541-02 
United Kingdom 
GB-Shf$ ゛PN 
ln5Z7x`J. )ぉ§7 ,Fl 
ァ73Jqo !ぉ_*ゝ
SP( ゜・ 

Barley, 
spring 
Prisma 
 
 
 
 

1) 26.03.2002  
2) 15.06.2002 
 - 30.06.2002 
3) 11.08.2002 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04163 
0.04163 
 
 
 

07.06.2002/0  
07.07.2002/30  
  
  
 

77 ear  0.86 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 2.2 0 (h) 0.05 mg/kg  

grain  0.01 35<< (h) 0.01 mg/kg  
straw  0.21 35<< (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Fluoxastrobin & prothioconazole & trifloxystrobin EC 300 in/on barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2016/03 
R 2003 0131/6 
0131-03 
Germany 
D-xö2öq ぉ・

?ybIJa/ `zJa5゛
iDfü9J 1r?x!ロ?$゚
2003 
 

Barley 
Theresa 
 
 
 
 

1) 01.09.2002  
2) 21.05.2003 
 - 27.05.2003 
3) 16.07.2003 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.04995 
0.04995 
 
 
 

05.05.2003/0  
21.05.2003/16  
  
  
 

61 rest of 
plant 

 0.30 
 0.96 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear <0.01 
 1.2 

0* 
0 

(h) 0.01 mg/kg 
*before last application 

grain <0.01 
<0.01 

35<< 
51 

  

straw <0.05 
 0.05 

35<< 
51 

(h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2016/03 
R 2003 0250/9 
0250-03 
France, north 
F-3p69h ぃü:ükäぉ0
9$J!1kc2003 
 

Barley 
Esterel 
 
 
 
 

1) 10.10.2002  
2) 15.05.2003 
 - 30.05.2003 
3) 10.07.2003 
 
 
 
 

SPI 
SPI 

0.1665 
0.1665 

300 
300 
 
 
 

0.05550 
0.05550 
 
 
 

28.04.2003/0  
23.05.2003/25  
  
  
 

65 rest of 
plant 

 0.11 
 0.53 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear  0.03 
 2.8 

0* 
0 

(h) 0.01 mg/kg 
*before last application 

grain <0.01 
<0.01 

35<< 
48 

  

straw  0.05 
<0.05 

35<< 
48 

(h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2016/03 
R 2003 0251/7 
0251-03 
United Kingdom 
GB-F` y・ §wぐ 
Öqg゜r(!*/*゚
zPv2003 
 

Barley 
Caret 
 
 
 
 

1) 04.10.2002  
2) 22.05.2003 
 - 01.06.2003 
3) 09.07.2003 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.04995 
0.04995 
 
 
 

08.05.2003/0  
27.05.2003/19  
  
  
 

61 rest of 
plant 

 0.37 
 1.1 
 0.06 

0* 
0 

35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear  0.01 
 3.0 
 0.02 

0* 
0 

35<< 

(h) 0.01 mg/kg 
day 0*: c=0.01 mg/kg 
*before last application 

grain <0.01 43   
straw  0.09 43 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 4 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2016/03 
R 2003 0252/5 
0252-03 
Sweden 
S-3゛$4q Flä§c(-
2J:`u 
2003 
 

Barley 
Pasadena 
 
 
 
 

1) 28.03.2003  
2) 17.06.2003 
 - 27.06.2003 
3) 09.08.2003 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.04995 
0.04995 
 
 
 

05.06.2003/0  
18.06.2003/13  
  
  
 

61 rest of 
plant 

 1.2 
 2.3 
 0.16 

0* 
0 

35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear <0.01 
 1.4 
<0.01 

0* 
0 

35<< 

(h) 0.01 mg/kg 
  
*before last application 

grain <0.01 52   
straw  0.19 52 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Prothioconazole & trifloxystrobin SC 325 in/on barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 175 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 325 SC  Other a.s. in formulation (common name 

and content) 
: trifloxystrobin 150 g/L  

Commercial product   (name) : JAU 6476 & CGA 279202 SC 325  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2106/03 
R 2003 0939/2 
0939-03 
France, north 
F-§ö・qy pi0o8oぐ
ö_äJfう$e 2003 
 

Barley 
Esterel 
 
 
 
 

1) 10.10.2002  
2) 20.05.2003 
 - 30.05.2003 
3) 10.07.2003 
 
 
 
 

SPI 
SPI 

0.1965 
0.1965 

337.2 
337.2 
 
 
 

0.05828 
0.05828 
 
 
 

28.04.2003/0  
23.05.2003/25  
  
  
 

61 green 
material 

 0.57 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear  2.3 0 (h) 0.01 mg/kg  

grain <0.01 
<0.01 

35<< 
48 

  

straw <0.05 
<0.05 

35<< 
48 

(h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 175 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 325 SC  Other a.s. in formulation (common name 

and content) 
: trifloxystrobin 150 g/L  

Commercial product   (name) : JAU 6476 & CGA 279202 SC 325  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2106/03 
R 2003 0974/0 
0974-03 
Germany 
D-_1q03 9eJw゙/ä$・
cp2003 
 

Barley 
Tafeno 
 
 
 
 

1) 16.09.2002  
2) 17.05.2003 
 - 26.05.2003 
3) 01.07.2003 
 - 10.07.2003 
 
 
 
 

SPI 
SPI 

0.1750 
0.1750 

300 
300 
 
 
 

0.05828 
0.05828 
 
 
 

07.05.2003/0  
19.05.2003/12  
  
  
 

61 green 
material 

 0.87 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg 
  

ear  1.8 0 (h) 0.01 mg/kg  

grain <0.01 
<0.01 

35<< 
42 

  

straw  0.06 
 0.08 

35<< 
42 

(h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 175 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 325 SC  Other a.s. in formulation (common name 

and content) 
: trifloxystrobin 150 g/L  

Commercial product   (name) : JAU 6476 & CGA 279202 SC 325  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2106/03 
R 2003 0975/9 
0975-03 
United Kingdom 
GB-ö!Fö bUぉ 
FIi1V§ü5z)2-*2゚003 
 

Barley 
Caret 
 
 
 
 

1) 04.10.2002  
2) 22.05.2003 
 - 01.06.2003 
3) 09.07.2003 
 
 
 
 

SPI 
SPI 

0.1750 
0.1750 

300 
300 
 
 
 

0.05828 
0.05828 
 
 
 

08.05.2003/0  
27.05.2003/19  
  
  
 

61 ear  2.5 
 0.02 

0 
35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 1.1 
 0.12 

0 
35<< 

(h) 0.05 mg/kg  

grain <0.01 43 (h) 0.01 mg/kg  
straw  0.11 43 (h) 0.05 mg/kg  

RA-2106/03 
R 2003 0976/7 
0976-03 
France, north 
F-$14o6 ョe ?/Sg! 
゛q -zFe2゚003 
 

Barley 
Nickel 
 
 
 
 

1) 09.10.2002  
2) 09.05.2003 
 - 20.05.2003 
3) 27.06.2003 
 
 
 
 

SPI 
SPI 

0.1750 
0.1750 

300 
300 
 
 
 

0.05828 
0.05828 
 
 
 

29.04.2003/0  
09.05.2003/10  
  
  
 

61 ear  2.9 
<0.01 

0 
35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 1.1 
 0.09 

0 
35<< 

(h) 0.05 mg/kg 
  

grain <0.01 49 (h) 0.01 mg/kg  
straw  0.10 49 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

JAU 6476 (prothioconazole) & HWG 1608 (tebuconazole) & KWG 4168 (spiroxamine) EC450 in/on spring barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 450 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 250 g/L 

tebuconazole 100 g/L  
Commercial product   (name) : JAU 6476 & KWG 4168 & HWG 1608 EC 450  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2571/05 
R 2005 0030/0 
0030-05 
France, north 
F-*oxp2 Fョ ソBぉ 
ä2 `ZYぐEソF 
!?S!4?a(゙t`pc`c(2005 

Barley, 
spring 
CARAFE 
 
 
 

1) 14.03.2005  
2) 08.06.2005 
 - 20.06.2005 
3) 16.07.2005 
 - 26.07.2005 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 

0.04170 
0.04170 
 
 

31.05.2005/0  
10.06.2005/10  
  
 

61 green 
material 

 0.48 
 1.5 
 0.28 
 0.19 

0* 
0 

28 
35 

(c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg 
 *before last application 

grain <0.01 39 (h) 0.01 mg/kg 
  

straw  0.75 39 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 450 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 250 g/L 

tebuconazole 100 g/L  
Commercial product   (name) : JAU 6476 & KWG 4168 & HWG 1608 EC 450  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2571/05 
R 2005 0031/9 
0031-05 
United Kingdom 
GB-_BR ロ4ョ /?ョ
j/i FöI_!?/3 !う゜

/9av-ä(e-0J/2゙005 

Barley, 
spring 
Optic 
 
 
 

1) 05.04.2005  
2) 22.06.2005 
 - 10.07.2005 
3) 05.08.2005 
 - 15.08.2005 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 

0.04170 
0.04170 
 
 

14.06.2005/0  
22.06.2005/8  
  
 

61 green 
material 

 1.8 
 0.06 

0 
35 

(c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg 
day 0: c=0.05 mg/kg 

grain <0.01 47 (h) 0.01 mg/kg 
  

straw  0.10 47 (h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 450 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 250 g/L 

tebuconazole 100 g/L  
Commercial product   (name) : JAU 6476 & KWG 4168 & HWG 1608 EC 450  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2571/05 
R 2005 0801/8 
0801-05 
Germany 
D-$$_4ö ?exzロj r 
?ur9)?pEp3 
D?vzJäädJ`/)aöI 
2005 

Barley, 
spring 
Adonis 
 
 
 

1) 12.04.2005  
2) 28.06.2005 
 - 04.07.2005 
3) 14.08.2005 
 - 16.08.2005 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 

0.04170 
0.04170 
 
 

22.06.2005/0  
28.06.2005/6  
  
 

61 green 
material 

 1.6 
<0.05 

0 
38 

(c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg  

grain <0.01 49 (h) 0.01 mg/kg 
  

straw <0.05 49 (h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 4 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 450 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 250 g/L 

tebuconazole 100 g/L  
Commercial product   (name) : JAU 6476 & KWG 4168 & HWG 1608 EC 450  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2571/05 
R 2005 0802/6 
0802-05 
Sweden 
SE-nv1 üp T83・ ?I゙
みixä-2005 

Barley, 
spring 
Pasadena 
 
 
 

1) 08.04.2005  
2) 26.06.2005 
 - 03.07.2005 
3) 10.08.2005 
 - 20.08.2005 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 

0.04170 
0.04170 
 
 

14.06.2005/0  
26.06.2005/12  
  
 

61 green 
material 

 1.6 
 0.16 

0 
35 

(c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg  

grain <0.01 51 (h) 0.01 mg/kg 
  

straw  0.22 51 (h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

BYF 00587 (bixafen) & JAU 6476 (prothioconazole) EC225 in/on spring and winter barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1- A 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. postal 
code 

Commo
dity / 

Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2328/06 
R 2006 0457/2 
0457-06 
France, north 
F-üduö7 F/ ぃd( ?h 
G`jn:äJ )c2)$I!:rc`Pcz? 
2006 

Barley, 
spring 
Carafe 
 
 
 

1) 18.03.2006  
2) 18.06.2006 
 - 24.06.2006 
3) 20.07.2006 
 - 10.08.2006 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.04995 
0.04995 
 
 

24.05.2006/0  
20.06.2006/27  
  
 

61 green 
material 

 0.06 
 0.84 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
*before last application  
day 0*: c=0.04 mg/kg 
  
  

straw  0.36 34 

grain <0.01 34 

RA-2328/06 
R 2006 0458/0 
0458-06 
Sweden 
S-Pァbrxq y0 äJjg`xFiä(-
8 e?yj!)゙Fz2006 

Barley, 
spring 
Prestige 
 
 
 

1) 28.04.2006  
2) 29.06.2006 
 - 05.07.2006 
3) 08.08.2006 
 - 09.08.2006 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.04995 
0.04995 
 
 

15.06.2006/0  
29.06.2006/14  
  
 

61 green 
material 

 1.8 
 1.5 
 0.59 
 0.53 

0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
  
  
  

straw  0.56 40 
grain <0.01 40 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2- A 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2039/07 
R 2007 0426/7 
0426-07 
France, north 
F-v7ugb P: ぐI3 a3 
/läÄ`vJ `f゜z--゙
tzr8?fP??2007 

Barley, 
spring 
Heinley 
 
 
 
 
 

1) 12.03.2007  
2) 28.05.2007 
 - 07.06.2007 
3) 25.07.2007 
 - 04.08.2007 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 
 

0.04995 
0.04995 
 
 
 
 

10.05.2007/0  
29.05.2007/19  
  
  
  
 

61 green 
material 

 0.27 
 1.3 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
*before last application  
  
  
  
  

ear <0.01 35 
rest of 
plant 

 0.03 35 

straw  0.03 58 
grain <0.01 58 

RA-2039/07 
R 2007 0427/5 
0427-07 
Germany 
D-4g・46 h-J5ä:1ぃ
a q)(äf゚Q・)5-
a/pW?Ji?t2!2007 

Barley, 
spring 
Annabell 
 
 
 

1) 10.04.2007  
2) 18.06.2007 
 - 24.06.2007 
3) 06.08.2007 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.04995 
0.04995 
 
 

31.05.2007/0  
18.06.2007/18  
  
 

61 green 
material 

 0.21 
 0.82 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*before last application  
  
  

straw  0.11 
 0.04 

35 
49 

grain <0.01 
<0.01 

35 
49 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1- B 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2328/06 
R 2006 0459/9 
0459-06 
United Kingdom 
GB-F12) ソ2ぉ 
Uk§:7a fA 1aミ 
!5`(0i( Fp2006 

Barley, 
winter 
Sequel 
 
 
 

1) 29.09.2005  
2) 14.05.2006 
 - 25.05.2006 
3) 18.07.2006 
 - 19.07.2006 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.04995 
0.04995 
 
 

05.05.2006/0  
17.05.2006/12  
  
 

61 green 
material 

 0.21 
 0.71 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
*before last application  

straw  0.12 62 day 62: c=0.01 mg/kg 

grain <0.01 62   

RA-2328/06 
R 2006 0460/2 
0460-06 
Germany 
D-boüp・ 
W?c)P/äjyfa(o 
ü4rW?`z:c4rrY$`_-
?jJl 
2006 

Barley, 
winter 
Duet 
 
 
 

1) 20.09.2005  
2) 13.05.2006 
 - 23.05.2006 
3) 05.07.2006 
 - 15.07.2006 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.04995 
0.04995 
 
 

28.04.2006/0  
15.05.2006/17  
  
 

61 green 
material 

 0.15 
 0.81 
 0.38 
 0.17 
 0.06 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
*before last application  
day 0*: c=0.02 mg/kg 

straw  0.04 51   
grain <0.01 51   
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & Prothioconazole & Spiroxamine EC 400 in/on spring and winter barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1- A 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2042/07 
R 2007 0448/8 
0448-07 
France, north 
F-*83゛h jF ぐ`o c3 
woä-i/J 
I`j?p(Pe§cfa`z( 2007 
 

Barley, 
spring 
Heinley 
 
 
 
 
 

1) 12.03.2007  
2) 28.05.2007 
 - 07.06.2007 
3) 25.07.2007 
 - 04.08.2007 
 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 
 

0.05000 
0.05000 
 
 
 
 

10.05.2007/0  
29.05.2007/19  
  
  
  
 

61 green 
material 

 0.13 
 1.3 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*before last application  
  
  
  
  

ear <0.01 35 

rest of 
plant 

 0.02 35 

straw  0.02 58 

grain <0.01 58 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2- A 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2042/07 
R 2007 0527/1 
0527-07 
United Kingdom 
GB-Bうö ァソ9 
T?/ijt ・5F?/-)p ッ
)?9I(-c6/o゜Jl? 
2007 

Barley, 
spring 
Cocktail 

1) 24.01.2007  
2) 25.05.2007 
 - 09.06.2007 
3) 15.08.2007 
 - 31.08.2007 

SPI 
SPI 

0.1500 
0.1590 

300 
318 
 
 

0.05000 
0.05000 
 
 

09.05.2007/0  
25.05.2007/16  
  
  
 

61 green 
material 

 0.07 
 1.3 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*before last application 
2nd application 6% overdosed  
   
  

rest of 
plant 

 0.02 34 

ear <0.01 34 
straw  0.02 96 
grain <0.01 96 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3- A 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2042/07 
R 2007 0529/8 
0529-07 
Netherlands 
NL-25y6 HQ cül0(
ョQz6lD5Jj )wxI2
゜*3゜Iwtjzr2゙007 

Barley, 
spring 
Prestige 
 
 
 

