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CA7 FATE AND BEHAVIOUR IN THE ENVIRONMENT

A dossier on prothioconazole (CAS No. 178928-70-6) was submitted February 2002 by @yer@©
CropScience to the EU RMS United Kingdom for agricultural use as a fungic Prothlocona@e wal0’
included into Annex I of the Council Directive 91/414/EEC by the Commissiéirective 2 4%@3
published 4 April 2008, with an entry into force by 1 August 2008. w

Data on the fate and behaviour of prothioconazole (JAU 6476) in soil, wter, sedime @nd erc@
submitted within the EU Dossier (Baseline Dossier). I his Supple tal Dosswr\for repéwal
approval of prothioconazole presented here, only those @&Vlronment @ate studies a@ de@bed détail &@
in sections 7.1 to 7.5, which were not submitted within the Baseline { Qe sier.

In addition, summaries of the already EU reviewed éles which gke basic for th@under%nd of t@
behaviour of prothioconazole in soil, water and l@lent are also presefited here: The$e summarie <7are
taken directly from the Baseline Dossier in th&/primary foginat me tioned nl& in
numbering of tables). In order to allow differentiatiori between Supplemental giformiation afid data
already EU reviewed, the supplemental inf@ma‘q&@ is @@ﬁten@ bla@ette@’whe@as @ lutuos

describe the original information. .
% \ Ny S
\ \ S "\
The studies concerning the fate andéh ur of @)th azc@f in t@enw meptSver onducted
using two different radiolabel pogitions, [phen I%fJL l4C n@%,S— ole-&C], asdwell ﬁisaunlabelled

prothioconazole. These radiol ion cienfogo define ro of %radatlon of
prothioconazole. The structurgof pm 10C nazole @’d th osﬁ@ of the different pidiolabels are as
follows: % N & & & N 0\(@ %
2 O Y QN L9
Structural formula of pr%thi@gaz%l/j J A1§76§9 v
X
@ @ Y ) 9
» N @ N
p): “C-labelin sm of th@he@abel Q
(short form)use thls sum ary) \\ §\

= [phenyfPUL - ]JA@6476@ & &
t):  14C- 6;%behng @’smofﬁ)f thefriaz e-la%l,

(sherf form used fivthi m
5 trlazole- JA 76

/7 v

The results of th dle are su arl&%l in th@follov@lg sgstions 7.1 to 7.5. The proposed degradation
pathways in 5011 ate@ d s mer&g@f‘e gr&@n in @ure @ 1-1 and Figure 7.2-1, respectively.

@ @
% N I AN
N . (g @\ @Q &©
G @ © 9
& O é@ S @
%o Q
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In addition, studies have been performed with the radiolabelled and/or unlabelled metabolitoes
JAU 6476-S-methyl (M01), JAU 6476-desthio (M04), JAU 6476-thiazocine (M12) and 1,2,4—&@0& S
(M13): . Q

Structural formula of JAU 6476-S-methyl (M01):

*: 14C-]abeling position of the phenyl-labelled
JAU 6476-S-methyl (M01)
(short form used in this summary)
= [phenyl-UL-"*C]JAU 6476-S-methyl (M0 %@

S &
Structural formula of JAU 6476-desthia (04 ©
RN
*: 14C-]abeling position of the phe@»la g%ﬁtd
JAU 6476-desthio (M04) @’ S
(short form used in this sun%ary% 9 @
— [phenyl-UL- 14c1JAL@76 désthio (1104 o
AN
Q) N
\<J

Structural formula of Jo%%) 6 g%laz@me @1 2): &

¥ S
- unlabelled com@d was use uQ @
o
@

@

$ & o 8 &@J

5 v N g A

= > & & &
Structural formu @%}gl 2 é@rﬁlaz@p (M@Q ‘<
> Iy > S & O

x*. 14 .

: “C-labeli pos of tlip’tri e ©@
(sho @ surfina: )\ S S
= trigzole-3, 5 trlaZ@?e 146‘@\ Q @{@ @

) N g S
In origi§reports ﬁd thors may ha@ﬁed@fferent names or codes for degradation products of
prothteconazole. It¢ %‘J‘l @4 si na@or a single code is used for each degradation product.
A full list contammg @uctu@ sfi)gz a, Various names, short forms, codes and occurrences of

degrad S d N3.
egradation p& cts%l%prov i\g t
Q Q & ©@
& & ES
Q
9 S
$E
o
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Compounds addressed in this document

In addition to the active substance, the following metabolites were addressed in this document a&ey &
were considered important due to the amounts in which they were founcgiuring the c@se oftr
environmental fate studies. S &@ @@
Active substance(s) and metabolite(s) addressed in this document v S @
Compound / Codes | Chemical structure Explanation for consideratidn °\© o\@ ‘”\g@
Prothioconazole Cl active ance @ N @Q
SIS
(JAU 6476) OH Q @ S o ©&
al o & S Q& x
QN Q &' Qé % @) &@
od L9 VO o @
RN R I N SERN
SO O S &
o @ KR o © @7 @
Ny O«
JAU 6476-S-methyl occ@nce o> S N Q> %, §
(MO1) -{§wbic° 0> 105%) & & SIS
—\atereimn@l" @Q § ©
B
& § o & & ~
SER LA S
Vo R o
%)
SN Qy S a L9 2
d & & R @ X
SN )
I S QRS
JAU 6476-desthio <§ Wccurigjice i N
(M04) S - aetbbic soib> 10%) @
O —Qﬁer/sﬁ@nent 10"/$
§ S
Q v & O %@
2 T o ®
A
AS $ &0
% N
JAU 6476- occurdenc
thiazocine - ggueous@hotolysis (> 10%)
(M12) § o4
9 &
& N
<
Y
N
1,2,4-triazoleN occurrence in
(M13) @ Q - aerobic soil (< LOQ)
@& Q - water/sediment (> 10%)
& @
JAU®S476- O~ N occurrence in
i lylke @’Q - water/sediment
%42) L (> 5% in sediment, increasing
@ at study end)
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CA 7.1 Fate and behaviour in soil w O\Q
Prothioconazole is rapidly degraded in soil under aerobic conditions to tlg\%naj or degr,ac@wn §§du@t\@ﬂ®
JAU 6476-S-methyl (M01) and JAU 6476-desthio (M0 final degrgdation produst, carb&% dio @
and non-extractable residues. Under anaerobic conditiotts JAU 6476€>-methyl (. AU - &
desthio (M04) and non-extractable residues were als%éxlentlﬁed I @esents of li prot@oco
degraded rapidly with JAU 6476-desthio (M04) major deg Qpron H wever@ &

degradation observed for the dark control rey, photoly&s not be the d @nant@roce@ of
degradation. More details for route and rate of prothiocona an;@iis major deédauoﬁvprod\\ﬁ iicts in
soil are given in section CA 7.1.1 and sectionA 7. é respectiv Yy O

6@’@’&%0
%@\@Q%©@©@?@&

. \ AN S
CA7.1.1 Route of degradat@ in q@ll @ ®& % g}?\ § < @§
Summary: Route of degradatg?n m@ml % @ @ %@

The route of degradation of pro@wcog&%ﬂe i 11 tu usn%g@wo % adlola%el positions,

phenyl- and triazole-label. Thesstudies hayg been I@ffom& @Qum er of s laboratory at
20°C and different soil moistures. «lhe m um@ccur ces &ﬁdegr& tlon@@rod ts in percentage of
applied radioactivity [%AR)] are &ven eanlof dup%?‘(?ates and@ tly d% er from the List of
Endpoints (EFSA Scientific Regort ((%) )1 “Q 1- %@%2 J@ 20&7) @

From the studies o e rout@? of 8 a n 1m§1 u@r ae@gc co&hﬂon& it can be concluded that
prothioconazole rap@l’y degga edﬁm soﬂ%ndel; §@0bl§?nd1 s tQ final degradation product

CO,(5.5t0 loéﬁﬁ of %\3 applidd ra oactl (AR@&“or the

t0 5.3%AR fodyhe trigrole-1€Del). I@aral@@ rah @ nd gssidues (NER) were formed (40.5
to 47.3% for tf& phe%ll 1a1§§1 and, 44. 7 ()AR or t%triazole—label). A total of eight
metabolitss ‘were iden gﬁ@d ara scd 1 h 011 -w cts& ng with the parent compound and

“CO2.Ahe major m@a 011@ (> 10%ARer > ()AR%t 2,00more sequential sampling points or

> 5%AR 1ncreasu@ th s\ldy @@d) wWEx J 476&8 met@ (M01) with a maximum of 14.6%AR

and JAU 6476-dst M04) &ith @x 494 AR W@h were both degradable under aerobic

conditions and thorou ﬁ\%/ oli @ to Q%on Goxide\JAU 6476-sulfonic acid (M02), JAU 6476-

triazolinone 0?) zol JAL& 76-desthio-3-hydroxy (M14) (also as mixture of

JAU 6476+ desthlo 3- hyd 4) % de -4-hydroxy (M15) and JAU 6476-desthio-5-
dr

hydroxz@]é}) JAU %&76 and 2-chlorobenzoic acid (M20) were found as
minor mgtabolites. o,

The pgpposed path@ of rad@n 0 ot}%&onazole is dominated by reactions at the sulphur atom
of the triazole rmg (e.g. ddt@ mcth dth@ loss of sulphur or exchange of sulphur against oxygen).

Under anaer c contitio th&ﬁrk nghe laboratory JAU 6476-S-methyl (M01I) and JAU 6476-

desthio ( @ e&g de ed @gﬁmaj Q! @ egradation products in the anaerobic phase with a maximum

amount \%spectlvely Formation of carbon dioxide was < 0.1%AR. NER reached

a max ?{ﬁlm D un f 40:; AR The following possible processes are involved in the pathway of

deg@atlo @"‘ ocdﬁazole methylation of the sulphur-atom to JAU 6476-S-methyl(M01),

clifi ﬁf the ph@atom of prothioconazole and the S-methyl group of JAU 6476-S-methyl to
U

)

result i 6476-desthio (M04) and formation of non-extractable residues.

A photodegradation study on soil surfaces demonstrated that prothioconazole is degraded rapidly on soil
surfaces if irradiated by simulated sunlight. However, the fast degradation observed for the dark control
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revealed photolysis not to be the dominant process of degradation. The only major degradation product
observed in the irradiated samples as well as in the dark controls was identified as JAU 6476-dg@hio &
(M04) with a maximum amount of 38.5%AR. Formation of carbon dioxide was very lowwith @§
maximum amount of 0.7% AR. NER reached a maximum amount of 25.5%ARg @

The DTso (expressed as solar summer days in Phoenix) was 14.7 days. N & @®

A new kinetic evaluation according to FOCUS kinetics (2014) gives a trigger endpoint of §:77 d@s and

a normalised modelling endpoint of 8.8 days for prothioconazole (bqt% nvironm@g@ day® und&l@

o

summer sunlight conditions at Athens/Greece). VCﬁ @& é}” \\ N @
o & &
The proposed degradation pathway of prothioconazo&%in soil is Sh&@l in Figure é\ .1—1@ @©© C&©

Ty &
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Figure 7.1.1-1: Proposed degradation pathway of prothioconazole in soil
(major soil metabolites are mentioned in bold letters)

@é& @@ @@ound© dues 2
<< O Q
<\’ a. @proﬂ@mam@ M13 = 1,24-triazole
N = JA@6472°§methyl M14 = JAU 6476-desthio-3-hydroxy
Q 2=JAU 6476-sulfonic acid M17 =JAU 6476-desthio-6-hydroxy
MO03=JAU 6476-triazolinone M20 = 2-chlorobenzoic acid

MO04=JAU 6476-desthio
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CA7.1.1.1 Aerobic degradation

The route of degradation of prothioconazole in soil under aerobic conditions in the Iaboratox&as
evaluated during the Annex I inclusion using two radiolabel positions (phenyls and triazole-laiel). Il@’
addition the route of degradation of the two major metabolites JAU 647655-methyl (¥01) angl
JAU 6476-desthio (M04) in soil under aerobic conditions was also invesfigated. All studies &re
accepted by the European Commission (EFSA Scientific Report (2007) 1% 1-98, 12 J§ 20@ Th@

following studies are included in the Baseline Dossier: < & %
X @ & & @ 2
Compound Author(s) & Year @Q &ﬁ/ﬁcut Nogs
Annex Point / Reference No @ S W) R Q a
Protionconazole @ @@) Q & ) (O§
KCA 7.1.1.1 /01 B0 (00005 2000 [N1-023328-03;1
KCA 7.1.1.1 /02 NETIN —061?84-%—1

S OO ~)
JAU 6476-S-methyl (M01) A v O K o O &
KCA 7.1.1.1 /03 | Mo A @()m )L Y [M-056651- oz@

JAU 6476-desthio (M04) LN A DA @‘}9 >
KCA 7.1.1.1 /04 | RN ‘”\a |&)\’il N V| 1\@566@%@)2 1
O RN

For a better understanding of t @‘ou{;e%f degr@’a‘uo&@ ocor(éole in 011 cr agrobic conditions
the summaries of the tw% erobic soif metabolism f 10c6@azo!% (KC@ 1.1.1/01 and
KCA 7.1.1.1 /02) as glve the @eh 0ssi@ are re%ated below@rey spfoure@). Changes in these
evaluations - based on ‘eg change of %gge§alu $iin - thextew f%agula@(()%\l E@@b 1107/2009! - are
distinguished in black:to shou@%em & rev1@1 infQyy atmr@

© C&
AN
No additional stu are&ubmlt§ W, ﬂ@l this %p @)osKer for e prothloconazole renewal
of approval. A of th route of &}radaﬁmn of othi nazé@ in soil is given in section
CA 7.1.1 andJ urc@l s O
~ o @’@@ b\Q@?@@ \@
A & \@ o \@ % \@
$ v O o S
FEFS & O
o & oo &
o O ¢ .09 o O @
Q O 0 SN S D
¥ RN &2 ¢
=) N @% W2 %
@’ 2 Q SIS
%o < S) @ @ D
S ST RS
(AN &©
@"° N
PR ) SR
& S @
%o Q

! Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing
of plant products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC
Official Journal of the European Union L 309, 24.11.2009
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Report: KCA 7.1.1.1 /01; , M.; , P.; 2001 .
Title: Aerobic degradation of JAU 6476 in two soils @
Report No: MR-549/99 N
Document No:  M-023328-03-1 S @@ S
Guidelines: - Commission Directive 95/36/EC of 14 July 1995 ame@ng Council Pirectige
91/414/EEC concerning the placing of plant protectiqn products on@ie m@et,
Official Journal of the European Communities no. Lx] 72, 22/07/ l 9
- SETAC-Europe: Procedures for v(éi sessing tl@ Env1ronmg@al ¥e a§
Ecotoxicity of Pesticides, March 1995 Q @ v
GLP: Yes ~ &© ) @Q

Test System: The aerobic soil metabolism of J@ 6476 was &Vestlg@ed in S @(

sandy loam and Stanley, a silty clay loam) using the @nyl @lled&%tw@é@bmaé AU 76 a
maximum field use rate of 200 g active subst@ e pe@le and r sn§@ tre ent Wlth a ax1mum
of three treatments per season is anticipat gzon rsion ng to@ ev@ S RPA
Guidelines the seasonal area rate of 600%g d.s /ha w \alcu d fm% soil f 1 cnmand .x\@o
density of 1.5 g/cm?. This corresponde@to a@g\cent@tlon & 26. 7@ .5,/ M0 wel @Q The
conversion according to the BBA eli gegésmg@%use @ of@o g§) ha, @ ﬁf 5 c¢m, bulk
density of 1.5 g/cm?), yielded the sqme co@entraﬁon X

The soil samples were treated dn@tly & it wegld h d@ ra @phc ﬁmn The application
was performed by dosing ali of, 380 puL & app tlon@@ ti &In sm (@ts using a microlitre
syringe onto the soil contain%gsthe st els., Then the%mtu@ted @il moisture 0f238% of WHC oy
was adjusted. The radioagiivity reSovergditro e da}@’ vessels W@f:ﬁngd as théapplied amount.
The soil batches were inmbate%under £orobicSonditions ingife darkeat 205 @stmg period of 120
days. The evaporated@mountsP watey was @ter an@replé&msheé e cl@cterlstlcs of the soils

(textural analysis @dmg% @A) agg give k7.1

eterﬁg}atlons of the microbial

biomass were carrisd out & the b&yinnjig’and at'th of g@test Samp@s were taken for analysis at
day 0, 1, 3, 7, 1 0a cho post tr@menf\

Soils were ' cte e@ately ter, @”nphﬁg akm 1th %etomtrlle/water (80/20). The
extraction so a$ tained g% cystel d@chlo e as @ote agent for the active ingredient

to prevent @mdatlve de,%radat d10 1V1ty as c@erml in all samples and the extracts

analys %/ TLC and tho AU 6476 it @gra on products have been identified by

co-chromatography-ith r&ie enge stan ds uging three TEC methods. Volatile radioactivity was

trapped using pol ane&plu d seda llm@The @ﬂ agtivity (i.e. '*CO,) absorbed by the soda lime

was liberated wilp HC %‘CO ] 1@@“1”16:&&” 1t§(}rlgnﬁ§ reaction with phenylmagnesium bromide

to benzoic acigy, Q
Q

NN
@
< %M@@@Q&@@
@ . @ & Q
& IE Vo
O VRN
T & O
N &
&K’@@%
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Table 7.1.1.1-1:  Soils used to investigate degradation and metabolism of JAU 6476 under aerobic

conditions gf

Origin _ Stanley @§
Rhineland/Germany ® Kansas/U S
Soil type sandy loam ég§ silty claéﬁam <
Textural analysis (USDA):
2000 - 50 um, sand (%) 72.4 %% 1204\© § ?
50 - 2 um, silt (%) 2.6 > 130" O o)
<2 um, clay (%) X 50 & 96 RS &
H value:
*Water %@& 2 Q. Ké\g 59X S @
A S G A
' . ® R eot ned <>
Organic C (%) &y &) D w, &1.66™ v
Organic matter (%) [factor: 1.72] © i @L}B.S Qy &@7 o 2.8 Q
Microbial carbon (mg/kg dry weight of soil) % . v @ R Q> © @ @
Day 0 (without a.s.) g\ﬁ \\ \\ @0 &% O v, 174 §
Day 120 (with a.s./ without a.s.) @ N @ L 55/40° O L 286%2788
Cation exchange capacity (meq/100 g)(@Q G ’é\,\’ K 8 @%\9 < &‘/ |§'%)
Particle density (g/mL) S v Loy Y Yy 4 (P
1/3 bar moisture (g water for 100 g 8%/ soi © @ 29@ Q QS QF.02 °
Max. water holding capacity (g/xl@ g DV v /§ &@ é @ h®56.2§)
) N ©

& @ 9
Findings: @% LS §9 @§ @ s @ @ ©
The total recoveries of theapp, ie@ rad@activg fr(@%‘)o % 99 ““@6 m@al _
from 92.4 to 97.6% ingoil St d@ng thetes '\é? od 0€120 days.
The amount of radig 1V1ty%u ncrc &d du:g}g the®Rst pé’od aQ}rcachcd a maximum of
40.5% at day 14 ﬁo aqd de scd\@thc c% tcst@cnod to 35@% (soil _) The
amount of radio it fSlind 0\5011 S%ﬁle&%ache’é%a ma 6. 2%at day 120 (values expressed
in percent of $ 1ed 1oa%§wty) K %, S
In the course ofthe ghixdy thg amounts of rg%loaéct@lty V&@Ch cd@id be @tractcd decreased and accounted
for 57.3% and for Q.99 Stan )afte 20 gpys. @
The re@ concerning@he re ery d10act1v1§re s@nar@d in Table 7.1.1.1- 2.
The calculations su rised ﬂk s table Qete p&Iio rmcgﬁm e computer software Microsoft Excel
97. The results giv B%re v&lui@nde@@ on@ﬂglt @CG. %0 nding errors may occur if recalculations

are made using thg Toupded v

@QQ@

%, "
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Table 7.1.1.1- 2:  Radioactivity balance of JAU 6476 after application to _ and Stanley soil

(in percent of the applied radioactivity) @ @
Soil Days after Soil Volatiles Matgtial @§
appl. Extracted® | Bound” Total 4CO, ther ba@iiCe §
soil @§Olatiles S @Cb
| ] 0 89.0 10.7 99.7 n.m. nm ($ R | ¢
I 62.0 28.6 9.6 04% | <0.1° S
3 62.3 31.2 OF4 ) <Ry NS @ @
7 61.6 33.6 95.2 & ORI @K
14 55.4 405 o> 95.9 2.7 &l R 8 | %
30 52.8 405 ° 933 R 37 | &0.1g & O
63 52.8 2009 933 @ [ R<q Q7| eps.6 @
90 51.0 39.6 290.680°] 59 X <Y 965> |
120 57.3 A6 @ 929° | & 4ley| A1 97.0
Stanley 0 86.6 109y g & nn® nm.Q> %6 & °
I 64.6 V30R | W53 NI A <0.1 L9539
3 528 N30y o> 9237 [ Qo] 2.8
7 518 | %432 v 060y | &0 o 953
14 47207 | S44.8 20 P ¥ (S0 @39
30 5Q) 394 12904 &% O <m, 042
63 A83 w7 T 91D [ L4991 O, 96.0
90 6.3 | o233 G 86 @ 52 0.1 949
120 > 1%9 R) 46.3«} 091.1 és” 2 <0@1 96.6
a) = extracted: organic cold extiégt + organic ho ract D
b; =not extractedg: soil + ﬁltei"\@gt % % § @ QD * § @so\,
v N 9 © 6 °\© é &% °\®
> TS e & s RN
In soil JAU 6476 § raly dc@dalggi@undcr acrobg® congg”ons. The tegpsubstance was metabolised
gtire 7.1.1-150dge 13and gyrily g@rieraiSed to “CO; (4.1 and 5.5% in

via four differengpathyays (Figtire
120 days). Fi ctalpites gpre de@%te ifthe sy extriggs alagg with the parent compound and 4CO..
The metabolitc JA

476—@6sthi%M04 accou&g@i fo@naxir@lm .3% of the applied radioactivity
at day 12&%@1 @

nd f .9"/@t da (sta 14, respectively. This metabolite has
to be cdisidered as r megbolité>yThe etabc@% JAY 4Z%~methyl (M01) was found above 5%

AR at two sequentjak samphing peints (sejt Staitley, Q%y 3 andday 7). Based on the change of trigger
11072009 &this

values in new regyfation EC 7% ivtabelite has now also to be regarded as major
metabolite. No {@the ta@% W@y preseut at fsvels lggher than 5% at the end of the study. The
results concer@ng tl@lstri@ lono®he a@Ve jn@cdicn@nd the degradation products are summarised
-3, O O o &

in Table 7.1 @\Q
NS & @
& & g ¥
S N &9
. S S
> %@7@\@&@
&@%%@@@ S
v
§”§©%©@
> O o
s &
@9@@%

! Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing
of plant products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC
Official Journal of the European Union L 309, 24.11.2009
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Table 7.1.1.1- 3:  Distribution of the active ingredient and degradation products after application of
JAU 6476 to two soils and incubation at 20°C under aerobic conditions @f @

(in percent of the applied radioactivity) o N
N8
Soil Days a.s. Mo1 Mo02 Mo03 M04 | M14/ | Ogp S
after §M15/ . Q
appl. . M6 I &
I 0 821 | <01 | nd | <01 | 435 nd.Q 26 |2
1 15.2 3.8 nd. [(Jo1 3% ndi ST I3
3 10.6 32 12 12 | @m 19 Q57 < &
7 7.7 2.9 218 | 13 [ OWo ) 5| O
14 5.2 2.4 1%@ 1.1 & 360, | 27, & |@
30 4.4 2.2 A2 0.7 . Q210 | 4.6 @
63 2.5 1.9 A1 1@ | 36.6 @b A 1,50

90 2.4 1.9 3.9 D V35|
120 3.1 17 3 30 | ol7 & 4 | Cla s | &y o
Stanley 0 81.9 0.2 | @1 (¥ 01 @8 & ndY |6 @
1 38.8 Y nd ] 9 [« 0T Ad 7.0
3 232 [ 82 o> nd [ w07 (P 19a | @d & 49
7 155 O 5.5%, S N1 9 [$ 1389 92
14 1178 409 | D2 7 18 R YR
30 12,6 @ 931 © k99 D 6.5
63 WY (22 P 3y [ 31 Q1997 | O26 XN 64
90 W96 | 1A 40 27 0| LI by 267 5.8
120 Jgy 105Q1 & [@38 ¥ 24 |5 ]” é@ 6.0

n.d. = not detected N ©9 § N asQSTAU B76 @
a) = origin + minor %bolitc@iffu 6@ MO~ JAY 6476-S-methy
& W

S we2 = Q) 64@w1f0 j&acid
@ ~tri

radioactivity

<& @ 03 =, JAU 64 1
S S - Q & Q104 IAU £476-de@io
<) \ &\ \\MM@NS/MIQ mix@re of S 6476-3-hydroxy-desthio,
Q @ N (03 J 6476ﬁtzhydr0xy-dcsthi0 and
& o0 O SR, :
@ g, . %K §\® § U(;i?@-S-hydroxy-dcsthlo
N @ ©
QO & & @7 SERNE
A @ \@ . S \@ RN
SN SR
5 & & 5~ &
O AN SRS
@ S g Lo o @
9 S Q 9 D
S L & 9 @
@? o & @ & .S
N N §® @
& N & &
> @ &@\ O
@%
@ =) § N @Q
< Q & W
SN
@ (N
© Q
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Report: KCA 7.1.1.1/02; | N, E.; 2001

Title: Proazolthion (proposed) [JAU6476] Degradation and metabolism of JAU647,
aerobic soils N >

Report No: MR-104/01 @®

Document No:  M-061584-01-1 < g @@

Guidelines: - U. S. Environmental Protection Agency (U.S. EPA). 9@ Pesticideg @\

Assessment Guidelines, Subdivision N, Chemistry: Eivironmental @te Y@ntior&
'~

162-1, Aerobic Soil Metabolism St @5 U.S. EP @Q
- U.S. Env1ronmental Protection Ag%cy (U. S E@ Pestlclde %o

Guidelines, Subdivision N, Che NectionQ62- I@Q

Aerobic Soil Mctabollsm Studsys. Addc%um

F on Reocedike
>¢ un Eglronrn%ntal R
©

Aerobic Soil MetabolisifPStugicd EP 40/5 Ow
Fate Rejection Rate kﬁglysm@J S @A D@t 1992

- Environmental Ch@[str rd Fagg, Gul@l ® Rgg@tratmg of Pestlcld§
Canada, 1987, B@ang@ﬂnat&@n SQ %@blc &ydy,
8.2.3.4 &8 o

- BBA: Guide@es for@ije Offivial Testln Pla @rote@ants it IV&?I Fate

of Plant Prgtectantéin Sggl D@dat TraQ or Meta%ohsm
(12/86) & N
- EC: Offteial umal @he @rope Comﬁgumtqgs@No @1 72 %9) July 22,
95. Cggnmis€n DirdxtivgYs/36/ , Amendj ive 91/414/EEC
Con%emu%the Pla%mg@r la@ rotedRon Pr(%uct%n th *@farket Annexes I
K2havio Envggonm %5717%V1/94\
ﬁ TAC: Pro urgs@r Asy sm@%e E@/lronm@ltal Fite and Ecotoxicity of
PestRidess h&ly 85 .Q @ & @
GLP: @ Yo & O O ~N
S5 o %’ & @§ @
Test System: The Berobidoil @r@tabo%sm ofdAU 6@ was Investigated in two soils (-, a silt
loam andByromville, gloa nd) a maxim day%@dcr aerobic conditions in the dark
at 20°@§ﬁmg the pho@@i al:§z triazolegadiolaly cd agtive s®stance. Either the phenyl- or triazole-
labelled JAU 647(@% apg] ohed afthe ratfa Ot 0. 2Q mg aqg,wkg soil, equivalent to 600 g a.s./ha in 6
inches (15.2 cm) d@)t %soﬂ @ i to URDEPA @lcul@on) and to 200 g a.s./ha in 5 cm depth soil

(according to E calc Cl‘l &t waQreondé¢ted in compliance with the GLP standards,

and in acco Q % @Jld@l@tb for@rjlc soil - and in accordance with US

EPA guldel Sub v1s ctio 21 f@r thll Byromville. The soil moisture corresponded
to 50% o, @ammum water hol@mg c@PCIty caseg Psoil h and to 75% of 1/3 bare moisture in
case of fe soil Byron&wllc r@pcctlvcly ﬁc teristics of the soils (textural analysis according to
USD4) are glven :§bl 1. ?@: D@erml tons of the microbial biomass were carried out at the
begbning of the experingght, a 120 R ys 3{§ t study termination (1 year).
The soil sampleg were treated\direg %/ould happen during a spray application. The application
was perforr@%y d@%g a u) ots f the phenyl- and 479 pL of the triazole-labelled JAU 6476
as small dreplets Q@Eo th11 c ntam the vessels by an Eppendorf pipette. Considering the amount
of water @ @thc @plicatipn solutions, the anticipated soil moisture of 50% of WHCmax for soil
as 78% of &’ bar moisture for soil Byromville was adjusted.
The igs sy C@i@ ted%f Erlenmeyer flasks attached with traps for collection of CO» and volatile
ics. Katire fl v&@c processed and investigated at day 0, 1, 2, 3, 7, 14, 30, 63, 90, 120, 181, 272
and 36 ©
The 184 g soil samples were extracted three times at room temperature with each 80 mL of
acetonitrile/water (80:20, v:v) stabilised by addition of 1 mg cysteine—hydrochloride / mL, and once
under reflux conditions for one hour. The JAU 6476 residues were analysed by normal phase radio-
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thin-layer chromatography. For identification of the transformation products co-chromatography,
LC/MS and LC/MS/MS methods were used. ’
Volatile organic compounds possibly contained in the PU foam plugs were extracted by 25uiL 0§
acetonitrile. Each three 0.5 mL-aliquots were radioassayed by LSC. A chromat@graphic anal@ f the
PU foam extract was not performed, because it contained less than 0.1% of& applied ra&loact@

always. @

The radioactivity (i.e. '*CO,) absorbed by the soda lime was liberated V\@%HCI and pL@ed 160 Lsg@
cocktails with nitrogen. @) @x @3\’\ \\ @@ @
Table 7.1.1.1-4:  Soils used to investigate degradatml}&and metaboli fJAU 642&@1der§obl§ &
conditions @ S - ) Q @ Q @)@ &;&
Origin omvjlle
@@7 Rhmela%éerm\g{y A Keorgi A @Q@
Soil type S 9 SBilt v [ Loanty sand Y
Textural analysis (USDA): N a\y\g < @ T 0 < <\
2000 - 50 um, sand (%) LB D835 R o X @’ o
50 - 2 um, silt (%) SO O 8LR &% D"« 7.6 S
<2 um, clay (%) @ N LD 18 O O L5 &
pH value: ©Q % L@\’ S @’ §2 @!
Water & o VAN S AN v\?@
CaCl, R & 2 S 6 @) @9 € 6.1,
KCl @ % @ S S O 9 6q
Organic C (%) NS Y4 @ ¢ )
Organic matter (%) [factor:%%i\ﬁﬂ & V@ o 73.69 > S . 9 .36
Soil Biomass or microbial ac#ivity o S %
(mg C microbial / kg dry w\eigh @@ ©§ gé § K% v §
Initial (without a.s. / @th a.s %, QQ °NL400 Q432 & N 23/25
After 120 days (wiglt a.s. / with ) @@ S osg9/575 © S 31/43
Final, after 365 d&& (wigidut a.g M Rithe.D) Q) 356 & @ <20
Cation exchange@gpacify (meq/400 g g,)@q S5 O S 4.3
Field moisture&@hacigh?t 0.3gpar (D" « 9 $35.56 ~ 4.8
WHChnw (%) & % 2 K£63.19 9 Not determined
Bulk densiff(disturbed) égcm3) 7 © Yo W 1.59
N & @ < <§ .0

L° Q
Findings: §\ & é\a °\© @’ & =
During the study®%he g@ ry ol%’ie pplied 10ac@y in individual test vessels of the -
soil ranged frag 102 2%, %&nd t ©\ canQras 9@8H%. In the Byromville soil the total recovery
of radloactnﬁ@y rang%ﬂ fr QI 02%@6 to 2%, the@ean was 96.3%. The complete material balance
found at ampling mtervals on ed téat nq&%mﬁcant radioactivity dissipated from the vessels
or was during Pro¢ @& singQ @
In thg course of tlf@stud the oun %f r&*actwlty which could be extracted decreased. The
migum portlonsi%f e@ oacQ/lty ly in case Byromville soil, triazole-label not found at
day 365) yielded 25.0% 9 -labgl) and¢33.4% (triazole-label) of the applied radioactivity for the
Hsoﬂ aqpd 47 % (p yl Qr%l) andR1.6% (triazole-label, day 181) for the Byromville soil.
The amou ra ctw bound to increased during the test period and, for the _ soil,
reached 1®»mnu@valf 4@% (phehyl-label, day 365) and 56.4% (triazole-label, day 365), and for
the ByP@wﬂoﬂ 1 4%@enyl label, day 181) and 44.7% (triazole-label, day 181) as percent of
apph& adi
he eyt seri

e@§ an@rease of the portion of "*CO, was observed during the entire study period.
Gener%ﬁthe soil indicated a significantly higher capacity for mineralisation both radiolabels
to "“C®7. At the termination of the experiment the amount of *CO, yielded 17.9% for the phenyl-
labelled and 5.3% for the triazole-labelled compound. In Byromville soil the formation of “CO, was
weak using triazole-labelled JAU 6476, finally reaching 0.7% of the applied radioactivity. Using the
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phenyl-labelled JAU 6476, the portion of *CO, exceeded 6.1% of the applied radioactivity at day 365.
Obviously, the phenyl-label was much susceptible for mineralisation than the triazole-label. §9° S
At all sampling intervals, no volatile organic compounds were measured (each value was < 0.1% 6f th@§
applied radioactivity). @

The distribution of the radioactivity in the two soils is summarised in Table 7.§1- 5 and Takle 7.1@-
6. The calculations summarised in the tables were performed using the computer software 84S E &al 97.
The results given are values rounded to one digit place. Rounding errors Ay occur if roe\c@cu}itd@ns a&@

made using the rounded values. @& @3\’ @\ @Q @
Table 7.1.1.1-5:  Radioactivity balance of JAU 6476 after applicatn@@) e vs\g(@l’ Q@ IS S
(in percent of applied radloactm@ {Q)& @\@ ) @Q é}
Label Days after @ﬁ) @Q@ VaRtiles C@Mat@l
appl. Extracted® | Bownd” 1@ 'S HCyy ther % batdnce
N 2 i1 YN | Qolatildy | Y
Phenyl 0 95.8 |° =0 | QO02sl] S @ & [S)N0g-
1 68.4 29 7 6.6° 02 <¥1 & o
3 668 7 | 308N 993 & Y QP | Axo0.1, X0
7 B &> 2847 | (M2, Y N5 g <0 | Q937
14 O & 38 [N9w | §S258 M e, 944
30 584 I 5 [T Xy | O 3y DR 940
63 520 | 9374 5 & N [fFol 94.1
90 oF 482 V31 | f R5.29 55 © <@y 91.8
120 %] 4 398 ¢ 42.0 818"~ |, 2107¢,| <¥1 92.5
18l | ©32Xy | @52 75 Q148 | L9011 91.5
R 289 Q74658 | 7 T Y <0.1 90.6
365 @gj\ 50 O 47 L On% | . 179, © <o0.1 90.2
Triazole T 00 Q48 @ 5 L 102F O & 1023
& & © 68K 03] 90 | <@l <0.1 99.0
@Q N 69.7 3 | 3005 @ Sl <0.1 100.6
Q | &7 &2 @ D0 AL 9N | ™01 <0.1 99.2
S N 659> G5 & 9 @ 0.1 <0.1 98.4
K2 30 D 63 | 3470 5984 g 02 <0.1 98.6
Q> IR s SR SETENY 0.7 <0.1 98.0
AN @90, O 27 & L7 TS g Il <0.1 95.5
O 126, | &246,79 | = 383 %/ &0 2.0 <0.1 97.0
P L & 4] L7V 928 2.9 <0.1 95.7
QP& ] e S [ $894 4.9 <0.1 94.2
©@ 23650 | « 334 Y B4 .| 898 5.3 <0.1 95.1
@VJ @A ) g@ @ﬂ© Mean over both labels:  96.0
a) = extra organic cold,extract ani t extgac
b; = not@tcdg: soil + i%r é@*g @ﬁ &g @\7\7
o N @ & Q@ N:
S A o O
WOV A
& S @
N O S
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Table 7.1.1.1- 6:  Radioactivity balance of JAU 6476 after application to Byromyville soil

(in percent of applied radioactivity) @Q @
Label Days after Soil Volatiles erial gy
appl. Extracted® | Bound” Total 4C0O, & Other ﬁan&
soil &> volatiles N
Phenyl 0 98.7 2.7 101.4 S W4
1 743 20.6 94.9 0 <O | ©pPs.1
3 63.1 297 (993 0.2 <Qr LD 93 @
7 59.4 36.0 954 |o° 03 odl D %% &
14 58.8 35.2.4, 940 ,0° 04 [x~017 D4 P
30 56.4 384Y 944 QO 0.8 4~ <.l € 95.1@
63 55.2 At 943 220 Q <1 96>
90 58.3 5.9 9% I Ody | SN 0.1 v XY
120 499 [% 40.1.D] 90 B A [SX0IS [ 7930
181 49.1 | 4pd” @905@ 1 W <cayg [ 9356
272 506 = 4o (9 R 43 <Y1 oy
365 47975 1 382 Q1 &) 69 [ w501 2
Triazole 0 989 &S 347 o020,V wn, oy & | Q02.0
1 B & 28 @ 984 | D1 ¥ o 985
3 D663 Y e Ry | O<0.1ey7| .1 =) 989
7 60.9 | 9344 @4 MY 0@ [0S 94.4
14 &2 03 Y 31y | o H0.1R Tl O <6 100.2
30 %] . 586 38.3 96@@ 9 0. ley <1 96.9
6%, | 565 | @21 ¥ 986 @ 08 | _@0.1 98.8
90 ° 559 [ T405 | o557 Y <ol 95.9
1200 & 87 © 4&‘” Oosx, | . 03, © <o0.1 95.5
Q81 @] 516 g, 4 96 [ & 0.4 <0.1 96.7
SR DERS 2. i{\@ @2 05 <0.1 94.7
ST 0 N 8y N 4287 Boooy <0.1 97.7
@Q @ N 2 S <§ Mean over both labels: 96.3
a) = extracted: @anlc @ cxt&%‘% orga}f{c hot stract (f@ @w ® @
b) = not cxtr@tcd soil ¥filter &) % @\ 04 >
S & @’ & o &7
A @ & O Q
JAU 6476 was Ve@amQ? de@dablc‘l bott\lly\soﬂsxunder%eroblc conditions. In the course of the
experiment, seve Wwerg detecté®and @antléﬁd together with unaltered JAU 6476 and
material remalm § f Uf@é@i’l" L%%para@n I—%@ever only two major degradation products
occurred, i.¢ to >@>0%

iogctivity at any time during the study.
The predo 1nant metabo Qe W é@% -desthio (M04), with a maximum of 46.5% and
49.4% @ve applle%radlﬁl _\_ ‘§/ 7 m\g% soil (phenyl-label and triazole-label,
respectivély). The espon g aximyn? valsgy” for the Byromville soil were 41.2% and 38.4% of
the applied radloaeg ity ay ph%§él la@%and triazole-label, respectively).
The ¥econd major metat@’lte V&@}JAU 6-®methyl (M01), with maximum values of 11.3% (phenyl-
label) and 12. %@?trlazole -lag) 01@/ soil. The corresponding maximum values for the
Byromville % pheifyd- 1@) and 14.6% (triazole-label) on day 7.
One degr oduc®idengified a¥FAU 6476 sulfonic acid (M02), was found above the limit of
quantita (L$ ) in theee e four test series, especially in the later sampling intervals. Usually, it
amourded t % of@he applied radioactivity (except one sample with 8.3% in the - soil
at d@%l 81 @azol bek\atd did not show any trend for an increase.
M{@or ( @86) metabol®es were identified or characterised as JAU 6476-triazolinone (M03),
1,2,4- t@%ole (M13), JAU 6476-3-hydroxy-desthio (M14), JAU 6476-6-hydroxy-desthio (M17) and

2-chlorobenzoic acid (M20). Usually, the total radioactivity not assigned to defined *C regions was
< 5% (except one individual sample with 6.1%).
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The results for the distribution of the active substance and the degradation products are summarised in
Table 7.1.1.1- 7 and Table 7.1.1.1- 8. @ >

N @§
Comparing the analytical results received from the test series with the different rggliolabels it @ho n
that there is not any relevant difference related to product formation in the soil acts. The pfgdomi
portion of degradation products contained both the phenyl and the triazole ring. Further ghe p &le of
products found within this study indicates that the cleavage of JAU molecule @rmigg” ot
degradation products, e.g. containing just the l-chlorocy®propyl-m0i , does not @eg\r te\i%rele t @
extent. Thus, the proposed pathway of degradation of IAN 6476 is doted by rea@&ns e swphur &
of the triazole ring. The proposed metabolic pathway@gf JAU 6476 {@hown in F'@&re 7.@ @e 1 @1§>©

o )

The study demonstrated that JAU 6476 is Veldly degraded in @obic@%il. 7& fogped n@or
metabolites are further degraded and, therefore, do not a,ccu@te g@soil. D RS <

o

N @ 'S N N
Table 7.1.1.1- 7:  Distribution of JAU 6476 424 itktab(@%s afﬁéapp@tion f@the Qil @ gn()

percent of appl)led radg:%twg}ty:@y @)) SR rr\Q Q < (\@
.S. a "\'A. a a

Label :l)fizs a.s MO1 gi\gﬁs \7@040 li; q gi?\ i@ l\é%() @@?ﬁ(;zvn
appl. q @) %y O\Q § @ § S @ %@d bolites ¥

Phenyl 0 | 134 | <208 ngy | ©. | &9 & ,O0ndQ nd]| ix <20

1 7.9 b | A 0398 @7 ) <29 D | wad 22

3 6.1 |97 | hd.s®d<20 [ 386 97 ©.0 | <2.0 [Ond. 2.3

7 20 ] 103N ngY ngy | 483 AN 2.00 ?< 2.9 n.d. <2.0

14 42 7 847 g | LU 14358 4o <2 3| nd 2.7

30 29 & lend 520603508 « | <29 % | nd. 2.9

63 | &2 [@v4 Ao nd_ | nd> 3% | © ;&2.0 '>N32 | nd. 2.5

90 @0, | 6@y <] ¥ | B8 g n.d, 22 | nd. <20
120 <207 50 | B2 [20.,.¥7589 N <¥| 42 | <20 n.d.
Al

1889 A0 | 39 k. 37 DNnd & 168 § . 20 | nd. n.d.

Y [0 026 O3l <2 L& S |20 29 | <20 <20

365 [E20Y 28] Al | 0O | oB3 L<2.0 | 29 | <20 <2.0

Triazole® 0 | 85> | <20 | &0 | 7d & 1028 o nd | nd | nd | =20
AT 1T T @0 [ B8 [Sndals ndO! 3887 n® | <20 | <20 | nd | <20

3 W OSSN nd] <29 | @94 [»d. [ <20 [ <20 | nd 25

7<20 [ logr | N | @d. [Q94 nd | nd [ <20 | nd <2.0

142 &3 [ @rd. o >nd. @ 39 nd. 2.1 24 [ nd 2.7

@ | Q) [¢y0.0, <209 <20 37% [ nd. | <20 | 33 | nd 3.0

3 [22060 1Al <& | e | &9 | nd [ <20 33 [ nd 33

D 90 [ <207 & | 2 | D@d [B48 | nd. | nd 2.1 [ nd. 3.0

@ 120 [ .53 | Q4 | B3 sx<2at 151 [ <20 [ <20 [ 46 [ <20 n.d.
181 [<&2.0 A 52 825 nd®| 166 | nd. | nd 24 | nd. <2.0
\% 272 6.65° 30 | & 79 [ <20 [ <20 | 26 2.2 <2.0
365 P 8 [ 533 k220 61 | nd. | nd 23 | <20 <20
as.  =JAUSM K KR a) = identified
MO1 =] @76%%thyl B @ b) = characterised
M02 =] 647Ul foniggeid % © c) = phenyl-label: sum of three unknown metabolites, none
MO3  =gnU 6478 riazodiyone N) did exceed 3% of the applied radioactivity
MO04 AU -desthio Q d) = triazole-label: sum of three unknown metabolites, none
MI13 %= 1.2.50azo y\’@ did exceed 3.5% of the applied radioactivity
MIAS = JA@6476;§ydro -desthio n.d. =not detected
\\/@ = 6476-6-hyd -desthio
M2 -chlorobenzoic acid
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Table 7.1.1.1- 8:

Distribution of JAU 6476 and its metabolites after application to the soil Byromville

(in percent of applied radioactivity) @Q [(\b
Label Days | a.s. | MO1® | M02% | MO3® | M04” | M13» | M14» | M17 | M20Y nowiy
after @ @met
appl. ((§ bo}it@
Phenyl 0 [ 89 | <20 | nd. | nd 7.5 nd. & nd | n@®| Nd ¢
1 | 463 66 | nd. | nd | 143p ng > nd | Ui [ T2
3 1205 | 113 | nd | <20 [ 21.655 1@ | nd @’.d. D 2@ | @
7 | 85 | 137 | nd | nd | 317 SR [ nd DndS 0 S
14 82 | 129 | nd | <20 | @8 L nd. | nd®d] ndR [ Q20N
30 52 | 123 | nd. | <2.0 =983 N neé | ¥ | &d | Y<o@
63 43 | 117 | nd. [ <2.6) 326 ~N LD | nd @ﬁ.d. S X9
90 4.8 83 | nd | <20 | 42 | & kld ./Ond Q nd Y .0
120 2.5 98 [ <20 | ©0 | @9 & S <2@ < <20 <2.0
181 2.4 92 | <20 [\<20a5295¢7 © nd& | <20 | opd. <28’
272 4.1 7.0 | <2.0 28] 238 | sy | 0 [e32.0,] <205 §%
365 2.3 71 | < g@;%% <V | B9 | & N 2.0, < 2.8 < xg 0
Triazole 0 95.5 n.d. %.d. 2.4 n.d N n.ddy Q@ @% ~n.d.
1 | 521 6.4 @{d pnd sl TR nd” | 82 | 2d. &nd. 2 <20
3 [ 246 | 124 Qnd, | <20 | B9 | & |Od &hd ) nd ] <20
7 84 | 14| md”| @0 | &7 lgtd & nd O ngdO[ gd <2.0
14 92 | 18 [ ™. les20 [299% nd@P nd, | n.& | @u. <2.0
30 50 | 132 &ond O=<20N 30@r | nd [ ad | @d. L nd <2.0
63 34, 2132 P ng) <&V | 340 | _nd & nd @ ndx.S nd. <2.0
90 26 T 1A | pd | 0 (@84 §ond nd®[ & | nd. <2.0
120 X | R w20 | T2.0925.18] < S Q0 | =20 | <2.0 <2.0
181 | @3 | 102 X209 2] 209 | gd. | ¥d. [>20 | nd <2.0
272 3.8 @ 74P 24 20 [ 2 |ggnd. &,<2.0@ <2.0 | <20 <2.0
3650 4T 7% |23 (5520 k937 V<2 <20 <20 | <20 <2.0
a.s. =JAU @Q)j Q Q §<@J o) @dcntl&§
MO1  =JAU 6476-Sgpnethyl, . @b) & charaQrise @
MO02 ij@’ 6476-sulfonjc acid 30\9@ % & c) = sy, oftw nown metabolites, both < 2% of the
MO03 U 6476-triazgtyione 3O @7 @ﬁ 1oact1v1ty
M4 AQTAU 6476-des@o . o
MI3 = l2dtizgly O & © %\ \
MI14  =JAU 6476 hydroxy- dc%ﬁ BN n. d *ictcctcd
M17  =JAU 64%b-hy de @,& . &, o
S

M20 =2- chl@)bcn2(® 1d
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CA 7.1.1.2 Anaerobic degradation 5

Due to the proposed use pattern of prothioconazole as a fungicide applied to cereals and ga@ angs
anaerobic soil degradation study was not considered to be required. Therefore no studies on rout
and rate of degradation of prothioconazole in soil under anaerobic conditio ere submittéd for ¢he
Annex [ inclusion. However, an anaerobic soil metabolism and degradation‘Gtudy of prothlocm&%ole
was performed in 2014 and is submitted within this Supplemental Dos%r for the pgy Sthio @zol@

renewal approval (| R and . 2014, kcA 7. 12 /01 &KCA‘*\';! 2.1.3 /01)% \ &

@

X Q @Q @ %@ S
I e A , < S

Justification for including this study in the Anne enewal sier: This s&y Wagzon@@ted@

cover metabolism and degradation of prothioconags

Q?t\? in soil und n@é@ﬁbm@ dlt]@%

New study submitted for Annex I renewal

Report: KCA 7.1.1.2 /01; *g@i; ﬁ Dh201s &
Title: [Phenyl-UL-14C]prothioconazels: an@@obic rad@}n / n@fabgwml %e s%o
ReportNo:  EnSa-13-0675 .= . 0 N
Document No: - M-A94101-01-1 €7 " o &6 <Y O & §
Guidelines: - OECD Test Gulne E@ 30& @ é\y éy @ S)
- Commission R atz@a (E@o \@20& atg@rda 1th@gul%§)n (EO)
No 1107/200@% S & U N
- US EPA P&%es‘[ @&udel@e N@Z&S N 00 @5%&6 with~ additional
NAFTAQQqulrement% @ % O
GLP: Yes Vo & @ S T LD &
Justification: New. d4fa O @Q < {g\\ %,
% @ B AN
Executive Summary-” ¢§ K S é N \@

N
The route and rate egr&datlo h—labé@ed %‘%ﬁnoc%amle @ere studied in one soil at 20.3°C
in the dark in theJgborafory ujder an%eroblwondl 1018 f@ 20 @/s flng an aerobic incubation

phase of 6 houé@tota udy du @d atldﬁ&gof 12@1@%& S §

Table 7.1.1.2- T Selcgted soil,~ o\ S O %@
ﬁ%xt pH oC
QN (USI@) [%]
sikoam 6.2 2.0
a) = pH value ey Ved fom aq . ‘ @
S S

A study ap[@tlo 33 pg%g 1 dry v&@lg%\@s applied based on a maximum single field
application rate of prothl$ @% @ g/

The tes‘@ performe stat @ysteéé 1ng \t‘ﬁrlenmeyer flasks each containing 100 g soil (dry
weight ulvalents) {he sar*lekfor the& rob@\ncubatlon phase and the first anaerobic sampling
intervgl were equi trapgy(perfieablgfor oxygen) for the collection of carbon dioxide and
volatile organic compo D@qng thesanaegpbic incubation phase, air-tight gas sampling bags were

connected to th@test vessels th lect@a of volatiles.
After applicgtipn of at%@ te tes@ ystems were incubated under aerobic conditions in the dark

at 55% of max| un@ ate&lﬁwldm@ apacity for 6 hours. Then, the soil of each test system was
flooded \@h x@en -dépleted:water, mimicking a field flooding scenario, and set under an atmosphere
of nitr: ‘@n to iev, anaec conditions.

Dup &ate S er;gcessed and analysed 0 and 0.25 days after treatment (DAT) during the
al ci ation dat DAT-0.25,-3, -7, -14, -30, -59, -90 and -120 for the anaerobic incubation
phase. ﬁgmphng intervals of the anaerobic incubation phase correspond to 0, 3, 7, 14, 30, 59, 90 and
120 days after soil flooding (DASF).

The mean material balance was 98.3% AR (range from 95.8 to 100.4% AR).
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The maximum amount of carbon dioxide formed at the end of the aerobic incubation phas@as S
<0.1% AR and remained at the same level during the anaerobic incubation phase. Formation of:yolatil
organic compounds during the aerobic and anaerobic incubation phasexywas insignifieant .as
demonstrated by values of < 0.1% AR at all sampling intervals. @JQ & @®
N
Extractable residues decreased from DAT 0 from 93.1 to 57.9% AR at DQ%F 30 and ah@tly 1@§easg§

to 59.4% AR at DASF 120. ©) & % \\ @Q @

Non-extractable residues (NER) increased during the a&robic 1ncuba{@1 phase fro@d)AT % D@O 2<%©

from 7.3 to 25.5% AR. During the following anae@@ 1ncubatlo@ph e, NER rthg increaSed f@

27.4 10 40.2% AR at DASF 59 and slightly declingd to 38.1% QR unti ASP@O & @
o

Within the aerobic incubation phase, the amo& of p@%lo@zole@écre@@d fr DAT Eto %?T 0.25

from 913 to 55.2% AR. During the (foll ole@ncu@lon p ase,étshe unt&df

prothioconazole further decreased to 3.0% AR a SN 0

Two degradation products were 1den@e ith th J- lowq mumoccu %ceNAU §6 S-

methyl M01) with 33.7% AR (anaeroliiz, g& % aero@% nd JAY 6476-

desthio (M04) with 23.5% AR (ana@@blc ASFJ and 6%\ b1c @)

The total unidentified residues @munt&d toa @xm@ of A@nd n@sm@om&)nent exceeded
1.5% AR at any sampling inf¢i al ~ @
& \ Z)

9 9 .
The experimental data ¢ u%a be well de@grl §r a dQuble st ordeg In p@@lel OP) kinetic model.
The half-life of prothlg\gonazc@, ndeza'@anaer icc tlon@vas 2§8 da&m 5011 am Hohenseh.

Table 7.1.1.2- 2: D%@gatlon@ne of @hmc§zol@ sml@nder a@erobi‘i&condltlons

Soil N S Besmt N %Q\I(so P D hi? Error Visual
) ) %(me%s mod;% %&[sdayg[ S @] w@\% [Yo] assessment®
] T DIoPS |6 280 0354 @ 93 ¥
(Silt loam)& . 9 A ) 3 @@ S
a) visu essment: += N
b) DF&L@Eisouble first orég;{)n pa@el @ @% . @Q N, Q
SR ® %\ RN

: N oo D : .
It is concluded t rothi ocon@ e ag@ﬁts de@’adatl@l praducts have no potential for accumulation in
the environment. °

N .
SN Y
@% o o MATERTALSAND METHODS
N N\
A. MATERIALS S S > @ @Q
N (g @\ R Q)
1. Test Item@° N Q@ Q&
phenyl-lz:@led &r&ﬁio@zol%
Sample-H¥.  « L
Specif@&Acti@f @© @@@7@ MBg/mg (128.4 pCi/mg)
Purity: «&97.2%
Cgmlca&nyﬁ N >98%
2. C) Soil

One soil was used (see Table 7.1.1.2- 3), which was sampled freshly from the field and sieved to a
particle size of <2 mm.
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Table 7.1.1.2- 3: Physico-chemical properties of test soil

Parameter Results / Units ' N4 ©©
Soil designation g
Geographic location > Y
City . S
State North Rhlne% estphalia § § &
Country 7~ | Germany *o ° X
Soil taxonomic classification (USDA) V Loamy- s@etal mixed, @%13 @ @
mesic, dystric Eutrudefib S fi\\a é
Soil series @% no irformation avaltﬁ‘le R Q LN
Textural class (USDAY) <\ silt Tdam @) RS ~ &@
Sand [50 wm — 2 mm] o 1 R \© o @
Silt [2 um — 50 um] o o ¥ %> B §
Clay [<2 um] @ 1694, L N
pH (s0il/0.01 M CaCl, 1/2) Q‘(}%ﬂ @Q @@ O T ) °
(soil/water 1/1) W\% NN\ § @
(saturated paste) SN @} & N éﬁ ®, §
(ol INKCIUD) D o> s sl &© S SRS
Organic carbon (combustion) @ o ) 2.0%
Organic matter ¥ QQ& TS ~ §4% m§ @Q §/ . ”\9@

§
q

Cation exchange capacity 9D S D1 1.4 gneq/ I(F&g) @U
Water holding capacity ~ nfaximum (MWHC) @« 7| 519¢ H2<%ad 100'¢ DW)
“at 1/10 bar (PE20) o o | X1.9%. &

Bulk density (disturbed) &y ©° &~ O “ 1.10 gfein® D =
Soil microbial biomass Buring%ne anaerGbic 1@bat1@pha5§ [mg microbial car per kg soil DW]

DAT-0 untregted s Q- 9@ N

DAT-0 trghied samBlesh e’ @ £ = 5 07 &
Microbial viabiliyr duri %the an@ob cubatlon ph@ Q[CF I</g sog@ BWV]

DASF-120 tiongl 0! ungre ted < not@unta

@ ot 7 g V| @

Q tr@tedc) Countable
& @,@dilw\\iﬂ@ 102 Snireatéd” @b §§§cou@able

© ) treat @ not table
@ t1on@ 3 @ untrggzd Q> Q@ &x 104
A @ %Q dc%i© % x 104
A dilution 10% Qiitre §4,33x 10*
§ « %\ treaté@%’j @ 1.33x 10*
“ @m%} o t%ated@ &7]330x 10°
@ tated® O @ 1.00 x 10°

a) USDA: Whited S\ta)[es %nmeﬁg\f Ag@lture )
b) % O%flic matter = % organicSatbon 24 @

c) s@ s were applégd wi lven@f ap@satlozg%lutlon (400 pL acetonitrile/water 25/75 (v/v)
CFU:%olony formimé}@nits &1

DAT: days after treatment @SF d@s after @il flog g
DW: dry welght (7] @\ Q @

B. STUD@EQG%I §

1. Ex@rl el al ondl

In th %Paﬂc ?' sys for«degradation in soil under aerobic and anaerobic conditions Erlenmeyer glass
m we@lsed as test vessels. The test systems of the aerobic incubation phase and the

ﬁrs a@blc sampling interval were fitted with a trap attachment (permeable for oxygen) containing

soda lisk for absorption of carbon dioxide and a polyurethane (PU) foam plug for adsorption of volatile

organic compounds (VOC).

For the anaerobic incubation phase the test vessels were closed by sealable two-valve glass stoppers
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connected with gas sampling bags for the collection of volatiles. Additionally, the test systems were
placed into an inert gas flooded box in the climatic chamber. @

For preparation of the test systems, 100 g dry weight equivalents of the sievedspil were wei into
each test vessel. Soil moisture was adjusted to 55% of the maximum water ing capacityy W@%)
for the individual test systems by addition of de-ionized water. The untreated test Q&ste%\)vere
equilibrated to study conditions for 4 days prior to apphcatlon

S %
After the aerobic incubation phase of 0.25 days (6 houthe soil of ach remammg?fest%%sszl%@@

flooded with 150 mL of oxygen-depleted, de-ionized watér. To finallyagmove the regidual Iy genfrom

@

@
S

the test systems they were flushed with argon. Afterwards, the test \@ssels were ¢ clo@ by@alv&©

connected to an air-tight gas sampling bag (except for DASF-0 sa &les) The valyes w gre set t&.conngé
the test vessel headspace and gas sampling bag, closing th test sy@m fré% the @Quter @nosp@%e
To ensure maintenance of fully oxygen-free condlt%n,s th&@ést g\}fstems@ere éced fva I@%gen
flooded box within a walk-in incubation cha é}’ @% @@,

The study application rate (SAR) was ap&%(imag@y 58% ug %g dry@%lght resultl 1r;§§%R
of 132.9 pg/mL phenyl-labelled pro‘geona@e st syste 6(») u[xof th phe@tlon tion

were applied dropwise onto the soil s@face 6€ the ectixle equ rate st's @ng a pette
RGN e

After application of the test item @e te syst ] we@)mcu d ui@er aéﬁ C@IUOQS in the dark
at 55% of the maximum waterzholding ‘capa@ity fi howzs: Tk@ the S» chetest system was
flooded with oxygen- depletq@ater ?mmk@ﬂng a field ﬂé%dmi nam;g, and under an atmosphere
of nitrogen to achieve anaerobic %ﬂdltl(@ @& ©

\@ @ § &S @% ?7\9 @ @to\’
2. Sampling @@ S o .
Two sampling 1nterv«@ls we §J Ver t ntige\}erobi@inc tion phase of 0.25 days. Eight
sampling 1ntervals distribut e entl bic @cubation phgse of 120 days.
Duplicate samp @roc Ssed an%lﬂ analwed @\a d Qs da}@&afteatment (DAT) during the
aerobic incubati and a%) -14, -3Q, -39, -9Qand -120 for the anaerobic incubation
phase. The sa 11n @of the anae%%blc 1rf@1 atléphaorre@ond t0 0, 3,7, 14, 30, 59, 90 and
120 days aftgr soil d1ng (D @E) % & é,}’
Microbjahsoil blomass@'as at start of tl@ aerd@% inclibation phase. Additionally, microbial
viabilitydof the 5011 W& det& ne at end@ﬁthe a egib&é incubation phase (DASF-120 £ DAT-120).

3. Analytlcal %ﬁce es @ © @

At each samp g 1nt %& aer@@’c i batlc@%has@e soil was extracted three times at ambient
temperature%@mg deetonitnyte / v@ater A1, Furghermore, two microwave extraction steps were
performed.ysing acetonit V/V)@ 70°@and methanol at 50°C.

At each pling inteffgal of ana@obl@cubé%n phase (DASF-0 onwards), soil and water were
separated by decantatipn toallow<for sepdtate aﬁ@ysm of the water. Afterwards, the soil was extracted
as deSeribed for th&aerobisinc b&tion plfdse. @

The amounts of test itenf@nd dégradation prg@lcts in soil extracts and water were determined by liquid
scintillation ¢ @tm (LSC)and b LCfadiodetection analysis. The amounts of volatiles and non-
extractable p&Sidu %I ere &%{erm@ed by LSC and combustion/LSC, respectively. Test item and
degradatian pr d@s wefd 1de ified bYSHPLC-MS(/MS) including accurate mass determination and/or

by co-c@na@ phy

The@ta fofthe te %e anaerobic study phase were evaluated according to the FOCUS guidance
degradatlo inetics! using the software KinGUI 2. Model input datasets were the residual

' FOCUS (2006): “Guidance Document on Estimating Persistence and Degradation Kinetics from Environmental Fate Studies on Pesticides
in EU Registration”
Report of the FOCUS Work Group on Degradation Kinetics, EC Document Reference Sanco/10058/2005 version 2.0, 434 pp.
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amounts of test item found in each replicate test system at each sampling interval of the anaerobic

incubation period. @ TR
For the determination of the degradation kinetics the following procedures were applied: N §
* Values between LOD and LOQ were set to the measured values. O

» All single values < LOD or not detected (n.d.) were set to 0.5 x LOD. If became <¥L%D /@x%

for a second time the curve was cut off until a subsequent value > LOQ occurs. Q @
& O o &2
< Y S S e
I. RESULTS AND %SCUSSIO{ @@ S

A. EXTRACTION AND QUANTIFICATION RADIOAQ%' IV%I:Y II\QI&Q) [&S%VII@%S &é%

@ S) @
Table 7.1.1.2- 4 summarises the total extractl f soil s@es and thef@quan tlon*’&%ldgi@ﬁed
compounds. é & B @ﬁ% @
Table 7.1.1.2-4:  Biotransformation of pl%lyl la@’led p@thloc@azole 1 s1lt am ul@er a@obl@&

conditions (expressed ﬁsgpercéntage\ ppl@ radm%ytlwt ARK

S Campling i @v
DAT| 0 |0. %ﬁ & a@ géﬁh al;\?so §@ 59@ 120
0

Compound DASF NAS S30 7 1400 30 120
prothioconazole 913 | 3520 D 4559 2227| 22| 149 | 519 (%%’_9 33 | 30
JAU 6476-S- ~ N S

methyl (M01) n.& &4.%% 6 . s 990 S H28S 32.00[ 33.0 | 337
JAU 6476- S ; 9

desthio (M04) \@.8 Q264 16§ 235 | 222, 2§ ?&;@ 485 | 188 | 204

Unidentified & nd|<eob @L%D CERNE éﬁo% 145[715 [<Lop| 13

radioactivity® o N AN

Total extracted @y SRS ] . @

radioactivity? N S’ 3.1& 2.4 67& 6%@ 0 %3%3 @.z 56.9 55.8 | 584
CO; (sum « < N @ N IS

aerobicand | (S| a® | 01 |50l b<0.1@><o.@§o.@ <01 | <01 | <01 | <01
anaerobic) © P O e Y

volatile@nics q N @ SERASEE N

(sum @orobic L9 0| <0 |01, Qo1 &o Qo1 | <01 | <01 | <01 [<o01
and anaerobic)® | <&» &\ A © 'S

- N ol L,
Non-extractable |5 %7-3§@25«§” 274 0 @4 380 | 398 | 402 | 399 | 381

residues® Q

Total recovery®®| ¢ F[ 1064 [ 979 | 95.0. %6 5 [H00.1] 982 | 97.0 | 970 | 957 | 965
N/A: not applicable, n.d.: not @ecte ¥a.: n alys s after treatment, DASF: days after soil flooding

a) minor dates are summed u sum dlffugg ¢ residues

b) differgnte to material batince es due t0 rou as well as clean up and chromatographic losses

9) V%li,es taken from m@lal b%ance AN @ @
& & @Q O

B. MATE @L B LAN <

The mean r@rlakg as 98'3% AR (range from 95.8 to 100.4%AR).

The complete gmnal ®lan foulfd at all sampling intervals demonstrated that there was no

signiﬁ@os ra

dlo@ctlw@ rom the test systems or during sample processing.

%% @
@ & @

&
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Table 7.1.1.2-5:  Material balance of radioactivity in soil samples

(expressed as percentage of applied radioactivity (AR)) éf
Soil S 93
B 2 Hohenseh 48> @® S
Minimum [%] 95.8 S SR
Maximum [%] 100.4 § @\ &
Mean [%] B 983 w ) S P
Rel. standard deviation [%] %) 1.3 o BN \\ @Q
S o & &
& ~ SN
@ R @ @Q}

C. EXTRACTABLE AND NON-EXTRACTABLE RESIDU%
In the aerobic phase, extractable “C-residues i&?ﬁ decreased fron@ 1. 8% at (@/ 0 t@lﬁby
day 0.25. Non-extractable (bound) residues Q& the @ﬂ 1n@sed@om &ay{&%b 25%5% at
day 0.25. Q @’

In the anaerobic phase, “C-residues decr %sed 67&‘% ARYat da;% to38. 4%é’ da@. ﬁ_

extractable residues increased from 27. ;j%yAR\Nay &%ﬁ@ 31@@ at &a%g) 12&@ éﬁ N §
o "\9 S)

D. VOLATILES @Q Q% S % 2
At the end of the aerobic phase, < 1§i % AROwas present &y CO d alggas 0@1 til %fnpounds
Also at the end of the anaerobic p @5) 1% @R w@rese@ C&(@and‘@gan@olatﬂ%»compounds
respectively. Q@ N [ & @

@
E. TRANSFORMATI AN@\DE(@D@ION oF PA%EN@I %’%UN@
The concentration of proﬂmoc azole irfthe s ed frQen 91. 3% A o 55.2% at day 0.25
of the aerobic phase. Qﬂurln é

aeréblc phése th etab@tes @QU a% 6-S m@lyl (M01) JAU 6476-
desthio (M04) inzgd fr etec@d at y 0 ggj 4 6% ay OQ and from 1.8% AR to
ic

12.6%, respective Q I

Durmg the anaegg) e, thg%oncentratl%\)f prGﬁhmco@zole @ecrea@@l from 45.5% AR at day 0 to
3.0% at day o 0) lﬁ\ trans prockgbcts e detegted du%fng the anaerobic phase of the

study. They are -methyl (M ) JQQ@ 647 éﬁsth@ (M, ‘@ JAU 6476-S-methyl increased

from 6. 1% R at day 0s¢t9 33.%by thezend of &he stu h@)ther@fajor metabolite JAU 6476-desthio
1ncrea%®o 16.1% at@?y 0 @O 4%dy the end @e study.

Based on the re@s of %he ﬁr the foll@ﬁng jo2) hw %or the degradation of phenyl-labelled
prothioconazole a soilgyder naeropi conditionsfollowgig an aerobic incubation period is proposed
(see Figure 7.1z} .2- 1® 1th@}§ foll@vmg@smbl@proce@es involved:

methylatioa of {He sulfg aton&% JA%\()M(@}met@xl (M01);
* elimination of the sul of (@azolgg@ld the S-methyl-group of JAU 6476-S-methyl to

resulé i JAU 6476+ %sthl 04); @ N
. formatlon of nor@(tra%ble r@xdues@ @

Sy

\
The degradation, ef prothlocogg%ole @HOW%@ double first order in parallel (DFOP) kinetics based on
Chi? error values andwisual &ses ts of Hts. A summary of all kinetic data is given in Table 7.1.1.2-
6. The half@e fof\p th1© nazole W%@.fﬁ days in the tested soil under anaerobic conditions.
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Table 7.1.1.2- 6: Summary of the kinetic evaluation (for trigger values according to FOCUS) of the

degradation of prothioconazole in soil under anaerobic conditions @°
Soil Kinetic | DTso | DTo | Chi?error Visual Q\
Texture (USDA)) model*? | [days] | [days] [%] &) assessmentt)) S
am Hohenseh 4a SFO 8.8 29.4 243 ¢ o S S
(silt loam) FOMC 4.3 92.9 11.8 1+
DFOP | 2.8 | 554 9.3 ) RS
a) SFO: single first order, FOMC: first order multi compaﬂm%)FOP: doubl@tst order in pagillel @Q
b) best fits highlighted in bold letters Q @ NS %,
¢) visual Assessment: + = good, o = moderate, - = poor & Q) %, QQ S
& Q S &
S) R o & A &
o & | O @
Q N \ 9
ARSI
Figure 7.1.1.2- 1: Proposed metabolic pathwaé%f phe@%—lab&led p@{hiog&zole@oil under %aeroblc
conditions © é ¢

&
@% % N) @%& N R JAU 6476-desthio (M04)
@IAU 647%5-th1 (M&§ o
[ Q
e o & Q
S D %y NER
@ Q Q & ©@
N
@ SN
© Q
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III. CONCLUSIONS

Prothioconazole was rapidly degraded in soil under anaerobic conditions following a short- Q@@bl@@j
incubation phase in the dark in the laboratory. S @

The calculated best fit half-live was 2.8 days. N & @®

Two degradation products were identified with the following maximum occurrences: FAU @6—8—
methyl (M01) with 33.7% AR and JAU 6476-desthio (M04) with 23.5% Qﬁ% Q o

Formation of NER was up to 40.2% AR, which {§)an mdlcatgm for blOtl%%@gQﬁﬁthl@@f @

prothioconazole. Q @ @ @

Prothioconazole will be rapidly degraded in soﬂ#der anaero@c co %dmo%Qollowng a@?ero@
incubation phase. Formation of significant amo non-ext ctable@ 1due@1dlc@s a 1@1101p@%n

of prothioconazole in the natural carbon cycle soﬂ Iher@ thc@azol%nd ;t‘é&degr@wn

products are not expected to have a potentlal ulats@ in tl@ env@n e

The results are included in the summary Qﬁhe er_@e oﬁdegr% Q%protl@onazo(?e n @

section CA 7.1.1 and Figure 7.1.1-1. @} \ \ @ @ S
Q & S @ < &

&© % "\@ v @\@7 § N @ ©

S
CA7.113  Soil photolysl® -~ T @ Q ¥ s

o
The route of degradation of pro‘d&cona 11 unéer pho%l ond&%%s irgghe laboratory was
evaluated during the A@ I inclusio®p usi §eny bel, wg%@cc d by the European
Commission (EFSA Sgientifi port(2007pr06, uly 2007). Th foll@llng study is included
cini Repor f 20,1

in the Baseline Dossi€r. @ @ o &\
N § AN Mf\© @
Annex Point / R@enq&@o < Auth\\c}r(sl\ K @ Yeaw, > Document No
KCA 7.1.1.3 O A !@ % 2887, rev 2002 M-064263-02-1
NGRS 9 O @

Fora bettelé%-ﬁnderstandk@ the e@?es@dmg @mmar@ of tlids stud@as given in the Baseline Dossier is
also rep¥éated below ( covred) @

No additional studl are shbmltteg wit hlS &1pp mental ss1er for the prothioconazole renewal
of approval. How T, U ted etlc eyalua&@ s oft photolysis of prothioconazole and its soil
metabolite JAU @476 thlo de; abor fﬁmons have been performed according to
EFSA Gulda@e 2 an@%OC@S G anc@ 014 he kinetic evaluation is summarised in

KCA 7.1.1.3% Q @
A sumr@ of the rm%e of d@da of® @)thl%‘hazole in soil is given in section CA 7.1.1 and
Figure &371-1. . Q 'S
D
S S @ Q@ @Q
v o Q
A
@ O é@ ~ @
Y O & 9
NN
o N
< @ N
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Report: KCA 7.1.1.3 /01; |l M.; 2001, amended 2002 )
Title: Photolysis of JAU6476 on soil surface @
Report No: MR-242/00 N >
Document No:  M-064263-02-1 > & o)
Guidelines: - U. S. Environmental Protection Agency (U.S. EPA). 1982y Pesticide & RS

Assessment Guidelines, Subdivision N, Chemistry: Environmental E
161 3, Photodegradation Studies on Soil. U.S. EPA,
- U. S. Environmental Protection Ag (U.S. EP/@} 1989. Pestitide
Assessment Guidelines, Subdivision®N, Chemisg: Environmegtal Fats; Se
161 3, Acceptance Criteria for I@@todcgradat@@&udlcs on@ll U@ EP

Seson
" b
@

% Q @ @

g@ N

- U. S. Environmental Prote Agency (N,S. EP@ 198 Pe t@de 9 @
Assessment Guidelines, qubdivigign N, cmk,sw%/ E& tal i%c Segfion
161 3, Standard Evaluat{on Pro@dur@%r S@Phog@ms 1es U.S. ERA, .
& @ 9 S & &

- U.S. Env1ronmcnt&ﬁ?rot n @ncy@ S. F%%) 1@ Pegticide
Assessment Guid@nes, Subdiyi@bon N%ﬁhem@try &?\/lr @%nta te fction

161 3, Study Cempliacd Che 1st“@Ph egr tio i@n S%I UsS.

EPA, ]

U. S. Envigonthent® Pro 10n@ @M S. @@A) 101de

Reregistetion Reféction Rate Rfalysis Engl®d tlFe@ EP%.738 R 93
gistsgtron ate ialysis - En nm@c)n a

0110, UAS. ERA, .

Rcr&mtr%on Rejettion®ate lysj

SN LB
@%). 5. P&s%cide
nvironmeital Fats> Follow-up
dangsS: 6%2115510901“@(1 A SRR 801U EPA, ]
e F
% & @
N Con@mssmg iretuve 9&/36/156@1‘"1 Gly 1%95 aldmg Council Directive

@Q 14/EBC cdgcerm% e i&a,cm ofplangprotection products on the market,
& @fﬂc ournfPof th, qé%a (é% @§; Ng L 172, 22/07/1995
& ETA Eu@@pc ccd% for @seswg thcénwronmcntal Fate and
@ E@ x1 ofP icides al@g 19%@
GLPAS )

@&%

Test System: T hotadegradétion @phc@g@—labc@d J&YJ 6476 was studied on soil layers of the
loamy sand soj Byro@i le ﬁ US@ @sand@,@ 6% silt; 5.6% clay; 0.79% organic carbon;
pH in water~gX), wilich wgydlsq iised m\&n aerghjc sokmetabolism study. The dose rate was 4 ug a.s./3
g of soil (dgy matter), cor@po gt gg! /ha @lculated for a soil density of 1.5 g/cm?® and 1 cm

depth), @ h is the reégmmegyted m@&lm singl&application rate. The water content of the samples
was adJ ed to 75%@ l/gar me&sturc e sﬁ@

The\l’ndlwdual samples@ere @ tingously @posed to simulated sunlight (Xenon lamp) at 20°C in
duplicate and &@ccs%g atz fter & and 4 hours and after 1, 3, 7 and 15 days. Control samples
were kept 1@0 da& nd ccssé@ aftegpne day and 7 and 15 days.

Yy O & 9
Flndln§ SO
During fhe s , t &;otalﬁ@overy in the irradiated samples ranged from 93.7% to 104.7%, and the

meawas 92.3%. tha.course of the study, the amounts of radioactivity which could be extracted
d&iease caching 70.4% of the applied radioactivity for the irradiated samples and 62.6% for the dark
controfS¥he amount of radioactivity bound to soil increased during the test period, and reached
maximum values of 25.5% at day 15 for the irradiated samples and 36.5% at day 7 for the dark control,
as percent of the applied radioactivity.
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During the irradiation period an amount equivalent to 0.7% of the applied radioactivity was degraded to
CO,. Seven degradation products (including CO,) were observed along with the parent compd@nd. &
Three of them were identified. JAU 6476-desthio (M(04) was found as the only major one, reaching th
maximum values of 38.5% at day 7 for the irradiated samples and 29.4% at daygy for the dar@ntr L.
The two other metabolites (JAU 6476-sulfonic acid (M02) and JAU 6476-tria one (M03)%acco

for far less than 4% of the applied radioactivity in the irradiated and dark control samplesc¥’ hre@ainor
unknown degradation products were observed, none of them reached 3.5%50f the applge@adlo@ vi

The results concerning the recovery of the radioactivity af{@rhe distributfn of the actisg sub&%nces‘ﬁl
the degradation products are summarised in Table 7.1 X3- 1. The ulations oéﬁese ultsawere &
performed using the software Microsoft Excel 97. ﬁe results gl§é@ are Value§@und § dlgaig
place. Rounding errors may occur if recalculations 4 made usinghe r%)unde es <©

Table 7.1.1.3- 1: Recovery of radioactivity andditribution ofthe actlk in Qent 9 m%&
after application of JAU 6436 to th®sml 1 S oﬁs@lmy\& d u
conditions and in the dark® @

(in percent of the apphe&\radlo v1ty$ﬁean&wo @ues& @@7

Condi- Expo- | a.s. | M02 | M0Z "M Exy\g Not tal
tions sure @% gﬁ:& I&‘Wn & Dvolaa\\y tragted &x- @§0
time @Q @ Queta-<Q g@’ t1§9 é@ract(%i
(days) o Nbolite$® | X, D N N
Irradiated | 0 750 | <1.0Rndg] 3.86 2@ 1) 10m.Q 850 | %4 93.7
0.06 562 | < | <™ | 208 gpd. @019 <0.1¥] 7 [« 169 | 1037
0.17 50.1 [« D1 | T01 [5@%.0 n.d, 0,9] <61 85.6 2191 [ 1047

1 3581 13 D 1.7.85313@° <100 [ <01 [ 0.1 «{ 27756 220 | 99.6
3 2897 24 1 1.9 348 &5 a9l <0 I | 226 [ 99.0

7 J99 | & &5 | [sB1 © 0k | 017 Gy 23.9 97.9

15 QR.6 (B0 /T4 380 K 33> 09 D1 Y04 25.5 96.7

< NS N Mean:  99.3

Dark 0] O ST N N o & obnmes| 852 84 | 937
12 [ 30 | <T0 %6 [@r6 [ Sndy [ < nfv 74.5 264 | 100.9

@ 14 R10™1 K546 I & | @0l 61.7 36.5 98.3

@»15 7190 T<16) 3.2 29 @ | <01 Bonm. 62.6 35.7 98.3

Sy O @ Y RN - Mean: __ 97.8
nd. = v@letected @ @ @ R @ a.s. =JAU 6476
n.m.= not measured MO02 = JAU 6476-sulfonic acid

B g , - sulfon
a) =sum of three ggtown me abolj noné&@ld exc 3 1%@® the %}phed MO03 = JAU 6476-triazolinone
radloacthlty@ % @ MO04 = JAU 6476-desthio
N & 5 &

The data w1%®n th1s@tud m §1§rate MU 64%6 to @ degraded rapidly on soil surfaces if irradiated
by simulatgd sunlight. co 1s01@3 dar®@controls, in which degradation was observed as
fast as \@ ight expoded sa@s r@eale hot. f%ls not to be the dominant process of degradation.
This restlt was su rt er%@ co - qarispMT the identity and quantity of degradation products
extradred from boﬂ%type@ es q\ dlrol§AU 6476-desthio (M04) as the only major metabolite
and exhibiting a 51m11ar tterr@ Or pr ts each below 4% of the applied radioactivity.

Furthermore, & st ¥ dﬁ stratgj thatQAU 6476 is not expected to be degraded to any major

products no@aow& met%ohsl@studles if deposited on soil surfaces and exposed to sunlight.
q Q &
& &S
o N
&Kﬂ @@ @ RS

& & T e
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New Kkinetic evaluation submitted for Annex I Renewal
Justification for including this study in the Annex I Renewal Dossier: The objective of this st

s O

a kinetic evaluation of the soil photolysis of prothioconazole and its metabolites JAU 6476=de thiq§

(M04) (KCA 7.1.1.3 /01, included in the Baseline Dossier). The evaluation was conducted@der@
kinetic parameters accordmg to EFSA Guidance 2014 and FOCUS Guidance 2014.

Q «\\
Report: KCA 7.1.1.3 /02; z%ﬁ Q < S
Title: Prothioconzole (PTZ) kinetics soil p ysis - Km@@ evaluatlor]@l theggi @
photolysis of prothioconazole and its soil metabo £ desthio unc@; ab@oryQ é
conditions @} & @ QR ©
Report No: EnSa-15-0231 ) Q &’ © &@
Document No:  M-531332-01-1 N L@ SR o @
Guidelines: - EFSA, 2014: Guidance Document for ¢ atlg\lab r@’ory @ field™ §
dissipation studies to ob@m D 50 ues cti @ubs fplant
protection products a%tran pro@cts 0 ctive ) sta@ in @& :
soil, European Foo@% et{%uth&ﬁty (E@A) ! ly, %FSA Jo 1§

2014;12(5):3662 @

- FOCUS, 2014: @neréﬁmda@%é fol@ﬂm@ﬁg P ste $ atlon

Kinetics from&nviroffientahFate §T’udleSon Pe@mdc
Version: 1.1; Datec} 8 D%@mb@() A & ©© @

GLP: No (calcu ) oy @ & Q
Justification: ~ New datay guideline reguirement: &@ 2 @
Kineticggnalysgy of theysoil otolys@é’ of prothm@naz@g ang\} &5 soil metabolite
JAU 6476- dQSthIO (1%?)4) er laboratofpeonditions » >
s 55 .0 & S
Executive Summa % @ § > © & S

The purpose of thi§studywvas t %m}& no ahsed@)oc 2) degradagipn times (DTso) to estimate

endpoints (mod ng trigger e dpomt radaﬁ)n E§rot {Sconazole in agricultural soils
under labora li condifions @% tlg n@ne 7.1.1.3 /01, included in the
Baseline Dgssier). "@T’e présent rgport ¢ pr1 es uatloﬁ%f t ata according to the most recent
FOCUS - 1 etics repox@ (F(@ grawgtlon @an&@s were fitted with the software
KinG

Four kinetic mod ﬁlng 1rst @@der( ) an&the !;& expo tlal models FOMC (First-Order Multi-
Compartment maggl), % uble\ﬁrst «@er p&yallel) and HS (Hockey-stick) are assumed to
adequately descfibe t egr tlon the Y2§1tv)pheQ\subsLQ§e in laboratory trials (FOCUS, 2014 and
EFSA, 2014).@

The DTso Vf@e (trlg er hlo@azd@s from 0.39 days. The normalised (20°C, pF2)
modellingsendpoint is 11. 6470- de@g 0 (M04) no reliable DTso could be obtained, as
there wassho observe{%%gra(f@lon T ed t@are @mmarlsed in Table 7.1.1.3- 2.
RS %‘\9
@ @ Q @
S NSRS
R
@ < Q & ©@
& e oe
& Q
&% O @ RS



B ; Page 34 of 190
sayer) Bayer CropScience 2015-12-14
R
Document MCA: Section 7 Fate and behaviour in the environment
Prothioconazole

Table 7.1.1.3-2:  Trigger and modelling endpoints of prothioconazole and its metabolite

JAU 6476-desthio (M04)

&

Endpoints N (73
Trigger Modellin @ @® @
Kinetic DTso DTso Kinetic DTso | DTso w? DTso (en¥iron.
type® (24 h)» (environ. days)® [ type? 24 h)» | (24 h) )
[days] [days] [days] @S] [@ays] ¢ %,
\
Prothiconazole Y @& e N
FOMC | 039 | 0.77 | DFOP" | 11399 R 44 | @ gy A
Q
JAU 6476-desthio (M04) @ & S N fle
N no reliable fit | 8F0 | norefiable i o g
a) SFO: single first order, FOMC: first order multi C()}{partment DFEQW: dOLilogilg ﬁrst c@er in @@llel @

b) DTso in experimental days (i.e. 24 h of irradiatfég per da$p

(Ci)) ]Sjlg\i;) I1)1111 :Snevgc;lgnental days under summer g eht @q& tloté@@’Athth@ree @ @@ é g% @& °
N UUS @ D O
< \ X SIS
Q@ N O = & O
L wemos S @ &

X
Soil residue data from the soil tholy@s study (Ba ine @sw% @l) w‘&re used. The
study was carried out with a 1oy saﬁﬁz(Byr(@ivﬂl per ct/ the%aboratory under
constant conditions (20°C, mg ture i 75@1‘ th&l/S bar ate&@ldm@apa@ty) under a light source.

Prothioconazole was apph%l to tk@ oil. &
% o @ X

The kinetic analysis was perf@ed ggcordifig to US @netl %5,(20 k) usinghe software KinGUI 2
with four different Kuietic %d% inglg Firs @rde FO) thd th® "bi-exponential models FOMC
(First-Order Multj ment@uod@)FOP do

@rder, arall and HS (Hockey-stick).
Calculation of ¥4 / K) 9% V@\es A Halflife is 1ned th @me tﬁ%n for 50% of substance to
dlsappear/dlsﬁte fi nt f(fﬁ”own&g sing}e, firstz@¥der kingtics, whereas DTso and DT
values are not Strictlyy conﬂepted o a firs q(%rd @wt1§ n thi@rep%@half lives, DTso and DTy values
are calcula@l from the ggpropn@ cra :\ ant k

so @In(2)/yand DTq = In(10)/k, respectively.
\ i \(\ ttions like temperature and moisture
are assumed to keeptste Ul e@borat@,
as they are requiredfor DT%)

rom the so called “standard” conditions
els. Therefore, the modelling DT'so values
were corrected tépF2
2.58 and Trer wgs set © 00(@

bu&@ley and

as iqput p od

mpé%ature@f 20°ccording to EFSA (2008), Q1o was set to
>

' o
Calculation “6F “en{fronsfental \d}v mﬂ_v‘@haes &he samples were irradiated continuously for

24 hours/day. The DTso Mue @ﬁ GGU e@é expressed in experimental days. In nature, the
irradiatigty’ would be, a@rom tely ho@ s0° Qne way to express more realistic DTso values is to

multlgy the DTso Vﬁ@es d%lved @& Km@ﬁ I byg@
& & J S

@
%% I@{ES@TS AND DISCUSSION
Trigger pom
(M04) Q& §Wed follo
g e
Wa2014@’ass
Th tr1§§ endpoints and statistical parameters for prothioconazole and its metabolites JAU 6476-
desthi 04) are given in Table 7.1.1.3- 3 and the modelling endpoints and statistical parameters in

Table 7.1.1.3- 4. The modelling DTso was corrected to pF2 and an ambient temperature of 20°C. The
calculated correction factor is given in Table 7.1.1.3- 5.

I

dell@ endﬁ@nts for prothioconazole and its metabolite JAU 6476-desthio
@ the procedure described in FOCUS (2014) and EFSA (2014). For
nally a normalisation to reference conditions according to FOCUS
tlons was performed.
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A summary of the best fits is given in Table 7.1.1.3- 2 in the Executive Summary of this report. @o @@

o >
Table 7.1.1.3- 3: Trigger endpoints and statistical endpoints of prothioconaz@and its metaBo 1tes®
JAU 6476-desthio (M04) @ S o\@
t fits highlighted i 1d lett
best fits highlighted in bold letters @ @\@ &
Type of kinetics® Fitted X2 error p Wsual D{g% KDT%
parameters [%] Y (ttest) P ﬁt ? L@’S] Didays(?) g
Q W S &7 .©
Prothioconazole (fit alone) @} N ©) N O ;&
SFO Mo: 59.9 1308 k:0.005 [6°- & 3 \1’20
k: 0.192 @ N b \@1 o «é@
SFO, M, fixed k: 0.644 3130, | &0.006. | «-7 | 0108 | 318
FOMC Mp:82.1  © ooy -o G 0.39 69 |,
0: 0207 & %%9 ZEAN) © o © & &
B:0.0143v " ['S Ny Ol b &
FOMC, Mo fixed 0207 o 34@ [ KN - O | o™ [ 039
R R
Boﬂ@m‘&&@\%@é@@@
DFOP Mg 80.5 @ | 815 b kinQ002 oY + > g&s %925.0
1@96 > S %oo S & f
@k 0061 G @@ 0 & 19 o
O g 0841 g, é&@ 2 Q
DFOP, M, fixed k§: 10.4 .52 @ k1 001 °~J” +© 22 243
.9 @oo%§ @ Ky 0,025 yﬁ
S o 0.54 § o | Sar<000r | = IS
» SFO fit is visually stat&§a}ily %ccepté’ﬁe any @t mOr appropiiate than FOME, THerefore, FOMC and
DFOP were fitted;both pro ded: ally@statl@lly%dﬁts F \&cons‘ﬁ@med Mo provided the best
fit.
» Conclusion; @ v@hconsﬁmned I\%'provﬂ@s bestz{lt© @ (7% \(@
i iz
JAU 6476~ @tth@O@ N{@all to@ther q‘«”&g‘,art vc@és fo ﬁ@othl azodg,from FOMC fit)
SFO & @ 0.0 ED 230y k:0.15 ++ 223 742
’ 5| o SBerz: 0966 \rﬁ@rz <Q.
> b@egradatlon ob@{fed ugh V%uallyécgeptab@\\the t-test falle(@)r the SFO fit. No reliable DTso can be
derived for JAU'6€476-desthio. \ %
» Conclusion: nQ\@hable%Tsoc edem\©d C&
a) SFO: single 155t orded) FOM st o rmu]a%cornpartment &@DP double first order in parallel
b) visual fit: @ @jgoobe%m@ate @(%gor ©\ §
RN RN & @
O 9 8 & @
) o & @% NN
@7 N Q @ ©\
Q A\ N @§ .
5 S S
N (g @\ R Q
> & @ A
2 A N
RS
@ < Q & ©@
WA
@’ @@ @ o v
S
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Table 7.1.1.3- 4: Modelling endpoints and statistical endpoints of prothioconazole and its metabolites
JAU 6476-desthio (M04) @f S
best fits highlighted in bold letters N @§
Type of Kinetics® Fitted X2 error p Visual & DTso &90 @b
parameters [%] (t-test) fit '?%Q [days] [daysf>
< ;S
Prothioconazole (fit alone) < O o %@
SFO Mo: 59.9 23.18 fJk:0.005 J§ - 361 120
k: 0.192 Y. o KO O I
SFO, M) fixed k: 0.644 3130, [ k000607 - | s,1.087 3 K®
FOMC Mo: 82.1 3 -Q o, 5 ~ 0.39 @69 &@
a: 0.207 o @ S Q 2 @
B:0.0143 > I\ RS
DFOP Mo: 80.5 8. @0 0 Q\v vy 025N | 250
ki:9.693 %@;@ @ 0 2 slow o
ka: 0061% @ \@ 01 phade: & @
0:0.540Y LS 6 O @ wJ1a [ $

» SFO fit is visually and statistically not @eptags}iky 10% o@mtlallﬁneasu@ con@e\\r}\\tratlo t rea DF@
provided a visually and statistically @ fit w\” §
» Conclusion: DFOP provides best fit, use th&glow ph@se DT 11 Q\C@

R @ \
JAU 6476-desthio (M04) (fit a@;ogeth{g%star@aluesp@r pro@’con&ole fr@DF Q@f .
SFO Ck: 0.00314.a, 2.88  |Sk: <0@pl L > 2y 73
> fogg: 0.7628° | & o forz 0,004

» no degradation observec%FO fifQ3 visuahy and gttistically acceptable N N 7
» Conclusion: do not usdythis trigl %% SN {° v @ N

@
a) SFO: single first order, F Ol\@rst Ggler muf®com mem BEOP: ‘quble &St ord@r @arallel

b) visual fit: +=go m@rate@%% poorg, sﬂ\g
S o © @© @ @
SO TR S
Table 7.1.1.3- 56@) culate&corrc&ctlon %tor &\ @ §@ N
Soil © 6@\&‘ > “Temperatur&y ng ©  Mpisture Correction
o @ S %%t@ §\ fr a)@, @eact @7% erefh) fo factor
S Q" |& I S [ %h | %) fr o fo
Byromville 2 P 20 &7 \\f 36 14 0.39 0.39

a) Q=258 Q° £ & ~J
b) according toAICUS2014, T@%z.z

9
The DTy value (trjgger en oi%% for §hlo@1azole is 0.39 days. The normalised (20°C, pF2)
mod&lling endpoiﬁz@sg F@ is @4 days.
: 4 bl

Ti(@ould be obtained, as there was no observed degradation.

@
SR
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CA7.1.2 Rate of degradation in soil
& &
Prothioconazole was rapidly degraded in soil under aerobic and anaerobic conditions in the la@rator}@’

as well as under field conditions. The kinetic models and DTs values in soil ofptothioconaz&te an
major degradation products used for modelling purpose and trigger evaluatiéér (best-fit) as well.asithe

formation fractions in soil for major degradation products are summarlse%n sections 7.1 §l andy

CA7.1.2.2. N

Modelling input values for the calculation of predicted envirotal conceri#atio (PE@) of ©

prothioconazole and its major degradation products i@ soil (PEC,; groundwat EC Qurfa

water (PECsy) were derived from studies and ki@ evaluations ,,, (200 20 4

and EFSA (2014°) summarised in sections CANY1.2.1, CA 2. 20{ nd %fA %and %@su it ted
R

within this Supplemental Dossier for the proth@conaﬁ@fe rer@val i&appr

& & ¥ =
The DTso values and maximum occurrgﬁges / f@l’mg@ fractions n soﬂ@nd a(@atlc@éten@&of

prothioconazole and its major degradat@ﬁ?pro&%ts as @dcllm%mpu@vah@a for the calcdfdtion
of PECs are summarised in Table 7. 1 1 tqééﬁablc &@2 3 Q Q)

<
Table 7.1.2- 1: DTso values and, x1m occtg“%ncesgn so&@pr@oconﬁ @ts m&jor
degradation preducts used a N ® @Q < o\%
modelling 1g@ut vaggv for t%culat@n of & & S §)

©
Modelling input parazg neter é@Eanomt éomméﬁt 9 &5
prothioconazole, < &
DTsy in soil [days] A 1.@ field, npn-normafised, v@@s‘c case
maximum occgtrence gsoil E{\Z/]}/ l@by Tworst @se & N

Y% @ @ w

JAU 6476-&&}& (M01@ S RN @
DTso in oi[days])® < 280, |labBrator@yhon-idrmalised, worst case

maxin@n occ@nce&n soil % oz 1&:? ;\labora‘r\\&sy, WOrSY case (mean of 2 labels)

S A @

JAL 6476-d&thio (M04) ¢, S N

D5, in soil [daydh S Q) V634 , nan-Hormalised, worst case
Maximum occ@%nce idgoil [‘%ﬁ’ o S63 Lfield, worst case

Q O O O N ¢
% ©©\%§ @@ @b
& N @ y R
@7 N Q @@\
Ao @% @ @§°\
N SR T

! @ kin (2006@Gu1d Document on Estimating Persistence and Degradation Kinetics from Environmental Fate Studies on
ticides® Registration”, Report of the FOCUS Work Group on Degradation Kinetics,

EC Do @ nt Reference Sanco/10058/2005 version 2.0, 434 pp.

2 FOC . 014: Generic guidance for Estimating Persistence and Degradation Kinetics from Environmental Fate Studies on Pesticides in
EU Registration, Version: 1.1; Date: 18 December 2014

3 EFSA, 2014: Guidance Document for evaluating laboratory and field dissipation studies to obtain DegT50 values of active substances of
plant protection products and transformation products of these active substances in soil, European Food Safety Authority (EFSA), Parma,
Italy, EFSA Journal 2014;12(5):3662
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Table 7.1.2- 2: DTso values and formation fraction / maximum occurrences in soil of prothioconazole

and its major degradation products used as éf S
modelling input values for calculation of PECgw o Q§
Modelling input parameter | Endpoint | Comment S @\J@ ,,»}I
prothioconazole v a N
DTS5y in soil [days] | 0.90 |based on field trials\(normalised, @edian) > 2
@ SO
JAU 6476-S-methyl (M01) N % o
DTS5 in soil [days] 46.4 based on 1ab@tory trials (@ﬁah@ ge(@U ©&
& |mean) ﬂ QD A

Degradation formation fraction 0. %\J based o@bor%ory Hlm§ & ) @
(proticonazole > JAU 6476-S-methyl (M01)) A0 Q Ca @;K
JAU 6476-desthio (M04) @ &’ @Q@j > @ 6 N §

DTso in soil [days] Q 2%@ @sed o®eld %@ipan@rlals (norma%ed,

Qp Pgeom. ican)
Degradation formation fraction \b*Gﬁ‘) N bas%on fi d1ss11@10 ial analy\\is
(proticonazole > JAU 6476-desthio (MO@ N @’ |sufq of fogmpatio ‘from a & I\g@ (0. 4§§1d
A dav > Mot o, %

a) For groundwater modelling, which c %fs bot@arentw@ﬁ the &zp met b&ﬂtes

647@%&1 04) afa

JAU 6476-S-methyl (M01), the fo 10n ct10 est 1s ta
which is combined later the 0.1 rot zole via }&U 647 -me,
a conservative assumption, th atl% actlon Tom -STm 0 JAU 476-ds

10c&€§ole to
summmg t0 0.6). As
h101 taken as 1.0

@ w-cm@al“ (23R —p @L «\ @y\?@
N
@@11 S) —@ = )
@ & \QQ\?‘ é& &\
1x K‘f’fs%mnm .‘Q f@tw esthig 0
©@)® ©\© kr ﬂz,l ;} @ (AL N
S @@ > @ s 055 o ol @
o@ %, %@ % b\ © @ =k’
S o O & SRS
A v O o O O
N Ko
§ NS \© @’% & @Q
o §@ > N & O
v O & .9 o O @
Q O © SN NN
¥ o K &2 ¢
=) S o L2
@7 2 ) @ @ N
< AN &9
o LS IR S
o v & R 9
° SN
&@ %%gf § R
@ Q Q & ©@
o S o O
S &
R SR
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Table 7.1.2- 3:

and its major degradation products used as

DTso values and maximum occurrences in soil and aquatic systems of prothioconazole

modelling input values for calculation of PECsw o @§
Modelling input parameter |Endp0int | Comment S @\J@ A
prothioconazole v a N
DTS5 in soil [days] Step 1 & 2: 1.4 field, geom. sean, non-norn@lised o> 9
Step 3: 0.964 |field, mediar, normahseqL\ . A
DTS5 in water [days] Step 1 & 2: 12 [geom. m@n ) @ @
Step 3: .14.2  |geom. @éan (total sy@t%) N I q
DTs in sediment [days] Step 1 & 2: | @80.1 | geomh mean Q X O X
Step 3: 1000 [defallt &° & & &
DTs in total water-sediment [days] Step 1 & 14.2 ﬁom.cm@m ~ 2 &
max. occurrence in soil [%] G 100 efauft, 7 {(\@ ° v
max. occurrence in water / sediment [%] S Y 100, |deﬁa§lt N@J O AN
JAU 6476-S-methyl (M01) &% @ R L @ A@}
DTsy in soil [days] SN | 982.6 « [Habordtory, geom. meal, nop-normalised
DTso in water [days] O & o 104 [geom meany & < O
DTs in sediment [days] O S . 53.6° Qgé@n. mean ) N
DTs in total water/sediment system [days] . >80.7 I?ezom. an f\@ @ oY
max. occurrence in soil [%] @y o7 | &14.2 g Plabotatory, worst c&@(mq-@n of 2 labels)
max. occurrence in water/sedimet®&f%] S A O 12.% en@ye system Q
JAU 5476-desthi S e v N
-desthio (M04) .. Q. S @D N 9
DTS5 soil [days] ~ Btep 1 &2 | £,39.6 & fficld geom, mean,woli-normalised
@ ¢ Step® ?}O 2419 fi8ld, gepom. megn,%rmalised
DTs in water [days] ‘o QO _Swgp 1 & 200  |eedm. nagin &
@ ©  Swp3: 7 | 35.6 @peom. mean Gotal system)
DTs in sediment [day5] \© &\ “Step. N 2: 57 57| geomy mead>
o O 5 Ste@3: 1600 ult
DTso in total watet-seditent [days] Step 1 &9 | 6556 |@eom. fdean
max. occurrefige in soil [%], 2 %tep 16872 ‘6.2 @ ﬁeld@;ﬁ?orst case
formatio tion soil & N Step 3: 0.6 [b on field dissipation trial analysis
(a.s. > MO4 +as. > M@”} N S S S * sum of formation from a.s. > M04 (0.49)
O O A O O s Dadas >Mol(0.11)
max. occurrence in@ﬁ%r / gdlmem@%] \§tep40@y 2 U54.5@ entire system
formation fracti 10 water U@ St%@ 0.6}&$ based on total system analysis
(a.s. > M04 a5 ]@9) ‘\ o\ sum of formation from a.s. = MO04 (0.540)
Q @ Q 5@ @@ and a.s. > MO1 (0.098)
JAU 647§@l’iazocine M) @Q @ N .Y
DTso in soil [days] <& N & 9] 1000 | default
DTsogLNater [days] *v @ﬁ) o Q) K 122.1 |geom. mean
DTs in sediment [days] O @ e &@ 1000 |[default
DTs in total wa@%ed ent sy@l Q 1000 |[default
max. occurre@ % @ 0.0001 |default
max. occurrence in aqua. ph@olymﬁ%] Q 15.2 | % from HPLC analysis
@ @ > ©\y cont.
SANCNER S
@’ @@ S N
& & T e

&
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Table 7.1.2- 3 (cont.): DTso values and maximum occurrences in soil and aquatic systems of

prothioconazole and its major degradation products used as éf S
modelling input values for calculation of PECsw . @§
Modelling input parameter |Endp0int | Comment S @\J@ A
1,2,4-triazole (M13) © e <
DTs in soil [days] 1000 [default <\ O ey 9
DTS5 in water [days] 10Q0) [default NN O
DTs in sediment [days] 1090 |default O O © © @
DTs in total water/sediment system [days] <1000 [defaul® © [\Q N q
max. occurrence in soil [%] @.0001 def(@éﬁt @ (59 @
max. occurrence in water / sediment [%] 41.8 | Angler Wéiher, t \\1 systam . N
2

JAU 6476-triazolylketone (M42) N A RN b\ oS 8
DTs in soil [days] o |@1000s, [defablt @ o
DTS5 in water [days] o 10097 [degur © S & &
DTS5 in sediment [days] TRES MO0 pdefault Q) N 4
DTs in total water/sediment system [days] g - @000 &Jdefagl QD %y §
max. occurrence in soil [%] Q N A O({(@% default €)Y Y ~
max. occurrence in water / sediment [%] © QP Angler Wher total syé%\m 9
a) =To cover both parent and the two met%lites AU 6 desth@(MM wd JAI®476 ethyl @bl ), tl@?ormatlon

fraction of JAU 6476-desthio is takgn as 0.49 from pﬁloco@zole v’ ich omb1 lat @e 0.11 prothioconazole to

JAU 6476-desthio via JAU 6476¥§methy°l{sum ing to 0. 6@’As a égnserv assk%lptlon t n fraction from

JAU 6476-S-methyl to JAU 64%dest%) is tak@ s 1. 0& %

o\@ % @'Gt‘mu}c [& .} oo ‘?”\95111.L.$ Q\y\a
SIS 8 )

@ S Y

AT -desity

o @4}@%
o

@ fog

@

@k

o

R
i
b) =To cover both pare h 0 htes @U 64@@ des (M()4)°§d JAU 6476-S-methyl (M01), the formation
fraction of JAU 6 desthi ﬁas 0. % from tthC zole which is combined later the 0.098 prothioconazole
64

to JAU 6476-destiio vi -metfiy] (su&& ng to@é%) @»a conservative assumption, the formation fraction
from JAU 64@@5 -methYlYo J §ekthio 1@aken )0

N Q@ 647 -melhﬁ&f) — » JAU 6476-desthio
&@ A @ &@@; Q 1.0 (M04)
&§ Q o & ©@ ¢
& &S
{N O~ @ o
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CA7.1.2.1

The degradation rates of prothioconazole and its major degradation products in soil were studigdéymg@
two different radiolabel positions for the parent compound (phenyl- and triazolg-label) and th enyl@’
label for major degradation products JAU 6476-S-methyl (M01) and JAU -desthio The
studies have been performed in a number of soils in the dark in the laborator@t a temperature of\f@\bC

Laboratory studies

/‘7@

and different soil moistures. AN

For prothioconazole the kinetic models and DTs and D"@ values us é”fer trigger ev‘a:luatlm%nd

DTS5 values for modelling purpose are summarised in Talge 7.1.2.1- 1 Table 7. 1 ectivély.
For the metabolite JAU 6476-S-methyl (M01) the klgtlc models DTso and @90 val @ for©
trigger evaluation and the DTso values for model (incl. forpdation fractior§) are fased @
Table 7.1.2.1- 3 and Table 7.1.2.1- 4, respectivelysand for the me bol@ﬁ JAI@’§6476,—ﬁesth1(r)r%I()4km
Table 7.1.2.1- 5 and Table 7.1.2.1- 6, respective \ @ 6\ %@ @

Table 7.1.2.1-1:

Summary of DTso values f C&degrz@tlolés;\lgﬁ)rotlgocon@@le lﬂ@ﬂbl s%lls

%

trigger evaluation purpogse v
S— e @ & o O
Temp. | Soil Texture nex Point /  [<Kinefie' | _DTso §
[°C] (GSDA) erente No ¢]°  type? @[ day§p ys]
20 [T condy lam | ECA 7011 A% | FOMCL] 0o 44
Stanley [ Silty clafloam [NKCA %1.2.@%/04 @ng 991 =J7 121
Byromville, phenyl-label loasy sand?| K¢&7.1. 28] /04 |F L 01,00 5.2
Byromville, triazole-label? | doatny sand | K@A 7.1 F1.1 j§D DFOP < MEEN 6.4
phenyl-label, si KCA 7121604 |, POME, | 0.005 0.6
| triazole-labgl D" s @ KCA712.1.1 /04 FOKC |, ©0.001 0.15
a) SFO: single ﬁrst order, FOMC: ﬁr%order muHi cor@rtmel@DFOP@tﬁlble f'ﬁtord%\ pam@
S8 S
Table 7.1.2.1- 2: mmary of I@ V &< for d&rad@n o@rothm@nazol%m aerobic soils for
od @
M@ e kv
Temp. [Soil ( © Q Textl@ inetic DTso
[°C] & @J@ %© ©(US<ﬁA)Q @5) nce§ @ type® [days]
G N g unmorm. | norm.”
20 /ﬁ R v loam @Aﬂ@l I8¢ | FOMC 133 1.20
anley o 2 o2 [silty cla@idam| KCA 7.7.2.1:4/04 | DFOP 140.39) 130.3
Byromvillegphényl-fabel > loamy’sand’] KCA.1.2.5} /04 FOMC 2.93 1.16
Byromvilie, triazele-labelY| Igamy sand” | KCA 7.1.@1.1/04 | FOMC 2.98 1.18
phenyldabel & | @y sile  |&RCA 7982.1.1 /04 [ FOMC 0.19 0.22
| tridzble-laby e L KCAZ.12.1.1/04 [ FoMC 0.05 0.05
a) SFO: s%le ﬁrst order, FOMIC: @mde ti co@%ﬂme@ DFOP: double first order in parallel
b) no ed to 20°C andpF2 @ 1 o
c¢) DTsowf slow phase DlgP t N < QQ\
N (g @\ R Q
> & @ A
e N
R
@ < Q & ©@
& FES
& S
@ é@@ R
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Table 7.1.2.1-3:  Summary of DTso values for degradation of JAU 6476-S-methyl (M01) in aerobic soils

for trigger evaluation purpose @° >
O
Temp. | Soil Texture Annex Point / Kinetic DTso DTo0 Gy

[°C] (USDA) Reference No type® @% [days] aysh.

20 [ sandy loam | KCA 7.1.2.1.2/03 | SFOg> | 87.6 298
Stanley silty clay loam | KCA 7.1.2.1.2 /03 SEQ 451 @30
Byromville, phenyl-label loamy sand | KCA 7.1.2.1.2 /03 SEO 2308 | 166 N
Byromville, triazole-label loamy sand | KCA &M.I.Z /03 @}*SFO 2951 91@

[ phenyl-label silt KCA 7°1.2.12 /03 | Q SFO @352 N 416 S
| triazole-label silt KEh7.12.12 /0% SFO  Er136.8 | @52
am Hohensch loamy silt | KGA 7.1.2.1.2/R| EOMC &] 343 ©36.7.°9
ATIl loamy silt QRCA 7.1.2.12/03 | @OMC S| (B.7 G 200
A XXa sandy loam | KCA7.1. /03 FOME | ©'3.94. 8801
Stanley silty cla@® ™ | K@A 7.13%1.2 / EQMC g 26.8 429
a) SFO: single first order, FOMC: first order multi %mpartr@[ DF@ dou irst orggffr n @allel Q @7
\ \\ 6 % O §
Table 7.1.2.1- 4: Summary of DTso @ﬁes Q&Negr&@tlon\ﬁ”JA&@% &metl@m aer(@c soils
for modelling &

Temp. | Soil Textu Ann Poin FEormaticw | Kinetic \Tso

[°C] (US@;@; @ Ref@aenceﬁb t’ type” EQQ fgays]

AR 1 @ s o um&m. norm.”

20 [T sandy 109@ @7&7 1212/ 004 N SF® [ 876 79.5
Stanley si#) clay Bam ERCA gz 1.2/03 ], .0.08 RO v, 451 41.9
Byromville, 1oa@\,sand@ KCP1 z%>@ 103 15" 044 “SFO & 2798 | 1113
phenyl-label A O SN
Byromv11 loamy @ @@A 7. @ 12 @’ @0-16 N SFO 275.1 109.4
trlazole § o &) N @

SHt o KC«’%7 1. z@ /03 IV g < SFO 125.2 143.7
bel@ RS O -
il KCA%Qﬁ 1203 | 9.13s.7| SFO 136.2 156.3
azole 1abel oA @? @
@ 10@y silt™ K&A 7.1.@2 CENNES) FOMC | 11.1 10.6
am Hohe N g N
ﬂ loa@ﬂt \KCA 21003 [, - SFO 22.6 15.1
III K > s
sayly 10@%9 KEX 7.1.91.2 /039 - FOMC 17.5 14.0
A a @ & @}
ley siltysgtay  SRCA ©D1.2.1.203 - SFO 40.5 22.7
a) SF&Single first ond\e&‘, OMQﬁrst order mu@om%ﬁment, DFOP: double first order in parallel
b) normalised to 20°€and pl% N @§ .
> v o @ &©
WOV A
@ Q Q & ©@
NN
FFe S
& & T e
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Table 7.1.2.1- 5: Summary of DTso values for degradation of JAU 6476-desthio (M04) in aerobic soils

for trigger evaluation purpose @ 1(\6
Temp. | Soil Texture Annex Point / Kinetic DTso DT Yp
[°C] (USDA) Reference No type” @ [days] @ldaysh.
20 [ sandy loam | KCA 7.12.12/03 | SFO fit not retiable &
Stanley silty clay KCA 7.1.2.1.2 /03 SFO% fit eliabled @
loam > X o 9 X
Byromville, phenyl-label loamy sand | KCA 7.@%4}.2 /03 %}‘0 ﬁ}not rﬁ\\ﬁ)le @ @
Byromville, triazole-label | loamy sand | KCA 7.1 2.1.2 /03 @FO @/t no(ﬁgﬁabl& §
, phenyl-label silt KCAgR1.2.1.2/03 [« SFOP? | S127.7R
, triazole-label Silt KeN7.12.12/03 R SEQ & 1067 | 334&
am Hohenseh loamy silt | Qp°A 7.1.2.1.2 783 | . FOMC N Y
Alll loamy silt o] KCAG,1.2.1. 2303 | « DFOR' Y| _&2.9- 109
A XXa sandy loamQ| KCAZT.1.282 /034> FOME | @ 5.1 36.9
Stanley silty clay KX 7.1@1.2/ FOMC A 1Y 407895

a) SFO: single first order, FOMC: first order mulﬁ'\eomp{‘ﬁment Q\FOP d@ble ﬁ@der 1@3&1]]%y §
v

b) fitted from maximum @ X © S
E SN § & &
Table 7.1.2.1- 6:  Summary of D value@for de}rad%tv\ﬁ of JAU 6 4%—des@ (M in a&p ic soils

for modellin SIEING
modelling * .2 o7 S S & S &
Temp. | Soil Texfifte | “AnnexPoint/ | Fofmatiomy) inetic Q" DTso
[°C] (US%b’A) Ref@nce g; @;actioﬁ& °\typej‘) © [days]
© « < A u%mor norm.”
20 _ sandy ledm K,;CA 7. lﬁ§j Q&) not gehablg SF@ A fit not reliable
Stanley v siltyslay @A 7.1.7.12 ndtreliabfy) YSFO °~ fit not reliable
of e Rl i B
Byromvi & 1®1y s&g&ﬁl{&zgy L. Q 2 /03 ot rﬁ@fﬂe & S@ﬂ fit not reliable
phenyl-Igbel N3 (2
Byrogaville, Q%oan@sand @%A 2.1 %3 n@reli SFO fit not reliable
triazole-labély | % A h %@ < O @
i g, silt %, @7.1.2@2 /03 no@abK@’ SFO 127.7 146.5
enyl-label fQ @\Q m@ Q)
% o o @J(CA@.Z.I&RB 0.515 SFO 100.7 116
triazole-1 5 Ny m D
@%amy© KA 7 AB12 /@ o DFOP 96.49 91.9
am H@hensehQ Y O @ @
lodmly silt ['KCASE1.2.23%/03 [ - SFO 27.2 18.1
@ @ § @ 2
Sandy fQam | KCA 7 @1 g&z - FOMC 11.13 8.88
W [AXXa O
Stanley SU clgﬁch@ 1.2382 /03 - SFO 26.86 15.07

a) SFO: single first order, FOMC&\}?%st ordgr multilcompartment, DFOP: double first order in parallel

b) normalisedgto20°Cand p @
c¢) DTso ofg%v ph&&%o @1’ fit @
O Sy

Q
N F &
@@& @@@®o§
@ & <
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CA 7.1.2.1.1 Aerobic degradation of the active substance

The degradation rate of prothioconazole in soil under aerobic conditions in the dark in the labagi)ryQ

was evaluated during the Annex I inclusion using two radiolabel positions, phenyl- and trlaz Selabel®”
and was accepted by the European Commission (EFSA Scientific Report ( ) 106, 1 (§
2007). Furthermore, the portions of prothioconazole degrading to the mdjpr degradatlon pr cts
JAU 6476-S-methyl (M01) and JAU 6476-desthio (M04) were determme‘% The follow& t@s are)

included in the Baseline Dossier: N X
& & E & @

Yean® Pocument N’ |©
P [ 2490, rev. 2001, § M-023328-9F1 g
2001 2 Q| MEP61584-01-1 o>

F 20078, @J 534075&71-01%@
N 2 \f

Q. .Y (@:
No additional studies are submitted within this Sypplem 1 D@ler f@ the pr th1 @'
of approval. However, updated kinetic e;@%atlm% of the de eha ur of prothi

soil under aerobic conditions in the dar the Bbora ha\& eer@e @SA @ulda 014
ab

Annex Point / Reference No
KCA 7.1.2.1.1 /01
KCA 7.1.2.1.1 /02
KCA 7.1.2.1.1/03

Author(s)

and FOCUS Guidance 2014 to d ve }&gletl §a purp e and
environmental risk assessment. A of tik ites rot conagple an@lts major
degradation products in soil in the%bor%tory 1@1ven@, sect on CA N
@ . © & @ @© N
< % @ @)
v AN & o % &
S A %
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New Kkinetic evaluation submitted for Annex I Renewal

Justification for including this study in the Annex I Renewal Dossier: The objective of this st
a kinetic evaluation of the aerobic soil metabolism studies of prothioconazole (KCA 7.1.2.1.1:QT an.
KCA 7.1.2.1.1 /02, included in the Baseline Dossier and its major degradationggroducts JA @476.S-
methyl (M01) and JAU 6476-desthio (M04) (KCA 7.1.2.1.2/01 and KCA 7.£2.1.2 /02, r&pectl@

1;@@@

also included in the Baseline Dossier). The evaluation was conducted t @HVC kmet@par@eters
38 %

according to EFSA Guidance 2014 and FOCUS Guldance 2014. % . Q"
A "\ @ @
Report: KCA 7.1.2.1.1 /04; A and \’2015 o S S
Title: Kinetic evaluation (trigger and m@elhng endp 1@5) of the so@legra@tlon§
prothioconazole and its soil metalgsohtes desthl@nd %met]%unde&labora@ry
conditions QQ N f@ @@
ReportNo:  EnSa-15-0223 W o %@’ 6 %
Document No:  M-532633-01-1 Q @ S

\
Guidelines: - EFSA, 2014: Guidang Docx@ent f@@eval@ng la©ora and 1d &
oA 2 P & @
dissipation studies t6.0 a%NDeg@ valigs of a§§5ve substanges of plant

soil, European @ ty A@lorm@EFS@ﬁ El@gﬁ%

2014;12(5):3662
atl é@’er Degisadatlon
‘,. istration,

Versiorg I.1; Date: 18December 201

GLP: No (ca]@ﬂa‘uoé @ gl @Z%f @ \

ucts JAU @6 S@ethy 0] gand JA 647@desth€19 (M04) for trigger and

odelling en@ t§\

protection produc@%and tratisforfiationgrodu 5°of ése actie su §§
- FOCUS, 2014 Geﬁgrlc @gﬂanc
Kmetlcs@n E&%Yronm tal St%@es on estlc
Justification: New data / 1dehne@ei)equ§1en N QD * @ y\’
Kinetic an&m ¢bthe d@rad@en Q @ot @@ma%)le an % major degradation
& @\\J A & \ Qﬂ @ @
Executive S ar ®) Q

The purpose of this@tudy “was t stlm e no %se@oc 9‘"2) %?radatlon times (DTso) for use in
model sw&%tlons of emyjron ta{g sur poinf¥) and to estimate trigger endpoints
(perms}@e endpomt@§”F gﬁb azole, and @ mag@ﬁ deg&atlon products JAU 6476-S-methyl
(M01) and JAU 64 76<destlito (Mt%) Th§)il degradation of Q}othloconazole has been investigated in
laboratory degran studies thloémaZOI@KC .1.2,1.1 /01 and KCA 7.1.2.1.1 /02, included in

[P0
the Baseline Do§gier). The pnt I pr1 the gwaluation of the data according to the most
recent FOClne TepO} (FD@U S @ 4) @grad@fon parameters were fitted with the software

KinGUI 2. 1
Four kinetigymodels, Single rd @Q)ndt Hi- exponential models FOMC (First-Order Multi-
Compartsient mode]z)s@FOIQ(doub e ﬁr parallel) and HS (Hockey-stick) are assumed to

adeqy%ately descrlb@ie deggadat@ of a% d substance in laboratory trials (FOCUS, 2014 and
EFS4, 2014).

The DTso Valu@%(mgger em\i%znnt for ghloconazole range from <0.001 to 1.21 days, with a
geometric m of d Thg vnnormalised modelling endpoints range from 0.05 to 140.3 days.
The normalé§&d (20°C, p mode%jin points range from 0.05 to 130.3 days with a geometric mean
of 1.16 days. Thderived-degradation rates are considered appropriate as input for modelling purposes.
The datgare sar' edi le 7.1.2.1.1- 1 and Table 7.1.2.1.1- 2.

The @%ts corfee rn1ng§he mgjor degradation products JAU 6476-S-methyl (M01) and JAU 6476-desthio
(A@ are @ortec@’n se@)n CA 7.1.2.1.2 (KCA 7.1.2.1.2 /03) of this document.

&
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Table 7.1.2.1.1- 1: Trigger endpoints of prothioconazole .
Study Annex Point/ | Soil Kinetic DTso &Q IS
Reference No type® [day 93
L M.; Jxca7.12.1.1/01 ]| G EQNIC 0.08"_|&)
(2000, rev. 2001) Stanley WDFOP 091
,E. KCA 7.1.2.1.1 /02 | Byromville, phenyl-label |\ DFOP @Q.ooﬁ &)
(2001) Byromvj ,triazole—labgr% " DFOP 1.&‘)/ &
;phenyl-label @ | FOMCC| adp5 _[@
| triazole-lal@f® FOl\Q\é@ @ 00 1@ O
Arithmetic mean < @ &Q 0 5@9 @Q}
Geometric mean A0 2 Q o 008 >
Maximum DS @D L 21
a) SFO: single first order, FOMC: first order m@comp@%entg@?bP (Qﬁ\f)le ﬁ@@rde@mallel
> @ Q@ & IS o @% > o
Table 7.1.2.1.1- 2: Modelling endp:){iﬁs of£§thl§%nazg]@ §% 3 @0 5 §
Study Annex Peifit / o Soil w_~ ‘s %\) &netl QDTs0 O
RefereeNos| . & O @ type? [days)
S v S e NS %@ ¢y | wimorni,[ norm.”
M.; P KC@J?.Z%&@@/OI O &~ | BOMIC |57 1.33 1.20
(2000, rev. 2001) RN tanld) <~ o2 | DFOPY 1403 130.3
E. ReA 7.2.1.1 &2 | Bysomvillg, phenylabel-« [“FOME | _2.93 1.16
(2001) P9 O @Q yromyille, triazole-labeb | F@MC |x_2.98 1.18
S o phenyl-label | FOMCAY™ 0.19 0.22
N Q§ %, , trfazole-I4bel FOM& [ 0.05 0.05
Arithmetic mean & ¢ S X N 24.6 224
Geometric meapy (O /S N N o S 1.56 1.16
Maximum Q o D @ S N 140.3 130.3
a) SFO: singl&first Q@% first order multi comgﬁtmen@FOP @)uble i€t order in parallel
b) nom?liégl 10 20°C and pF2 9 % @ @ @
S & & & @ SN
A & @ & O O

Q\ O S @1 @ETDs%

Soil residue ata fr he§ri)b 011 @gra@on dles M-023328-03-1 and M-061584-01-1
(Baseline !.\ ier, 2 lwk 7.4.2.1.1/02) were used. In these studies, the

degradatl of prothloco@zol@ s st d 1 (sandy loam), soil Stanley (silty clay
loam), s yromV1lle@oa nd) &nd sof (silt) under aerobic conditions in the dark in the

laborato at 20°C @ a t&t con&gntratl@%gs of 20D'g a.s./ha.

Th§1net1c anal sis was@’erfo@e cord1 90 FOCUS kinetics (2014) using the software KinGUI 2
with four dlf Iketlc delss 1ng1 irst-Order (SFO) and the bi-exponential models FOMC
(First-Order, ultl ent ﬁ&odel@)F OP (double first order parallel) and HS (Hockey-stick).

Calculation D&o/ D®o values: ANRalf-life is defined as the time taken for 50% of substance to

dlsapp@lsm artment following single first-order kinetics, whereas DTso and DTy
valuesare nogstrict onné@ed to a first order kinetics. In this report half-lives, DTso and DTy values

ulatéd fro ea tA\rgopriate rate constant k as DTso = In(2)/k and DTgo = In(10)/k, respectively.
Négmali n of fitted PTs¢ values (modelling endpoints): Conditions like temperature and moisture
are as d to keept steady in the laboratory, but they can differ from the so called “standard” conditions
as they are required for DTsg values as input parameter in models. Therefore, the modelling DTso values
were corrected to pF2 and an ambient temperature of 20°C. According to EFSA (2008), Q1o was set to
2.58 and Trr was set to 20°C.
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s
II. RESULTS AND DISCUSSION @\@ §
Trigger endpoints and modelling endpoints for prothioconazole and its @abohtes W&e der
following the procedure described in FOCUS (2014) and EFSA (201 or modelliag ints
additionally a normalisation to reference conditions according to US groun@vate 01
assumptions was performed. \v\g \ S @

The trigger endpoints and statistical parameters for proﬁ?oconazole glven in Té{e 7. l l&é@ A &
summary of the best fits of the trigger endpoints of p@@hloconazol&@ given in T e 7. L@ 1—©l§n th&
Executive Summary. % @)

The non-normalised modelling endpoints and ical parameters @protﬁ%con@ole @y glv@&m
Table 7.1.2.1.1- 4. The modelling DTso values were carrecte@to and @n a nt téﬁaper{i@e of
20°C. Calculated correction factors for all tr@ are gjven 1&%&1&0&7 1.2 }? umm}ry the best

fits non-normalised modelling endpoints and the sorre @i’orm sed m el]@ engdpoints<are
given in Table 7.1.2.1.1- 2 in the Executh\\(%Sum@ary of this x Wort % @ @
<N o & o $
@ ~ o © %, QS Q
R &S 5 ¢&
FE S ITW Y S E o
s T S & &N
Ve o » & 9 .0 O ~
o & TS S U
v & 0 &
N © N @ S 2
© O & & S
~ % 9 § @ S e BN N
v e O ¥ .0 & )
FTE e S e ¢
@ S SIS @© @ @
N Q N v AN o 9 @é& Q
SRR WS
D & 0 9O «¥ N O @
N % N < ©)
04 >
N & & @ PSR
N T8 Ve &8
Q Q
§ RENIIAN > & >
T e o
@ O & .9 © O @
QOO O N O D
¥ o K & o
<) S o L2
@’ NS @ @ N
i AN NG RN
B v S L@ @ N
N (g @\ Q&@
N N
A & &S
@ < Q & ©@
SN
(O
o S
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Table 7.1.2.1.1-3:  Trigger endpoints and statistical endpoints of prothioconazole

(Prothioconazole fit alone) @o @
best fits highlighted in bold letters N @@
Type of Kinetics? Fitted X2 error p Visual ¢ DTso &90 ¢
parameters [%] (t-test) fit '?%Q [days] [NdaysP> P
, M.; , P. (2000, rev. 2001)  (KCA 7.1.2.1.1/01) AN ©® @@ &

— I PO,
SFO Mo: 87.7 26.16 Y~ k:0.001 ~f - @1 1.3

k: 1.686 < N & f\@b é\é” &
SFO, M, fixed ki 1.688 248 | i <og§4 TN
FOMC Mo: 87.8 a2 Q 08y | 44015

003832 | D Q} N

B: 0.0108 S| & % @6 N 2o
FOMC, Mo fixed 0:03832 g%f”é) S -@ é&% o 0.035 401 |,

B: 0.0108 @ ) S & Q J&’ X
DFOP Mo: 87.8% ° L SN7.0 ki20.0 ©Q 0.324 2.4

ki: 25675 o §0 oé O & & ©§

B T R S

008978 | YN %
DFOP , M, fixed K§22.50 ) 7005 0 00© 57 | 93245 [ 2.424

@k: 0.00 N %ﬁ SEES S
S (8978 o |V e g < 5
» SFO fit is visually and stat1 call%ot acce@ﬁble aﬁ*@ not nlgfje approﬁ&nate t‘h&nKFOM@ Ther %f;)re FOMC and
vided the best fit.

DFOP were fitted, both ggovided@isual Statigiéd @) good fits, FOMC WlﬁQonst@ed M@
» Conclusion: FOMC with cons{xamed rovides best,ﬁx @

w
Stanley N @ O § N é C& °\®
SFO 81 3.555 29 - 1.38 4.60
& (<$ @ Sl Q @;@ | @
SFO, My fixed s\ &k&5574 S 3231 [Ske< §&€ - 1.24 4.13
XT
>

FOMC & @J@ O MEB6.0% ™ | o829 é o * 0.57 67.9

%@%”@%>@7@%§’

FOME Mo fixed 7 |&) w0347 a4 4> 9 + 0.57 68.0

. ° £:0.089.5° |- N
NN
DFOP @? N @0 85@/ Ri 7705 & <000(2091 + 0.92 122
o B 49 N & S e <000
Q...© (6 @N) 81& N
DFOP, %0 fixed @ & 1.@;%515 &7 724 | ki <0.001 + 0.91 121
2 0@949 N[ LS k»: 0.033
@7 \ N g: 0.818&@ A g: <0.001

P« SFO fit is visu and jsticallgyiot acd@ptable’and not more appropriate than FOMC. Therefore, FOMC and
\ DFOP were ﬁtte rov1®,v15ual nd s@lcally good fits, DFOP with constrained Mo provided the best
fit.

> Conclus;@@ DFQP yvith c@%trame@/lo pro@es best fit

a) SFO:sj ?e ﬁr&ﬁﬁer (-® C: fifse orde@lultl compartment, DFOP: double first order in parallel cont.
b) v1sual f:ggod e, oderate, - = pEOr
@ @ o
fESSE
g\f (O @ N

-

&
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Table 7.1.2.1.1- 3 (cont.):  Trigger endpoints and statistical endpoints of prothioconazole

(Prothioconazole fit alone) @o S
best fits highlighted in bold letters N @@
Type of Kinetics? Fitted X2 error p Visual & DTso 90 @b
parameters | [%) (ttost) | fith [days] [daysf
T 200  (kca7.12.1.0/02 S
(2001)  ( ) A\ e @@
Byromville (phenyl-label) o O SN
SFO M: 95.1 22.83 Y~ k:<0.001 & - 105 K38 Y
k: 0.603 S o ¥ NS
SFO, M fixed k: 0.623 2m | k<008 - O R 8 s
FOMC M.O: 97.7 4,00 - @@ 0 g oé& | 9.7 @&
o: 0.805 @ > N & | L
B: 0.59 @? %@ & i QD - N
FOMC, M| fixed a:0.806 Q 10 - > 081 9.8
B: 0.59 & & & 5 > &
DFOP Mo: 96,7, ¥ | 8. 98 N[ kigs00015] - o | 101 g@@
ki: 0. . @ | 0.0 \;9\ @§ é\g S
ka: 0Q06 %x N Qe <0001 )
choiz 5. ¢ I8 @ @) § & Iy
DFOP, M fixed 0. 794 2 8. 66@ k Y).OO@ & | epoo.t 52
@k2 %j -0.0§, SIS N
g: 0912 2 <081 L o
» SFO fit is visually and statf%tacall&ot acc le, t%refore FOMC aad DFG{ Were {@#ed, both provided visual
and statistical good fits, BFOP w(th constigined Mdprovidedthe best fit. &' s 9
» Conclusion: DFOP with const(alned M@rowd est i DD R < g&
@ X
Byromville (triazolédabe &' . @ O &7 . N D
SFO @ ToMp9s30 | Q0675 k<0001 oS 1.39 4.6
o~ 0.49 Qe & @
SFO, M) fixedc,” St 0.519 2091 |k <0001 |5 1.34 4.4
FOMC @Q @@ 5 1\/@8 3<<<@ 46 S 0 1.04 9.9
g a: 0.957 9 ¢§ S %@
9 @B (45} @
FO fixed © [ 9 3N 1.05 9.9
“@“mo@o@;g@ o & o | o
DFOP NOMEEEN 9 9\) 10.7 kiT%0.001 0 1.23 6.3
@2@ AN @Q? 0wds o & S 0.052
o QS kz@ S S g <0.001
NO) < ﬁg £,0.91
DFOP, M, fixed S @ gi@ @ 10.@@ ki: <0.001 0 1.21 6.4
% k2: 0.039
° 0 907 m\ g: <0.001
» . SFO fit is visuaff§cand s@%tlcal]@ot ac \able"@erefore FOMC and DFOP were fitted, both provided visually
, and statlstlcall}%ood with ¢ tra;l;@/lo provided the best fit
» Conclusion: DFOP w cons@émed,b{lo prov. best fit

a) SFO: singlfirst order.

b) visual @ =§
X

: fir

ler, FO s@‘ﬁer m@l compartment, DFOP: double first order in parallel
6% 0= erateide,= po%é

S

< Q% S
R N
@ & <
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Table 7.1.2.1.1- 3 (cont.):  Trigger endpoints and statistical endpoints of prothioconazole

(Prothioconazole fit alone) @o S
best fits highlighted in bold letters N @@
Type of Kinetics? Fitted X2 error p Visual ¢ DTso 90 @§
parameters [%] (t-test) fit '?%Q [days] [Ndaysf>
T 200y  (xca712.10/02 S
(2001)  ( ) S &S %
N (phenyl-label) o oy N o
Mo: 91.7 1632 ¥ k:0.001 @& - @28 K09 Y
k: 2.434 S g P &S
SFO, M fixed k: 2.434 154 | k:<0.081 - [©%028 R 6y I
FOMC Mo: 91.7 497 - 5"+ g 0.@5 6 4
a: 0.338 Q) NN RN 2 @@
B: 0.00 @@y Y &\ ©1Y N w
FOMC, M fixed a:0338 Q@ 4. - o+ @ 0.005 0.6
B: 0.00 Y A > | <
DFOP M 917 [ *S0.14 N k0001 4o | 0.23 (§@
ki: 3. . @ | & 0.1@ O S &l s
ki 0013 SN[ & Qe <0001 ¢y
S R il A
DFOP, M fixed I3.240 568@ 0015 &Y | (P23 ] 09
ke 0 B 42 o.o§, SR S
%ﬂ@ g: 0:950 &.8: <0401 2 e
» SFO fit is visually and statistically,not acc le 1! refore MC atd DF ere f@ , both provided visually
and statistically good fi 36%th condfraine %o prov@js best fit. % 9
» Conclusion: FOMC with cons(ralned N@)row est @f& DD v\g @ &
S & o ¥ .0 & « S
I i) 0 S g & S
| ®fponey \58.1@ k&x0.001 ; 0.30 1.00
§ Q| Nk 2.5 . 9 S| &
SFO, My fixed)” & k:2294 o> | 2%11 %‘;\1(:<_ 1y - 0.30 1.00
FOMC ©  Mi9l2S [ gelle| © @ o <0.001 0.15
v : 0. @ S
.9 % 1% o @ @
A (@) & B & O
FOME My fixed | @, [ 0147 oo |, 949 o, & 0 <0.001 | 0.15
Y __al 0000 @\ 9{5\ AN
DFOP 0o 4. ;2 <0.001 - 0.26 1.0
) @ Shaem N o 8050
@ ©© 7 ki8.000Q" |, @) D" g: <0.001
@ G 2008 o &
DFOP, My fixed = 824, D 1429 | ki:<0.001 + 0.26 1.0
e % N ka: 0.50
N .0.958 s L Q o: <0.001
P\&SFO fit is visuditly and at tical{Pnot tabl@erefore FOMC and DFOP were fitted, both provided visually
good fits, the FOMC fiivas o@ldered eptable.
> Conclusw@FOMC provide§ best f};g\@ [\&

a) SFO: @ first r, FAMC: ﬁ \rder multi compartment, DFOP: double first order in parallel

b) visual @g)d 0= derate -f
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Table 7.1.2.1.1-4:  Modelling endpoints and statistical endpoints of prothioconazole (non-normalised)

(Prothioconazole fit alone) @o @
best fits highlighted in bold letters N @@
Type of Kinetics? Fitted X2 error p Visual ¢ DTso 90 @§
parameters [%] (t-test) fit '?%Q [days] _[Ndaysf>
, ML; , P. (2000, rev. 2001)  (KCA 7.1.2.1.1 /01 <
( ) N $ & e
| a o NN @y
SFO Mo: 87.7 26.16 Y~ k:0.001 @ - 041 D 1.37 Y @
k: 1.686 . S ¢ & &l
SFO, M, fixed k: 1.688 248 | k<0 9&4 - Q041 f@ %}
FOMC Mo: 87.8 229 G@°++ o (0859 >r4
003832 | N 133 @
B: 0.0108 & RS, N
P SFO fit is visually and statistically not acceptail®, const@im oes hel 03 10"/@ the ipitial %
concentration are reached within the expern%ntal p was d and 0V1d da Vls“é anc@ q °
statistically very good fit %0 @
» Conclusion: FOMC provides best fit, uséil%‘f 50 b%gk calc@ated frp@)Tog& 1/&3 =155
Stanley Q N &9 < N & & & @
SFO Mq: 81.230 | °33:55 %0 kaQ 12 o - @Q . 24.60
Q050 ol o Ol &l Lol ]
SFO, M fixed @k 05674 32,@ &2008 | & 101.24 4.13
DFOP L Mo: 85.58& Ski: %@610 D e 0.908 122
& .028 Qr ko .049@ N %ow
. ? 0.0 0. O% 'S ase:
> 208174 § > é % f@ 140.3

» SFO fit is visually, statjstieally aotacceptable, ore, ‘B{OP W, Nﬁtted% the 1@8@ ot the initial
concentration h ot been reach@» withifZhe ex; eng%enod
» Conclusion: D provides best 1) use @50 of slow ph 40 ;}. @ P4

@1) \Q@(CA&%I.Z.I.WOZ)\ é\ §
Byromville@@-en pel) © @ %@3 = S

SFO D55 00 - 1.15 3.8
.9 @ (3 v @ %’%
SFO Ml fixed o) 2292 Sk <ol - 1.11 3.7
FOMC - Mp 975 | NILO N\ 0 0.81 9.7
§§) \ @ O.8°@§ ﬁ o @Q 2,939
o A | &g e

» SFOfiti 'sually@é stati ally 1 acceptgble, 1®0f thepitially measured concentration was reached,
theref MCGQyas ﬁt rovided ag accep‘t@@le fitsso the back calculated DTso was used.
» Conclusion: FOMC proyides géwﬁt ug&dTso J;; -calgyldted from DToo (9.7/3.32) = 2.93

Byro@e (triazole-Fabel) @Q @ @ o

SFO 19534, [ Q0,67 [ k:<0.001 - 1.39 4.6
% § SP %%0.4 N
SFO, Mp, fixed Y k0519 @ 2021 | ki <0.001 - 1.34 4.4
FOMC &@ . d ME983 Q| 1146 - 0 1.04 9.9
& O é .0, 95@ 2.989
p: 0.9

theyefore C was fitt provided an acceptable fit, so the back-calculated DTso was used
> f@onclu@n: F proxides best fit, use DTso back-calculated from DToo (9.9/3.32) = 2.98
)@SFO' gle fikgorde @OMC first order multi compartment, DFOP: double first order in parallel cont.
% vis it: + = good, 0 =moderate, - = poor
c) @-calculated DTso from DToo

P @)
> SF@t is visually a@st@ly not acceptable, 10% of the initially measured concentration was reached,
d
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Table 7.1.2.1.1- 4 (cont.):

Modelling endpoints and statistical endpoints of prothioconazole (non-
normalised) (Prothioconazole fit alone)
best fits highlighted in bold letters

&

©

D
Type of Kinetics? Fitted X2 error p Visual ¢ DTso 90 @§
parameters [%] (t-test) fit '?%Q [days] [Ndaysf>
T 200y  (xca712.1.0/02 S
(2001)  ( ) &% o @@
N (phenyl-label) s g N
SFO Mo: 91.7 1632 ¥ k:0.001 @& - @28 K09 Y
k: 2.434 N o P &
SFO, M) fixed k: 2.434 1548 | k:<0. QQJ, - Q7028 R v L
FOMC Mo: 91.7 fg Y 5° + &S [ 0.6
o: 0.338 Q@ = 9 c& N
B: 0.00 . @ N
» SFO fit is visually and statistically not acceptati®, 10% &@the i ure centr n w reache%
therefore FOMC was fitted and provided an cepta t, so bac culat T50 was use@ °
» Conclusion: FOMC provides best fit, use@ baegg alcu fro 90 ((&3/3 3 @j
T (triazole-label) m@ qxi\ o "\9 @Q éﬁ
SFO MQT2 5 z@o k: <(@01 > - & o) 1.0
Koo @ | ST LT Y Q@Q ,
SFO, M) fixed K229 927 14 g@;_;o.o@” 0 [ ~703 1.0
FOMC & M9l 22 1601 [o” 2 L o P<0 0.15
N %o F22 S DTN G I Y
2 > 0. 00@ @ o 9
» SFO fit is visually andsfatisti lly not atéeptabkd10% ¢ the ini measared %entr@ was reached,
therefore FOMC wgs fitted @rov@gd an adCeptab , SO tiback galculated D sed.
» Conclusion: FO rovidgy best fit, use DT'so back&sa cula{[e% from B s (0,,&/3 32} 'S9.05
a) SFO: single firgtgtder, FOMC: ord@mltl c@%artm@t DFQP: doublefirst ordet in parallel
b) visual fit: +—§% oémdef&tlgl PRI S @;@ & @D
c) back- calcul@ \from D%o t NS @
@ @ ©) K@j % @ §
Table 7.1. 2 1- 5: Iculated tian f: f t ‘”\;
able @@ a@cuae@@rec%l ac@ss g@ﬂl;aég) ®
Soil l@m erature Moisture Correction
&@ @ N @ P & @a) [ O b
N éﬁtudy § JdT $, Orei® fo factor
N Sra % S [%] [%] fr o fo
S
,Pﬁmoﬁ@ 2000 (@A 711 01)
(@) (@ ‘N20 N | 16.5 19 0.91 0.91
Stanley O w 20 &2 1@ 270 30 0.93 0.93
) Y @ G .
| RIS ATARE e
Byromville NS @203 @ 1 3.6 14 0.39 0.39
& o | 2203 T 316 7 | 112
@ §
A 7.11@31’.2 /O@@c KCR7.1.2.1.2 /02
& M0 @ 1 252 27 0.95 0.95
O & 20V 1 14.6 26 0.67 0.67
] LS 20 1 13.8 19 0.80 0.80
Stajttey 20 1 17.5 40 0.56 0.56

0
ac:@?g to FOCUS 2014, Table 2.2 , p. 34 “gravimetric water content at 10kPa (field capacity %)”
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III. CONCLUSIONS

s
The DTso values (trigger endpoints) for prothioconazole range from <0.001 to 1.21 days@ﬁl @§
geometric mean of 0.08 days. S C(’Q@
The unnormalised modelling endpoints range from 0.05 to 140.3 days. Thg@%rmalised (20°C,

modelling endpoints range from 0.05 to 130.3 days with a geometric meap of 1.16 dayscThe @ived
degradation rates are considered appropriate as input for modelling purpc}éﬁ%. \© . © \245@
N %, SO
T ¢ GO T
« R T S

Y
S
&Q@g@&

S
CA 7.1.2.1.2 Aerobic degradation of metabglites, breakgwg@@gﬁd @cti(g%products @}@

JAU 6476-S-methyl (M01) and JAU 6476-desthio (M04) 0v&s&’%ou‘i(?:as méjor so@;\netaﬁ@liteg@ soil
metabolism studies with prothioconazole under aergpic conditions, For @se bolites degradation
studies have been performed in soil under agrobic gonditigirs in @dark@ laboratory@ere }@%pte@gb‘y
the European Commission (EFSA Scientific Report (2007) &)6, 1—%, 12 @y 2007). T foll ng
studies are included in the Baseline Daggier: \\ @} O é\g %o

’ L & SHENS)

& 5 [(Sj\& @ S @) V)
Annex Point / Reference No |@\ﬁth01@ ° o PYea? O | Dbeum
Q N S .
Prothioconazole N 9 & O) &© K© @Q >
KCA 7.1.2.1.1 /01 N ; 7 BR00, yev. 200 M-#23328-03-1
KCA 7.1.2.1.1 /02 > J20007 & | M-061584-01-1

\ =~
JAU 6476-S-methyl (Mm%) S A Y

KCA 7.12.12 /01 XN O &oo01 Of M-056651-02-1
. S v Yo &

JAU 6476-desthio @&404) N S

KCA7.12.12/0 o - M L9 o [ @ | M-056633-02-1

o’ D NN 5
No additiona@mdi@re L@nitte@)vithm@%is @pple ntal§sie@for the prothioconazole renewal
of approvalg;However, updated kinetic aluaé@m of te de adatibehaviour of JAU 6476-S-methyl
(M01) ag&JAU 6476-@hio@04) @501l under @obi ditigns in the dark in the laboratory have
been rmed accor@ing to@@CUS ine&'e‘s (2008) to (f%rivecl%ii@tic parameters suitable for modelling
purpose and envi%@%ent&l\risl@ssesgs@nt. a&ﬂ\summary ofdthe degradation rates of and its major
degradation proc@@s in %oil in@ lab@;}to%@’givenq segtjon CA 7.1.2.1.
R v oL S

o N .U O .0 @

Q O O O N 0N
% b@@@@@é
& o § ¢ & >

N N
Q N &9
- S
S @f&@\@&@
@%

N Q
&§§©%©@
AN
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New Kkinetic evaluation submitted for Annex I Renewal
Justification for including this study in the Annex I Renewal Dossier: The objective of this st@ is &
a kinetic evaluation of the aerobic soil metabolism studies of prothioconazole and its major degradat I@@j
products JAU 6476-S-methyl (M01) and JAU 6476-desthio (M04). These studigs are—mclu(@

Baseline Dossier. The evaluation was conducted to derive kinetic paramg@s according, to E@.