1) 06.04.2007  
2) 12.06.2007 
 - 24.06.2007 
3) 20.08.2007 
 - 02.09.2007 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.05000 
0.05000 
 
 

30.05.2007/0  
13.06.2007/14  
  
 

61 green 
material 

 0.21 
 1.2 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*before last application  
  
  

straw  0.02 
 0.02 

35 
71 

grain <0.01 
<0.01 

35 
71 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1- B 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at 

last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2042/07 
R 2007 0449/6 
0449-07 
Germany 
D-ü97v_ PÄl/?J:i 5
・_z/fäJ/a6(-D!)゛
W`ci 
2007 
 

Barley, 
winter 
Naomi 
 
 
 
 
 

1) 25.09.2006  
2) 03.05.2007 
 - 14.05.2007 
3) 20.06.2007 
 - 28.06.2007 
 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 
 

0.05000 
0.05000 
 
 
 
 

18.04.2007/0  
04.05.2007/16  
  
  
  
 

61 green 
material 

 0.31 
 1.4 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*prior to last application   
  

ear  0.01 35 

rest of 
plant 

 0.16 35 

straw  0.06 55 

grain <0.01 55 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & Fluoxastrobin & Prothioconazole EC 190 in/on spring barley 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 

JA
U

 6
47

6-
al

ph
a-

hy
dr

ox
y-

de
st

hi
o 

JA
U
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47

6-
3-

hy
dr

ox
y-

de
st
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o 

JA
U

 6
47

6-
4-

hy
dr

ox
y-

de
st

hi
o (f)  

10-2204 
10-2204-01 
Netherlands 
b゜o§ ァU ァ7g
゜pa 
2010 
 

Barley, 
spring 
Tipple 
 
 
 

1) 14.04.2010  
3) 01.08.2010 
 - 20.08.2010 
 
 
 

SPI 
SPI 

0.150 
0.150 

300 
300 
 
 

0.0500 
0.0500 
 
 

15.06.2010/0  
29.06.2010/14  
  
 

61 green 
material 

0.36 
0.51 

<0.01 
<0.01 

 0.05 
 0.05 

 0.07 
 0.08 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
*day before last treatment   
  

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

35 
43 

straw 0.11 
0.05 

<0.01 
<0.01 

 0.10 
 0.04 

 0.12 
 0.04 

35 
43 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 

JA
U

 6
47
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al
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dr

ox
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o (f)  

10-2204 
10-2204-02 
Germany 
v4$ö* ぃf??vJüjg 
2010 

Barley, 
spring 
Quench 
 
 
 

1) 06.04.2010  
2) 21.06.2010 
 - 28.06.2010 
3) 01.08.2010 
 - 15.08.2010 
 

SPI 
SPI 

0.150 
0.150 

300 
300 
 
 

0.0500 
0.0500 
 
 

07.06.2010/0  
21.06.2010/14  
  
 

61 green 
material 

0.53 
1.5 

<0.01 
<0.01 

 0.09 
 0.10 

 0.09 
 0.09 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg 
*day before last treatment   

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

34 
46 

straw 0.54 
0.17 

<0.01 
<0.01 

 0.32 
 0.17 

 0.25 
 0.12 

34 
46 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr

ox
y-

de
st

hi
o 

T
ot

al
 r

es
id

ue
s 

ca
lc

ul
at

ed
 

(f)  

10-2204 
10-2204-01 
Netherlands 
nnöü Kゝ 49gゝ
・z 
2010 
 

Barley, 
spring 
Tipple 
 
 
 

1) 14.04.2010  
3) 01.08.2010 
 - 20.08.2010 
 
 
 

SPI 
SPI 

0.150 
0.150 

300 
300 
 
 

0.0500 
0.0500 
 
 

15.06.2010/0  
29.06.2010/14  
  
 

61 green 
material 

 0.03 
 0.03 

<0.01 
<0.01 

0.53 
0.69 

0* 
0 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment    

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

35 
43 

straw  0.06 
 0.02 

<0.01 
<0.01 

0.41 
0.17 

35 
43 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr

ox
y-

de
st

hi
o 

T
ot

al
 r

es
id

ue
s 

ca
lc

ul
at

ed
 

(f)  

10-2204 
10-2204-02 
Germany 
0d§9* ッ゜
(Jüz:öä 
2010 

Barley, 
spring 
Quench 
 
 
 

1) 06.04.2010  
2) 21.06.2010 
 - 28.06.2010 
3) 01.08.2010 
 - 15.08.2010 
 

SPI 
SPI 

0.150 
0.150 

300 
300 
 
 

0.0500 
0.0500 
 
 

07.06.2010/0  
21.06.2010/14  
  
 

61 green 
material 

 0.05 
 0.06 

<0.01 
<0.01 

0.78 
1.8 

0* 
0 

(c) SPI:Spraying 
(g) 00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment  

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

34 
46 

straw  0.10 
 0.08 

 0.01 
<0.01 

1.2 
0.56 

34 
46 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Fluoxastrobin & Prothioconazole EC 200 in/on barley 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole  
EC 200 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 

JA
U

 6
47

6-
al

ph
a-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
3-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
4-

hy
dr

ox
y-

de
st

hi
o (f)  

13-2137 
13-2137-01 
Germany 
0vh*d ぃö-?tvJnc 
2013 
 

Barley, 
spring 
Conchita 
 
 
 

1) 28.03.2013  
2) 14.06.2013 
 - 21.06.2013 
3) 15.08.2013 
 - 31.08.2013 
 
 
 

SPI 
SPI 

0.125 
0.125 

300 
300 
 
 

0.0417 
0.0417 
 
 

31.05.2013/0  
14.06.2013/14  
  
 

61 green 
material 

0.27 
0.94 
0.88 
0.42 
0.15 

0.067 
0.049 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

 0.023 
 0.032 
 0.062 
 0.093 
 0.084 
 0.074 
 0.079 

 0.032 
 0.044 
 0.075 
 0.091 
 0.080 
 0.066 
 0.064 

0* 
0 
7 

14 
21 
28 
35 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
*day before last treatment   
  grain <0.01 

<0.01 
<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

35 
69 

straw  0.087 
 0.036 

<0.01 
<0.01 

 0.14 
 0.029 

 0.12 
 0.030 

35 
69 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole  
EC 200 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 

JA
U

 6
47

6-
al

ph
a-

hy
dr

ox
y-

de
st

hi
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JA
U

 6
47

6-
3-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
4-

hy
dr

ox
y-

de
st

hi
o (f)  

13-2137 
13-2137-02 
Germany 
vgux4 hd(xf9ァ
ä7a 
2013 
 

Barley, 
spring 
Grace 
 
 
 

1) 09.04.2013  
2) 17.06.2013 
 - 22.06.2013 
3) 15.08.2013 
 - 25.08.2013 
 
 
 

SPI 
SPI 

0.125 
0.125 

300 
400 
 
 

0.0417 
0.0313 
 
 

12.06.2013/0  
18.06.2013/6  
  
 

61 green 
material 

0.50 
1.1 
0.47 
0.22 

0.098 
0.067 
0.041 

<0.01 
<0.01 
 0.010 
 0.013 
 0.013 
 0.011 
<0.01 

 0.023 
 0.026 
 0.070 
 0.080 
 0.092 
 0.078 
 0.038 

 0.010 
 0.012 
 0.025 
 0.027 
 0.028 
 0.025 
 0.012 

0* 
0 
7 

14 
21 
28 
42 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg 
*day before last treatment   
  grain 0.011 <0.01 <0.01 <0.01 68 

straw 0.044 <0.01  0.020 <0.01 68 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 3- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole  
EC 200 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 
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U

 6
47

6-
al
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a-

hy
dr

ox
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4-
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y-
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st

hi
o (f)  

13-2158 
13-2158-01 
France, north 
2*y96 c$äPx_ilJ 
2013 
 

Barley 
Esterel 
 
 
 

1) 02.10.2012  
3) 09.07.2013 
 
 
 

SPI 
SPI 

0.125 
0.125 

200 
200 
 
 

0.0625 
0.0625 
 
 

07.05.2013/0  
27.05.2013/20  
  
 

61 green 
material 

 0.17 
 1.5 
 0.46 
 0.14 
 0.078 
 0.067 
 0.079 

<0.01 
<0.01 
 0.012 
<0.01 
<0.01 
<0.01 
<0.01 

 0.051 
 0.056 
 0.076 
 0.080 
 0.088 
 0.057 
 0.067 

 0.047 
 0.049 
 0.068 
 0.065 
 0.074 
 0.046 
 0.057 

0* 
0 
7 

14 
21 
28 
31 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg 
*before last treatment   
  grain <0.01 

<0.01 
<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

35 
43 

straw  0.039 
 0.15 

<0.01 
<0.01 

 0.051 
 0.11 

 0.036 
 0.083 

35 
43 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole  
EC 200 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de
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U
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47
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o (f)  

13-2158 
13-2158-02 
France, north 
dk1b5 ミ? kecaぐ
2:: 8z Kjäv゚
*üän2013 
 

Barley, 
spring 
Sébastian 
 
 
 

1) 21.02.2013  
3) 23.07.2013 
 
 
 

SPI 
SPI 

0.133 
0.135 

212.7 
216.7 
 
 

0.0625 
0.0623 
 
 

03.06.2013/0  
18.06.2013/15  
  
 

61 green 
material 

 0.33 
 0.89 
 0.72 
 0.49 
 0.40 
 0.44 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

 0.11 
 0.13 
 0.17 
 0.16 
 0.15 
 0.16 

 0.15 
 0.16 
 0.21 
 0.20 
 0.16 
 0.17 

0* 
0 
7 

14 
21 
17 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg 
*before last treatment   
  

grain <0.01 <0.01 <0.01 <0.01 35 

straw  0.81  0.023  0.55  0.55 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole  
EC 200 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47
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ed
 

(f)  

13-2137 
13-2137-01 
Germany 
゜3・$8 ッ
dJe?j`9g 
2013 
 

Barley, 
spring 
Conchita 
 
 
 

1) 28.03.2013  
2) 14.06.2013 
 - 21.06.2013 
3) 15.08.2013 
 - 31.08.2013 
 
 
 

SPI 
SPI 

0.125 
0.125 

300 
300 
 
 

0.0417 
0.0417 
 
 

31.05.2013/0  
14.06.2013/14  
  
 

61 green 
material 

 0.018 
 0.024 
 0.044 
 0.059 
 0.053 
 0.039 
 0.038 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.36 
1.1 
1.1 

0.68 
0.39 
0.27 
0.25 

0* 
0 
7 

14 
21 
28 
35 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment   
  

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

35 
69 

straw  0.067 
 0.020 

<0.01 
<0.01 

0.43 
0.14 

35 
69 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole  
EC 200 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
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(f)  

13-2137 
13-2137-02 
Germany 
5gx4゜ ョ
ädr2oqö`z 
2013 
 

Barley, 
spring 
Grace 
 
 
 

1) 09.04.2013  
2) 17.06.2013 
 - 22.06.2013 
3) 15.08.2013 
 - 25.08.2013 
 
 
 

SPI 
SPI 

0.125 
0.125 

300 
400 
 
 

0.0417 
0.0313 
 
 

12.06.2013/0  
18.06.2013/6  
  
 

61 green 
material 

 0.013 
 0.013 
 0.030 
 0.032 
 0.029 
 0.024 
 0.013 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.57 
1.2 
0.62 
0.38 
0.27 
0.22 
0.12 

0* 
0 
7 

14 
21 
28 
42 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment   
  

grain <0.01 <0.01 0.061 68 

straw <0.01 <0.01 0.10 68 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 3- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole  
EC 200 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr

ox
y-

de
st
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o 

T
ot
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 r

es
id

ue
s 

ca
lc
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at

ed
 

(f)  

13-2158 
13-2158-01 
France, north 
b・7ö8 _däb?JPl/ 
2013 
 

Barley 
Esterel 
 
 
 

1) 02.10.2012  
3) 09.07.2013 
 
 
 

SPI 
SPI 

0.125 
0.125 

200 
200 
 
 

0.0625 
0.0625 
 
 

07.05.2013/0  
27.05.2013/20  
  
 

61 green 
material 

 0.044 
 0.044 
 0.065 
 0.059 
 0.058 
 0.039 
 0.048 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

0.33 
1.7 

0.69 
0.36 
0.32 
0.23 
0.27 

0* 
0 
7 

14 
21 
28 
31 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*before last treatment   
  

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

35 
43 

straw  0.034 
 0.092 

<0.01 
<0.01 

0.18 
0.46 

35 
43 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole  
EC 200 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr

ox
y-

de
st

hi
o 

T
ot

al
 r
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ue
s 

ca
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at

ed
 

(f)  

13-2158 
13-2158-02 
France, north 
k3k・k ョ? 
R8ä7jtäz qc ソj゜
c5ä0v 
2013 
 

Barley, 
spring 
Sébastian 
 
 
 

1) 21.02.2013  
3) 23.07.2013 
 
 
 

SPI 
SPI 

0.133 
0.135 

212.7 
216.7 
 
 

0.0625 
0.0623 
 
 

03.06.2013/0  
18.06.2013/15  
  
 

 green 
material 

 0.078 
 0.091 
 0.10 
 0.082 
 0.065 
 0.077 

<0.01 
<0.01 
<0.01 
 0.010 
 0.010 
<0.01 

0.69 
1.3 
1.2 

0.95 
0.80 
0.87 

0* 
0 
7 

14 
21 
17 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*before last treatment   
  

grain <0.01 <0.01 <0.06 35 

straw  0.23  0.042 2.2 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Barley EU foliar spray residue trials – southern EU 
 

Fluoxastrobin & prothioconazole EC 200 in/on barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage 
at last 

treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2014/00 
R 2000 0157/6 
0157-00 
Italy 
I-$p_u5 D24j :x5(Ta 
2000 
 

Barley 
Ganora 
 
 
 
 

1) 08.11.1999  
2) 04.05.2000 
 - 08.05.2000 
3) 24.06.2000 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04170 
0.04170 
 
 
 

21.04.2000/0  
04.05.2000/13  
  
  
 

61 ear  0.02 
 2.0 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.56 
 1.7 

0* 
0 

(h) 0.05 mg/kg 
 *before last application  

straw  0.14 
 0.11 

35 
55 

  

grain <0.01 
 0.02 

35 
55 

(h) 0.01 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage 
at last 

treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2014/00 
R 2000 0158/4 
0158-00 
France, south 
F-ö§qg1 Pejj7 cjSo 
ä:J gz7Jッ2゚000 
 

Barley, 
winter 
Univer 
 
 
 
 

1) 20.10.1999  
2) 01.05.2000 
 - 07.05.2000 
3) 07.06.2000 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04170 
0.04170 
 
 
 

19.04.2000/0  
03.05.2000/14  
  
  
 

61 ear <0.01 
 2.9 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.55 
 1.4 

0* 
0 

(h) 0.05 mg/kg 
 *before last application  

straw  0.14 35   

grain  0.01 35 (h) 0.01 mg/kg  

RA-2014/00 
R 2000 0159/2 
0159-00 
France, south 
F-ö5_uy ヸcJ (zロ
ojä-2゚000 
 

Barley, 
winter 
Pastoral 
 
 
 
 

1) 04.11.1999  
2) 03.05.2000 
 - 12.05.2000 
3) 23.06.2000 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

280 
300 
 
 
 

0.04460 
0.04170 
 
 
 

17.04.2000/0  
05.05.2000/18  
  
  
 

61 ear <0.01 
 3.4 
 0.01 

0* 
0 

35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.24 
 1.0 
 0.10 

0* 
0 

35 

(h) 0.05 mg/kg 

 *before last application  
straw  0.05 49   

grain <0.01 49 (h) 0.01 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Tebuconazole & prothioconazole EC 250 in/on spring barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 125 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 250 EC  Other a.s. in formulation (common name 

and content) 
: tebuconazole 125 g/L  

Commercial product   (name) : JAU 6476 & HWG 1608 EC 250  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage 
at last 

treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2104/02 
R 2002 0530/9 
0530-02 
Italy 
I-・gyü* e Ü:üf゛
2002 
 

Barley, 
spring 
Pandas 
 
 
 
 

1) 26.02.2002  
2) 29.05.2002 
 - 06.06.2002 
3) 30.06.2002 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04163 
0.04163 
 
 
 

29.04.2002/0  
21.05.2002/22  
  
  
 

59 ear  1.5 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of plant  0.85 0 (h) 0.05 mg/kg  

grain <0.01 
<0.01 

35<< 
41 

(h) 0.01 mg/kg  

straw  0.08 
 0.08 

35<< 
41 

(h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 125 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 250 EC  Other a.s. in formulation (common name 

and content) 
: tebuconazole 125 g/L  

Commercial product   (name) : JAU 6476 & HWG 1608 EC 250  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage 
at last 

treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2104/02 
R 2002 0542/2 
0542-02 
Italy 
I-*6v$_ ?・tF1c4 
Spe§゚̀ヂjh-2002 

Barley, 
spring 
Klaxon 
 
 

1) 03.03.2002  
2) 30.05.2002 
 - 06.06.2002 
3) 18.07.2002 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04163 
0.04163 
 
 
 

20.05.2002/0  
10.06.2002/21  
  
  
 

75 ear  0.86 
 0.03 

0 
35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 1.1 
 0.13 

0 
35<< 

(h) 0.05 mg/kg 
  

grain  0.01 42 (h) 0.01 mg/kg  
straw  0.24 42 (h) 0.05 mg/kg  

RA-2104/02 
R 2002 0544/9 
0544-02 
Spain 
E-゛qkh7 t゛Rä/ア
8/ 'ご8・`z// 2002 
 

Barley, 
spring 
Grafit 
 
 
 
 

1) 04.11.2001  
3) 15.06.2002 
 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 
 

0.04163 
0.04163 
 
 
 

18.04.2002/0  
02.05.2002/14  
  
  
 

55 ear  1.5 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 2.2 0 (h) 0.05 mg/kg 
  

grain  0.01 
<0.01 

35<< 
42 

(h) 0.01 mg/kg 
  

straw  1.2 
 1.2 

35<< 
42 

(h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Fluoxastrobin & prothioconazole & trifloxystrobin EC 300 in/on barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage 
at last 

treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2017/03 
R 2003 0132/4 
0132-03 
France, south 
F-y$o゛ö zJ!Ö?t?ヸ
)o!2゙003 
 

Barley 
Print 
 
 
 
 

1) 25.02.2003  
2) 23.05.2003 
 - 02.06.2003 
3) 30.06.2003 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.04995 
0.04995 
 
 
 

13.05.2003/0  
26.05.2003/13  
  
  
 

55-65 rest of 
plant 

 0.67 
 2.1 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg 

ear  0.05 
 1.3 

0* 
0 

(h) 0.01 mg/kg 
*before last application 

grain <0.01 35<<   

straw  0.62 35<< (h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage 
at last 

treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2017/03 
R 2003 0253/3 
0253-03 
Italy 
I-ybdhd ッ8ä゛?゚
?x2003 
 

Barley 
Aliseo 
 
 
 
 

1) 30.10.2002  
2) 05.05.2003 
 - 15.05.2003 
3) 09.06.2003 
 - 20.06.2003 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.04995 
0.04995 
 
 
 

17.04.2003/0  
05.05.2003/18  
  
  
 

61 rest of 
plant 

 0.19 
 0.74 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear <0.01 
 2.4 

0* 
0 

(h) 0.01 mg/kg 
*before last application  

grain <0.01 
<0.01 

35<< 
45 

  

straw <0.05 
 0.05 

35<< 
45 

(h) 0.05 mg/kg 
  

RA-2017/03 
R 2003 0254/1 
0254-03 
Spain 
E-ü_1§8 Xatuäe? 
2002 
 

Barley 
Hispanic 
 
 
 
 

1) 20.11.2002  
2) 23.04.2003 
 - 10.05.2003 
3) 01.07.2003 
 
 
 
 

SPI 
SPI 

0.1500 
0.1598 

300 
320 
 
 
 

0.04995 
0.04995 
 
 
 

08.04.2003/0  
23.04.2003/15  
  
  
 

61 rest of 
plant 

 0.30 
 1.5 
 0.21 

0* 
0 

35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear  0.02 
 2.6 
 0.03 

0* 
0 

35<< 

(h) 0.01 mg/kg 
*before last application  

grain <0.01 69   
straw  0.31 69 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage 
at last 

treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2017/03 
R 2003 0256/8 
0256-03 
Italy 
I-g5゛ö7 *8うiv゛? 
2003 
 

Barley 
Sonora 
 
 
 
 

1) 18.12.2002  
2) 15.05.2003 
 - 20.05.2003 
3) 20.06.2003 
 - 25.06.2003 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.04995 
0.04995 
 
 
 

30.04.2003/0  
16.05.2003/16  
  
  
 

61 rest of plant  0.20 
 4.2 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear <0.01 
 3.5 

0* 
0 

(h) 0.01 mg/kg 
*before last application  

grain <0.01 
<0.01 

35<< 
40 

  

straw  0.10 
 0.14 

35<< 
40 

(h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Prothioconazole & trifloxystrobin SC325 in/on barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 175 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 325 SC  Other a.s. in formulation (common name 

and content) 
: trifloxystrobin 150 g/L  

Commercial product   (name) : JAU 6476 & CGA 279202 SC 325  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2107/03 
R 2003 0940/6 
0940-03 
France, south 
F-5x9g゛ Jァä Kヷ
`aJ 
2003 
 

Barley 
Esterel 
 
 
 
 

1) 13.11.2002  
2) 12.05.2003 
 - 19.05.2003 
3) 27.06.2003 
 
 
 
 

SPI 
SPI 

0.1750 
0.1750 

300 
300 
 
 
 

0.05828 
0.05828 
 
 
 

29.04.2003/0  
12.05.2003/13  
  
  
 

61 ear  3.6 
 0.02 

0 
35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.94 
 0.09 

0 
35<< 

(h) 0.05 mg/kg 
  

grain <0.01 44 (h) 0.01 mg/kg  
straw  0.10 44 (h) 0.05 mg/kg  

RA-2107/03 
R 2003 0977/5 
0977-03 
Italy 
I-y*7・p bz゜3eッc 
2003 

Barley 
Aliseo 
 
 
 
 

1) 30.10.2002  
2) 05.05.2003 
 - 15.05.2003 
3) 09.06.2003 
 - 20.06.2003 
 
 

SPI 
SPI 

0.1750 
0.1750 

300 
300 
 
 
 

0.05828 
0.05828 
 
 
 

24.04.2003/0  
06.05.2003/12  

61 ear  3.0 
 0.02 

0 
35<< 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.96 
 0.08 

0 
35<< 

(h) 0.05 mg/kg 
  

grain <0.01 44 (h) 0.01 mg/kg  
straw  0.06 44 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 175 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 325 SC  Other a.s. in formulation (common name 

and content) 
: trifloxystrobin 150 g/L  

Commercial product   (name) : JAU 6476 & CGA 279202 SC 325  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2107/03 
R 2003 0978/3 
0978-03 
Spain 
E-・hk8b ッc::ヷ
üöi ロfvb゙'a:j2003 
 

Barley 
Hispania 
 
 
 
 

1) 25.10.2002  
2) 24.04.2003 
 - 02.05.2003 
3) 15.06.2003 
 
 
 
 

SPI 
SPI 

0.1750 
0.1750 

300 
300 
 
 
 

0.05828 
0.05828 
 
 
 

22.04.2003/0  
29.04.2003/7  
  
  
 

69 ear  2.3 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 4.3 0 (h) 0.05 mg/kg 
  

grain  0.03 34 (h) 0.01 mg/kg  
straw  2.5 

 1.3 
34 
42 

(h) 0.05 mg/kg  

RA-2107/03 
R 2003 0979/1 
0979-03 
Greece 
GR-x*26o 
Q:jö`dhoJ 
2003 
 

Barley 
Scarlet 
 
 
 
 

1) 22.11.2002  
2) 15.05.2003 
 - 22.05.2003 
3) 21.06.2003 
 
 
 
 

SPI 
SPI 

0.1750 
0.1750 

300 
300 
 
 
 

0.05828 
0.05828 
 
 
 

02.05.2003/0  
15.05.2003/13  
  
  
 

61 ear  1.3 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 2.8 0 (h) 0.05 mg/kg 
  

grain <0.01 35<< (h) 0.01 mg/kg  
straw  1.1 35<< (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

JAU 6476 (prothioconazole) & HWG 1608 (tebuconazole) & KWG 4168 (spiroxamine) EC450 in/on winter barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 450 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 250 g/L 

tebuconazole 100 g/L  
Commercial product   (name) : JAU 6476 & KWG 4168 & HWG 1608 EC 450  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2572/05 
R 2005 0468/3 
0468-05 
France, south 
F-8qy29 wッPッロ
LKA 
FuzB_If§uaarjä -゙
H'zä・I2005 

Barley, 
winter 
BARAKA 
 
 
 

1) 25.10.2004  
2) 22.04.2005 
 - 04.05.2005 
3) 22.06.2005 
 - 23.06.2005 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 

0.04170 
0.04170 
 
 

14.04.2005/0  
22.04.2005/8  
  
 

61 green 
material 

 0.06 
 2.1 
 0.06 
 0.05 

0* 
0 

28 
35 

(c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg 
 *before last treatment 

grain <0.01 61 (h) 0.01 mg/kg 
  

straw  0.19 61 (h) 0.05 mg/kg 

RA-2572/05 
R 2005 0469/1 
0469-05 
Spain 
E-x$22h Kjozヷ
yit?J rッi?i゜?6cI 
2005 

Barley, 
winter 
Graphic 
 
 
 

1) 20.01.2005  
2) 10.05.2005 
 - 25.05.2005 
3) 01.07.2005 
 - 10.07.2005 
 
 
 

SPI 
SPI 

0.1250 
0.1250 

300 
300 
 
 

0.04170 
0.04170 
 
 

02.05.2005/0  
11.05.2005/9  
  
 

59 green 
material 

 2.4 0 (c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg  

grain <0.01 
<0.01 

35 
49 

(h) 0.01 mg/kg 
  

straw  1.6 
 1.2 

35 
49 

(h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

BYF 00587 (bixafen) & JAU 6476 (prothioconazole) EC225 in/on spring and winter barley 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2329/06 
R 2006 0461/0 
0461-06 
France, south 
F-odöx9 Ö?vöäd`9ä 
ü9 S3jid1 F_/nッn8c
ft1`e(ziJ`2006 

Barley, 
spring 
Scarlett 
 
 
 

1) 03.02.2006  
2) 03.06.2006 
 - 07.06.2006 
3) 01.07.2006 
 - 07.07.2006 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.04995 
0.04995 
 
 

11.05.2006/0  
03.06.2006/23  
  
 

61 green 
material 

 0.38 
 1.3 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  

straw  1.0 34 

grain  0.01 34 

RA-2329/06 
R 2006 0462/9 
0462-06 
Italy 
I-0$647 Rb4zk9i6 
d!wcälpr2゙006  

Barley, 
winter 
Margiory 
 
 
 

1) 10.11.2005  
2) 06.05.2006 
 - 16.05.2006 
3) 15.06.2006 
 - 30.06.2006 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.04995 
0.04995 
 
 

24.04.2006/0  
03.05.2006/9  
  
 

61 green 
material 

 0.53 
 1.7 
 1.2 
 0.57 
 0.36 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  

straw  0.64 
 0.56 

35 
43 

grain  0.01 
 0.02 

35 
43 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2329/06 
R 2006 0463/7 
0463-06 
Spain 
E-3§gnu Zi*ä(d? ) 
ゝäJ S?yJaJö9z 4?i 
どääijJ ッ?_5z!-i?/ 
2006 

Barley, 
winter 
GRAPHIC 
 
 
 

1) 20.12.2005  
2) 20.04.2006 
 - 30.04.2006 
3) 20.06.2006 
 - 30.06.2006 
 
 
 

SPI 
SPI 

0.1605 
0.1500 

321 
300 
 
 

0.04995 
0.04995 
 
 

05.04.2006/0  
26.04.2006/21  
  
 

61 green 
material 

 0.38 
 1.3 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application 
1st application 7% overdosed  
  
  

straw  0.67 
 0.79 

35 
48 

grain <0.01 
<0.01 

35 
48 

RA-2329/06 
R 2006 0464/5 
0464-06 
Portugal 
P-$30§1!_g れ
I7$jä/?J ぃt:?1`yäi c 
AzJia!2゚006  

Barley, 
winter 
Scarlet 
 
 
 

1) 19.12.2005  
2) 25.04.2006 
 - 07.05.2006 
3) 06.06.2006 
 - 10.06.2006 
 
 
 

SPI 
SPI 

0.1605 
0.1500 

321 
300 
 
 

0.04995 
0.04995 
 
 

30.03.2006/0  
26.04.2006/27  
  
 

61 green 
material 

 0.02 
 0.88 
 0.26 
 0.12 
 0.15 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  

straw  0.32 
 0.33 

35 
43 

grain  0.01 
 0.01 

35 
43 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & prothioconazole & spiroxamine EC 400 in/on spring and winter barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2043/07 
R 2007 0530/1 
0530-07 
Italy 
I-0$oöv :_$*ぃxä 
rT&:ä:: ! ぉd*0e?- 
2007 

Barley, 
spring 
Tunica 
 
 

1) 28.05.2007  
2) 15.07.2007 
 - 25.07.2007 
3) 10.09.2007 
 - 20.09.2007 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.05000 
0.05000 
 
 

12.07.2007/0  
20.07.2007/8  
  
 

61 green 
material 

 0.38 
 2.0 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last applicatopn  
  
  

straw  0.14 
 0.04 

39 
55 

grain <0.01 
<0.01 

39 
55 

RA-2043/07 
R 2007 0451/8 
0451-07 
France, south 
F-0p゛g_ ぉdJo?)z 
S2j8(ぃ1a7zJI:$ä):r 
2007 

Barley, 
winter 
Esterel 
 
 

1) 12.10.2006  
2) 24.04.2007 
 - 02.05.2007 
3) 13.06.2007 
 - 26.06.2007 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.05000 
0.05000 
 
 
 

10.04.2007/0  
24.04.2007/14   
  
  
 

61 green 
material 

 0.34 
 0.97 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  
  
  

ear  0.01 35 

rest of plant  0.33 35 

straw  0.09 58 
grain <0.01 58 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2043/07 
R 2007 0452/6 
0452-07 
Spain 
E-$3゜9u JzÄ9゜  
P6/:cc/ -85lcど゚
ctb?!2007 

Barley, 
winter 
County R2 
 
 
 

1) 01.12.2006  
2) 23.04.2007 
 - 30.04.2007 
3) 01.06.2007 
 - 10.07.2007 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.05000 
0.05000 
 
 

03.04.2007/0  
23.04.2007/20  
  
 

61 green 
material 

 0.15 
 1.8 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  

straw  0.65 
 0.69 

36 
42 

grain  0.01 
 0.01 

36 
42 

RA-2043/07 
R 2007 0532/8 
0532-07 
Portugal 
P-o゛g37*ru 
Fc7jäfäに !う/att$eu 
z QJ-zia 2007 

Barley, 
winter 
Scarlet 
 
 
 

1) 09.02.2007  
2) 05.05.2007 
 - 15.05.2007 
3) 10.06.2007 
 - 15.06.2007 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.05000 
0.05000 
 
 

17.04.2007/0  
07.05.2007/20  
  
 

61 green 
material 

 0.12 
 0.95 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  

straw  0.67 35 

grain <0.01 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & fluoxastrobin & prothioconazole EC 190 in/on barley 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 

JA
U

 6
47

6-
al

ph
a-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
3-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
4-

hy
dr

ox
y-

de
st

hi
o (f)  

10-2206 
10-2206-01 
France, south 
bu19x l:$B゚$ど
yveähpözJ ご/z§J 
2010 

Barley 
Ketos 

1) 05.10.2009  
2) 11.05.2010 
 - 20.05.2010 
3) 01.07.2010 
 - 27.07.2010 
 

SPI 
SPI 

0.15 
0.15 

300 
300 
 
 

0.050 
0.050 
 
 

27.04.2010/0  
12.05.2010/15  
  
 

61 green 
material 

0.45 
1.7 

<0.01 
<0.01 

0.06 
0.05 

0.10 
0.09 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
*day before last treatment   

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

34 
47 

straw 0.25 
0.33 

<0.01 
<0.01 

0.16 
<0.01 

0.22 
0.02 

34 
47 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi
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10-2206-02 
Italy 
57öh・ :zcFei 
F4$tä/ ぐ-X` 
2010  

Barley 
Ketos 

1) 05.10.2009  
2) 02.05.2010 
 - 10.05.2010 
3) 10.06.2010 
 - 30.06.2010 
 

SPI 
SPI 

0.15 
0.15 

400 
400 
 
 

0.038 
0.038 
 
 

19.04.2010/0  
03.05.2010/14  
  
 

61 green 
material 

0.15 
1.5 

<0.01 
<0.01 

0.03 
0.04 

0.05 
0.06 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg 
*day before last treatment   

grain <0.01 <0.01 <0.01 <0.01 52 

straw <0.01 <0.01 0.12 0.21 52 

  

bayerj Bayer CropScience

  
  

  
  

  
  

  
   T

hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 367 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-
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dr

ox
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st

hi
o 

JA
U
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47
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(f)  