Guidance 2014 and FOCUS Guidance 2014. Q @
< 9 & 9

Report: KCA 7.1.2.1.2 /03; -WPC 2@5 < o @
Title: Kinetic evaluation (trigger and modelling endpofats) of the s@% de@atlgﬂof &

prothioconazole and its soil met@ohtes desthio nd S- met@iﬂ undé labaggtory

conditions ) Q &’ & © &@
ReportNo:  EnSa-15-0223 & \ @ R S
Document No:  M-532633-01-1 . D "N
Guidelines: - EFSA, 2014: Guidance @)cum@ fo ?eqyalug%a ato nd f] el? %

dissipation studies to btaln aluet acti

tances@®f pla <
ducts theé% substa@ @

@@M@§

protection products an. traﬁsfon&%on
soil, European Fo@“ Safe@ Autl@rlty (EFSA
2014;12(5):3662R
- FOCUS, 2014% enétic gufdance% atl %er@g@@nce § adation

Kinetics from Engyonmental F dte S s (&@Pes nglstratlon
Version; {(é@ Dafév 18 D@em 2014@ @

GLP: No (calc on) X

Justification: ~ New d u%ﬁgu ine ulre@nt & N @

©
Klnettg analysis of {fie de datign of p@ﬁnoc&aazo <§nd @najor degradation
praducts J 64@-8 m@lyl 1) arld JA&647@esthgo@104) for trigger and

m@elhn@nd nts @, < v\g\ &
& S Q & Sy Y @
Executive Sum@ ry .\ o \© é@ @& N

The purpose ofthis gy was to e@nat rm. %d (29°C, p@ deg ;z\\fdatlon times (DTso) for use in
model simulatio envitgnm tal ex r& %de@ enc@)mt% d to estimate trigger endpoints
(per51stenc@endp01nts)g\fﬁor pr oc@de d its ajoregra(@non products JAU 6476-S-methyl
(MO1) @6 TAU 6476:de5sthi 04) NS

The present report mpr1§§§ e@/alua of “telsge data according to the most recent FOCUS Kinetics
report (FOCUS, 2@1 De%rad n parameters ere&tegg%j the software KinGUI 2.1.

/2

Four kinetic modéls, Single Fi d(%(SFO}and bi-exponential models FOMC (First-Order Multi-
Compartment @nodel DFQP (double ﬁ@ ordéd paraflgl) and HS (Hockey-stick) are assumed to
adequately de8cribethe ¢ ad%é*ﬁl of@% ap@ed s@stance in laboratory trials (FOCUS, 2014 and

EFSA, 204%) % Q@ & @

For JAU 6476-S- nf@yl A101) @ﬂc e@atlons are based on soil degradation laboratory
degﬁ\d’atlon studies” of @jhmsgnazo@andU 6476-S-methyl (M01) which are included in the
Baseline Dossi @

The DTso values (tr1 eI © 1n SFor JA@ 6476-S-methyl (M01) range from 3.1 to 275.1 days, with
a geometric@ean N; Adays. The uahsed modelling endpoints range from 11.1 to 279.8 days.
The normg 'sed E? 111ng *ndpoints range from 10.6 to 156.3 days with a geometric mean
of 46.4-days. £ derjved dedradation rates are considered appropriate as input for modelling purposes.
For JAY 647 l ithas to be mentioned, that the degradation was much slower in the studies in
W '@} the ent s a@ied than in the study where JAU 6476-S-methyl was applied as a pseudo-
pa

The d gare summarised in Table 7.1.2.1.2- 1 and Table 7.1.2.1.2- 2.




B . Page 55 of 190
sayer) Bayer CropScience 2015-12-14
R

Document MCA: Section 7 Fate and behaviour in the environment
Prothioconazole

For JAU 6476-desthio (M04) the kinetic evaluations are based on soil degradation laboratory
degradation studies of prothioconazole and JAU 6476-desthio (M04) which are included in the Ba@}le S
Dossier. N §
The DTso values (trigger endpoints) for JAU 6476-desthio (M(4) range from 5gh;to 127.7 da@w&a
geometric mean of 24.2 days. The unnormalised modelling endpoints range fxom 11.1 to 427.7 .
The normalised (20°C, pF2) modelling endpoints range from 8.9 to 146.5 zgilys with a ge@metr@snean

of 39.4days. The data are summarised in Table 7.1.2.1.2- 3 and Table 7.1@\9. 2-4. \© . © \245@
. . . o A @Q @
The estimated formation fractions of and JAU 6476—SEethyl and GAU 6476—deé¥10 showi in &
Table 7.1.2.1.2- 5. The formation from JAU 6476-S-rhethyl to JAI<®4 6-desthigthas t integpret

with care as in the studies with prothioconazole appiied as pared®) the degradation of the méta olité&y

was much slower than in those studies with appligdbions of the etabo@s as fseu oarents, Alsaghe
correlation between the degradation rate of JAU 6476-desthi@nd thesformagion fiagtion 8EJA 76-
desthio out of JAU 6476-S-methyl was higlé%noﬂ*@%hin@%} at %s fog@iion@ction}hou d not be

%o S
used. % & @ Q & o @j @&
Table 7.1.2.1.2- 1: Trigger endpoints of J{EE 47& -meé@l (ﬂi@ &% . S) &
o A
Study Anzex Poifit)” %g & W ifletic IO DTS00

RéferencgNo @ § pe®” é [days]
. \

|__Em e m RS O B

P. o N @S @? & Q50
2000, rev. 2001) BN a [SEley @ oo SFO ¢ 45.1
_, E. KEA 7.1 gﬁl 02 Byromyille, phenyl-fabel | &SFO_ [ 230
(2001) 2 |9 & Byromville, triazole-tabelfS SFQ, 275
> % § @hen}{l-label Y @ 125.2
@§ @ @ _ P :

~ O triaz—lab é;sp”o 136.2
I TR 7.1&H.2 /047 [ ’ OMC 3.13
(2001) § S gg | ) FOMC | 137
© ©\ P~ FOMC 3.9
@© & O] O « /s FOMC 26.8
Arithmetic me#h & N Qy R 94.7
Geométricmean N > &) VY 0O o 424
Maximum @ O O NEREEN Q 275
a) SFO: single @g OrdeQ%FOM%ﬁrst or@mulg\;%ompa%nent, D&bP: double first order in parallel
SN @ ©
o O ¢ .© o ., 0 @
ARSI S D
O o R o @
<) N @% y %o
°\@ Q @ o\
NN NG ERAN)
S v &@\ o O
@%
sy &S 8
& S @
%o Q
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Table 7.1.2.1.2- 2: Modelling endpoints of JAU 6476-S-methyl (M01)
Study Annex Point/ | Seil Kinetic DTso @b
Reference No type® [days] 3
& unmorm. ’m'}{
M. P, [kea7.12.1.1 /01 | |G SFQy | 876 798
(2000, rev. 2001) Stanley SFO 4518 | 49 o
 E. KCA 7.1.2.1.1 /02 | Byromville, phenyl-label | “SFO 2798 | A3 R
(2001) | Byromvillsgistazole-label @ SFO 275.1 b 1099
________________ [ phenyl-label oy SFO_ | @520 1487 | &
[ triazole-lapdh | SFO [07136.2% | 8363 4
I KCA 7.1.2.1.2/01 ] goMe) &1 | 1068
on | NI
FOMC |7 17.5%
O[S0 T 485 @%22 7&
Arithmetic mean &ﬁ SN @Q 1041 & 709
Geometric mean @% o @ &V (@& N Q7 62.6, 4
Maximum EJQ N A i? ¢ LY 2798 @@\\1”56.3
a) SFO: single first order, FOMC: first grder mufficompaggment, BFOP: double i rder arall
b) normalised to 20°C and pF2 Q& @ (EQ é;@% @ N
9 9 @ & ©© S
e xS e s
O
Table 7.1.2.1.2- 3: Trigger endp mts of JA[&% &esthlo@g 4) & \ © 2 .
Study o\@) A@nex oil o «  [CKinetic DTso
eference NQ\ Q Lty [days]
M. §§CA&V2 1. 1 /1 é SEC
P. fit not reliable
(2000, rev. 20<§ o \Q § RN @ sFo
-q@. @ RCA 13%1.2.1.1«@2 By@mv&le\ﬁherggﬁyabel‘z”\y SFO .
o © & D O w7 [Byromylll, wigplelabel | SFo | [ notreliable
OBAN -
2 %@ SN , phenyl- 1aq% SFOY) 127.7
N S K & SFO 100.7
ﬁ \@ RCay 7121002 [N FOMC 104
Qop 9 S P DFOP 229
© P FOMC 5.1
@ XL S FOMC 12,9
Arithmeti®’mean ~ KQ N S 2) S 46.6
Geon}?@gc mean Q\Q e .9 h 24.2
Max@’um N L QD 127.7
SFO single fi %rder,@\/lc orden pulti cempartment, DFOP: double first order in parallel
kl fitted fromm%?num@Q "@@ §
@° S @ S
PR ) SR
@ < Q & ©@
Wkl
{N @@ @ o v
S
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Table 7.1.2.1.2- 4: Modelling endpoints of JAU 6476-desthio (M04)

©

Study Annex Point/ | Soil Kinetic DTs @4 IS
Reference No type® [days] A 3
upmorm. | mﬂn
M. P, [kca7.12.1.1 /01 | |G SFO 4o fit not reffable, @
(2000, rev. 2001) Stanley SFO fit nofeliabkey |
E. KCA 7.1.2.1.1 /02 | Byromville, @enyl- SFO’ ﬁtiaQt reha@@
label >
(2001) abe @ @
Byromville,\striazole— 3%13 0 @t not @f}able@ ®
- & QO
SFO @“27 % t46.5 .4
@F0 [N 1009 | 9 116@
I | KCA 7.1.2.1.2 /02 F%ﬁ@ {@4 . 9%9
s Gl
(2001) Al SFO 270 | &nRi1S
g\y FOMA 14,13 8.88"
@ FOMC 868 1607
Arithmetic mean Q% A S 6589  ¢66.0
Geometric mean Q & . Q) m® @) 4;,63 L 394
Maximum o 2 e S oD A S BT 146.5
a) SFO: single first order, FOMC@i’rst order mu% mpaﬂn@nt DEQP: do@% ﬁrs@grder in Mallel@
b) normalised to 20°C and pF2 *v < @ AN &
2 ¢ & < & 2

SN s N
Table 7.1.2.1.2- 5: Estlmated at@fy frac§ me&lit& v §
J 647 -meth (MQ1) and 6476-dest®o ( &

Study @@@ﬂ @ @64%6%*-?@1 C;@@U 6 <§ dest@) JAU 6476-desthio

Annex Point from JAU 6476-S-
pr(@nou@%&zole pr@ ocon%ole methyl®

e N
> ﬁ N0 N @ relg&@e fit no reliable fit
% @\ @ @ Qr

200 V. 2001) @anl§ S 0.08 & S no&liable fit no reliable fit
1 2.1.1/01_9 o .

I B Bykomvilley” | . O s & <o reliable fit no reliable fit
(2001) O | phenylt@el [ L@ O &
KCA 7.1.2.1.1 702 @ro@lle, O o 0165 no reliable fit no reliable fit
Q@ ©@ tri -label Q . (@) @
B \ @ B N
% '%V"Q CQ@@DZ @ no reliable fit no reliable fit

&

Lphenyldabel |V
. h SOESS 051 no reliable fit
S tria%le—lalz%b (0% o

Arithmetic mean” > R a1 - -
Geometric mean o ) < 0.10 -- --
Maximums_ s & X 0.16 0.51 1.00"
a) the fo ion ﬁa,ct?ons JAU6476- Ghethyl (M01) are not reliable
b) defa&ﬁrs@@ ©ﬁ®“ @ %

& @ ¢

ol
S &y
&7 & I. METHODS

Soil residue data from the aerobic soil degradation studies of prothioconazole (Baseline Dossier,
KCA 7.1.2.1.1/01 and KCA7.1.2.1.1/02) JAU 6476-S-methyl (M0OI! (Baseline Dossier,
KCA 7.1.2.1.2 /01) and JAU 6476-desthio (M04) (Baseline Dossier, KCA 7.1.2.1.2 /02) were used. In
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these studies, the degradation of prothioconazole was studied insor (sandy loam) soil
Stanley (silty clay loam), soil Byromville (loamy sand) and soil (silt) under aerobic condiffons
in the dark in the laboratory at 20°C, and a test concentrations of 200 g a.s./ha. The tests for JA 765
S-methyl and JAU 6476-desthio in soil - (loamy silt), ﬂ Allffloamy silt)w
- AXXa (sandy loam) and soil Stanley (silty clay) with a test concentratior&zﬁ 30 g/ha and\72.5

respectively. \ o
Detailed information on the kinetic analysis is given in the correspe@g%ng chapte\Qf par@g‘g

compound in section CA 7.1.2.1.1 (KCA 7.1.2.1.1 /04). VC@ @& @ @\\ @@ @
@ v A
St s & & &8
II1. RESULTS DISCUSS@N @ & <© &@
QO ¢ @
e JAU 6476-S-methyl (M0I) Q? \ \&, @

The trigger endpoints and statistical par eters(?or % 4@6 S @’thy are given in
Table 7.1.2.1.2- 6. A summary of the bestyfits 0 tr1 01nts pr thloco %weﬁgn

Table 7.1.2.1.2- 1 in the Executive Summmar @

The non-normalised modelling endpo an@&\atls‘[ \1 pa@netem@for i 64@ glven

in Table 7.1.2.1.2- 7. The modelhng&' ted pF2 @d a b1e erature of
20°C. Calculated correction facto or r1al§%@,re gl%n 1n @2 1 5 indghe c er of the

parent compound. A summary f best fits R}ag.:s, aliséd mod 1n @ndpmms and the

corresponding normalised m@lllng&ndpo@l’ts @§ glve@ in b in_the Exccutive
Summary. S S @ , @

R

S @ o
S 9 O . N S
F P& e & 98
@éQQ%Q © &L @
F N O > S Y @ ©
& SRS
©6§&©®Ko@©©@
2 %%@@b\@’@\@?
A & \§ S \§ L0
FUSS S
5 & & & .=~ S
IS AN S
o NSO .0 @
@@@@\\\
Y S K 9 O
S\ L 4+ 9 @
& o & @ n .
°\Q @\
Q N &9
= %@O@’Q@@
™ v o O
@%
&%%é@é\Q
o
AN
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Table 7.1.2.1.2- 6:  Trigger endpoints and statistical endpoints of JAU 6476-S-methyl (M01)

based on prothioconazole studies @°
Type of kinetics® Fitted X2 error p Visual DTso 1T | @
parameters [%] (t-test) fit” ¢ [days] {@ays] o
, M.; , P. (2000, rev. 2001) (KCA 7.1.2.1.1/01) (3 \@
T i: ol cogether, start values for prothioconazole from FOMC lﬁ § §
SFO Mo: 0 14.33 @ k: 0.001 & + 87.6° ‘~291
k: 0.0079 Y~ Y Z% S @
» JAU 6476-S-methyl shows degradation, and SFO fit (with, best-fit from par@\*f»was conmdq&i@acce table. Q>
P Conclusion: fit was considered visually and statistically@gteptable. & @ Q :?Q}
S N ©
Stanley (fit all together, start values for PTZ from @P fit f@ § & _ @&
SFO Mo: 0 .94 kD00t [ 1o 8&5 1 <]7 15@
k: 0.0154 o2 AN -l PSR
» JAU 6476-S-methyl can be described with an SEO fit @ Y @ .
» Conclusion: use SFO fit from fit with best- iﬁ\parentcgﬁﬁ OP)@ Q 6 @% /@% N
(2001)  (KCA 7.1.2.1.1 @@) N > % > N §J
Byromville (phenyl-label) (i all toer &‘Y@%‘ valu@ Ffor %hzocgg@zolegmm DEGYP fi Q@ Q
SFO MoD S 354 [ ke <0001 & 766
19,0030 0 NS @ S

Ol
» JAU 6476-S-methyl shows degradation, &@ad SF@ it BRst- ﬁt m pageiit) wasednsid, accepﬁble.
» Conclusion: visual and stat@t@l ﬁtoar%\conmde able 50 of s@ 6476-S-metlty can &Q\used.

Byromville (triazole-label)%(f t aﬂ togeth@Qstar&alues protﬁwcon %%e ﬁ’o@F oMC f t)

SFO @,; G. 07 k <0.0 375 914
k: 00(% %ﬁ @ {7\\’

)

» JAU 6476-S-methylshows @Padan@ and SED fit @th b@&%‘ff fro@aren was cog?@red acceptable
» Conclusion: visyghand sta@ilca re cogsideredsasceptatile. DTso of JAU ©476-S-facthyl can be used.
~

_____ — (phemﬁbeb\\ lt Mgethgr stag(t values@r proé%con&zole 1168 FOMC fit)

SFO O ©\ 1\% 1&4 Sk <QB1 | S+ 125.2 416
O B b eohoss &

» JAU 6476-S-métby! shoWs degradation, and SFQ_f1 ft@(wu@t -fit fioth pagenit) was considered acceptable

» Concfasion: visual apd statlstgqa fit a&nmd accep Ihs0 of J% 6476-S-methyl can be used.

(trlazole-k&l) @wll to§}rlerpgtgrt va@%s fo Qothlo@nazole from FOMC fit)
SFO N 8.7 k:59.001 o 136.2 452
.S @‘{Q 0005 al?? &

» JAU 6476-S@ethy WS @mdatl and, STO fit (§th bestaAly'from parent) was considered acceptable

» Conclusign: visuabghd statis¥ical fi€are co@ered aopeptabley
a) SFO: sﬁ@/ first@yder, F@V[C fifst ordetngulti c%aparm@t DFOP: double first order in parallel cont.
b) visual fit: + = good, o ode®-—p

2 @ o

N N
%o %, %@’ @ S
> @§©@Q&§
G @ © 9
@@éx@%@
O VRN
> O o
S &
{x’ @@o%
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Table 7.1.2.1.2- 6 (cont.):  Trigger endpoints and statistical endpoints of JAU 6476-S-methyl (M01)

JAU 6476-S-methyl as parent @° >
Type of kinetics® Fitted X2 error p Visual DTso T0 §
parameters [%] (t-test) fit" (> [days] f@ays| 6§
' 2001) (KCA7.12.12/01) @ NS
Q D
__________ — am Hohenseh @) /,1@ 9
SFO Mo: 86.8 16.63 @k: <0.001 (\90 4.5%, °§§.1 S
k: 0.153 Na e @
SFO, M, fix k: 0.171 17.5] | k<0008 o @oe I | O
FOMC Mo: 91.4 2&@ Q& + ORI Jei o
a: 0.826 Q@ G@f Q ©& i &
B:2.41 Q NS @ 2HIRY
. o O N
FOMC, My fix a: 0.820 29| &7 Yé@ ©® 13 367
B:236 @ | A S Q... b
DFOP Mo: 91.2 $H0 @k <gpor O+ 3 j@d14
ki 045600 |7 N[ 0002 S @
kz: 0. o> . <0.0, BN N §
@ ° & % @ % @
NS RSN B S
DFOP, M fix 1@% 8?37(7)@, M6 o, kﬁ&%ﬂg@} +@ g@ ?36.9
cos® 4o & @o ool | 2O |2
» SFO fit is visually and stati&@fly ae&e\ﬁjtable buf not bidirer th @%erefore FOMind D&P were fitted,
both describe the degradatiag of JAU 6476-Ssmethy] good, bu OMQ ith go ralne%Mo provides best fit
» Conclusion: use DTso value fro MC ith traind@M &)
o Z >
W e o < NS
SFO I R VS 20 3 o Tk <g901 +o P 22.62 75.1
N
A@nQ o .031@ $ N @ « &
SFO, Mo fix & K[ . Wo.040 15.58)° | K20.0Q1 | @ 17.46 58.0
N : SN AN
FOMC @@ 6\ & M 9122 @ 642 N; N 13.69 207
Y & .p e &
(003 B 8.15 9 o O 9
FOMC, M fix “: (g@ P 6509 | @ - @& ++ 12.47 220
Ko X
N @@ > B o4 SEONE
. > R .
DFOP> N D Mo: 93.4@@@ 371 M @1001 + 16.95 104
NOREEEN B SHOETS )8 é& K0.029
& o | Leogis P Bo: <0.001
Q) | 4817 - N - <0.001
Y ) C . QO 1. o
DFOP, M O @@9 Qg.ga% @\\\5’).36© kkl. <06001061 + 16.91 104
Sty I
o S 0387 . P g <0001
> S@ fit is visually, and statl@ally acceptabl@but notdetter than FOMC; therefore FOMC and DFOP were fitted,
both describe the@egradation of %J 64765S-me ood, but FOMC provides best fit (as FOMC with My free
%rowdes the worst case@ hos Ver C with fixed Mo.)
> Conclusion: use DTsf®alue FOMC
a) SFO: singl@fitst order, FO ﬁr@éﬁer compartment DFOP: double first order in parallel cont.
b) visual @goe% cratog: = poor
N
% & @
&S
N AN
{x’ O @ N
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Table 7.1.2.1.2- 6 (cont.):  Trigger endpoints and statistical endpoints of JAU 6476-S-methyl (M01)

JAU 6476-S-methyl as parent {gf S
Type of kinetics® Fitted X2 error p Visual DTso [JEo0 §
parameters [%] (t-test) fit" (> [days] f@ays| 6§
(I 2001) (KCA7.12.12/01) @ NS
SIS

______ T A xxa Y S & 19
SFO Mo: 84.1 17.62 k: <0.001 0 6% | 206

Kk 0.112 + 7 S N 2
SFO, M, fix k: 0.133 1945 | k<0.00y o 922 F 1 | ©
FOMC My: 90.0 5. S R XY W TR

. Q o 4

a:0.714 & I NS ©& i &

B: 2.40 29 N L9 \ b D
FOMC, M fix a: 0.700 58%° | - Y@@ 3.80° 580

B:2.25  Q ‘\r@ & f%% @@’ ?§ @ s
DFOP Mo: 90.3 G0 @ ki: €906 + 3 5.9

k055000 [0 k0.0023 & S

ki 0 > | & ° > &

2 0. . @ | &<0.06p SO &l s

208 AN A N g & S
DFOP, M, fix k@%so 2075 |, k120903 P S §?§ ©45.1

0.0 1‘% )z 6 0.0016) S S

@ 8.0.2, 00l | Q

» SFO fit is visually and statls@@\ﬁfly abegptabl but not bfer thaég@OM s therefore FOMind DEOP were fitted,
both describe the degradatida of JQU 6476§‘eth&good (sg FOM&Wlth B& ee p@ndes the worst case, this
one is chosen over FON@Wlth f@pd Mo N

» Conclusion: use DTso valtie from FOMC&t § S % @ I~

Stanley A @ 9 S) f\@@ o © %& o @
SFO 8270 | 9938 8 k<0001 +8 | 4051 135
@ S & <®© @1@ & @
SFO,Mo fix ;7 \ N k: 0.022 1430 | <0601 [+ 32.21 107
FOMC &Y &7 588.1, O | %649 e 26.82 429
S a < 1\/@683K & §> ©§ 9
9 M@% i o &
< :
FOB@/IoﬁX s :E: 8.741 . g [V o T+ 22,01 562
)) .
DFOP @§ %& @Qﬁ?@z ;5.29) K\& 5.6 B <0001 + 33.49 145
RV kel 5 S 9&2 <0.001
g?@ R gg g .19&§ Py £0.002
DFOP, M fix 127 19753 k1.<0.001 + 33.49 145
& o |k (@’%ﬁ N @ ka: <0.001
. Q o001 \ g <0.001

SFO fit is Vlsuaﬁ&\\and s Stlml@ccept but° 0\’Eetter than FOMC; therefore FOMC and DFOP were fitted,
&Both describe t%degr ation U6 1 good, but FOMC provides best fit
P Conclusion: yse DTso alue f@n FO 1t (@

a) SFO: Sm{+ irst order, F rder @1 compartment, DFOP: Double first order in parallel
b) Vlsua@ (ém 0= deraté&a po&})

& v Q
R
{x’ O @0”\9
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Table 7.1.2.1.2-7:  Modelling endpoints and statistical endpoints of JAU 6476-S-methyl (M01)

(non-normalised) based on prothioconazole studies @°
Type of kinetics® Fitted X2 error p Visual DTso T0
parameters [%] (t-test) fit" ¢ [days] f@ays| 6@
, M.; , P. (2000, rev.2001) (KCA 7.1.2.1.1 /01) @ \@
— (fit all together, start values for prothioconazole from FOMC ﬁ% § §
SFO Mo: 0 1433 {9 k:0.001  Je T+ s&§ 291
k: 0.0079 Y tfprz: <0. OO]QJ &P 2
ffprz: 0.0402 NS

» JAU 6476-S-methyl shows degradation, and SFO %@Wlth best-fit @m parent) wa@on51d&§d @@) @Q}
acceptable. @ & &
» Conclusion: fit was considered visually and statlst& acceptable, ((g‘ 50 an{@rmaﬂon act‘»%n of J%I%M%

methyl can be used. e &° N
S

W
Stanley (fit all together, start values for PTZ /@m D{ fit @) @y h@ @% & o
SFO Mo:0 < |, @94 \@ k: <0901 @@ 450 (8 150q,

o

k 0.0188y LS <O ffm@w o@%
ffprz: 0.0776 ,° @ &
» JAU 6476-S-methyl can be describe th ag SFO it @ @

» Conclusion: use formation fraction and Bt'so from SFO™fit from\\ chtfx@est ﬁ@arenggfé OE)@

N

(2001) (KCA R21402) ¢ O @ @ N
o S
Byromville (phenyl-label) (ﬁiwll togz\fzer Sart vallis for mothzoz&azol@fmm F @MC fi%%

@ k<000l . @

SFO @ Q,%'OOZQ @9 23 ) 280 930
ety f [0t s
» JAU 6476-S-methy] shows d@gradatiép, and SED fit (@5‘% best~t fronfparent) was constdbred acceptable.

» Conclusion: Vlsué;nd Sta&a@me @nmde@ccep@&bﬁé DTs§and féatlon{%tlon of JAU 6476-S-

methyl can be \J@ < ﬁc\ (7»

Byromville (tw@ole-&a&l) é{\‘}all togetherg\\%rt vghges for@;’othzg@nazo?@rom FOMC fit)
SFO o O =007 k: <@W01 275 914
@ S o T | & Srmprooon|
o oo | o
> J 476-S-methylghows adat@&md SFO fit considred acgeptable, the fit with the best fit of the
it e “©@ w, , ©

is better an@lerefo@sed her
» Conclusion: vj and &t%l;lstlca ware @mdg&% acca&able D&} and formation fraction of JAU 6476-S-

» r7 Q

o,

methyl can bet N
©
— (phen@-lab@ (f g@ogg%r smgt vala@for prathioconazole from FOMC fit)
Mo: 0 ° 4@ P k: <0.001 + 125.2 416
ffprz: <0.001

\)@O

© < & o 00s3"
% prz: O5P182 .
> J@y6476 S-methy[ shows degradation, and@b fs considered acceptable, the fit with the best fit of the
parent is better afththere %e use O
R\y\ConcluSIOn visual an 1stwa wa&mmd@}d acceptable. DTso and formation fraction of JAU 6476-S-
methyl can be used.

__________ %@g@naz‘{le labp@

(fit %@toget@c start values for prothioconazole from FOMC fit)

Wo: 0@ 8.74 k: <0.001 | r 136.2 452
0.0051 ffprz: <0.001
<§pr2 0.1321

> x@\\U 64 showsdegradation, and SFO fit was considered acceptable

> &Concl@on Vi and statistical fit ware considered acceptable. DTso and formation fraction of JAU 6476-S-
Qmet@can be used. §

ay %§ single first order, FOMC: first order multi compartment, DFOP: double first order in parallel cont.

b) al fit: + = good, o = moderate, - = poor
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Table 7.1.2.1.2- 7 (cont.):  Modelling endpoints and statistical endpoints of JAU 6476-S-methyl (M01 ),
(non-normalised)

JAU 6476-S-methyl as parent

>

T, F(@C firstrder nfulti con@rtmenf{@ﬁFOP double first order in parallel

a) SFO: sin, ﬁrst@e
b) visual derate, ¥ = po @ @
c) back%lculated DTso fi D@ ,%: %
& o @ N
\ Q
& @ &
I L&
e JAU 6476- desthlo gy & &
The trigger { po t§ tat@cal @r

andy)'s
Table 7.1. 2@
Table 7.1
The no\\fn@bm;@a@?ﬂ
TablesZ,}.2.1 e
20°§C alc@ated @%rect
pdrént cgnipound. A

corres
Summary of this report.

N @
Type of Kinetics? Fitted X2 error p Visual ¢ DTso &90 C@
parameters [%] (t-test) fit '?%Q [days] [Ndaysf>
2001 KCA 7.1.2.1.2 /01 Q N
[ 200  ( ) 3 §& S o
I 2 Hohenseh @& P >
SFO Mo: 86.8 16.63 ¥~ k:<0.001 @& o 454 15. 1@
k: 0.153 S @ @3 S
SFO, M) fix k: 0.171 1780 | k: <0.081 o |©74.06°X f@s ES
FOMC Mo: 91.4 299 5 + 3@1 | 36.8 &
o: 0.826 & \ @ 9 o P @@
B:2.41 ° vl - N
» SFO fit is acceptable, but not very good, modif§ing doe&Ziot helprat all MC {8 v1su and tatistica% very
good and therefore the back-calulated DTso fyom F O% isu ing endpoint & °
» Conclusion: use back-calculated DTso value (DToe 2 =36. /3@2 1.1)¥rom F;@j fit @j @
N © REEN X
I RS RN RN -
SFO M§4.5 129 jCk<gpo1 O+ 2 75.1
160031 @ | S : N @ ©
» SFO fit is visually and statisticallyood @ Y © Q Q) N
» Conclusion: use DTso value figm SFOgﬂt@ @@;) § @@ S S U@ .
B
e . O e O
SFO 2 ©: 84.85 g@ﬁ 62 k<000t on | %19 20.6
N k: 0 @ > * x«@ (z\%
SFO, MO fix Dk 33O 1@&”5 | Sk <%Q01 J o, P 52 17.3
FOMC N T Me90.0g §‘:99 X @ e 3.94 58.1
@ S @0 71‘@ ©© @ 17.59
IS N
» SFOfiti @éptab@%ut not very d mo@mg 9®s not elp at OMC%iis visually and statistically very
good an%ﬁeref he b c@calula DTs%‘omF C is pyed as lm@ndpomt
> Conc];t)\smn use ack-ca%ulate@sto Value (D;@Q/ 3.32&:38.1/3.3 7‘2@ from FOMC fit
S & ¢
Stan]h% <) L N @ \
SFO™ O D Mo 82700 [ 938 1 kw0001 0 40.5 134.6
D) Q N Q
RORS . N
» SFOfitis Vi%@y an statisﬁy \ﬁ‘lble ) @
Conclusion: Ase DT Valuedom SEQfit o

ameters for JAU 6476-desthio (M04) are given in
of ‘the begt, fits of the trigger endpoints of JAU 6476-desthio is given in
the Executive Sufitthary of this report.
ed m&ellnm&ildpomts and statistical parameters for JAU 6476-desthio are given in
modelling DTso values were corrected to pF2 and an ambient temperature of
iQn factors for all trials are given in Table 7.1.2.1.1- 5 in the chapter of the

mmary of the best fits non-normalised modelling endpoints and the
ding normalised modelling endpoints are given in Table 7.1.2.1.2- 4 in the Executive
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Table 7.1.2.1.2- 8: Trigger endpoints and statistical endpoints of JAU 6476-desthio (M04)

based on prothioconazole studies

©

&

Type of kinetics® Fitted X2 error p Visual DTso .Q\ 3
parameters [%] (t-test) fit" ¢ [days] f@ays| 6@
, M.; , P. (2000, rev. 2001) (KCA 7.1.2.1.1/01) Q@ o\@
— (fit all together, start values for prothioconazole from FOMC ﬁﬁ% § § %)
SFO Mo: 0 7.56 {9k 0464 & T+ 922> | 1000
k: 0.0008 Y~ 7 O O .9
» JAU 6476-desthio shows nearly no degradation, the max{num was probak@\ﬁot reached vyd'\\tgh% th@pli
period, so further fits were not performed , fit is visually@nd statisticallyeptable. Q O @Q}
» Conclusion: no degradation, do not use this trial Q &’ s & © &
U, 4 % @
Stanley (fit all together, start values for PTZ from%OP fit @} ° @ O % ’\6@
SFO Mo: 0 330" | 00237 | we |43 | > 1600
k:0.0016 S % &> % R T .
» JAU 6476-desthio shows nearly no degradation, the/graximui@ was prebably, not reac@d withifihe sagﬁ@?mg @
period, so further fits were not performed, i is v{@&lly 0§%ut stat@ically Q % §
» Conclusion: no degradation, do not use@ﬁis trial_ @ & ((% N & R
(2001) (KCA 7.1 Q.1 /Qix é\’ @ @v\g @@\9 @ N ©
Byromville (phenyl-label) (fit al}r%gether@?tart ;}luesjo%rot%cona@e from JDF O@}é? ?
: 2 Ol & YT O (GRERAN
SFO 002 491, QPos LO 357 > 1000
<D 00019 & | 0 | & 493

» JAU 6476-desthio shows ne\\aj\fly no degrad@n, th&maxim@lﬂn Wwas %g@ably 6t reac(%d withinthe sampling
D

period, fit is visually and statistic £00 °
» Conclusion: no degra,d';%m, do not use ¢hys trial < N {Q\\ . ‘27\7@
Byromville (triazolezlabel) @all tegetherQtart es f,or@roth]{@gonagolz\;‘rom @)?MC fit)
SFO o 0 g | SHOsel k0365 ¢f oa| 365 | >1000
& | &g Ol_@
> JAU 6476-desthio shows nea 3~no deg‘ﬁidati(ﬁg> the m@g\ffnum @@s pro@ly n&@eached within the sampling
period, fit } isualék, but statistiéally not.f@,\ & R
» Conclusidyi: no déradatidd) do nofise thig trial f% @ &
g % NN
I ohcnyl-labe) D o @
(fit all¢agether, start \&es ]ﬁ@roﬂ(@onazole froMFOMETE) X\
SFO'™S O M0 & [ 1890 T ke QA67 + 104.1 346
N 20.0060 > S
§® Sl &80.006 [y &
(JAU 6476-desHiio fr@@%ytaxi@&) @%\\f N A @©
SFO @ O ¢ MpRIQ 95 @ k: <0.001 + 127.7 424
QO R0.005 LS
P> JAU_6476-desthio shows’degra@ition, At)s visu@gijl good@ut the t-test of the degradation rate fails. If JAU 6476-
dceg@ is fitted frongthe ma§m, t@fit is &tistiga%@and visually good
> clusion: the fogmation fraction from prpthioco le might be taken into account, but has to be evaluated in

comparison wi@@her sttlies, wheYe the

50 is statistically reliable. Use Dtso from decline fit.

i, s
together, sgc@ values for prothioconazole from FOMC fit)

N
_ (triazole-lab@’
' @

(it
AN

©

2) N

&
& &

&

a) &@/ singteHirst agder, F
b) %ualg@ = g@o = @oderate, - = poor

SFO b 0 1323 | k:0.<0.001 | + 100.7 334
PN
> JAU 6@76—dest\h}0 shomy-degradation, £@s visually and statistically good
» Co, sionﬁ%e degtaghation QBJAU 6476-desthio can be used.
: first order multi compartment, DFOP: double first order in parallel cont.
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Table 7.1.2.1.2- 8 (cont.):  Trigger endpoints and statistical endpoints of JAU 6476-desthio (M04)

JAU 6476-desthio as parent @° S
Type of kinetics® Fitted X2 error p Visual DTso [JEo0 §
parameters [%] (t-test) fit" (> [days] f@ays| 6§
[ 2001 (KCA7.12.12/02) @ NS
N
I 2 Hohenseh § WQ 9
SFO Mo: 79.6 1940 | k: 0.005 g\ﬁ- 26 56 | 882 4V
k: 0.026 N @
SFO, M fix k: 0.047 22.46 k: 0.002a9 - @1 86 <} 498 | &
FOMC Mo: 92.3 3. - & + 97036 @@4 @Q}
a: 0.398 R Qé & &
p220 | QF N LY N9 p @
FOMC, M fix a: 0.399 332, S w O Qe | HE
B:223 @ | A S @?% §
DFOP Mo: 91.5 390 @ke<gpor O+ %P @208 A
k021200 [0 SN[ ken0.001 S @
ko: og@;@ O IS N N P S
K Xy N R, AN &) @ ©
DFOP, Mo fix lé%é;@’ \é.%?o@ ki: §<3881 D é@? @@ R % 206
20559 47 oom S

» SFO fit is visually and statis@ly no&acceptable FOME and I\J%P d be the degradé@)n 0§%U 6476-
desthio both good, but the ROMC with constrained Mo fit is éﬁ};ally @ et,ter%br th@jte data points

» Conclusion: use DTso vg,lue fron@%OMC ith traing \(\ &)
o >
[ el R S S
SFO iy S M 9.3 @5 o] “k: <901 +o [P 2715 90.2
o [0 svoee |S & AT T
SFO,Mo fix & & . ®0.028% 78007 | k&0.001 [ @ 24.41 81.1
FOMC O S\ § Mg 924 1 259 N ®+ 21.56 135
9 ©© SIS O 3 S
> B: 36.01 9 QO @
FOMC, M fix “: @ P 3049 | @ - @& ++ 20.30 139
R X
L G |8 p: 2693 kS
DFOP WP M0 93.68° [ H59 Y k0009 ++ 22.92 109
O Al @r0180 kT S| kex0.001
& o | Leogd O | 2e:0.001
, U@D O g: J0u1 @ N J@
DFOP, M o & kgd.zo& \%’59@ ki: 0.003 - 22.82 108
@ S 0.0@ S ka: <0.001
Y NN 6 @; @ .
g0 o g:<0.001
> S@ fit is visually, a?ﬂ statl@ally good, but@t mor&appropriate than FOMC. FOMC and DFOP describe the
degradation of J&N 6476sdesthio better, theD fit is considered a bit better than FOMC
» ““Conclusion: u§&DTso from! FOE\ NS
a) ~ SFO: single first orde@OM@rSto der muk@)mpartment DFOP: double first order in parallel cont.
b) visual fit: @good 0 gate oor
% 2
@@% G
O Q
- SRR
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Table 7.1.2.1.2- 8 (cont.):  Trigger endpoints and statistical endpoints of JAU 6476-desthio (M04)

JAU 6476-desthio as parent @° S
Type of kinetics® Fitted X2 error p Visual DTso 390 §
parameters [%] (t-test) fit” ¢ [days] @ays] N
[ T 2001) (KCA 7.12.12/02) @ NS
SIS

I XX AN $ £ le
SFO Mo: 90.5 10.48 k: <0.001 0 625 | *<20.9

k: 0.110 w@ > < S @) &@
SFO, M, fix k: 0.119 1120 | k<0.00y o 984 F 1987 | ©
FOMC My: 93.4 3&@ : Q& el [SIERERN e~ Ca O

a: 1.244 5" & S 4

B: 6.88 N L 4.9 .p 2
FOMC, M fix a: 1.271 3.6 | O Y@@ $8.03 | 369

B:6.55  Q @ I N e %\,@ < .
DFOP Mo: 92.8 @38 @ kit @01 [ ++ SQU  J@2.0.

ki: o.zotg% SO 0.011 < § N S

ka: 0. . @ | €<0.0 N EOR N

g %}2 1% § N 5;% .
DFOP, M fix k&o.olg@, *3) 1@ kil 60061©§ ++@@ @4@5 D415

2 . @ o\
050657 7 7| groga” | P lo

» SFO fit is visually and statis@ﬁly adegptable, but not fore appgopnat@%n FOMC. FOML an OP describe
the degradation of JAU 64%des§io both é&? goo%but the FOMC ¢ 1s coag}lt it better than DFOP (as

FOMC with My free progides th rst ca¥p, this ddg’is chosen over FOMG@ith 0. ©

é@%}é

» Conclusion: use DTso valie from FOMCSH @ & B o Q&\’
@
Stanley Ry @ © O 6@ o © /:i\% o @
SFO |0 MT884@ | 9859 & k<0001 o] 1626 | 540
& | . ®oos N I
SFO, My fix ¢ N ° | &« k:0.047 9% [k <001 [Co 14.90 49.5
FOMC 0O & K Mpolg | 248 3§ & ++ 12.87 89.2
S P oul.sog\x 9 @E? © 9
1\}@1@ Q%%@ t @ S
FO o fix O a: k390 36 o 12.80 89.2
LD Y pgeses |, O .0
DFOP » & 192,09 [ 2.50% | Mg=<0.001 + 12.62 833
@9§ 3 @?ﬁooa@\é J S - 0.001
N kzzg.@o ST S k<0001
SN S A g <0.001
DFOP, M, i < s HY 1972355 | ki <0.001 + 12.65 83.4
& 2: 0 P %@ ka: <0.001
& 2 |1Q w063 | o <0.001

\%e degradatioﬁ%?f JA 6-d§t i0 bo@very , but the FOMC fit is considered a bit better than DFOP (as
FOMC with Mo free pfdvides e worst case, & one is chosen over FOMC with fixed Mo.)

» Conclusion@sé DTso value[,ﬁ%m F QA&@ D

a) SFO: @k ﬁrst‘&ger@o firsg Order multi compartment, DFOP: double first order in parallel

b) visualdy? + 7@‘1’ 0 3 odeléa\q\tf, -=

» _ SFO fit is visualtand stdystical ceptaple, but§5\fmore appropriate than FOMC. FOMC and DFOP describe
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Table 7.1.2.1.2-9:  Modelling endpoints and statistical endpoints of JAU 6476-desthio (M04) (non-

normalised) based on prothioconazole studies @° S
Type of kinetics® Fitted X2 error p Visual DTso 00 @§
parameters [%] (t-test) fit" ¢ [days] f@ays| 6@
[ M.; L P. (2000, rev. 2001)  (KCA 7.1.2.1.1 /01) S Q\Q
T i: ol wogether, start values for prothioconazole from FOMC fi)= § § %
SFO Mo: 0 7.56 @ k:0.464  [o T+ 922> “=1000
k: 0.0008 Yferz: <0.00LP éﬂ > @ &@
ffprz: 0.481 o | et 0.5 A A S S
fFmer: 0.0 @ & o RO B

» JAU 6476-desthio shows nearly no degradation, the imum was procbﬁ)ly r@feach ithin%he samphﬂg &d
period, so further fits were not performed, fit is vis ok, but statlsv%cally ndNo re11 f(&t@tlon féaptions @

from prothioconazole or JAU 6476-S-methyl can be obta%ed Q@' %\ @
» Conclusion: do not use this trial < % {Q\ S
U 13 .
Stanley (fit all together, start values for PT, &from @%OP ﬁ@ Q@ 6 A é «@ N
SFO Mo: 0 %, N3N k0237 S © 433

o
k:0.00f6 - @ | e <0891 | @é’ . >§§»

L IS K S
s - 0 51.8 7% § § 2

» JAU 6476-desthio shows nearly %egradatlon he maxjmum wa@roba w0t readtiled witheh the s%phng

period, so further fits were not per it is ally @)ut S icallg not N iabl atlon actions

from prothioconazole or JA@% S thyl can be ol@med &, @
» Conclusion: do not use thigtrial <

(2001)  gKCA Td2.1. 1@%) ‘v @ N f@
Fao o TFe

Byromville (phenyl- lab%l) @ N

{L° %
Q@U o) O

(fit all together, startdalues g@ pro;h@conaz@e

OMd
SFO ~ o: @3.72% 0397C +S§71 386 | > 1000
§ ES §@0 ?‘? | 6 ffps <0.01 &
§ 63 N[ Hme IQ)
T N6 ) I e

(JAU 64 7/,6 desthlo@om Mo ) & \@ } ap @ g@’
SFO - | S Mo: & 1418 10 + 360 | >1000

Q\ @ C@ k0 Q N é

> JAU 6476-de5%\j§h0 Shearly nggdegr tion, é’mfurthg,r%ﬁts we%ﬁyot performed, fit is visually ok, but
statistically not\Xo reliable fo ion fractions g?@m pro‘@ conazole or JAU 6476-S-methyl can be obtained..
» Conclusion; $ not usk this t ‘5“\9 %

Byromville @'lazoj@%el)\%‘ ¢ qll@égeth@ start@lues f@’ prothioconazole from FOMC fit)

SFO ¥ @Q \MO: 0 o1l 0% k: 0.365 0 365 > 1000
% “ SO @ ffprz: <0.001
@’ Kz Q?fmz @3392@ o\% Ffgmer: 0.434
N Q
& ﬁ;&net 1. Q&
» "JAU 6476-desthio sho Lg deg tlo maximum was probably not reached within the sampling
N period, so further fits @re no rforme tls@sually ok, but statistically not. No reliable formation fractions
from prothiggdnazole or JA&6476- 2 ethy@n be obtained

» Conclusién: do ndt dse t@@nal
a) SFO: e firstorder, @MC: first ordef@nulti compartment, DFOP: double first order in parallel cont.
b) VisuQ t: + @eod, o@nodg& -= @r

N
@{& @@@@@@
@ & <

&
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Table 7.1.2.1.2- 9 (cont.): Modelling endpoints and statistical endpoints of JAU 6476-desthio (M04)

(non-normalised) based on prothioconazole studies @°
Type of kinetics® Fitted X2 error p Visual DTso 1T | @
parameters (t-test) fit? © @ &
> S8
B 2001)  (KCA 7.1.2.1.1/02) I
B (rh.cnyi-labe) > S
(fit all together, start values for prothioconazole from F OA@Q@U @& N > O
SFO Mo: 0 10.90 k:0.467 ° + @fi.l Q@ 346,
k: 0.0067 o |tz <0, ) AN SN
ffprz: 0.4855 % ffsmet: @ 4 o 4 & ) g
Ffome: 1.0 & 2 94 o @
(JAU 6476-desthio from max) ea’ @ S o 6 N N
SFO Mo:427 @ 1195 | =k <0.@4 @F Ry 1277 424
k: 0.005 O A S S o

» JAU 6476- Desthio shows degradation, ﬁ&%msuaﬂ%é/ood and but he t-test of the dogradation rate failSsWhep &
fitted from maximum, fit is visually and $tatistically goo@No reli{ foion fPthns f@n progh\iﬁocona§
or JAU 6476S-methyl can be obtaine K\ %y ° O

S % & O
> Conclusion: use DTso value from d ﬁc%j\\ RSN VQ § & &
S
— (triazole-label) (fit all <@§gether, start yalues far prot@@onaw@ fron@OMQ%) N
SFO 2 &

@ Ma0? g 13¢'§ @v&%% §>\100§< 334

K k: 0:9069 S ferz: 01 L QO

g 0513 | < ol S WP 9

9 @met: L® @ . § Q%% @

> JAU 6476-desthio shows degradation, fitds vis an tistic ood. No relabte fo ion fractions from
JAU 6476S-methy1q\cgan be gélb\ned. & ©®§y @B . ©8@? ¢ . @

» Conclusion: form@tion fraéon andDTso frgm protl@cona@} can bised. ;\X O

a) SFO: single fir, der, FOMC: @ ord@@nulti co%%art, DF(@: double First order in parallel cont.
b) visual fit: + <gdod, o &rhodetate,™ = paor N Q @)
AN >

< P @ S

© AN
§@©©&K@%&@§%

<) @
&@\ @@9@@@@%@@@@\
PSS
@%@%& (S
SEEN v oSS
@ O ¢ .0 © .0 @
Q O O O NN
Y S K 9 O
S » H.9 9
@’ 2 @@o%
S Q\ O
S @ﬂ&@\ O
@%
QNN
§Y§©%©@
> O o
S F oy ®
@’@@%
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Table 7.1.2.1.2- 9 (cont.):

Modelling endpoints and statistical endpoints of JAU 6476-desthio (M04)
JAU 6476-desthio as parent

&

Type of kinetics® Fitted X2 error p Visual DTso .Q\ 3
parameters [%] (t-test) fit” ¢ [days] @ays] N
(I 2001) (KCA7.1.2.1.2/02) @ NS
SIS
— am Hohenseh ) Q e %
SFO Mo: 79.6 19.40 k:0.005 o - 26,56 | °<88.2
k: 0.026 w® 0 é}” N @
SFO, M, fix k: 0.047 22.44 k: 0.0020Y - ¥4.86 <} 49a8”
FOMC My: 92.3 3. : Q& N SRTETON] R sy O3
a: 0.398 5" & S 4
B:2.20 N L 4.9 .p 2
DFOP Mo: 91.5 390" | kiy<0.064, Q“}-@ @ 00°« | 268
ki: 0212 g @ @\kzz 0. b@ slog AN .
ket 0.007 5 | Q‘(}%ﬂ @g 01 & 5 @&
g: 0.555%,, A 96 4

» SFO fit is visually and statistically

acc

Eble @(hﬁcagon ll@onstrammg My doespt he

the data points are obviously b1—p Sth, F ar@FOP @@scnbéﬁe degyddati f

JAU 6476-desthio good, but as %ﬂ con trat1 t thesgnd 13&@% l@ of t] itialpmeas@med

concentration, the slow phase@QT'so from P is 1{1@2 @Q Q) O\W\?
» Conclusion: use slow phase DTso vgjlfl@ frorm%FOP 4 @% & S ©

S ©
| FNI L9 O
SFO 89 gﬁ @605 @ k:<0.00 + 7| @12 90.2
° 9 @& O § (\;\7\7
» SFO fit is visually and statistt ly g @
» Conclusion: use D val m S @© /(\6 é 53\\ & ©
@ O
.—m&@ & b<§© @@@ @ )
SFO \ Moz 905 1048" | g <0.08t |0 6.29 20.9
m© 2 9110 o] & S
romc © & P MPa4N | 369 @ S @ + 5.13 36.9
o g @ 1. 2% $ L 11.139
S & “le @
> @ fitis Vlsually@\d statl@ﬁally ac&pt%%but F(@C fit ¥g petter @)
» Conclusion: usg%ck-ca;l%ulatedm s0 valgdrom FOMC (36.94 dqu 3.332=11.13 days)
Stanley ,,,Q rr(@Q S o O oy
SFO T QY My'8B4 o] &9 Mo <0.001 | o 16.3 54.0
2 O g 4&@04; k: <0.001
S NY -
FOMC N D 91@ f@ 2.4@@ ++ 2162.88670 89.2
& o | g1k &

, bus WC fit is better

» SFO fitis Vlsuaﬂ@and st%ftlcal cept
» “\Conclusion: u§t-back-alclilated BTso vahie froftPOMC (89.2 days / 3.332 = 26.86 days)
a) = SFO: single first ordefOFOM@first o der mu&@ompartment DFOP: double first order in parallel
b) visual fit: 4% good, 0 = modhrate, < oor Q
¢) back-caldiated Hdm DT %,
Q © ©@
X
¢ & T &
S QS
& @ @@ LN III. CONCLUSIONS

geometetc mean of 42.4days.

The Dﬁalues (trigger endpoints) for JAU 6476-S-methyl (M01) range from 3.1 to 275 days, with a

The unnormalised modelling endpoints range from 11.1 to 279.8 days. The normalised (20°C, pF2)
modelling endpoints range from 10.6 to 156.3 days with a geometric mean of 46.4 days. The derived
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degradation rates are considered appropriate as input for modelling purposes. Also for JAU 6476-S-
methyl it has to be mentioned, that the degradation was much slower in the studies in which the @n‘[ S
was applied than in the study where JAU 6476-S-methyl was applied as a pseudo-parent. @\ §

S
DTs values (trigger endpoints) for JAU 6476-desthio (M04) range from 53 to 127.7 dd\y@sy, Wi
geometric mean of 24.2 days. The unnormalised modelling endpoints range from 11.1 ‘@127@@1@5.
The normalised (20°C, pF2) modelling endpoints range from 8.9 to 146 ys with a, gédmetrig’me 12
of 39.4 days. JAU 6476-desthio showed nearly no degradafion in three f four soils imée w @
study (together with parent and JAU 6476-S-methyl). ering the lability of @@alid§ points of &
a field study, this might be of minor relevance. SRS < ©
&© ®© @Q}
S
QO ¢ @}
D L S
5N SN
N
S © & ¢
S L O
R & &
(OME N @ ©
S N
R o & O O S
A A S Q
Yol O
2 O 2
RN & &
v .9 O )
NN S
& .99
S (O T v N
F o s e
A SRR
S
&@ @ O\@ SN
QD & &0
S N
9 S @ > N
R S ¢ &
@ O o . o,
V0O O S 8
U9 R g
SN SCaE
@7 @QD R N &@ e
%o SN
S Y e /8
@° & >
s A &S R
@ < Q & ©@
@ o
&
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CA 7.1.2.1.3 Anaerobic degradation of the active substance

o

Due to the proposed use pattern of prothioconazole as a fungicide applied to cereals and ga@ angs
anaerobic soil degradation study was not considered to be required. Therefore no studies on rout
and rate of degradation of prothioconazole in soil under anaerobic conditio ere submittéd for ¢he
Annex [ inclusion. However, an anaerobic soil metabolism and degradation‘@tudy of prothlocm&%ole
was performed in 2014 and is submitted within this Supplemental Dos‘%er for the p@%no@zole@

renewal approval (N 2nd [l 2014, kCA 7,132 01 &KC@W 12.13 /Q@ > & o
@

In addition a kinetic evaluation was conducted to derw&klnetlc parars accordlo F@J S k@etlcs é
(FOCUS, 2014") for prothloconazole and its ma 011 metab s JAU 647@ methyl (1@ ) a@
JAU 6476-desthio (M04) ([ % 15), submltted @%ihls @ppl@ent | Dos@@r

(KCA71213/02&KCA71214/()1) @ N %y
N % @ @6 S
New study submitted for Annex I Renewal @ @&
Justification for including this study i A I@X IQ&@ﬁe r Thisstudy was oé@dju
% ”@ 2
cover metabolism and degradation of p 109&%3201@%1 s01 der &0 aero ity cor@ﬂonk
@ % ISENS
(@) r@ o
Report: KCA 7.1.2.1. 3&] ‘ 2 S & .9
Title: [Phenyl-UL-14¢ pr%noco%zole @mer ation)7 me lisri%ﬁ one soil
Report No: EnSa-13-062% . @ @ Q S @© .
Document No: M- 4941@1 S S @ g O
Guidelines: - OECD %Meh @7 ¥ SN @9 &

. &
- Cor&%ﬁssmn egutation @J) No 283/2043 m&gccord@ce @:h Regulation (EC)
No 1107 %H

EP& O % T@st Glnen\zNo 8&41(&%/ 8&%4200 with additional

AFQA req@yemefits
@
@ 6) “@’mdaﬁee Dog e atler51stence and

Ot F
@© rad tion Ké&etlcs 1ro ental Eate Stifdies on Pesticides in EU
S eglst% ion’ epor%%f the roufon Degradation Kinetics,

9 C Docur&é@t Re ence@nco/@O%@OOS w@mon 2.0, 434 pp
GLP: \ Ye@ N @
Justlt%atlon N& d @ N O % >
» )
i § & AN N >
Executive Summyry SN @ @7% %,
SN AR &
The degradé@n dafa as @orteg\m stirdy 2 /01 were kinetically evaluated according to
FOCUS etlcs report C ) l& xper@aental data could be well described by a double

first ordgt&h parallel iI@OPi etic &del@he h& ife of prothioconazole under anaerobic conditions

4

was 2. 8 ays in soil & \@

%E@ALS AND METHODS

Details on t@udy&c L@l@gd 1t&fesul@are summarised under KCA 7.1.1.2 /01. Nonlinear regression

analysis was'u det@rninethe kifigtic parameters (KinGUI 2), and linear regression analysis was

used t erm @ the ra@&oac@nty detector response.

For th&(;valu @e d three different kinetic models (Single First Order Model (SFO), First Order
%@ me@v ) FOMC) and Double First Order in Parallel Model (DFOP)) were tested in

order to d@&ermme the best-fit kinetic model. The best-fit kinetic model was selected on the basis of the

chi? sc@i—error criterion and on the basis of a visual assessment of the goodness of the fits. DTsy and

' FOCUS, 2014: Generic guidance for Estimating Persistence and Degradation Kinetics from Environmental Fate Studies on Pesticides in
EU Registration, Version: 1.1; Date: 18 December 2014
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DTy values were calculated from the resulting kinetic parameters. The corresponding regression reports
to the respective regression curves and the diagrams that were used for the visual assessment are @w S

II. RESULTS AND DISCUSSION @Qb &@ @g
The SFO, FOMC and DFOP models were used to fit the observed degrad&tg%n of proth;o@%az&n tbf@
anaerobic soil metabolism study. &
The degradation of prothioconazole followed double firét order in 'Q’%v lel (DF OP@@me@ bas&(@on &
chi? error values and visual assessments of fits. N Qr
The chi® scaled-error statistic for the SFO model 24 3%, Wlt@cal lated I&po arg 90 @gue
8.8 and 29.4 days, respectively. The chi® scale or statistic.for thedfOMCShodelovas ),.8%, @ith
calculated DTso and DTy values of 4.3 and 92.9 days respect % chlz@ale or Sﬁ%lstl for the
DFOP model was 9.3%, with calculated DT ?s of &. S, respectl ely. The
SFO, FOMC and DFOP kinetic end-points.are su@%anséﬂ @b 7. 1@1 3 1 é @ &’

N
Table 7.1.2.1.3- 1: Summary of the k % ic z?l’uatl%\(for t@gger %les a@ordmg to FO S)§the
@

degradation of & hloamazole@hder ﬁmaem@ corg@on SO
sual@)

Soil D Ki T9 C @ror
(Texture (USDA)) (Q& MOZ@S’) [}aysi\ §9[da)g§ SIS é&essm%nt“)
I | o o [ o [ [ o
(silt loam) § T™FOMC [ 49 [ 929 @ 158 N~ oY

«.| DEOP [ 328 Gy 554 (93 . P ¢ +

a) SFO: single first ordgv‘f?OMC sirst ofgder m@%emp@ment %E:OP dauble ﬁr%@rde@parallel
b) best fits hlghhghted in boldslstters

@
¢) visual assessme; @@ &%erate -—po o\ é& & o\@

W

@ N @ AN
$ § ~ o & &
& ©\© N T QON@USI@N
3 © O §

Prothiocon zoble W@@be fﬁpldl}@iegra ed i %&%ﬁ u@r ana@robm@condltlons following an aerobic
1ncubat1(ysg%1ase Fo gm@t am f no@trac@@% residues indicates a participation
of proc@onazole 1@ﬁ §; carbon Qle of il. Fherefor®) prothioconazole and its degradation
products are not e@gted &\hav ‘Z&potel@ fqgaccu%ﬂatlo@% the environment.

N
T LS
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New Kkinetic evaluation submitted for Annex I Renewal
Justification for including this study in the Annex I Renewal Dossier: The obi‘ective of this sty is &

a kinetic evaluation of the anaerobic soil metabolism study of prothioconazole (

A1 ot
and modelling endpoints according to FOCUS Guidance 2014 for prothiocgpazole and its‘major

degradation products JAU 6476-S-methyl (M01) and JAU 6476-desthio (Ag4 . @@ @\ %
9

Report: KCA 7.1.2.1.3 /02; -EF C.; 3015 EOIEN
Title: Prothioconazole (PTZ) kinetics anaerdbic soil - @UC evaluati@n (trigger a

modelling endpoints) of the degr tion of prothioconazole a@”‘lts sé@ Q
metabolites desthio and S-methyhjunder anaerdBic S@é‘con%&ons Hilabora%ry @

Report No: EnSa-15-0385 Q.y“ \ R \@ % &

Document No:  M-531375-01-1 NN

Guidelines: FOCUS, 2014: Generic G anc@or at1 Per?nce@ grada n
Kinetics from Environmental E@%ﬂe Stl@es onQestlm n@U Re@trat@’ @&
Version: 1.1; Date: I@Dece@ber §
& %

GLP: No (calculatlon)

Justification: The objective of @ u@ls a@ietu@aluw@n of. anaé%blc
metabolism st of préthioconazole to defi rzé?omts
for prothioconazole and its @pajor s0il dedatl& r C@ts J 6476% methyl
(MO1) and JRU 64%6-destltio (M) accdt dm ance 2014

%@xé\&@ﬂ&

Executive Summary ¢,
to es@mat@gr tion Limes ﬁﬁTso)ﬂ\ﬁr 1oc0nazole and its

The purpose of this stiidy w,
metabolites JAU 6476<S-m é?l (M@) and9AU 6476- d{@llo 04) or use 1 odel simulations of

environmental expgsfire (m llm@ en 1nts d t% stimate trlg@r endpoints (trigger endpoints)
under anaerobic ¢ 1t10 @

The de radatlor@ pr “ﬁ@oconazole under ditiois was investigated in one soil

rob Nabow})ry

( am Hohen 4a é% 0143KCA %?f{, ).

The present report @’mprfé\es th Valu tion ok the d accor@ng e most recent FOCUS Kinetics
report (FQ@JS 2014).-Regradation met we tte @mt l@software KinGUI 2.1. To account
for anaéfobic cond1t1@ thez§ia thxee days aftem 00 wefd evaluated when dropped to around
1 mg/L oxygen a edoxpotential El@@eacffed V@&les ar %md 200 mV (Different to the kinetic
evaluation in the ¥&port nd , 2014, A 7.1.2.1.3/01)).

The DTso valuéd (Ul@%r ing) erlv® by ég{;% evaluation of the laboratory trials for

prothlocona%@ are@ wn @ ab c@.l &@3 2,9
Table 7.1. 2% 3-2: Tr@er @ng om@of prothioconazole

Sy

Stu@ L@nnex@omt / Day after | Kinetic DTso
N Ref%ence C%je soil type® [days]
> N flooding
e )
‘Trigger endpoint Y
k 0-:\%#2(3@% R0 3 FOMC 18.64
b X
I IO 5
©
ellin dpg@; A
. K@v\\?l.l.z /01 3 SFO 22.65
O.; Q
-
(2014)

a) SFO: single first order, FOMC: sirst order multi compartment, DFOP: double first order in parallel
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I. METHODS ° >
@

Soil residue data from the anacrobic soil degradation study (|

KCA 7.1.1.2 /01) were used. In this study, the degradation of prothioconazojgrwas studled% on@@@l

(- ﬁ silt loam) at 20.3°C in the dark in the laboratory un%er anaerobic €onditigds for

120 days following an aerobic incubation phase of 6 hours (total study dugation of 120, d@/s),\ @%@

concentrations of 200 g a.s./ha. & @§ @\2}” @ %@ &@

The kinetic analysis was performed according to FOGUS kinetics @1 4) using t@vsof‘cv@e K@UI @%

with four different kinetic models: Single First-O&der (SFO) arf@ the b-exp@gentlakmodel@FO

(First-Order Multi-Compartment model), DFOP4{gguble first otder parallel) and H @001{@@—5‘00

Calculation of DTso/ DTy values: A half-life is defined ag«the ti % take@’for bstanee to

disappear/dissipate from a compartment follgying giigle figst-or %f reas D o and DTy

values are not strictly connected to a first ogder kiggtics. gthis ggport h 11V s, DT @. yand @ Vames

are calculated from the appropriate rate %tan“&k as Q&o = ]@Q)/k aaég DT@ lr&O)/k r pey
@)

In the study of _ and ‘ 2@@4 (K@ 1@ /0 1@1‘( edla‘gy after

flooding the soil with water (flood ‘soil was flushed withvarg addl§ill test system was

placed into a nitrogen flooded box) anagrobiccgond sa sta&l@he%, owe <':1 as ‘fcan be seen

from the oxygen content and t dw%otenti@’(Tab§7 1.5 3- 39only vatues Q@

déy 3 and onwards
should be considered as anaerpbic as then:@hese two para%lete@g’re mépe stable. Therefore, to account
for anaerobic conditions, ghe datathreedays after floodling were e@late"é% Wher@lropped to around

1 mg/L oxygen and reddxpotel%al (Eh%eac@valts aro@& 200"mV. $§ @
Table 7.1.2.1.3- 3: esid Qalu%@%r pro@uoc@zole&AU 6@6 S-faethyl (A401) and JAU 6476-

@ desthlo (M @ﬂ content and\¥edo otenti&Pwith time in soil -,
takoh from 1R study of and L2014 (K@A 7.1.1.2 /01
S takeh from e stady d @\ &€ )

Days after E@rot é@naz@e J@»M 6@Lme .&U 64 esthio’ (0)) Redoxpotential
application { (V1) f@ @104) @ content Eh
& % J%ARE @ @%A% [mg/L] [mV]
9\@\ 918 N NA Q> Aerobic conditions, flooded
0> LT D o L Y {\\6/ after 0.25 days
0.25 VBL | .N2 5 3.8
0.25 o) 574 A9 41 Y O 113
0.25 ) N @@ R | @ 156 3.89 393
025 Q @13 o7 IS 64 N b 16.6 3.35 405
3 2190 O N6.0e7 @& 233 1.87 202
3R 224 A @ 17@% N 23.7 1.97 209
D 2222 197 © 22.0 0.87 155
2,7 IS PRS 224 0.90 130
14 15.Q0 ) 93.80 212 1.35 87
14 @ 148 A 9 23 213 0.68 107
30 X7 S« 288 19.6 0.47 113
30 O 8.0.8 a28.2 19.5 1.30 100
590> LS 50 31.9 18.4 0.66 38
59> NS 32.1 18.6 0.62 56
RIEESEESIES 33.8 18.5 1.40 91
09 ¢ | 033 322 19.1 0.45 93
1208 3.1 33.7 20.5 0.53 58
[ 2.8 33.7 20.2 0.67 47
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Trigger endpoints and modelling endpoints for prothioconazole and its metabolites were -de ive@§

II. RESULTS AND DISCUSSION

following the procedure described in FOCUS (2014).
The trigger and modelling endpoints and statistical parameters for prothy
Table 7.1.2.1.3- 4 and Table 7.1.2.1.3- 5, respectively. A summary of the best fits of thewtri

modelling endpoints of prothioconazole is given in Table 7.1.2.1.3- 2 in

@

onazole ar& giv

©

eath

and

tjg\éExecutive os\@lmfi%;;ﬁ thgs@
@

o

report. @ AN <
" I
Table 7.1.2.1.3-4:  Trigger epdppints a.nd statistical [@rameters of p@lioconazol& @ S é\ﬂ ©)
)best fits highlighted in bold lettersg; (@& - @@Q @@ &@Q}
Type of kinetics® Fitted or p isualy DTy
parameters %] (&st)" 4 figd), gays] & [day&
| B0 B (KCAT.L138) @2 & & o & S N
(€ S o
T v & &8s
Prothioconazole fit alone O S O &% Q @ _____
SFO Mo: N e o 0268 | B2
k: 1@ . l@ SIS &J@) § ﬁ & '
;23.5 S RN S 8
FOMC 168, o 9.33& § Q @@ @ﬁw\ 107.2
&8s Y Sle %§§ S &
M: 23.5 <O - . 5
e ki: 9,002 .
DFOP <0604 @ @§8.70 Y ka: 0.5 @5@ %@.08 >1000
N =09 § | @x000r |0 e
20875 & @G Q.. q
Prothioconazole pathway filgy>  w_° &N Q&N
PPN SAN RN ™
FOMC SRS .1.8%$ 008 | &5 <. 2021 | 1144
O & Prd7.s o N AN
» SFO fit oreopri@ than KO C.g{@efor%&l? OM@d DF©§ Wer@;tted but DFOP fails (t-test).
Therefore, FO s ché&en o
» Concfasion: uz/;‘@DlTig\\gFf FOI\;L& 18.63&1'ays a@\ﬂgger e@poin@n K%\o?
a) S ingle first or OMCrsirst r multi comp entQFOP: double first order in parallel
b) dhsal ﬁt:+g90$’m\®te,-poor©% . @@m v o, O
SISy s 0
@ @ § g QS Qb
o O ¢ .09 o O @
Q0O S & b
SRS ,%Q & @
=) % S @ %
@7 °\ Q @ o\
Q A\ N @§ 9
& SN S
N (g @\ ) Q
AR R
S %,
o4 <
S &
o N
{x’ O @ RS
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Table 7.1.2.1.3-5:  Modelling endpoints and statistical parameters of prothioconazole

best fits highlighted in bold letters @° >
Type of kinetics® Fitted X2 error p Visual DTso .Q\ 6§
parameters [%] (t-test) fit" ¢ [days] f@ays| 6@

| B0 PSRRI @ o\@
T 3 & & e

Prothioconazole fit alone @ & S @
Mo: 22.6 , ol s B en | S
SFO b 0.031 11.2& k: <o.oi©Q 0 @@.65 B 7:5(29 O
o |y | ok B s b
DFOP 1: 9. % Xi s, @ N 1808 >100@
k»: <0.001 0.5 o @ | D
g=0.875 9| N &N 2o
X Q ) ‘o
HS 11:/1[:0.0'20263% 1%14 2 kl"@@ © - Q@J 22@5 %75 o
kot 0.03F ST kars0.00) O | S5
th<0601 - ls ol IS &l s
Prothioconazole pathway fit ff\Q N (f\% SO @) & Nd &
oW | ° L PR < SR I
F My 22. hil k390019 283, % 75,
SFO Ehoses | 1% § 001 Al 83, b 75.8
» SFO is visually just tabl 1 ta poi % 1al, DFO d d fitted, but
is visually just acceptableZAs lastdata poifitks) ar%§0 &@n 1a @7 % o ekév%vas itted, bu

resulted in poor statistical vafges for the ko @ & Q
» Conclusion: use DTso of SP® = 22.7 days @ﬁodel{mg endpgint K - 9

a) SFO: single first order, EQMC: siot ord(%;Qiulti partmenstj, DFOP: douﬁf@ﬁrst@er in pgr@llel
b) visual fit: + = good, 0°‘§§mode%¢e, -=p & Q° R N

@ v
S O )
SR S >

S @
§9 S O @-\Sﬁ?\ 09 & @

©) S
The DTS5 valy (m@ angkmodekﬁhg) @rotl&@ on%)le areY8.6 d%s and 22.7 days, respectively.
< 9 & O @
TN e S
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CA 7.1.2.1.4 Anaerobic degradation of metabolites, breakdown and reaction products

o

New Kkinetic evaluation submitted for Annex I Renewal . S
Justification for including this study in the Annex I Renewal Dossier: The abjective of thi dy i
a kinetic evaluation of the anaerobic soil metabolism study of prothioconazole a0 ,
2014, KCA 7.1.1.2 /01 & KCA 7.1.2.1.3 /01). The kinetic evaluation was c&iducted to derive ti ger
and modelling endpoints according to FOCUS Guidance 2014 for prothiégonazole andyts m@r soib
degradation products JAU 6476-S-methyl (M01) and JAU6A76-desthiofM04). SN &
D @
@ ) @ o

@

Report: KCA 7.1.2.1.4 /01; , A.Cs Q2015  « - Q© S Q
Title: Prothioconazole (PTZ) kinetics a ferobic soil ineti¢ evalg@mn (triggergnd

modelling endpoints) of the dation of. rothloﬁazol@nd it9soil & @

metabolites desthio and S-methyl under a@roblc\soﬂ capditiony in laboratof§e
Report No: EnSa-15-0385 @CS% @ N @ﬁ% @%7 O@ S
Document No:  M-531375-01-1 G @ & SIS

Guidelines: FOCUS, 2014: Genergg%uld@(@e fo&%stl 51ste and ]S%gra@j ion, @
Kinetics from Envir ent%kFate udle Pe&amdmn EU@eglst@tlon §

Version: 1.1; Dat DéQernb IS
GLP: No (calculatloé %2 % © §‘9 @ @)

Justification: The objective €3 this study isa km c eV t10n@§the ero@
metabohsm@udy roth@vcon%g% to@grive gger@d n@ll endpomts
for prothidednazote an@s major’soil degraddt pegducts JAU 6476-S-methyl
(MOI) an%ﬁAL%M&@esthl%W04)@ecordfﬁg tQj@OCUSf@iuld@@ce 2014

° 2 @ & R @ y\’

Executive Summary > @ § @ § NS

The purpose of thls@udyf@as estn@?te d ada 0?1 timé9 (D@) fog “prothioconazole and its

metabolites JAU 6 -S- ethyl 01)and JA esth@ (M04) for jse in model simulations of

environmental ¢ @ @modgﬂmg e‘ﬁdpmﬁts) anck est ate werdpoints (trigger endpoints)

under anaero

The de rada th1 @azole@mde%anae@lc lat01®cond@ons was investigated in one soil
o Hohore ﬁ% I 20, K6/ 7 132 01)

The pr report confprisessfie ation of th c ata a%%rdl to the most recent FOCUS Kinetics
report (FOCUS, 2044 Deg{ atl ion par@ ers\ re ﬁtted tb the software KinGUI 2.1. To account
for anaerobic cond@ ns, the da@>three dhys dfter flsoding Were evaluated, when dropped to around
1 mg/L oxygen @nd rede ial £Eh) re@%{le valuesSaround 200 mV (Different to the kinetic
evaluation in the repars of -%201@ CA7.1.2.1.3 /01)) .

The DTso viRies (tg%ge @1d &lelh der d byythe evaluation of the laboratory trials for the

prothioconagole metabol -~— —me%yl 1 ) and JAU 6476-desthio (M(04) are shown in
Table 7@1 4-1 angl %blc @ectl\@
Q AN \
R Re . @ @ N
v e &
e . @ & Q
@ B § N g
< Q & €W
MO I
<
< @ N
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Table 7.1.2.1.4-1:  Trigger and modelling endpoints of JAU 6476-S-methyl (M01)

Study Annex Point/ | Soil Day after | Kinetic DTso @ IS
Reference No soil type® [daf@ 93
flooding @ %)
AN
Trigger endpoint v R \
0. | kKca7.1.12/01 3 SFO PN | o
- ™. | | e
(2014) V% Q@ @@ S V)
‘Modelling endpoint N &© v QQ @Q C&©
i, KCA 7.1.1.2 /01 Q 3 «SFO 3 | @
0.; Y R O ¢
) R IR D L N
(2014) 2 & @z§ é;’% @@ &\ <
a) maximum not reached during study period R > ’ ©
@ o K o O @7 Ox
> N =S R S &
Table 7.1.2.1.4-2:  Trigger and mode@g en \mts@ JAU%476-(®h10@404)@@ v S
Study Annex Pomt@ So% . @ﬁay @@r net@ 50
Reference \ S ‘&I £y typed) ays]
9 9 © | aoodingd O
T T O
‘Trigger endpoint N T @Q & © é
#, 0: | KCATTIzG! || 3|7 s, |20
:D. NN TS N
(2014) @ & S
N D & S )
‘Modellin endpo‘ﬁé& S < N © ((C%x O
ﬁ QP KCET T o] m 3 SR ERTIT
> A @
D. V. 9O NN S @
R IS Y R K S

Q
a) maxinfton not@ched&%ﬂng study period, © @@ @) @

D S
N & @’@@ ©©@§” 7
A o . O d» METHODS . ©
D O SO L s D
Detailed info N o%the @etic aly i©is glg@n ithe corresponding chapter of the parent
compound in s@ejcﬁon @ 1@@ 3 (S@A ©% 1 @2) &
9 © ©© N ks
S\ @
@7 @%SU’ SAND DISCUSSION
N
Trigger endpoints an m dpo fo@e prothioconazole metabolites were derived following

the procedure described 4y FO S (20

The trigger and@modelllng e omd s tlcal parameters for JAU 6476-S-methyl (M01) are given
in Table 7.1 %51 e 7. &2 4 respectively.

The trigger~and n@elh ints a statlstlcal parameters for JAU 6476-desthio (M04) are given
in Table @1.2.1g>'5 an@T;b@& 1.2.1.4- 6, respectively.

A sun;é?ry ofithe best fits trigger and modelling endpoints of the metabolites JAU 6476-S-methyl
(M0OB and@AU A sthio (M04) are shown in the Executive Summary of this report in
@@k 4- l and Table 7.1.2.1.4- 2, respectively.

©®
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Table 7.1.2.1.4- 3:
(All simultaneously, best fit of parent)
best fits highlighted in bold letters

Trigger endpoints and statistical parameters of JAU 6476-S-methyl (M01)

S
Type of Kinetics? Fitted X2 error p Visual ¢ DTso &90 @§
parameters [%] (t-test) fit '?%Q [days] _[Ndaysf>
T - Bl 201« (kca 711200 N S @@
% 3
[ © < > g
Mo: 16.16 QJ © @ 9
SFO k: 0.0009 0. 8(& k000207 ++ |« Fa6 > 1000
fprz: 1 S o R O L
» JAU 6476-S-methyl shows no degradation, but SFO w1th best-fit fr&ﬁ par@f was tistic&y and visually &
very good. 0 © 9 @@
» Conclusion: fit was considered visually and statistically apceptabl@Tso gﬁAU 64T5-S m@&tl can%e useds
a) SFO: single first order, FOMC: sirst order mul‘@umpal@%nt B{ﬁb}P do«ﬁ@ﬁ: ﬁrs&@’der 1§rallel
b) visual fit: + = good, o = moderate, - = poor S % & °
a7 & Ty &L €
Table 7.1.2.1.4-4:  Modelling endpou@&and Q\tlstlc@parameters &JA%‘N% S@leth@lw)@§
(All s1multaneo;§ 5t of @nt) N @5\9 @ @ @
best fits highli d let ©
ghliged (S @Q N} ”
Type of Kinetics? \Fltte@ f@.X’ er, @ p @ isual Q)Tso S| DToo
araaﬁ%ters Dt tt;s@ ? § [dagse] [days]
L0 SCaeme m ORES
& N
[T N & PRS-
Mo: ¢9.71 © © & (@
SFO & B ol @8 k' @01 B+ 433 | >1000
Q@ @ Q S
12 3
» JAU 6476-S @hyl s@ws né<degradation, ba@F (6] ﬁt\(@lth k@ﬁt frof pare@@as statistically and visually
very good. & AN &
> Conclusﬁ@ fit \y&onmdﬁred VIS&Y a]@d@tlsﬂ@é@y accgpgable. @ of JA% 6476-S-methyl can be used.
a) SFO: smé\ffe firs€grder, RQMC: sirst order multi ao%artr%&@l DFO®) dou&%rst order in parallel
b) visuaBfit: + = good, kmode{gﬁ%-f @
& DS 'SEERSHIPN
AN 2 - QN
Table 7.1.2.1.4- 5: rigg Nndpmpts ar@tatis"ﬁcal ramet&%of JAU 6476-desthio (M04)
S o
N (Al simhult uslysbest firgf paregy) @
bestits highlightedin botd, lette
© highlightggin bofdletters.
d\Q oggérr% d p Visual DTso DToo
ameters |5 %0} (t-test) fit [days] | [days]
I@X 7. @L 3N 3
_ @
N B @@ W 21 C@
SFO @° O@ﬁo 5.55 k: <0.001 - 250 829
&
Q& % /g mmet 1@7
» SFO fitts Stab@cally @ceptabgﬁ, but \fly not acceptable due to increasing concentrations until the end of the
stu €rio
> @lclum@DTswhould@@w used

a) SFO: sifgle ﬁrs@
@ isual @ + = god, o oderate, - = poor
ey
&

EQ;MC sirst order multi compartment, DFOP: double first order in parallel
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Table 7.1.2.1.4- 6:  Modelling endpoints and statistical parameters of JAU 6476-desthio (M04)

(All simultaneously, best fit of parent) @f
best fits highlighted in bold letters “
Type of Kinetics? Fitted X2 error p Visual ¢ DTso &90 @§
parameters [%] (t-test) fit '?%Q [days] [NdaysP>

T ol 2014 (kca71200) N S S e
| € o S

Mo: 22.02 N G

O
k: 0.0038 N RN S
SFO e 5.%2} k: <o.o&© o181 Q @;@? i\
fmeet 1 : fé & N
» SFO fit is statistically acceptable, but visually not a@yptable due to ﬁmreasmé\@bncentra OHS%MI the & of ¢
study period S % @ 6 W
» Conclusion: DTso should not be used C& @ % N >

a) SFO: single first order, FOMC: sirst order mult1 com%ment QFOP: @ole ﬁ@order i%harallé ©\ @ o

b) visual fit: + = good, 0 = moderate, -—poor % S §
& \ \ R S
. & S v
@Q@ N %@ S %© N @Q INERS
$ Hf@’ com%ﬁo@
The DTso values (trigger anngodelQng) %r@AU& 6 &%etl@(MOl are da& and 433 days,

respectively. &
The DTso values (triggeréand n‘&ell fegﬁU 64@76 desthlo 4)@ 25%@1% and 181 days,
respectively. As the SFO-fit l%statlstlc ly ep 1sua11y notiacceptable due to increasing
concentrations until t&end @? y per fad t@Tso yalu es@ouk@ot beused
SO @ N Q @ @

O S YN S e

@) @\ S N N &
cA7.122 OFigdstudies  © % © @b s @
The dissi %on and de da$ @ocor@zo and i am&s@qﬂ metabolites JAU 6476-S-methyl

04)

(MO01) JAU 6476 sthi tudied@ elglmgsltes i Germany, Great Britain, France, and
Italy using unlabe pro %co le f ulaf@ as EC 250®lf of the trials were conducted without
vegetation, while {ﬁe othe the f1 ls wéte croﬂ@ed V&@h spring barley in the first and grass in the
second year. The r1a1 t10 are @@’ract@fﬁ’ed 1ffe1@1t soil types and climates.

@ :
Based on t ?study a ne@ eva \[mn &gas pefformed to estimate dissipation times (DTso) for
prothioc ole and 1t§,@major@ﬂ mgfaboly @ 76-desthio (M04) at study conditions for use as
trigger é&xdpoints. A &mma f these tri endppints is given in Table 7.1.2.2- 1 for prothioconazole

and H%Table 7.1. 2%9 fo@U 6@6@6@110 @spectlvely

Based on theseggtals two k1 &tic e@aho were also performed to estimate normalised (20°C, pF 2)
dissipation (@ES (D”&@ fordise inwodel sinulations of environmental exposures (modelling endpoints)

for prothio azqkﬁe\and abolite@U 6476-desthio. A summary of these modelling endpoints is
givenin "@ble 782.2- T for p@ 1oconazole and in Table 7.1.2.2- 4 for JAU 6476-desthio, respectively.

R
For «¢ 1ner@§t O@ashg‘ﬁ' modelling, a kinetic evaluation of several plant residue data of
pr@oco ole in eafy@ant material was performed. As prothioconazole is known to degrade rapidly
to its \@ﬁihtes and as its main metabolite, JAU 6476-desthio (M04), is the compound of principal
interesty’decline curves were derived bearing in mind that the foliar DTso of JAU 6476-desthio is the
main focus. A foliar dissipation DTso of JAU 6476-desthio as input for wash-off modelling is derived.
A summary of these foliar DTso values is given in Table 7.1.2.2- 5.
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Table 7.1.2.2-1:  Summary of the trigger endpoints (field DTso) of prothioconazole @ @b
D
Trial / Location Annex Point / Kinetic S DTso @® v
Reference No type¥ &) [days] o @g
R812587 (Germany) KCA 7.1.2.2.1 /05 SFO @ 1.6 | oS
R812595 (Great Britain) KCA 7.1.2.2.1 /05 Fit not acceptaple -Q § %@
R812609 (France, North) KCA 7.1.2.2.1 /05C SFQ_ 12 N Q
R812617 (Great Britain) KCA 7.12.2.1/0%°| _Fit not 3¢€ptable G-- %”\g@ &@
R812625 (France, North) KCA 7.1.2.2.1,/05 SFO Yol & O
R812633 (France, South) KCA 7.1.2.2@/05 SSFO D™ 1.4% @© @q}
R815667 (Italy) KCA 7. @ /05 SE®)’ o] 4 ) @}
R815675 (Germany) KCA7RD2.1/05 | o SFO 15. 4 <«
Geometric mean G 23 @ N ST v
a) SFO: single first order, FOMC: first orfier m %mpa@nent ng)P d&k ﬁrs@’rderi& .
parallel % ) % @ Q & Q) @% @&
Table 7.1.2.2-2:  Summary of the D \j %for ﬁ@hlog&azﬂg @)rm@ued @ere@f conditions of
20°C and pF2 (mgdelli d
and p 12 2 en po@s) @ &
Trial / Location Q @ Ann% Pom@ €§> &®n%§® @@ DTs0
2 Reference®o P S typ {days|
R812587 (Germany) ., > \ K@A 7.1.2. P06S | @ $EO Q1.32
R812595 (Great Britain) %]  KOA 7.532.1 /@y SSFO.. 2 b 1.09

R812609 (France, Nérth) "~ @ch?%@’.z.zd 06 s SFOQ 2] 0.75
R812617 (Great Britain 128706 ]« SF&»  AY 1.38
R812625 (France, Nogtl) 7TKCA 71891 /06y | ©  WFO N - 0.73

R812633 (Efdnce, South) Av| KEA T892 188 b “SFO 0.70
R815667(kly) ©° s | %KCATZ.122W06 ¢ & SFEI 0.97
R815678(Germany) KCA7.1.2Q. /06 Y §J s@ 0.82
Geomgiric iean O @ G f,a @ 0.94
Median @ 0.90
@ O: smgle fir; rder@MC @Worder\ﬁ%lu %mpart@ DF\T@double first order in parallel
@ & & § & %
Table 7.1.2.2-3; st@m ﬁe &_@dpm@(ﬁe@no) of JAU 6476-desthio (M04)
Tﬂl / Loﬁitmn@ N Q Ann@}Pom@ Kinetic DTso
_ﬁ© Ref@enc& Ko type® [days]
"R812587 (Gerhany)Q KEX7.122.1 /05 SFO 16.2
R812595 {Great Biitain) | BEA 20321 /05 SFO 50.9
O Rslzﬁomrang@ orth) " JKCARY2.2.1/05 SFO 55.6
R812617 (GreatBrital) o] KCA7.1.2.2.1 /05 SFO 493
R812625 (Krance, )orth) SO K& 7.1.2.2.1 /05 SFO 48.4
R&633(FrancglSouth) ¥ | @&CA 7.1.2.2.1 /05 SFO 63.4
RB1566%(ItalyD” & OKCA 7.1.2.2.1 /05 SFO 322
BR815675 (Germany)” KCA 7.1.2.2.1/05 SFO 27.0
R G@etri@;ear&@ 39.6

N a¥Z8FO: @le ﬁ§order, FOMC: first order multi compartment, DFOP: double first order in

Q© @ parallel

&
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Table 7.1.2.2-4:  Summary of the DTso values of JAU 6476-desthio (M04) normalised to reference

conditions of 20°C and pF2 (modelling endpoints) @f @
Trial / Location Annex Point / Kinetic DTs0 K> §
o)
Reference No type” [days] @ S
R812587 (Germany) KCA 7.1.2.2.1 /07 - @ not usedt | .
R812595 (Great Britain) KCA 7.1.2.2.1 /07 SFO Y Sl N %
R812609 (France, North) KCA 7.1.2.2.1 /07 _ SEQ, ) 238 . P o«
R812617 (Great Britain) KCA 7.1.2.2.1 /039 SFO %23.3 @Q @
R812625 (France, North) KCA 7.1.2.2.1 /0¥ SSFO O 2389 | = &
R812633 (France, South) KCA 7.1.2.2 107 <9SFO N4 Q@ c&©
R815667 (Italy) KCA 7.123Y/07 Q SFQ 7| ,287 ¢ @
R815675 (Germany) KCA 7.):8@ 1 /07 SFO Q| O18.8 @}
Geometric mean R VS @y D 245 §
a) SFO: single first order, FOMC: first ordeléulti cc@@artn@\{l},fDF O&Noubst ordr in paraitel
o O @ v ©§ % &’
. D o Q & o
Table 7.1.2.2-5:  Summary of foliar D’ga&v ll{ﬁmf JAB%6476}desth1$M2© %, §
(all fits are SFOV) @S %@ RN w@ %\ @»@ ég S
Trial / Location Q nex Point / O o @w §0p &f DTso
S eference No N e e, N " [days]
13-2951-01 (UK) KCAT.12D/01 bid ondkCA 7092 /@31 26l seedyyape 2.8
13-2951-03 (Belgium) KCA 744272 /0] based SKCA T .2.253 Oil sée rape> 4.5
13-2951-04 (Holland) §KCA&7.1.2.2/§)§1>baSQd on KCA 7.1.%27/03 2 Oilksgeed rape 3.1
R 2006 0030/5 (Holland) ;| KCAY.1.2.2901 bad&l on KCA 7.1.2.2 /03> *N\Oniop$2 4.8
R 2005 0023/8 (Spain) | KEA 7.1.09 /01 ksed 04 KCA T¥2.2 /05|« Fieldpeas 8.0
J6043-01W (FL, USA) . |REA 7.62.2 /0 DasedOp KCAY. 1.2 5806 |, . Tf 1.4
R 2007 0425/9 (Italyy\" K CART.2.2¢)] basedon KEA 7.1.22/07°  <Wheat 24.0
JA008-05D (NE, ) & Kcé@\;jl.;z@m based 0P A 7,422 /08 &Soy beans 1.3
Minimum Y ) S SRS 1.3
Maximum O © A @ N D 24.0
Geometric meéan @ MRS © @ 4.0
Median © 2D ‘U @, @ 3.8
a) SFO gl first order Qy L SN
L@ o\@ @Q Q° \@Q v o\©
D) NS Q
§ RN > & >
@ @ § > S SE ~
o O ¢ .09 o O @
Q0O S & b
o o K 9 @
% ) O @%: y RS
@7 o Q @ N
S A\ N 7 Q
i S SLIPRCARYS QRS
S . @ &@\ O
2 A N
%
@ < QO & ©@
& &P S
S &AL
SR
& @ .
S
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Data for determination of a foliar half-life for wash-off modelling
D
The foliar half-life of the compound applied within the FOCUS surface water model or grou«:ﬁteg@@

models is set as a default value of 10 days. It is possible to use a shorter half-lifgyf justified, giiher by a
specific experiment or by deriving a half-life from field crop residue and figld dislodgeable rest
studies. The latter two study types are assessed such that rainfall is excluded. For any daga.usedda the

assessment of the half-life, the period of the calculation must have <=3 %) rainfall and3hree @r mqrg@
data points. The data is assessed following standard procédiires laid dow in FOCUS@N:U&YZOI?
s & <2

Kinetic evaluation of residues in leafy plant matele,l to derive &@har DTso fe was@%ff
modelling Q @
& & Q S @

e e . o . QL N 9
Justification for including this study in the Annex I Rene D §1>er Thg Ob_]®1Ve ofsthis @y Iy
a kinetic evaluation of the residues of JAU 6%%-desé?o (! ) in fgafy @ﬂt material toﬁerlve a foliar
DTsy for wash-off modelling as available from p dec s. T V%la ion MAxas c@tcte{t‘b
d kineti t ding to F S d 01
erive kinetic parameters according to % ng an%@ @ % o y\g §

S
‘\a

elN olia alf tic § a%%) of the

tabolit AU6@6 o @ea lant
wa&l@b elhn

Report: KCA 7.1.2.2 /01

Title: Prothioconazol TZ)@me‘u@s
residues of the%oth@conaz@le
material to dérive as%har

Report No: EnSa-15-0264

Document No:  M-532620-01-4 §9 f@

Guidelines: FOCUS; 2014: Genéfic g@nce for Est@“aﬁng@em@ce @PDegradatlon
Kinetics fr: Envyonméntal Fé.Stud@s onﬁﬁestlﬁges in, E@Reglstratlon

(@1011 191, Date: 18@ecen§r 2%@ >
@

GLP: caquulatlcf@g
Justification: Q(me{@ eva&%‘uon S}” th 1du%6 swof J A&M@esth‘f@(MM) in leafy plant
@ mg@rlal }Q\derlv(g%a fol; Tsa for wash-off. delhﬁ
VT @ \@ @ @) %@
Executive @mmary % % (S
This rg@ provides %net@valu@ on of total ant @due @ta of prothioconazole in leafy plant

material (e.g., cereas@ leaty %ge@bles@ availablg from plant residue decline studies under field
conditions. As prqgiifoconazole owsto de@de rapidly o its metabolites and as its main metabolite,
JAU 6476-desth¥o (M(4) is t om@ndb ORpringipal i st, decline curves were derived bearing in
mind that the fgliar DGo of 6476- des@o is the'mairocus. A foliar dissipation DTso of JAU 6476-
desthio as 1n§®t for Wash-¢H mowskﬁzhn erl@

In general% conservative @ E& be %rlv &rom crop residue decline studies, done on leafy
crops. ever, the t,ot%’ rem@es in tké pla@ho not be influenced or washed off by rain or irrigation
during the evaluate&l@erlo%(cut crit set towater to foliage should be <3 mm). Otherwise, the
decm% might be cause &y wasll -off ly by foliar dissipation. Finally, foliar DTso on total
residues derlve%@m this mann an b@}:onsuiered as conservative and usable as foliar DTsp of washable
or dislodgeable Tesidues. 1n @ disl geable residues is expected to be systematically shorter
compared tgdte désli tal crop residues.

The sing 1rst-@ﬁer ( lives 6t JAU 6476-desthio derived in this evaluation are summarised
in TableY'1 2 a d are 51dered suitable as modelling input for wash-off calculations. In total,
8 dat&%ets fram 6 r@ﬂs were useable and gave reliable DTsos.

& &
C?
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Table 7.1.2.2- 6: Summary of foliar DTso values for JAU 6476-desthio (M04)

(all fits are SFO) @o
Author Trial code Trial description Report Crop 0 [
code @%s]@
RE M-466558-02-1 [13-2951-01 (UK) Bl @il seed rape 2,88
, C. (2013) 13-2951-03 (Belgium) B2 oil seed rape{ @ 2
13-2951-04 (Hollapd) B3 = oilseedrape” |, @1 =,
L T.(2007) |M-282998-01-1 |R 2006 0030/5 (Hoffand) | Co» oniopgv 4.8 g
: M-275434-01-1 |R 2005 0023/8 (Spain) @:‘b field@eas 8& ©&
M-020969-01-1 |J6043-01 455? USA Q& J &éf - @%@4
- -01- o tur .
PR I T T
L R.; M-298110-02-1 |R 20%%0425/9%Lta1y) @ WX |0 whpat N 24.9
S, (2008) & o S
, MLE.; M-281571-03-1 JA%os os@eNE @DA)A) 2@ P O] _soybeans @531.3 &
_E.C. (2008) NON s S Y
Minimum @ @ & Q) S NS
Maximum Q K DN &N g & o 24.0
Geometric mean &U Q. ° N v A\B} N S 4.0
Median Q A S Y O A € - 3.8
a) DFR (dislodgeable foliar residue@de) w\g @” L @W @ S ®©> N

v o
v O & @ SN .
1. METHODS \@ S §@ C e O &

@
In general, for cenal®redl@{§e 10&9%1 mc%de folias half&e ?‘& pestitidal active substance on
plant surfaces is n d which isaglid mblﬁtmn@ﬂth a@ash offprocess. This would mean that a
DTso is needed fothe substancesamoutivon plant su thées which i %ash@ by rain or irrigation water.
1. In pr1nc1él> @ fohar&DTsmngh@ evaltiated from digfodgeable foliar residue studies. There,
the water wa le L@stance@lmoﬁﬂt 1S surgefor sg¥eral tigne points after foliar application.

2. A C(@servatl ¢ foliar DT%is a ble ftom crop residue decline studies, done on leafy
DTso Vah@ n@ est@ted conseryativelycbasedyon total residues, not only washable

fémdues Th@r@the total lea abo@ soﬂ%urfa&e©should be analysed for its residues.

However, th@tal re‘@ldue@f th@ IﬂEnt s be inflsenced or washed off by rain or irrigation
during the aluated per Othg Be dec e might be caused by wash-off and not only by
uate oha Tso on total residues are considered as

foliar d s1pa‘u$
conswe i) 1\17%)l as f&har % 50 of? wash@e residues.

Both stud es were € at thi o estigatte a foliar dissipation DT
U y%yp W @ %F p p 50.

The km@ evaluatig! @ft e p@an%emdu%§as @ducted using the following approach:
Crop#plant residuexdécl udle@pr0\§é I@\dependent data on total foliar residues. The available
studies have been eva@ﬁted @gardm thér validity for wash-off relevant dissipation half-life
considering the@)gllowkng Crifpria: $

1. pesticidg w pliedas forfwulated product to foliage, not ground;

2. the gndlysed,portigy wasifor theQvhole plant above ground or the foliage, not just the cropped

cofponepts (e.gSerai
3.t e%&ﬁhee nse@@ﬂve data points with at least two of the measurements above level of
atigarar

&quan ¢ qvailable;
@ studies without s1§ﬁﬁcant rainfall or water application to leaves are preferred, total rainfall over
evaluated study period should be < 3 mm;

5. Iirigation should be checked as to whether or not it contributes to the rainfall.

From the available residue study and dislodgeable folair residue (DFR) studies where either
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prothioconazole or its metabolite, JAU 6476-desthio (M04) was included as at least one of the

components, 240 reports (covering beans, berries, Brussels sprouts, cabbage, carrots, cauli oer S

cereals, cotton, cucumbers, flax, leeks, maize, oat, onions, oil seed rape, papaya, peanuts, peas, patato
pulses, rice, soya, sugar beets, sunflower, tomatoes, tulips, turf, and mlxtur@ of the abo CO@d
possibly contain useable data. Of these:

- 50 were excluded as they dealt only with seeds or seed treatments, processe@ma‘cerlals @sbu]@

- 35 had insufficient data (e.g. just two data points) %

) X
- 4 had no indication of any weather data whatsoever @ AN \ @Q
X

- 4 Australian studies and 43 Brazilian studies were exced on the -cj\z of chmat@%)lffe \e%} é@
- 123 reports had > 3 mm rain between sampling timgs such that t e@emammg pro th
g okt g et procld s

three data points. Others had sprinkler irrigation. %
- Within the remaining studies, not all data was @
extensive sprinkler irrigation).

le (e.g., &the D@ all Bt one&” the@}udle@@d
L o SR LAV

The remaining studies were: -and ,@13 (M=468 -01 @

m g 2013

(M-466558-02-1); | 2007 (v-282998% and | 2006 (M-275434%01-1

et al., 2004 (M-020969-01-1); a @008 (M-298H10-0254) an ,
the@ta c@fld bedised, e;ﬁ of s%veral data

2008 (M-281571-03-1). In many repgrss, o f’%so

sets reported or truncated due tdoir;am e@’nts adding fo > 3m. ati as giso a factor. The
remaining studies are summarised¥n KE\ 7.1.22 /0 KC 1. @/08 (ORERAN
o %@5\ 221020 KOA). @ K

Four kinetic models, Single Egﬁ Order( and the b1 -expongn al m@ﬁels MC (1@5‘( Order Multi-
Compartment model), D%S)P (d@ble t ordpt par el) an Hm% Hoc&gey -stiélp) are assumed to
adequately describe the d@grad%lon of e ap@@d s&stanc@h lab?é\pator&ﬁals@)CUS 2014)
S S N
Calculation of DT59§@DT90 %lue@&A ha@-hfe deﬁ as tl@ tlmé%aker&?or 50% of substance to
dlsappear/d1s51pat§om L, COMm @me@i@ollowmg nﬁord er kinefjgs, whereas DTso and DToo
values are not stgigtly cotinected to a first o cs I ;grt hafftlives, DTso and DTy values
k

are calculate .é@‘ t@ppr@mateé?te c%l@fant D"@ =1 T9o = In(10)/k, respectively.
9

: <D
S @é}g §II @SULTS@DD@US@ON

The results of the % or alls udl@gﬁ'esm@trl s%re summarised as follows. Table 7.1.2.2-
abl

7 (SFO curve f#) an %8 (DEOP @ the results for the analysis where only
JAU 6476- d‘%[@m (@: wa%@vaﬂ@ (or@uitablgy for analysis, and Table 7.1.2.2- 9 where a
parent-metabelite kinecticanlysis was 1ble® @

e ppeti

The ﬁtt@)Tso valugs%re ge@Qrally @alu@d as"gz\hd and visually acceptable, reasonably describing
the foliar degradatiofdof p thioconazol variods crops. Statistical evaluation of the results leads to
the%gﬁ‘ne conclusion. O @@swn@ y, in€geased\Walues of scaled error or t-test probability are mostly
caused by the h@med ext

e d@ avaidable from individual trials (e.g., Trial Al).

tive VS\“ﬁm ) presents the end-points from the trials, which fulfil strictly
cal@tlon a foliar degradation DTso for modelling (< 3 mm of rainfall
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Table 7.1.2.2-7: DTso values for JAU 6476-desthio (M04) and results of the statistical analysis
JAU 6476-desthio assessed alone @" @

(scaled error (€) and significance of the dissipation rate (t-prob) for SFQ-model) N @
Trial |Trial description Annex Point / Crop No. of | DTso \@Ztest tepgst @
code [(location) Reference No data [days]ﬁL pr aboll
points SN
Al |M-468599-01-1 (IT), | KCA 7.1.2.2/02 | Maize 3 Wy | 101.]Y 068 f@
trial no. 12-2007-03 O Visual: A [Residss’ < ¥
B2 [M-466558-02-1 (BE), | KCA 7.1.2.2/03 | Sumnier 3 45 19, | @04&\0 &
trial no. 13-2951-03 fape | Visual®® + | Rsids: © A ©
B3 [M-466558-02-1 (NL), | KCA 7.1.2.2/03 |.S¥mmer 0O | 3 1 |01 . ] o8 @
trial no. 13-2951-04 A1 'rape Visual: @+ Q{esic@ et @
E |M-275434-01-1 (SP), | KCA7.122/05Y Field @74 N 809 93 [ %.0.015C
trial no. R 2005 0023/8 5| Fea ([HNisual®  Av | Resids: +
K [M-298110-02-1 (IT), [ KCA 7.1.2.2707 &Wheégﬁ A Todo [Y991, 4 gowd o
trial no. R 2007 0425/9 ﬁﬁ N4 Vistal: A+ 4 Resid? @H @

(@] R
@} %

S
Table 7.1.2.2-8:  DTso values for J 647& esth 0@d r@ﬂts ogihe staégﬁc alySé)
JAU 6476-desthig asses$éd aloite

scaled error (€)\and significangg of they 1ss1;@n rateX(t- or(@ el
( (£)ahd sigp g of thiyd 1@( p (@% )

Trial | Trial description @\g -Annex Point / "Crop, 1@% DTso*’@ & t-prob.
code |(location) RS Reference NQ & (data- & [dags] | _[%] (k2)®
&) g pomﬁ@ 2N
7 [M-020969-01-1 (FE, USA). KCA7 1 §/oe turf©€ 147 k73 151 0.047
trial no. J6043:dW &V [ © iz' grass” | Msualie  +k Y Resids: “t
a) slow phase of DF %@odel © K @ S &a O AN
Table 7.1.2.2- 9© ’l@)values&for JaU 647®esth1&>M04)§1d §ts ofithe statistical analysis, parent
"  and metdbolite ds3essed,
© @aled Sitor (&and s&mﬁc%e of tl@lsm};&mon ra&;@t—prob) for SFO-model)
Trial dé€scrip Annex Poifity | SCrop DTso Results in:
&code (locat@l) . ReférenceNo N 9 [days]

Bl |M¥86558-H2-1 (LUK, A 7822 /02 sumimer 2.8 Table 7.1.2.2- 10,

@ﬁ -295 @ & 0@ fape Table 7.1.2.2- 11

C M-zg@-m@m)@ K 7. 1 2504 jons 4.8 Table 7.1.2.2- 12

& Yrial - R 2086 003045 @72 e

% M-281571Q93-1 \Q QA 7%@.2 @87  soy 1.3 | Table7.1.2.2- 13,
K

trial nO@,LAOOS o v bean Table 7.1.2.2- 14
&
N PN
Tahﬁ? 1.2.2-10: %Frlal 50 v es f«&@\rothmconazole and JAU 6476-desthio (M04) and results
., of the'st atl @al m@luatno& the model fits using SFO Kkinetic for foliage of summer
r&@ (n= < Q
Substanc@V Q § %Tso @J DToo 1 test t-tes.t ) Visual acceptz.lbility
S8 > Ca ays]| [days] probability | curve residues
Prothi€tonazole’ Y 0.48 1.6 12.3 <0.001 + +
JAW 6476-desthio @#04) v:]f 2.8 9.4 7.4 <0.001 ++ ++

@ deta@wMo 4.§,@’orm®n fraction 0.911
&
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Table 7.1.2.2- 11:  Trial no. B1: DTso values for prothioconazole and JAU 6476-desthio (M04) and results
of the statistical evaluation of the model fits using DFOP kinetic (PTZ) for fohag@ @
summer rape (n =9)

Substance DTso DToo ¥ test t-test Q> Visual acce@ﬁnh
[days] [days] probabiliﬁ§ curve | Sresidu@s
Prothioconazole 1.08 33 k2 <0.Q01 ++ { @
d
(derived)® % .9l o9 P
JAU 6476-desthio (M04) 2.8 9.1 (928 <6.001 4, S O @
other details: Mo 4.3; ‘g’ 0.59634; FFrac: 1.0 MEREENEES
a) slow phase of DFOP & (@Q %@ QQ L Q)
@ & O e S
% Q Q) &@
Table 7.1.2.2-12: Trial no. C: DTS5 values for pl@ﬁoconazole%d JAI@?AI% d%th @104) énd res@dts
of the statistical evaluation Qo{the model ﬁt@ing&m kinf€tic foéhag\%f onigon
n=4
09 C S o N@’ LAY .
Substance DTso %DT%@ @test Q| t-test IS Visttal ac@abil@%
[days] | d@?} Ny p‘%babi@r gurve esid@es |
Prothioconazole 0.50 @ Y 085 O <0.001 N+ & &
JAU 6476-desthio (M04) 4.85% °T6 0 6 of 0b05s T HYO| |+
other details: Mo 2.65; formation fractioff0.801 o A ®\ @ @ Q . w\/j
o QO @ @ S
@ @ S @1
Table 7.1.2.2- 13:  Trial no. P<DTso m,lues %’ proth@f@’cona&% ole a (%(76 -desthio ( 4) and results
of the sta“ﬁstlcaKvalua@ of Qe mo@@! fits using S& 1neﬁg for fohage of soy beans
n= 18 Q
( é 9 & N y\’
Substance N @)TS(@ @T 90 @ ox@st K t- t\g-t Ny @\hsual acceptability
D @y [da [daysfS Q' prababilifys| ~curve residues
Prothioconazole &9 ¢ & LW @ 10.% <0.001 + +
JAU 6476-desthiofM04Q [ 'N23 | 1 o JY 6@ > <0061 + +
other details: M@%S f@atlon fractlon%&SOl @, & § ”%a

@’ %
Table 7.1,22 14: Trla no. P: @?50 valus for@rothm@naz@ and &U 6476-desthio (M04) and results
Q\ of tl@ stat al e atlon of tl?-odel\\{@s us@ DFOP kinetic for foliage of soy
& be@ls (n\
Substance @ 50 \ D@x)o 1 %st t-test Visual acceptability
j\% days@; .. [days] probability | curve | residues
Prothiocon%@c ©© 7 1, 2%9 Q122307 ‘G4 k2 0.177 ++ ++
& weven o i
JAU 6476\desthio (M04) 1.3 L3 19 6T <0.001 + ++
other dét&ils: Mo 0.058; g@o 65369 FFrac\‘éj 40 @\
N N
N N ST L &
N (g @\ R O

S @ &
&@ . @ IIIQCONCLUSIONS
O &

The foliarDTso es @JAU§476 d@hlo (M04) ranged from 1.3 days to 24.0 days with a geometric
heDT'sos 4% considered suitable as modelling input for wash-off calculations.

- e S
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Justification for including this study in the Annex I Renewal Dossier: The following residue decline
studies are used for degradation properties (foliar DTso for wash-off modeling, surnman@ in @
KCA 7.1.2.2/01).

@ D
Report: KcA 7.1.2.2/02; [ ;TN c.; 2013 < @Vﬁ
Title: Determination of the residues of AE C656948 and prot%conazole in/&x @\ e
maize/corn after spray application of AE C656948 & JAU 6476 SE% in the
field in southern France, Spain, Italy @ Portugal @ é\a \\ @Q
Report No: 12-2007 & o N &
Document No:  M-468599-01-1 o SRS <§
Guidelines: - EC Guidance working docume§§ 7029/VI/95%V 5%0997 -22)& © &@
- OECD 509 Adopted 2009—%@7 OECD @gUIDEl E FOR THE TESHING @
OF CHEMICALS, Crop Field T O WD \% N
- US EPA OCSPP Guidelin No@ 0. 1 NN
GLP: Yes T o S & o
: Q SN
Justification: ~ Residue decline stud d f’ms de Na‘uor@r pert%s (fc@r {590 for wash-o 2
modeling, KCA 7. 1%0%}12& e AR, é 2D §© S
> O
Summary % @ § © @ @ @ @
The purpose of the study was to %ten@le th@@nag o@e ri@za @51d of prmhloconazole
(comprising JAU 6476-desth{¢. JAY 6496-3- )%Qﬂesth@ JA -4-hydroxy-desthio,
sthio, XU 64%6-alpha- hydr@(y desthio), the

JAU 6476-5-hydroxy-desthia,, JAU %476% oxy-de
triazole derived metaboht%(l 2, 1azo® trlaée alan@e trlazole@tlc §1 and4riazole lactic acid)
and fluopyram (comprising A C6569@ an ~\ 6948@9%nzaﬁ*\rfde) dn/on r@e/eom (ear without
husk, green materialy kernelQRerned 1mn@ure .g est of plah) after two spraying
applications with A 656948 &@U 6476 (S %E (Sspo &ulsu&g§ formulation containing
125 g/L prothiocqfiazole ﬁnd 1 I.Kg opyram stud¥included foyr supersided residue trials

conducted in So, ope{ ra paig, Italk?md Poitiga)@ O
Only the data Wﬁr th metlér @)n ofseverdhplant residue dita of JAU 6476-desthio (MO04)
for refinement™o —of&mod %mg (K 7.192 /0Qvare snmari€d in this Supplemental Dossier.

These are {f tfié weather details and fesi ata JAU 6476-dgsthi 04) used in the kinetic evaluation
KCA 7&1@ 2 /01 Wlth&% co@ which are @ma@d in@ble 7.1.2.2- 15 to Table 7.1.2.2- 16.

Table 7.122-15: Rpinfall data s ©° o o A
@ 1rst&v0 dat, %mt@\?clude@i’n KC®7.1. @ /01 due to sprinkler irrigation)
Trial @) ©% Prial (@Ye iny @ate/ @ Activity Rainfall
Cougibry, O é%CA\N 2291 P%giod (@ime [mm]
Weather station { é © é@
25007-03 & Q\y AlD" S 201306-25 treatment 0
taly, D N & 2@)\)—07—09 treatment, sampling 0
%o| Bologna % % Lo Q@ «012-07-24 sampling 0
N o & ©%2012-08-01 sampling 0
@° & @@ F 2012-08-23 sampling 0
S} June 2012 2
AN @ uly 2012 1
July 201
A
%) = @) August 2012 3
S S
& S
cL T
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Table 7.1.2.2- 16: Sampling data and residue results, test system: maize/corn

Growth
stage
[BBCH]

Trial code in
KCA 7.1.2.2/01

Trial no.
Country

Sample
no.

Days
after
last
treatment

Sample
material

<

@O

12-2007-03 Al 0029E 69 0 green material

9

Italy 0045E 79 15 green material

0069E 85

239

gfeen material %

@
Yol

Report:
Title:

KCA 7.1.2.2 /03; L J.;
Determination of the resid@es of @bth naz
summer after spray app%atlor@@f 476
the United Kingdom, @erm&%& Be@\um ang the
13-2051 > &9
M-466558-02-1 <R gé S ©
- EC Guidanc orkm@ﬂocuﬁwnt 7029/VR95 rev&w 707-
- OECD 509 Adoptez) 20092990 @BECI§

OF C ‘$§£A LSy Crop Field
- US EP PP Gu ine go 86
Yes
Remd&e dec

mo@hng

L EM52013, © 6

ang@@b

WGT1608 . EC 2501n
therl&%Es
Report No: %\ @ @
Document No:

Guidelines:

;oo N O\@@

9
@ o

GLP:
Justification: ine stu(f?) use

A7%2.2 /@ mi@eod%@ B?gand B3)

UCONg; ole én/on

t@ld@p

UIQ OkéhE TESTING

r d@xadatl@q“prop%ftles@mrg so for wash-off

\

&

@

“”\9
SEIEr

s . O

Summary

The purpose of @ st
(comprising

material) after one s@ay applicaty
125 g/L K@noconazol&;md
condugféd’in Northe

buconazole in/on

“desthio (MH4) 10c0®zole

°“~% “f@z
ucondzole,

Unlt Kingdom,

160

Bel

JAU 6476-desthi 04) 1or r

rape (green

©was$g0 d rmme%\le mag 1tude®f g@élev ﬁ@remdues of prothioconazole

0 an EC formulation containing
@ded four supersided residue trials
m and The Netherlands).

Only the data relefmnt f(§the leigetic luatton oﬁgevera ﬁalant residue data of prothioconazole/
ement, of v&@;\h-ofi@nod

s

this Supplement® Doggter. These agg’the_Weath detaifs

JAU 6476-desthio (MO4) u

B3 which aréSumm 1se§ @- 17 \d Ta@ 7.1.2.2-18.

T\7

ng (KCA 7.1.2.2 /01) are summarised in
J and residue data of prothioconazole and
in th&kinetd eval@tion I@A 7.1.2.2 /01 with the code no. B1, B2 and
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Table 7.1.2.2-17:

Trial no. Trial code in Date/
Country, KCA 7.1.2.2/01 | Period of time Q\ (%03
weather station @ @
13-2951-01 Bl 2013-06-10 AR
United Kingdom, 2013-06-11 Q N %
2013-06-13 IR
[ $5013-06-14 4 O e @
2013-06-170 S & &
N2013-0620° Q & «
@
June 2603 o g Q) &@
13-2951-03 Bz@@’” 2013-06-04 @ © @
Belgium, 2048:06-05> R §
] & @[ arioses :
5 |20 S & <
W\% N 2013-05-09\ & ¢
AN 20130064% | ¢ N $
NS A (20130603 & O
) 5.6 June 2013 L .
13-2951-04 Bé) R 205307-1637 @? \‘”\9
The Netherl@ds, &@ (%G Q 2093-0747 [ 0.0
. . Y[ S
Yo | @0 & 2 2013407-19
& O @Q Y 2013-0708
SN & @ |_2013-07-23
s S N O & [ 134526
> @%\ x@ @ N J@)ﬁB@
§ \é §\ % \\ \© é@ @& @@
S @6 o O ¥ N
N N9 & & @
G - =
S & & & o &\
&@ o\@ O\@ “ @% \@ o §\©
O N
§ s SN @ © >
X @ > S
@ @Q @? . &) § (g
S\ L ,@ & @
V' @ %
@7 \@ Q @ ~
S A\ N @§ ">
. SN N
S v o N o
@° N $
S N
&S &
& &EF
O Q
{x’ O @ N

Rainfall data -no irrigation was conducted




Page 91 of 190

B
Bayer CropScience 2015-12-14
R

Document MCA: Section 7 Fate and behaviour in the environment
Prothioconazole

Table 7.1.2.2- 18: Sampling data and residue results, sample material: rape, green material

Trial no. Trial codein | Sample | Growth Days after | Prothio- JAU 647@5/
Country KCA 7.1.2.2 /01 no. stage last conazole | desthio 4) |
[BBCH] | treatment [m@] [miﬁ Al
13-2951-01 Bl 0010E 30 0 @& SIS
United Kingdom 0011E 30 1 0.94 @2.8© %
0012E 31 2 3054 [ Y 249
0013E 32 U 3 N 021 BT R 4
0014E 31 4 O 0.11 of .7 =
0015E 56, 7,9 0.036% | ©70.96>
0016E 7 10 ., 0.04% |, 04y )
13-2951-03 B2 0010E | 50730 0 od & © &0 @
Belgium 0011E 30 1N | apse ] w23 K
0012EX}, 3P I o 0210 N 1.9
0013E-| «32 & & & o1y & = b
00=E [ 039 Y] % o P S @
QOT5E sy |LO 74 [..N050% 0728
60168 W33 99 1,700 7 0.4
13-2951-04 B3 00188 [ 30 . T @p Sl S
The Netherlands @ 0019E 31 S 1 O @55 F w30
012E.D HY | 27 [:90.1987 2.1
SR A ET I 0.1 520
SN 0044E | o 55 D5 .9 en70 ¥ 13
& O | 0W3E |© 60 7 70 | 220043 9 0.94
N N ‘W 16Ex} @L U@“ 10 0.018> 0.47
FOSSES s &
< L2 &S Q &
§ o o & I
Q N \ NS @ X
Report: 0 KEA 71@2/0@ ) T. 607@
Title: @term‘“fﬂatlo f the remd S fﬂ astrobin aAU 6476 in/on onion after
° spra gof 6476 (2 @C) n@khe field in Belgium, Germany,
&@N etl%erla
Report No: 21 &40 %\ t %\
. PSS

Document No: 2829 \
Guidelines: @@ EU ncﬂ ectl%@l/@é/EE (\o July 15, 1991, Annex II, part A,
1@ Argﬂi’ex H@part @secn@’ 8 Residues in or on Treated Products,
d Fe
3‘ ,@

> @
GLP: % Yes
Justifigation: R fdue d@me study u@ for’s gradatlon properties (foliar DTso for wash-off

@

ﬁ@lelm& KCAY.1 2@\/01 dl code C)
N @ @\ R @
Summary @ & @
The purpose df the study to d@rminhe magnitude of the relevant residues of prothioconazole,
JAU 6476-deSthigand fl strobin i onion bulb and leaves harvested after four spray applications

with H@Sn & J 647®”EC 200) on onion plants in Northern Europe (Belgium, Germany,
Northerfi¥rangg, andNeth: ds).

Only@& d levant forithe kinetic evaluation of several plant residue data of prothioconazole and
J 476 sthlo@\/m@or refinement of wash-off modelling (KCA 7.1.2.2 /01) are summarised in
this” Supplemental Dossier. These are the weather details and residue data of prothioconazole and
JAU 6476-desthio (M04) used in the kinetic evaluation KCA 7.1.2.2 /01 with the code no. C which are
summarised in Table 7.1.2.2- 19 and Table 7.1.2.2- 20. All 4 data points valid for kinetic analysis,
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considering parent and metabolite. The data of JAU 6476-desthio are corrected to parent equivalents

prior to kinetics. @ o
Table 7.1.2.2- 19: Rainfall and temperature data Q\ é§
— @
Trial no. Trial code in Date/ Rainfall & ©®
Country, KCA 7.1.2.2 /01 Period of time [mm] IS N
weather station o § 9
R 2006 0030/5 C (22006-06-26 < > 55 N &
The Netherlands, = 2006-07-01D 007 © @ &@
= 2006.07-G8% Pl & o
@ 2006-01 o TR S >
SH) 2006-0%14 &° & 0 & &
&P 2006.07-187 0.2 ¥
v @ 2006-0725 < & KT
Q" [©  2006-0801 s | &0 o AN .
AL D 200606-01<2006-06-30 k. 90 © @7 o
o [ 20060704 - 20064731 4 &
o S X
| S
Table 7.1.2.2-20: Sampling data a{@remgge re , tests steg@mo&@ S @ %@)
Trial no. Trial code in %am@ G@wth > D @a@ ®@rothios, | JAU 6476-
Country KCA7.1.22/0@1 nbw Rtage after’ 45" matérial E%Qcona@le desthio
1S @{BBC @7 Sast @S ¢ (m&ke] | Moy
v 0
d featment D e [mg/kg]
R 2006 0030/5 e’ @JPO@J 7 g Ao |nleaf, nﬁ%al % 0.66 1.8
The Netherlands @ URo16 | 54759 & «| leaf, ndrmalc)y  0.04 1.4
& o [we0020 | a8 [ N7 O lefnommat [ 0.01 0.69
& A} PO&@ 39 \@@ 14, Qeﬁﬁ n%mal 0.01 0.38
~ R 9
RO @@
SIS &
&
Reporty KC@7 1. /05
Title! De rmL n of t e tebuconazole in/on field pea after
@ ylng of H 4@ (250 ) in the field in Southern France,
Italy, dG %,
Report No: RJ@ 67/ ©\ § @§
Document -O °l\ N N >
Guidelines: 91/41@EE(§ K & o
GLP: g Yeso § x>
Justification idue dtems\study used f@egradatlon properties (foliar DTso for wash-off
o sodelifip) KCR. 1 29 /0 keltial code E)
(N S
Summary @" o @ &
The purpos theq&r en study'was tgdetermine the magnitude of residues of prothioconazole, JAU
6476-desthio (. and@dbucsnazoléSGh/on field pea (pod and seed, dry) harvested after two spray
applicagi W§@ WGH608&TAU 6476 (250 EC) in Southern Europe (Southern France, Spain, Italy
and Gregce). &1 % @
Onl@hed @relewﬁ for ekmetlc evaluation of several plant residue data of JAU 6476-desthio (M04)
fo%eﬁn nt of wash-0ff modelling (KCA 7.1.2.2 /01) are summarised in this Supplemental Dossier.
These @rg’the weather details and residue data of JAU 6476-desthio (M04) used in the kinetic evaluation

KCA 7.1.2.2 /01 with the code no. E which are summarised in Table 7.1.2.2- 21 and Table 7.1.2.2- 22.
All 4 data points valid for kinetic analysis, considering parent and metabolite. The data of JAU 6476-
desthio are corrected to parent equivalents prior to kinetics.
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Table 7.1.2.2-21: Rainfall and temperature data

Trial no. Trial code in Date/ Rainfall @ ©©
Country, KCA 7.1.2.2 /01 Period of [mmg ®\ (%03
weather station time @ @
R 2005 0023/8 E 2005-06-17 oy S \Q
Spain, 2005-06-22 36 L
720050629 [« 36 O, 9 2
Go0s0706 g 36| & N @ @
20050700 0 |ow Y & S
@ |2005-07:13" 36 4 Q <§ N
- @) @
N 2005-0Q13 | . 0 & & o
@ 20050720 ¢f  36% | © @
@ 3 2
[Does07200 a0 gy LT S
N 207 [ &S
@ @ U@‘
v, 10058803 © 36 ©§ ) I
O O [Paopsos0s |6 & §@
~ N\ S T VYR
i & &0
Table 7.1.2.2-22: Sampling dat i t Aield
able ampling aaa;n@smbg esoult\s esﬁsem@e p @% @ &@)
Trial no. Trial code in ple | Growth Days @Enpl thig-~ JAU 6476-
Country KCA 7.1.2.2 /01 Qno%@ ;ﬁe @baft &mate@ @@ﬁazole desthio
SRS 18 CHIY last” [5R P Imglkg] | (M04)
b % &y & trg@gtmen L\@ & [mg/kg]
R 2005 0023/8 E & | QP00 §@ 0 oroon magatial |« 22.0 1.1
Spain S UP000Y > 68" | gréen magerial & 0.05 0.76
v, Sfupborl | P79 O -g4F  Kereen material P < 0.05 0.34
a) before last treatmen@
N
§ o
SRS,
© o4
Report\@ KCAJ.1.2 &!6
Title; .S JA?%
it

Report No: §%832

Document No: 9 M- W &
Guidelines: @ US PA@ CFESpart @D L Q @
GLP: Q Y@s ©© \\ Q\ @\ [}
Justiﬁ@n: Residue de@e St@? usgdor adation properties (foliar DTso for wash-off
mod@ling, RCA 7.12.2 4, trial code J)
Q % N Y
% v O N
Surmmary v\g § @\ RS
The purpose of@r@ presented study was to @termine the magnitude of residues of prothioconazole and
JAU 6476-desthio (%0\4) i u@ras@z after a single spray application with JAU 6476 (480 SC) in
Florida, U N
Only the data rel@%m f@e k@tic e\ﬁuation of several plant residue data of JAU 6476-desthio (M04)

for refifmen \\}-”' wash-off elling (KCA 7.1.2.2 /01) are summarised in this Supplemental Dossier.
Thesg ate t ather details and residue data of JAU 6476-desthio (M(04) used in the kinetic evaluation
K .I.X% wWith t@ode no. J which are summarised in Table 7.1.2.2- 23 and Table 7.1.2.2- 24.
The firgtthree (paired data points are valid for kinetic analysis, considering just the metabolite
JAU 6496-desthio.
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Table 7.1.2.2-23: Rainfall and temperature data

Trial no. Trial code in Date/ Precipitation @ ©©
Country, KCA 7.1.2.2 /01 Period of time [mm] ®\ (g
State @ &)
16043-01W 7 2001-10-05 P S o\@
USA, 2001-10-14 0.09 &
Florida 2001-10-19 S0l 1O, > 2
Soit021 K 007 R O o @
S0011025 of 011 & S & &
2001-11-02© 041N | Q& c&©
© total | . 0.69° < &@
Q‘?Q} N ¥ N \© 9 @@
Table 7.1.2.2- 24: Residue data, test system: t(gf @(?° Q@j %’\,\ %@J @6 ‘\% v
Trial no. Trial code in St @) @roth@onazo% N % <
Country KCA 7.1 zz@ \(@jy & Q %mg/k@ o & &
S %mean% §
J6043-01W Qw 0%, NE 903 - 18954 217629 | ©
USA, O s B 10390 | 13442 1AY7 ey
Florida @ RN Y T S Oy S T
@ &@ DT &7 ADss 4349 | 4349
SN 1407 |« 135921 1339 [O 1348
AN el 2l 0186 |- 0252¢)| 0219
G O w@ 0238 - 0.109 0.3 | . B115
< &
S @ N
QS S S %\ @ C& \
& s Vv
S -
Report: O KGA 7.1.22 /07
Tide: o rmu@lono@ BY 058 U 6476 inon winter wheat
@ %@’d whét, dL@m afi er spr ng 0 FO 87 AU 6476 (225 EC) in the field
in S anc ain, rt al a ly
Rep@ﬁ%ﬁo RJ£38/§' @ L@ \
Document No: %&;98 T@ 02- @ \ c& \
Guidelines: @ EU Ref cﬂ@recu&@@lM@/EE&oﬂuly 15, 1991, Annex II, part A,
S n o@f)art Ay sectiQn 8
@ gu @anceo ki g@ocun@nt 7059/V1/95 rev. 5 (1997-07-22)
: es O Q .9
Justiﬁ@n: Residue dee St@ u c?ﬂf)or d@radation properties (foliar DTso for wash-off
medéling, RCA 7.1.2.2 81, trgab code K)
N RN
X (g
Sunimary ~S IO Q §
The purpose ofzthe presentedsstudy&as etermine the magnitude of residues of BYF 00587, its

metabolite B OOSQSdes ylapd J 476-desthio (M04) in/on wheat green material, ear, rest of

AU
steckﬁfter tspray applications withBYF 00587 & JAU 6476 (225 EC) on

plant, graln s&ﬁ ha

wheat in uth ur(@ (Fr e, Spam Portugal and Italy).

Onlyt W&data ort &k netlc evaluation of several plant residue data of JAU 6476-desthio (M04)
for r@lnem fo%odelhng (KCA 7.1.2.2 /01) are summarised in this Supplemental Dossier.

weat d@@ls and residue data of JAU 6476-desthio (M04) used in the kinetic evaluation
KCA 7 2 /01 with the code no. K which are summarised in Table 7.1.2.2- 25 and Table 7.1.2.2- 26.
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Table 7.1.2.2-25: Rainfall and temperature data

Trial no. Trial code in Date/ Rainfall @ S
Country, KCA 7.1.2.2 /01 Period of time [mm] Q\ (%03
Trial location @ @ @
R 2007 0425/9 K 2007-04-12 by 0 NS
Italy, 2007-04-26 0 L %
Sicilia 2007-0503_ w00 49 L9«
(3607-05-10 S TN O o @
2007-05-240O 00, § &
T 2007-0531 & Q& ~
" 2007-068 _ . | <01 O @
QP2007-04-01- 20070430 |- O ¢, @
2007-05-0107200705-31GQF \% §
S @@7 OC%B%* 2&‘?06@%&% e A
S & T Q s O & @
Table T7 1:2 26: Sam;)hnlg dzta and r@uer\ éts, %h syst? w:)@ &"S© rﬁ\\ﬁ e ‘@§
rial no. rial code in ampie FQW \ a am -
Country KCA 7.12.2 /Oﬁﬁrag ) @age af@)@’ S magdrial & deshio
Q B B%] > o O Lm0y
L9 b @tmmg 2O Y | imgke
R 2007 0425/9 K™  UP0QO3 @ _green matgrial 2.7
Italy RS % UPAD04 [« 69 . Q -] Preenanaterial 2.2
© Q” [ uBpo0s o 71 & 14 greghvmaterial 1.4
S G - SR gregh makrial 1.4
QT 9 Oy AN S

§y©&\®§\©@ &@@

@ & N N @
Report: @ K@( 7.1Q.2 /0@ vE.; @2006 rev. 2008
Title: © Kue4’s 480e5C - %slod%a ¢ foljar I‘CSI ue %Varlous crops
Report No: RA 0§ @ @
Docutaent No: M @ %o
Guidelines: ﬁmes @5 P@MB D§ dg@@ble Régldue Qﬁmpa‘uon Agriculture Guideline

GLP:
Justification: @@Re e dgchine @y usg%for dogradafion properties (foliar DTso for wash-off

2 n@@elmé)l(&k 22901, 1\(1@ cqg )
AN & @ %Q . @@@ %@
S @ @ Q @ @ N
umm Q
Sevemﬁeld trials (&w pe@t tW@quI n), two soybean, and one sugarbeet) were conducted
determine the amoun€@pf pr@ilocona ole @nd the metabolite JAU 6476-desthio (M04) residue that

can be dislodg&l from pea soy n, and sugarbeet foliage following foliar application of
JAU 6476 ﬁse T%e soxbean mgl s W@l are used for the kinetic evaluation KCA 7.1.2.2 /01 were
conducted in*Nebraska.

Only the@ta r vant @)r th %netlc evaluation of prothioconazole and JAU 6476-desthio (M04) for
refinemitiit of-wash-off modelling (KCA 7.1.2.2/01) are summarised in this Supplemental Dossier.
The é.are thg;wea delasﬁss and residue data of of prothioconazole and JAU 6476-desthio (M04) used

r@ evalua‘uon@CA 7.1.2.2 /01 with the code no. P which are summarised in Table 7.1.2.2-
27 an le 7.1.2.2- 28.
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Table 7.1.2.2-27: Rainfall and temperature data

Trial no. Trial code in Date/ Precipitation @ @b
Country, KCA 7.1.2.2 /01 Period of time [inches] [mm] ®\ (%03
State A @ @
JA008-05D P 2005-07-27 051 @ 13.0 B
USA, 2005-08-03 0.02 05 & %
Nebraska 2005-08-11 0.934\\0\5 ZSQQU <) 3,
2005-0849 043 169 > @Q @
2005-0820 Q2 AR S &
200540826 30 NEROM IS c&©
2005208-29 9030, |7 76 O @
2005:09-07 oy R d o
7005-09-14 @f 953 gy 2135 5] O
Nl Y 297 [ L754S |
>4 N ¢ @ @@ YK < % R
S o TR s 9O & ¢
Table 7.1.2.2- 28: S:fmpling flata and lgdue r{%ﬂts, Q}bsyst@: so@n Q\@ %, §
Trial S 1Tml — IZCA@?%\ Jii“% é@ {%& @t©d & Q@Q é:t >©
rial no. amplin or e R orregte otal§
Country inteE")valg prothi onazofRd® J}U 6@-@5) @§ @cogr‘égbedh)
[days]” hgem) 9 | O fwemy® O] O jupem)
JA008-05D 1 0.0092%7 0.6407 | 0.0T42 0101 0.0 0,0163 @19&@\0.0216 0.0305
USA 0.0858 | 0.0077 120:006Q | 0.0080 | 0.81T2 -.0.6095 4,0.0138 | 0.0189 | 0.0155

S LODy| <LOIY! <D | £L0D &CLODY <LODP | <§OD | <LOD | <LOD

2
3 06040 {SLODY< LB | 0.0083 | < LODR9.0073] 0.0193 | <LOD | 0.0090
5

7 <LOD'{ <19D | <DOD pFLODY <LBD | £ LOD | €D0OD | <LOD | <LOD

10 5[ <LOD [ «OD igx LOBY <L@D | <LVD | @LODY <LOD | <LOD | <LOD
14> | <LOD SLOPY <LOD | <d¥D L.9LoD | <LQR | <LOD | <LOD | <LOD
YLOR T <LOD | <1OD ['<LODGX LoD’ <KOD | <LOD | <LOD | <LOD
Q28 F<LOD | <FOD | ®LODJ<LAD | <I8D | <FOD | <LOD | <LOD | <LOD
V'35 5| <LOD | <LOD < LOB| <1OD | <®OD {& LOD [ <LOD | <LOD | <LOD

a) days after@j! treatment 9D ‘o @ >
b) the meagured prothioco le a U 643-desthio resi were@orrected 1o 100% recovery using the average

rec of the field re@very s@ples which w@@@hipp@with the samopl@and analysed in the same sample set as the

A 5 N

o

samples N AN Ro AN
¢) sum of prothiocor@le and%%U @-dest’hg)@(in p@@t equé%iem%%
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CA 7.1.2.2.1 Soil dissipation studies

The dissipation and degradation of prothioconazole in soil under field conditions were evaluated @ng@
the Annex I inclusion using unlabelled prothioconazole formulated as EC 250 and were accgpted byd’
the European Commission (EFSA Scientific Report (2007) 106, 1-98, 12 J Y 007) Th&@
studies and the corresponding kinetic evaluation are included in the Baseline @’osswr

S f@
Annex Point / Author(s) Year Study t@ {% Dociiment No
Reference No Y @ € QQ\ @
KCA 7.1.2.2.1 /01 0. [ 2001 | terrgstrial field dissigyton MED4932201- 1 o
KCA 7.1.2.2.1 /02 0. | 2001 | std@ge stability & . [M-049685-04Y @
KCA 7.1.2.2.1 /03 LT, 2001 {@hu evaluation > 9 Q M-(@<§>5316,;01—1 N
\\ <

One additional study on the determination of the sto es ﬁlt %rotona@ e and\lts m;ﬁ%r soil
metabolite sin soil is submitted within this upple{nent @ Poss) for t@ prot
approval. This study is summarised unde T%QA
stability study submitted within the

of this study as given in the Basehne

2} co

’g %dyl @follow-up
cline DQSSleCA 2.1/
1@1@% als&@ot r%@ated%f hm@ﬂs S@ em

condzole

wa] of

1 Do$3ier.

ry

Y
In addition, updated kinetic evalu@lons 0@ he egrad onb \VIO f pr 10c ole ﬁfd its major
soil metabolites JAU 6476-desthjo (MO undégptiel ns h@ be rrned according

to EFSA Guidance (2014) an@OCUS

nce (2@(1)6 arld 201@ d%ve kin
for environmental risk a essment B o elhr@ purf}@se
KCA 7.1.2.2.1 /05, KCA%ZZ@/%

2217, N

Q

cp@ eters suitable
ey Gre %mmarlsed under

v

As new kinetic evaluatlons of estrlal @pan@ tl‘la<§ have Been pexformed the summaries
of the soil dissipati studz@ KC@ AL 2 2 1/08 and%ﬂae cofiespofiding fosmer kinetic evaluation
(KCA 7.1.2.2.1/0 giyenint ase Dos@ler ar@not eated within this Supplemental Dossier.
A summary of thytegradation rates ofzprothfegconazg an%@s ma@r de Hdation products in soil in
the field is glvéﬁfn se@on CAY.1 @\Q ® % S §
& .9 & 6 @
- I 4

Storag blllty in so

LT P

N
New study submnt@ for@nne reneWal > & R

Justification fo@clu%g l‘gtud i the Rnnex @Ren@val Dossier: The objective of this study is

the determination of sto ity é) prothidconazele and its metabolites JAU 6476-S-methyl

'‘MO1) and J@ 6476;de @(M@Q 1n seilup te.astorage period of 770 days in addition to the study of
001 (KCA 72. 2@62 %%de%% the§sehne Dossier) which includes information on

)

storage @b lity up to @y 42@ @ @ N

Report: oA 7.12.2.0904; % H.; 2002

Title: Detel@gma 1@1 of @e sto stability of JAU 6476 and of the metabolites

& L%L 647 esﬂf@and JAU 6476-S-methy! in soil
Report N o @

Docume& @55 1
Guld @ oun irective 91/414/EEC amended by the Commission directive
@ 6/%

es
&tlﬁc@on additional information on storage stability up to a storage period of 770 days

Executlve Summary
The purpose of this study was to determine the storage stability of prothioconazole and of its metabolites
JAU 6476-S-methyl (M01) and JAU 6476-desthio (M04) and in soil up to a storage period of 770 days.
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Untreated soil samples of soil Hoefchen (GER) were fortified with prothioconazole, JAU 6476-S-
methyl (M01) or JAU 6476-desthio (M04). The fortified concentrations of prothioconazole, JAU @ 6-
S-methyl and JAU 6476-desthio were about 50 pg/kg. @

The mean recovery was 94.9% for prothioconazole, 101% for JAU 6476@116thy1 and&l OZ‘V@'
JAU 6476-desthio.

Prothioconazole, JAU 6476-S-methyl and JAU 6476-desthio are stable &%ier deep- fro@n cc& tiops &
for at least 770 days. Degradation of prothioconazole could) be observnly at room%emp&?ﬁure 3‘-
no further degradation was seen under frozen conditions.

However, prior to freezing and during extraction, losgs of prothloc&(@azole (boues1d@%
etc.) occurred of around 50%. @
The overall recovered amounts were 33.4% for @hloconazo]& 98. 6"@%or AR 6&@%-m@§1yl 95@“%
for JAU 6476-desthio.