10-2206 
10-2206-01 
France, south 
püqbb a/1_B4öJ
ソ8/*c§゙z OtüäJ 
2010  

Barley 
Ketos 

1) 05.10.2009  
2) 11.05.2010 
 - 20.05.2010 
3) 01.07.2010 
 - 27.07.2010 
 

SPI 
SPI 

0.15 
0.15 

300 
300 
 
 

0.050 
0.050 
 
 

27.04.2010/0  
12.05.2010/15  
  
 

61 green 
material 

 0.05 
 0.05 

<0.01 
<0.01 

0.68 
1.9 

0* 
0 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment    

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

34 
47 

straw  0.10 
 0.01 

<0.01 
<0.01 

0.75 
0.39 

34 
47 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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(f)  

10-2206 
10-2206-02 
Italy 
゛b$v゛ c:?Slä 
Fc3/0t `A(う 
2010  

Barley 
Ketos 

1) 05.10.2009  
2) 02.05.2010 
 - 10.05.2010 
3) 10.06.2010 
 - 30.06.2010 
 

SPI 
SPI 

0.15 
0.15 

400 
400 
 
 

0.038 
0.038 
 
 

19.04.2010/0  
03.05.2010/14  
  
 

61 green 
material 

 0.03 
 0.03 

<0.01 
<0.01 

0.28 
1.7 

0* 
0 

(c) SPI:Spraying 
(g) 00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment  

grain <0.01 <0.01 <0.06 52 

straw  0.10 <0.01 0.46 52 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Fluoxastrobin & prothioconazole EC 150 in/on winter barley 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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U
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47
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o (f)  

11-2111 
11-2111-01 
France, south 
$§゛37 cッ?h7 _? 
gyEyv9 2011 

Barley, 
winter 
Ketos 

1) 14.10.2010  
2) 26.04.2011 
 - 05.05.2011 
3) 17.06.2011 
 - 27.06.2011 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

13.04.2011/0  
27.04.2011/14  
  
 

61 green 
material 

0.79 
2.0 
1.4 
0.97 
0.49 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

 0.057 
 0.052 
 0.10 
 0.14 
 0.15 

 0.096 
 0.086 
 0.14 
 0.21 
 0.18 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
0*: c=0.051 mg/kg for JAU 
6476-desthio 
*day before last treatment 

  

bayerj Bayer CropScience

  
  

  
  

  
  

  
   T

hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 370 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A (continued)    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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o (f)  

11-2111 
11-2111-01 
(continued) 

Barley, 
winter 
Ketos 

1) 14.10.2010  
2) 26.04.2011 
 - 05.05.2011 
3) 17.06.2011 
 - 27.06.2011 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

13.04.2011/0  
27.04.2011/14  
  
 

61 grain** 0.014 <0.01 <0.01 <0.01 51 **samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 

straw** 1.7  0.016  0.45  0.68 51 day 51: c=0.021 mg/kg for 
JAU 6476-desthio  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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U

 6
47

6-
de

st
hi

o 

JA
U

 6
47

6-
al

ph
a-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
3-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
4-

hy
dr

ox
y-

de
st

hi
o (f)  

11-2111 
11-2111-02 
France, south 
8kbuy zU)kq7aq 
2011 
 

Barley, 
winter 
Campanil 

1) 20.10.2010  
2) 26.04.2011 
 - 05.05.2011 
3) 15.06.2011 
 - 30.06.2011 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

14.04.2011/0  
27.04.2011/13  
  
 

61 green 
material 

 1.9 
 0.36 

<0.01 
<0.01 

 0.051 
 0.14 

 0.079 
 0.19 

0 
22 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
day 0: c=0.013 mg/kg for JAU 
6476-desthio  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- A (continued)    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U
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11-2111 
11-2111-02 
(continued) 

Barley, 
winter 
Campanil 

1) 20.10.2010  
2) 26.04.2011 
 - 05.05.2011 
3) 15.06.2011 
 - 30.06.2011 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

14.04.2011/0  
27.04.2011/13  
  
 

61 grain*  0.01 <0.01 <0.01 <0.01 55 *samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 

straw*  0.54  0.015  0.16  0.32 55 day 55: c=0.014 mg/kg for JAU 
6476-desthio 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 3- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
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11-2111 
11-2111-03 
Italy 
k5530 5üeぃ0i8 
2011 
 

Barley, 
winter 
Lutece 

1) 15.10.2010  
2) 19.04.2011 
 - 26.04.2011 
3) 20.06.2011 
 - 30.06.2011 
 

SPI 
SPI 

0.175 
0.175 

400 
400 
 
 

0.0438 
0.0438 
 
 

08.04.2011/0  
21.04.2011/13  
  
 

65 green 
material 

 0.82 
 1.8 
 1.6 
 0.74 
 0.51 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

 0.044 
 0.050 
 0.085 
 0.12 
 0.16 

 0.060 
 0.063 
 0.11 
 0.15 
 0.19 

0* 
0 
7 
14 
28 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg 
**samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 
*day before last treatment    

grain** <0.01 <0.01 <0.01 <0.01 63 

straw**  0.34 <0.01  0.15  0.21 63 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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11-2111 
11-2111-04 
Italy 
6p7・$ JuzfjöKäj 
tn zcぐ?`2゙011 

Barley, 
winter 
Ketos 

1) 18.10.2010  
2) 23.05.2011 
 - 30.05.2011 
3) 25.06.2011 
 - 30.06.2011 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

14.04.2011/0  
04.05.2011/20  
  
 

61 green 
material 

 3.0 
 1.1 

<0.01 
<0.01 

 0.096 
 0.23 

 0.13 
 0.23 

0 
13 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
*samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 

grain*  0.01 <0.01 <0.01 <0.01 43 

straw*  0.93  0.025  0.33  0.47 43 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 5- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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o (f)  

11-2111 
11-2111-05 
Spain 
x*9ux ?hcJBi 6? 
giヸ゙・v_j2011 

Barley, 
winter 
Graphic 

1) 15.12.2010  
2) 28.04.2011 
 - 03.05.2011 
3) 15.06.2011 
 - 15.07.2011 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

18.04.2011/0  
03.05.2011/15  
  
 

69 green 
material 

 2.4 
 1.1 

 0.015 
 0.022 

 0.052 
 0.10 

 0.060 
 0.11 

0 
10 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg 
*samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 

grain* <0.01 <0.01 <0.01 <0.01 49 

straw*  0.79  0.014  0.18  0.17 49 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-
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(f)  

11-2111 
11-2111-01 
France, south 
*oküg äc6ぃ4 bz 
・99ミ゙vg2011 

Barley, 
winter 
Ketos 

1) 14.10.2010  
2) 26.04.2011 
 - 05.05.2011 
3) 17.06.2011 
 - 27.06.2011 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

13.04.2011/0  
27.04.2011/14  
  
 

61 green 
material 

 0.050 
 0.046 
 0.088 
 0.11 
 0.072 

<0.01 
<0.01 
<0.01 
<0.01 
 0.01 

1.0 
2.2 
1.7 
1.5 

0.91 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
**samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 
*day before last treatment    

grain** <0.01 <0.01 0.064 51 

straw**  0.20  0.042 3.1 51 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
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(f)  

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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U
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(f)  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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U
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(f)  

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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(f)  

Barley, 
winter 
Campanil 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

14.04.2011/0  
27.04.2011/13  
  
 

61 green 
material 

 0.038 
 0.074 

<0.01 
<0.01 

2.1 
0.78 

0 
22 

grain* <0.01 <0.01 0.06 55 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
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(f)  

11-2111 
11-2111-02 
France, south 
31290 Gardouch 
2011 
 

1) 20.10.2010  
2) 26.04.2011 
 - 05.05.2011 
3) 15.06.2011 
 - 30.06.2011 
 

straw*  0.11 <0.01 1.2 55 (c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 
**day before last treatment    
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U
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(f)  

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 3- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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U
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(f)  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

bayerj Bayer CropScience
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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(f)  

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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(f)  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st
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o 

JA
U

 6
47

6-
6-
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dr
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y-
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T
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(f)  

11-2111 
11-2111-03 
Italy 
6゛gn7 /u7äぉü4 
2011 
 

Barley, 
winter 
Lutece 

1) 15.10.2010  
2) 19.04.2011 
 - 26.04.2011 
3) 20.06.2011 
 - 30.06.2011 
 

SPI 
SPI 

0.175 
0.175 

400 
400 
 
 

0.0438 
0.0438 
 
 

08.04.2011/0  
21.04.2011/13  
  
 

65 green 
material 

 0.047 
 0.056 
 0.077 
 0.10 
 0.12 

<0.01 
<0.01 
<0.01 
 0.011 
 0.011 

0.99 
2.0 
1.9 
1.1 
1.0 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
**samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 
*day before last treatment    

grain** <0.01 <0.01 <0.06 63 

straw**  0.15 <0.01 0.87 63 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr
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ed
 

(f)  

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 
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U

 6
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ed
 

(f)  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
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hy
dr
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(f)  

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 
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U

 6
47

6-
6-
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ox
y-
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o 

T
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s 

ca
lc

ul
at
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(f)  

Barley, 
winter 
Ketos 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

14.04.2011/0  
04.05.2011/20  
  
 

61 green 
material 

 0.072 
 0.13 

<0.01 
<0.01 

3.3 
1.7 

0 
13 

grain* <0.01 <0.01 0.06 43 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr

ox
y-

de
st
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o 

T
ot
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 r

es
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ue
s 

ca
lc
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at

ed
 

(f)  

11-2111 
11-2111-04 
Italy 
$y65* ÄJzIc:゜bl 
j* B?fz゙ä2011 

1) 18.10.2010  
2) 23.05.2011 
 - 30.05.2011 
3) 25.06.2011 
 - 30.06.2011 
 

straw*  0.19  0.018 2.0 43 (c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 5- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150 

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr

ox
y-

de
st
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(f)  

11-2111 
11-2111-05 
Spain 
゜9bvo Bz゛zJt 
?* ヸ§8:q2: 
2011 

Barley, 
winter 
Graphic 

1) 15.12.2010  
2) 28.04.2011 
 - 03.05.2011 
3) 15.06.2011 
 - 15.07.2011 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

18.04.2011/0  
03.05.2011/15  
  
 

69 green 
material 

 0.040 
 0.069 

<0.01 
<0.01 

2.6 
1.4 

0 
10 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*samples have been analysed 
twice (examination and reserve 
sample). The mean value of 
both measurements is reported. 

grain* <0.01 <0.01 <0.06 49 

straw*  0.079 <0.01 1.2 49 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Wheat EU foliar spray residue trials – northern EU 
 

Fluoxastrobin & prothioconazole EC 200 in/on winter wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2011/00 
R 2000 0144/4 
0144-00 
Sweden 
S-1o2üu 
z))y/y8F/eJ! 
2000 

Wheat, 
winter 
Tarso 
 
 
 
 

1) 25.09.1999  
2) 09.06.2000 
 - 17.06.2000 
3) 14.08.2000 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.05000 
0.05000 
 
 
 

26.05.2000/0  
14.06.2000/19  
  
  
 

65-69 ear  0.09 
 1.3 
 0.04 

-1 
0 

35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.10 
 0.74 
 0.08 

-1 
0 

35 

(h) 0.05 mg/kg 
  

straw  0.07 61   

grain <0.01 61 (h) 0.01 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2011/00 
R 2000 0145/2 
0145-00 
France, north 
F-k$k゜2 
Üäfaa`g?tcJ 
2000 
 

Wheat, 
winter 
Shango 
 
 
 
 

1) 06.10.1999  
2) 30.05.2000 
 - 14.06.2000 
3) 01.08.2000 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.05000 
0.05000 
 
 
 

26.05.2000/0  
14.06.2000/19  
  
  
 

69 ear  0.04 
 0.54 
 0.02 

0* 
0 

35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

<0.05 
 0.67 
 0.10 

0* 
0 

35 

(h) 0.05 mg/kg 
  
*days before last treatment 

straw  0.09 48   

grain <0.01 48 (h) 0.01 mg/kg  

  

bayerj Bayer CropScience

  
  

  
  

  
  

  
   T

hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 392 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2011/00 
R 2000 0146/0 
0146-00 
United Kingdom 
GB--Spg yFw. ァ
ü6i3・-J. ッ$-k ,Fj 
Tア297xJ ZPF!ロ( 
2000 
 

Wheat, 
winter 
Abbot 
 
 
 
 

1) 18.10.1999  
2) 06.06.2000 
 - 13.06.2000 
3) 11.08.2000 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.05000 
0.05000 
 
 
 

26.05.2000/0  
14.06.2000/19  
  
  
 

69 ear  0.01 
 0.60 
 0.02 

0* 
0 

35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

<0.05 
 0.93 
 0.07 

0* 
0 

35 

(h) 0.05 mg/kg 
  
*days before last treatment 

straw  0.11 58   

grain <0.01 58 (h) 0.01 mg/kg 

RA-2011/00 
R 2000 0147/9 
0147-00 
Germany 
D-k3ööv 3!zz/.RJ*b 
ロcJp1J3h`z: ?z 
Q6!102000 
 

Wheat, 
winter 
Flair 
 
 
 
 

1) 20.10.1999  
2) 02.06.2000 
 - 06.06.2000 
3) 02.08.2000 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.05000 
0.05000 
 
 
 

15.05.2000/0  
21.06.2000/37  
  
  
 

81 ear <0.01 
 0.70 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

<0.05 
 1.1 

0* 
0 

(h) 0.05 mg/kg 
 *days before last treatment 

straw <0.05 
 0.05 

35 
42 

  

grain <0.01 
<0.01 

35 
42 

(h) 0.01 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Prothioconazole & spiroxamine EC 460 in/on spring wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 160 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 460 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 300 g/L  

Commercial product   (name) : JAU 6476 & KWG 4168 EC 460  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2092/00 
R 2000 0081/2 
0081-00 
United Kingdom 
GB-oüfF nV.F 
ZhJyü.・Ii ぐ9)x P:, 
゜*6Jョ4 Ärミ
SP( 
2000 
 

Wheat, 
spring 
Chablis 
 
 
 
 

1) 23.03.2000  
2) 18.06.2000 
 - 28.06.2000 
3) 23.08.2000 
 
 
 
 

SPI 
SPI 

0.2000 
0.2000 

300 
300 
 
 
 

0.06672 
0.06672 
 
 
 

22.05.2000/0  
28.06.2000/37  
  
  
 

69 ear  1.1 
 0.03 
 0.02 

0 
28 
35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 2.2 
 0.08 
 0.06 

0 
28 
35 

(h) 0.05 mg/kg 
  

grain <0.01 
<0.01 

42 
56 

(h) 0.01 mg/kg  

straw  0.06 
 0.06 

42 
56 

(h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 160 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 460 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 300 g/L  

Commercial product   (name) : JAU 6476 & KWG 4168 EC 460  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2092/00 
R 2000 0430/3 
0430-00 
Germany 
D-$゛0kv J2?lxッ
ü)ä )ä)y59/NJeJ7 K- 
7a0zh-2000 
 

Wheat, 
spring 
Lavett 
 
 
 
 

1) 23.03.2000  
2) 15.06.2000 
 - 18.06.2000 
3) 16.08.2000 
 
 
 
 

SPI 
SPI 

0.2000 
0.2000 

300 
300 
 
 
 

0.06672 
0.06672 
 
 
 

26.05.2000/0  
19.06.2000/24  
  
  
 

69 ear  1.7 
 0.06 
 0.04 
 0.04 

0 
28 
35 
42 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg 
  

rest of 
plant 

 2.4 
 0.05 
 0.06 
<0.05 

0 
28 
35 
42 

(h) 0.05 mg/kg 
  

grain <0.01 58 (h) 0.01 mg/kg  

straw  0.07 58 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 160 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 460 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 300 g/L  

Commercial product   (name) : JAU 6476 & KWG 4168 EC 460  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2092/00 
R 2000 0431/1 
0431-00 
Germany 
D-dö86q ゜?みuqt 
e)9b!ァc?kz!` 2000 
 

Wheat, 
spring 
Lavett 
 
 
 
 

1) 23.03.2000  
2) 10.06.2000 
 - 15.06.2000 
3) 31.07.2000 
 
 
 
 

SPI 
SPI 

0.2000 
0.2000 

300 
300 
 
 
 

0.06672 
0.06672 
 
 
 

16.05.2000/0  
15.06.2000/30  
  
  
 

69 ear  1.5 
 0.10 
 0.07 

0 
28 
35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 2.9 
 0.39 
 0.36 

0 
28 
35 

(h) 0.05 mg/kg 
  

grain <0.01 
<0.01 

41 
49 

(h) 0.01 mg/kg 
  

straw  0.28 
 0.14 

41 
49 

(h) 0.05 mg/kg 
  

RA-2092/00 
R 2000 0433/8 
0433-00 
France, north 
F-üü1§6 P)Jdaz Tロ
(eaho'9?8a 2000 
 