Results obtained after a storage period of 770 ys Vs@% Ve&%oseﬁo the 1ts alned\fro samples
extracted on day 0. The relative difference %)etw recé@red ount§on day fter age@dr

770 days were between -0.3% and -7.4%, Tor the analysed s*bstanc% pro conazole ¥ S—
methyl and JAU 6476-desthio. The regever 3\am0 Rits ofep othléonaieie JA 476@ met

JAU 6476-desthio on day 0 and after@tor&%@ per@ of @ day@re IIS@ in @)le @ 219

Table 7.1.2.2.1- 1: Recovered amm@s after@’storaﬁe pexv\\d of gﬂ day@ @ @ %@2

Recovered amounts Prothioco ole AU ethylé\jA @76 esthlo
@ | T*

after storage for N 2
g N [@

o ma [%] : 9 L/o]
0 days (=days ¥ _@’l) p @}%5. s 102 8 %01
770 days AN 35 Q 99& N % 93.6
Relative differehce [94} 703 o EN -7.4
a) For all stéZage stability samples, theHme beteen s@?{ he soil sathples aﬁi deep freezing
was a@e s@e (3 h 30 min), hleore, the@y 0 +$ sample set wa@used for
prothig onae in thiggable N &\ N @ o
& & O e & & @

2 2 DA T Y o @
o\ Lo R
& & & Smmagaadicigons
A MATERIALS® & & O S & @Q
2 @ §@ S &

1. Test Itengs S .© o L Q @
unlabelleﬁ@rothl@on 76 \\ Q\ o O
Reference numbers: & 017% .9 M%@Z9
Puritié 2 e’ & 9B%

& O
unlabelled JAU%\\476-@& Moy &
Reference m@ber & 00882
Purity: %% 990%

sth04)©

ber. O881201ELB02  M01305

@% $ 99.8% 99.6%

v

@
&



B . Page 99 of 190
sayer) Bayer CropScience 2015-12-14
R

Document MCA: Section 7 Fate and behaviour in the environment
Prothioconazole

Isotopically labelled internal standards were used to compensate for possible matrix effects in the
MS/MS detector:

. N
D
JAU 6476-triazole-"N, 3C > & ©
Reference numbers: MO08676 K-1098 @JQ & ©®
Purities: 99.0% 99.3% % § N %
. 9
A o
JAU 6476-S-methyl-ds, °C @ & TGOS
Reference number: MO08677 X Q@ @@ § y\g@ @
Purity: 99.0% & &© s 9 $ K©
Q o & @) @
JAU 6476-desthio-triazole-"*N, *C Qo? N @@) R & 2 @§
Reference number: M08682 . &S @ 6\ Y <
Purity: 989% NI O -
y: o Q @ o S QX >
v O O &S %
IR bQ s &.° & @
Test Soil @} \\ @} L& & o~ é\g % §

_(Germany) was use@ r t]@lé\stor
of

to DIN and USDA specifications par@ietefs\are
Table 7.1.2.2.1- 2: Physmal-chen@ca pr&@rtles@the

Parameter S

Soil designation /f\% S @,
Geograpclgcﬁocatlon (Cotntry) @

Y
Textu lclass@SDA% o 6

sand}Yo] N
@ Y

ﬁ/ﬁ]& &Y
YD s~ %

EPH (@lCaClh) &« o &

é? Or cartfoh [%]© &
) Orgﬁ matter [%h °\@

2 1,57
N Cation gkehang&eapaci® [meq/100 gk | o2 K
uea

&@ Watel@oldm@pamty S Q [~ ,©

@mumﬁ H,Qtad 100y soil IW¥] N 90

a =dry we > Q@ ©

5 S &
Ny & e F e

B. STUD%\?@%ESI@N S ©\ § @@’O@\ @©
1. Exﬁlmental G&I%IUOIQQ @ @ -

\
The test system for“§fora %tabl s@l undgr frozen conditions consisted of polypropylene screw
cap~hottles (Volum%”60 @% F@g prepé@tlo@ the test systems, 20 g of the soils were weighed into
each tube. S @
@
F omiﬁcatioﬁncen%ﬁorgf nomI Ainal 50 g per kg soil were used for each test item.
A @

After ap;@eatio@nj&le t@ys&@ﬁ were Stored at -18°C and -25°C in a deep-freezer for up to 770 days.
NS
NS

am pUng @
So% (u-@ were analysed on day 0 and after 3 7, 180, 420, 552 and 770 days of storage between 18

under storage conditions, three sets of samples were spiked with the parent compound and were analysed
after 1, 3 and 15 hours of storage time at ambient temperature.



B . Page 100 of 190
sayer) Bayer CropScience 2015-12-14
R

Document MCA: Section 7 Fate and behaviour in the environment
Prothioconazole

At each sampling interval one control sample and four treated soil samples were analysed. A s@ﬁd S
control sample was used for determination of concurrent recoveries. N >
S @® @
CRS
3. Analytical procedures
The analytical method 00610 (M-041798-01-1, included in the Base];@%Dosswr J(@A4 @
developed for the determination of prothloconazole and (® degradatlproducts JA\@\647Q“S -me &f
(M01) and JAU 6476-desthio (M04) in soil. @
Soil samples of 20 g were extracted with 100 ]. of a mi fare of acet trlle@er/
hydrochloride monohydrate on a mechanical shak%r 60 minutes and filtered. 35 mL of th&fil ter@
solution was transferred into a 50-mL volumetg@tlask, into\which uLQf t theQGnterna) stan@rd
solution had been added. The flask was made up t0 volume wi a NIden@ca‘u and &@antl 10n

©

of the active substance and of the metaboliteé*were@ne by high erfo 1d chrom tography
using MS/MS-detection in the Multiple Reacti rlnﬁode @sot ally, bei@mte al
standards (prothioconazole-triazole-""Ng_"C, *JAU (%g Ssmethylsds, ! nd JAU 6 @10—
triazole-""N, 1*C) were used to compenggte foy }@smb@\ma‘[r«g( effe 1n thq& —dehggtor

The mean recovery was 94.9% for@rot %cona 14@/ fo AU 6 ethygrand 1@% for
JAU 6476-desthio. k @lﬂ @

The mean recoveries of the metha@vah tlonS@j)nduc@,d dﬁ the@sora éfabll studxwere 99.5%
for prothioconazole, 99.2% for @AU 6476-S-ifigthyl gnd 100 ford AU 6476-d

The mean concurrent recovqig durlﬁg analysis of t saﬁ%ples @ 98@% f% proth1®onazole 92.4%
for JAU 64 thyl 4.19 64 th N
or JAU 6476-S-me yar%9 éﬂﬂg@ @des i s 2
The limit of quantlﬁc%on ( ) oftthe m§ \@ 6 @cg f prothl&gona& and the metabolites
JAU 6476-S-methyl @ld J §dest@10 a1§ h@\jhmlt @ de@tlon (EOD) was 2 pg/kg for

prothloconazole andits n@aboh

9 N

A. DA} C S & @ © N

The overall recover m n@were 33. 4‘@for &@hmc&fazolg@{SD =11.5%), 98.6% for JAU 6476-
S-methyl (RSD 95 0 fo% i0 ( = 6.0%). The recovered amounts are
summarised in T to e 7422

To obtain a mgre det@2 @Tstarﬁ @VIOL@ prothioconazole under storage conditions,
three addltlo@ sets© fo 1%5 ea Were §plkelth the parent compound and analysed after 1,
3 and 15 hours of stora ure.q) "he results are presented in Table 7.1.2.2.1- 6.

Prothio@a ole was o8&y st in ﬁ@zen ?ﬂ (< %T*S"C) At ambient temperature, a part of the active
substanc dissipate@l to JAU 6476:de sthi@ and to traces of JAU 6476-S-methyl. The amounts
that Could be recoviered fé soﬂ@’epe d ox@e time between spiking of the soil samples and deep-
freezing. The longer the @inple@wer tored dtoom temperature, the lower were the recovered amounts
of prothlocon&%’le d%the er were th&yecovered amounts of JAU 6476-desthio and JAU 6476-S-

methyl. The b11 samﬁ%es wegg all treated in the same way, i.e. the time between spiking of
the soil s @ dee@ reezing wasabout the same for all samples (3 h £ 30 min). In those frozen
soil sa%gé rthe degr tion of prothioconazole could be observed for at least 770 days (see
Table«z:sla @

@@@”@
&
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Table 7.1.2.2.1-3:  Recovered amounts of prothioconazole in percent of applied amount

DAT Recovered amounts, Recovered amounts, RSD @ @b
[day] single values mean values [%o] Q\ Qy
[% %l O 2”&
0¥ 116 106 116 114 113 @y 4.2 . N
0+ 3h? 37.6 38.7 30.8 35.0 35.5 9.98 @ %
3 31.9 27.5 23.0 31.7 28.5, ) 47 19«
7 33.6 267 | 289 | 3180 3053 99.1 @Q @
180 39.4 36.1 373 37.6 £.6 3.6 9w, &
420 33.7 307 | 353 | 817 32,9 N6D <§ c&©
552 334 33.0 35.1 1\334 Q' 337, & . @) @
770 32.6 34.9 38750 ' 34.7 362 Q 2 e @}
overall mean and RSD® . @& 334 @’ Y 11,5% §
a) on day 0, the fortification standards wegspikedsytto theo\}{ractleg solve %?no the %11
samples. Therefore, the mean recovery tate w:a@aroun(ﬁl)oo% 'no rr@ lltes ere &
b) day 0 + 3h samples storage 3h undﬁ%mbw mpergire @j @
c) without day 0 samples g\ﬁ \\ \ . @ §
Q@ O %@ "\& @ @‘}9\ & SRS
Table 7.1.2.2.1-4:  Recovered amo@ts O%AU 64% S-l&%ﬁ\hyl 1) @erceﬁ ap@d zgn”@unt
DAT Re%gver@ amounts, @ @%cove@d a%mts, < RSB,
[day] @ single valué®’ S q n valaks @Q k%]
S S TS %4 O
0 102 o101 P 108, 1B @2 7 |5 09

3 o 162 109 § 974 As 10L& 24
0 3

7 82.55)] 983 0 399130 «  88.0 O 45
180 &7 10m | 2401 1047 19> | © e S 1.2
420 A4 101 §99.998Y 96.Y | 9¥4 @ 98.1 2.8
5520 [ @85 N[ 10ty [ 995 [ 992 B N 99.67 1.1
7780 1 102 954 [599.5 4 7999 £ 999 2.8
< A OVQISQI meairand RSD © @@ ®) 8.6 11.5

@ 9,
o\@ %G % b\ © @ é’}
Table 7&1@.2.1- 5: I&h er@amm& of JAU 6@des§§§) (M@in percent of applied amount

%
Vi
DATQ &« R Vere(@mou@ﬂﬁ ' Recovered amounts, RSD
[day % @ sin l%vall{?@’ @ E mean values [%]
j@ @’[“/ X SEERN [%]
R Y01 ~ 102 29?’ 101 1.4
3 B56 A 98.29] 952 | o 98.0 1.8
) 7 82.6 O 8%F | 833 § 814 83.2 2.0
180 -k 298.6% | 989 K983} 96.7 98.1 1.0
s 420 U 039 |596.8 @) 96:8 7| 100 96.8 2.6
N 552 a6 - 956Q 933 | 94.8 94.7 0.2
779 94.8¢ 490.6 | 95.7 93.6 2.4
< overdi mqgﬁand@?%i) 95.1 6.0
&§} Q § o Q
o & © &
< N) % S
S S IEY
S
& &



Page 102 of 190

B
Bayer CropScience 2015-12-14
R

Document MCA: Section 7 Fate and behaviour in the environment
Prothioconazole

Table 7.1.2.2.1- 6: Behaviour of prothioconazole at storage in ambient conditions

Day Recovered amounts in % of Total recovere@@y
Prothioconazole JAU 6476-S-methyl | JAU 6476-desthio amounts: &
(M01) (M04) O 1%l o
0+1h 41.0 n.d. 17.9 > 589> ©
0+ 3h 35.5 n.d. 22.2 EYIERS %
0+ 15h 18.3 <LOD f 29.5 %, 0 o 47.8, 2 9

8
<LOQ: concentrations of JAU 6476-S-methyl below the ligt of quantiﬁc@%n of 6ug/kg€}ﬂ N @
n.d.: concentrations of JAU 6476-S-methyl below the limit of detect f2ugkg @ §

> & o

Y N &
‘ S
TIL. C(@LUSION& @ R \© & @@}
ST D
R
Prothioconazole, JAU 6476-S-methyl (M01) @%JA@@%M esth&%(M e eu de\r de%-frozen
conditions for at least 770 days. Degradation Q@rotl@ onadle co be & 3

erv
temperature; no further degradation was‘i”ﬁe n uﬁder é en ¢ dlthﬂ% HO\@ er,pr ior to§§ AN
procedure and during the extraction preg dure\ sses

proﬁh.loco le @und 1du%ﬁetc.)
around 50% occurred. ©Q (5% @ @ <

S
Q & @’@ @ > ©
Kinetic evaluation for dpd%nts v @n@ @® @Q& @© LN

New kinetic evaluation s mlttéb @wx @enev@ s @ \@ 9

Justification for including this study fa the Atine %I,Ren 1 Dﬁs&er@e 0@‘0% of this study is
to estimate d1ss1pat101&1mes Qéﬂ' 50)@ prot@oco le Lafid its ma]or degrada@n product JAU 6476-
desthio (M04) at st con@ho \nclud @ Ba&@ine Dossier) for use as
trigger endpoint. ev@iuano@as ﬁlducte o@ﬂlve @netl& paral@ters according to FOCUS
Guidance 2014)© N &

O D & @ <
Report: ° KA 7:1.2.2.1/05; L €.; 2015

Title: .. 9 Protldgconazole (P) kin&¥ics a;}%m
N ,&

&@ en@%ints the sail d1551pat1<@§f d

il ﬁel@ Kinetic evaluation (trigger
10 ( \abohte of prothiconazole) under

‘ d cojiditions,, o %\ w %\
Report No: Sa-15-02 AN @ Q @
Document No: 2 M- 48:Q1- @5\’ Y

Guidelines: @ E S@ 14; @énem@mda@%for ®stimating Persistence and Degradation
I@net@ gnwr enta§F ate Sudies on Pesticides in EU Registration,
S\ Version: 1.&Da De@ang@)m

GLP: @7 %@alcul@lon)
Jusification: New data/ guideline @ulre %‘[

N inet@§ana is of fhe de§datlon of prothioconazole and its major degradation

&.5 product JAL 47@168’[1%? (M04) for trigger endpoints
S X

& B

Executive @nm@%}% §j & @
The purpgse of stu as @’estimﬁ dissipation times (DTso) at study conditions for use as trigger
endpoiff® he§ ion o thioconazole and the metabolite JAU 6476-desthio in agricultural soils
unde %atu ﬁel@ ondifions was investigated in eight trials in Europe (| , 2001,

1 /01" ncl@d in the Baseline Dossier). The kinetic evaluation was performed according
to the éﬁ nce given by the FOCUS Kinetics report (FOCUS, 2014). Degradation parameters were
fitted the software KinGUI 2.1.
Four kinetic models, Single First-Order (SFO) and the bi-exponential models FOMC (First-Order Multi-
Compartment model), DFOP (double first order parallel) and HS (Hockey-stick) are assumed to
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adequately describe the dissipation of the applied substance in field trials (FOCUS, 2014).

s
The DTs values for prothioconazole and JAU 6476-desthio (M(04) are shown in the tables below, ng§
values (trigger endpoints) ranged from 1.2 days to 1.6 days for prothioconazol@gnd from 16@3ys to
63.4 days for JAU 6476-desthio. The kinetic parameters determined for the @ipation under rea@@:

field conditions are considered appropriate as trigger endpoints. Q @ o
Table 7.1.2.2.1- 7: Trigger endpoints (field DTso) of prothlo@yazole, non-ngﬂnahsed °\© c\@ é\g
Study Annex Point/ | Location l%étlc Tso D D;gtg &
Reference No < Qype” % day@ [days] :©
T 2001) [KCA 7.12.2.1 /01 [ R812587 (Gerniéhy) o SFO 1.6 [ e32 @

R812595 (Gg@ut Britain) | Fitnotgeleptable | o 1 -.@§
R812609 (France, North >  SSFO @y [\ 1.2 o] 30

R8126]17¥GreagBtitain) | Fitnot acegptabl - =

R812625 (Frghee, Nofth) | o0 sE® Y| 49 J=13.9¢ °
R842633 (Keance, South)s S§FO &> 14 9 §@
REIS667 (Maly) @) <[ ) SFON 14e | %6
JR1555 Gertamy S | 5 si0” 2 a5 | Cao
Geometric mean & TS MR $1.4 i
a) SFO: single first order, FOMC: first ofder nagti con@rtme FOP uble ord ") par S
<
Table 7.1.2.2.1-8:  Tri r%ndpqglts (ﬁ@DTs@%of JA@L6476 ﬂesthm\(%w),@@on nc%rmallsed
Study An x)Pm 7/ L@atlo & Q szet“{@ w\? DTso DToo
Referenq@%l - A @ Q [days] [days]
| & &71@21@%1@87 (G&many) %@ O | 162 53.9
& R8$2595 (Cyeat@@ain)ﬁﬁ . _SFO,, 50.9 169
R \© @ R?Uﬁ@(ﬂa@ée, Northy | @ SF& 55.6 185
©© ©© o  CR812607 (Great Brifajn) | <> VSP% 493 164
v g R§1 254France, North) P §F0 48.4 161
o\@ v, % |R®12633¥France, Soutlp| _ @O SFO 63.4 211
A @’ § \RS15667 (Italy) o sFo 322 107
Sy 0S5, [ R8ERT5 (Germany) Ky sFO 27.0 90
Geometric mean s F ) S O N 39.6
a) SFO: single first order, C: first ordefGnulti mpartn@qt DF@l> double first order in parallel
o HSRMC G gl
QO O O o @\ @
SRS %Q & @
L @ODS o Q@ TSNS
N
The behaviour of @hlo azol@lnde@eld @ﬁdmons was investigated in one terrestrial field soil
dissipation study, enco %§1ghtt 151‘[@ located throughout Europe (France, Germany, Italy and

UK, > 2001). k@ considered in the evaluation (Baseline Dossier,
KCA 7.1.2.2 v%re ield dissipation trials were carried out at eight sites across Europe
in order toStovex, 1ffe t rqgesen f-l e agro-climatic regions. Each test site received a single

apphcatl@&at a rnma@,appl 1on rate of the active substance of 200 g/ha. Application was made on
bare soifs'At 4<dpials, %e soﬂ@vas maintained bare; at the other 4 trials spring barley was sown at the day
of a%lcatl or a days-before.

Tl@ 1ne@naly51s wasYyerformed according to FOCUS kinetics (2014) using the software KinGUI 2
with fou@ different kinetic models: Single First-Order (SFO) and the bi-exponential models FOMC

(First-Otfder Multi-Compartment model), DFOP (double first order parallel) and HS (Hockey-stick).

Calculation of DTso/ DToo values: A half-life is defined as the time taken for 50% of substance to
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disappear/dissipate from a compartment following single first-order kinetics, whereas DTso and DT
values are not strictly connected to a first order kinetics. In this report half-lives, DTso and DTy les S
are calculated from the appropriate rate constant k as DTso = In(2)/k and DTy = In(10)/k, respegti ely.§
For trigger endpoints, all residue data beginning from DAT 0 are used andgghe day lengghdis &t

<

normalised to standard conditions. @J@ &
S
3 S L o
% o\ 9, @ '24\9
II. RESULTS AND DISCUSSION < % \\ < @

| | | | ¢ &8
Trigger endpoints for prothioconazole and JAU 64J6-desthio Q@ ) were Ved @ow th&
procedure described in FOCUS (2014). An overvie @the trigger@idpojnts is given i&‘Table 22@
7and Table 7.1.2.2.1- 8. in the Executive Summ he trigge&;ndpo@ and’statigtiCal pagmetergfor

®22.

rothioconazole and JAU 6476-desthio are given in Tahle 7. 1-"Sand le 74:2.2, 51 0. &
p g & @@ @g) {*’ @@b INO. O
2o @) Q@ < KNS
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Table 7.1.2.2.1-9:  Trigger endpoints (field DTso) and statistical parameters of prothioconazole

(prothioconazole only) @f S
best fits highlighted in bold letters N @§
Type of Kkinetics® Fitted X2 error p Visuak} DTso @ Y 90@
parameters [%] (tes) | /S| [days] 9 [days}
|R812587 - I (Germany)” O
SFO Mo: 115 1.26 ( k:0.001 J> + 16 [ 52 aF
k: 0.443 @ R @
» SFO fit statistically and visually good; FOMC cannot be fitted due to the low@%nber of measufément @ I é
» Conclusion: Prothioconazole is well described using SFO&netlcs & A Q Q)
K\ Q o & @) %
| R812595 - [N (Great Britain)” o D QLS
SFO Mo: 123 [*¥1.20 ke0.126 N\ 14 o 1 4@
k: 0.489 & | S x J O Y
» SFO fit statistically not acceptable (t-test for k); ROMC cinot b@%ed d@to th%&/ nundPer of measu rer%lt dates
» Conclusion: Do not use the endpoints of this tgial. Ho@%er sifwe the t@s visua acc@able, S(& o @7 AN
prothioconazole may be used to fit the metahgh e in"the nextStep. a Y
) S S .
rst2600 - [ rance Nor ' 0 @S O o & &
SFO My 42 & @47 k: @p06_ o o & g@ 4 39
& 0595 S @ Sl w,
FOMC \Mo @@7 2 é@ @V oS _pooooss | 0.2
@ a; M7 Q @? LN
B: 6.56 x 165 @ O
» SFO fit statistically and vj ually g anj@;@ﬁér th OMC(@OMC not ac@ble o &)
» Conclusion: Prothlocoqaz e is well des SFOkinetics -« @ X

R812617 - “egreat man® O 20 O o 7§

SFO Nh: 118, S1.228, k61300 % 1.8 5.9
oz P Y| @ 5

» SFO fit statis @cept ble (t- test%r k); FOMC c&nnot b ed dyg, \\fo the@w number of measurement dates
> Conclusmné% not the en 01nt§Qf this . Howhyer, since the § Vlsueﬂ:ly acceptable, SFO of
prothloco ole méybe usédro fit tl@metahghte in %next@

R812625 H(France NS N ©

SFO & DS H40 06 Nk: 51 + 1.2 3.9
A @ . P §597@% & 89

» SFO fit statlstlc \and vigually g@ FOI\@ canm\gfbe fitled due te:\ﬁle low number of measurement dates.
» Conclusion: Pr IOCOQaZOIGI de@cﬁbed usfie SFO@”IC'[ICN

R812633 (Frasice s@th)d) < @

(@) MO & 1.8& k: 0.011 + 1.4 4.6

@ Sk 0 o

P SF ﬁétatlstlcally a v1sua@ood : @DMC gagnot béo*ﬁytted due to the low number of measurement dates.
usion: Prothf@\qonazole well describe smg@O kinetics

R
. L9 Mpgoe 179 k: 0.077 + 1.4 4.6
@ > '501Q
» SFO ﬁ;@mic lﬁn(zgglly g06d; FOMC cannot be fitted due to the low number of measurement dates
» Conclusipn: Prgthioco e isgwell de ed using SFO kinetics
Re15678- (Germaiy)”
SFO®™, &% ) Mo: 105 1.39 k: 0.029 + 1.5 4.9
ST & | ko0as

‘{ SFOAttatistically andVisually good; FOMC cannot be fitted due to the low number of measurement dates

C@usmn Prothioconazole is well described using SFO kinetics

a) S single first order, FOMC: first order multi compartment, DFOP: double first order in parallel
b) visual fit: + = good, o = moderate, - = poor

c) Dbare soil

d) cropped with spring barley in the first and grass in the second year
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Table 7.1.2.2.1- 10:  Trigger endpoints (field DTso) and statistical parameters of @" 6
JAU 6476-desthio (M04)  (best fits highlighted in bold letters) N @@
Type of kinetics® Fitted X2 error p Visua&; DTs0  |@PTo
parameters [%] (t-test) ﬁt@‘@ [days] [da;@
N
Rs12557 - [N (Germany)” S S b
Fit together with prothioconazole CH NN i
SFO k: 0.0427 897 | k:<000LY 897 [ Q62 sgé@ &@
ff: 0.646 | <00 9 3 & o
» SFO fit for JAU 6476-desthio statistically and visually go@g). Q X Q @
» Conclusion: JAU 6476-desthio is well described usingﬁ%{) kinetics togef@r with-SFO %prothif)@onazole@ &
Y =4 Q
| R812595 - [N (Great Britain)? @ > 2 o ° &
Fit together with prothioconazole ' 9 % ®, @W ~ Y
SFO k:0.0171 @%8 F)k: <@01 §>@+ ‘b o4 %135&
£f: 0,708\ Q" tr K9.001 O @)

» SFO fit for JAU 6476-desthio statistically and vis ﬂ? goo%ﬁowev@ the ﬁlocon@ole resylts in this fit d ed
strongly from the results of the first fit, af@)the Mhlocon@)le cuite did r&ook&}eptﬁb@' her@ﬁe JAB5476-
desthio was fitted again with fixed pro COU%E pargyeters @

Prothioconazole parameters fixed: XN

SFO

@

%00 00@ | ©§” J@ 509\ 169
@ ff: &S85

» SFO fit for JAU 6476- desthlc)%%tlstlcﬁiy an%ﬁually g d @

» Conclusion: JAU 6476-desthio is \gqul descr@pd us1r¥g SFO lmﬁtlcs td%cther vgf?SFO%r projjnoconazole

AN
| R812609 — —a«ance North)”@ s SR
Fit together with prot}g\oconaz Q & . © N > @
SFO @ 0.12%, [S14.0x.] k<0005  # 55.6 185
§ > | <0001

» SFO fit forJ @47 cf@thlo t%tlstlcall?\and visually g%\&% $@

» Conclusion; desthlo s we‘lgdescrlb%usmg&: O kinetiCs tr w1ﬂ§: O for prothioconazole
@) Q S

R812617 - W}reritain)% N NS

__________________________________ 2.

Fit togethéPwith prothio&onazoé@‘/)) ,@\% @ ‘o @ @7

SFO s O R k0187 40.7 k: <001 + 37.2 123
N @ P oz O Y fﬁi@i;(())m
y g0

» SFO fit for J AU@% desthio stat@slcally and v15% ogliowevﬁ\% the prothioconazole results in this fit deviated
ol

strongly from% resultg of the &t fit, @}the &f iocon: @ge did not look acceptable. Therefore, JAU 6476-
desthio was fittcd agdip with prg@bcom{z ole par@eters @n the initial fit above

Prothlocon par@@eter@ed

SFO % | ffoo% @F

| g SF t for JAU 64 é@esthl@atlstlcaﬁif and@suall ood.
> Concluswn JA 6- degthlo is ;&841 desc;ﬁlsed usm FO kinetics together with SFO for prothioconazole.

k:<0.001| + | 49.3 | 164
ff: < 0.001

Fit together WI@»prothloconaZQe

SFO ° § @o 0143 7.84 | k:<0.001 + 48.4 161
@ N f: 0.3@3 £f: < 0.001

¢, for L@é476$§th10 stlcally\énd visually good.

> Cag (:?' sion;@AU 6476=desth@®1s well described using SFO kinetics together with SFO for prothioconazole

a) SEQ: sin, 1rst ,F ONR\? first order multi compartment, DFOP: double first order in parallel cont.
b) %sual f —moderate, - = = poor

g

d with spring barley in the first and grass in the second year
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Table 7.1.2.2.1- 10 (cont.):  Trigger endpoints (field DTso) and statistical parameters of JAU 6476-

desthio (M04)  (fit together with prothioconazole) @o S
best fits highlighted in bold letters §
Type of kinetics® Fitted X2 error p Visua S DTso @\\T')o
parameters [%] (t-test) fit "]  [days] @fday
C
| R812633 | (France South)® SRS oA
Fit together with prothioconazole ~ 2 ) s o 2 A
SFO k: 0.0109 123 of ki<0.00lg) + &34 211
ff: 0.671 Y] ff: < 0. OQ{Q @ $ 2 ©%

» SFO fit for JAU 6476-desthio statistically and visually gég@% o Q
» Conclusion: JAU 6476-desthio is well described using kinetics toge@r with SFO fog prothigconazoley @

2 7
| R815667 — [N at21y)® o N

Fit together with prothioconazole ©° @U R ‘i&t@ @V N R,
. QO Y 0
SFO k:0.0215 © @6’7 ;}fk <@POl 0+ @ 322 @ 107
ff: 0.4948 @ @ 001 & Q o
» SFO fit for JAU 6476-desthio statistically afd vis l‘N 200 Q §
» Conclusion: JAU 6476-desthio is well di 1bedo$§1g SF 1net1dgtogeth@;\ ith SO for p&hiocgﬁ@gzole
SN s o &g .0

R815675 - [N (Germany)® ©F & & & @ .S & o

Fit together with prothioconazole é R m® @V . v,

SFO Q3 P 6 <0001 [+ 7270 90

D 1.0 764 Y @)f T. <ﬁ01 &

» SFO fit for JAU 6476-desthisstatistically a@lsual]%good
» Conclusion: JAU 6476-dgsthio is gwell desgv d usi@g SFO @etlcs togethe@h SFQ%r profioconazole

a) SFO: single first order, EOMC: first ordefpulti @pann@nt DF%Q > doubfefirst o?@r 1n®llel

b) visual fit: += good 0 fmode or @

c) bare soil % © ]§ > @) é& &\@

d) cropped with Sp@ arley in the and @s in t econ@ear@@ . o
ISIARANINE

S .o 9 11(%0@&LU@@0N 2

DTso Valugs@“)atrlgger en 1nt @m 1 @da to 1 @ @othloconazole and from 16.2 days

to 63 s for JAU h10 (M04) T.lle kl@ ic patgimete® determined for the dissipation under
realistic field condifiens a@on g@red opg\me asc{rlgger points.
> & O O
TS ® \% SIS
@ O ¢ .0 © .0 @
Q0O O S O D
SRS ,@ & @
<) O @ %o
& SN é@ o)
h @ &@\ O
@%
@ O § < @Q
LS Q
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Kinetic evaluations for modelling endpoints

The dissipation of prothioconazole and the metabolite JAU 6476-desthio (M04) in airlcultura 1ls S

@

under natural field conditions was investigated in eight trials in Europe by
(KCA 7.1.2.2.1 /01, included in the Baseline Dossier). Based on these trials, fyo kinetic e
were performed to estimate normalised (20°C, pF 2) dissipation tlmes 50) for use&m
simulations of environmental exposures (modelling endpoints) for prothlcg)nazole and the me@ohte@
JAU 6476-desthio. © o

@

) X
The first kinetic evaluation (i}, 2012, KcaA 7.1.2.2. ) was pzé@-:ed accordi&§o tk& uidaftee
S

given by the FOCUS kinetics report at that time (FOCUS, 2006) anddhe second ewalu at@( o
and - 2015, KCA 7.1.2.2.1 /07) was conduct@%o derive kiagetic paramet@acco@mg FS&
Guidance 2014 and FOCUS Guidance 2014. %
In the field dissipation trials, prothioconazole @ ipated completely @om scﬁ Wi 1@1 a féy da
general, there were only one or two measuremggts >10Q, a earlgg}o resi@ies were | %\t?henxig
of cumulative rainfall were reached. Therefaye, it @ not 551b @v elh&g endpoints for
7@des @
re

prothioconazole according to EFSA, 2014«and omly’ the @etabo@e JA thi®) (M0 e
, 2089, K

addressed in the second evaluation ( 1.2Q.1 /0). There the
@KQ@W 12871 /06)
O

parent compound, the DTso derived frof@the first ki e ev&f‘%&a‘uon
will be used. t' { Il\ﬁ

NS S $ 2
Q@@@@ § 7 &
New Kkinetic evaluation subed er Annex I re@wal @ O é%
Justification for including this s dy 1n nqex I B new %ms&e@ Th%)bjectlve of this study is
to estimate dissipation t1rn@§ (DT5® ofp 1(§ézole a study condifions 7&7@ 2.1 /01, included
dpo Tl@aluaﬁén was conghurted to derlve kinetic

in the Baseline Dossier) for ;};%s modetlin

parameters accordingée FO G&f@dnce 06. @ N @ q& N
> &

Report: C 2@%6 il A, ”2012@
Title: G Kinetic mo&elhn analysis of p@}hlocoﬁzol om @d soil residue studies
@© ucte®in Eu@pe Q1 ah%d to é@ a 2
Report No; %/ 1 1/%2 % @ @ %
Document No: -4 Q@ v
Guid@es: S ( ) 1da e Doc@nent?&m Estl@tmg Persistence and Degradation
etlc from V1r01®nent “Fate &udws@ Pesticides in EU Registration”
of thy C Wo rou@)n radation Kinetics, EC Document
Refﬁél nco/ 58@ 5 V@Slon 2@ 434 pp.

GLP: @ cal c1;., tion)
Justiﬁcat&)n New -7@‘: / ehn qu1§ent @

S Kingtic analysis ¢ degradatien prothioconazole for modelling endpoints

@ N 7 X &Q ©\
> @ S

Execufive Summ@ % L@
TheNaim of this evaluef§n to conuc§ kinetic modelling analysis for prothioconazole and

JAU 6476-destl@o (M04) fro ur@n ﬁ@ soil dissipation studies in order to derive normalised DT’
values (20‘;§nd pEf) fasUse g subsequent risk assessments. In this dossier only the data for
prothioconézole w@fbe magised ( 6476-desthio see KCA 7.1.2.2.1 /07).

The d155®tmn@§ prot}@oco le in agricultural soils under natural field conditions was investigated
in eig T@rlal @iﬁ Eu , 2001, KCA 7.1.2.2.1 /01, included in the Baseline Dossier). The
kine eval@ S p fﬁ‘rmed accordlng to the guidance given by the FOCUS Kinetics report at that
tinfe (FOEDS, 200

Daily temperatures and moisture contents were used to normalise the data to reference conditions
accordinig to FOCUS groundwater assumptions (Qio of 2.58 and Walker B-factor moisture exponent of
0.7).

All datasets were evaluated with KinGUI2 in a stepwise procedure using simple first-order (SFO)
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kinetics with free optimisation of all parameters according to FOCUS kinetics guidance (FOCUS, 2006).
Evaluations with SFO kinetics resulted in acceptable fits both visually and statlstlcal@?or S
prothioconazole (min Chi? error 1.1 - 32.2%, t-test > 99% significance).

The median normalised DTso value of 0.90 days (Table 7.1.2.2.1- 11) for prothioggnazole are c@lde ed
appropriate for use in environmental risk assessments, along with an average C@‘nation fraction of.

for JAU 6476-desthio (M04). NS
Table 7.1.2.2.1-11: DTS5 values for prothioconazole normalised to refel;& conditiors.0 N é\g
20°C and pF2 )
P & O o B @
Study Annex Point/ |Location & Q) Klnetl(:v\g WDTso N Q)
Reference No %@ S type® © Qday@ @Q}
T 2001) [xCA 7.1.2.2.1/01 [R81258%(Germany) 9 SFQ) 132 |S

(@)
R812595 (Great Britgip) |° SEO o\, | w109 ¢
R8¥2609 (Efince, North) SSFO & | N0.75
R81261%(GreatBritaif0] & SFOY 4 1 o

R812625 (France, Ngrtﬁ SEO 673
o R812633 (Bpnce, 800th) A& | “SFO o3 0.70
Q| RBIS667Haly) > NSFQ@ a> 097”0
O IRSI15675 (Germany) | 50 SFO L] o
Geometric mean R o & > @%y ) @ o O "\0.94
Median <D S o @% ﬁ@f/ Q N @U &, 0.90
a) SFO: single first order, ]@mc (iirst ord@ﬂtl compartment, DF&Ig@doubl@irSt o%er in paraflel
o 9 © @Q @ v & § @ y\?@
TS e I©§§M§HQI@@ & ~ S
é\” “§ C& é\

The behaviour of thlogonazo@undéﬁield cond@ g 1gate in one terrestrial field soil
thr:

st
d1551pat10n stud co ssmg%lght trial s{%s loc uro France, Germany, Italy and
ﬂ % ll tr @g 1del§§l m§le luation (Baseline Dossier,

KCA 7.1.2.2.17/01)@pere used. T e fiel 551 s wer®ca out at eight sites across Europe
in order. tg@cover dlffe{gent r@@ress@ 0- ch at1c @glon@%ach test site received a single
applicati N at a no ication rate, of sulgsfance prothioconazole of 200 g/ha.
Application was d% on B‘a{e SO}:kﬁAt 4 ls fh@ so@xwas m&iisltamed bare; at the other 4 trials spring
barley was sown @16 day of applicatien or a@vv befgre.

The kinetic evaléation pe @coydﬁag to@e guidance given by the FOCUS Kinetics report at
that time (FO@J S, 2096). thgr@ata a@ soil roperties were taken from the studies. Soil moisture
and tempera e for te n ahsﬁg n 0@6 m@lhn@ndpomts were calculated with FOCUS PEARL

3.3.3. All datasets were evalua w1t is GI@Z ina¥epwise procedure using simple first-order (SFO)
klnetlcs@h free 0pt.1 atlo@f all p s a rdmg to FOCUS kinetics guidance [FOCUS, 2006].

O ~S @}%@j R@UL@@ AND DISCUSSION
, @’ &
Modelling endpoints temﬁure Ad mm@re normalised) for prothioconazole were derived following

the procedl.@descﬁb di CUS(200®). Daily soil temperatures and moisture contents were used to
normalis@&he datao reé@ence\é;%nditio s according to FOCUS groundwater assumptions. All datasets
gave aﬁ@epta minimu i? error values for field studies (1.1 - 32.2%) and t-test parameter
s1gn 1 and, are considered appropriate for evaluation as modelling endpoints. An
%@ew @gz?he m@dell@ endpoints is given in Table 7.1.2.2.1- 11 in the Executive Summary. The
ndpoints and statistical parameters for prothioconazole are given in Table 7.1.2.2.1- 12. The
medianiormalised DTso value of 0.90 days for prothioconazole are considered appropriate for use in

environmental risk assessments, along with an average formation fraction of 0.60 for JAU 6476-desthio
(M04) (Table 7.1.2.2.1- 13).
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Table 7.1.2.2.1- 12: Prothioconazole parameter optimisation results
Trial Mo DTso DTy Min Chi? | t-test” ©©
[ng/kg] [days] [days] error Q\ @
O %] @ g
R812587 (Germany) 1155 1.32 439 o 12 [ 99%
R812595 (Great Britain) 120.3 1.09 3.63 268 & >99%
=) N4 %
R812609 (France, North) 141.7 A.75 2.48 4.5 >0 K
R812617 (Great Britain) 113.2 38 @57 32 el @
R812625 (France, North) 1398 | 073 | 4 @1 3% | O
R812633 (France, South) 794 @ 070 |[& 232 Q720 R >0% é}
R815667 (Italy) 80.5 o) | 097 323 & 28 | >99%Y
R815675 (Germany) 105.080 08> | « 272 5 }gﬁ) 7> 9905,
Geometric mean N2 0 Y oS
Median >~ UZ} @90 o < v S @ &
‘&ﬁ N \\ > % § N N §§@
Table 7.1.2.2.1-13:  Formation fract1® of.fA}647@destj1&(Mo4@ %\ A S
N g\g K < <@ &
Trial &© PN N @\@Fo t\ifolzn@Q §y %@)
S g 2 & & &9 ég A
R812587¢Germany) Y ] eR 072 S
R812595(Great Britaig) %} o | S A6 o &
R812609 (Frésice, Nirth) N2 o,
R81261 7 (S§reat Britain) S Al o 078 &S
RB12623{France; North) @@ N RN
UR812633 (Frapce, Sath) V& |y, 065
OT|R8667 (Raly) v s, o ¢ D o> 0487
& [R91567S Gemny) o> & o | & 04
& rithmeticmean > 9 & O @60
\@ Median « 2 = © 9 @  @0.66
O X N N
A 2.9 @@aqé\%\@
o AN
SO 4 @’NC@SI NS
v %
D S

All datasets wgre evahr ted@ing @@6 k@tlcs @Qa ste@nse procedure with free optimisation of all
parameters, T@ultm@ln a @ptahk\ﬁts O\ S

The optln‘u%ed model ﬁts@or prothioc gole@t all |8¢ations showed visibly acceptable fits to the data
with th@idual anal plo Iso bg%g s@fact%‘y (random scatter of residuals). A high significance
level was obtained f@pthe gstimatgd parageters

The\%edlan DTso&Valuﬁ dag® foothloconazole is considered appropriate for use in
environmental @k asses eni@ @ &
PR ) SR
@ < Q & ©@
> O o
&
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New Kkinetic evaluation submitted for Annex I renewal
Justification for including this study in the Annex I Renewal Dossier: The objective of this st

s O

to estimate dissipation times (DTso) of JAU 6476-desthio (M04) at study conditions (KCA 7.1.2:2 Olé§

included in the Baseline Dossier) for use as modelling endpoints. The evalu@tjon was co ed.to
derive kinetic parameters according to EFSA Guidance 2014 and FOCUS G@nce 2014. & @®

Report: KCA 7.1.2.2.1 /07; , A.C.;
Title: Prothioconazole (PTZ) kinetics aerohi
endpoints) of the soil dissipation of desthio (meta ]

field conditions (evaluation accor@ag to EFSA 4&

guidance 2014) Q &’ Q& & © &@
Report No: EnSa-15-0284 Q& \ @ \© @
Document No:  M-535790-01-1 . R SRR
Guidelines: - EFSA, 2014: Guidance @)cum@ fo ?eyalug%ﬂ ato nd f] el? %
dissipation studies to btam aluept acti gcances@ plag <
protection products #n traﬁsforr&%lon I@ducts%;f the@ ¢ substa @
soil, European Fo@“ Safe@ Autl@rlty (EFSA \Ita @}é\ﬁ S%@urn§
2014;12(5):3662R ¢S
- FOCUS, 2014 Genefie gulcmce f(’S%aE 51st egradition
Kinetics fro&nvgynme@l F at@'&tud§a i@trcr @m E@ glma‘uon

Version; {(%@ Dafév 18 D@em 2014@ @ K

GLP: No (calcula on) &@ &
Justification: =~ New data / guidpline ulre@nt @ N

Kinetig angms of%he @radgon JaY 64%6- detsi@o @4) for modelling

en%oints@ & O« . )

T & S & o O &

Executive Sum & )
The purpose of S 'Q y wasg% estim ate Rno otmalis (20@ dlss@tlon times (DTso) for use in
model simulati@hs o VrrO@nent p e ( elli ndp§ fo&JAU 6476-desthio (M04).
The dissipation of @’othw@pnaz%le §t e@bol JAU@176 ¢dthio in agricultural soils under

natural ﬁ&l@condltrons yxggas investigagedin elgﬁt trials’in E@ope ( , 2001, KCA 7.1.2.2.1 /01,
1nclud the Basel r). The' present re COmp ises@e evaluation of the data according to
the most recent g ﬁance%ﬁg)r evalpating\fiel dissip@n studies (EFSA, 2014). The kinetic
evaluation was alsd, erf rd1n°gto thezguidafive given by the FOCUS Kinetics report (FOCUS,
2014). Weather g@ta a@oﬂ pert weréakensfrom the studies. Soil moisture and temperature for
the normalisation of mo@ ing &ddpoifs wer@calcu@fed with FOCUS PEARL 3.3.3. Degradation
parameters \}@re fitted withthe seftar mG@}Z 1. @
Three k@ models, Single F § Or@f’ SE(@an%& bi-exponential models DFOP (double first order
parallelyaand HS (H%: ey-stiek) are assux@d tosadequately describe the dissipation of the applied
subs‘g%rlce in field trf@% (F(&US @14) ly tl@ inetic model SFO was used; DFOP and HS were not
usetyn the report @
Prothloconazol@dqsmpated to&q‘fy fr@n so@wthm a few days: In general, there were only one or two
measureme LQQ; and{Hearly wo restdues were left when 10 mm of cumulative rainfall were
reached. T@forp\}it is ﬁossible t@erive modelling endpoints for prothioconazole according to
EFSA, 2 O &
The me@bolitenfAU §476- io is formed nearly instantaneously in soil. Due to the low number of
measgref thesparent, it was not possible to simulate formation and decline of the metabolite
er @t prot@)co@ole As a consequence, endpoints for JAU 6476-desthio were calculated for
phase of the metabolite considering only sampling dates after 10 mm cumulative rainfall as
recominénded by EFSA, 2014. By omitting the initial sampling dates, surface dissipation processes can
be precluded for JAU 6476-desthio, and only SFO kinetics were fitted.
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Normalised DTso values (modelling endpoints) for JAU 6476-desthio ranged from 18.8 days to
32.2 days, with a geometric mean of 24.7 days. The normalised kinetic parameters determined fa&the @

dissipation under realistic field conditions are considered appropriate as input for modelling pugp es@j
The DTso values for JAU 6476-desthio derived by the evaluation of the figld trials are @wngm
Table 7.1.2.2.1- 11. @JQ & @
Table 7.1.2.2.1-14:  Modelling endpoints (field DTso) of JAU 6476- desthloglwl) normal@ to @ &
20°C and pF2 e & N o2 &
Study Annex Point/ | Location N\ Q@ Kinetic _© 0 |9 &@
Reference No P O type? g\@ é%ays] & O
9 @) S N
T 2001) [KCA 7.122.1/01|R812587 @ermany) o - . notusedl | @

R81259%(Great Britain) | o SFQ Of 247 |o»
R812600 (Frapce, NGbth) ['. §FO  »\ | w38
R§13617 (hjfeat Batain) &]°  538FO & 233

R812625(FranesNorthy?| O SFO °  ~F 2&B) & °

812633 (France, Sputh) $EO R2 P
@ |R815667 (maly) &, ) SFO & %28.7§
R qg&smﬁf@err@) r&f O sFQY @ 18.8
Geometric mean S oS @\}j @Q@> @0?.7
SFO: single first order, FOMC irst 1 t, BEOP: dowBle fiegrder jffparallel
a) single first order, @ IS w;@r mu ﬁ@omp@en @5 (& e l?r er fpara e

N 9
In addition a maximum rt10n pro ocon@ole d@radlng to %@»\U 64{?&35@0 of 56% can be
obtained on the basis of’«the fi d trial g@ta‘§ to rap@dechﬁ% of t@@%\par&@thls is a reasonable
47 st

estimate of the maximym oc nc@f JA S h1 or .\\ in E&e relev@) calculations.
e § 8 N
§ S \® M S0 @ Sy
$ 7 T pmmied &

The behav1ou©of ;@ghloemlazoé under%eld Cf@hdlt wafnv t@ated in one terrestrial field soil
dissipationSudy, encompass ght 1s1t®ocate thro@ghout®urope (France, Germany, Italy and
UK, , 2@4‘1). § tri were c@ideg& in ghe evaluation (Baseline Dossier,
KCA 7.1.2.2.1 /01 ) were Lg&d Th@ﬁeld@sméﬁmn tgjals We@amed out at eight sites across Europe
in order to cov iffererit r senf&gve a@b-ch@tlc glons Each test site received a single
application at dZnomifal a catl@ rate™Sof t]@ actl substance prothioconazole of 200 g/ha.
Application w@s mad@oh bary’soil. At 4 t@s th&%s0il WAS maintained bare; at the other 4 trials spring
barley was sown at the day<of applicationjor @1 da@before
The pres eport comprises thigeval 'omo@he ccording to the most recent EFSA guidance for

evaluatigg field dlssqk on stfidies (EFS 14, Q;he kinetic evaluation was also performed according
to thg guidance glV@by t FO Kn@%CS ort (FOCUS, 2014). Weather data and soil properties

wereg, taken from the il moisture temperature for the normalisation of the modelling
endpoints were alculated witl FO@J S P 3.3.3. Degradation parameters were fitted with the
software K1n

Three kinet¢ mo S, Sl e First- O (SFO) and the bi-exponential models DFOP (Double First
Order Pa el) a§§ -St (HS) ¢ assumed to adequately describe the dissipation of the applied

substan@» n f OGS, 2014 and EFSA, 2014). Only the kinetic model SFO was used; DFOP
and I{Mer@%t usedin th@ eport.

Ceﬁ%ulau@ of DTso/ DTy values: A half-life is defined as the time taken for 50% of substance to
d15app€ﬁ7d1551pate from a compartment following single first-order kinetics, whereas DTso and DTy
values are not strictly connected to a first order kinetics. In this report half-lives, DTso and DTy values
are calculated from the appropriate rate constant k as DTso = In(2)/k and DTy = In(10)/k, respectively.
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II. RESULTS AND DISCUSSION @ @6
Modelling endpoints (temperature and moisture normalised) for JAU 6476-desthio (M04) We@riveé@j
following the procedure described in EFSA (2014) and FOCUS (2014). Dajly soil tempefature
moisture contents were used to normalise the data to reference condl%ons accordln@to @CUS
groundwater assumptions. &
An overview of the modelling endpoints is given in Tabl@l 2.2.1-11 the Executm@\Sun&lﬁary
modelling endpoints and statistical parameters for JAU 6476- desthlo ¢ given in @@
Table 7.1.2.2.1- 12 o 5 QQ & c&©
@ N O S @
A maximum portion of prothioconazole degrad1@fo JAU 657 -desth@%f 56@021 @ obt@led o@le
basis of the field trials data (see Table 7.1. 2 2.1-716) u @Ie r ded@ae oftthe pa‘feant 1SS a

reasonable estimate of the maximum occ enc 6474-de se 1n 1 Vthe e evant
calculations. The concentrations of parent 2%;1 JA ”6476- thiog med@ely aft @'e ligted
in Table 7.1.2.2.1- 16. From these values, the percentages ofsthe apphied a unts were c for

prothioconazole, JAU 6476-desthio angdfor thesum @)rothk on le arf AU@ 6- de@thlo

In three of the eight trials, the desthi@xo ‘&gtratl@mc@ed T the@ ph Hov@ver in
these trials the maximum occurgence % not_exceed, 56% apg]))@d agiount, @themlse
JAU 6476desthio concentrations decre fro day
As the degradation rate of JAU @476- d;%%‘uo @’nor an a@c@der@f mag@tud s t n the rate of the
parent and the degradation ofi‘ﬂ\e par&it is @y fast nly 11%1gn1 tp@tlons 0 U®476 desthio are
assumed to degrade durln%the faskgene iod oBthe few fter, a%phc@on Therefore, the
maximum occurrence of the meta oht@m§ triags is a@appr@gmate ¥tm for the maximum
occurrence of desthio tiﬂurlng @deg@datlo th§érent® JAQ6476 &%ﬁthlo@l e., 56%.

SN O 5
& o @Q@@@@@@ o
N) N R NG 9 SN @
D Ss N ©§@§
¥ S 0 O « & D
¥ N 9 & o 9
© SR L
N %{\%@@@@\@’
'S \@Q O o & O~ O
§ b ©°\©¢Z§’é&@§
o N .U O .0 @
Q O © SN S D
¥ o K & o
= S @ W’
@’ NS @@"\
@% NG RN
B v S L@ @@
A @g@\ Q&©
° AN
&@%“é@é\ Q
§‘“§© & ©@
> O o
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{x’ @@%



B . Page 114 of 190
sayer) Bayer CropScience 2015-12-14

R

Document MCA: Section 7 Fate and behaviour in the environment
Prothioconazole

Table 7.1.2.2.1- 15: Modelling endpoints (field DTso) and statistical parameters of
JAU 6476-desthio (M04) normalised to 20°C and pF2 @f
best fits highlighted in bold letters

Type of Kkinetics® Fitted X2 error p Visuak} DTso @ Too
parameters [%] (tes) | /S| [days] 9 [days}
D
| R812587 - [ (Germany)” &S
SFO Mo: 25.1 17.3 ( k: 0.042 g% 0 7-80 \55.9
k: 0.0889 @ YN [
» SFO fit is not acceptable, Chi? is above 15, and visual fit with only four data @%ts does not seé relially IS
» Conclusion: do not use this trial @7& /(%\0\\9 Q o E
@
812505 - [N (Great Britainy” & T e s O
SFO Mo: 31.6 ~710.0 @0.00& @ 6\24.7 w1 8
k: 0.0281 9 | > B SN Y
» SFO fit statistically and visually good Q @ ‘o o3
» Conclusion: DTs is well described using SFQ\kinetic@‘:}%’ @© Q@ 6 A é ,@@% N
j) ° N \ZJ
812609 - I France Northy? <~ <> < B S O o &
SFO M9 oS 137 | kool e 338° [ g1
k00291 e &
» SFO fit statistically and visually g ‘& S NS [ N4 N w\//
» Conclusion: DTs is well describedSsing 8FO kinétjcs @ ﬁ(\Q S) @Q Q) N
S D 7 O D
512617 - I (Great Bricuin . AN S
SFO ~ %0 28 4, &, 19.3 k%.Oli\‘ & 23.3 77.3
ol aops o T S| L e
» SFO fit statistically andSdsuallygood N L 2,
» Conclusion: DTso isavell desﬁd us@g SFo@netIc@@ . © & . . O
..R?i}%ﬁ%é..:.ﬁwrance o IR A
SFO S © Me333 <[ 939 [eki<os01 | D+ 23.8 79.1
O \ N 0020157 > PN @ S
» SFO fit st icall}@{d vis@jly goo® R S §
» Conclusion: DTsj3 well®gscribed using SF kingt%% < S @
2
. + 32.2 107
@ S
» SFO fit statisti y a v1su
» Conclusion: Fs is des@ﬁ uss%SFQ fénetlcs(g\ @b
| R815667 T ca1y) ©.0.°
SFO S Mo: D 6. k: <0.001 + 28.7 95.3
% § k: 42° % @9
> SFQ\\? t statisticallyand visualiy good N
» Conclusion: DTsﬁéwell@»scrlbe%smg S£§ kine&@
(O3
rirsers - [ Germang)> O
SFO @"° %0 8Q 6.36 k: <0.001 — 18.8 62.4
S
» SFO ﬁt@{atlstl ally and xisually 00d 4
» Congliision: ]3@%50 is welt descrihd using SFO kinetics

a) S Ks/mgl t order, F OM@ﬁrst order multi compartment, DFOP: double first order in parallel

b) wigpal fit: ;K= goc@ = n& rate - = poor
c) $are 501@
ct% rop@wlth spring ba@ in the first and grass in the second year

&
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Table 7.1.2.2.1- 16:

Concentrations of prothioconazole (JAU 6476) and JAU 6476-desthio (M04)

immediately after application @° @
Trial no (location) Concentrations [pg/kg] Percentage [%] Q\ by
immediately aftter application of of the applied amount @, @
JAU 6476 JAU 6476- JAU 6476 476 + JAU 6476~
desthio (M04)¥ JAU 6476- thig @404)
ddsthio (M04) O @s 2
= = =
R812587 (Germany) 65.8 197 O 495 4 86.8 357.4 Q @
R812595 (Great Britain) 573 65.3 43.1 &° 92207 | 9.1 ° | &
R812609 (France, North) 67.4 743 50,19 1065, 1O 559 o°
R812617 (Great Britain) 44.0 730 E P & §49 |9
R812625 (France, North) 65.0 Q788 489 @ Ms.1 562 @
R812633 (France, South) 35.5 o M9 . [O267> | W 59.7@ 330
R815667 (Italy) 38.0 O 4% > 645 32.0
R815675 (Germany) 70.3 36 @ @7 9 V¥V 89 OF &e60.S
a) the concentrations of JAU6476-desthig™vere convertedit once@atlo S &R}AU6 by @1{9 follow1§ equ
Concyaus47s-desthio converted = COHCJAUGA@desthl "J\C& d@\welg}&m”“% é W\?\ N éﬁ ©§)
K @;\V\/elg@uws @1 <
& N § @ ©
@ @ @ SR ©© &S
@ N @ @J@ ?° Q D
s S S @ ¢ @)
*o N II@ COQCLU@IONS& N S
@ QD
& O s v, SO

Prothioconazole d1551pat§1 tot&y from s011 § @%few @s %& generdly the@ere only one or two
measurements > LO, arl  resi re left when 10 mam of ‘cymulative rainfall were

reached. Therefore@ 1S

EFSA, 2014.
Normalised D

not 0SSN et
& pb

(mod%lhn endp

32.2 days, witlya ge@aetrw@waﬂ @ 24.%¢

d1551pat10n%nder re@istlc Tield c@ydltl(%s are ©Q n51d

A maxf&m portlon (zéf)rotl@:onaz

basis of the field

maximum occurr%&e

©@

CA 7.1. 2.%2 Sml acce

The ac@ulatlon

additignal studies

S

g@eﬂggﬁpg;

prothioconazole no accu@ula‘u@m sggi;l@w

rive @ode@ CI@)OII‘HS ®r pro%hwconazole according to

&

@4) ranged from 18.8 days to
parameters determined for the

ap@rrlatevas input for modelling purposes.

radingyo JA§476@esthlo of 56% can be obtained on the

X

(6}

&

&@%%g;&@@Q
R

T & O
s &
@’@@%

ofJAU dg@hlo fétuse ifithe %evant calculations.
@Q @ \@ \@Q @
@nul@on Qa ies® @ @©

dat%ﬁ'm@the r@ d d@@hne of the p@%m this is a reasonable estimate of the

10C i@zol yvas evaluated during the Annex I Inclusion. No
éd.

to the use pattern and the degradation rates of

expected.
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CA7.13 Adsorption and desorption in soil

CA 7.1.3.1 Adsorption and desorption S @ S

Kq and K. values of prothioconazole could not be determined in batch equl‘@f@)rlum studi s& due o@he
instability of the compound in these systems. Therefore, a parent column L%chmg and @@ged%%ldu@
column leaching study were performed (see CA 7.1.4.1.1F é\f
The mobility of the two major soil metabolites JAU 647685-methyl (] l‘? and JAU 6@6 d@mo M) O
was assessed in batch-equilibrium adsorptlon/deso tion studiesGy d also f 1) 5
metabolite 1,2,4-triazole (M13). The calculated ad tlon cons@ats and corre@tlon c
listed in Table 7.1.3.1- 2 to Table 7.1.3.1- 5.

An overall summary is given in Table 7.1.3. 1Y Th1s tabl@nen o@ed Qdd n 1n@@@nat
adsorption behaviour of the major aquatic phd%gmetflte JAU 64%»—th1a%@cme<§ 12) and the ‘équatlc

metabolite JAU 6476-triazolylketone (M42) S @ (o g
Table 7.1.3.1- 1: Overall summary of ads&%ﬂon&onst{iﬁs Ko@s) in sq%s of [@hloconazole& §
N S
major degradation pr&}ucts N @ & o ﬁ\\ S
Compound major OF & & Kocphyy @w @gﬁ
meta}{@llte in” | s Lmﬁg] \ ex p / re@%}o)

prothioconazole 9

D 65 @i) 05@6 02@%{&%1.4.1.1 /02)
ARSI S & &
JAU 6476-S-methyl (M01)  fsoil @% 3 7%2% X% M§@291@)1-1 (KEA 7.1.3.1.2 /01)

desthio (M04) 5 Wat%%edlm@%’ § &4 @* ‘*\?&1\ B*o 4@:@ /

JAU 6476-desthio (M04) °~,"| s 5784 /57 -008501-04eMKCA 7.13.1.2/02)

JAU 6476-thiazocin§$12) @@%m@g §£j w6y 1\@6016&})?1 (KCA 7.1.3.1.2 /03)

1,2,4-triazole (M@E S) a%eg = N ?;i @@ »M-048865-02-1 (KCA 7.1.3.1.2 /04

2, \ v BN O 8 W iy { )
S

3332?476 tg@lym@n vévater EN 4 2) é&if o [t\%@ c)

a) determifed on the ba51s age@ll C(@n leachlng S \U
b) arith/uean / geom. me @ @ Q

¢) The adsorption bel@ur of NJ 647°§gr1azo tone kun% wn, SO t&\i{OC used in the PEC calculations was set to

1 mL/g. A calculati ased O e (ER@ 201 ave c og to 17 mL/g
Table 7.1.3. ]@ @ giv ad,s\|1 thD\@SOll O@rothloconazole, based on the results of an
age e c@mn 1 1n%§gldy
S@w @ Q@Te\t@e 3 pH\ ~ Document no. Kd(uds) Kut(ads)
EA\ (USDA) & | (Annex point / ref. no.) | [mL/g] [mL/g]
Byromville %y @ Loz@y s @ M-055836-02-1 15.2 1765
N | ,@@ Q (KCA 7.1.4.1.1 /02)
@ N Y
s A &S R
@ < Q & ©@
& &S
O Q&
{x’ O @ RS

"' EPA (2012) EPISuite™ from U.S. Environmental Protection Agency (URL: http://www.epa.gov/oppt/exposure/pubs/episuite.htm)



http://www.epa.gov/oppt/exposure/pubs/episuite.htm

B . Page 117 of 190
sayer) Bayer CropScience 2015-12-14
R

Document MCA: Section 7 Fate and behaviour in the environment
Prothioconazole

Table 7.1.3.1- 3: Overall summary of adsorption constants and correlation coefficients in soils of

JAU 6476-S-methyl (M01) @" >
Soil Texture pH Document no. K(aas) 1/n K ) @§
(USDA) (Annex point / ref. no.) [mL@ [ g] (gb
LH AXXa sandy loam 7.2 M-022914-01-1 5 | 087 [ 5770.4
silt 7.1 | (KCA7.1.3.1.2/01) ¢4.1 | 088> 20900 | o
silty clay loam 5.9 @ %, 412 0] 2,\\4(??4.() R
loamy sand 6.8 S Q> 15.6 85 [NL973.6@ @
Arithmetic mean R N 988 H2556Y é
Geometric mean @ § QY N 2%\)@.9 ;&
P QS g &
Table 7.1.3.1-4:  Overall summary of adsorption constants and@orrefation c@ficie@ in § gﬂs of @

major soil metabolites JAU @76-@@0 (MU4) gx’ @}7 N

Soil Texture Q%H S Do@nent@ ~ Kiag | OR @?ﬂm
(USDA) NAnnéxpoingyref. ney) | [n@yg) mLﬁ
LH AXXa sandy loam @ 7.% - 0085@»1 01-0° | W46 é 0.78> 64?}%8
St (| &b @@ Q3.1 @@2 AANCAPE
silty clayfam | ‘@9 [> @ e | D83 §,536.4
loamy ssnd_@) 6.8.03 A@ S @ 913 Pos0Y 5230
Arithmetic mean @g o ~ @ &\/ QQ @ 0;&1 5754
Geometric mean N g X @\ & 2 573.5
& © @ N
IS
Table 7.1.3.1-5:  Overall sur&@y dsor ﬁdants@ld cqgrelatmrﬁ’oeff nts in soils of the
maj metapolit 124t le (W13 N
S . \%@ o
Soil Text pH um @ads) 1/n Koc(ads)
O (O wsba) TN (Apnex poi /ref@%o) finL/g] [mL/g] |
silty clayy” | & w@\/{ 0#3865- 0.833 | 0.897 120

%laylg,am 8.9 . (chlzl@/o%h 0.748 | 0.827 43

@f% 489 (0.234)” [(0.885),| (202)
ﬁsﬂty@%ay loatw’ [ 7.0 § § & 0722 | 0922 | 104
USA : SN S
| NN sandmm L, 6.9 @ @ 0719 | 1.016 89
Arithmetic mézh &) & @ . N 0.92 89
Geometric fiiean _Q @\)j © 0O @ v 83
a) Value 0f902 mL\% resulfislg frm&ﬁﬁe SO was @carded as an outlier due to the low organic carbon
conts%g of the soil. Theore§ geom% c {n of 83@L/g should be used for modelling purposes
&S e
@ D
\% > @@ "\@ R §

CA 7.1.3.1.1 @dsorptionéand @orp@«m of the active substance

$
Kq and Ko @ues m’%m conazdle capld not be determined in batch equilibrium studies due to the
instability<Qf the p in these s@ems. Therefore, a parent column leaching and an aged residue

colum ‘{:-‘, tud wer@formed (see CA 7.1.4.1.1).
g\g @ §
N) X

&
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CA 7.1.3.1.2 Adsorption and desorption of metabolites, breakdown and reaction .
products @ ©©

The adsorption and desorption behaviours of the major soil degradation produgts JAU 6476- @ethy@j
(M01) and JAU 6476-desthio (M04) in batch equilibrium experiments wegs evaluated 1ng the
Annex [ inclusion using the phenyl-labelled positions, and were accepted by the Europezﬁiomm@ on

(EFSA Scientific Report (2007) 106, 1-98, 12 July 2007). The followmg&gtudles are h ﬂyl\g@
Baseline Dossier: NN Q
L & FS e
Annex point / reference no. | Author(s) < ©\\f Year \%ﬁ%un@ no. O @)
@ S Q © 2%}
JAU 6476-S-methyl (M01) Q .- & « O
KCA 7.1.3.12 /01 1 K @7999 X[ MB2291491-1 @
o Y Yy .~
JAU 6476-desthio (M04) N 9 YN %@ G SN
KCA 7.1.3.1.2/02 W 7 o @ I@@éx “@’M 003501 oNL
“@’ @ @g @

For a better understanding the correspondgng sﬁmman@bof tl{@ Stu% as &@en 1@ e B&elme §ss1er

are given below (grey coloured). Q

}01‘

¢’m t%ol e%JAU 6476-
atlo@pro tna éj d are submitted
prothl@éonaﬁg e r f app val b 2001,

Two additional studies have b perfo
thiazocine (M12) and the maj aquaij de
within this Supplemental D@swr “for t

KCA 7.1.3.1.2 /03 and , $988, l 2 4, res&ctn® A s@nm@/ of the adsorption
and desorption behav101& f pro@mc zok§nd 1§ maj%degr on@odl@s in soil is given in
section CA 7.1.3.1. % ©)
@Q N S Q@ S e 0
. JAU 6476-S- @th&@MI&\ R S L & &
& N ”\a

Report: @ § 193 1.2 /91; fw@?i%% S
Title: %orptlonégﬁ@mptk%q of @ethy@lAU@éL% O@tom different soils

Reporty FM4 & &

Doa&ent No: M291@) Q° @ *o N @
uidelines: omtkissioriregt amending Council Directive
Guideli S \@e% TECSE 14 Ty 1995 ding Council Di
@@Q 91%14/]5 conggrningtffe placimg ofplant protection products on the market,
Clal<urna t uro unities No.
@ N  the: SiC ities No. L 172, 22/07/1995
Q C

]@@é} &é&ne fog e%t%m of %emlcals No.: 106: "Adsorption/Desorption",

r@nm@&tal Pi ctl,()?%ﬂAgcncy (U.S. EPA). 1982. Pesticide

Jan

3 - Ugs. E

%es% t Quidelings; Sub@Vision N, Chemistry: Environmental Fate, Section
*o ea@@’lg agyAd@non/Desorptlon Studies. U.S. EPA,
b -
@° N <
GLP: Yes @ X KL
\) B

Test Syste mh m pr@edure was used to determine the K4 and K. values of phenyl-

U e: 6— m QM01) in four different soils, sandy loam (_ AXXa), silt
, ar and loamy san . The characteristics of the soils

! ), and loamy sand ). The ch f the soil

) B Cﬂé@ ble . 3@ 1.

arg@
&
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Table 7.1.3.1.2- 1:  Characteristics of soils used for adsorption/desorption of phenyl-labelled

JAU 6476-S-methyl (M01) on four soils gf
Soil Soil Type Sand?® Silt® Clay? Org. C in  Qy
(%) (%) (%) 1> (%) @ &
e sandy loam 72.4 22.6 50 @p 2.02 7287
Rhineland, Germany Q & &
, silt 8.5 81.3 02, | 214 . F], @1 «
Rhineland, Germany @% v > ODQ
silty clay loam 12.4 8.0 .6 1.6@> >© 5&
Kansas, USA SN © N Q Q)
loamy sand 868° | 76 36 079 &8 @
. Y % Q &) <§ & &
Georgia, USA 50 @ O g @
a) = textural analysis [USDA] . @ ~ \N AN
S & *@ & 5 & %
Findings: & S

For JAU 6476-S-methyl (MO1), the adsq@lon r@cean th
0.06 and 0.03 mg/L CaCl; solution) could be d&crlb Wlt

n%a 10 ge stu dled@?W @1

acyby th@r unglich eggition.

The adsorption constants Ky calcula Q froﬁzgt e F*ﬁgund lsokgprms@f the&@ur s, ran;@d from
15.6 to 64.1 mL/g. When recalcula, 1@ th% g W1EQy &@ ontﬁf thBoilsGso. values
of 1973.6 t0 2995.0 mL/g were oEQine © S

The portions of JAU 6476-S-mgghyl (% ') ber ads N Cd r*cd %m 79@)@850 AXXa),
from 81 to 86% (-) @1 70 > 76% , and¥rom @ , respectively.
Running a desorption experlmen@ylth QI M aClz @’lutlon 13 ()% adsggbed JAU 6476-S-

methyl (M01) was dcsotegc% again. Thl@lv§ culated dC@ﬁptlo d Veﬂ@s f@ﬂ 20.0 to 71.9 mL/g,
2.0t

and corresponding KO values L/g©

S
The results of the ads@fptlo €SO eri ﬁ; ﬁlmmz@sed Tablgw 1.3.1.2- 2.
Based on the rcsul study -S-m hy@@()l) @pst be conml ered to be immobile in soils

of textural class est%.d@ln (%ﬁl;er to S:ﬁfisure\&onms&e c @m @ ~Dossier, classifications of the
results of the % rptl@ nd 61 111%stud1 er%ﬁﬁse n the @mﬁ@é@lon scheme of Briggs (19731).
Table 7.1.3.1.2- 2: @&dsoﬁulon %d deso rptlo %})phefé? label@d J%l@f%% S-methyl (M01) on four

o dlff@’ent sails j@%

IN@N
S . @ . @ A@arpno@ B Desorption
Designation @\ l/n@\y aKoe K I/n Koc
@2 @ | Qnl/gy | (mL/g) (mL/g)

xx@ 6.0 @ QX7 < 277 63.1 0.86 3124.7
O" ¢ 64l | D88, O 2980 71.9 0.88 3358.6

Y AN 098 | &840 48.6 0.91 2925.9
J56 oF 089 L H9136 20.0 0.85 2532.0
%@%; R44.3 88 N 2556.3 50.9 0.88 2985.3
X % % s @ N
v e &
ARSIV
& S @
N O S

! Briggs, G.G. (1973)
A simple relationship between soil adsorption of organic chemicals and their octanol/water partition coefficients
Proc. 7" British Insecticide and Fungicide Conference, Nottingham/UK, 83-86, 1973
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* JAU 6476-desthio (M04)

P
Report: KCA 7.1.3.1.2/02; [l G.; 1998 ~
Title: Adsorption/desorption of [phenyl-UL-14C]SXX0665 on fouddifferent 501@® S
Report No: FM768 6§ & @
Document No:  M-008501-01-1 @ e
Guidelines: - Commission Directive 95/36/EC of 14 July 1995 an%%img Cou 1@“00@\/0
91/414/EEC concerning the placin plant protc@f}on products‘ﬁn th Erkc‘@Q @
Official Journal of the European Communities NQ L 172, 22/ § ©&
- OECD-Guideline for Testing oféhcmlcals N&Q 06: ”Adso@%on/l@sorp@”,
January 2000 % Q &
- U. S. Environmental Protec@ Agency (8S. EP@? 198§Pe t@de @
Assessment Guidelines, gubdivigion N, flemi t}y En@fonn%tal e, S gﬁ\()n
163-1, Leaching and Ac@rptlo@ cs@ptlonggudl% S. §A, ﬁ .
I s L@ N & O &
GLP: Yes f\? S \ o &% S) S
o & o
Q& O
Test System: A batch equilibrium gy ed&&e was@sed t@eter@fh luesof phenyl-
labelled JAU 6476-desthio (MO#>in s d1ff$cnt soils, dy W XXa), silt
(-), silty clay loam (| ) &@ loa ra%@ stics of the soils are
given in Table 7.1.3.1.2-3. <& S

@)
Table 7.1.3.1.2- 3: Char% cteristieyof s@u ads@iotlon/deson@bn N@enyl@ybelled JAU 6476-

desthi (M$4) on @;@ so;§ é %@% Kv\ﬁ % @
Soil o S§Ni y Sa ox SiltY lay® - rg. C pH in
> & & § (0O | Q) A1 (%) H:0
AX sand %m 724@’ %6 4 5@ 2.02 7.2
3 %
Rhineland, Gerng@gy S & N @%j A@ <

- > o s@ S N %&“5 D SR @yﬁ\’o.z 2.14 71

Rhineland, Geriany@y v . @ 4 @
. © N silty«@%{y@ Q124 @ 39.6 1.66 5.9

Kansas A < NS < @ (\
’ Rz O@%S@d ©©% 88 | T T 5.6 0.79 6.8

Georgia, USA Q\)

a) = textural ana ys@@\\f(JS % Y
@ @Q @Q v o, § Ko
© C 9
Findings: &7 NS A %
For JAU&#76-desthio €04) ads@ptiofprocesSin the concentration range studied (4.32, 0.87,0.18
and 0.04"mg/L CaC{lﬁolut' n)corld be describe@with high accuracy by the Freundlich equation. The
adsgifption constartts, Kq céllalc@f e Fl@ndlich isotherms for the four soils ranged from 4.13 to
13. ?% mL/g. When rcca@’ulatlﬁg thc@(d Va@ with the organic C content of the soils, Ko values of
523.0to 625.3 @L/g were ofgpned> Q
The portlon§JA 76 sth10W()4@cmg adsorbed ranged from 63 to 85% ( AXXa),
from 64 t0s82% @3 to Y% (-) and from 61 to 83% (| ), respectively.
Running \.’ desgéption experi@ent with 0.01 M CaCl, solution, 6.1 to 44.6% of adsorbed JAU 6476-
dcsthl&{ 04¥as rb gain. This gives calculated desorption K4 values from 6.92 to 14.75 mL/g,
res ‘2«’ ding®,. v&yes from 561.6 to 876.2 mL/g.
of the adsorption/desorption experiments are summarised in Table 7.1.3.1.2- 4.
BddeC results of this study JAU 6476-desthio (M04) must be considered to have low mobility in
soils of textural classes tested. In order to ensure consistency within the EU-Dossier, classifications of
the results of the adsorption and mobility studies were based on the classification scheme of Briggs

e
Qk
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(1973Y).
Table 7.1.3.1.2-4:  Adsorption and desorption of phenyl-labelled JAU 6476-desthio (M04) on tour@ @6
different soils N g
S &>
Soil Adsorption Degprption &@ @
Designation Ka 1/n Koc Kq 1/n Koe @
(mL/g) (mL/g) (mL/g) N @@L/ﬁ &
AXXa |12.46 0.79 | 6164, [1255 " 077 NO2LEA | &
13.38 0.83 625% 14.75,. @ 0.82 7 68y @ &@
8.90 0.83 336.4 9.3 0849 | 596 & ©
4.13 0.80 [ @%3.0 &0 00 | M62.97] &
Mean:| 9.7 0.81 @S%75.4 %9 & &2 N 6872 \7}
£ R %
AR I NN
N D SR
Q @ X @% v @y
+ JAU 6476-Thiazocine (M12) S\ N R &
JAU 6476-thiazocine was found as a n(?or d@ada&n pr@ct 1&%1 &@1C @@tol%s stu§w1th
prothioconazole. Q@ g& w\g O

Ny
New study submitted for Anne ene\%l o ®\ @é Q) N
Justification for including thl@stud @ the x@en@%l Dessier: @15 t@{/ was Submitted to
cover the new guideline requk@menfegn the @ajor ﬁ@(’)tod&grada@ pr%uct JA 647§thlacozme
(M12). \ K2 &

N

Report: KC A? 20@ %o %
Title: t10n c ici %(Koc@ﬁ‘ J/%Lbﬁ% azocine on soil using
h P rforrn

chro at(%éphy @PLC)

Report No: /017 @ @
Document N@ M%OMO 01- 1% \ & @
Guidelines: © dehn@for tﬁe Testing of@eml , Pr@osal for a New Guideline

K2 121, Estlmatl@ of tl&S Ads@ptlon ©oeffigient (KOC) on Soil and on Sewage
@\ Sluc@ usi &I{ig@erformance@lquld@rortography (HPLC), Adopted
laffary. 2222001 © &0 . ©
GLP: @ L0 w & Ry
Justification: ew%ata / @dehﬂ@ req%@"nent @
tiowand @rpt@n of 1@ or p@odegradaﬁon product JAU 6476-

©@ st (12 S

S X & @
Executk@“mmary & § @% ~ N
N $ &
i 7 Q
The\\;i\dsorptlon / d%%orptl@%be a@’our %”JA&®£W6 -thiazocine (M12), an aquatic photometabolite of
prothloconazole was est@’ated@sm P&@)rmance Liquid Chromatography (HPLC). The retention
time of the t& sub%@‘nce asur€d in this study was used to calculate Koo values for JAU6476-

thiazocine. § N

Fourteen referen tandapds ofknowi ¥, were chromatographed on a HPLC system to determine an
averag acitgy actor k. Sﬁm nitrate was used to determine the HPLC system dead time (to). A
regressipn li@as tted With the determined k’ values and the known K. values (log k’ vs. log Koc).
JA@@MOC' was, chromatographed on the same HPLC system during the same sample
seggenc the referefice substances, and average k’ values were determined. The K, value for

! Briggs, G.G. (1973)
A simple relationship between soil adsorption of organic chemicals and their octanol/water partition coefficients
Proc. 7" British Insecticide and Fungicide Conference, Nottingham/UK, 83-86, 1973
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JAU 6476-thiazocine was estimated by interpolation from the reference substance regression line.
The linear regression of measured k’ values against literature K, values yielded a line with a sl@ of &

8.18, an intercept of 4.81 and a correlation coefficient R? of 0.837. N >
The estimated K,. value for JAU 6476-thiazocine is 165. S @® @
> AP
N
I. MATERIALS AND METHODS @\% . O = @)@ \25@
& \v\g\ @ @
A. PRINCIPLE OF THE TEST g @

HPLC is performed on analytical columns packed with a comm feia ly availa m cy %ro soh
phase containing lipophilic and polar moieties. Whilg passing throig columg w1th tl@mo @
phase the test substance interacts with the statio@r phase. A 52 resuéf par@o r@ etwgen mabile
and stationary phases the test substance is retarded. The dual po%ﬁon of e st naqgii&hase@mg
polar and non-polar sites allows for 1nteract1 A of po@ andgon-palar gr@s of 4dyholecule ina similar
way as is the case for organic matter in so % bles rel@jﬂshlébetwee th@ten@tim&o‘h
the column and the adsorption coefficient on oxganic ‘mattersto abhs@ This test for
chemicals, which are difficult to study @xothe %Xper ntal@ ster®1 e. Natch@'mhb@um t§

The pH value has a significant influei gsorpt our &gﬁpam ar %@pol bstan es. For
agricultural soils pH normally Varl&@etw pHS. an&, 5.
% S & @Q & \%
B. MATERIALS @ «:»\g @ @JQ @Q Q& S ©©
@ @ % @° ¢ . S

1. Testitem N

JAU 6476-thiazocine (4712), u%bel@ & 5 O @x@

Reference no: N @972 6@ % " - Q

Certified assay: & @’97 @Q @ § S) é% O

5 S &
2. Reference j \© & @@
Information e re@enc§stand ] use@n t]&&stu% t eu@ mes, purity and concentrations used

for chromato )@ﬁe hsJ% in Table 7.83.1. 29. @ O @

N %
Table71q§@2 5: Llstog;refeéggce c@o nds o /{K\@ \@’
& Cor@ound@ @% . ©Puri‘{%ﬂ o\) Concentration

O & & O [ g D [mg/L]
/ cel?%yde & Y %“’99.5@ 4.98
[Anii SRS 4.42
Q At€azine A N 8.4 4.46
N Cyfluthfr  ° K L2 968 4.26
@7 N,N-Bjmethydbenzafiide &~ . % 99 4.59
Fepthion & O 99.7 6.06
% [ksoprotwrd . @ O | 99.5 5.46
> Linuro®> ¢, D 99.8 4.85
@ Methiocarb,S A2 A 99.5 5.67
S [TAS 647 6esthic, 99.3 441
@ HAU 6446-S-methyl < 96.9 4.65
@§ @[ Phendftrene > 98.9 4.39
§ @@ Pyrazophos 97.0 5.00
& @ fum nitrate >99.5 4.78
rladm@ol 98.3 4.64

Tgsystem

In the OECD guideline 121 “Estimation of the Adsorption Coefficient (K,) on Soil and on Sewage
Sludge using HPLC* the test is required to be carried out using a liquid chromatograph, fitted with a
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pulse-free pump and a suitable detection device. Commercial cyanopropyl chemically bound resins on

a silica base was used. &
As mobile phases methanol/0.01 M citrate-buffer pH 6.0 (55/45, v/v) was used. @\ §
O
& o O®
B. PERFORMANCE OF THE TEST S @
R O o 2

R N X
1. Determination of the retention times (tr) @ & \v\g \\ @
Reference substances were injected two times as smglempounds eterrmne t 1on s. &
Injection of sodium nitrate was carried out beforedgnd after II&@UOHS of t est— r no&©

compounds to confirm that the retention times had notdrifted. If nédessary , peaka ent1§catlon as dofs
by comparing the UV-spectra recorded in the pe@wnh that the st@ards %)
PR

Qe

2. Evaluation @ N (*’ @%7 o

The capacity factors k' are calculated fro t to) rete@on tlmes ( %elec&e‘d

reference substances. The log k' data of #he efegence mbsta es ar ed agalnst hg@
ot, the&Stog k'

values from batch equilibrium experlr@ats (&%@m ingthe O& g@@l 1né9e sn@ hlS
value of the test substance was then t(ggetern@e 1ts@ Ko

@@ @
3. Stock solutions

Q % © @Q @? <
An amount of 9.20 mg of JAU @476- t‘hgﬁzocu@’ (M Was@ gh@mto ohqgletrlc flask and
diluted to volume with methaiol. >

An amount of approx. 10 mg of ref @ stanc% was %m? 1nn%@10 - Volumetrlc flask
and diluted to volume w&ﬁ@netha ol/ @rate fer pH 6.0 @§/45 V) @

S o O @@ o % XS
4. Standard solutl@ls (S \ Q C& S
According to the eh , the n@mmconceﬁra@of th@test substance should not exceed 1/2 the
solubility in the @“he F@re théxmeamremen{s we arrl out&oncentratlons of approx. 5
mg/L. The so, 1m16 0 tmobr@v ha&é%of tlg PL@eth&b (i.e. methanol / citrate buffer
pH 6.0, 55/455 /V)
A total of 04 mL t@én from t e@tandaﬁg @solut@ﬁ Wi trans@red into a 20-mL volumetric flask
and dil to volume ‘Q}h obl@hase methafpl / citgate bgfer pH 6.0. The flask was shaken and

ultrasonicated for or@nnu& dlssolve &@e“sub{@‘lch
NS
@ \
¥ & @
- @ DI &Es@ms @D DﬁCUSSION

Q N
HPLC retgqtion time dat@for refe @%pou@ S are given in Table 7.1.3.1.2- 6. The dead time
(to) was @ rmined usigg so nitféte to ‘tinutes at pH 6.0. Variability of the retention times
from repetitive inj eﬁb V%s 0 conﬁnimng Hi@JC system stability throughout the analysis period.
The\&tlmated Ko $alue f@s AI& 76-‘(’&0&@ is 165.
> & @ &
SECSIV N
&3 o
% Q
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Table 7.1.3.1.2- 6: HPLC retention time data and Ko. calculations for JAU 647-thiazocine (M12)

Compound Ret.  Dead kK’ log kK’ Mean Ko log Mean a@
time time log K’ Ko log: @
[min] [min] ® O @@_ S
Sodium nitrate 1.662 @ . N
1.657 Q
1.660 Ny O > 2
1.660 @ & PO IS
1.635 X @ Q' O L@
R o S &
1.635 QA g N
Acetanilide 2.340  1.652 o%@ -0.380 @38 . 17@0 125 1257 @
2341 1.652 | 032 -0.379 & . o
N,N-Dimethylbenzamide | 2.451 1.652 | 948 -0.315p -ogg’ 331 6\1.52 v 52 R
2455 1.65%] 0499703 v 47 & N
Atrazine 2385 1.652| 044 0@2 @035 648 181 1, .
2385 14652 @4 @ns52 Q & O o
Isoproturon 2481 216524 050520299y @30 | 924 « 186 186
2477 D1. 6%\ 0.509 -0, g;tjﬂ N@ AN S &
Aniline 2.3 1 376 >20.3 07
;%@f 1%%2 gﬁij %379\ % f§ \i@ &%
Triadimenol 3449 ¢1.6524 0.4 o 03@ Q@z 0251 02.40° 2.40
20445 1.6530 oa% 0588 O & N
Linuron w ] 2,549 15632 | 0.54 0265 &@-0.02@’@ 389 28H 259
_ 2550 4652 |op.sa Woes v D &
Methiocarb o 2451 1.6 0.4%_ -0. 2@932 12 3.10  3.10
S v 16§ 0%@ -0316 5§
Fenthion QT W I pos2 Q64 0197 O -o@s 2042 331 331
Y § 7 3552 [N0.63 @019@ L
Pyrazophos© Q" 27007 1.652,] 0. 20.20 <oy 4467  3.65  3.65
O N 2700 1. 05‘72% W7 &
Phenantésne @J@ %Q 22?3 %222 @%’;Z @?H? &@ 12303 4.09  4.09
C ([t?lrin BN 5?43 ”1'655\ T — H03 | 64300 481 481
%1 @© § 3.4 1,652 @% 0036 ©\
JAU 6476- de@m N 00 @052 4 0.57 ¢ -0.2418" -0.24 575 276 2.76
595516520 0,579 7-0.243
JAU 6476 é@met S 2.78@7 1&5? 068 -0065  -0.17 2556 341 3.41
Q% ¢ s X167
JAU 62% thla\({cm%@) %2349 1652 ¢0.48305-0.316  -0.316 165 222 222
44%5 65?@ 0489 -0.316 165 222
ME Kee .. Q S 165
LS . $ S @ S S . .
inkar regression o meq@ed alungal iterature Ko values yielded a line with a slope of 8.18,

an intercept of @&1 and a co

Y @

WV
%tion@oefﬁ‘ nt of R =0.837
AR

§ “HL. CONCLUSIONS

e fo&U 6476-thiazocine is 165.
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* 1,2,4-Triazole (M13)
1,2,4-Triazole was found as a major degradation product in a water-sediment study conductedith @
prothioconazole under aerobic conditions and in an aquatic photolysis study also perfo w1t];;@j

prothioconazole.
@ @ @

&

New study submitted for Annex I Renewal @ \
Justification for including this study in the Annex I Renewal Dossner%’%hls study vya@ubrrﬁ@ ed t&f@

cover the new guideline requirement on the major aquatid@ietabolite 1 @4 -triazole (Zé)@) \\ @Q @
Q

@Q 2 ©&
Report: KCA 7.1.3.1.2 /04; . p. ., 1988 &@ S | O
Title: Soil adsorption and desorption &t ,2,4-triazold &" @ 'S © &@
Report No: 348-88-27 o @ S @
b @ CERN \ ‘2’5@ <

Document No: M-045865-02-1
Guidelines: US EPA Pesticide Assessiagnt G@eln@t&, Sub&%ﬁl%@ S@@on 163\1 e
GLP: Yes % @ @ Q
Justification: =~ New data / guideline reguiretnent: \ >
Adsorption and des@tlon@f’the 1@ajor afuatic @%tab&me 1,2 trla@e (A@
for the use in PECRcaletifationssy @ A
& @9 EN LY \U N2 Q @@
Executive Summary N 9 > § ©@ @Q @Q \
@ N @ @ @ (S SIS
The adsorption/desorption @hawour § 2,4- trlazole (M&@, a @1&1}0{@2 aquat1® metabolite of
prothioconazole, was stu%ed 1 n %tch u111br1urn erimpents n@the dark at room

temperature: N @ @@“ v § @

Table 7.1.3.1.2- 7: H@C re@mn@\ﬁ%{e data and cal&datior@r J(f%y 647{\-‘1{11 zocine (M12)
Q

ol & @exture J 0 0C”
S0 AP v (S5 B [@M@ [%]
5 N silpelay. > b 88 N T2 0.70
~ chiy loatt? < 6.9 |  @3.0 1.74
P =\ sanh ‘Ol a8 |y 02 0.12
LUSAY | Silty clay loap® [ C7.0 & 1.2 0.70
D safidy loam 6. Qp\ 1.4 0.81
tioned'n the &ort b calcul from@% data git given in report considering a factor
4 to %Ven@\/lm QZQ%C g»i% @
N @’ S SEN

The adsorptt@ proes éf 2 4$§r1azo%gon ﬁ*@%ml w@;e studied by mixing the soil and solutions of
the test m terlal at four @nce@ tion § O 043,0.0085, and 0.0043 mg/L) in aqueous calcium
chloride 1 M). Af@ all or th%wmlxtures to reach equilibrium the mixtures were
centrifu d and th per ata ts%ecant The@oncentratlon of 1,2,4-triazole in the solutions was
deterfnined by radIQ;lssay We@sﬂty clay, clay loam, silty clay loam, sandy loam, and
sand> The ratios of solufion to@ml re 5:1 $or the silty clay, 4:1 for the clay loam and the silty clay
loam, 3:1 for thH&sandy loa d 2 for theysand.
S 0

RS

Desorptio @s \rmi by a\l}owiﬁ@%ﬁ soils from the adsorption determination to equilibrate with
fresh cal@um ride Sblutigis. After 46 hours the mixtures were centrifuged and the supernatants
decanted: The\eoncehtratiofivof 1,2,4-triazole in the solutions was determined by radioassay. Fresh
calcitim chl@ide 5@@10 Were then added to the remaining soils and the resulting mixtures were shaken
fo@%fn h@@s before beitg analysed in the same manner as the previous mixtures. Samples of the
remair@ soils were analysed by combustion radioassay in order to ascertain the recovery of the
radioactivity.

The adsorption coefficient, Kq4, and the adsorption constants corrected for the amount of organic carbon,
K., for the five soils were found to be:
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Table 7.1.3.1.2- 8: Adsorption Kr and Kr. values for 1,2,4-triazole (M13)

Soil Kt Kroc @ S
[mL/g] [mL/g] s @
| USA 0.833 1209 D" &
| USA 0.748 A% S o\@
USA)Y (0.234)" @202)" § @@ %
, USA 0.722 7y &%104 B o é\g
, USA 0.719¢ Ly Ol 2 °
Arith. mean? & @ 89 QQ ©© Q&©
Geom. mean® G 83 @ @
a) Value of 202 mL/g resultlng from th \1’5- was dlscar as an ﬁher @&
due to the low organic carbon contentdf the soil. Th cale lated ar a e S
value was accepted by the Dutchc&thorlty@ﬁ%he 13@ ies als r in 2’\?
EU review of propiconazole. Thgcfore, g geo&;rlc of %@a /g
be used for modelling purpos v & °
S 0@ S

° N
NN @ NI &
@ ~ @ @ %,
NN )
The K¢'s for the desorption were fo i to %mu %1ghm antt tfse @ﬁhe ady rpt éﬁ (an@@verage of
77% higher for the first desorptiofand 704% h(%her fox the sex nd esoxption step are
not valid. The concentrations of)1,2,4«gfazolén th@ﬂs we T tha@the Its,calculated from
combustion analysis of the s ?@Ther&ore@msmre ccluded 1n@ o@nd containinf@ dissolved 1,2,4

A %
triazole contributed to the %easur@. radlgétg . @ § @ 5
o N
o S g @ & S &
ISR @A@ERIA ANDMETHODS:
ENIRS A & 2 @
A. MATERIA S R NG 9 SN @
\ A AN &\ N @
S S W@ & S
1. Test ltelb O N Q Q @
1,2, 4-trigzole um@rmly labe @ 1n thig 3 arid)$ pos@bns >
Refel@e No: Q @ A
Speé%ﬁc Activity; \% @0490 dp@@éﬁg (\@ 4 m@/gg@ MBq/g)
Radiochemical § y & >4®% N @ é& 5
S
2. Test sol ons @ @@ ©\ IS

@
An aqueous @ck scﬁm ion @ith a\ruﬁ@,mmmgconc ratia@of 10 mg/L. was made and subsequently diluted
to produceghe solutions f@thl@ dy of the'test @lutions were made by diluting the stock solution
with 0. (@ aqueous @lcmr@lorl@ Théappropriate amount of the stock solution was added to a
. o N
graduated cylinder the yvo was made upJo the appropriate amount with the calcium chloride
solytfen. Solutionstwith %nom@él cent@ons of 0.1, 0.05, 0.01, and 0.005 mg/L were made in
this thanner. The exact@’onceﬁpratlo of egéh of the solutlons was determined by radioassay to be

0.086 mg/L, 0, 643 m 5 20043 mg/L (see Table 7.1.3.1.2- 9). These solutions were
referred to &igh& m high (M@) medium low (ML), and low (L) concentration.
Table 7. 1@1 2- 9@ on@trat®‘s of the test solutions
% @mcez@atmn@rm Nominal concentration Exact concentration
§ @ [mg/L] [mg/L]
& é@ ngh?H) 0.1 0.086
@@ Medium high (MH) 0.05 0.043
Medium low (ML) 0.01 0.0085
Low (L) 0.005 0.0043
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3. Test soils
Five soils were used (see Table 7.1.3.1.2- 10). The soil types chosen were sand, sandy loam, s11t@1ay S
loam and silty clay. All soils were air dried and sieved (2 mm) before use.

Table 7.1.3.1.2- 10: Soil characteristics & @® @
o NS
Soil Type Sand | Silt | Clay | OM | 6C» | CEC $pH /@
[%] | [%] [%] | [Y%]S [Y] e \245@
- silty clay 11 %@ 45 14@ 0.70 3&} {.\s @@ &
P NN N
clay loam 26 k 46 | 28 D‘? 0| 1.74 ;f6.9@§6.9m qx@
sand 91 0 9] 02.1 0. 27 12 | 4% @
silty clay loam | 90| 62 .29 | 42 | 0% | @ [ 30 |
sandy loam 62 | 21 [®17 [s14 feesl N1 fv6.9

a) not mentioned in the report but calculated %%sn (@) a gi\(@\){n repQr Q7consa'%§s1ing afaetor 1/ 1,724 to
convert %OM in %OC %, v

@) < & .
S & @ R s 9O @
o\ \
@é’ R & &% O
Q N X N 2o <
B. STUDY DESI ASERS

STU SIGN N %ﬁx \ o \@©§ S §@ %

1. Adsorption procedure IS
Triplicate 2 g samples of each@ll (4’<g, or ?ake@id saﬁg’j fm@c the fo@ con@trations of test
solution as well as the contfol sokutions e pl@ced 1 eflorfcentrifige tubes (nominal capacity 50
mL). The appropriate volufae of ¢agh te olut W was added to eac ﬁ’the@ube&\y ce Table 7.1.3.1.2-
11 for the soil weights and thexolumes of é\$ est 5D t10§used ach tube was sealed with a Teflon
cap and mixed on a v, n@&r ngﬁ seconds. The’tubeswere shaken in.a horizontal position for
95 hours (prelimina@"work comparing }2, a da@%ﬁof u111brat@n time had shown that one day
was sufficient to sgach @%ut 9Q% ofthe e 111br1uf@ad l§p 1on, therefdr@, to be certain of reaching

equilibrium, t bes\were aﬁow to b%@ ake&}or al §@ays}z@ a mechanical shaker in an
environmentatly confolled @ambe@mal nedp” 25C.O

The samp@s wereFemoved from th%sha and &ntr <72.1ged 4000 rpm for 10 minutes. The
supernafants were d@ante@nto aduated cylinders anN ¢ volumes recorded. Triplicate
1.0 mPali iquots wel@ren{%d for ra %%@ des%\nbe below. The soil from one tube from

each triplicate s S aﬂdowe wasithen %alyzed by combustion radioassay to

determine the mcovery of cth\L;y Duplic cat®control tubes containing no soil were
&

treated in theysamegy n and@/ere @say o d@eérmine the recovery of the radioactivity

from the te§@syste§ﬁ &)f thg?olu S st@d refrigerated until they could be analysed

to verify 1ntegr1ty of'th ia], @

Table 7.k3.1.2- 11: @ wen&h%an%test so@@n @mes

v

N Soil \Tést sd@tlonume Soil weight Batio .
SO 5 [my [g] (solution : soil)
N @ 169 2.00 5:1
) @ .
\)@\‘ L8O 2.00 4:1
e &5 8.0 4.00 2:1
N S 8.0 2.00 4.1
& £ 6.0 2.00 301

2. rption procedures

Following adsorption, two samples from each triplicate were used to measure the desorption of the test
material. Fresh aqueous calcium chloride (0.01 M) was added to each tube, using the same volume as

Q@
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had been used for the adsorption phase. The tubes were resealed, vortexed and returned to the shaker.

The mixtures were shaken for 46 hours. S
The tubes were then centrifuged and the supernatants decanted into graduated cylinders. The volume o

each supernatant was recorded and triplicate 1.0 mL aliquots were removedyfor radioas Fresh
solutions of calcium chloride were added to the tubes which were sealed, exed, and «‘shake

another 24 hours. The tubes were centrifuged and the supernatants were decanted imto gradwated
cylinders. The volume of each supernatant was recorded and triplicate ]@\ﬁ L ahquots@ere @nov

for radioassay. The remaining soils were then allowed t§4ir dry at r temperatuat\e, On&%{nl @1 @

each of these duplicateswas then analysed by combustlo%adloassay Q @
@ Q S
> o Q S &
@ &
3. Sample storage
All test solutions, adsorption and desorption sup ants were&ored r@gera‘@i .S ples @}re

allowed to warm to room temperature before belng sampled fof@adi a&say A@ﬁter b g aj,r%bned &g om
temperature, all soil samples were stored at r ratuge’in oﬁ@ oungevials S

)
4. Analytical method % @ @ | § @j @
The concentration of 1,2,4-triazole in t solu@ns A ete@ned@ rad‘l&assay@ %y

ons, r@aced in

a) Liquid Scintillation Counting: Ali ﬁvere @nov

polyethylene LSC vials, and dilute 1th Wer®oun for t@e rounds
of 5 minutes each in Tri-Carb Li§uid ntll n S@tron@r C@ntlnéﬁﬁm y wag\ﬁdetermined
using the external standard chamels ratio (E S

b) Combustion Radioassay; Fhe soit sal@les We@é cm%buste@QEa@@ combustioriCboat containing
0.2-0.3 g of soil was placed in thelsomb t@&e of the oxidizer aitd burn&d at Q0°C for 4 minutes

in an oxygen atmospherg%i“he carbon @0x1§nodl&ced wasstrapped in ¥ polyethylene counting vial
containing 15 mL of a&pgremls@ latlor@ lutigy! TheQials avere thei¥ coufiigd as described above

for liquid scintillationamplés: T ici Bey of fie com\ﬁ%stlon@roceé%was @termmed by combusting
a control sample s@d vs&th a k@n ai@e)unt oﬁ @UVIgy @
@ - ©

N
N @
Calcula N & Q} & N 2y

Adsorptlon a des tlo 1@)thern% weﬁ&cala@ted l@@mea@regre@on analysis of the adsorption or
desorption @ata accordlng to th&@e &%ch e@tlon v @ é,(;\’
~
' & & & o N

§®> < Iiéf R@UL%SAN&DISG%SSION

9 %

A. MATERJAL B,@A Q@ s & @

The materiatdalanc&wa @ ra wh h was missing from the supernatants at the end
of the ads%)tlon phase qu§1tat1 red@ the soils (99 + 8%).

& &
B. BEGRADAV%N (@%T @’co 0@1)
1,2,4-Triazole was found% be §1;a le e comlitions used for this investigation. All of the radioactivity
recovered in t sup rnat as w@chan 1,2,4-triazole. The identity of this material was verified
by HPLC w %e ﬁere@e of 192 + 7% of the expected radioactivity was associated with the
peak corr nd to triarole. Radioalivity was quantitatively recovered from the control tubes which
did not_gitain @ (106%: 2%

& @ .
CQ%INQ%I @

The regOvery of radioactivity determined in the course of the study was calculated to be between 87.1%
and 114.0%, with an average of 99%.

Summaries of the results of the study are presented in Table 7.1.3.1.2- 12 and Table 7.1.3.1.2- 13. The
adsorption coefficients Krranging from 0.234 mL/g to 0.833 mL/g corresponded to K, values between
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43 mL/g and 202 mL/g, with a mean value of 112 mL/g and a standard deviation of 58. The value of
202 mL/g resulting from the soil Lakeland was discarded as an outlier due to the low organic %gon S
content of the soil. The so calculated arith. mean value of 89 mL/g was accepted by the Dutch authorit N
in the late 90ies and also later, in the EU review of propiconazole. Therefore,the geometri an,o

83 mL/g should be used for modelling purposes. @JQ & 'S

Table 7.1.3.1.2- 12: Determination of Kr and Kroc values of 1,2,4-triazole (ads%ption) § @©\ &

Soil r2 1m (9 K,
X ]
0.996 0.897 833
0.997 (%27 ©0.748 |
0.997 00,885 0.234
0.998 0.922 T 0N22 @y
0997 A a6 <.0.7205
Arith. mean? SR s ©O
Geom. mean® w ) ~
a) Value of 202 mL/g resulting fromsthe so;lﬁakelar@vas dl&\arfded n oufh\er due e 10& §
organic carbon content of the s%“ he sg%alcule@ arlthgnean value a “heceptedby the @
authority in the late 90ies and@so laté, in the reviSweof pr(@eona ~ Thexgtre, tl
geometric mean of 83 mL@should Beused for mode%ﬁg p@oses Q) N w\?
~

S O
A S o
Table 7.1.3.1.2- 13: Determm@@n of ‘Kf an%fm valués of 12,4 trl@,le (%sorptl % QO

Soil D%orptu@ 7@ ey & 1/ N0 K & Kioe
’ . 2 § NS g§[m§w [mL/g]
1t desomptionsy|  @.999%7 [, ©0.968 [ ~ 2. 306

20 4elorption? | @, 0.9958%° k.7 10139 o  @.93? 11399
Cdesorphion | 0992 of O8I, | o, 1.143 66
\dees@ioua) L0000 S | 08267 SO 1.869 107
O1¢ desorptian)” | o, ©0.99%.° [&, 1.08¥ 0.610 526

2ndsgdesorption?) 0.9999 18140 © 7.60?) 65519
*desarption ALY 095 Y @0.843 %y 0.816 117
9 deggrptiond> 0.9969" |, > 0.8769 2.04 2939
15t desorption | AN 0. 99§ R (@g 1.065 131

" 2ndYesorpfion® ° 0998 & 0 3.499 4302

a) Note: Values frég 2 &grptlo ep ar tvalid;fh ncentr s of 1,24 triazole in the soils were lower than the
results calcugted fro mbus@n an soil. refor oisture occluded in the soil and containing

dissolved tria coné&ted t’e\the m& ed I?Qloactl ity
& ©\ %Q @@ @
<) O @ %o
& 2 Q 5 @ &S

@\
& @NGLUSIONS

The adsorptlon@o“efﬁments § le ranging from 0.234 mL/g to 0.833 mL/g corresponded
to Ko Value twe g ans u Wlth a mean value of 112 mL/g and a standard deviation
/g %

of 58. The ue 94}202 &ultm rom the soil - was discarded as an outlier due to the

low or @c cg con@nt o soil. The so geometric mean of 83 mL/g should be used for modelling
purpo &
i\ﬁ @@ @ Y
S

&
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CA 7.1.3.2 Aged sorption

Studies are not required under Commission Regulation (EU) No 283/2013 in accordange@ith@6
Regulation (EC) No 1107/2009. S @
& e
@ Y
I
R © & 2
% \ Q, '24\9
@ N ) \\ N
el \e @ @) @ @
CA7.14 Mobility in soil @Q @ § & S
%@* & &é% VO &
CA7.14.1 Column leaching studies Q,;@ @ @@ ) \é © @@}
R
N 9 LY > T @6 S
Q @ @@}\\’ o L o o A L.
CA 7.14.1.1 Column leaching of th&wtwe&ubs ce Q Q @&

N
K4 and K, values of prothioconazole gannot%lge deln c@n ba@% eq&@bm@ studies du@ the
instability of the compound in these ,.@ temg\Thoﬁ\@g ore olu%@lea gt nd &y ageddesidue
column leaching study were condudfad to%?et moi@mf ﬁ%atlorf@on §:‘g § leaglring pgtential of
prothioconazole. These studies wee evaluated dufing the AI@ Ii @sm@ e p,héﬁyl labelled
cien

positions, and were accepted by, the E&l%bean@om TS % It (KOO ) 106, 1-98,

12 July 2007). The followmg@ldleg%a,re 1%uded n@he Basehn ss1@%r
S @y 9
Annex point / reference . Au@r(sg A | Y@ %S/cument no.
Column leaching study @ O 6@ RS
KCA7.1411/01.8 @ K. £ ) @”1%1999\\ |M011618 01-1
N N
| Aged residue cgﬁn l@%hin @ R Q @ &
KCA 7.1.4.1 192 ?& m §@ @301 | M-055836-02-1
S SRS R
Fora bettel@nderstg@dlng%e co@spol%mg s@amarl@fof tlégse sts as given in the Baseline Dossier
are glve%below (grey ¢ ure@ﬁ @’ Q& \
@ @ @% Q o @
A summary of the@orpta@} be@lour S pro‘@%corfagole m%ml is given in section CA 7.1.3.1.
2 % @5\9 ) L &
S5 F 558
. Column.‘f:hm@ tud@ N S S
@ @ Q © @
cho@ KCg 7.1, %\F 0@ LK 1999
Title: aching haygour 0 @6 formulated as 250 EC in soil (parent leaching)
rt No: -0

@
Document No: M- 0@618 @ 1 Q

Guidelines: & @" @TA uro @f’loc@ulcs for Assessing the Environmental Fate and
1sSi,

@ \ ity oiﬁﬂpcstl@dcs, March 1995
g Q C01 igg Diré&ve 95/36/EC of 14 July 1995 amending Council Directive
Q@ @ 14/ concerning the placing of plant protection products on the market,
%, § Qﬁlc@@oumal of the European Communities No. L 172, 22/07/1995
& BB §Llldcllnc Part IV, 4 2, 1986
@% @ qu

Test System: The leaching behaviour of JAU 6476 was investigated in four different soils (loamy sand,
silt, sandy loam and silty clay loam) which are described in Table 7.1.4.1.1- 1. Phenyl-labelled JAU
6476, formulated as 250 EC, was applied at a concentration of 200 g a.s./ha onto 30 cm soil columns
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and was irrigated for 2 days with 0.01 M CaCl; solution, corresponding to an amount of rainfall of 20

cm (Considering the sectional area of the column of 19.6 cm?, the resulting theoretical amount of
was 393 mL). The leaching test was performed under aerobic conditions at 20°C in the dark. S
The leachate was collected in 2 fractions of about 200 mL each and analysed for@pntent ofra

by LSC measurement. After the leaching process, the soil columns were cut i
6 cm each and analysed for content of radioactivity. Soil segments were ex%

Table 7.1.4.1.1-1:
column:

Physical/chemical characteristics and

S

five

b@nass measur&i@ne ts of the

f
er @@

tivity
segmerits of

cted and ana@ssed Q@TLC

e&@ the ‘3'\7

sogs us Q

N @

G D
Designation i ] ﬁ@
@ Xa & @
Origin USA ﬂQ@Ermany 0§
Soil type (USDA) Loamy sand andy loam @]~ Silpy Sikty Clay $Qm
Textural analysis (USDA): 9 g\’ %o @\) '~ o
2000 - 50 um, sand (%) 86.8 D w124 &Y ® SR G| .
50 - 2 pm, silt (%) 76 |, @20 R 3 © @0 o
<2 um, clay (%) 56 &> S QG [ &% 100 968
pH value: @) ° @ |8 %, N v Q
CaCl, (0.01 M) R O e B 58 & §§ 50
H,0 Q@ @ N 1S AR B9
Organic C (%) W e g A &0 2J@ O N 1.66
Cation exchange capacity @ 5.0% S8 @? O3 O 18.5
(meq / 100 g soil) S @ CARRN bQ & S é
Biomass at start of test | g O N 3% SN 2 314
mg microbial C / kg soil ,_T2 © @))Q §@ < f\ § é % |
° @ ) o AN
y\’ @® <57 © @b °\© S & \®
Findings: @ @@ O &9 © N
JAU 6476 and @» ®ollt ow‘é@l a sery 1 %ont leag. Based on the applied
rad10act1v1ty, éﬁ of ra oac%ngty sure&m the total hat&svas 0.13% for the Byromville
soil and < 0.0 fo Q@ soilsBecdise of@}adl 1vit <<@’/o of the applied radioactivity in

the leachat@@ no further investi &fdj@o

After teggsnation of th

of the

amount of radloa‘s@%ty ﬁgansl

radioactivity. T

columns (12 — O cm
in the comphgy’soil € m

balances age summarlse
softwar@CEL 5. O ap ge

given are values ro
the runded figures,,

Onl>th0se segments cm@mmg} 1%

The unchangearent co

(Stanley so plle
desthio ( cq

In soil loafg%/
6 cm)-Qr m S

JAU§§476 @met (M
reSklue the first so
substa

adlo%twlt
e@

%nd

d10§§tlv1t

te@n

sa

(5.5%,

ent
l‘V thap@§§a
edbem@ n 369 an
le 7.
1 the@ro g@m

were p rme@’
10n betwe@SS

ns

ed 11@) the\yseg st 2

4ym@v1lle soil) and 97.9% (Stanley soil)
éﬁaaphed radloac@wty @e recover@from Qe upf)%’r s

gments. Only in soil Byromville the

é% — 12 cm)
R all ther@nls and in all lower segments of the soil
V1ty The amount of not extracted residues
.3% of the applied radioactivity. The material
latlons were performed using the computer
usgs*mne decimal places for its calculation. The results
d totwo digits. Thas; rous@ng errors may occur if recalculations are made using

was 8.7% of the applied

O%he e@phed radioactivity were extracted and analysed by TLC.

Was found between 14.6% (Byromville soil) and 40.7%

With one exception the main degradation product JAU 6476-
ly %@)@Le first segments (15.4 — 28.0% of the applied radioactivity).
24 6% of the applied radioactivity could be detected in segment 1 (0 —
men@(6 - 12 cm) as JAU 6476-desthio (M04). A second degradation product,

— 11.2%, Byromville), was detected only in the
segments. The sum of all other detected degradation products (up to 5

) was between 3.3 and 6.3% of the applied radioactivity (of it not more than 0.05% in segment

2 for Byromville soil only). The results for the distribution of the active substance and the degradation
products are summarised in Table 7.1.4.1.1- 3.
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JAU 6476 degraded in the soil during the test period of two days very fast. JAU 6476 and its degradation
products showed an extremely low tendency to be translocated in soil after leaching. Near]@the &
complete radioactivity applied onto soil columns remained in the upper soil segment (O 8¢
Byromville soil 0 — 12 c¢m) after leaching. Because of the short half-life of JAU §476, the Veryt al
radioactive residues in the leachates (0.01 — 0.13% of the applied radioactivity)atid no unchasged p
compound in the 2" segment even in the Byromville soil (sand) the active gubstance JAU@A76§$O be
classified as being immobile in soil. &% °\© 2 %@
Table 7.1.4.1.1- 2: Distribution of the radioactivity in lea@tes and soil @ments é\’ > @Q
(in percent of the applied radioacti\gty) ©Q w\\q@

Q
Soil Leachate @ Soil > Q terig
Segment ﬁ@%racted B 9N 0@ @tota{}@ bala@e

Cold ¥ Hot totak | extracted”\ ~soi
extradg, exgét. %%X@ragg\ &%’ (§§ S

0-6cm | 4589 | w788 y S3@F (34670 g4l KX T
6—12cm 56 .000.8Q°9  TS6 L& .66 @
12— 18 cm | & .62 0857 |,90.69¢ P 094 X% 093 §
18-24cm 49 0.1 | 052 L > 049 | 20280 @ |Q
24-30ec0®O &2 | Q0. o3 IS 0.6 | 15 4
Total|  0.13 S 19953 828 .31 QD @3] Vs.6x,T 98.74

0-gom | 956609 &8 @5,()@% é@,]g®©ﬁ 96.2%

1

S P A S
6312 g 6P9 &k 0.0Gy | Q75 7 068 0.79
G — 10m | .06 0 0.01 0.07 Q01«2 0.08

"N18 -84 cm =’/0.0§ vl K7 0.04Y [ v 0.00% 0.05

wo| 24530 @ 0.62 | Q001 T £93 <0Q2 [ 0.03
Total 0§ V| @40 N 85 | 6395 Q 31%5 97.20 97.21
S 0-40 L O99.60 | R 0092 | @83 97.75

@) 6\ 6-%0cem, | 088 | (D09 W §¢ & > 0.25 0.82
Q 3

Y,

1 18| L& K 0.0y 0.11 0.24
X [ -24cm | 007 i 045 | ™.08:.9  0.09 0.17
\@ 24 —8¢°cm g9 0.069| <001 @ 008 0.07 0.13

Rivall 0039 N 6039 [ V37 6836 31.35 99.11 99.13
ﬁ N &L\ 675 | _08.46 29.46 97.92

S S — 12%m 04001 O 0.42 0.21 0.63
& 12 Semgy 006 | 001 & 007 0.17 0.24
@ @Q 18924 | @3 000197 0.04 0.11 0.15
O O [ @F-3Qm [ N9.02 N <l 0.02 0.52 0.54
Ta!| 0.0 © § @s&z.z% \\7@9 69.01 30.47 99.48 99.48
a) = not ctcd+ﬁltcor &) ¢ o
S SIC IR
o <SP Q@ S
S A o O
WA
& S @
N O S
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Table 7.1.4.1.1- 3: Quantitation of JAU 6476 and metabolites in extracts of soil segments of leaching

columns (in percent of the applied radioactivity) gf
Soil Segment Extracted a.s. MO01 Mo04 (&ers %
radioactivity @ @ @
(%) S & Q
| R 53.74 14. 63 118~ 2459 & &
6—12cm 7.56 0 7516 @059 n ]
1 EE 65.06 28. &9 5.4 2808 | U348
6—12 cm 0.75 Q) @ N e §
T 0_6cm 66.92 @}23 <808 S29 Qo2 &
6—12 cm 0.57 Rn.ag e L nag Onag,?
T 0_6cm 68.46 Qg“o 68 oW | X153P 9 559
6—12 cm 0.42 ,% chea. Y @\d. v o . @E
ot AU 75 B S I o v S
M04 =JAU 6476-desthio % o Q ¢) &1 - 5 suBstanc€y Incl. @gin
% \ Ny S o
SN o $ 0 o N
@ N 08 OO N & 6
@Q (&K SRS &> @Q @ @Q ©
* Aged residue column leachin@%tud%@ ™ @N Q\ ©® @@Q @Q \%
o =2 g2 & H & F o
Report: KCA 7.1:Q%.1 /0% PNl @F o Y O
Title: Aged soﬁ%’:oluﬁ@ lca&ﬁmg 0@1AU6@6 S % 2
Report No: MR-Q%999 O § § @ %o
Document No: M 055836 ‘é‘% o §
Guidelines: @nmwal otcctm@gc &y (U. S§P 1982§E esticide Assessment
@%@Idd nes, SyRe1visy @ En@ronm ntal Fate, Section 163 1,
&I@lg a&dxAdso%ﬂonﬁ&esor& n S‘@es @‘s E_
GLP: ”\7
@ S \J & @ @
Test Syste@p The 1eac mg b f JA@? 6474@nd ation products developed during
ageing il was inv 1gat§n dy loam sot Georgia, USA) which is described
in TableY7.1.4.1.1- 4 identi w1t@ e soil takeifor the aerobic soil metabolism study of

20@&&7 1. @/OZN he@ﬂab@d J 6476 was applied at a concentration of
40 pga.s. /1 OO g @y sopsyorr ond@to gh*&max umr,

mmended annual application rate of 200 g
a.s./ha. The sa@ was @Cub {@) at @ 20°©unde@eroblc conditions for a total of ca. 30 hours
(ca. 1'% half\@/cs) afer a tmegqt oft s0il t@}a 780 of its 0.33 bar moisture.
FollowingSncubation, the ag@ml plcs@vcr @pllcd onto the top of two 30 cm soil columns
(identicgl¥oil). For ﬂlf@purp@@ the sl co@nns"w@re equipped with a paper filter disc, onto which the
1ncubated (aged) soidwas transfedsd qu@mat yely (ca. 3.5 cm in height, corresponding to 100 g soil
dry%gmght) Afterwirds colwgms wé& le d by overhead irrigation with a total of ca. 1000 mL of
0.01 M CaCly s Lgtlon (equal %)) 0.8 @n/m qfTainfall). The leaching period was five days. The leachate
was collected&n frac ons %0 miQThe mobility of aged JAU 6476 residues through the soil
was investi cd By a g cxtracts @f the soil segments. After the leaching period the incubated
(aged) soi Was &arat ff @gmcn@) and the soil columns were cut into five segments (Segments
2 to0 6) ea h.

Idcnt'ﬁ@atior@&f J 747s§nd its metabolites was accomplished by co-chromatography of selected
orgadic exts fofén the&ged soil and the segments of the soil columns with authentic non-radiolabelled
referencgompounds by TLC and HPLC.

Due tddic low residues in the leachate samples (maximum individual value was 0.2%), these were only
analysed for radioactivity concentration.
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Table 7.1.4.1.1- 4: Soil characteristic

Origin _ Georgia, USA @ IS
Textural class (USDA) Loamy sand ® o8
Textural analysis (USDA): @CQ} @ &)
2000 - 50 pm, sand (%) 868 @ SR
50 - 2 um, silt (%) 7.6 Q N
<2 um, clay (%) 5.6 O & 2
Organic C (%) C 0.86% RNl O @© @
Organic matter (%) (org. C x 1.72) 18y o) § %
pH (H:0) QY v Y S K®
Cation exchange capacity (meq / 100 g\s@(ﬂ) @M.Z() @\@ . < @
Biomass at start of the test; without &> Q Q é
e | N %
(mg microbial C / kg dry soil) Q S N |,
Ca. 75% of 1/3 bar moisture &S 9 o 27 %o @U S RS
Q @ NN
(g water / 100 g soil dry weight) @ RS e & % o °
Q
= \ R % < @7 @
% \ N @ ®
SN @ SIS @ %
Findings: @ g&\ \ S
After the ageing period and prior t®leac x1 %%ly 79&00 e lie dloa@mty was
recovered in the organic extract, about 32. 80/ etermy d as nd @s1du ingralisation and

volatile organic compounds amounted @ 0. 30 Th al @VC%OIC th 0 batch%s was in the
mean 105.4% of the applied oactiyity &

After leaching the total radlf)%ectlv of t %0 SQll ba@es wa?s n thg%ear@f 102.9% of the applied
radioactivity. The total exﬁ@ctabl@adl ivitg@ecreased from 72 8% of @appl& radioactivity after

ageing to 54.3% after le%hléﬁue to the foy ati%?f bo@i sidues (%46. 9%&%&11 average of 0.04%
e lea

volatile radloactwlty s fo dyriag lealn nly°part of is magerial w@stepresented by “CO,.
The total radioactiy@y in th nte§r 0@ % of th@apphé%l radioactivity, and in no
individual leacha ract a rag tmgy cogtent " 90.2%e» theﬁgppll dioactivity was measured.
Therefore, thesg@ractinys weréwnot an a&alyse@for pa@}lt con%ou {\- meggbolites.
The radioact§ b@encesQifter Qcubagon (@g\emg Qnd O ths leaching period are given in
Table 7.1.4,1.1- 5. T8 cali%flatl(mj; werg perfi ed u the compger software EXCEL 97. In general,
the progragi uses thirte dec@al p@ for 1 latiqe@Th Gults given were rounded to one or
two di@ Thus, rour@ng d@atlons y@ecur 1@fecal(mlat1g)ngre made using the rounded figures.
@\ & v @) > C& R

IS %
5 o &
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Table 7.1.4.1.1- 5: Radioactivity balance after incubation (ageing) and after leaching

(in percent of the applied radioactivity, mean of two values) @Q @
_ D
Period Fraction Soil Volatiles %ateri@v
Extract.| Not- Sub- CO2 Oé@rs Sub- @ ala@)fe
extract. | total total | &
soil volagies | >
After 72.4 32.8 105.1 0.2 0.01 . 090 ©'105 2
incubation @) i% «r\,\ ’ éﬂ
seing v @ @) AN @
(ageing) S Q Q
After leaching | Soil: & S) Ry @V ,\Q\‘ @ 9
Segment 1 (aged soil) | 26.82 | 3817 [ 61.994 Y > @
Segment 2 2230 J@9%84 [ 3214 2 | Q & . o)
Segment 3 508 Y193 | I} |- N NS
Segment 4 LN Z) W3 Yy S
Segment 5 N 1Y 044 @Z&’ XY W <« S
Segment 6 % . 53 @ 0.65% QD> © @ @
Subtotal soil | .30 468 | 1894 | V.1, O<0.x] <o0.1 @z 94
Leachate: f\@ @D ?&@ O« @ @ Q)
Fraction 1 oY % S S Q NS el <0.1
Fraction 2 S £ v Q @V > w,o| <0.1
Fraction 3 S 9 O 1S 20 N S <0.1
Fraction4 (2 o T Y @ Y Q NMEREES <0.1
Fraction 5%, < A &w L © a ~J 0.15
Fractiong, Q) @v @ 5 K ¢ - 0.11
Fractitw, 7 R & N A N 0.07
Fragt\i,on 8 &) & Q) Y O « . . © 0.14
Fition 97 & | o, Q O & | 0.16
&Hctior 10 @\ O 7| @ 0.19
Frac$Rll > YN | e 2 gy 0.16
(@ btotal leac }%w Qp S § v 1.05
S il (afoPleaching) | 4.30 @ 46.985| 10694 ] @01 | <01 | <01 104.3

QO © SENEE
Concu&nt to the ang&@arent com@dind. Q 7% Of the<applied radioactivity) three metabolites
were identified in g&oﬂ &xtract@aften a mggﬁerlod d pr1‘0\1§to leaching. One of them was present in
amounts > 10%egf t plw@? t1V1t amely th uain metabolite JAU 6476-desthio (M04)
(31.8%). Two inor@ s W de ﬁed @AU 76-S-methyl (M01) (8.1%) and JAU 6476-
sulfonic aci 02)Q 5% hr 1no NG eta tes 1 <4.0%) accounted for a total of 4.5%.
After leac %ﬂg it was sh o\ ea@@t 1ga@m of the soil column residual parent compound
was not slocated. @Qdec§ % @Whe applied radioactivity prior to irrigation (after
ageing) to 8.1% af@he Igachin roce&@ and SN to its greatest part (6.7%) located in the top soil
seg@mt (aged soiljyonly /oq\< detgs ed 1@6 soil segment below. None of the metabolites or CO,
increased significantly t exp&’@se of the lgssPof extractable parent compound, which was obviously
caused by the atj og of uesH
The level ol QAU hio W(M)@Vhwh was the major metabolite after ageing (31.8%), was
constant a& th achn@ progess (32%%). From this amount, the greatest part was located in the top
soil la@ (29.@p), wk@reby e second segment (16.6%) dominated over the top segment (12.5%).
Obvioxsty, agXpposed to iparent compound, this metabolite showed a very slight tendency to move
dow@rard @e soigeolumyn.’A similar behaviour was observed with the minor metabolite JAU 6476-S-
méﬁlyl (M) (8.1% afte“’%lgeing), which remained in the top two segments (2.5 and 2.9%) after leaching
as welf?SPhe other minor metabolite JAU 6476-sulfonic acid (M02) was detected after ca. 1'% half-lives
of the parent ageing only at 1.5% of the applied radioactivity. The greatest part of the recovered amount
(1.0%) was detected in the upper two soil segments after leaching (0.5 and 0.3%). Obviously, this
metabolite did not play a significant role in column aged study.
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The amounts of JAU 6476 and its metabolites in the soil extracts after the ageing period and after
leaching are summarised in Table 7.1.4.1.1- 6.

o

Table 7.1.4.1.1- 6: Distribution of JAU 6476 and its metabolites in soil extracts after incubation (@eing) @

and after leaching (in percent of applied radioactivity, mean @wo values) @ @
& N

Time after Segment a.s. MoO1 MO02 @ Mo4 IS Unknown
incubation e metﬁﬁlltes@)
29.5 hours 22.7 - 1. 318 N | ed5Y
(after ageing) @ @% @3}7 @ @Q
5 days Segment 1 (aged soil) | 6.63 o 2.74 A% 12.079 N 2.@¥ §
(after leaching) | Segment 2 0.91 @ 3.10 A\&o.37 17D R sy~
Segment 3 031 &  nd. 0 2@ 2 & 5008
Sum 785 @J 5.84 BN 9 2.9
a.s. =JAU 6476 um ggee me@ohtes@\?< é of th @phed@ ioacthyty
MO1 =JAU 6476-S-methyl ve m%boh%%ll < o oftb§ phed radioa v1ty
MO02 = JAU 6476-sulfonic acid @ & °
MO04 = JAU 6476-desthio % @’ N < @7 @
@ % 9
> @ N &

S)

\ L
The distribution of JAU 6476, J 47@ met@ (MQ{% (@f §%m@04)@3ﬁ the soil
column after leaching was used te@ timat alues® e@ Orgﬁo
Since the parent compound ml@ated % from%ve @ soj -~'- intogyie s %§F0w only to a
very limited extent, it has toQe cldssitiedas immébile. LThe sap) R regl It was ta1 in the parent
column leaching study by § (I@QA 7. 111 /) usiag fgu@soﬂ%parent compound
exclusively detected in t Hrst sotPcol ent) A Kd Lue c noN@e detgtenined for JAU 6476
in the parent leaching study d no —satur§ &rcon plied itdthat gy}dy. Ka and Ko values
could neither be det@ﬁne bam (libriumN tu%% due @ the dhastability of JAU 6476 in these
systems. Instead a J&& val ue was masmg @@metl@d ( 2001), the Ko value varied
with pH from 32/ @pH o 138y mLis at pR( 2.5 reggent ag@d leaching study offered the
possibility to &nateg\(d value fr%m the @cm@beh iour oAU 6476 in a soil column.
By convenno@the dlef'the so seg%ent waich its @¢ hig @st concentration of a compound
is usually t&ken as the mlgratl&@pat %)\f tha&omp(@ﬁd (plus thex: ppreceeding segments). In the case
describgghhere, this Wo@d regt ortest (bes &ase fQgrati path of 3.5 cm : 2 =1.75 cm within
the agld soil seg @ Su& n segmen@? sud amovhts AU 6476 were detected, it seemed
reasonable to ass a m‘ﬁgratm@path Plonges tha nly h%f of the first segment. Taking % of the
length of the age, s%men stlc €ase (corresp ing to the middle of the second half of this
segment) resu@:d in 1g$n pa@ f2@§ onding K4 value of 15.2 mL/g resulted in a
calculated K@alue@ 1 47650 lo sandy soil.

The meta lites JAU 64 Dg 1) ayd JAR6476-desthio (M04) migrated partly into lower
t

C

segmen or these @tab K®alugwere _Sstimated as well, and from these Ko values were
calculated. The estl stributign coeiﬁmeni@ﬁ(d) for the adsorption of the two metabolites through
loa ?vsand were %8 m]@ for ®th J 6@8 methyl (M01) and JAU 6476-desthio (M04). The
estimated K. Value deri®d fr&m Kd de &hinations was 678 mL/g for both metabolites. Separate
adsorptlon/det &tud h@%e JAQ—S methyl M01) (J 1999 kca 7.1.3.1.2/01)) and
JAU 6476-¢gsthio 98 @®CA 7.1.3.1.2 /02)) yielded Kq4 values for the Byromville soil
of 16 and &mL/ esp@ely thh ere in good accordance with the values from the aged leaching
study. { res tlve s of 1974 and 523 mL/g from the above mentioned adsorption studies
were gleo in K@sal@ ng@ he value of 678 mL/g for both compounds from the aged leaching study.

In%on n the parent compound is considered as immobile, and the metabolites JAU 6476-desthio
(M04)@iid JAU 6476-S-methyl (M01) are considered as low mobile compounds through loamy sand
soil. The estimated distribution coefficients, K4 and Ko values from this study are listed in
Table 7.1.4.1.1- 7.
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Table 7.1.4.1.1- 7: Estimated adsorption coefficients for JAU 6476 and its metabolites

Compound Estimated Ka (mL/g) Estimated Ko. (mL/g) Classiﬁcati@/ é§
according to Briggs'Qp
O (Mobigd &
JAU 6476 15.2 1765 N Imnidbile &~
JAU 6476-S-methyl (M01) 5.8 678 Dow &
JAU 6476-desthio (M04) 58 678w ) . OLow®” o 7
A
< @ &S LG O
R <& & &

@
CA 7.14.1.2 Column leaching of metabo breakdown a s, eac@n p@ducés
9,

No column leaching studies were performed for the m @r so&grac\@tlon p duct&f pE ?fltﬂocqégole
Their potential mobility can be determineddtom ad@;pho@eso On sgidlies descrﬂ%d under
CA7.1.3.1.2.

é?

@ & @’
R \ N
<N o @ NI §
Q@ N .
CA 7.1.4.2 Lysimeter studli©
No problems concerning the gr&ldw oﬁgaminﬁon @expe@ed, nf@%ed ‘by the PECgw

I co
computer simulation for the 4étive, Mstan@ angthe %@a @647@-me@yl (M01) and
JAU 6476-desthio (M04). The; fo@ré: alys ter study with p not netessary.

L

/&
Z
S
&
o,

Sz

@ N
@ S 2
VS T s S g
S ¥ .9 « :
CA7.143 Flel@@achﬁ su@es S os S

Field leaching stu(@ hay& not b@n CQ@I cted for t@ﬁv Qabst nce(s) gg sufficient information can
be derived from@ exx&ﬁg sQﬁ’les Q}\ S Q% @;& §

S &o o
N >
3 G i @ - Q@ N N
CA 7.4@ Fate @nd b@awou n@ater and séﬂameg@

AN
In sterile aquatic §\téms b S§rot’l@o©con@§le wé%sta 16%1‘[ pH 7 and pH 9. Only at pH 4 a slight
hydrolytic degraéatio pro le Was obssrved gfeT 168 hours incubation. The decline in the
168 hour samygtg was@natc v, a@ncrc@c of @ met@olite JAU 6476-desthio (M04) (5.3 % AR at
study end). e DTS of h1 }az \at 5 wa@alculated to be > 1 year at pH 7 and pH 9 and
about 120%)/3 at pH 4. 50 oahv thl(@)na at 25°C was estimated by extrapolation of the
50°C d@and was fpyfad to morc n@c VORU at any environmental pH. It is concluded that the
hydrglytic breakdow@will qot co%&lbut the d&gradation of prothioconazole in the environment.
JA&@% desthiot?%l04 Swas stable ifsteriféaquatic systems at 25°C at pH 5, pH 7 and pH 9. No
hydrolytic degr@iatlon was OQ edgThe resulting extrapolated half-lives were in the range of one to
several years.&_ A § N

The phot av1@ @mhioc@mzole was studied in sterile aqueous solution at pH 7. The
compoNgt wagy @)m odegraded during the experiment. The mean experimental half-life was
47.7 lidurs, (@qcs ing«{0 a predicted environmental half-life under solar summer conditions of
P]{%@m, @ in J@e of& 1 days and for conditions at Athens in June of 11 days. JAU 6476-desthio
( 4)§ identified as main degradation product at a maximum level of 56% of the applied

')

A simple relationship between soil adsorption of organic chemicals and their octanol/water partition coefficients
Proc. 7th British Insecticide and Fungicide Conference, Nottingham/UK, 83-86, 1973
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radioactivity. Two further major degradation products were identified as JAU 6476-thiazocine (M12) at
15% and 1,2,4 triazole (M13) at 12% of the applied radioactivity. It is demonstrated that photolyiglg a
dominant process of degradation in aqueous environment if prothioconazole is exposed to swn ight@j
Therefore, it is concluded that the solar radiation will contribute to the degradagipn of prothi azgle
under environmental conditions. @ & N 'S

The UV-VIS absorption of JAU 6476-desthio (M04) in pure water showcd\ﬁ%mdmmum dl@§7 n&r%@
the UV absorption and the kinetic results a quantum yi @9 of 0. 004 was calcula@ Tl&*esu @
quantum yield and the UV absorption were used to estimate the envi nmcntdl hd@%fc 6- &
desthio (M04) concerning direct photodegradation in_$uater by diff 1@1t simulati 10d@ Thé%sult&©
of model studies indicate that the contribution of % direct pho&egr dationgn wa@r to tH® ove&@
elimination of JAU 6476-desthio in the cnvirom 1s not to Cxpco@ R ©

For JAU 6476-thiazocine (M12) it was shown that . thﬁta Shite W@’ not@c o°b§$e7rvc %dcr
environmentally relevant conditions in mgmt t an@l nts zole ﬁ/ll %showed

no adsorption above 290 nm. For these reagons, r rth 1ve£@auon n the phot tic adat@n

in sterile solutions is regarded ncccssaryr@ 0{@1@&@11&5@ % @ §

) @ S
The UV-absorption data in the env@ ﬁﬁally r@@ @H shc@}édg@?l ,2 rla/o@ (M13)
dissolved in aqueous solution does g0 abs& any{ight a@ﬁyave@ ths @mmatlon
of the quantum yield of direct ph(@deg@datlo 1,24 tria ert tlme@ the ‘&gwronmental
half-life makes no sense in th@case&becau@’ no trib@aGn he d odegradation to the
overall elimination of 1,2 4@2016\ theGqueous env1r%nmel@1s tocpe e %Cted Cherefore further
investigations with 1,2,4- %azoleé@nceréﬁg tl@%hoto@’nc be av1@m qua@y environment are

not necessary.

SN
S o & @ @
In surface water unde‘@\aerob@co the dé 1ns@% labo@tory?mhlg%nazole was moderately
degraded at low ¢ ntra&on le d“@@ not s} ow ificédt de atl%% at high concentration level

in surface water er adrdbic Endltlo% in the dark«dn the@orat . Foftmation of carbon dioxide was
insignificant @mg nt1 1ncu ion [%od @ % ARNat DA%FLI) One degradation product,
JAU 6476-de 1), s 1den ﬁed%lth tHe maxdium @Ou%ij@)f 41.9 and 29% AR in samples

with low asd hlgh conc tratlo& sp Velyb ¥

The ca] @ﬁted best fitChalf- rothlocon§e W%@ 89 and > 1000 days for low and high

concerittations, resp vely) or,{t the m@t lite JA 6-desthio (M04) best fit half-lives of

> 1000 and 258. 7@ have bee@calc lated @%&the and e high concentrations, respectively. An

overview of the dafa is giyen @abl%%z I

Table 7.2- 1: @Sun’@ry 0@%eu\§fldp0@s of {@thloc@azole and JAU 6476-desthio (M04) in aerobic
face

Q A
S“r @ K P g

Temp. @ Surfac@yater@ |@¥)g{§53tigﬁ% Annex Point / Kinetic DTso DToo
N /

[°C] L]@ Reference No model® | [days] | [days]

Pr@iﬁoconazole > @ N @}O @
19.3 M@ KCA 7.222/01 & | DFOP | 89.2 518
KCA 7.2.2.2 /02
KCA 7.222/01 & | DFOP | > 1000 | > 1000
KCA 7.2.2.2 /02
KCA 7.2.2.2 /02 SFO__ [ >1000 [ > 1000
100 KCA 7.2.2.2 /02 SFO | 258.7 | 859.3

gle first order, FOMC: first order multi compartment, DFOP: double first order in parallel
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The degradation behaviour of prothioconazole in two different water/sediment systems was investigated

under aerobic conditions. Prothioconazole rapidly dissipated in both systems. The evolution of 40, &

increased continuously until termination of the experiment. On the other hand, mineralisatiopOf th

triazole-label (1.1 to 1.9% AR at study end) was much slower than of the phenyf§abel (14.7 t Z@

at study end). More than 12 metabolites were formed and five of them w idcntiﬁcd {[ e

metabolites (> 10%AR or > 5%AR at 2 or more sequential sampling poings or > 5%ARga g at

the study end) were JAU 6476-S-methyl (M01), JAU 6476-triazolin (M0O3), JAI@647

(M04), 1,2,4-triazole (M13) and JAU 6476-triazolylketon€f}42). Amoyk csc mctab&ﬁcs AU 6 ‘!"

desthio (M04), 1,2,4-triazole (M13) and JAU 6476- trla%ylketone ( 2) were d ted thes\\yg

layer as major ones. In the sediment extracts JAU 6476-S-methy Q 01), JAU 76—d@ @()4)@§

1,2,4-triazole (M13) and JAU 6476- tr1azolylketon2) were f@d a%major& ab&lites @) &
ok @ S @

The proposed metabolic pathway of prothlocoqriale in aqua%@ﬁyst&ﬁas is slywn & 1gur%57@2 §

Updated kinetic evaluations resulted half-li es fo iﬁﬁ Odelﬁlg eva@au a@ & o
An overview of the estimates half- hvesxg? s1p°¢1gon 0 ation DT 'so) @ prothlocon

g\

major aquatic metabolites JAU 6476;5S-me % ) and” J 76~desthi (MOuQ for fpigger
evaluation and modelling purpose g o bl -2 ::;&"l? a@ﬁ 2-, @F Qabohte
1,2,4-triazole (M13) the evalua‘uog@or thy halfQ s far tri @ r@‘lod&@mg @uaggﬁ was not
possible. N & © @ S S @ ~
o & TS S U
v & 0 &
N & @& @ N 2
© O @© § Q x
ST S & & S
v e O ¥ .0 & O
FTE e S e ¢
@ S o L @Q @ @
©© ©\ N BN N §
& £ .0 O « SIS, @
A S AN
S > T ET
N T8 Ve &8
@ S
§ RN > & >
oo e &
v O & .9 o O @
QOO O N O D
O K &2 o
<) S &P S
@’ NS @ @ N
N AN L9
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Table 7.2- 2:

Summary of estimated half-lives (dissipation or degradation DTso) for prothioconazole

for trigger evaluation and modelling purpose @° S
System Label Annex Point / Trigger evaluation Modelling pose §
Reference No. KineticT DTso DTuO} Kinetic @DTso
model® | [days] [daag model® [day§}~ |
N
Total system (degradation) @Q //@ 2
phenyl | KCA7223/03 | FOMC | 145 ["276 | SF&Y [ 8.1
triazole KCA 7.2.2.3 /03 DROP 091 4 96.7 §HO° > 29.10 o
eometric mean: 2 1.1@% 9 N 4@ ©
phenyl KCA 7.2.23/03 JoDFoP | 1%0 16.5 @ SFOR | 997 =
triazole KCA 7.223/03,4) DFOP | 1983 @) 11.3> ©) 3.408,
geometric mean: @J N 1.26 9 ~ 9 4%&%@
overall geometric mean: & &’ @U 120 Y S 4.2
@ S 0
Water (dissipation) S o ©) /\@ é& & S % °
N | o | o NN T S Ol
triazole KCAQ 223993 |SPFOR,Y 027 '] -5.56 ESSFQY 3
eometric mean: REN BN 036 5 < Q.60
_ phenyl | KOX7283/03°N] FQMC | @.56.< 2.86> | SEOY P 0.861
triazole | QRCA 7.223/03 | sFOMCy 0787 395 [ -SFOR ™  0.949
geometric mean: o D oD 063 D 0.90
overall geometric mean: N N 48 Y A 1.20
. - . O X & SN L9
Sediment (dissipation) A N @ O @ ©
phertyl KCAD22.303 K SFOns| 662 [ 900 & SFO 60.2
triazolec) KEA 7.2.83 /03F SFO | ©76.2 2539Q) SFO 76.2
eometric mean: < v Y @y Se7. 7Q) & 67.7
@ phenyl |[Skca23/09 [FomMc@ 736 | 343 SFO®) 106
| afedole (b KCAY 225003 | “DFOR? | 836 {3181 SFOY 84.7
geometric meq\r@v @ N Qp S @.84 v 94.7
overall geomé®ic megn: > &N 9 & O 23.08 80.1
E)) Sbl;?k zin%?af;lézt f(;f)(:srl,:FOMC: ﬁr?so\gtfurder m%ti cor@ﬂmen@FOP@doubleggﬂt order in parallel
N SEERANERIN
¢) backgalculated from P @ IS Q o, Q
d) back calculated frofeHS N N
| FrFLlTa e
Ta e e &
o O ¢ .09 o O @
Q0O S & b
O o R o @
% ) O @%: y Y
@7 °N Q @ D
NN NG ERAN)
& N TIPS S
> & N 0o
> & @ A
SECSIV N
@ < Q & ©@
& ES
@’ @@ N o
S
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Table 7.2- 3: Summary of estimated half-lives (dissipation or degradation DTso) for
JAU 6476-S-methyl (M01) for trigger evaluation and modelling purpose @° @
System Label Annex Point / Trigger evaluation Modelling puspose 4§
Reference no. Kinetic T DTso DToo @Kinetic @?3 50@
model® | [days] [days&_@j@ model® [ [daysP
Total system (degradation) @Q f,@\ 2
phenyl | KCA7223/03 | SFO%,[ 180 [ .597 SFOR, [ « 180 &
triazole | KCA 7.2.2.3/03 SFOY" | 134 @445 SKOP  J> 1349
eometric mean. 2 155@¥ 9 N 1@ &
phenyl | KCA 7.223/03 [ @FOP 44,8 QSFOY X[ &g -
triazole | KCA 7.2.23/03 ESSFOY 395 | & Ay SE@Y 395 &
geometric mean: @J 2.0, O ~ 9 42&%?
overall geometric mean: & &’ ©@80. 7, v (@ ° 84,7
@
Water (dissipation) © %@ O /\@j\ é@ o N @% & °
i phenyl | KCA 727305 P DFOP [ 399 1 3070] SFOY b~ 020
triazole | KCA 7.223/03y | SFO 19174 ] 305 | SSFO Y
eometric mean: RN w68 N g < ©20
phenyl [ KCAM22%/03 . [SSFONT 1 [938.6 S e 116
triazole | KOA 7.2.2.3 /03 SFO  [I1.9 3940 | SFO . P 119
geometric mean: o D Y oDILA S kO 11.7
overall geometric mean: QD ‘N o & 8@?\,;% A 10.4
<
Sediment (dissipation) %& \Q @& @ S @ @ % ©
ﬂ phmy“f/ KCA 7@2§§ 4.No evﬂmation%ossibl& @evaluation possible
triazole @KCA@Z.ZZ. %\@ no dwaluatien possible %o evaluation possible
eometric mean: Q> - < QA & -
$bhenyl | KA 7593 /03] @59.3 197 SFO 59.3
O triakole | KCA 722393 [+ SFO P 484> | a6l SFO 48.4
geometric mean> & & S 8o 53.6
overall geomf@c mﬁ © RN & AQ @3.6 @ 53.6
a) SFO: singlg first ordér, FOMT: firs€order 1%1& coré@artmen@FOP' doublet order in parallel
b) fit toggther with parent Xv @9 @7 IS Q@ N\
c) bac@ulated from ]ééPc @ @Q ®) %, O\@
RN SR N
? § &~ o &L
o N .U O .0 @
NI R
O o R @@@ @
= S & S
@’ NS ISEREN
Q& AN NS @
> CANO RS
N
WOV A
@ < Q & ©@
¢ & O
AN % S
@’ @@ S N
& & T e
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Table 7.2- 4: Summary of estimated half-lives (dissipation or degradation DTso) for

JAU 6476-desthio (M04) for trigger evaluation and modelling purpose {gf S
System Label Annex Point / Trigger evaluation Modelling puxpose QU
Reference no. Kinetic T DTso DTe ¢ Kinetic | @DTs
model® | [days] [day§§ model® [ [da)@

Total system (degradation) @Q f,@\ G

phenyl | KCA 7.2.2.3/03 | - |- ST S

triazole | KCA 7.2.2.3 /03 SFQ*% 75.8 {0252 SEOP K> 75.8 | @

eometric mean: 2 75.8@N 9 V> 7@%8 §

_ phenyl [ KCA7223/03 [@FO" | 42% QOSFORT &6 o

triazole | KCA 7.2.2.3 /03 ¢ )SFOP 39 19 & SEOY [ 394
geometric mean: X @%40.8«» g A\ “ 2 M
overall geometric mean: G 6’ Y 556y w\\@ @Q N 5.