Wheat, 
spring 
Furio 
 
 
 
 

1) 10.03.2000  
2) 23.06.2000 
 - 06.07.2000 
3) 17.08.2000 
 
 
 
 

SPI 
SPI 

0.2000 
0.2000 

300 
300 
 
 
 

0.06672 
0.06672 
 
 
 

16.05.2000/0  
06.07.2000/51  
  
  
 

69 ear  0.92 
 0.04 

0 
28 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 1.9 
 0.06 

0 
28 

(h) 0.05 mg/kg  

grain <0.01 
<0.01 

35 
42 

(h) 0.01 mg/kg 
  

straw  0.06 
 0.06 

35 
42 

(h) 0.05 mg/kg 
  

bayerj Bayer CropScience
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Fluoxastrobin & prothioconazole & trifloxystrobin EC 300 in/on wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2018/03 
R 2003 0133/2 
0133-03 
Germany 
D-゜・y$o a-
:I?ÜJ29゜ 
2003 
 

Wheat 
Magnus 
 
 
 
 

1) 23.10.2002  
2) 05.06.2003 
 - 16.06.2003 
3) 15.08.2003 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.04995 
0.04995 
 
 
 

26.05.2003/0  
12.06.2003/17  
  
  
 

69 rest of 
plant 

<0.05 
 2.2 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg 
  

ear <0.01 
 1.0 

0* 
0 

(h) 0.01 mg/kg 
*: before last application 

grain <0.01 35<<   

straw  0.06 35<< (h) 0.05 mg/kg 
  

  

bayerj Bayer CropScience
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2018/03 
R 2003 0249/5 
0249-03 
Germany 
D-kü゛vp c-!W/ 
Kafg(Jjca・c$In 
2003 
 

Wheat 
Winnetou 
 
 
 
 

1) 10.10.2002  
2) 29.05.2003 
 - 08.06.2003 
3) 22.07.2003 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.04995 
0.04995 
 
 
 

23.05.2003/0  
04.06.2003/12  
  
  
 

69 rest of 
plant 

 0.06 
 0.65 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg 
  

ear  0.04 
 0.62 

0* 
0 

(h) 0.01 mg/kg 
*: before last application 

grain <0.01 
<0.01 

35<< 
46 

  

straw  0.05 
 0.05 

35<< 
46 

(h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Prothioconazole & trifloxystrobin SC325 in/on soft wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 175 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 325 SC  Other a.s. in formulation (common name 

and content) 
: trifloxystrobin 150 g/L  

Commercial product   (name) : JAU 6476 & CGA 279202 SC 325  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2108/03 
R 2003 0941/4 
0941-03 
France, north 
F-khpxx zE L$:t ?5 
Äz/gd 
2003 
 

Wheat, soft 
Tremie 
 
 
 
 

1) 30.10.2002  
2) 30.05.2003 
 - 11.06.2003 
3) 18.07.2003 
 
 
 
 

SPI 
SPI 

0.1750 
0.1750 

300 
300 
 
 
 

0.05828 
0.05828 
 
 
 

14.05.2003/0  
11.06.2003/28  
  
  
 

69 ear  0.32 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.70 0 (h) 0.05 mg/kg 
  

grain <0.01 37 (h) 0.01 mg/kg  

straw  0.09 37 (h) 0.05 mg/kg  

RA-2108/03 
R 2003 0980/5 
üy2f゛ /lä03§ソ゜ 
Öl・ Äッ(50pkB
み OSo R!$j?z?l)゙
2003 
 

Wheat, soft 
Claire 
 
 
 
 

1) 05.10.2002  
2) 16.06.2003 
 - 29.06.2003 
3) 11.08.2003 
 
 
 
 

SPI 
SPI 

0.1750 
0.1750 

300 
300 
 
 
 

0.05828 
0.05828 
 
 
 

05.06.2003/0  
04.07.2003/29  
  
  
 

71 ear  0.25 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 1.0 0 (h) 0.05 mg/kg 
  

grain  0.02 34 (h) 0.01 mg/kg  

straw  0.79 34 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Prothioconazole & trifloxystrobin SC 263 in/on winter wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 175 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 263 SC  Other a.s. in formulation (common name 

and content) 
: trifloxystrobin 88 g/L  

Commercial product   (name) : JAU 6476 + CGA 279202 SC 263  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2575/05 
R 2005 0028/9 
0028-05 
France, north 
F-o60$g AぉどYッ

うÄみH Pごぃ ッ
fVYァ (Centre) 
2005 

Wheat, 
winter 
APACHE 
 
 
 

1) 14.10.2004  
2) 20.05.2005 
 - 30.05.2005 
3) 13.07.2005 
 
 
 

SPI 
SPI 

0.1995 
0.1995 

300 
300 
 
 

0.06650 
0.06650 
 
 

12.05.2005/0  
30.05.2005/18  
  
 

69 green 
material 

 0.06 
 0.62 
 0.28 
 0.10 

0* 
0 

28 
35 

(c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg 
 *: before last application 

grain <0.01 42 (h) 0.01 mg/kg 
  

straw  0.20 42 (h) 0.05 mg/kg 
  

RA-2575/05 
R 2005 0029/7 
0029-05 
Sweden 
S-Z`xFü・ k2 ゝpvx 
!iüafれc2゚005 

Wheat, 
winter 
Ritmo 
 
 
 

1) 08.09.2004  
2) 16.06.2005 
 - 23.06.2005 
3) 16.08.2005 
 - 17.08.2005 
 
 

SPI 
SPI 

0.1995 
0.1995 

300 
300 
 
 

0.06650 
0.06650 
 
 

08.06.2005/0  
23.06.2005/15  
  
 

69 green 
material 

 1.3 
 0.85 

0 
35 

(c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg 
  

grain <0.01 54 (h) 0.01 mg/kg  
straw  0.65 54 (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 175 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 263 SC  Other a.s. in formulation (common name 

and content) 
: trifloxystrobin 88 g/L  

Commercial product   (name) : JAU 6476 + CGA 279202 SC 263  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2575/05 
R 2005 0895/6 
0895-05 
United Kingdom 
GB-3PÄ gFP $Jn5
ぉo: cI4Jt(I゚
)w!jhI_a2005 

Wheat, 
winter 
Einstein 
 

1) 09.10.2004  
2) 10.06.2005 
 - 21.06.2005 
3) 08.08.2005 
 - 20.08.2005 
 
 

SPI 
SPI 

0.1995 
0.1995 

300 
300 
 

0.06650 
0.06650 
 
 

27.05.2005/0  
21.06.2005/25   
 

69 green 
material 

 0.17 
 0.61 
 0.14 
 0.11 

0* 
0 

28 
35 

(c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg 
 *: before last application 

grain <0.01 50 (h) 0.01 mg/kg 
  

straw  0.22 50 (h) 0.05 mg/kg  

RA-2575/05 
R 2005 0896/4 
0896-05 
Germany 
D-pk1_v 
zjn!!:9xJaWz`れ
?dj9 fnärJ/-9-ど
6g!:dWcä/?-2゚005 

Wheat, 
winter 
Winnetou 
 
 
 

1) 10.10.2004  
2) 05.06.2005 
 - 15.06.2005 
3) 01.08.2005 
 - 25.08.2005 
 
 
 

SPI 
SPI 

0.1995 
0.1995 

300 
300 
 
 

0.06650 
0.06650 
 
 

27.05.2005/0  
08.06.2005/12  
  
 

69 green 
material 

 0.46 
 0.08 

0 
35 

(c) SPI:Spraying 
(g) 00598/M001  
(h) 0.05 mg/kg 

grain <0.01 54 (h) 0.01 mg/kg 
  

straw  0.12 54 (h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & Prothioconazole EC 225 in/on spring wheat and winter wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2037/07 
R 2007 0418/6 
0418-07 
Netherlands 
NL-b45k Kど 
L?/N*JiÄe8pt3r 
fAg!A*/jäf7)n3o 
2007 
 

Wheat, 
spring 
Baldus 
 
 
 

1) 06.04.2007  
2) 15.06.2007 
 - 27.06.2007 
3) 24.08.2007 
 - 03.09.2007 
 
 
 

SPI 
SPI 

0.1875 
0.1875 

300 
300 
 
 

0.06255 
0.06255 
 
 

11.06.2007/0  
27.06.2007/16  
  
 

69 green 
material 

 0.07 
 0.86 
 0.09 
 0.04 
<0.01 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*: days before last 
application  
  
  

straw  0.02 
 0.03 

35 
61 

grain <0.01 
<0.01 

35 
61 

RA-2037/07 
R 2007 0420/8 
0420-07 
United Kingdom 
GB-`0q§ gぉど HJ/J 
ソ-yhfv!ir2゙007 

Wheat, 
spring 
Belvoir 
 
 
 
 
 

1) 18.03.2007  
2) 13.06.2007 
 - 20.06.2007 
3) 31.08.2007 
 - 01.09.2007 
 
 

SPI 
SPI 

0.1875 
0.1875 

300 
300 
 
 
 
 

0.06255 
0.06255 
 
 
 
 

01.06.2007/0  
19.06.2007/18  
  
  
  
 

69 green 
material 

 0.14 
 1.1 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*: days before last 
application  
  
  

ear <0.01 35 
rest of 
plant 

 0.02 35 

straw  0.03 73 
grain <0.01 73 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
      

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2037/07 
R 2007 0421/6 
0421-07 
Germany 
D-942_$ ?゜:ä0(゛
aGz?`ァ4(_h 
Ü?4)JeeJ2`)tzoä 
2007 

Wheat, 
spring 
Thasos 
 
 

1) 05.04.2007  
2) 21.06.2007 
 - 05.07.2007 
3) 27.08.2007 
 - 28.08.2007 
 

SPI 
SPI 

0.1875 
0.1875 

300 
300 
 
 
 
 

0.06255 
0.06255 
 
 
 
 

14.06.2007/0  
05.07.2007/21  
  
  
  
 

69 green 
material 

 0.02 
 1.2 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*: days before last 
application 
   
  

ear  0.01 35 
rest of 
plant 

 0.03 35 

straw  0.04 53 
grain <0.01 53 

RA-2037/07 
R 2007 0419/4 
0419-07 
France, north 
F-1d$゛・ nハ4dIn
うeu (Jü 44a!f 
`zj`R$?f 
2007 
 

Wheat, 
winter 
Mercato 
 
 
 
 
 

1) 09.10.2006  
2) 09.05.2007 
 - 18.05.2007 
3) 13.07.2007 
 
 
 
 
 

SPI 
SPI 

0.1875 
0.1875 

300 
300 
 
 
 
 

0.06255 
0.06255 
 
 
 
 

25.04.2007/0  
18.05.2007/23  
  
  
  
 

69 green 
material 

 0.08 
 1.7 
 0.32 
 0.12 
 0.06 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*: days before last 
application 
  
  
  
  

ear  0.01 35 
rest of 
plant 

 0.07 35 

straw  0.10 55 
grain <0.01 55 

bayerj Bayer CropScience
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & prothioconazole & spiroxamine EC 400 in/on spring and winter wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2040/07 
R 2007 0443/7 
0443-07 
France, north 
F-oykub Jぉ`?i2k ぃ
゜lIära` 
2007 

Wheat, 
winter 
Mendel 
 
 
 
 
 

1) 16.10.2006  
2) 15.05.2007 
 - 25.05.2007 
3) 04.07.2007 
 - 14.07.2007 
 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 
 

0.05000 
0.05000 
 
 
 
 

30.04.2007/0  
22.05.2007/22  
  
  
  
 

69 green 
material 

 0.04 
 0.84 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*: days before last 
application 
  
  
  
  

ear  0.02 35 

rest of 
plant 

 0.08 35 

straw  0.08 44 
grain <0.01 44 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2040/07 
R 2007 0444/5 
0444-07 
Netherlands 
NL-27゜3 ロO ソz
゜tIxJゝä4:4A: n-g
ソj/-`Äb`bcg5 
2007 

Wheat, 
spring 
Baldus 
 
 
 

1) 06.04.2007  
2) 15.06.2007 
 - 27.06.2007 
3) 24.08.2007 
 - 03.09.2007 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.05000 
0.05000 
 
 

11.06.2007/0  
27.06.2007/16  
  
 

69 green 
material 

 0.03 
 0.92 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*: days before last 
application  
  
  

straw  0.02 
 0.02 

35 
61 

grain <0.01 
<0.01 

35 
61 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2040/07 
R 2007 0523/9 
0523-07 
United Kingdom 
GB-f3_S qぐÄ ゛
4$äjlァfäJyy wlJJ H
I§((v/3I2007 

Wheat, 
spring 
Belvoir 
 
 
 
 
 

1) 18.03.2007  
2) 13.06.2007 
 - 20.06.2007 
3) 31.08.2007 
 - 01.09.2007 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 
 

0.05000 
0.05000 
 
 
 
 

01.06.2007/0  
19.06.2007/18  
  
  
  
 

69 green 
material 

 0.04 
 0.92 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*: days before last 
application 
  
  
  
  

ear <0.01 35 

rest of 
plant 

 0.01 35 

straw  0.03 73 

grain <0.01 73 

RA-2040/07 
R 2007 0524/7 
0524-07 
Germany 
D-k6uq2 ぉbJ?(öz:5 
fご
)b*fW?:ctd!5§fä:J!a
2007 

Wheat, 
spring 
Thasos 
 
 
 

1) 04.04.2007  
2) 06.06.2007 
 - 15.06.2007 
3) 14.08.2007 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.05000 
0.05000 
 
 

06.06.2007/0  
19.06.2007/13  
  
 

69 green 
material 

 0.16 
 1.5 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*: days before last 
application 
  
  

straw  0.04 
 0.04 

35 
56 

grain <0.01 
<0.01 

35 
56 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & Prothioconazole EC 260 in/on winter wheat 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 200 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 260 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 60 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 260  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

09-2057 
09-2057-01 
Germany 
ky゛゛・ Iev/゚
G`zo`JiqRyJa7゜
5Iö/WäjIzä 2009 

Wheat, 
winter 
Dekan 
 
 
 

1) 31.10.2008  
2) 09.06.2009 
 - 18.06.2009 
3) 30.07.2009 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

28.05.2009/0  
18.06.2009/21  
  
 

69 green 
material 

 0.07 
 0.76 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*days before last treatment  
  
  

grain <0.01 
<0.01 

35 
42 

straw  0.04 
 0.05 

35 
42 

09-2057 
09-2057-02 
Netherlands 
kp5k ソG Nz:t§*゙-?q
ミexb(ÖxJ/Üu6IY
・::p 
2009 

Wheat, 
winter 
Tataros 
 
 
 

1) 15.10.2008  
2) 01.06.2009 
 - 19.06.2009 
3) 22.07.2009 
 - 28.07.2009 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

28.05.2009/0  
19.06.2009/22  
  
 

69 green 
material 

 0.18 
 0.98 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
*days before last treatment    

grain <0.01 35 

straw  0.06 35 

bayerj Bayer CropScience
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & Fluoxastrobin & Prothioconazole EC 190 in/on spring and winter wheat 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 

JA
U

 6
47

6-
al

ph
a-

hy
dr

ox
y-

de
st

hi
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JA
U
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47

6-
3-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
4-

hy
dr

ox
y-

de
st

hi
o (f)  

10-2205 
10-2205-01 
United Kingdom 
F・X PPh ö$゜8
ぐJ: 
2010 

Wheat, 
winter 
Robigus 
 
 
 

1) 09.10.2009  
2) 10.06.2010 
 - 25.06.2010 
3) 04.08.2010 
 - 13.08.2010 
 
 

SPI 
SPI 

0.175 
0.175 

200 
200 
 
 

0.0875 
0.0875 
 
 

11.06.2010/0  
25.06.2010/14  
  
 

69 green 
material 

0.41 
1.2 

 0.10 
 0.11 

 0.07 
 0.08 

 0.08 
 0.09 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
*day before last treatment   
  

grain <0.01 <0.01 <0.01 <0.01 35 

straw 0.29  0.10  0.18  0.15 35 

  

bayerj Bayer CropScience
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 

JA
U

 6
47

6-
al

ph
a-

hy
dr

ox
y-

de
st

hi
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JA
U
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47

6-
3-

hy
dr

ox
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st
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JA
U

 6
47

6-
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hy
dr

ox
y-

de
st

hi
o (f)  

10-2205 
10-2205-02 
Germany 
ü§_ög lwäa$c U
ョ cv(15ョpI?$゙
2010 
 

Wheat, 
spring 
Kadrilj 
 
 
 

1) 08.04.2010  
2) 01.07.2010 
 - 07.07.2010 
3) 11.08.2010 
 - 13.08.2010 
 
 
 

SPI 
SPI 

0.175 
0.175 

400 
400 
 
 

0.0438 
0.0438 
 
 

23.06.2010/0  
07.07.2010/14  
  
 