Q ]

G
Water (dissipation) 2o @7@ @@ o o S {@ q °
ﬂ phenyl | KCA 7.20 /03« ] FOMC +. 238 J 3565 SFOY §
triazole | KCA 7223/0% | BDFOP o7 394 [ 448 | SSFO% 5
LIPS

eometric mean: D LN 305 oy 40 $ @?3 7
_ phenyl | KeW7225/03. 1 SEQ™ [ 597 S0y 80 |5 277

triazole | KQA72.23/03 SFO  K30.601 10872 | ¢SFO-. T  30.6
geometric mean: @ w2 @ & o 29% o 1O 29.1
overall geometric mean: K N WA RS @\5 Ca > @) 20.0

TN O A e Y L2

Sediment (dissipation) A Q) N @ N 9
d ph"emygl KCA 72.2.3 @ & no e@lﬁatiofﬁaossi@% @3\6 evaluation possible
tgiazole (WKCA@7.2.2.@03 \\g no &valuation possible Dino evaluation possible

eometric mean: S ‘v «%ﬁ @ S S Q) &
h @@phewl ®&A 723 /037 SPO [ 62.0 206 SFO 62.0

triazdle | SKCA 72.23%93 [ SFONH 523 | <74 SFO 52.3
geometric mea@.@v @ N Qp 05 57.0
overall geometE megiy D &N 9 & O37.0@ 57.0
}a;)) fSifgg Zing%ﬁiaslt I;);ie;t, F(?i\y/[C: ﬁr{g @de@i com@tment,@FOP@ouble @t order in parallel
< SEERANERIN
c) backé% ulated from F@C S Q N, @)
d) back calculated frolfRFOP BN NS
EHO N I
5 & & & .=~ S
Q N < N <
o O & . > o @

In a water/AQlimenPstu und@'\ana§bic : ditigys the DTso values for prothioconazole were
calculatcd&y be 2.5 d'%i or @Wa ayet@and YLﬁ@days for the entire system. JAU 6476-S-methyl
(M01) \@idcntiﬂcd@& fte i er layer and the sediment.

Q S
Ny %@@@\@Q@@
N R )
&%gy&
&§§©%©@
$ S
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Figure 7.2-1: Proposed degradation pathway of prothioconazole in aquatic systems
(major degradation products are mentioned in bold letters) gf @

& & c
S LS S ©
&, as. i0 @zoloe BN M12 = JAU 6476-thiazocine
Q@ M0&5 JAU 6-S@thyl M13 = 1,2,4-triazole
JAU 6476-triazolinone M42 = JAU 6476-triazolylketone

%

JAU 6476-desthio
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CA7.21 Route and rate of degradation in aquatic systems (chemical and .
photochemical degradation) @ o
5 &
S @ @
CA 7.2.1.1 Hydrolytic degradation @,Q SR

N
The hydrolytic route and rate of degradation of prothioconazole in buffers Wer sterile c@tio@n th&
dark in the laboratory were evaluated during the Annex I was accepted By the Européan Cdmmiss@ @
EFSA Scientific Report (2007) 106, 1-98, 12 July 2 . The fo ing study & in d in%he
( port (2007) y 2007) lgwing study § o@@% in

. . S
Baseline Dossier: Q % SES)
@ S O N S &
Annex Point / Reference No Author(s) @ﬁ PY earQ Dp&lmegt No /&
KCA 7.2.1.1 /01 I < N 19@@ %@ 005 72019Q
N
Q
For a better understanding the corresponding sum ry 0 1s S as @en 1n@e 11@5&@ fs
given below (grey coloured). Changes 1n$e evaluations - b e of trigger itPthe
new regulation EC no. 1107/2009" - arg’distinguishe bl 0s them as regwsed mform:
g gjisingishedgn a& @W aited fgformgn
One additional study on the hydrolytic be@wou&of the.gma] 1@6&1 647 esth?@ (M04) is
submitted within this Supplement&DDos sler forghe pr(@loco 2% ole I@aewaéf al. &%‘ummary of
the hydrolytic beh f JAlG 647 th AT1.1
e hydrolytic behaviour o @@6 &@es iégn wg@@ 1s g@: r@C @

N, O
Q N \
2 > £ & o © é\ %

! Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing
of plant products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC
Official Journal of the European Union L 309, 24.11.2009
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Report: KCA 7.2.1.1/01; N x; 1998 .
Title: Hydrolysis of [phenyl-UL- 14C]JAU 6476 in sterile aqueous buffer solutions @
Report No: MR-623/98 N
Document No:  M-005117-01-1 S @@ S
Guidelines: - Commission Directive 95/36/EC of 14 July 1995 amend@ Council Di‘%@ctiv@
91/414/EEC concerning the placing of plant protection products on t@ m

Official Journal of the European Communities No. kJ72, 22/07/ 1%

- Commission Directive 94/37/EC oJuly 1994 @qcndmg Co@ Dh@%nvc@
91/414/EEC concerning the placing of plant prog@tion producgon t g;
Official Journal of the EuropeanfSommunitie @0 L 194, 7/1 O

- Official Journal of the Europcaﬁ% Commumtl@ No@}s 383 qg EEchtho@C &O
December 29, 1992 N O g @D

- SETAC-Europe: Procedyres for ssess@the@wron@’enta@‘ate@ §
Ecotoxicity of Pestlcldeéﬁwaro@ 993 @

- U. S. Environmental Ryotecti Age@%/ (U@ EPA§1

Assessment Guidelings® Subd1v1 1&9 N, &hemis En
Section 161 1, Hy@)lym& S.
- U. S. Environ al R %tcctl W\Ag (UY?%EP

Assessment Gur ehn@f SUB@AVISIOM Gh@mlst
@urc 1S} H\%@D yms@ udlé

Section 161 RStardard E@luaﬂ@ Pro
EPA, S QE R
- U. S. Eaytronmeiital Fptection Ager%y (l&@ P/ 1989 Pestl@ie

Assegsment 1delé% L@Wlsu@ﬁ N, Cheml@ Emgronméptal Fate, Section
16T, Ac ptanc@rltc@or Hydrolygs8 Stu&cs [@?EP@
% & @ @
9 O @
. S. E@;lrow@cnt @rotc éﬁ Elé\) 19% Pesticide
i& te Aﬂ@

istratioR e} a an)nmer@l Fate. U.S. EPA,
@Q %8 RJS 010 &p
@© S. Egyiron@htaky Ftection A @cy (

estlg%e @

B

EP ). 1995. Pesticide

@ere@i@tratl%l ej ctlon 51s —@nvi ental Fate, Follow up

)

X s sin dm@. ep %
&@ 1@&1] 1 % . O

GLP: RN

Test System: T@ hy ysi é‘%ﬂé %s sty@ied if®.01 M buffer solutions adjusted to pH 4

(acetate buffes® pH [Xbuffey) @9 ( Rlte bu@ér) The test solutions were prepared with

phenyl-labelléd parent cou t cen@ bout 4 mg/L (3.6 — 3.9 mg/L). The solutions
i i I S undgr sterile conditions in the dark at 50°C, and the

were 11@& for a x1mum§acr10
samplingintervals were 0, 6,@, 48,72, 9 d @ hours. For pH 9 additional samples were taken
afters{ and 2.5 houg&g @ . @ @ @

S . @ &@\ N O

@

Findings: Q° @ Q
In the 50°C§ t J@“ 64743Was Qund 1R stable at pH 7 and 9 while only very low degradation of JAU
6476 Wa@bse at 4. ASPH 7 and pH 9 no significant appearance of degradation products was
observe&at andfime @f sa ng. 99.9% (mean value at pH 7) and 98.9% (mean value at pH 9) of the
appliéﬁ"radi@w@ag fepresenting the unchanged parent compound based on HPLC analysis of all
] es. rema mg@hoactmty was mainly representing the metabolite JAU 6476-desthio (M04)
(about ﬁ%&/hlch was already present at comparable levels in the applied substance. Only at pH 4 a
slight kydrolytic degradation of JAU 6476 was observed after 168 hours of incubation. The decline of
JAU 6476 in the 168 hour sample was matched by an increase of the metabolite JAU 6476-desthio
(M04) (5.3%) and the fraction other metabolites (4.2%). Table 7.2.1.1- 1 summarises these results,
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which are values rounded to one decimal place. Thus rounding errors may occur if recalculations are
made using these rounded values. @ @@
; v
at

N
The DTso of JAU 6476 at 50°C was calculated to be > 1 year at pH 7 and pH pnd about I@ay
pH 4. The DTso of JAU 6476 at 25°C was estimated by extrapolation of the data and fQund

more than one year at any environmental pH. It is concluded that the hydrolytic breakdowgsis e@ected
not to contribute to the degradation of JAU 6476 in the environment. wo \© &) @\7@
Table 7.2.1.1- 1: Hydrolysis of JAU 6476 in three buffer @tions at 50°®n percent O@ppl® @Q @
radioactivity (mean of two values) Q @ ) X é
Buffer solution Sampling a.s. D M04 @ Other O Re&ver@U @
interval abol@ & @}
(hours) QL % @ %@
pH 4 0 rs 5 X B 5 & N
6 0 Y s @l 2T @ < 10240 .
24 N2 @ @30 R i | O o
48 084S 3D D 1O 1035
72 @ 993 © .38 QO 0 N &eds §
% AR dRl 8 4 oy L2 & @loeg
168 & 33" | sy [ 4y S 1RP
pH 7 0 X g 956 © 28 0 W G %6
@O . 9g o @5 Y5 | &%J01.4
«QOX ¥1.8 14,97 © 13 ©O104.4
18 & | &99.1¢ @ 2.0  FR° & 1024
7 72 9 10, ) LG SR ST 105.2
V) e 3 S0 Q0 « RIS 105.2
B ] 5998 S19 0 T A 04> 102.5
pH 9 &f < 0y Y IV 1@ 05 99.7
SO T awm D &P 101.4
@Q S 253 & @&s3 S 17 & ™15 101.5
(2 S =26 O K567 [ 228 @ 16 101.3
& 24 © 9% g 1 Y 1.1 102.8
N By 4 L7 997 & @%@z 5 1.1 102.7
AL g .9 006 O] o4 © 13 1042
QY [ & 90 & Q100> |& 2. 1.9 104.9
@Q@ 16%(@ S 9@7@7 O 4 1.7 102.4
a.s. JAU, 6 o
MO@ JA@()- hioo\@»@? o | § @§
TV RES
=) N @%F W2 %
@, °\@ Q @ N
Q A\ N @& 9
S A O
LA NSRS
&~ v @
2o Q
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New study submitted for Annex I Renewal
Justification for including this study in the Annex I Renewal Dossier: This study was submit@to
cover the new guideline requirement on the major degradation product JAU 6476-desthio (M04

6 )
Report: Kca 7.2.1.1/02; [N £; 1993 S NEESE
Title: SXX 0665: Hydrolysis in buffers AN § < ¢
Report No: PF3882 0 R N O\@ Q
Document No:  M-008584-01-3 e NN @

Guidelines: EPA Pesticide Assessment Guidelines; Subd1V151@\I Chemistry nvnm@al &
Fate, Section 161-1 (1982) @} & Q

GLP: Yes S R & &

Justification: ~ New data / guideline require@: @

Q} ‘o

Executive Summary Q @9@ S & b@ > é %

The hydrolytic behaviour of phenyl- laKEHed AU 64{%\—des@o (1\@%’ wa@%udiggd in steti M
buffer solutions at pH 5 (acetate buffe@g phos@ﬁate, buffer) @n pIi@ (b bl@er) at25°C in
the dark and for a maximum duratio S. @ @ @9 O

The test compound was applied at @ mg/@n the%&cetate%ﬁuffgng 53and a@ mgiP in tk@%hosphate
(pH 7) and borate buffer (pH 9) O & @© @@ °
Z ()

Mean material balances rang§ f 98 5 07 A) 0 phed&@dloa(@vlty @AR] n Qlffer pH S5, 95.0

to 101.9%AR in buffer pkej and 3 to@ in p@

No general decrease in thesradicactivity Vel es ples Qs det%ln% it gressmg test period

(e.g. as a result of the_form ofolatife pro@cts ydr ms)KNo de@ ation products were

determined in the cqgirse of drd@is ovey 30 X
\Q )

OV

@ @
The resulting ex@oo @hal&hve&ere m\}e ra&@e of one tcge ]@%rs

Considering lowsg€gradgtion @Y’ermem@ pH temperature values, the hydrolysis
reaction is expected@rot to“eﬂntn%lte tothe deg atlgﬁf JA@647QQesth10 in the environment.
5
< @

o\ % \
A & s ¢ Q x> Q
@ &\ L. Mi@m§%s A‘@;QD MEFHODS
A. MATERIA@ Q > N o @©
@ o @ @

I Testi O S
phenyl4abelled JA 14) %
Spec' Activity: . \ B.01 MB q/m@ N

iochemical P@ty N 99 0 @§ \©
&emlcal Purlty. § %& % Q §
@62 8
K § N
2. Test S@em N @
The tests vere c@rried @9 in @1 M ﬁffer solutions. The following buffer solutions were used (see

Table 7@ 1—§) Q
&S
@ & TS

&
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Table 7.2.1.1- 2: Buffer solutions
pH Buffer @ @b
5 acetate buffer @ g
7 phosphate butter S @ @
9 borate buffer ox S O\Q
N & & o
% S P
©, & S ©
B. STUDY DESIGN e @ ¢ S O @
N @Q @ y & &
1. Experimental Conditions @ RO

/<

In order to rule out the influence of biodegradatio@mg hydrolys@ the@ﬁffer lut1$ and aﬁjves S
pipettes etc. which came into contact with them“@p the test s@on& e steri he;é@ son
were prepared and allocated to the individual gucubatigjf ves oni&,sterllg enc

For preparation of the application solution phhyl-la8élle U 6@% io w@dlssgved 1% 54 mL
of acetonitrile. The radioactivity level oﬂ%e sol@aon wich w@ obtamed @gs detéPmin 1@1@
scintillation measurement (LS). % \

Approx. 400 uL of the application solf#hion yas @er % eac@of th& 25 cal ks on
the sterile bench. Subsequently, the gptve %as e@pora ntl en 00 mL of
cach buffer solution was added to ghe resid®, and'these g%mpl were @ssol by nu{;;a treatment
in an ultrasonic bath. Subsequen‘§e thé&ho nm@nd Cen 10n @’ the est sdlutions were
tested by LS measurement oseptg\\a’lly taken 10%e sles @%ach SO utloﬁ heéesults are listed

7]

in Table 7.2.1.1- 3. o @ @ & @
Table 7.2.1.1- 3: Conc@tratio@ of @ testio&s IS %", @ @
Test solution = 0. 0@ buﬁ&r © Ra@)activ@ NAU %76 des@ﬁ)(MM) content
ol Copur gl Byl O dmg
S &8 49 S 159 O] & @, 5.00
NeY 47 <702 NI S | @ O 367
A 89% P 1123 ;@ 3.72
a) measured va \ of 3xsgmples N9 @) @
s ot @ & & 5

5.0 mL @tlons of eaclipf th st s 10ns S,N s i B w%% trap§ferred under sterile conditions to sets
of 17 1&ubat10n ve QU aded “glasiessels N
5 ml of the buffer 10n§%w1th@t act V 1ncu%ted in vessels S17,N17 and B17. These
samples were ondy used%o maaltor t%sterﬂc@,proc&iure @ rest of the test solutions was transferred
to vessels no. ) @ >

Vessels SO, and@O We® use%*as bl n%ie kept in a refrigerator at approx. 4 °C. Samples
S1, N1 and\B1 were testedfor stévility pHa@sthe stért of the test. Samples nos. 2 to 18 were incubated
in the w, ath of thef@ryosgi th@ﬁark@%o v

§a @ S @ @ \©
mpling *v Q KQ

At each sampling time 2@5mp1€9 per buffer @e taken and subsequently analysed. The pH and sterility
were checke é Leiﬁ% spetially fQr these tests. The sampling times were distributed evenly

over the 1nt@ed maxim est period at)30 days (DAT 0, 3, 7, 14, 20, 24 and 30).
o &
3. A t rocetﬁfres @
Substangce-s ]\S\\H as carried out on the basis of two independent chromatographic methods:
igh performance liquid chromatography with HP 1090 (Hewlett Packard),

A @éver
ﬂt%éd witltdiode array ector and flowthrough radioactivity detector RAYTEST Ramona 4 with solid
scmtll@r cell.
Method B: Thin-layer chromatography by separation on silica gel (20 x 20 cm, 0.25 mm, Merck 60, F
254).
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II. RESULTS AND DISCUSSION
o
A. EXTRACTION AND QUANTIFICATION OF RADIOACTIVITY IN SOIL SAMPL@@ §

No general decrease in the radioactivity level of the samples was determined w@éprogressing@est p

(e.g. as a result of the formation of volatile products of hydrolysis). No degradation @duc@ere
determined in the course of hydrolysis over 30 days. N \@ ) \25@
© N WD O
N Q@ @ ©\ @ &@

B. MATERIAL BALANCE &
Mean material balances ranged from 98.5 to 107.89 Gf applied r% activjty [ l@m %%r pﬂ%, 95@
to 101.9%AR in buffer pH 7 and 96.3 to 97. 4%@ pH 9. The ra 1ty anc@ sul@narls

Table 7.2.1.1- 4 to Table 7.2.1.1- 6.

o

Q % <>
Table 7.2.1.1- 4: Radioactivity balance of & hyd@@lym@ﬁJA%ﬁt%-‘@thm @4) & .
in acetate buffer pH 5 % (E}%’ @&
Sample code Incubation tlm @} Rﬁ@oactﬁg\gf re&é@ere% §
¥l %]% @ Q
S0 @ S T %oo > ﬁ ©
AT Fas3
S2 1
s3 O ov\sx@} @@QQ @© 194 &
S4 7 110. ~
S5 o | & %7@@ © @199.04& Q \6@04'7@
S6 N a3
S7. <% ¢ 14 @$ O @07« ~ @
S o lg § s - G o
200 97
U@éﬁi& SRS ARl
o SIS N 24 @ 08.8 [
S §® o O T & @@102©§ o 100.5
2 13 © S [ o991 Ay
®= S g j@% (S N P 101.4
A siw . D 30 Ao DT RN -, O
g&y O A 3\@ e @@43\ -
o O ¢ .09 o O @
ARG I <
SRS @ & @
<) O @ %o
& SRS S o
@ &@\ &©
@%
PR ) SR
& S @
% Q
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Table 7.2.1.1- 5: Radioactivity balance of the hydrolysis of JAU 6476-desthio (M04) in

phosphate buffer pH 7 D
& &
Sample code Incubation time Radioactivity recovered ®\ (%03
[day] [%] & @ &
NO 0 100 D S o\@
N1 0 SN
N2 3 95.2 %, ) | L9«
N3 3 (99.9 & 976 C}’\ Q\\ ESI
N4 7 96.5 S A N
N5 7 5992 @< 97§@ &P S qx©
N6 14 g 986 . O @
N7 4 1002 > o &S o @
N8 14 - - 4@«@ @ L §
N9 20 . %
N10 20%© @ & 4 Q@x Y 959 & @% o
N11 24 L 4043 @
NI2 @2?9 S @\ 9&? (%&5 . ©§01§9§9 $
N13 ~ D .90 O | =, Q
N4 S0 B Ses O &S .
Ni6 30 N Sk
N17 @¥ ) @ @}“f O S Y
@ & U Ty € )
i of . &UQ f@b o
Table 7.2.1.1- 6: Radioac 1ty<igalanc the Kydrol of JAU 6 esthi® (M04) in
borat@buffen@H9 §@ gl &3@6 . § %
Sample code {ﬁnc@tlon tOne @@ @adl(ﬁ&ctlw recove@
é o A [day} 4 § [2 gD
@0 N ©) w© > e 10@) @
S B O k> e N | OB RS
o B N3 @ 96.7 B
(& ﬂg Q O 3% er @©96.®§ @ 96.6
€ 4 9 S| @ 923 S
®= 5 :% < j@% & N . O 97.4
A ) Mes |, O 8059 O 96.7
@ﬂ Pl RN S e RN, '
ﬂQ\ﬁSﬁ & %ﬁ @ @) @
B9 720 0
@@ %\i@Q Q@} L9 200 QQ b@’%ﬁ 96.3
SN N 2 96.9
& Blé{@© L \fg\é@@ @ 973 71
B. O 730 : 96.6
m§ N A 97.0 %8
o RIS .
B17 ¢ O 30 ¥ .
)
PR ) N

N @
C. DEGRADATIONO & 9
No de t10$@as obs%’rved@atlstlcally at any of the three tested pH values during the observed period

of hydtolysis§yY s

Ex @wly rat@’con%ents, very low coefficients of correlation and determination, and as a result
longSeverely fluctuating half-lives were determined by linear regression. Due to the relatively

unceﬁ@trapolation, the specification of an exact half-life does not seem appropriate. However, on

the basis of the data the half-life can be estimated as not less than a year to several years. This evaluation

is supported by the fact that practically no products were determined after 30 days hydrolysis.
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III. CONCLUSIONS @
N

Due to the low degradation rate in the pH and temperature ranges which are relevagt for the envipgment
hydrolysis should not be significant during the degradation of JAU 64§des‘chlo (M in@
environment

@
CA 7.2.1.2  Direct photochemical degran N &° @ @& © &

: g N LY ©
The photolytic routes and rates of degradation of prothiocoqé?ole dnd its @ajor&gra@dﬁaon toduct
JAU 6476-desthio (M04), JAU 6476-thiazociag (M @) and=l,2,4-t& ZOIC@] 3)-were evaluated during
the Annex I inclusion and were accepted by the E pea m ion (BFSA Scient@ Re (2@%@7’)

106, 1-98, 12 July 2007). The following &@1 ies’ age 1ncm %the Ba%ehne@ssi\gy: §
’ N N
Annex Point / Reference No | A@nor(gi% fi\\a @ % @ear &Y Dogpiment No
BN Y T N )
Prothioconazole $ N O @) NS
KCA 7.2.1.2 /01 o Eo) O <7 [ HM-051279-01-1
KCA 7.2.1.2/02 S E W, @ 42001 O M@p4326-01-1

JAU 6476-desthio (M04) . N R
KCA 7.2.1.2 /03 o [993 (M-008540-01-1
(€

BN Q1
7))

JAU 6476-thiazocin§ﬁ/[12)§ % © ((\bu °\© é

KCA7.2.12/04 & H S Of 200 | M-088260-01-1
KCAT7212/05 @ - d .9 o & 2@ [ M-088249-01-1
1,2,4-triazolg\@913) D LA @ O \y N

KCA 721296 @ %L_% P.9 @ QO _@J2000 [M-033175-01-1

) S

o Ny >

No addjtohal studies sut@tted hin thls S le ﬁal D@Sier for the prothioconazole renewal
of approval. In the- asehn& ossier it bee‘n\arg _iace formation of JAU 6476-thiazocine
(M12) is much sl r co the gr 10n é%pr thioconazole/JAU 6476-S-methyl (M01) in
water /sediment @ste@hls n@o had*not tobe addsgssed. However, this has changed since the
half-life of pr@uoco he n€w stu@“M1® alisdgion in surface water” is much longer than the
formation ofJAU 6476 cozqg} n @Hc phgtolysis. Therefore, the metabolite JAU 6476-
thlazocmet§ included i 1n (@w risk sse@nent @

In addition, updated@len%mlu ns ofthe aq @tlc photolysis of prothioconazole and its metabolites
in aé%’atlc buffer %lut$ have beeererf OfY ed according FOCUS Guidance 2014. The kinetic
evaluation is su marise @ 2 /Oi

A summary ‘) r ?%@ate oﬁegra@tlon of prothioconazole in water and sediment is given in

section CA @ an @@
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¢ Prothioconazole

s
New study submitted for Annex I Renewal \@ §
Justification for including this study in the Annex I Renewal Dossier: The abjective of th@ud is
the kinetic evaluation of the aquatic photolysis of prothioconazolés”and its rhetab
(KCA 7.2.1.2 /02). The evaluation was conducted to derive kinetic parameters accordl@ to @CUS
Guidance 2014.

. . . 56 > @

Report: KCA 7.2.1.2 /07; , A.C.; , C.; 2015 @ S X é

Title: Prothioconazole (PTZ) Kinetics atic Photolysis Lab - Km@e evafuation®©f the
photolysis of prothioconazole Q}‘ its metabo]&s 11@5ter1leQﬁqueon buffe@undgrC
laboratory conditions Q@. N \ @

Report No: EnSa-15-0265 % &° @6@3 %\ @’ 6 «:0\7

Document No:  M-532628-01-1 Q @ ® %

Guidelines: FOCUS, 2014: Generlc;%uldar@ for Esfimatig Pers@ten and ]@ra &

Kinetics from Envirojfimental‘Fate %%dles@q Pe des U @gls‘cratl
Version: 1.1; Date: Decmber 70

GLP: No (calculation) ©Q KK @ Q\ @9 § @ @

Justification: =~ New data / gulme reé@iremient: N S @
Kinetic analysiscof thg aquétic p lysi pr@loc @zole @nd itsSmetabolites
JAU 6476 d&thio {(M04) ‘AU li@om QM1 2)nd 'E* J4- tri&zole (M13) in
sterile aqugdus buffer s&tlonﬁ under light c@ ditiok® %

& O @ o 9 N @ \25@
Executive Summary s %
The purpose of this study wasQo ‘estifte no@nahs20°@ pF deg dat10 @es (DTso) (which can
be used as modelligg>and t§ dpoiats). datlon of prot 1océﬂazole in sterile aqueous

buffer under labordtory lght cqn@hon@@as 1nvest1g@ 1n ug y (KGgy 7.2.1.2/02).

The present repait comiprises the evaluatlol\\f the&&ata ac&rcﬁo theSiost recent FOCUS Kinetics
report (FOC 01 H Degrgdatio @’ers re fitggd wi e software KinGUI 2.1.

The DTso values def@ed birthe e@jﬂua n of %\ bo ry tried for&*thloconazole and its metabolites
are show%% Table 7.2.42- 1. %, @ W

One of £h¢ purposes oéﬂls stagy wa@ investigate) S th ﬁre a@degradatlon products that only form
under irradiated co dition ﬂ?he mqgaboh@AU 6&176@&1212%1 W& (M12) is only formed by light in water.
No other product$ ly fo 1gh’mre for@ Thernetabolites JAU 6476-desthio (M04) and 1,2,4-
triazole (M13) a@fou@ reléyant urLts?%n thigstudy but also in other types of degradation studies.
Recoveries of @rothi az@m Ihgfﬂark @ntrol@mple@’demonstrated that photolysis is the dominant
process of radat othmcona T@efor@ﬁ is concluded from this study that the solar
radiation ydJl also contrlbute t@e d dallg@ of r:{hloconazole under environmental conditions.
The DTgy’ values we. e@ewﬂ@ed accordn@ ¢ decision trees of FOCUS to derive trigger and
modelling endpomﬁéo ally a@ km‘% model type was chosen from both decision trees.
Theretore, the eva&tlogﬁ not’ ﬁlrther &plit L@qto trigger and modelling endpoints (Table 7.2.1.2- 1).

@° @ &
@\%%é@j@@Q
O - N
SRR
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Table 7.2.1.2- 1: Endpoints of prothioconazole and its metabolites

Endpoints @ IS
Label Kinetic Chi? DTso DTso Formation % @
type® (24 h)» (environmental | draction fromg S
[days] days)® @$r0thi0c0naz§le QS
[days] (S @
S O & 2
Prothiconazole A N N é\”
phenyl SFO 3.01 201 11, g | @ @
triazole SFO 2.35 2.29 V. 9 |l ©
geometric mean @ 2.0 ) = (5© é&
) N
JAU 6476-desthio (M04) ¥ @ .9 ol @
phenyl SFO 438 . Bnogdable fi oy LTSS
triazole SFO 10.98 @ B3 QU g | o> 0667 |
LTRSS .
JAU 6476-thiazocine (M12) v @ K o O & o
phenyl SFO 14.7 149° [& 834 . Y w187 &
triazole SFO Y P 31D w8, | @ 016 ©
geometric mean @) f% WS N @’12&@ @ @%3 &
- S (SRS
Idtriazole M13) X o o O & o RN
triazole SFO @ B Dinaxipmm nofeached)within the @ﬁ JAL] 6476-
< ~ @perﬁnent@&%nod@ des@o 1
a) SFO: single first order F ﬁrs g@der giti compdrtment, BFO@euble,ﬁ% orde@n parallel
b) DTsoin experlr;ne ldays ;rg‘ég%lo er day Ro
¢) DTso in environ ental%ys under sum unli cond ns at Athens/@!@ece §
§ T & \ & o
S @ m%ns@ &
O s N Q 5
The photoly‘u@egr dation f protl@oco g%le 1nv®1gat &1n sterile aqueous phosphate buffer at
phel@f an(f*trlaz ctive ipgredient~at azgoncentration of approx. 4 mg/L

pH 7.0 u lab%rled A

(Basehneé%gsswr KC 02) solutons were n y exposed to simulated sunlight at
mentingosion KO 2 L 400) @t solomsgyers e

The kinetic analysig: s p ﬁEﬂHn
Four kinetic modely; Single
Compartment m%)del) O

ccor@%g t FOC[;Jx kme@% (2014) using the software KinGUI 2.1.
rdef ¢SFO @ad the®i-exponential models FOMC (First-Order Multi-
dout@) ﬁrt rder@arall@§ and HS (Hockey-stick) are assumed to
adequately de&éribe @ de at1 0Bt t%@pphe(@ubstg@ée in laboratory trials (FOCUS, 2014).

Calculation of DTsg Vah,ms hf@s de fdved as the time taken for 50% of substance to

disappea @ssmate fro% aco \ﬁrtrr@i fo @mg@g le first-order kinetics, whereas DTso and DT
values ot strictlyc nnected to a first

tlcs In this report half-lives, DTso and DTy values

are calculated fro ¢ appRopriatgrate stan«t\k as DTso = In(2)/k and DTy = In(10)/k, respectively.
Caltulation of “enviro ntal\dav” ues: The samples were irradiated continuously for

24 hours/day. The DTso Value§ den&d @nGUI are expressed in experimental days. In nature, the

irradiation so one way to express more realistic DTso values is to
multiply th & iveggﬁby I by 2.
SN
< @
LA QD WO
& @ &Y % IIL. RESULTS AND DISCUSSION
2 v

O
Trngge dpoints and modelling endpoints for prothioconazole and its metabolites were derived
the procedure described in FOCUS (2014).
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The trigger endpoints and statistical parameters for prothioconazole and its metabolites are given in

Table 7.2.1.2- 2 and Table 7.2.1.2- 3, the modelling endpoints and statistical paramet@ n @
Table 7.2.1.2- 4 and Table 7.2.1.2- 5.

Table 7.2.1.2-2: Trigger endpoints and statistical parameters of prothmconazo%@m its metab@i@es @
Phenyl-label

Type of kinetics® Fitted X2 error If p V<i§§)1al DTs0Q @%o ©
parameters [%] {5 (ttest) | Hit” [days] | ‘fdays] 4 @
9 O %2
. Q o N oS

Prothioconazole & Q NvoQ SHES)
fit alone @ N ®) f,© ;&

Mo: 98.9 , 9, Q i N
SFO 0,380 4 k.@?.OOlO qQ "r:' J \1@% ) 6069

My: 98.9 o' | .S & 7 [ NS
FOMC 0:4503 Q" 28" |5 JO 1| 606 |

B: 11850 .. 0. .« ol O & &
pathway fit Dw\f) B NN . Q > §j

. o S
SFO 1;(409&%?} ?\Qg@ @ <0&@ oS @(@s 20@@’ €68
» SFO fit (prothioconazole alone) is ¥130ally @ statistically a‘é@p abk a&{d than KOMC. fit of D
prothioconazole together with th@etab%tes is %ceptabl@oo thesdt ore fro hW@ tis w{c%f’
» Conclusion: SFO pathway fit }s,used P Q)
NN S © é
JAU 6476-desthio (M04) *» % < & @ & o\ %
fit all together &) Q N @ QN \7@
SFO ~ @k <gﬁ(l)‘(“§’& x@g& Vg& | §E: 05> | wr %ﬁg “Inf> | “Inf’
P The t-test for JAU €476-des fails$the maxishum rea on t st day of the.gxpetimental period
» Conclusion: no Lé@ble D@’ m&derlv@l 0’]& lékl % {\&
& T

JAU 6476-thia@&ine\(@12) SN \© $ @ @@
fit all together IS ' @§ \j& B
SFO O & P kdors | grioaf koo @ ++ | 149 49.5
» SFO fiis Vlsuallv and StatlSth&@ 200! N
> Coj@glﬁ?smn use SFQ% > d% o @ v

a) &@ single first o@r F O@ first %\aer %]&1 com@ment@OP @uble first order in parallel
b) wvisual fit: += - erati 0 N
) gad % P 0@ &

7 g
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Table 7.2.1.2- 3: Trigger endpoints and statistical parameters of prothioconazole and its metabolites

Triazole-label gf >
Type of kinetics® Fitted X2 error p Visual DTso 0 @§
parameters [%] (t-test) fit" § [days] | @ays] g
Prothi 1 © S \@
rothioconazole K
fit alone % O %) 4%@
Mo: 97.7 oy N
SFO L0326 187 § ki <0.001 @@ S &@
Mo: 97.7 g &© 'S Q\) S K®
FOMC o: 6307 2%@ |t 021 2
B: 19360 & 2 9 & L N
pathway fit Y RN Gy N 7
Mo: 97.1 D | o> ISR
SFO 0303 S 2.@ @k <0.@§51 @@%ﬁ > 2.2{ &.60 .

» SFO fit (prothioconazole alone) is visually 3@ statls@élly acééptable a8d better than FOMC. The fit o@ @
prothioconazole together with the metab% S 1s K%ptable& 0, th%fore i fron@athwa% it is use §
NS

» Conclusion: SFO pathway fit is used @,

Q *& w\a \ % @
JAU 6476-desthio (M04) M O L § & o
fit all together Q S e f\\@ (’a@ o
SFO | @k 0.018 @/’ 10,@ | 2008y | & 10383 | 127
» SFO fit is visually and statistically ac&ptab«% S @ 2 0O
» Conclusion: use DTso é@\ @ é Oy S XO 9 &
9 < N
JAU 6476-thiazocine (MIZ) % @9 § @ ©@% * ‘i§ @
fit all together 9 © ° /rq\x Sa e @
SFO ”@% [@ 00220 | S#89 N k<0001 +S | 319 | 106
» SFO fit is vis tlstlcal(%oo N
> Conclusmnﬁ: 11§{J gra@\%on but%éry g@\ fit, u§§T50 Qg@ @& @@j
o <y &
1,2,4- trmzo@(M@ i~ N Lo & O @
fit all tog@ﬁzer 9 S © o (%7
SFO . & | Ske® | e <ol | - | 227 75.4
Y

is vi i Q N,
» SFO fit is visuall @cep&%ﬁl@no X2 provu@ﬁ N N
» Conclusion: n&&grada@o do Adtuse DB w & AN

a) SFO: single ﬁ:@orde FO @st &multl@inpart@nt D&)P double first order in parallel
b) visual fit: + = ood ° Q &

@ = > @ @

©©© \ N
3, b@%?@@ ¢
& @@‘7 R
& N &®@\
% N I AN
N . @@}@Q&@
G @ © 9
é@\%é@&@
2 Q
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Table 7.2.1.2- 4:

Modelling endpoints and statistical parameters of prothioconazole and its metabolites

phenyl-label gf >
Type of kinetics® Fitted X2 error p Visual DTso DQ‘ §
parameters [%] (t-test) fit" O [days] | @ays] N
Prothi I v S o
rothioconazole K
fit alone % 2 4%@
Mo: 98.9 oy N
SFO L0350 234§ k:<0.001 "+ 0@3 b6
pathway fi < 0 oo SE
Mo: 98.2 N 4> Z
SFO N @ k: <0.081 o g 2m @6968 &

» SFO fit (prothioconazole alone) is visually and statl\}/{cally acceptah@v The ‘ﬁgof pro&@wcon
the metabolites is acceptable, too, therefore, SF@@rom

@de tog%er w1t‘P@

» Conclusion: SFO pathway fit is used

ay fitg use

& <
(\@j @ Q T @ D)
JAU 6476-desthio (M04) W\% Sy A § N & §@
fit all together @§ \ @ & & BN D %, S
STO flf(p:; .2510%%& A3 j@\ ke 05 D ++§@ W e ine
P The t-test for JAU 6476-desthi : the,DTso i f t rel S N,
> Coflcllfssio:l):r no reliable D?sogy%rango fracé;a% 22?1(@?@;61 &© § @Q o
o\\\j AN @% @ © @
JAU 6476-thiazocine (M12}> ¢ § & v S8
fit all together 9 © QN w@
SFO h ku%gz‘;@@ IQ &z 0008 | "+ § 149 | 405
> SFO fit is visual dtt@l d @\9 Sl
4 @i@@ Ca @o&@ & $ o &
a) SFO: singl T OM rst order mulfigompartnient, P: d firggarder in parallel
b) v1sualsﬁtgé gog N mode tesépoor o p&n\ ]g@ g ¢ @He p ¢
S @@ & K g@& @6 o @
2 9 S N > %
° N A & @ U
Sl & & & & S
A O@\Q & .9 %\©
RN IR S
2 @ § @9 ‘\% N ©©
o O ¢ .09 o O @
ARG I <
SRS ,@ & @
=) o O & & .~
@7 °N Q @ ~
NN ) 9
> v & N 0o
@" N $
s &> &SR
& & ¢ &
SIS IR
S AN
NS
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Table 7.2.1.2-5: Modelling endpoints and statistical parameters of prothioconazole and its metabolites

triazole-label @o o
Type of kinetics® Fitted X2 error p Visual DTso 00 @§
parameters [%] (t-test) fit” O [days] | @ays] g
Prothi I v ISR
rothioconazole K
fit alone % O %) 4%@
Mo: 97.7 oy N
SFO L0326 187§ ki <0.001 7+ 025}3 S &@
pathway fit N l«© k) (@N Q c&©
Mo: 97.1 N~ Y 2
SFO N /@5 k: <0.081 o't 2 @60 &

» SFO fit (prothioconazole alone) is visually and statl\}/{cally acceptah@v The mof pro&@wcon@de tog%er w1t‘P@
the metabolites is acceptable, too, therefore, SF @erom ay ity use
» Conclusion: SFO pathway fit is used

& <
@ N © @7” 2
JAU 6476-desthio (M04) ‘f\% ~ \\ @ % § . ®®@
fit all together & N @ @ S @
¥
SFO *h %%66,@9 19098 @k <@f§)1 S +§ 3@ @)127

» SFO fit is visually and statlstlcall@cce %ble bu%AU 6% destoes 1@ show@@%mda@ w1th\%e
8)

formation fraction is reliable a@g can
» Conclusion: only little degradation, ‘dQIIO'[ use DTso @ OQ @ ﬁ&

£ N
JAU 6476-thiazocine (Mi3) & @@ @ @ Q 7o
fit all together N S8 9 S @)@% * u&Q %&N
@ k: 2922 © Yo LSl .
SFO @a D e 0. 126, @9 k: <®01 ++&\ 31.9 106

» SFO fit is visu and atlstlca@ood@t JAU 6#76- @ocme@)es not show d@radanon with time,
formation fra@on i @able and can b&used N N @ @& ©
> Conclusm}g{@nly 1 degra&mon &do not usdDTso &

@@K%©@©§@

1,2,4-triazole (M@’ Y ° 1
fit all t@g%% %@ ,@}% @ v @ v
(G NS S
SFOAS @ | k603 C QI k<601 - 22.7 75.4
° fhnestnio: N

» SFOfitis Viﬁg} and s%tlstj@acce%\ﬁe n gra(@on, %rmation fraction is reliable and can be used

» Conclusionizy degr. @ﬁélon ot ugdDTso
a) SFO: sm f?rst 0 O@ ﬁrs er 1 com@mem@?OP double first order in parallel

b) v1sual% eraé;\ po§ @\ @@
& 2R &@ S
% @ @ "\

CA> 2.1.3 égdlrec@ph&@che@lcal Q@radatlon

No study fighe determi n o&e p (%lytlc route and rate of degradation of prothioconazole in
natural wat and g ot required under Commission Regulation (EU) No 283/2013
in accordasice \x@@ Re atioC) No 1107/2009.

S
& &
& >

&

B
S

Q@
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CA7.2.2 Route and rate of biological degradation in aquatic systems .
& &
N <
v
CA 7.2.2.1 '"Ready biodegradability" S @® S
A study on the "Ready Biodegradability" of prothioconazole was not perfom‘& Howev N

No
%
=

®@§
&

sediment study under aerobic conditions was performed which is descrlbee%n KCA 7.

(section CA 7.2.2.3). NN
R & é}f @\ & @
©
CA 7.2.2.2  Aerobic mineralisation in surf&j@% water Q& @) &© & @

=
A study for the determination of the route andvrate of de @atleg of 275 thio %mazo@@fn sce
water under aerobic conditions in the dark s the %@ ha& en@j@rfon@ed andis sub%’utted

within this Supplemental Dossier for, the L@ renéwal O@app@ @ng dhe

triazole-label position (_ a 2&%)2 /O@

In addition a kinetic evaluation O@hls &t dy @as t &er me par eters
according to FOCUS Guidance @4 oco@ ma1 gr on product
JAU 6476-desthio (M04), submitted w@hm tﬁts Suf)%lemgatal @ssw rot ioconazole

renewal of approval ( (k K@7 2;@ /0% @ S
@
New study submitted for Ahmex Rene & &)
Justification for includin@this @ldy he \. ex 1 Renewal D&y ier: @is sm\g? was conducted to
determine the route ancﬁrate%f deé)r atlof %@ h10 az le in 1n%urfa§vater under aerobic

conditions. BN QO NS
@ @’
r@ ﬁ® @ > Zy @ &
Report: @(CA@ 2.2:201; , 0.7 ) T3 3014 7
Title: T@zole I%‘ 14rot on%ﬁle %ro ic @eral?satlon in surface water

Report No: 39676 0 N o V& @
DocumentNo: -49643%%@1 S P e @

Gulde@s OEGDY nideffic No. 309 & <& S\
o O
GLPAN y SRS R
Justification: de&a / guf@hne\ 1@1u1r ent: é&
@ﬁ(oulg\and ;@é of Qegrada@ n of prothig®nazole in aerobic surface water

, o® @@ @ O N
Executive S@lmal@
The route_and rate of de ad @1 of zol@i@bellﬂgprothloconazole were studied in surface water
under a %c condltloﬁ@ in tl@ ark 1@the @&orat&%’ for 60 days at 19.3°C.

) Q

No&%al study apﬁhcatlo@%tes §F 10 al@ 00 pg/L surface water were applied for low and high

concentration sam@les r pecii@ely @ &

&b L KR
Mean mate al %s 1005% AR for the low concentration (range from 96.0 to 104.3% AR)
and 101. 0 R @pthe gcentraﬁ@n (range from 96.8 to 105.2% AR).

Formagpn o@rb as insignificant as demonstrated by values < 0.5% AR at all sampling
inte @for entrations. The amount of volatile organic compounds was < LOD for both
co entr@ns at all sampling intervals.

The amount of prothioconazole in the surface water decreased from DAT-0 to DAT-60 from 100.2 to
54.1% AR in low concentration test systems and from 103.2 to 73.8% AR in high concentration test
systems.
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Degradation of prothioconazole was accompanied by the formation of JAU 6476-desthio (M04) with a
maximum occurrence of 41.9% AR at DAT-42 and DAT-60 in low concentration samples and % S
AR at DAT-32 in high concentration samples. The total unidentified residues amounted to a maxi un@§
of 2.4% AR and no single component exceeded 1.4% AR at any sampling interval @th
concentrations. @J@ &

The experimental DTso and DTg values were calculated using a double@t order in, @allgl FO

kinetic model. The half-lives for prothioconazole were e&tpapolated Q; about 89. d >\F800 @s @

for the low and high concentration, respectively. Q @@ § é\g @&
SN X &

It is concluded that moderate degradation (low c%@entra‘[ion) t@&lo si niﬁcag@(hi&{l %nc@c?ratio@

degradation of prothioconazole will occur under@’lcal conditions in ﬁace ter. © @

@ D L %@

MRS
S & &7 N
SO O S & -
I MA{@RIQL A@@ﬁw %on% S & §7»
N N
@ & A X
A. MATERIALS @Q@ Qix\ S @ @@ & @Q @Q S
SARCERENER S - A A
1. Test Item Q o © O @Q o & & N
triazole-labelled prothioconagple = @ @j@ @ @ (S @© %
Sample ID: &ML?&B S @ g ©
Specific Activity: 2.&1\4B@g (6@64 nCimg) N @ \@9 2
Radiochemical Purity: D > 59 © § S < @t@
Chemical Purity: @9% © ® 6@ Q « R S
F TS g SO O8O
2. Test Water N > N @

§ O ,
Natural water fromr'a frésh wafers dam ‘that j$wsed Qﬁhe par@n omking water was used (see
Table 7.2.2.2- &7 TheQyater was sled @sbl&ﬁom %e po epthvef approx. 10 cm) and filtered
through a 0.063 mn@@eshggﬂor to use. <)

& o 5 & @ ° 5
S DIy @ &7
'S & \§ %&@ GG

SIS
9 @*\9 % (S

QS b LS
@ 9O g © o .0 @

A N

S\ L 4+ 9 @
& N @ y Y
& SRS &@@
= NS & &
S @ﬂ&@\ O
@%
@\%%é@y@@Q
2 Q
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Table 7.2.2.2-1:

Physico-chemical properties of test water

Parameter Results / Units @‘5
Water designation ‘ A
Origin A N@Rhine-Wes{)@élia, )

Germany 43 . 9
GPS coordinates N 50° 56.8’ E 007° 4&’ m& S
pH? 59 4. S N w2
Redox potential Eops [mV]? 2553 ¢ @ NS Q
Oxygen saturation [%]% 83.3 AR C N
Total organic carbon (TOC) [mg/L]” <20 & Q NS é&
Dissolved organic carbon (DOC) [mg/L1] A0 X6 A & 7
Biochemical oxygen demand (DODs) [mg/L]? {n/a® N > G
Total nitrogen [mg/L]" w 256" S ® S X
Total phosphorous [mg/L]” QO |<&n3 2y U@ X a . .
a) determined on-site at day of samplin ~
b)) measured at start of equl}Ilbrlum P % °\@ \@ bQ % § s © @j §@
¢) not applicable due to low amount of D . & & N QS %G S

TE S s S ES

S e FFF IS o
B. STUDY DESIGN Ve o D ®® o & & -~
¢ .~ T TS TE
1. Experimental conditio S AN @

The test was performed in static g of @rlenme%/er

€onsi

100 mL of surface water §A4d equ ped@%th @s (p&rmealégqfor

dioxide and volatile ogéganlc C pou @@ S)
@ O

(g
For preparation of (€ test,syste QOO C of t@test @ter wgre ﬁlle@mto edch flask. The flasks were

then fitted with tr@ t\@rnekx and éﬁfulhb\%&,ted t%@ldy @dm@% foays prior to application.

ks wl?@ bafgfs each containing
en}@or t@ollectlon of carbon

ST,
Study apphcﬁ'on Qo ug@ antéh 100 @g/L

ace@yater @'ere applied for low and high
concentrati@l samples, respectiv@y Tha test ig€m was@ppli onto water surface of the test systems

N
using aq@pette Aﬂer@phe@on test vessels (exe€pt DA
attachrfienits and placéd 1nto@temperatu@éomr@ed c%ﬁﬂne@
T e s e oy 1 6 i
The test system giete ingubate, th ark @7 60 days in @temperature-controlled climatic cabinet at
19.3°C. I%l SIS

—O samples) were fitted with trap
incubation at a rotation rate of 120

@
©@ ©® @@ . \@ \@ Ko
2.  Sampling (3 S %,Q 2 @
Ten sa@g intervalsayere @nbu‘c@i overthe e,nﬁve incubation period of 60 days. Duplicate samples
were processed and@alyy%i 3,7, 14,21 §@ 42, 50 and 60 days after treatment (DAT) for both
low,_dhd high conceutration. N @’ @

S
Cor%ol samples were pl@esse@m d <%a‘[ ®and 2 days after treatment.

Solvent contr mples werg procegsed togsther with control samples of DAT-2.
Sterile cont@ am& W roc€ssed a@study end (DAT-60).
% Qo &
O @

?yﬂ@P;é)&&gure@

At e@h sa al oxygen content and redox potential were determined.

Tl@wate@as removedsfom the test systems with an additional rinse of 20 mL ACN. The amounts of
prothi azole and its degradation products in water were determined by liquid scintillation counting
(LSC) and by HPLC/radiodetection analysis. The amount of volatiles was determined by LSC. Test item
and degradation product were identified by HPLC-MS(/MS) including accurate mass determination.
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The degradation kinetics of the test item was determined according to FOCUS kinetics (2006)! using
the software KinGUI 2. Model input datasets were the residual amounts found in each replica@est S
system at each sampling interval. The initial recovery at DAT-0 was included in the pa@ etepy>

optimization procedure, but for optimal goodness of fit, the value was allowedo be estlma y %
model. DTso and DTy values were calculated from the resulting kinetic paratp@ers
S § § &
II. RESULTS AND D@CUSSION@& @\2}”\ \\ @@ @
@ &
The pH in water ranged from 7.8 to 10.0 (mean: 9.3)in test systmg@%/lth low centr@ n a@rom&
7.7 t0 10.0 (mean: 9.3) in test systems with high conc¢entration. Q . & < @
WL,
Oxygen contents (range from 7.4 to 8.5 mg/L) and redox pot l%zasurer@nt (B ran&&fron@4 to
416 mV) indicated aerobic conditions in the wter fagbothsgoncentrations @
S, W o R S @j @
A. DATA % N N @ % @
SN AN % \
N @ .
Table 7.2.2.2- 2: Degradation ofy otlﬁgconaz@% in s@ace \@er u ra 1c %@ﬁtm@)s
(low concenQ tlon, fféan vatues an SD ressedras %
- Q
Compound Mean 9 7 @\j @ AT <
SD OQ@I" %3 7 @ 14§@21@§32 42 53 505} 60 | 60
Nl oa f < G sterile

& o
Prothioconazole |Mean | 109.2 | @.7 %@5 7 6%9 74.8 | 509 @0 690 | 54.1 | 82.8
SD 5094422 [ 21386945 3748%3 | 212 2.8 @75 £18 |+05

JAU 6476- Me 2.@@“3.@% 48 23,9 333 25@ 404 | 419 D372 | 419 | 149
desthio (M04) )§ +0.4 [ 207 | £ @0 +%43 [+4 +67 | £57 1 £05|+1.8
Sum of unid./diff. §ean nd. L L fard. | nd. QI3 gﬂd @d @4 | 13 | nd | nd
residues? SD\ . < P+ 0.0 0.2 | £0.0
Total extracta@;) Meaair| 1027 | 98@°| 92.F] 9gs | 985 92§ 1016] 104.3 [ 103.6 [ 96.0 | 97.6

residues® [ QD | #3229 |23 [« T2 [AN0 [+ 00|« I8 +23 [ 3.1 [+23 [+23
Carbon digxide® | Means,n.a. $sLODGsLOD[V0.3 | 0.1 §00.1 [4COD[<LOD| 0.1 |<LOD |<LOD

N Sy &) + 03 + 0 + 0.0 +0.1
Volatile organic | Mean [ n%a. [<EOD <I@§D <I5OD | <LOD [<Is\®D|<LOD| <LOD | <LOD | <LOD |<LOD
compounds © LSSD o N > Q
Total recovery® PMea Qw\mzzg 98.40p 973 b 98.8~] 98. (@{ooo 101.6| 104.3 [ 103.6 [ 100.0 | 97.7

ST + +29] + + 193]+ 20| +1.0[+1.8[ 23 [ +31 ] +63[+23

Y
n.d.: not detected, n.a.: not an@d DAT: day@er tr ent, @: standard deviation
T um @umder@ied / diffuse residues

a) minor d adation productstare su
b) differ @ 0 material n@nce es du roul@ng erro\?r%?as well as clean up and chromatographic losses

¢) values\taken from matesial baland S
N & Qé S
. T o O
G @ © 9
§oE Ve
N O S
& &S
N AN
{N O @ N

I Focus (2006): “Guidance Document on Estimating Persistence and Degradation Kinetics from Environmental Fate Studies on Pesticides
in EU Registration” Report of the FOCUS Work Group on Degradation Kinetics, EC Document Reference Sanco/10058/2005 version 2.0,
434 pp
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Table 7.2.2.2- 3: Degradation of prothioconazole in surface water under aerobic conditions
(high concentration, mean values and SD expressed as % AR) @°
Compound Mean DAT é\ §
SD 0 1 3 7 14 | 21 | 32 42 gy 50 60@b 60
@ & | st
Prothioconazole |Mean | 103.2 | 96.0 [ 101.2| 87.9 | 75.2 | 789 | 73.6 g@ 72.8 @8.8 5 i
SD [£02]|+09|+0.8]|=£6.7 iOéﬁil.Z +3.3 6 | £4.7 @1.9(7 5.1&@
JAU 6476- Mean | n.d. 2.0 3.8 11.3 | 22. 2241 29.04 26.7 | 24.8_] 255> 204
desthio (M04) SD £03 |05 | £2.1 |38 |11 ﬂ: +43 | £48 @6 &2‘@0 S
Sum of unid./diff.| Mean | n.d. | nd. | nd. | n.d. @n.d. n.d. &{@21. nd. |Snd. W4 End ©
residues? SD Q g MRS
Total extractable | Mean | 103.2 | 98.0 [105.0 | 9927 97.2 [1001.4] 10281 104 96®°[ 1087 | 1083
residues® SD [£02[+0.6[+14[+4% [+3.1[203[£601 [ =207 [ 220 | 847 [B17
Carbon dioxide® |Mean| na. | 0.5 | 0.2 %LOD@QO&%OD 02 =¥ 0D @LOD >LOD [<LOD
SD £0.5 ] £02 g D o0d N ol
Volatile organic | Mean | n.a. |<LOD <L&§ﬁ) O\QJ <I§@j <L\Oﬁ <L§P <I¢® <LOD <I§bD §@D
compounds © SD S 0.0 @ I
Total recovery® |Mean [ 103.2 | 98.57105,%] 9. v97.% 101.4&’027%04.9/67 96.8-5100.79101.5
SD [+02]+0P +3>[ 48] + 2.9z +1H 207+ &7 [ £1.7

£ 3
n.d.: not detected, n.a.: not analysed, DA@ days after tre tmen':@: St&n%@ dev1@?ﬁ1 ©@ @9\)‘ o\”\a

a) minor degradation products are suggmed u sum midengitied / e refidues @ QO
b) difference to material malance S du‘e\o roun@ng errofdas we&a clea@@) and@chromat@aphisses

¢) values taken from material balsqgce
) valu m @ & @@j & o\ . @ @

9 O N U L Q w

NS § s & v I
B. MATERIAL BA@ANC@ @) S O « )

@ %\ Q C& &\

Mean material bal@nces were 10§A) for the l% onceffration (ran@ from 96.0 to 104.3% AR)
and 101.0% A ﬁc c@entra‘uon &\ge t@m @0 1082% AR).
The mean magédial b ces@or st es vmgr 97% A r the Tow concentration and 101.5%
AR for the high congentration. N @

The compléfe material @lancegg ou@ all @mphn@mte@als f(&mth concentrations demonstrated
that th@was no s1gné@ant @s of radioactivity f@a t}g& st s@%ms or during sample processing.
~ S

C. VOLATILES®® © S S & &

& y & S ©©
Formation of ggrbon @Qemd@%as 1§s>1gn1f®nt a&mo@trated by values < 0.5% AR at all sampling
intervals and%or bofH coné@ trat&}s The a t of ¥glatile organic compounds was < LOD for both
concentraeﬁ%ns (LoDlow C%Ccmrano@?/ AR L@hlgh %@mramn 0.2% AR) at all sampling intervals.

E. DE RADATI@ O%PAR@NT C@§P@@ND

De;idatlon of @r@thloco azc&g%vas @gcompa @wd by the formation of JAU 6476-desthio (M04) with a
maximum ocaurreng of fgﬁ) ARGt DA 242 and DAT-60 in low concentration samples and 29.0%
AR at DAT&? in high cogeentration sai@@ples. The total unidentified residues amounted to a maximum
of 2.4% g@ @mo é@igle @iempont exceeded 1.4% AR at any sampling interval for both
concemntgal fions

The @gradat@n of @hi%ﬁamle followed double first order in parallel (DFOP) kinetics in water with
lo d h@ytest ftem cggcentration according to the lowest chi? error values and visual assessments.
Th taelow summarizes the best fit results of the DTso and DTy calculations: (see Table 7.2.2.2-
4. O
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Table 7.2.2.2- 4: Degradation kinetics of prothioconazole in surface water under aerobic conditions
according to FOCUS @
Concentration Best fit DTso DT Chi? Error Visual Q\ Q§
Kinetic [days] [days] [%] asvessment? @ S
model® O@ 4 IS
Low DFOP 89.2 518 5.2 0 <
High DFOP [ >1000 [ > 1000 3.4 =5 0.2 | © @’@
a) DFOP = double first order in parallel (@) N R >
b) visual assessment: 0 = moderate V Q@ @@ § y\g@ @
& © v S ©
@ N Q X
) R o & & © &@
@,;@ N @ R © f@ @D
III. CONCLUSIONS? &S @ 6\ Q
SN o ~

Prothioconazole was moderately degraded e@ IOW\ponc rat1 evel@nd dl@’not @@mﬁ ant
degradation at high concentration level f%sur% & ero%c conditions 1 ark &]1
laboratory. The calculated best fit half—%es were 89. ?@nd > { ore @ an@mgh &ﬁncen
respectively.
Formation of carbon dioxide was {@gnlf@m d{%g t@m\é@nc@ @ od § to (85% AR at
DAT-1).
One degradation product, JAU @% de\fﬂno @4) {as 1d@t‘ %mth tl@ma@%mgimounts of41.9
and 29% AR in samples w1th®w and\hlg}@ncent@lon %Spl 1y @@ ©
SN
The results are included i#@the p@pos@de atloQgiu ay of@thm@naz @m water shown in
Figure 7.2-1 and in the sum of the ro § ndq@ic of raq&tlon of&oth@namle in water and
) oo O
sediment given in se@n Chypi 2. v, Q @\ é& &\
SR \® N & @ @@
©© ©\ N @ &\ @ § N
New study submittéd*for Annex 1Renéwal @ S S @
Justlﬁcatl@ for in dmg this §@udy in the Annex DRenewal Dgssier: The kinetic evaluation of the

study o@ae aerobic ral on @rothlocona@le i rface\water {  BEd e
KCA 722.2 /01) wa*erfpl@d to deriv @k‘mepc@aralﬁéters @ordmg to FOCUS Guidance 2014 for
prothioconazole an@bs main deg@dat10@rod@¥JAl%476 &sthlo (M04).

o ®;

, C.; 2015

Report: K@ ))72@ 102 @-C.
Title: Q }@a)th'oéﬂaz%l%» (PT Stics ae@blc mlnerahsatlon Kinetic evaluation of the
% aerob mu§ isa J\- of (ﬂ%hloc@nazole and its metabolite desthio in surface

wat@;s
Repo§ (%89\ . ©\
D&&tment No: M- 53 01% @ N

Guidelines: . FOC@, 20@. Generic Gdance for Estimating Persistence and Degradation

< ingtics frpm Bayironmgntal Fate Studies on Pesticides in EU Registration,
@ Versiogtsl. 1; Date: 1§ December 2014

GLP: & é\N 0 %ﬂ culation) O
Justif@on: @’ Kin ation of prothioconazole and its major degradation product
&Y JAY 64;7®desthio (M04)

S @
N) Gog
E}gécutiv@ummary §
The p@ose of this study was to estimate degradation times (DTso) of the study on the aerobic

mineralisation of prothioconazole in surface water according to FOCUS Guidance 2014 for
prothioconazole and its main degradation product JAU 6476-desthio (M04). The time course
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and concentration dependency of the biodegradation of prothioconazole at two concentration
levels in a pelagic test system under aerobic conditions in the dark in the laboratory have@e ©©
assessed by ﬁ and -(2014) (KCA 7.2.2.2 /01).

The present report comprises the evaluation of the data according to the mc;?ent FOCUS 1ne@s
report (FOCUS, 2014). Degradation parameters were fitted with the software@RinGUI 2.1.

The DTso values derived by the evaluation of the laboratory trials for p%thloconazol@d 1@&/3‘[6@7@

metabolite are shown in Table 7.2.2.2- 5. \ \
Table 7.2.2.2- 5: Kinetic endpoints of prothnoconazo?and its met@hte JAU 6@-@%@) (M%@ @
Study Annex Point / Con@tratlon %1net1c '@igger QMOd®ng C&©
Reference No le 2 ty@jg) QndpoQt en@oint&@
N 2 D o @
. X %\ (g [@%rs] AN
Z
Prothioconazole o @ @”}9 > K@’ @’ .
0. -, T. | KCA 7.2.2.%%1 lo®rconcéftration| DFOP 4 89.@ L9847 o
(2014) éf\ﬁ high oqg%entra@n &ﬁ - O not reliable §
(RN Y. O o, N O
JAU 6476-desthio (M04) QO KA N S & N
,0.; -, T. KCA&@Q.Z@I law conceptration 9] s D Aot relidble
- & ot relivb
(2014) phigh cpneentragon | 7~ - <Y Mot relidble
a) SFO: single first order, FOMC @'st ordg\ﬁi%ultl @partn@lt DF@Q)d first @ér 1@31&
> S &
& @) AETHQDS & 2
W2 O o ¢ o IR
Soil residue data from the st the a era]@io of proﬁﬁoco@ole in surface water
(pelagic test system (| a 201@ C%ﬁo 2.2.2301) W e ug@ this study, the route

and rate of degrad of, triazol@bel prot le e studled 1n surface water under aerobic
conditions in the dark in e la matory%r 6Nays udy application rates of 10
png/L and 100 %ce water app cen%lsatlon samples, respectively.
The kinetic a@lys%é@ R&l@)rme cco%&lng t @@2(@4) using the software KinGUI 2
with four different Ki netlc modés: Sl«%le F@t Ord@’ (SF ) angsthe bi-exponential models FOMC
(Flrst—O@r Multi- Cor@ , DFOP (dauble figst ordeg parallel) and HS (Hockey-stick).
Calcul4tion of DTsy /@T%\Ques A hal@hfe 1sQeﬁné%iﬁ as the time taken for 50% of substance to
disappear/dissipat from a@omp@"ment@)llom}g sifigle firsborder kinetics, whereas DTsp and DT
values are not stgctly cannecteddo a firs or@@ inet1Cs. Indhis report half-lives, DTso and DT values
are calculated @om t]@ppro@ﬂate @@E’ co@{ant l@ DT@)@ In(2)/k and DTy = In(10)/k, respectively.