69 green 
material 

0.38 
1.4 

 0.14 
 0.13 

 0.16 
 0.15 

 0.12 
 0.12 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg 
*day before last treatment   
  

grain <0.01 <0.01 <0.01 <0.01 35 

straw 0.19  0.30  0.34  0.27 35 

  

bayerj Bayer CropScience
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
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(f)  

10-2205 
10-2205-01 
United Kingdom 
FY§ 6FP ぃ
kJqlög 
2010 

Wheat, 
winter 
Robigus 
 
 

1) 09.10.2009  
2) 10.06.2010 
 - 25.06.2010 
3) 04.08.2010 
 - 13.08.2010 
 

SPI 
SPI 

0.175 
0.175 

200 
200 
 
 

0.0875 
0.0875 
 
 

11.06.2010/0  
25.06.2010/14  
  
 

69 green 
material 

 0.08 
 0.10 

 0.02 
 0.02 

0.76 
1.6 

0* 
0 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment    

grain <0.01 <0.01 <0.06 35 

straw  0.15  0.04 0.91 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U
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(f)  

10-2205 
10-2205-02 
Germany 
5n8üh aG?olc ど
ァ ?(`゜ 
T5*4ad2010 

Wheat, 
spring 
Kadrilj 
 
 
 

1) 08.04.2010  
2) 01.07.2010 
 - 07.07.2010 
3) 11.08.2010 
 - 13.08.2010 
 

SPI 
SPI 

0.175 
0.175 

400 
400 
 
 

0.0438 
0.0438 
 
 

23.06.2010/0  
07.07.2010/14  
  
 

69 green 
material 

 0.13 
 0.13 

 0.02 
 0.02 

0.95 
2.0 

0* 
0 

(c) SPI:Spraying 
(g) 00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment  

grain <0.01 <0.01 <0.06 35 

straw  0.28  0.04 1.4 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Fluoxastrobin & Prothioconazole EC 200 in/on wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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de

st
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hy
dr

ox
y-

de
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o (f)  

13-2138 
13-2138-01 
Germany 
4$602 :xぃq`Jakz 
2013 
 

Wheat, 
spring 
Taifun 
 
 
 

1) 25.03.2013  
2) 21.06.2013 
 - 26.06.2013 
3) 15.08.2013 
 - 31.08.2013 
 
 
 

SPI 
SPI 

0.15 
0.15 

300 
300 
 
 

0.050 
0.050 
 
 

11.06.2013/0  
26.06.2013/15  
  
 

69 green 
material 

0.063 
0.90 
0.18 

0.055 
0.042 
0.023 
0.025 

0.081 
0.094 
0.088 
0.075 
0.064 
0.051 
0.052 

0.068 
0.079 
0.087 
0.094 
0.085 
0.086 
0.079 

0.072 
0.089 
0.10 
0.10 
0.088 
0.091 
0.086 

0* 
0 
7 

14 
21 
28 
28 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
*day before last treatment   
  grain <0.01 

<0.01 
<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

35 
57 

straw 0.027 
0.038 

0.044 
0.020 

0.099 
0.035 

0.086 
0.035 

35 
57 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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o (f)  

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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U
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1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 
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a.s./ha 
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(L/ha) 
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a.s./hL 

(d) (e) (a) 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U
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13-2138 
13-2138-02 
$25nu zu)1-ョ
u1ah 
2013 
 

Wheat, 
spring 
Kadrilj 
 
 
 

1) 09.04.2013  
2) 01.07.2013 
 - 07.07.2013 
3) 20.08.2013 
 - 30.08.2013 
 
 
 

SPI 
SPI 

0.15 
0.15 

400 
400 
 
 

0.038 
0.038 
 
 

18.06.2013/0  
02.07.2013/14  
  
 

69 green 
material 

0.25 
0.92 
0.51 
0.33 
0.19 

 0.074 
0.11 

0.13 
0.12 
0.24 
0.26 
0.32 
0.18 
0.21 

0.11 
0.11 
0.14 
0.18 
0.21 
0.16 
0.15 

0.096 
0.093 
0.13 
0.15 
0.17 
0.13 
0.13 

0* 
0 
7 

14 
21 
28 
35 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
*day before last treatment   
  grain <0.01 <0.01 <0.01 <0.01 54 

straw 0.11 0.17 0.11 0.12 54 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 3- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
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13-2138 
13-2138-03 
United Kingdom 
ぉぃqg Züど 
tZljic zt`7o゙
P$I2013 
 

Wheat, 
spring 
Alderon;  
(feed) 
 
 
 

1) 03.04.2013  
2) 24.06.2013 
 - 08.07.2013 
3) 12.08.2013 
 - 30.08.2013 
 
 
 

SPI 
SPI 

0.158 
0.15 

211 
200 
 
 

0.0749 
0.075 
 
 

19.06.2013/0  
08.07.2013/19  
  
 

69 green 
material 

0.45 
1.8 
1.1 
0.64 
0.37 
0.50 
0.44 

0.061 
0.065 
0.13 
0.17 
0.14 
0.14 
0.18 

0.15 
0.14 
0.21 
0.25 
0.22 
0.24 
0.27 

0.083 
0.069 
0.14 
0.17 
0.14 
0.16 
0.18 

0* 
0 
7 

14 
21 
28 
24 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
*day before last treatment   
  grain <0.01 <0.01 <0.01 <0.01 35 

straw 0.92 0.31 0.64 0.42 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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13-2159 
13-2159-01 
France, north 
120k8 Fä4I:kz 
2013 
 

Wheat 
Siala 
 
 
 

1) 09.10.2012  
3) 23.07.2013 
 
 
 

SPI 
SPI 

0.15 
0.15 

200 
200 
 
 

0.075 
0.075 
 
 

14.05.2013/0  
04.06.2013/21  
  
 

69 green 
material 

0.027 
1.4 
0.71 
0.25 
0.13 

0.075 
0.074 

0.014 
0.018 
0.13 
0.13 
0.078 
0.062 
0.055 

0.021 
0.025 
0.11 
0.12 

0.097 
0.096 
0.088 

0.015 
0.019 
0.10 
0.10 
0.078 
0.086 
0.084 

0* 
0 
7 

14 
21 
28 
34 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
*day before last treatment   
  

grain <0.01 <0.01 <0.01 <0.01 49  

straw 0.14 0.052 0.12 0.091 49 day 49: c=0.014 mg/kg for 
JAU 6476-desthio 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
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a.s./hL 
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RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 5- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
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y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
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kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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13-2159 
13-2159-02 
France, north 
66゜_n ョ? 
B?c:ä3§t 3? 
zu2Kb/be2゙013 

Wheat, 
spring 
Valbona 
 
 
 

1) 12.03.2013  
3) 30.07.2013 
 
 
 

SPI 
SPI 

0.136 
0.159 

181 
212 
 
 

0.0750 
0.0750 
 
 

06.06.2013/0  
25.06.2013/19  
  
 

69 green 
material 

1.1 
0.46 

<0.01 
<0.01 

0.052 
0.081 

0.045 
0.076 

0 
15 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
 
  

grain <0.01 <0.01 <0.01 <0.01 35 

straw 0.61 0.014 0.22 0.15 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr

ox
y-

de
st

hi
o 

T
ot
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 r

es
id

ue
s 

ca
lc
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at

ed
 

(f)  

13-2138 
13-2138-01 
Germany 
nq5・ü ぃxJzä!b:
゜ 
2013 
 

Wheat, 
spring 
Taifun 
 
 
 

1) 25.03.2013  
2) 21.06.2013 
 - 26.06.2013 
3) 15.08.2013 
 - 31.08.2013 
 
 
 

SPI 
SPI 

0.15 
0.15 

300 
300 
 
 

0.050 
0.050 
 
 

11.06.2013/0  
26.06.2013/15  
  
 

69 green 
material 

0.053 
0.073 
0.072 
0.070 
0.059 
0.063 
0.059 

0.011 
0.015 
0.014 
0.012 
0.012 
0.012 
0.012 

0.35 
1.3 

0.54 
0.41 
0.35 
0.33 
0.31 

0* 
0 
7 

14 
21 
28 
28 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment    

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

35 
57 

straw 0.070 
0.031 

0.016 
<0.01 

0.34 
0.17 

35 
57 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st
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JA
U
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47
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(f)  

13-2138 
13-2138-02 
Germany 
q$opö e9nrvzT7(
・ 
2013 
 

Wheat, 
spring 
Kadrilj 
 
 
 

1) 09.04.2013  
2) 01.07.2013 
 - 07.07.2013 
3) 20.08.2013 
 - 30.08.2013 
 
 
 

SPI 
SPI 

0.15 
0.15 

400 
400 
 
 

0.038 
0.038 
 
 

18.06.2013/0  
02.07.2013/14  
  
 

69 green 
material 

0.11 
0.11 
0.13 
0.18 
0.19 
0.13 
0.12 

0.018 
0.018 
0.023 
0.038 
0.046 
0.028 
0.031 

0.71 
1.4 
1.2 
1.1 
1.1 

0.70 
0.75 

0* 
0 
7 

14 
21 
28 
35 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment    

grain <0.01 <0.01 <0.06 54 
straw 0.13 0.017 0.66 54 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 3- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 
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U

 6
47
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(f)  

13-2138 
13-2138-03 
United Kingdom 
ぐR0゜ $ZN ァ
/jttc r)öPoc:§ 
2013 
 

Wheat, 
spring 
Alderon;  
(feed) 
 
 
 

1) 03.04.2013  
2) 24.06.2013 
 - 08.07.2013 
3) 12.08.2013 
 - 30.08.2013 
 
 
 

SPI 
SPI 

0.158 
0.15 

211 
200 
 
 

0.0749 
0.075 
 
 

19.06.2013/0  
08.07.2013/19  
  
 

69 green 
material 

0.089 
0.070 
0.14 
0.14 
0.12 
0.12 
0.14 

<0.01 
<0.01 
0.018 
0.023 
0.021 
0.023 
0.028 

0.84 
2.2 
1.7 
1.4 
1.0 
1.2 
1.2 

0* 
0 
7 

14 
21 
28 
24 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment    

grain <0.01 <0.01 <0.06 35 

straw 0.30 0.055 2.6 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st
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U
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47
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(f)  

13-2159 
13-2159-01 
France, north 
14_kk Ptハ_cäu! 
2013 
 

Wheat 
Siala 
 
 
 

1) 09.10.2012  
3) 23.07.2013 
 
 
 

SPI 
SPI 

0.15 
0.15 

200 
200 
 
 

0.075 
0.075 
 
 

14.05.2013/0  
04.06.2013/21  
  
 

69 green 
material 

0.020 
0.023 
0.11 
0.10 

0.086 
0.086 
0.078 

<0.01 
<0.01 
0.027 
0.025 
0.027 
0.023 
0.022 

0.11 
1.5 
1.2 

0.73 
0.50 
0.43 
0.40 

0* 
0 
7 

14 
21 
28 
34 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
*day before last treatment    

grain <0.01 <0.01 <0.01 49 

straw 0.11 0.029 0.54 49 

  

bayerj Bayer CropScience

  
  

  
  

  
  

  
   T

hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 427 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 5- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 100 g/L     

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Location incl. 
postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-
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st
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o 

JA
U

 6
47

6-
6-

hy
dr

ox
y-

de
st
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T
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id

ue
s 

ca
lc

ul
at

ed
 

(f)  

13-2159 
13-2159-02 
France, north 
_vx7_ äミ ぉ
pääj/6z 9? 91q? 
Ö/ag2013 

Wheat, 
spring 
Valbona 
 
 
 

1) 12.03.2013  
3) 30.07.2013 
 
 
 

SPI 
SPI 

0.136 
0.159 

181 
212 
 
 

0.0750 
0.0750 
 
 

06.06.2013/0  
25.06.2013/19  
  
 

69 green 
material 

0.11 
0.13 

0.012 
0.021 

1.3 
0.78 

0 
15 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
   

grain <0.01 <0.01 <0.06 35 

straw 0.26 0.053 1.3 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Wheat EU foliar spray residue trials – southern EU 
 

Fluoxastrobin & prothioconazole EC 200 in/on winter and durum wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2012/00 
R 2000 0148/7 
0148-00 
PdzxL゙Iyhb:k・ 1sd-
? 
2000 
 

Wheat, 
durum 
Soisson 
 
 
 
 

1) 01.12.1999  
3) 06.07.2000 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.05000 
0.05000 
 
 
 

10.05.2000/0  
16.05.2000/6  
  
  
 

71 ear  0.10 
 1.9 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.08 
 2.7 

0* 
0 

(h) 0.05 mg/kg 
*: days before last treatment 

straw  0.29 
 0.22 

34 
51 

  

grain <0.01 
<0.01 

34 
51 

(h) 0.01 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2012/00 
R 2000 0149/5 
0149-00 
Italy 
I-1pn6y 0j/Tä9jJü 
2000 
 

Wheat, 
durum 
Creso 
 
 
 
 

1) 12.11.1999  
2) 19.04.2000 
 - 03.05.2000 
3) 19.06.2000 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.05000 
0.05000 
 
 
 

07.04.2000/0  
03.05.2000/26  
  
  
 

69 ear <0.01 
 2.3 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

<0.05 
 1.0 

0* 
0 

(h) 0.05 mg/kg 
*: days before last treatment  

straw  0.23 
 0.36 

35 
47 

  

grain <0.01 
<0.01 

35 
47 

(h) 0.01 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 200 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 100 g/L  

Commercial product   (name) : Fluoxastrobin & Prothioconazole EC 200  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2012/00 
R 2000 0150/9 
0150-00 
France, south 
F-x6u_7 Fcjpl ätFd 
:Jc ぃハäüJg 2000 
 

Wheat, 
winter 
Tremie 
 
 
 
 

1) 28.10.1999  
2) 10.05.2000 
 - 17.05.2000 
3) 13.07.2000 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.05000 
0.05000 
 
 
 

05.05.2000/0  
17.05.2000/12  
  
  
 

69 ear  0.04 
 1.6 
 0.05 

0* 
0 

35 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.11 
 1.4 
 0.13 

0* 
0 

35 

(h) 0.05 mg/kg 
  
*: days before last treatment 

straw  0.30 57   

grain <0.01 57 (h) 0.01 mg/kg  
RA-2012/00 
R 2000 0151/7 
0151-00 
France, south 
F-9y_n゜ ?Jみ I*lzf
Uc2000 
 

Wheat, 
winter 
Sideral 
 
 
 
 

1) 04.11.1999  
2) 08.05.2000 
 - 18.05.2000 
3) 03.07.2000 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 

0.05000 
0.05000 
 
 
 

02.05.2000/0  
15.05.2000/13  
  
  
 

69 ear  0.12 
 1.2 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 0.23 
 0.86 

0* 
0 

(h) 0.05 mg/kg 
 *: days before last treatment 

straw  0.10 
 0.22 

35 
49 

  

grain <0.01 
<0.01 

35 
49 

(h) 0.01 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 Prothioconazole & spiroxamine EC 460 in/on spring wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 160 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 460 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 300 g/L  

Commercial product   (name) : JAU 6476 & KWG 4168 EC 460  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2092/00 
R 2000 0082/0 
0082-00 
France, south 
F-7bqö5 みcJ 
z9äÖ`t` 2000 
 

Wheat, 
spring 
Furio 
 
 
 
 

1) 10.03.2000  
2) 05.06.2000 
 - 14.06.2000 
3) 01.08.2000 
 
 
 
 

SPI 
SPI 

0.2000 
0.2000 

300 
300 
 
 
 

0.06672 
0.06672 
 
 
 

12.05.2000/0  
13.06.2000/32  
  
  
 

69 ear  1.5 
 0.06 

0 
28 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

rest of 
plant 

 2.9 
 0.63 

0 
28 

(h) 0.05 mg/kg 
  

grain <0.01 
<0.01 
<0.01 

35 
42 
49 

(h) 0.01 mg/kg 
  

straw  1.1 
 0.90 
 1.2 

35 
42 
49 

(h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 160 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 460 EC  Other a.s. in formulation (common name 

and content) 
: spiroxamine 300 g/L  

Commercial product   (name) : JAU 6476 & KWG 4168 EC 460  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2092/00 
R 2000 0434/6 
0434-00 
Italy 
8pg1ü うä30cbz 
2000 
 

Wheat, 
spring 
Centauro 
 
 
 
 
 

1) 23.12.1999  
2) 10.05.2000 
 - 15.05.2000 
3) 29.06.2000 
 - 07.07.2000 
 
 
 
 
 

SPI 
SPI 

0.2000 
0.2000 

300 
300 
 
 
 
 

0.06672 
0.06672 
 
 
 
 

02.05.2000/0  
15.05.2000/13  
  
  
  
 

69 green 
material 

 2.7 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear  0.05 
 0.06 

28 
35 

(h) 0.01 mg/kg 
  

rest of 
plant 

 0.15 
 0.18 

28 
35 

(h) 0.05 mg/kg 
  

grain <0.01 
<0.01 

42 
49 

(h) 0.01 mg/kg 
  

straw  0.18 
 0.17 

42 
49 

(h) 0.05 mg/kg 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Fluoxastrobin & prothioconazole & trifloxystrobin EC 300 in/on wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 300 EC  Other a.s. in formulation (common name 

and content) 
: fluoxastrobin 75 g/L 

trifloxystrobin 75 g/L  
Commercial product   (name) : Fluoxastrobin & Prothioconazole & 

Trifloxystrobin EC 300  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2019/03 
R 2003 0134/0A 
0134-03A 
France, south 
F-98nn* ?_JY(?uz 
2003 
 

Wheat 
Frelon 
 
 
 
 

1) 20.10.2002  
2) 11.05.2003 
 - 17.05.2003 
3) 25.06.2003 
 
 
 
 

SPI 
SPI 

0.15 
0.15 

300 
300 
 
 
 

0.050 
0.050 
 
 
 

05.05.2003/0  
15.05.2003/10  
  
  
 

69 rest of 
plant 

 0.24 
 1.7 

0* 
0 

(c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear  0.21 
 2.1 

0* 
0 

(h) 0.01 mg/kg 
*: before last the application 

grain <0.01 
<0.01 

35<< 
41 

  

straw <0.05 
 0.27 

35<< 
41 

(h) 0.05 mg/kg 
  

RA-2019/03 
R 2003 0257/6 
0257-03 
Spain 
E-dg・35 ぉv3tu6ät 
2003 

Wheat 
Yecora 
 
 

1) 16.01.2003  
2) 23.04.2003 
 - 08.05.2003 
3) 15.06.2003 
 
 

SPI 
SPI 

0.1422 
0.1422 

300 
300 
 

0.04740 
0.04740 
 

23.04.2003/0  
08.05.2003/15  
 

69 grain <0.01 
<0.01 

34 
46 

(c) SPI:Spraying 
(g) 00647  
(h) 0.01 mg/kg  

straw  0.40 
 0.62 

34 
46 

(h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Prothioconazole &Trifloxystrobin SC325 in/on soft wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 175 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 325 SC  Other a.s. in formulation (common name 

and content) 
: trifloxystrobin 150 g/L  

Commercial product   (name) : JAU 6476 & CGA 279202 SC 325  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2109/03 
R 2003 0942/2 
0942-03 
Italy 
I-5゜pq* Yt5ä(゜ 
2003 
 

Wheat, soft 
Centauro 
 
 
 
 

1) 15.10.2002  
2) 08.05.2003 
 - 19.05.2003 
3) 26.06.2003 
 
 
 
 

SPI 
SPI 

0.1638 
0.1750 

281 
300 
 
 
 

0.05828 
0.05828 
 
 
 

04.05.2003/0  
13.05.2003/9  
  
  
 

69 green 
material 

 0.75 -9 (c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear  0.11 -9 (h) 0.01 mg/kg  
grain <0.01 

<0.01 
35<< 
44 

  

straw  0.64 
 0.75 

35<< 
44 

(h) 0.05 mg/kg  

RA-2109/03 
R 2003 0981/3 
0981-03 
Portugal 
P-4uqk tkjN5c ご
8vzt6e 
2003 
 

Wheat, soft 
Bancal 
 
 
 
 

1) 04.02.2003  
3) 15.07.2003 
 
 
 
 

SPI 
SPI 

0.1750 
0.1614 

300 
277 
 
 
 

0.05828 
0.05828 
 
 
 

15.05.2003/0  
30.05.2003/15  
  
  
 

69 green 
material 

 0.99 0 (c) SPI:Spraying 
(g) 00647  
(h) 0.05 mg/kg  

ear  1.4 0 (h) 0.01 mg/kg 
  

grain <0.01 35<<   
straw  1.9 35<< (h) 0.05 mg/kg  
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & Prothioconazole EC 225 in/on winter and durum wheat 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2038/07 
R 2007 0422/4 
0422-07 
France, south 
F-qö05u ・lG6tiz )*
ッ・*J-Sj:・gre!aiz 
2007 
 

Wheat, 
winter 
Andalou 
 
 
 
 
 

1) 23.10.2006  
2) 02.05.2007 
 - 09.05.2007 
3) 06.07.2007 
 - 17.07.2007 
 
 
 
 
 

SPI 
SPI 

0.1875 
0.1875 

300 
300 
 
 
 
 

0.06255 
0.06255 
 
 
 
 

25.04.2007/0  
09.05.2007/14  
  
  
  
 

69 green 
material 

 0.33 
 0.92 
 0.70 
 0.24 
 0.05 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  
  
  

ear <0.01 35 

rest of 
plant 

 0.07 35 

straw  0.10 63 

grain <0.01 63 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2038/07 
R 2007 0423/2 
0423-07 
Spain 
E-1゛゛66 :z?/äU 
゜ä dc1zcU/f   z゛
jcFji ゛yffQe/2e:ä゚
2007 
 

Wheat, 
winter 
Bolido R1 
 
 
 
 
 

1) 13.12.2006  
2) 11.04.2007 
 - 18.04.2007 
3) 01.06.2007 
 - 30.06.2007 
 
 
 
 
 

SPI 
SPI 

0.1875 
0.1875 

300 
300 
 
 
 
 

0.06255 
0.06255 
 
 
 
 

30.03.2007/0  
18.04.2007/19  
  
  
  
 

69 green 
material 

 0.27 
 0.31 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  
  
  

rest of 
plant 

 0.20 36 

ear  0.02 36 

straw  0.27 54 

grain <0.01 54 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 150 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 225 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 75 g/L  

Commercial product   (name) : Bixafen & Prothioconazole EC 225  Residues determined as : JAU 6476-desthio 
Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2038/07 
R 2007 0424/0 
0424-07 
Portugal 
P-$dg8dg)§ )c`äョj f 
ä2/ヸ/c _lu)ぉl?iä z 
ソ?J`/c 2007 

Wheat, 
winter 
Galeira 
 
 
 
 
 

1) 03.03.2007  
2) 05.05.2007 
 - 15.05.2007 
3) 10.07.2007 
 - 15.07.2007 
 
 
 
 

SPI 
SPI 

0.1875 
0.1875 

300 
300 
 
 
 
 

0.06255 
0.06255 
 
 
 
 

23.04.2007/0  
14.05.2007/21  
  
  
  
 

69 green 
material 

 0.07 
 1.4 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  

rest of 
plant 

 0.60 35 

ear  0.08 35 
straw  0.67 53 
grain <0.01 53 

RA-2038/07 
R 2007 0425/9 
0425-07 
Italy 
I-43・2n tJjzgヸ
a!djö? ァrぐf 
f/ä/äFl:! 2007 

Wheat, 
durum 
Simeto 
 
 
 

1) 08.01.2007  
2) 15.04.2007 
 - 30.04.2007 
3) 05.06.2007 
 - 25.06.2007 
 
 
 

SPI 
SPI 

0.1875 
0.1875 

300 
300 
 
 

0.06255 
0.06255 
 
 

12.04.2007/0  
26.04.2007/14  
  
 

69 green 
material 

 0.78 
 2.7 
 2.2 
 1.4 
 1.4 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  

straw  1.5 
 1.6 

35 
53 

grain  0.02 
<0.01 

35 
53 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & prothioconazole & spiroxamine EC 400 in/on winter and durum wheat 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 1 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2041/07 
R 2007 0445/3 
0445-07 
France, south 
F-kgyyü TzJ 9cäう
fJ *Qj゜aJ- rッ
upèf2007 
 

Wheat, 
winter 
Autan 
 
 
 
 
 

1) 13.10.2006  
2) 08.05.2007 
 - 15.05.2007 
3) 28.06.2007 
 - 10.07.2007 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 
 

0.05000 
0.05000 
 
 
 
 

28.04.2007/0  
15.05.2007/17  
  
  
  
 

69 green 
material 

 0.17 
 0.99 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  
  
  

ear  0.04 35 

rest of 
plant 

 0.05 35 

straw  0.05 44 

grain <0.01 44 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 2 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2041/07 
R 2007 0446/1 
0446-07 
Italy 
I-h9d・3 Ptxcatga0z 
ぉIl!zf g-F4/:ä( 
2007 

Wheat, 
durum 
Simeto 
 
 
 
 
 

1) 10.11.2006  
2) 25.04.2007 
 - 01.05.2007 
3) 01.06.2007 
 - 30.06.2007 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 
 

0.05000 
0.05000 
 
 
 
 

13.04.2007/0  
09.05.2007/26  
  
  
  
 

69 green 
material 

 0.13 
 1.4 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  
  
  

ear  0.08 35 

rest of 
plant 

 0.63 35 

straw  0.73 44 

grain <0.01 44 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole 

Responsible body for reporting  (name and address) : Bayer CropScience AG, Monheim Crop/Crop Group : Cereals 
Country :  Germany Page : 3 
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor 
Formulation   (e.g. WP) : 400 EC  Other a.s. in formulation (common name 

and content) 
: BYF 00587 50 g/L 

spiroxamine 250 g/L  
Commercial product   (name) : Bixafen & Prothioconazole & Spiroxamine EC 

400  
Residues determined as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues calculated as : JAU 6476-desthio 
            

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

Plot 

Location incl. 
postal code 

Commodity 
/ Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method 
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth stage at 
last treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a)  (f)  

RA-2041/07 
R 2007 0525/5 
0525-07 
Spain 
E-ydd$p iää/Ö? 3z 
e4/zど1z(  Pl/iz8z 
rku:?fK?゜ä: 2007 
 

Wheat, 
winter 
Bolido R1 
 
 
 
 
 

1) 13.12.2006  
2) 11.04.2007 
 - 18.04.2007 
3) 01.06.2007 
 - 30.06.200 
 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 
 
 

0.05000 
0.05000 
 
 
 
 

30.03.2007/0  
18.04.2007/19  
  
  
  
 

69 green 
material 

 0.19 
 1.1 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  
  

rest of 
plant 

 0.35 36 

ear  0.09 36 
straw  0.72 55 
grain <0.01 55 

RA-2041/07 
R 2007 0526/3 
0526-07 
Greece 
GR-gxb_ü ァ
a/_ltöJJzv4 
!fz`Ö0i7d )z?どz? f 
?a*8z!ヸ゙?x:2007 

Wheat, 
winter 
Moro 
(durum) 
 
 
 

1) 28.11.2006  
2) 21.04.2007 
 - 27.04.2007 
3) 05.06.2007 
 - 06.06.2007 
 
 
 

SPI 
SPI 

0.1500 
0.1500 

300 
300 
 
 

0.05000 
0.05000 
 
 

19.04.2007/0  
27.04.2007/8  
  
 

69 green 
material 

 1.1 
 2.7 

0* 
0 

(c) SPI:Spraying 
(g) 01013  
(h) 0.01 mg/kg 
 
* prior to last application  
  
  

straw  1.2 35 

grain  0.01 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Fluoxastrobin & prothioconazole EC 150 in/on wheat 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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U
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47
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hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
4-

hy
dr

ox
y-

de
st

hi
o (f)  

10-2156 
10-2156-01 
France, south 
o0・u5 ョa う
8?2!・゜ 
2010 
 

Wheat 
Pescadou 
 
 
 

1) 02.03.2010  
2) 01.06.2010 
 - 09.06.2010 
3) 19.07.2010 
 - 25.07.2010 
 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

25.05.2010/0  
08.06.2010/14  
  
 

69 green 
material 

 0.48 
 2.0 
 0.97 
 0.43 
 0.23 

 0.02 
 0.02 
 0.01 
 0.02 
 0.01 

 0.08 
 0.08 
 0.06 
 0.10 
 0.08 

 0.06 
 0.07 
 0.05 
 0.09 
 0.08 

0* 
0 
7 

14 
27 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-desthio 
and 00979/M001 for  JAU 6476-
desthio-hydroxy metabolites  
(h) 0.01 mg/kg 
day 0*: c=0.10 mg/kg for JAU 
6476-desthio and c=0.02 mg/kg 
for JAU 6476-3-hydroxy-desthio 
and JAU 6476-4-hydroxy-desthio 
* day before last treatment    
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A (continued)    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location 

incl. postal 
code 

Commodity / 
Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi
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10-2156 
10-2156-01 
(continued) 

Wheat 
Pescadou 
 
 
 

1) 02.03.2010  
2) 01.06.2010 
 - 09.06.2010 
3) 19.07.2010 
 - 25.07.2010 
 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

25.05.2010/0  
08.06.2010/14  
  
 

69 grain <0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

34 
41  

straw  1.0 
 1.6 

 0.07 
 0.08 

 0.38 
 0.37 

 0.32 
 0.32 

34 
41 

day 34: c=0.10 mg/kg and day 41: 
c=0.12 mg/kg for JAU 6476-desthio  
day 34 and day 41: c=0.07 mg/kg 
for JAU 6476-3-hydroxy-desthio 
day 34 and day 41: c=0.04 mg/kg 
for JAU 6476-4-hydroxy-desthio 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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U
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10-2156 
10-2156-02 
Spain 
ü1xq6 Ay*j// pq-`
ロüä 2010 
 

Wheat 
Nogal 
 
 
 

1) 20.12.2009  
2) 13.05.2010 
 - 26.05.2010 
3) 24.06.2010 
 - 30.07.2010 
 
 
 

SPI 
SPI 

0.20 
0.20 

300 
400 
 
 

0.067 
0.050 
 
 

07.05.2010/0  
26.05.2010/19  
  
 

71 green 
material 

 0.12 
 1.9 

 0.05 
 0.05 

 0.03 
 0.03 

 0.03 
 0.04 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
* day before last treatment   
  

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

35 
43 

straw  0.85 
 0.84 

 0.37 
 0.35 

 0.29 
 0.27 

 0.26 
 0.24 

35 
43 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 3- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
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10-2156 
10-2156-03 
Italy 
qk§゛9 
F/qääci4d? (BT) 
2010 
 

Wheat, 
durum 
Perseo 
 
 
 

1) 02.12.2009  
2) 01.05.2010 
 - 20.05.2010 
3) 15.06.2010 
 - 30.06.2010 
 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

06.05.2010/0  
20.05.2010/14  
  
 

69 green 
material 

 0.60 
 2.6 
 1.9 
 1.1 
 0.99 

<0.01 
<0.01 
<0.01 
<0.01 
<0.01 

 0.06 
 0.06 
 0.10 
 0.13 
 0.14 

 0.04 
 0.03 
 0.06 
 0.07 
 0.07 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
* day before last treatment   
  

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

35 
42 

straw  1.6 
 2.3 

 0.02 
 0.03 

 0.34 
 0.35 

 0.19 
 0.19 

35 
42 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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10-2156 
10-2156-04 
Italy 
h゛ü*k ッ
ält$?Jä/ä:g 2010 

Wheat, 
durum 
Saragolla 
 
 
 

1) 26.11.2009  
2) 30.04.2010 
 - 20.05.2010 
3) 20.06.2010 
 - 30.06.2010 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

03.05.2010/0  
17.05.2010/14  
  
 

69 green 
material 

 0.58 
 1.7 

<0.01 
<0.01 

 0.05 
 0.06 

 0.03 
 0.04 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
* day before last treatment    

grain  0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

35 
44 

straw  1.8 
 1.2 

 0.03 
 0.02 

 0.32 
 0.22 

 0.18 
 0.12 

35 
44 
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Page 446 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 5- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
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10-2156 
10-2156-05 
France, nöj 5$vJ
゛v・ ゛t?tgソ
$zp 
2010 
 

Wheat, 
winter 
Aubusson 
 
 
 

1) 15.10.2009  
2) 13.05.2010 
 - 24.05.2010 
3) 10.07.2010 
 - 15.07.2010 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

03.05.2010/0  
20.05.2010/17  
  
 

69 green 
material 

 0.09 
 0.93 

 0.03 
 0.03 

 0.05 
 0.07 

 0.03 
 0.05 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
* day before last treatment    

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

34 
53 

straw  0.10 
 0.22 

 0.08 
 0.08 

 0.35 
 0.32 

 0.22 
 0.21 

34 
53 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 6- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 

JA
U

 6
47

6-
al

ph
a-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
3-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
4-

hy
dr

ox
y-

de
st

hi
o (f)  

10-2156 
10-2156-07 
Greece 
ox§4§ L§?/゛
/tJJzöd2゙010 

Wheat, 
winter 
Yecora 
 
 

1) 12.11.2009  
2) 02.05.2010 
 - 07.05.2010 
3) 11.06.2010 
 - 12.06.2010 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

22.04.2010/0  
06.05.2010/14 
  
 

69 green 
material 

 0.86 
 1.7 
 1.4 
 1.3 
 0.86 

 0.35 
 0.28 
 0.69 
 0.43 
 0.39 

 0.09 
 0.08 
 0.18 
 0.12 
 0.10 

 0.14 
 0.13 
 0.38 
 0.18 
 0.29 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
* day before last treatment   

grain  0.01 <0.01 <0.01 <0.01 35 

straw  1.1  0.66  0.29  0.77 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 7- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
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10-2156 
10-2156-06 
Portugal 
゜$_*2ö(7 
Pö:cccu cv chäッ゙
f7i2010 

Wheat, 
winter 
Poison 
 

1) 20.01.2010  
2) 18.05.2010 
 - 25.05.2010 
3) 01.07.2010 
 - 10.07.2010 

SPI 
SPI 

0.20 
0.20 

400 
400 

0.050 
0.050 

30.04.2010/0  
14.05.2010/14  
 

69 green 
material 

 0.62 
 2.9 
 1.3 
 1.0 
 0.96 

 0.10 
 0.14 
 0.33 
 0.28 
 0.43 

 0.08 
 0.12 
 0.18 
 0.19 
 0.25 

 0.06 
 0.10 
 0.16 
 0.15 
 0.20 

0* 
0 
7 

14 
21 

(c) SPI:Spraying 
(g) 01013 for JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
* day before last treatment   
  

ear  0.23  0.12  0.06  0.04 28 

rest of 
plant 

 1.0  0.13  0.23  0.16 28 

grain <0.01 <0.01 <0.01 <0.01 48 
straw  1.7  0.33  0.43  0.37 48 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-
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ox
y-
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st
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U
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47
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T
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(f)  

10-2156 
10-2156-01 
France, south 
_vn0v zミ ぃ
f2h?p12゚010 
 

Wheat 
Pescadou 
 
 
 

1) 02.03.2010  
2) 01.06.2010 
 - 09.06.2010 
3) 19.07.2010 
 - 25.07.2010 
 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

25.05.2010/0  
08.06.2010/14  
  
 

69 green 
material 

 0.11 
 0.11 
 0.08 
 0.12 
 0.08 

 0.01 
 0.01 
 0.01 
 0.02 
 0.01 

0.76 
2.3 
1.2 

0.78 
0.49 

0* 
0 
7 

14 
27 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
day 0*: c=0.03 mg/kg for JAU 
6476-5-hydroxy-desthio 
* day before last treatment    
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B (continued)    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-
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es
id

ue
s 

ca
lc

ul
at

ed
 

(f)  

10-2156 
10-2156-01 
(continued) 
 

Wheat 
Pescadou 
 
 
 

1) 02.03.2010  
2) 01.06.2010 
 - 09.06.2010 
3) 19.07.2010 
 - 25.07.2010 
 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

25.05.2010/0  
08.06.2010/14  
  
 

69 grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

34 
41 

 

straw  0.36 
 0.33 

 0.09 
 0.08 

2.2 
2.8 

34 
41 

day 34: c=0.06 mg/kg and day 
41: c=0.07 mg/kg for JAU 
6476-5-hydroxy-desthio  
day 34 and day 41:  c=0.01 
mg/kg for JAU 6476-6-
hydroxy-desthio 

  

bayerj Bayer CropScience
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
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de
st
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o 

JA
U
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(f)  

10-2156 
10-2156-02 
Spain 
b6px3 i0ulAt -p§゙
bGeI2010 
 

Wheat 
Nogal 
 
 
 

1) 20.12.2009  
2) 13.05.2010 
 - 26.05.2010 
3) 24.06.2010 
 - 30.07.2010 
 
 
 

SPI 
SPI 

0.20 
0.20 

300 
400 
 
 

0.067 
0.050 
 
 

07.05.2010/0  
26.05.2010/19  
  
 

71 green 
material 

 0.02 
 0.02 

<0.01 
<0.01 

0.26 
2.1 

0* 
0 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
* day before last treatment    

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

35 
43 

straw  0.15 
 0.14 

 0.03 
 0.03 

2.0 
1.9 

35 
43 

  

bayerj Bayer CropScience
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 3- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st
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o 

JA
U

 6
47
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6-
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(f)  

10-2156 
10-2156-03 
Italy 
・§0・0 
P/ää962e/? (BT) 
2010 
 

Wheat, 
durum 
Perseo 
 
 
 

1) 02.12.2009  
2) 01.05.2010 
 - 20.05.2010 
3) 15.06.2010 
 - 30.06.2010 
 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

06.05.2010/0  
20.05.2010/14  
  
 

69 green 
material 

 0.09 
 0.08 
 0.12 
 0.14 
 0.12 

<0.01 
<0.01 
 0.01 
 0.02 
 0.03 

0.81 
2.8 
2.2 
1.5 
1.4 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
* day before last treatment    

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

35 
42 

straw  0.41 
 0.38 

 0.09 
 0.10 

2.7 
3.4 

35 
42 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

 
 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 4- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
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(f)  

10-2156 
10-2156-04 
Italy 
4d3p* ッ
eJjtäj/6z?* 2010 
 

Wheat, 
durum 
Saragolla 
 
 
 

1) 26.11.2009  
2) 30.04.2010 
 - 20.05.2010 
3) 20.06.2010 
 - 30.06.2010 
 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

03.05.2010/0  
17.05.2010/14  
  
 

69 green 
material 

 0.05 
 0.06 

<0.01 
<0.01 

0.73 
1.9 

0* 
0 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
* day before last treatment    

grain <0.01 
<0.01 

<0.01 
<0.01 

0.06 
<0.06 

35 
44 

straw  0.29 
 0.23 

 0.07 
 0.05 

2.7 
1.8 

35 
44 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 5- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-
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dr

ox
y-
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st
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o 
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U
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(f)  

10-2156 
10-2156-05 
France, south 
vh゜h$ ど
y/ozn:zö 
2010 
 

Wheat, 
winter 
Aubusson 
 
 
 

1) 15.10.2009  
2) 13.05.2010 
 - 24.05.2010 
3) 10.07.2010 
 - 15.07.2010 
 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

03.05.2010/0  
20.05.2010/17  
  
 

69 green 
material 

 0.03 
 0.05 

 0.01 
 0.02 

0.24 
1.2 

0* 
0 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
* day before last treatment    

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

34 
53 

straw  0.22 
 0.19 

 0.03 
<0.01 

1.0 
1.0 

34 
53 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 6- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
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de
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o 
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U
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(f)  

10-2156 
10-2156-07 
Greece 
89_§6 ätb/ ゝ
6JJeo:d2010 

Wheat, 
winter 
Yecora 
 
 

1) 12.11.2009  
2) 02.05.2010 
 - 07.05.2010 
3) 11.06.2010 
 - 12.06.2010 
 

SPI 
SPI 

0.20 
0.20 

300 
300 
 
 

0.067 
0.067 
 
 

22.04.2010/0  
06.05.2010/14 
  
 

69 green 
material 

 0.05 
 0.04 
 0.11 
 0.07 
 0.07 

<0.01 
<0.01 
 0.03 
 0.01 
 0.02 

1.5 
2.2 
2.8 
2.1 
1.7 

0* 
0 
7 

14 
28 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
* day before last treatment    

grain <0.01 <0.01 0.06 35 

straw  0.15  0.03 3.0 35 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 7- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 150 EC  Other a.s. in formulation 

(common name and content) 
: fluoxastrobin 50 g/L     

Commercial product   (name) : Fluoxastrobin & Prothioconazole 
EC 150  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47
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5-
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U
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(f)  

10-2156 
10-2156-06 
Portugal 
1ky`_$0$ Pzy/?äp 
8ä ぉu:cz゙I$2010 

Wheat, 
winter 
Poison 
 

1) 20.01.2010  
2) 18.05.2010 
 - 25.05.2010 
3) 01.07.2010 
 - 10.07.2010 

SPI 
SPI 

0.20 
0.20 

400 
400 

0.050 
0.050 

30.04.2010/0  
14.05.2010/14  
 

69 green 
material 

 0.05 
 0.10 
 0.16 
 0.14 
 0.19 

<0.01 
 0.02 
 0.02 
 0.02 
 0.03 

0.92 
3.4 
2.2 
1.8 
2.1 

0* 
0 
7 

14 
21 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
* day before last treatment    

ear  0.03 <0.01 0.49 28 

rest of 
plant 

 0.14  0.02 1.7 28 

grain <0.01 <0.01 <0.06 48 
straw  0.27  0.07 3.2 48 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

Bixafen & Fluoxastrobin & Prothioconazole EC 190 in/on wheat 
RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
de

st
hi

o 
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U

 6
47
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al
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a-
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st
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st
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o 
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U
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6-
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ox
y-

de
st

hi
o (f)  

10-2207 
10-2207-01 
France, south 
゛$üoo 
Y2yüIz?0ä u$ 
nbtgin 2010 
 

Wheat 
Cezanne 

1) 26.10.2009  
2) 24.05.2010 
 - 31.05.2010 
3) 06.07.2010 
 - 16.07.2010 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

17.05.2010/0  
31.05.2010/14  
  
 

69 green 
material 

 0.80 
 2.0 

 0.07 
 0.07 

 0.12 
 0.12 

 0.10 
 0.11 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg 
day 0*: c=0.01 mg/kg for  JAU 
6476-desthio 
* day before last treatment   

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

<0.01 
<0.01 

35 
38 

 

straw  0.41 
 0.40 

 0.25 
 0.18 

 0.45 
 0.40 

 0.34 
 0.30 

35 
38 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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U
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47
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o (f)  

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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U
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Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- A    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-alpha-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-3-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-4-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
         1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 
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U
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Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 
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10-2207 
10-2207-02 
Portugal 
43h゜ Qiäa $a ッ
cb/Jz゚゛2010 

Wheat 
Jordao 

1) 04.12.2009  
2) 08.04.2010 
 - 20.04.2010 
3) 15.06.2010 
 - 15.07.2010 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

29.03.2010/0  
19.04.2010/21  
  
 

69 green 
material 

 0.02 
 1.2 

 0.01 
 0.02 

 0.04 
 0.04 

 0.03 
 0.04 

0* 
0 

(c) SPI:Spraying 
(g) 01013 for  JAU 6476-
desthio and 00979/M001 for  
JAU 6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg 
* day before last treatment   

grain <0.01 <0.01 <0.01 <0.01 63 

straw  0.37  0.21  0.25  0.26 63 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 
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Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 1- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr

ox
y-

de
st

hi
o 

T
ot

al
 r

es
id

ue
s 

ca
lc

ul
at

ed
 

(f)  

10-2207 
10-2207-01 
France, south 
25pü§ ソ゜

_abz4`? 6゜ köv/i
・ 2010 
 

Wheat 
Cezanne 

1) 26.10.2009  
2) 24.05.2010 
 - 31.05.2010 
3) 06.07.2010 
 - 16.07.2010 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

17.05.2010/0  
31.05.2010/14  
  
 

69 green 
material 

 0.09 
 0.09 

 0.02 
 0.02 

1.2 
2.41 

0* 
0 

(c) SPI:Spraying 
(g)  00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites 
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
* day before last treatment    

grain <0.01 
<0.01 

<0.01 
<0.01 

<0.06 
<0.06 

35 
38 

straw  0.25 
 0.20 

 0.06 
 0.05 

1.8 
1.5 

35 
38 

  

bayerj Bayer CropScience

  
  

  
  

  
  

  
   T

hi
s 
do
cu
me
nt
 i
s 
th
e 
pr
op
er
ty
 o
f 
Ba
ye
r 
AG
  

 a
nd
/o
r 
an
y 
of
 i
ts
 a
ff
il
ia
te
s.
  

 I
t 
ma
y 
be
 s
ub
je
ct
 t
o 
ri
gh
ts
 s
uc
h 
as
 i
nt
el
le
ct
ua
l 
pr
op
er
ty
 a
nd
  

 c
op
y 
ri
gh
ts
 o
f 
th
e 
ow
ne
r 
an
d 
th
ir
d 
pa
rt
ie
s.
  

 F
ur
th
er
mo
re
, 
th
is
 d
oc
um
en
t 
ma
y 
fa
ll
 u
nd
er
 a
 r
eg
ul
at
or
y 
da
ta
 p
ro
te
ct
io
n 
re
gi
me
. 
 

 C
on
se
qu
en
tl
y,
 a
ny
 p
ub
li
ca
ti
on
, 
di
st
ri
bu
ti
on
, 
re
pr
od
uc
ti
on
 a
nd
/o
r 
pu
bl
is
hi
ng
 a
nd
  

 a
ny
 c
om
me
rc
ia
l 
ex
pl
oi
ta
ti
on
 a
nd
 u
se
 o
f 
th
is
 d
oc
um
en
t 
or
 i
ts
 c
on
te
nt
s 
 

 w
it
ho
ut
 t
he
 p
er
mi
ss
io
n 
of
 t
he
 o
wn
er
 o
f 
th
is
 d
oc
um
en
t 
ma
y 
th
er
ef
or
e 
 

 b
e 
pr
oh
ib
it
ed
 a
nd
 v
io
la
te
 t
he
 r
ig
ht
s 
of
 i
ts
 o
wn
er
. 
 



Page 463 of 463 
2015-10-31 

 
Document MCA: Section 6 Residues in or on treated products, food and feed 
Prothioconazole 

 

(a) According to Codex (or other e.g. EU) Classification/Guide (f) Minimum no. of days after last treatm. (DALT, Label pre-harvest interval, PHI = '<<') 
(b) Only if relevant (g) Reference to analytical method 
(c) High or low volume spraying, spreading, dusting etc. overall broadcast (h) Limit of determination/quantitation 
(d) Year must be indicated (i) Dosage of a.s. or water given as... 
(e) BBCH Monograph, Growth Stages of Plants, 1997, (Blackwell, ISBN 3-8263-3152-4) (-) Missing data in the above columns occurs where the information is not available in the original report 
Note: All entries to be filled in as appropriate.  Date format dd.mm.yy 

RESIDUE DATA FROM SUPERVISED TRIALS (SUMMARY) 
(Application on agricultural and horticultural crops) 

Active substance : prothioconazole    

Responsible body for reporting  (name and 
address) 

: Bayer CropScience AG, Monheim Crop/Crop Group : Cereals    

Country :  Germany Page : 2- B    
Content of active substance  (g/kg or g/L) : 100 g/L  Indoor/outdoor : Outdoor    
Formulation   (e.g. WP) : 190 EC  Other a.s. in formulation 

(common name and content) 
: BYF 00587 40 g/L 

fluoxastrobin 50 g/L  
   

Commercial product   (name) : Bixafen & Fluoxastrobin & 
Prothioconazole EC 190  

Residues determined as : JAU 6476-desthio Residues calculated as : JAU 6476-desthio 

Producer of commercial product : Bayer CropScience AG Residues determined as : JAU 6476-5-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : JAU 6476-6-hydroxy-desthio Residues calculated as : JAU 6476-desthio 
   Residues determined as : Total residues calc. Residues calculated as : JAU 6476-desthio 
                  

1 2 3 4  5  6 7 8 9 10 11 

Study 
Trial No.; 

 
Location incl. 

postal code 

Commodit
y / Variety  

Date of 
1) Sowing or 
     planting 
2) Flowering 
3) Harvest 
4) Transplanting 

Method  
of 

treatment 

Application rate 
per treatment 

Dates of 
treatment(s)/ 

Application interval  
 

or no. of  
treatments and 

last date/ 

Growth 
stage at last 
treatment  

Portion 
analysed  

Residues 

(mg/kg) 

DALT/
PHI 

(days) 

Remarks 

 

Year of Trial  (a) (b) (c) kg 
a.s./ha 

Water 
(L/ha) 

kg 
a.s./hL 

(d) (e) (a) 

JA
U

 6
47

6-
5-

hy
dr

ox
y-

de
st

hi
o 

JA
U

 6
47

6-
6-

hy
dr
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y-

de
st
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o 

T
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s 
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ed
 

(f)  

10-2207 
10-2207-02 
Portugal 
0kb* ご/z? ga ッ
qJe7zi 2010 
 

Wheat 
Jordao 

1) 04.12.2009  
2) 08.04.2010 
 - 20.04.2010 
3) 15.06.2010 
 - 15.07.2010 
 

SPI 
SPI 

0.175 
0.175 

300 
300 
 
 

0.0583 
0.0583 
 
 

29.03.2010/0  
19.04.2010/21  
  
 

69 green 
material 

 0.02 
 0.03 

<0.01 
<0.01 

0.13 
1.3 

0* 
0 

(c) SPI:Spraying 
(g) 00979/M001 for  JAU 
6476-desthio-hydroxy 
metabolites  
(h) 0.01 mg/kg for JAU 6476-
desthio-hydroxy metabolites 
and 0.06 mg/kg for total 
residues calc. 
* day before last treatment  

grain <0.01 <0.01 <0.06 63 

straw  0.15  0.03 1.3 63 
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