(@) \
%Q @ @ Q\ @ @
@’ © Q &SI&TS AND DISCUSSION
N A

DTjso*alues for pm&co@ole 4R its é@tab@e JAU 6476-desthio (M04) were derived following the
procedure descrlbed in P@CU@

The kinetic e gnd istic arar@ers for prothioconazole and JAU 6476-desthio (M04) for
both concen % %e in Table 7@ 2.2- 6 and Table 7.2.2.2- 7, respectively. A summary of the
best fits of ger endp g\@s of Ypothioconazole is given in Table 7.2.2.2- 5 in the Executive
Summarof th poﬁ@ ®

oS



Page 165 of 190

B
Bayer CropScience 2015-12-14
R

Document MCA: Section 7 Fate and behaviour in the environment

Prothioconazole
Table 7.2.2.2- 6: Kinetic endpoints and statistical parameters of prothioconazole
(Prothioconazole fit alone) @o S
best fits highlighted in bold letters N @@
Type of Kinetics® Fitted X2 error p Visual & DTso &90 @§
parameters [%] (t-test) ﬁth)@§ [days] [NdaysP>
T -« Bl 2014 (kca 722200 N S S e
low concentration @ @gj\’ N S @
Mo: 91.0 Y . ) N @
SFO K 0.010 8'7142 k: <0.00I©Q - éjA @D 237& ©&
Mo: 103.2 @ g &< o
FOMC a: 0.159 @ —Q %" + é 17 QOOO&
B: 1.542 Q G 1 © v @
4
My: 1029 3 @o o | o7 | hoa]
DFOP e 0o0s 519 @ 0 S 1%}%7 @%8.1& .
o v <0901 1
o 030k |- N\ gv | mQ (model) §§@
Mo 1058 L @ | fe<oom | o
ki: 0043 & S ©
HS o 5 & Skehn (O 4Y 8@ 491.9
k%. 04 N L 150,001 §> @ &)
% 8.679 . N) ﬂ

» SFO not more appropriate th OMC Sohstraipin not @ove @e cour; \%)f the @\rjve 10" o’of the
were ndt reache Wlth@t

initially measured concentra YRRp eriod tl erefo oM rejected
DFOP and HS have been ft@ DF OP provi¥igs best fit, althou eg) st of s slightly abov
» Conclusion: use DTs0 of DFOP =89.2 da; trlgg ndpm@’and th Ts@slow& se (lr@) / 0 067 =184.7

as modelling endpoing, ) X
high concentration@ {@@ © Q %@ L O & % )
95.2@, N ) Q &
SFO @@ & \1%‘25?0(3%@ §13{(\@ @%0@0.001 - 121.5 403.7
0: 1034 N @ @
FOMC @© 6\ 00105 > 390 EQ § N+ >1000 | >1000
O S LPoptseds o & & @
& %o 1 } (o8 @ 005@”
S R %kl 1-
S £ R B T
§\ g 0283@ > é A\
o 1 M N
HS 2 @ @ gl ©®L <002%1091 4592 | >1000
> 2. - .
@ O 1‘2@001 : " 1b: 0.002
Q ¢ @ fb® 14% NN

» SFO.hot more appropriate tha MC. \ﬁstra@lg Mo @es not improve the course of the curve. 10% of the
3@1 measured c@centr were@bt re d withiivthe experimental period therefore FOMC is rejected.
P and HS ha} been fitted, DFOP pro& &@ although, the t-test of k2 is 0.5.
» .. Conclusion: ng reliable BYso ca obtaiged  °
a)\, SFO: single first orde MCfirst 0rd%nult@§mpartment, DFOP: double first order in parallel
b) visual fit: J@ngod, 0= rnm{ e, - T@Oor &

R
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Table 7.2.2.2-7: Kinetic endpoints and statistical parameters of JAU 6476-desthio (M04)
(together with prothioconazole) gf S
best fits highlighted in bold letters N @§
Type of Kinetics? Fitted X2 error p Visual ¢ DTso &90 @§
parameters [%] (t-test) ﬁth)@§ [days] [NdaysP>
T -« Bl 204 (kca722200) Y S @@ %
low concentration &) g\% N S
together with prothioconazole (SFO) N (\@ O © @
Moy: 0 & @) 3 \g N @
SFO k: 0.003 258 k: 0 3@» - 211 5Q @ 7 @q}
) -
ffprz: 1 @ D). D S V&
together with prothioconazole (DFOP) X @§ . ' 2 @\g
Mo: 0 o'l O N o Q@ Y
SFO k:<0.001 Q 13_% ¢k 0@ ©@+ oy >1(Q0 21000 |,
forz: 09528 | @  ®  Q Q & o
» JAU 6476-desthio (M04) shows no declln&ﬁf) wt\ﬁmFO&ﬁoth azole ‘p‘%vides@ceptq&lﬁe fit, alth&ugh §s
is not passed for the k JAU 6476- desthigy> @ & SERN N
» Conclusion: no reliable DTso obtainalify @\ o N fi\ﬁ @ @
O ) ‘o
high concentration N @ N Y N @@ fQ \@/ ﬁ\@)
together with prothioconazole (Sﬁg) & 9 O (&y N S O ) S
@ 3 ¢ A (S N
Q@ Mo X &@ @ ’ b S
SFO L k:0.030 5O | 1081 k%01, 2 0 2@ 75.8
& 1S e @ N I %)
together with prothiocmq\qz%le (@FJOP) 9) & SR & &Y
. ¥
o &) Med O] RPTIO D
SFO IS g@ 0035 | B08 (> k6295 &+ 2587 | 8593
& SR
17 KOS Q
» JAU 6476- de&@}\io (M@ shomo decfine, ﬁt%sgth DE Qﬁgprotg%onaz@&prov@&)acceptable fit, although t-test
is not pakgfor ?@JAU 6496- de@&b &
» Conclus no I le DEp can QY tam@@y o @ §

a) SFO: sm\fe firs€@rder, FOMC: %st order multi C\}Qf)artr@ DFO@dou%ééﬁrst order in parallel

b) VlSLli@ﬁt + = good, %mod
'S & \@ o & § N ©\
RN {@ NCI&SION%
~ N
" &

For the low ¢ Og@entr a g%) Va@@of @2 da{§can l@gsed for prothioconazole as trigger endpoint
8

and a DTso 4.7ays admodelting pon%\F or the high concentration no reliable DTs value can
be obtain © é gd 1&
For JA 76- desthlc@/MO{Q%o re@able@Tso y‘\cflue can be obtained for the low and the high
concentration. N Q
R % @ o
N & 88
@° &
CA 7223 5 Wateyise en@udé
The route&%@i rater of depradation of@othloconazole in water/sediment systems under aerobic and
anaero con ons re e@ uated during the Annex I inclusion using two radiolabel positions,
en and %bel d was accepted by the European Commission (EFSA Scientific Report
10%@1 98@ 2 J@r 2007). Furthermore, water/sediment study performed under anaerobic
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conditions was submitted during the Annex I inclusion using the radiolabel position of the phenyl-label.
The following studies are included in the Baseline Dossier:

Compound Author(s) Year S Docum@@No.
Annex Point / Reference No. @Q
water/sediment, aerobic [(\Q Q\

,
. 2)
KCA 7.22.3 /01 r B Vi, [2001 e J000 T M034440902-15
T

KCA 7.2.2.3 /029 R 2001@ @ﬁ-o@@m@

% (/
water/sediment, anaerobic N ?”\g Q /\Q
KCA 7.22.3 /04 [ < 7 (a0 . <0 [MI71@0119
a) submitted within the 2002-03: I1I A, 9 /03 (EC 250) d%@»r mentloned% the D@%OLQ B. 8\ ® @ @
o N
For a better understanding the corresponding @% of &e stud &s a Ven e Bz%ehne Dossier

are given below (grey coloured). Changes in ese@val @)ns &sed @ egc ng@’if tri values
in the new regulation EC no. 1107/20&9% % dls&gl %lack ?show S gﬁsed

information.
& & SRS

No additional studies are submittei@ 1thi 1s S\ﬁ)len&j al s1e @r th othi@naz@@ renewal

of approval. However, updated k@tlc %}1 ns of e de at1c® eha@§® (@rot ioeonazole in

the water or sediment phase as ygll asdn sys@m of er-std 1me®sys§ under aerobic in the
u

dark have been performed ac¥Qrdingto F%US kifitics ®01 1). e k@e‘uc evaluatigy’is summarised
in KCA 7.2.2.3 /03. v O A @ N
o & 5 S & &
A summary of the route and of %egrad®§ 0 othl§na§)le in water sediment is given in
section CA 7.2 and F@re TPl @ S S N
NS @ S §’ @) S
@ s .9 K Q @ @
* Water/sediment, a bic %x ”\g
RS Ty S

Report: ¢, KqCA 7.2.2. 3 %1,

: . B.; fM 2001@mndcd 2002
Title: Q\ AC]@IC (@ddd and metd Blism th(&gﬁlvc ingredient JAU6476 in the
AN wa@r/se t system@ O\ S

Report No: $ -398401 @ o\ 6&’ é%
Document No: 0%440- v

@7%

Guidelines: G Clm@@f?or (@twml@stin@ Plant Protectants, Part IV, 5 1,
Q @e 10&&1@ Fatg of P%m Pr%ectant% in water/sediment systems, December
S 199

@’ - C@g)ml@\ Ditetives /36/@@ of 14 July 1995 amending Council Directive

§/4 1 % C @ncernmé théfdacing of plant protection products on the market,
*o ffi .]OOUI@H 0 Eu@ean Communities No. L 172, 22/07/1995

o o SETX C E@fopc roced®es for Assessing the Environmental Fate and
&@ Q‘ot(;@y of@esticiRs, March 1995
GLP: @ N e% v 9

oS O & | R |

Test sy, N degradhtio Qd metabolism of JAU 6476 was studied in two different water/sediment
systeme, 103@? ﬂ Germany and loamy sand, _ Germany), for a
@umgfl 1 d@ys u%u aerobic conditions in the dark at 20°C. The characteristics of the sediments
anthsupeiQatant water of both systems are given in Table 7.2.2.3- 1. Either phenyl- or triazole-labelled

! Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing
of plant products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC
Official Journal of the European Union L 309, 24.11.2009
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JAU 6476 was applied at a dose of about 67 pg/L water corresponding to an application rate of 200 g
a.s./ha (maximum single use rate), based on a water depth of 30 cm. The test system consisted of¢@ass @
flasks attached with a trap for collection of CO, and volatile organic compounds. The test vess&ks @@j
processed and investigated at 0, 1, 3, 7, 14, 29, 59 and 121 days after treatment.y,

The water layer was decanted and centrifuged, the sediment layer was extracted ™ with acctonﬁ{;rllc/

(9:1). Quantitative analysis of JAU 6476 and the metabolites was achieved by LC analy@ @

Table 7.2.2.3- 1: Characteristics of the water/sediment syste Ry N o
Origin 8 H é &
Sediment layer characteristics: & & Rv Q ©Q S

Textural class (USDA) ﬁ)@ Loan® @\© Loamy sandy K@
Textural analysis (USDA): o
2000 - 50 um, sand (%) Q 33> \@ @,Q 6\% 7.2 @@
50 - 2 um, silt (%) N | 9 S o S N
<2 um, clay (%) QO T wog 0 @ &7
pH value: % N @ R < © @ @
Water g\ﬁ \\ \\ (<) = O o« 85 §
CaCl, @ @ .88 O M L B &S
Organic C (%) AR« N My O & @
Organic matter (%) [factor: 1.724 x&qrganicd® (%)] v 8.8 @\)j Ny @.36 TZ\L@
Cation exchange capacity (meq BarR)0 2 & S @:ﬁf O Q $) &y
Total nitrogen (% N) @ N @6 O O &Y w3
Total phosphorus (mg P/kg) " " - 807, @ &) @4
CaCOs (%) N O o <0 & J|? e 06
Dry matter content (%) o 2 X @ & Al %, QA 742
Particle density (%) [(\\% Ca S QO @.52 & > &y 2.6l
Water layer charact@’tlcs: w,” Qg er  © Enf ° Prior End of
f(\@ \®@ ) Hrt” o, exp? S start? exp.”
Total nitrogen (ngN/L) @ SN 83 O K2 Y 63 9.5
Total phospho;@ (mg%u NN r% <0.003™Y 48 w.° | <0.03 1.39
Total orgam@arbon@onten@ 0C (& C/BYQ &Y S & S 3b. <2 6
Dissolved organic &Fbon é%ﬁtent@QOC (@g C/IQ\ k) <2 3
Hardness (Brad DH) %, 25 &) 3.9 [ %0 10.2 12.1
Data ya3ured in thegigld at@archﬁ 192& q % S)
Temperature water 8C) .S Ry NIRRT I 8.1
pH value S o N & © 84 7.45
Oxygen saturatiéd (%) § NN &793 112
Redox potentig (mVD e Q @’
Water @@ O & \ \© & > 205 223
Sedime@\ S R & @ 96 216

Ao
a)= data@ water LO“CLt@I th d on @nr. 1@1»998 Y
a

b) = data Trom water collgited from tst VQSCIS on 1215@ug. 20, 1998)
c) = relative to oxygengga ratio 250(@ @ N
S @ &
@° S @ &
Findings: & Q" @ N
During the @dy

,s@e totgdNecoyery oioactivity in individual test vessels of the q
system raged @1 91 &% to d01.5% of the applied radioactivity, and the mean was 98.1%. In the
s& % totvery of radioactivity ranged from 93.7% to 104.2% and the mean was
100.
T%@mog of bO@ld F@dues increased during the course of the study, especially in the -
m system with high organic carbon content. There, the portions of bound residues reached a
maximtm of 50.8% (phenyl-label, day 59 and 121) and 52.5% (triazole-label, day 121) of the applied
radioactivity. The corresponding maximum values for the _systcm were 31.3% (phenyl-
label, day 121) and 20.9% (triazole-label, day 59). The comparison of both systems indicated that a
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higher portion of *CO, was formed from the phenyl-label. At the end of the experiment on day 121, a
total of 14.7% (phenyl-label) and 1.9% (triazole—label) was recovered as *CO; in the @
See system and 29.0% (phenyl-label) and 1.9% (triazole-label) in the syste

The distribution of the radioactivity in the two water/sediment systey is summ
Table 7.2.2.3- 2 and Table 7.2.2.3- 3. The calculations summarised in the ta@§ were perfoﬁmed

the computer software Microsoft Excel 97. The results given are values ro%1 d to one d@@lma@lace
Rounding errors may occur if recalculations are made usin @ the rounded yalues. .

Table 7.2.2.3-2: Distribution and total recovery of the rz@oactlvnty att@%pphcatmn ®A§76 m@Qe @
Honniger Weiher water/sediment sys&m (in percen pplied radi@ctivi @ c%©&
Label Days | Water Sediment Valatile, Qﬁatel@\i
after | layer® Ex- Bound® ﬁ b- Q“@ Q& Organj ba@ce
appl. tracted total NS Water @ub_@yvolgtﬂ@s A
5N &gl $ iﬁyer v totald S B
S} nt @ 14 @’ S o
<) v N | & N
=Y @’am@ < & O & &
Phenyl 0 68.0 13.0 &‘\17.7 30| 0@ | @ JSmxl nm [ 86
1 312 38.0 @ 215 | 65 b 201 Q00> <0g> | &1 [©96.7
3 214 3508 3 S0 L0l g <o & | L1, 945
7 10.5 134 ‘0.6 879 0 | <®T |e¥3 &<04.”] 987
14 6.6 4% 164539 N9 | &) | ¥ 00580 <0bn 100.1
29 39 [ 52,7 4639 gp4 (D9 Q¥0.1 Y 0@ 0.1 96.3
59 3.4 & 432 Q% 940 41,9 <% | 41 | Ro.1 101.5
121 15 .| 368y | S30.8 @ 81.107 147 | V1 f47 & <0.1 97.3
Triazole 0 673, 8.6 D147 383 | @M [am. D e’ nm. 100.6
1 297 | &V9¢| 268 [&74, R0l <91 1 <& | <o. 97.1
3 Qo6 [0 33 | @71 L7227 <08 <@y | <01 | <01 91.8
7 33 | 4y O30 Y ke | <@l | <041 L <01 | <o0. 100.0
14 GO [ 62 48w | Y |1 g 0 <0.1 | <0.1 101.0
297 D 4565 | 4» [ 89.65] 0.1 & <0% | 0.1 <0.1 95.4
O 188 P 5200 [ N4 ¢RT 0 ] @l 0.2 <0.1 101.4
21 Y47 5 N 2N 9O | 9 | ax0.1 1.9 <0.1 98.6
DN €5 QO ’ Mean: & {Q\\U/ - 98.1
n.m. = nétgiieasured @ O S N, O
a) = values after sub ANgon og%ntcn %@carbo@oxiqi\ & §\
b) = extracted: org extracted + hgpextractien Q
¢) = not extracted @xhaust \, cxtr@n sc@cnt +‘l€gtcr @
LIS LF sy S
@ O & . S . O @
NI R
O 9 K8 @@ @
) O @% y %
@, °\@ Q @ N
Q A\ N @& 9
S ¥ o o O
o
@ O QO & ©@
e
O
SIS
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Table 7.2.2.3- 3: Distribution and total recovery of the radioactivity after application of JAU 6476 in the

Angler Weiher water/sediment system (in percent of applied radioactivity) gf ﬁ@
Label Days | Water Sediment Volatiles éﬁateri@y
after | layer® Ex- Bound® | Sub- 4CO; @ Organic@) ala@ge
appl. tracted” total | Gas- | Water - | volatilés RS
sedi- | space | layer | total N
ment ?g%“COz . § Cf@@ %@9
layer\%@ & NS &
Phenyl 0 79.3 21.4 1.5 229X nm. | na? | nm OnmQ| 021
1 54.8 38.5 7.3 458 | <0.1 | Q01 [ <0.i <& | Q0069
3 50.1 39.9 10.4 @ | <01 0.1 09O <0 £2100g)
7 44.0 43.5 138 J@9¥3 | 0.l 09| @ Q0.1 | 187
14 38.3 45.5 163 619 [ 0@y | LT [pl5 <0 ?| 1.7
29 322 433 206 | 68" [ D [[N92 1, 44T <1 | 59998
59 227 32.6 279 [ 597 lev13 @0 1999 13% | «< 0.1 & 957,
121 13.8 19.6 A3 (9509 @275 15 £9.0 Qk 0.9 &
Triazole 0 82.8 172 V13 180 1@ [ o O, n.m. §)1.3

1 61.5 33.0 @ o) | 39 L2201 Q0.1 <@ &1 91012
3 52.3 389N a0 | Q%5 0.1 < 0] <@ @ou 100.8

7 41.4 478 ‘o5 6L <O [ & |1 <04, 1031
14 43.4 45%  1614.96] 0@ | & |91 0019 <0y 104.2
29 386 | B5.1.%N 1649 | op5 (D1 Q< 0.1 Y 0| %0.1 100.1
59 46.6 342 SO 55.1 039 0 | 03 | o 102.0
121 55.7 .| 24 %.9 @ 43.00] 177 & 19 6 <0.1 100.6
° @ & & X g&% Mean: 100.6
n.m.= not measured ﬁ @) Q 6@ Q K v @
a) = values after subtra N ofc ent otl\q\rbon ioxide @ S @) Q& N
b) = extracted: organij, tractcd +ho @aot §’ @ Q S
c) =not extracted: u%tl@ Xtras%) ediggent + &tcr @ <& @
O & N @ N
& r
Along with the paf@ﬂt co‘ﬁ&pou and 1 \ aboht@ g@ldentlﬁed JAU 6476-S-methyl
(MO01), J&@6476 trlazegnon%@/l()?@. @04 @2 4 triazole (M13) and JAU 6476-
triazolyfi<tone (M42)

JAU 6476-desthio 1Q404) was fou@d as
maximum values ﬁ% 90/

label, day 7) of%he
metabolite i m B w @ ayo@oft e
day 121) oft apphed ray
5% AR 0 sequen | sa
metabolies (JAU 647@
in th@\’wat.er layer (\
In ths sediment layers J 4
values of 21.9%(]

Qna T\mct%bolltc g\thc water layer of both systems, with
%\’ﬁeny@abe day 0) and 32.3% (SRR, pcny-
i ally &7Z,4-triazole (M13) was found as a major

sysf®h with a maximum of 37.2% (triazole-label,
cti Qetgbplite %i 6476-triazolylketone (M42) was found above
m§ s (;ma @'2 , triazole label, day 59). The other
Q/I()]) a& A76—triazolin0nc (M03) were found in low amounts

\
) dcsth@(M@occurred as the only major metabolite, with maximum
hcn§1abcl day 59) and 26.9% ([ . vot» 12015,
day 14) of 2@ IS T itton (JAU 6476-S-methyl (M01) was found above 5% AR at
more two § pling p&nts (magX. 69.6% ( , triazole label, day 7). 1,2,4-Triazole
(M13) angyJAUHA76-tfiazolylketone (M42) 1ncreased at study end up to 6.1% and 5.8%, respectlvely

( ecke
sedi @ SR

In@ waie? and se@i1nex§extracts additionally several unknown metabolites were also detected. None
of the@xceeded 8% of the applied radioactivity. The distribution of the active substance and the

metabofites in both systems is summarised in the Table 7.2.2.3- 4 and Table 7.2.2.3- 4.
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Table 7.2.2.3- 4: Dissipation of JAU 6476 and formation of metabolites in the _

water/sediment system (in percent of applied radioactivity) @Q @@
Label Compartment Days after a.s. MO01 | M03 | M04 Mg M42 l@mow@
appl. @iiin
m,@ 4?ﬂetab@%ﬁ‘)
Phenyl Water layer 0 52.7 n.d. 0.2 13.9 N @
1 19.1 0.6 07 | 9.9 2| 903 v °
3 12.7 &I 1.1 6N 2y 05> @
7 4.9 0.4 1.0 | 7 o> 9 & 4
14 20 202 1.0 /O30 O AV «
29 0.8 20.1 150 13.] <2 . 0.1 @
59 04@ nd. | Q7 1 &2 | R | © e 0
121 nd | @Y Iod gy o Lo Ky
Sediment layer 0 %2 .. M.d. V55 & 9.1
1 180 0607 11y Y] A D) 04 ¢
3 “% 21q 7 U | 6.0 | YOS 0®
RN m YA I R A i
4 &0 [ 638.0 {74007 3.0, P 158 Q7| Q1.0

1 ) .
200° 169§ 43& 1@ WY | T e, 19
N

& P 15 MW | D9 v 22

1N 9| B @@il D6 1LY A& 2.1

Triazole Water layer {Q\@ 0°s_ 59.8 @’nd&@7 n.d@% 73 n.@ p%t n.d.

Nl Ao 18% | 08 | &8 |92 | @2 | nd n.d.

g O S 129 [ 07 [ 10 9 Snd, Pnd n.d.

~ 7 2] D SN05 LDN.0 N 4k n.ad] nd n.d.

r, V149 019y 03 0% | 33 [ ¥ | nd 0.4

S 0T ER g oS & Y oY [ @d | 03 0.5

@ < » N ol 4 D6 | 07 g, 08 | nd 1.5

@9 O Q21 Y [ Ohd, "\ nd. 3 nd @ n.dQ n.d. n.d. n.d.

men@er N B 12607 0 | nd 4‘%’ 0.1 | n.d. 0.4

> I 2 | & @ [9s5 | 01 | nd 14

. D N 23 S| % [97 @ 1.0 g7149 | 02 | nd. 0.6

QO O X & | 209 K 40@ 2,;% 140 | 0.1 | nd. 1.8
& @ D D) ()

. . J4 D184 3.9¥ 168 | 02 | 04 2.8

O & .9 x5 [ %3 169 | 04 | 13 1.5

@@Q S Q059 =, | W97 [0 &> 61 | 177 ] 39 | 2.1 1.5

Q @ 121@“@’ & 08 N 2.&\\, 3.0 | 95 | 61 | 58 0.9

n.d.  =not deited a.s. =JAU 6476

a) =phenyl-label: sum of g & u @n me @nes @16 dl@ MO1 =JAU 6476-S-methyl
and in

e d 1% of the a plled I ctivj thg \%er 1 MO03 =JAU 6476-triazolinone

Kediment @ M04 = JAU 6476-desthio

triazole- labcl of fi runkn&sgn metglglites, ﬁ@c did M13 =1,2,4-triazole
X exceed 2% ofsgge app radlo 1v1ty Fhe v@ layer and in M42 =JAU 6476-triazolylketone
the sediment Q
@® ¢ Q
S ° %
&S 2
%o Q
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Table 7.2.2.3-5: Dissipation of JAU 6476 and formation of metabolites in the _

water/sediment system (in percent of applied radioactivity) gf ﬁ@
Label Compartment | Days after a.s. MO1 | MO03 | M04 | MI13 | M42 Usiknowiy
appl. @ @min
@§ $netab
Phenyl Water layer 0 68.7 n.d. 0.3 9.3 - G @7
1 32.9 1.5 | nd. [ 183D L O 930 2
3 9.9 249 03 | 31K N S 6,08 @
7 1.7 02X [ 03 [ &3 o2 Q&3 4
14 08 |&l4 | 05 |83 S 2 9
29 04 908 | 03 214 > €93 @
59 02,07 0.1 16 1 22 | Q | .. 135
121 04Y | nd. | @3 [J2 lov 7 Wy
Sediment layer 0 0 D2 Nhd. (398N & S| vl
1 1.0 44 ndQ 1] O] & | S 06 o

3 N3P (2 o R 6s & (O &g

7 & ] N et @2 k223, [P A

14 D %0 %9 Ond, P2, o & ©O29

290 K 58 Q 6N 0 28| & | & [ 47
% 7

) O 51> 4P | 8 | 4 ) L~ 5.5
N 9 & |0 &3 {h2:O A 2.3
Triazole | Water layer &2 0o Y 703 @nde T 03Q 5.1 ] n® | £ 0.8
R ol a$392 | 157 md” |8 | A5 | 1.3
S S U@ | 29 | 03 N9 w15, Dnd 4.6
~ 7 91 & I3 ©03 ™04 Y 1] 07 3.7
, | Q146  [009 ¥ 138 0| 269 | 3| 24 8.2
S o § a 0] w0 oY 13 [J5 | 22 10.5
@ & 1 0 [ @2 | 76 4 126 | 8.0 15.4
N O M1 YV [ Sud L hd 2 Legr L] 372 | 5.6 8.6
%@\ﬁlen@@/er & @136y 0l | &S| ¥ | 01 | nd 0.2
S ¥ T 180 | & | @ | ®8 | 02 | nd 0.3
.9 23 Q| 7 @3 gnd gri68 | 04 | nd 1.1
Q> & 1L 104 Q 9.6 0A] 242 | 01 | nd. 1.7
AN @ .9 14 2729 6a> | QY [ 269 | 06 | 03 3.0
O N Q2 O &y %1.8 N5 [ 245 | 04 | 04 2.9
@@@ A |5 L0 6 pnd | 140 | 19 | LI 6.2
Q @ 12%“@’ 3.3 Q Q nd. | 71 | 46 | 03 3.5
n.d. =not depld @U N U a.s. =JAU 6476
a) —pheny abel: sum of u own 1@ 1te§@non MO1 =JAU 6476-S-methyl
d 5.5% of the ap oactl 5 nth@ater rand MO03 = JAU 6476-triazolinone
@’m the sed1mer@ MO04 =JAU 6476-desthio
azole- labcl si mctale es, n%@ did M13 =1,24-triazole
R exceed 8% o app@(adlo@ﬂvny & ev@slayer and M42 =JAU 6476-triazolylketone

Ny 3% in the scdlmcnt @ @

@ o
& %% @ Q

@ @
s@ @@@@@o@
¢ LTS
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New Kkinetic evaluation submitted for Annex I Renewal
Justification for including this study in the Annex I Renewal Dossier: The objective of this §fidy &
was to estimate degradation and dissipation times (DTso) of prothioconazole and its major-ag atlc@j

metabolites in the water — sediment systems for use in model simulations of eiyironmental sures
and as trigger endpoints using data of a water-sediment study performed er aerobic<conditg
(KCA 7.2.2.3 /01, submitted within the Baseline Dossier) and following th uUS kme@s d(@n‘lent
(2011).
©) & < \ @
Report: kca 7.2.2.3 /03; K . o« B C. 15 S
Title: Prothioconazole (PTZ) and metabglites: Kmetu&e@alua‘aon of@e soﬂ@egr ion
of the aerobic aquatic metabohsl%%of prothloco‘@zol%ﬂ tw ra@ry @
water/sediment systems QQ N @@
Report No: EnSa-14-1115 % @Q é@’ %\ %@ @ g
Document No:  M-534364-01-1 &
Guidelines: FOCUS, 2011: Generic 1da for @@mat«@g PerSQem%and rad@ @& °
Kinetics from Envirortment I*E ate @udles@l Pest‘fésdes 0) §geg1strat §
Version 1, 234 ofl\@emb% 201 @
GLP: No (calculation) ©Q (E”i% é\ﬁ @ § @ @
Justification: ~ New data / guideline re@uirentent: *v \ > ) @9

metabolite the Water-se@me yste or in model ‘QJQ latéQns of

environmental exl%surg@and as trigger en. dgpﬁﬁts 2
KCH N
2 S @ AN
Executive Summary s, % ) Qv @ N
The purpose of this @dy to és‘umat@degr t1 @nd sipation tlni@(DTso) of the active

degradation an@dlssgatlon@me DTs0) r(:& on&?éfe a ts rna}or aquatic

substance prothioco <gole a ]or aguatic @tab tes in the waipt — séglrnent systems for use in

model simulations©f envitonmefitdl e @ures and a§ ‘hdp ints.

The behav1our otlip nazQ% 1 the aq% enyironm @aero‘f@ was investigated by kinetic

evaluation of: ac, ter/s dlewond ed two tést systems, Honniger Weiher
led q%‘th c%haz The Qare #id its major aquatic metabolites,

and Anglerweiher, @mg rﬁdlo el
JAU 6476-@methyl (A01), U@ de@m (M04),@1,2,4%riazole (M13) and JAU 6476-
triazol one (M42) Svere ssed . @Q § é

Dissipation half-lives 1n the Wwater phase and<in the sedinfent phase for prothioconazole and its
metabolites as we@s degr%dati alfxdives irg@?ﬁe tot&ys tem for parent and metabolites were derived,
using the data ffom the WateCsedinmgit degradatien stu fh and ] 2001, rev. 2002)
(KCA 7.2.2.3@1, 1@ ed @ theﬁ%%elin@osm@) Fotfiation fractions for the metabolites were also

al

derived. The\%netlc n \é per@ned @\ord@ to the guidance given by the FOCUS Kinetics
report (FQSUS, 201 1);@gegra on p@ﬂmele@we%@tted with the software KinGUI 2.1.

The half-lives of @ioce%azol%or tr@er e&@uatlon were between 0.9 and 1.45 days in the total
system, between 0.3’an n thé@late@d between 7.4 and 76.2 days in the sediment. The half-
lives of JAU 6@6 S-methyl @] ) were bétween 39.5 and 180 days in the total system, between 4.0
and 11.9 daysin the %a“ter between 48.4%nd 59.3 days in the sediment. The half-lives of JAU 6476-
desthio (M@ werssbetwéen 39.1 an, 28 days in the total system, between 2.4 and 30.6 days in the
water an %etwe@i 52. @nd @0 days in the sediment. For the metabolites 1,2,4-triazole (M13) and
JAU 64%6-triazg yl tone ( ) the evaluation for the half-lives for trigger evaluation was not possible.

An oiéfwe glv@» e 7.2.2.3-6.

The 1:1@65 of prothloconazole for modelling evaluation were between 3.4 and 83.1 days in the total
systemybetween 0.9 and 1.7 days in the water and between 60.2 and 106 days in the sediment. The half-
lives of JAU 6476-S-methyl (M01) were between 39.5 and 180 days in the total system, between 9.2
and 11.9 days in the water (and between 48.4 and 59.3 days in the sediment. The half-lives of JAU 6476-
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desthio (M04) were and between 39.1 and 75.8 days in the total system, between 13.5 and 30.6 daysoin
the water and between 52.3 and 62.0 days in the sediment. For the metabolites 1,2,4-triazole (M13§nd &
JAU 6476-triazolylketone (M42) the evaluation for the half-lives for modelling evaluation wa n0§§

possible. An overview is given in Table 7.2.2.3- 7. S @ S
& MRS
The estimated formation fraction are summarised in Table 7.2.2.3- 8. Q @
< 9 o @

i
Table 7.2.2.3- 6: Overview of estimated modelling hat%@es (dissipat@l or degrad@i&n DXso) for @ @
prothioconazole and its major aquati metaboliteé@ the total g{g@em, r a@v S
Q)

sediment phase as trigger endpoi@s & Q @C;%@

Q) Cy

Prothioconazo AU 6476-S-methy!] JA[@%-@thio
@ .
Q (M) \@f M8y~ | Triazole
System/label DTs | Kinetic | DTso<| Kiitetic @rso DKinetic | (M13)
[days] Ype? @[dg@%]ﬁ &e“) é@’[day@’ gea) AN
T i D O @ IR < = b @
Total sistemidegradatlon) > S \ )
) , phenyl-label 1.4%% EOMC @) 180 &\J S@c)y R §
T ool 1abel 0.9 | ‘BFOP P 13y | SFO9 d,° 75 (@ gjgc) ~b)
Geometric mean @5 SN %55 v ﬁ@) 788 q
)

- 2.
- phenyl-label R0.20c, | DEQP | ©44.8 &F SFO | @36 ¢ SFOL | b)

, triazole-label @ 1,33 | DPOP 4> 3950 °| &0° [P39.157 SEO® b)
(@)

[

245

Geometric mean w, | 1 26 . 42.0 O .9 40.8
Overall geometric mean ¢, ol @ 80.7 & | 856 9D
9D

Water (dissipation) Sy ) @ @Q % [ (‘§
“ phenyl-labeh> | 0,48 HSa| 399 |ODFOR.| 2:38° | FOMC | b)

dérole-Jabel | AN0.27-f DFOP | <9117 @ SFO- | 391 | DFOP b)
Geometric mean < Q"% 0.36v V6059 | o> 305

i N e
.=§f@nyl-®el Gs6 |apomcy w6 | EsFo 277 | sFo b)
riazofelabel © | 071 “p FOME | 19 @ SF@ | 306 | SFO b)

GeometricGpean 9. 6/.% @ ‘1. T oy 29.1
Overafi@eometric mef | 0@¥ $ 88 [ 9.42
L, I . D) K . Y °

‘Sediment (dissipatj < RS S e
_ phenylclabel @) 602> | B0 |©O 5. no evaluation possible b)
abel oo @$ ) @g > SFO@Q 6§ no evaluation possible b
' Geometric mean @K\J N 67.7Q 2) A - -

_phenyl-label <" 7.36° |ROMCH, 593 SFO 62.0 SFO b)

, triazoli~label S| (836 o DFOPY| 484 SFO | 523 | SFO b)
Geotugtric mean S 97849 S 53.6 57.0
Overall geometric mearf’’ (| 23.05 S) 53.6 57.0

a) SFO: single f@st order% F(@ﬁrst@gf mul@ompartment, DFOP: double first order in parallel

b) no evaluag ofl,i%-triz ossiblg
c) fit togetlss wit p%rent @Qﬁ

o &
@ & ©
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Table 7.2.2.3-7: Overview of estimated modelling half-lives (dissipation or degradation DTso) for
prothioconazole and its major aquatic metabolites in the total system, water, a@° @
sediment phase as modelling endpoints o @§
Prothioconazole | JAU 6476-S-methyl | JAU @76-desthi0 2,4-
(MO1) Smo4) Tria
System/label DTso Kinetic DTso Kinetic | DTso [ Kineties Q@@O )
days] | type? | [days] | type? uays] | oype | & é%
& A
‘Total system (degradation) v@ @ O @ @

. phenyl label | 83.1 om0 TsER | TS TR O

triazole label | 29.1 O o134 sgo? | 758Q sro® | b)) 4
Geometric mean 49.2 /\@5 155 9 75@ (&& @5 N
-, phenyl label 4.97 I aa8 b SFQ| 426 INSFOL 1w
' | triazole label 340 | W0 [©%30595] sFe) [w39.1 o SFOY | )
Geometric mean 4.11 ~ 20 | & 1089 & j@% < °
Overall geometric mean 14.2 &% o Q?)ﬁ r@ IS D

)

Water (dissipation) @} \\ @ . &@ & o QN &l S
“phenyl label 133 o o o3 &FO‘” G 1405 | $8OY b)
N oo abcl |G I8 L sFe S [ Sskodk P h)
' Geometric mean 1.609 9 Ov20)] «° [Q937 P S
-phenyl label o 086 | 9 P 1k6° | SF0 | 2707 S0 b)
' , triazole label - | 0.95 9« | 419 SFQ_°| 36,6 | SFO b)
Geometric mean © @0.90f@ Y 11.7 D) 9.1 2

Overall geometric mean < 1.20 ©§ ® 10@ o v 20.00
‘Sediment dissiatipé\g @ Qf{z\\:@ @, @Q o © %& {i\ i
OB0.28] SFO &Y @o eyaluatiop,possible b)

Y2

. 762" | SFO ° S No @aluati§y possible b)

Geometric medu [[\CQ} A @ 7 @ %, - § —
VVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVVV , phéiyl labl, 106, | DEOPY | €393 @ Sp | 620 | SFo b)
, triazole label ~ <,” 8445) | DROPY | ~484% | SKO | 523 | SFO b)

Geom@@ mean @»@ & 9547 Q) i§>\6 Q 57.0

o,

Overall geometric jirean *$0.1 § S ] « 53.6 57.0

a) SFO: single ﬁrs@’/ er, FOMC: ordeﬂa;ultl cogypartmény, DF%’ double first order in parallel
b) no evaluation 691,24 ole 1ble R IS S

¢) back calculgged fro @ @ ©\ ) >

d) back calewlyted fraty AN N N
e) backc culated from HS@ ©\ Q @@ @é
f) fitto r with paren@ N) @%&z . %,
g) slo ase o Q @ @\
. T v g
N R Q
Table 7.2.2.3- i@ Estl at for on f tions of major metabolites of prothioconazole from the
?al n of b h labels
Q Qﬁ% @ )
. @ @ Formation fraction (mean of both labels)
g@ @ @ - r | Arithmetic mean
Parefit.to JA@%MG@%met@%?Mm ) 0.075 0.121 0.098
Pargiit to JAU 647Gxlestliie (M04) 0.383 0.697 0.540
JAU 647+ desthio (M04) to 1,2 4-triazole (M13) 0.352 0.529 0.440
\)
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I. METHODS .
@ &

The degradation or dissipation half-lives for the behaviour of prothioconazole and its metabolites 1 th@@@
water or sediment phase as well as in the total system of water-sediment- systen@n the dark, @g data
from - and. (2001, rev. 2002) (KCA 7.2.2.3 /01, included in the Baggline Dosswr&follo@@g
the FOCUS kinetics document (2011). Formation fractions for the metabolites were also deriv N
The FOCUS kinetics report distinguishes between two levels of ki&%os: At Level 1 &sin %
compartment is used to derive degradation endpoints the whole gystem or dis at10§\§1dp
from each compartment separately, the water column or the sediment.@evel 2 is for§ tal &
approaches to estimate the real degradation in the Wa@s column an%@dlmem cm@artm@ con§§r|1
the exchange rates between water and sediment.

The parent substance prothioconazole and its aquatic mgtaboh@ JA@64 @ me@yl

JAU 6476-desthio (M04), 1,2,4-triazole (M1 and J 64764ri1a Elketc@ ( v&&e ad,d\\g ssed
for the total system (Level 1) and water and as@g

The kinetic evaluation was performed acc dlng he 1ven]§r th %G@Kl re rt
(FOCUS, 2011); degradation parameters w%e fitte w1ﬂNhe S tware 1nG our kln ic

stick model (HS or known as DFO d %le fi d@seq tlal) @nd t nentla model
(DFOP = double first order paralle may b@used tQ adeq’&atelyﬂescrlﬁ ee {@ue values
e

the single first-order (SFO), first- order®ﬂtlp®:om merg, O G %afso old , the key-
rim alr
of the applied parent substance hes® mod@j use@lcre pa@metem to describe

degradation.
The objective of a kinetic eva@tlon 1\to se@ct ap roprlat&(me 1@mod® n (%fr to (@‘we degradation
endpoints from their respective calsulati e deg®idation end@mts elygshe DTso and DT

parameters from dissipation a%(}‘t e Bf@gTso d DegToo @@deg‘fﬁdatlg@are blished differently
%

depending on whether&ne cousiders these p@ame to aéSess if further pers1s@ce studies are needed
(trigger endpoints) ne pldns toise thegn as @Jts fmﬁ)es‘uc@e faég\modgﬁ (modelling endpoints).
Both options are idered her s défined in US@uidance, fO@rnodelhng endpoints, if the
SFO model is d@%ed&@ﬁm §Hy desﬁlptx%%therfﬁle cotrgsponging DT parameter is taken; if not,
FOMC, DFO @nd s are tested. &or trl@ oint O atﬁd FOMC kinetics are tested in
a first step; if SFO igshot a@gepta(%le or wf%se tjlz?@ FO@ DF@ an@ls kinetics are tested, too.

S @ 11 Q@SULTS AND DISCUSSION
& o st S@“’

\ X,
For Prothioconaz \1‘16 tiigger and m @111 ndp@ﬁts ﬁgthe statistical parameters for the whole
system are giveregn Ta bﬁy 7. - 9¢§®r th&yvate@layer @T able 7.2.2.3- 10 and for the sediment in

Table 7.2.2.3-g 1, respgttiv

For JAU 647S- me@yl [4 ) t%\t@rlgg nd 1 elh@ endpoints and the statistical parameters for the
whole syst%n are given inTabl&P.2.2.3-%2, fepthe widter layer in Table 7.2.2.3- 13 and for the sediment
in Tabl 2.3- 14, re&pecti Z o\%

The data’ for JAU —de thio (W4) sumittarised in Table 7.2.2.3- 15 for the whole system, in
Tal%?ﬁ 2.2.3-16 F"Gpthe %e 1n T @ 3- 17 for the sediment, respectively.

For the metabolites 1,2 @Trl f@le (1@ 3 (QAU 6476-triazolylketone (M42) the data for the whole
system (only&(@ta including) parchty pare@t parameters fixed) are glven in Table 7.2.2.3- 18 and
Table 7.2. 2@19 Kor he@%eta&htes@ata from for the water layer in and the sediment were not
evaluated. @) §a

The estiatdted atlo%)frac@»ns of the major prothioconazole metabolites from the total systems are
glvenm abl§m 20

& & T
&
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¢ Prothioconazole

Table 7.2.2.3- 9: Dissipation of prothioconazole in whole system @
P-I-level (best fits highlighted in bold letters) 6 @ @
N &
Model® | DTso | DToo Mo | ki/a | ke/B | th/g p “Cp Vis 2
[days] | [days] | [%] ki/a D k/p ﬁé§ f®
R o Ry
. oy 1abel © & D £
SFO 7.54 25.1 60.5 | 0.0919 | --© -9 10398 | -9 7 -9 31
FOMC 1.45 276 808 | 0314 | 0.178 | o [ K9 0%t 7 [ A9
DFOP 1.17 71.9 80.8 | 1.450 | 0.0492 | 0.601 {.0159, 0.0437 | . + [CB.73. @
HS 1.07 69.6 80.9 | 0.646 | 40202 | 143 | 0.0032 | 06228 |Q0 ¢l 8.9,

» SFO fit not acceptable, 10% of initial concentration ré4ched at the ep@pf study, there@ﬁ fit @s, FOMC and®
DFOP; FOMC provides best fit, back calculationSaf DTso,@dellin@ndqu%from N & N >
» Conclusion: Trigger endpoint: FOMC, DTso: 1845 d @ Y o4
Modelling endpoint: FOMC, DY 's0: 83.17% (DT()@%’SZ) Q @ A @% ,{(@% SN
DR \

\<Z
T, ool el ST D DO Y §
SFO 3.90 13.0 683 420178 - | oo J005214]" g | & | G119
FOMC 0.810 | 293 85.80F 0.397 | 0%724 [0 o L | & o685
DFOP 0.909 | 96.7 858 | 192 [ 000119 [T0.682 [ 00011 | 00039 O ++2.[ 5.12
HS 0.936 | 95.3 853 [@740990.012Y 189 [ <0001589.00384 +> | 5.17

» SFO fit not acceptable, 10% @%ﬁtial&ﬁéentmti ¥ rea@ at the®nd o @\ dy, theréfor @()f HSXEOMC and
DFOP; DFOP provides bestitYbest x> value}®uck calculation of DTsg tiddelli€®endpgint from Do

» Conclusion: Trigger endpoint: ]&P, DRy 0.90@> o @ O\L@ 2
Modelling edpointDFOR,DTso: k1 d (RTs0 = DTe9 / 3.32). 'S 2

N hcyabe 0 o O 0O G

SFO 145 $54.81 9 9787 | ag78 [<--9 & 9 0.091 | &0 -- 18.49
FOMC 1.06<Y 11% 0 1795859 [0.85437 © |, -9 b -9 + 5.79
DFOP 1.207 | 65 [« 100 [70.7095 | 0.0466 | 869 [220.006Q} 0.042 + 5.49
HS 133 [ Q5.8 98.85| 0.521 | 0.0149 4 4.08} <0.007 | 0.1329 0 9.27

» SFO fit noPaccepsable, l%vof initial concentration @ched@fhe en@pf studtherefore fit of HS, FOMC and
DFOPZRFOP provides best fit (Zvalue)back c@c@lation@ DTspmodellifiendpoint from DToo
> Co%ysyion: Trigger tadpoi %Fo@w: 1.20d, N4 Y
Modgiing endpgint: DFOP, DTs¢: 4.97@) DT5@$T90 /@§Z)
° S

o, \ 2,
[ RO S S

SFO 15489 12 | &97.6 04509 - &9 [ <0001 | - -0 16.49
FOMC 120 | Q09 1019 0.988 | K18 [Se-9 o) 0 + 7.63
DFOP | ~F33 ¢,°11.3Y 997 | 0.623 4.0:0131 [0.885 [ <0.001 | 0.008 ++ 2.72
HS 1.43 136 | 98.8 |€0.486.90.0139| 4.47 | <0.001 | 0.0639 + 5.93

» SF Yot acceptablg, 10% O@Ytial yicentrati rea@@\d at the end of study, therefore fit of HS, FOMC and
DP@ DFOP provides best fi@back ca culati& of DT modelling endpoint from DToo

» Conclusion: Trier endpoint: P, ]@6 1334V
o Modellingentipoint DFORDTso:%40 d (DTso = DToo / 3.32)

a) SFO: single first order BOMCCrst order mult'&@mpartment, DFOP: double first order in parallel

b) visual fit: + @good, o = modérate, -or

c) not relevaisfor thi%gse, & k2 for SFO kine%s

d) thisca ils @0 e.g© visual fit, ]@)ﬁ values or a significance level (p) higher than 0.1

S Sy

IS

S
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Table 7.2.2.3- 10: Dissipation of prothioconazole in water
P-I-level (best fits highlighted in bold letters) {gf
Model® DTso DT9o Mo ki/a k2 /B th/g P p Visual 2
[days] | [days] [%] ki/a KB fit" |? ol
> S8
. pheny! label .
SFO 0.525 1.75 80.5 1.32 -9 -9 <0.001 N ---9 -8 2569 &)
FOMC 0.280 3.89 80.9 0.737 | 0.179 |79 ) ¢ 7.42 A
DFOP 0.129 5.09 80.9 9.20 0.210 §$0.709 | 0.4889 | <0.001 Cott Ap 2.70@
HS 0.480 5.09 80.9 1.44 0.210 1.00 | <g@b1 | <0.001 @ )
» SFO fit visually and statistically not acceptable, 10% of iggifal concentratioq reached at the @" of stu“él%, theré@re
fit of HS, FOMC and DFOP, HS provides best fit, back:&D culation of D]@mod;}giﬂg fr&ﬂ&DT%@g 2
» Conclusion: Trigger endpoint: HS, DTso: 0.480 d =0
Mo%lilling elildpoint: HS, DT50: 1.53T50 = DTy @}2) »;, @ @y \} W\,@ Q@j
T o\ 1sbe! S @ O &y S0
SFO 0.480 | 1.60 85.6 144 | @29 @90 000 9 [O 4ydaqd
FOMC 0.210 3.87 85.9 8636 [N0.107 N =9 [xo +oS 789
DFOP 0.268 5.56 85.9 193.76 0.145° | 0974 | 0199 10.0028>] % 72
HS 0.448 | 5.56 85.9 D 155 | odd6 |ar.06 $<0.000) 372

0.
» SFO fit visually and statistically no%%%epta&@; IO%Qf\mitia}ﬁQpnce ation redolied at ¢be en;§tudy refore
fit of HS, FOMC and DFOP, DFOBprovides best fit, back galculationdof DT, odeu@ endpoiit erm%T()o
» Conclusion: TRigger endpoint, DFOP, B so: d @\Jf )} S @wj Q
Modelling en t: DEOP, DTso: 1.68 dgPTso i&@‘"qo /%7@) @ LN

AN 9
ey S O S o S o @ o

N>

SFO 0.657 | 218 | 100 [e51.05 & ---@ =9 [=01001K 9% o 9.71
FOMC 0.556 | 286 =01 .| 2.06°| 489 | &9 o - & + 1.70
DFOP 0.565 [c9.96 b 108, 183 | OF417 150.66701 0.0641 | 63002 + 1.64
HS 0.657 2.18 O | ab6  N0.078DY 3.65 | <0901 | 04209 |+ 10.7

» SFO fit visual d stz@\\ticallwcéépta&e, 100@1“ initjaT\(@?)nce @fon red
HS, FOMC DFQR; for FOMC t distributign of r Rtuals 1oks sli
difference;i@narg' ) backssalculatgegt of ]Q"l@’mod&ujng engpoint fi; 2D Too

» Conclusion: Trigger endpoint: FOMC, DT: 0.5562, & ©O ©

€  Modelling endpgiff® FOM&, DTs0:861 d (BTs0 =D Too / 322)

* wriazoiiabel S &Y NI
P8R80

hed %@;& end of study, therefore fit of
erthan for DFOP, but the

SFO 0.787 4 2.625] 995 N - 1 <0.001 | -9 + 7.10
FOMC 07108 3.1 | 00 [«.3.00 o 2.739°| -9 - ) ¥ 1.61
DFOP 078 | 318 |<S100 A 14%, | 0426 | 0640 [ 0.0022 [ 0.006 + 1.94
HS 0786 |*61 P 99.55 | 0882 | @P363 {74.65 | <0.001 | 0.3939 + 7.54

» SFO fit ¥dually afid statis@ipally godd, 10%of initighconcentration reached at the end of study, therefore fit of HS,
FOMG and DFOP; FO prov&& best. back@%?ulaiﬁ of DTso modelling endpoint from DTy
» Conglnsion: Trigge@jndp%@ OM@bT50° 710 d%y
@?’ Modelling endpgint: FOMC, D¥so: 0.94%d (DTso = DTeo / 3.32)
a) SFO: single first dteer, FQMC: ﬁ@rder @Iti coq@Yrtment, DFOP: double first order in parallel
by Visual fit: + = go ,ofgﬁ era‘t&—:po@ K
¢) not relevant for% this cas& e.g. Kfor SEQ) kineti @
d) this case f&i@ﬁue to ¢.g. baghyisual @igh )@alues or a significance level (p) higher than 0.1
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FOMC 91.8 | 305 19.9 | 188501249900 | o9 > -y

Table 7.2.2.3- 11: Dissipation of prothioconazole in sediment
P-I-level (best fits highlighted in bold letters) @ S
Model® DTso DToo Mo ki/a | ka/B tb/g P p Visual ~ 2 @§
[days] | [days] | [%] ki/a. kAP fit” |,? Al
N 7
[ T S
SFO 60.2 200 23.0 [ 0.0115 ---9 ---9 0.0071 f ---9 © pSY 2
FOMC 57.9 435 23.7 1.12 64.2 |72 ---% ---©) S 1138
» SFO fit visually and statistically good Vi Q@ @@) A @ I
» Conclusion: Trigger endpoint: SFO, DT50: 60.2 d
Mogdgelling err)ldpoint: SFO, DT50: 60.2 d @% 4(© /f\%\ﬁ QQ (@Q ©
. KN Q o & (@) U
. criazole label & 9 QS &
SFO 91.8 305 19.8 | 0.008 [r--© -y | 018 [ -9 0. 9 133
SFO®) 76.2 253 21.8 | 0.00 —5°| ¥ | 0001 o V0T R, | 353
0 13.3
+

FOMC® | 756 | 270 [ 218 | 1hN4 | @04 [@---9

» SFO fit with outlier on day 3 excluded provides visuaily and Statistidlly goodSit Q

» Conclusion: Trigger endpoint: SFO, D@sy: 76.2.d N Ko
Mogdgelling eI;ldpoint: SliQ()® Tgp:%é}ld "\a@ Q;(\\\& ({§g© @Wﬂ\? /@Q @Q

L T RNRENE

SFO 148 | 492 183 |[@0468P 2O &7 001770 -0 4 O | 19.89

FOMC 7.36 343 @@21.00 04460 1@y | @0 TR YIS A 3.25

DFOP 7.21 195 20.6 | 0394 | 0.0066 | 0.642 1 0,069 | 004 | P+t 4.48

HS 4.38 123 | 269 | &758 [0.0133°Y 4604 | €053 f<004 & o 10.5

may be considered for modelli

» 10% of initial mass (i.e@fd max_ in sed) d@not r§ ed atéend of , 50 By sl%%ﬁlas
@endg%'ms; forty ggelgdpoint OMK (bes
R IS

t fit) 1 Visu@y and statistically very
N

ither HS or DFOP

good 7 QXN

» Conclusion: Tyg@ger endpoint: C, - 1.36 O
Q&%llim&ndpe@n 2DFQP, slow, phase, DIG): 106 @b@ & @

I oo V&
SFO 1.4 AS71.09 155 | 00324 [e92-9 o 5] 0@17 | -2 -0 18.49
FOMC @, 9.59 473 9.4 1043833 2488 [ ~-© -9 -9 ++ 3.92
DFOP_ '~ 836 | A% {184 502181 0.0082 @362 . 0.005 | 0.0089 | ++ 3.23
HS 730 |@171 D) 18.1 0.9950 | 6D091 T 8.71 N 0.001 | 0.0057 + 3.45
» 10% of initial ie. (g}iax. ifsed.) ar€ot re Red at @{d of study; so only slow phase of either HS or DFOP

may be consid for modelli

9]

» Conclusion: @@rigg dpoi
@, Mo ge

SDFORPTsq; 836 d
int: Eﬁ, s@ phas@Tso: @g d

dpoitits, for tigger en@)ints%FOP (best fit, better ¥2 value) is acceptable

a) SFO: singlp first deder, F @fC: %ﬁorder‘iﬁ%ﬁﬁ co%partme& DFOP: double first order in parallel
p

b) visual {it: +=good, o =@0der > = @ & @
c) not ant for this case, e.g. I§r SF@ inety Re

d) thi§ypase fails due taeg. bad%ual fit, high lue@sa significance level (p) higher than 0.1

day 3 luded tlier, But outlj t fag
e) Jay 3 exclude a*"i@ 1e$ 03\&%!% & @\
(AN Q
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JAU 6476-S-methyl (M01)

& &
Table 7.2.2.3- 12: Dissipation of JAU 6476-S-methyl (M01) in whole system Q\ é§
M-I-level, including parent, parent parameters fixed @ @
(best fits highlighted in bold letters) @J@ & RS
Model? System Q @
" 2 &f
phenyl label triazol el p@yl label | ¢ trlg@e labél
SFO Parent FOMC DFOP ASIDFOP O PFOP §
DTs [d] 180 @34 N 44 8 O R 3980 X
DTy [d] 597 oo)445 NS &
k 0.0039 0.00518 K@ 0155 = 001767
ff 0.0777 00713 *&, 0.1Y & = 0136,
t-test (k) 0.00065 D 09900907 > 628F-10 @ | . 0.000425
Std. Error (ff) 0.0038 20.00480 4 004l | O odrdi K
visual fit® M 0 _, S+ + §J
y2value 152 @ @49 . & Q629 ] A 16k
> SFO fit vi&ly a@i\ SF O@ﬂvisu@and €§F Ofi @suall@? @ fit visually and
statistiga goody> e Statistica]ly N sta@cally gyod tatlst@lly good
& acc;gtable @ m S f D
» Conclusion:
Trigger endpoint: ﬁ DT Y%’80 d SF(@SO QFO D% 44. @ &O, DTs0:39.5d
Modelling endpoint: DTso: 180}@ SFO, DTso: 1 %4 d PsFo DT 448 d 0, DTs0: 39.5d

a) SFO: single first order, FOMC: firs

m@y com}@ment BFOP: double @ord%%n parallé)

b) visual fit: ++ = very good% g&d 0= mﬁgerate§ poorx @ Re @
i, 9 2, N O
&l e Fglbe
SRS °\®% < W0 e & U
PN NN S
o O SRS S o
D & 0 9O 7 N D
% © S & @ S
S > & & o &7
&@ o@©0\® @%o© % °\©
FEFSIF &S
5 & & & = S
QRS LSS
@ O ¢ .0 © .0 @
\©) @) Q A N N
Y S K 9 O
= § g 2L
& 2) @ N >
°N Q @ NS
Q N &9
= S & &
S A O
2 %%g N
& ~ @
O N 9
y S oo
N S
RN
g T
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Table 7.2.2.3- 13: Dissipation of JAU 6476-S-methyl (M01) in water

M-I-level, decline of metabolite in water from max. onwards gf
metabolite fitted separately, all data (best fits highlighted in bold letters) ° @j@
Model® System > &@V)) @@
I I
phenyl label triazole label phenyl label triazo@%labgf\\ .l
SFO DTy [d] 5.12 9.17 11.6 = ) . HI 9 1
DTy [d] 17.0 305 Y 38.6 5 S 394 >
MO 0.778 0.803 24 o> 2.89
k 0.136 0.0756., 0.0597 By 00585 A o
t-test (k) 0.00590 2.00E:66 000351 . | <« ,00395¢) @
visual fit” -9 o + @2 R Q% @
y* value 12.09 Y69 D 9.5% NS
FOMC DTy [d] 4.03 % 89672 Y 98 K| & 0353
DTy [d] 28.8 To9 G Wee o | Y AT7255) o e
MO 0.800 B 0807 9| . 247 Q> M 30 @
alpha 125 & 17y O 249 L P A 0851 O
beta 547 O[> 1467 - 395 % RS ACES)
St.Dev (alpha) 0.1720 9839 | @480’ | & L0754
St.Dev (beta) 1268 P Togo 39 ,5@ e 8.88
visual fit ++ 2 9+ | NS o
y2value B4 o ST N 4 0@94 MBS I
DFOP DT [d] % 3.99 p 9.00 9929 o ~395
DTy [d] e 30 O] @16 7 46080 N 9 606
MO N 0801 2| < 0.806 S 080 o & 310
kl @208 ¢ O 093 .Y &3.27, . O 4.18
k2 ‘©0.040%° o, 2:39E-141. ~0.0446° 0.0284
g ST e 063y O 098 |@ 0222 0.441
ttest (KDY {00172 Y [ N0.00828 32 @001 <O 1.30E-14
t-test Q) 0.0229% 1 05009 R06607 0.175%
visuait o> g O+ & | © +@ 0
> Galue 0.673 <\ | & 1390 [ 7 15.79
> D F DFO vid st SFO fidgood SPQ.fit good | Considering the low number of
&@ . @QB . %@Et @ e, §g $ o O ¢ data point§ and the scattering
Q\) &\ é\g Ol %\ N Q\ of the data, SFO might still be
> BN o3 Q considered acceptably since the
© % @ @9 o & Q> degradation in general is
@ @Q ®© (@) 3\ Q @ acceptably reproducgd; DFOP
Q <O o N N N @ hgs an acceptable chi?, but k2
@ ©\ Q 9 @ is not well fit and the break
% N) @%&: o @ %", caused by the change from k1
@ . P Q - \Z)g to k2 makes no sense
» Conclusion: o
v Trigger endp%iﬁ P, D@3.9§ Sl@DTso: 9.17d | SFO, DTso: 11.6 d SFO, DTs0: 11.9d
\Modelllng endpoint: | BFOP, BT3: 9.23 & | SKO), DTs0: 9.17 d | SFO, DTso: 11.6 d SFO, DTso: 11.9d

a) SFO: single figdrder, FOMC; $ist o ulti @npaﬂment, DFOP: double first order in parallel
b) visual fit: + *Very%&i + od, &11 oderat®, - = poor
c) this case due txe.g. ba@\Wisual fit, high 4Zwvalues or a significance level (p) higher than 0.1
d) back cal@ ated @m DT@@)TSO §Tgo /332)
@
@ e T
N

&
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Table 7.2.2.3- 14: Dissipation of prothioconazole JAU 6476-S-methyl (M01) in sediment

M-I-level, decline of metabolite in sediment from max. onwards gf @
metabolite fitted separately, all data (best fits highlighted in bold letters) ° @)@
Model® System > @V)) S
I B . <
phenyl label | triazole label phenyl lahel triaZole l@ 4
59,3 ) . 948469
& 199 EMERTIN S
7 @ B, |
@& 00117 L 0143
R\ Q%.Oli& LN 00205 @
& RO & @
W o Y10 @ [ LW
S St 29307 g 48
O g s Q. e &
SRR T R N7 887 2
o0 N g[S
) o \f @f 4 1800~ R &28.7\)
Evaluathn nossﬂs'@ or any of thfey ‘”\13840@@0 & [07% 19652
metabolitesQevaludtion of Sodim 7 o
metabe odImey 4348006~ | & 12
d1551pat10§nakesn sense dince there N —O&@\U N 0&5\\3000)
is no dissipatiofuntil end@he S G §”
- tudy) > (Y QLE S . —
ST @" 1.6 O 16.19
% o . .
5 O S @ U | honforfikey |o 423
N &) § & g stheretare onl}@%uri”\a 175
| @ & S 6@ XS Kdata poitts ) S 9.60
TS o S|l O 3.20
. & X SN 0.0121
O S I N 0.165
é& O S § R <0.001
2 N9 &S @ 0.1889
&) % @\ Q > 0%
v D G (o
NS @ QS g N 17.79
. o D g~ P Y | -SFO fitvisually and SFO fit visually and
\(%\) {Q\ /(\?o\*ﬁ © qg\\ Ga Q statistically good statistically good
» Conclusion: N Y Qy Q
Trigger ef@poin 5% @ @9 IS § SFO, DTso: 59.3 d SFO, DTso: 48.4 d
Modellingrgndpoif@ f© ©) © @ SFO, DTso0: 59.3d SFO, DTs0: 48.4d

a) SFO: singieirst orfier, F% : ﬁr&&’der @i con%&rtmen@)FOP: double first order in parallel

b) visual ﬂ%%r = very goodi¥’ = gogd)’o =

c) this @ ails due to e.gﬁbad v@ fit, x> \@es or &significance level (p) higher than 0.1
D

%§©@Q&§
G @ © 9
é@\%é@&@

Y O & 9
> O o
s &
@q\’@@o%
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o JAU 6476-desthio (M04) )
& &

Table 7.2.2.3- 15: Dissipation of prothioconazole JAU 6476-desthio (M04) in wgle system Q\ @&

M-I-level, including parent, parent parameters fixed @
(best fits highlighted in bold letters) @J@ & RS
Model® Syst @ d
ode ystem {%% X & é\a@
phenyl label triazol&Jabel phényl label | Q) trlg@e labély &@
SFO Parent FOMC DFOP ASIDFOP O PDFOPY’ [
DTs [d] 93.8 @5.8 N 426 Q 3940 N
DTy [d] 312 oo)252 NS &
k 0.0074 &0.00914 K@om;i 01782
ff 0.407 ®359 S &, 0.69F & = 0.704,
t-test (k) 0.0093 D ©.001° S 368E-10 > | . 3.28K-11
Std. Error (ff) 0.0432 @001 QD 0025 | O odwer &
visual fit® O ow, V] 0N N < +Q H S
+2value 16.6°Q, a’2. & | o 62 A s 7§
| 2 SFOft SF i d FSFO fitGysually‘and fit 1ly and
AT sgt@'fzz;%&?;;\@ @mﬁ?;g e
ac@)table ﬁ S f,@
» Conclusion: >
= Trigger endpoint: Q@ \& sm@gso % QFO D% 4. @1 &o, DTso: 39.1d
Modelling endpoint: | 2, & SFO, DTso: 75.8 d&@SFO@@Tso 42.6d 0O, DTs0: 39.1d
a) SFO: single first order, FOMC: firs com@ment FOP: double @ord@&n parallé)
b) visual fit: ++ = very good% = good, 0 = m@gerat poorg S %>
c) this case fails due toeg bad v@ fit, %hx A\t sor‘@gmﬁc@g 1ey3&(p) hlgﬁ%fthan§
N
IR I LA
N ST N é@ @
@) 6\ A N N & %,
© S & L &
o & .9 N 6 S @
K S %
2 N A SIRS @ ©
> o O & & N
A \@ \Q S \© v \©
>y O Q
AN SN
§ @Q PRSI N
2 @ S T QA S~
@ O ¢ .0 © .0 @
QOO O N O D
¥ 9o KN & o
<) 6 O oF L&
@7 o Q @ N
NN NG ERAN)
B v S L@ @ N
N (g @\ R Q
@° N S
sy &S 8
g <
S &
O Q
{x’ O @ RS
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Table 7.2.2.3- 16: Dissipation of prothioconazole JAU 6476-desthio (M04) in water

M-I-level, decline of metabolite in water from max. onwards gf
metabolite fitted separately, all data (best fits highlighted in bold letters) °
Model® System [ @V)) @
] ?_x
phenyl label triazole label phenyllabel ole 1
SFO DT [d] 3.67 9.05 .7 &%u 30%1@%
DTy [d] 12.2 3095 < 92,0 047 &
MO 12.8 X.67 &2 325 P 33 . 2
k 0.189 < 0.0766 D™ 0.0250 A0.02260
t-test (k) 0.00334 900139 & 0.00234" <0001 @
visual fit" - y) 9 e I
+2value 19.99 Y 2049 GI8 2\ | . 3430
FOMC DTy [d] 2.38 & D374 b Q17 &7 S 30.6™
DTy [d] 35.0 ST o8xl | 8790200 o 02 . .
MO 140 < [ &5 R 32%S Y &3 @
alpha 07154 ¥ 0.584Q [ 10660 %, 1221_§
beta 1460 S| Y 164> Qw5000 | &7 53979
St.Dev (alpha) 0.800 & & 0803 oy | V1766 SO 1501
St.Dev (beta) 4517 OTS  M0  |S 449 S w340
visual fit N+ g © SHo & P LOr 0TV
+2value D705y Y @ 4YT Q 1750 & 5.80
DFOP DT [d] w233 O |, 391 2 | © 277 ~ 306
DTy [d] P YIS A @48 NI G 102
MO K~ 1399  §] & 9.20v o 2.5 A 33.1
k1 048 O | &7 18 0.02509) 2.22E-14
k2 Q' @ 00215 o, & 00393 O A 0.0250° 0.0226
g & e 7290 Y D417 00308 2.88E-14
t-test (k&Y O N0.0028% N | U<0.080 o <@00392 0.500°
t-testak?) O 0.0306 @ N <0001 & ] %50.0753 0.0403
visdal fit -\ O AN MRS @ + +
Eyalue ©6.73 \ a w279, NG 9.67 6.83
| 2 N ~ F rovj est fit fit n ceptable, SFO fit good SFO very good
&@ @% (ovii@.@;pbette thoyglny? pr‘gsﬁises ge&t ¢ Ve
D Vajﬁgwors@
» Conclusion: @
Trigger éﬁ)o 5 § 2 38 8\7 OP, DX3’3.91d | SFO, DTs0: 27.7 d | SFO, DTs0: 30.6 d
Modelling endpoh‘@ C, D@55 14.039 OP, i30: 13.5 d¥ | SFO, DTso: 27.7 d | SFO, DTso: 30.6 d
a) SFO: sin@%rst ofder, Fy firstqrder n&]’f’ corﬂ&artrne%DFOP double first order in parallel
b) visual fjt: ++ = very goo 50 = erat
c) this fails due to e g. bad v ﬁt s orsa_significance level higher than 0.1
d)) ba@ulmed fron&%@o (D@ls®i DToo/ 3 Z§ @% g (p) hig
N % @ @ N
R AR O
& & e
@ Q Q & ©@
e
N
RSN
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Table 7.2.2.3- 17: Dissipation of prothioconazole JAU 6476-desthio (M04) in sediment

M-I-level, decline of metabolite in sediment from max. onwards gf @
metabolite fitted separately, all data (best fits highlighted in bold letters) ° @@
Model® System > @V)) S
— H « <
phenyl label triazole label phenyl lahel triaZole l@ 4
62.0. ) . 95236
?Cﬁ 206, ]
I8 @ 1 & IS
o (00112 @013
RN Q0.0062 <« o 00160 @
2
& RO & @
W o O 385 L\}@’ D . 933
Q @ S p & 6200 A 52.3
S g - Q. 1 &
SN A § 157 O
, , \? @ o386 K w1135
Evaluathn natpossible for ang'oft N %303@ & @% 85590°
metabolitesQevaludtion of '@dlmg‘% 7 S €009
etabe . 580 O 104%000
dissipatiogrinakes n sense dince there S © N 5
: . : . @03 &> |ley” 79080000
is no dissipatiofountil {2 end@fthe |y S S
- Study). > QT S
N ROAEX ) Q" 6.66
S $ @ @ | honforfikad |g 517
9 O Nur 1
N <) § §  gwtherewe onl}@%ur< 185
| @ & S 6@ XS Kdata poitts ) S 27.8
e e & %S O 2.22E-149
& & AN 0.0139
SO N L @ & 0,02559
é& > » S § Y 0.500°
i~ N e &6 @ 0.5009
2 > @ v +
oD G (o :
S @ SEERS B not available®
. o D g~ P Y | -SFO fitvisually and SFO fit visually and
\(%\) {Q\ /(\?o\*ﬁ © qg\\ Ga Q statistically good statistically good
» Conclusion: N Y Qy Q
Trigger ef@pointed) @ AR § SFO, DTs0: 62.0 d SFO, DTsp: 52.3 d
Modellingrgndpoif@ f© -9 - @ SFO, DTso: 62.0 d SFO, DTso: 52.3d

a) SFO: singieirst orfier, F% : ﬁr&&’der @i con%&rtm n@)FOP: double first order in parallel

b) visual ﬂ%%r = very goodi¥’ = gogd)’o =

c) this @ ails due to e.gﬁbad v@ fit, x> \@es or &significance level (p) higher than 0.1
D

%§©@Q&§
G @ © 9
é@\%é@&@
Y O & 9
> O o
s &
@q\’@@o%
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e 1,2,4-Triazole (M13)

Table 7.2.2.3- 18: Dissipation of 1,2,4-triazole (M13) in whole system Q\ @&
M-I-level, including parent, parent parameters fixed 6 @ @
& aN
Model® System K N
I N R
triazole lahel D inamg%bel&a
SFO Parent DFGP~ @ < P @ | @
DTs [d] Inf ~ IS EVSINS
DToold] ant e & &
k 0. 0% TS S N
ff Q0352 N| L@ ~ 529 O
t-test (k) 05000 & [ w > O & - 05009,
Std. Error (ff) D @105 2 S 0.184
visual fit® x —-@ D D S & &
2 value Y éF\ 9% x| S o 9.6 &
| 2 O fit@jsuallyand > degradation
Q@ | st@&tt@{éal ; yg% n\g© <y @Q vi%ibt(ﬁ
S) zx 0 ceptab v @@ N $@ (2
» Conclusion: 7 R
Trigger endpoint: Q— Z) 9 @ ®® &© 6©>® @)Q N
Modelling endpoint: r\@ L5 « @$ - . @ ) > G
a) SFO: single first order, F OMQN:\ﬁrst orde}mulﬁ@mpament, DFOP: d& e ﬁ{st@rder i%parallel ©
b) visual fit: ++ = very good, + = good o= modédte, - -a or @y D N &
c) this case fails due to e.g.ob\@visual , hig valugor a s%niﬁcargclevel e&ighm@aan (%&,

o
%¢§@©©@\©& x

Q i S O O &
& o §F vy e 0
SRR O e & L
PN NN S
o O SRS S o
¥ S 0 O « & D
N 92 & o @
& 2 > @ v
S & & & o &\
A @"\@& @%\©%\©
SIS
5 & & 5 S
ORI AN S RN
@ O ¢ .0 © .0 @
N
S\ L 4+ 9 @
@’ o & @ &S
°\Q @\
Q N S0
N %@Q@’Q@@
S @f&@\@&@
@%
&%“ﬁ@@
&§§©%©@
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¢ JAU 6476-triazolylketone (M42)
P . . ) X @ @
Table 7.2.2.3- 19: Dissipation of JAU 6476-triazolylketone (M42)Y in whole system Q\ @&
M-I-level, including parent, parent parameters fixed 6 @ @
’ N & aN
Model® System v D
I N %
triazole lahel &% \riazo"}e%%bel\fg\%
SFO Parent DFOP 1Y <~ DFOP
DT 9 > ©  A5.82¢ >
s0 [d] 2Q.28 S S .82 9
DTy [d] 6379 S Q X O o
k @0342@ | 9. Qe 004389 &
ff 1 (from Desthlo)[ﬁ% R %} 0'6%44@0m D{%ﬂ
t-test (k) 0256° < | %, Y e 0.1439,
Std. Error (ff) D™ @og1.> oy \)@’ @) 40383
visual fit? A Z) ) TN O L& o
x? value SNOLS s xS © %.57“@
i A
> Q@ SFO fit@isuallyand | © N S éﬁ S
N st@sncal t f% @) @ @
. @) ool oo Bcceptable S § @@ = %@)
» Conclusion: o
Trigger endpoint: Q— 9 f@@ @6— @ & @g) @)Q S
Modelling endpoint: Q(\@ w0 @y - @ Q - @ -
a) SFO: single first order, FOM@\;ﬁrst order mul mpa ment, DF@P d&%fe ﬁrst@der 1%)arallel ©
b) visual fit: ++ = very good, + = good = mo te -
c) this case fails due to e.g.o @wsual , higleg” valy r a s&mﬁca edevel @gﬁlgha@ian (@
d) the fit for JAU 6476-triazo ylket ¢ was done b @ollow pat %
prothioconazole = JAY, 6476,desthi —%AU 6 -tr1 ket e~ 1, trlazs%e 9 C(% ere only the JAU 6476-
triazolyketone resul¢s are presented f@m this @ @
S & Yl
N O Y
. Formatlo@ac@ @ © %& S § %
Lo & & o
& G oo &

Table 7 3-20:
&@

E@hate@rm

tem

@
n fractmns@ @maﬁ@prot 6- conazole metabolites from the total

w . S S @ K\
° ormation fractions®
@? % w l@ I Arithemtic
@ @Q p}%yl label iazol®label Of phenyl label triazole label mean
Parentto ™ N @
JAU 6476-Smethyl (M0J) EQW@O 00§ 0.079% 0. 0.113+0.0041 | 0.130+0.0121 |  0.098
Parent to ’ o
! AU ) 47§i sthio (vl | 407 £.0.04%2 @59@.0173 0.691 +0.0257 | 0.704+0.0267 | 0.540
6476-desthio (M94) to & . 'O &P
Niriazole (M13) e 0352+ 0.105 0.529+0.184 | 0.440
a) values in the ta&@dre &tl&nated at;;@?actlo@ standard deviation as given in KinGUI
&3 o
SESs S
< @ SIS IIl. CONCLUSIONS
g, <
For er @%uw@l the Half-lives of prothioconazole were between 0.9 and 1.45 days in the total
system ( etric mean~1.2 days), between 0.3 and 0.7 days in the water (geometric mean 0.48 days)
and b en 7.4 and 76.2 days in the sediment (geometric mean 23.05 days).
The halt-lives of JAU 6476-S-methyl (M0I) were between 39.5 and 180 days in the total system

(geometric mean 80.7 days), between 4.0 and 11.9 days in the water (geometric mean 8.43 days) and
between 48.4 and 59.3 days in the sediment (geometric mean 53.6 days).
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The half-lives of JAU 6476-desthio (M04) were between 39.1 and 75.8 days in the total system
(geometric mean 55.6 days), between 2.4 and 30.6 days in the water (geometric mean 9.42 day@nd S

between 52.3 and 62.0 days in the sediment (geometric mean 57.0 days). N §
For the metabolite 1,2,4-triazole (M13) the evaluation for the half-lives for trigger evaluatiO@%as ot
possible. < S

For modelling evaluation the half-lives of prothioconazole were between 3.4@nd 83.1 daygs in thevtotal
system (geometric mean 14.2 days), between 0.9 and 1.7 days in the Waii;\g%(geometrig fakan 163°da
and between 60.2 and 106 days in the sediment (geometricinean 80.1 days). v\g\ \ S @
The half-lives of JAU 6476-S-methyl (M0I) were betWeen 39.5 5J 180 days éﬁthe al s <O?ern &
(geometric mean 80.7 days), between 9.2 and 11.9 ddys in the wa, & geometricean § d an&©
between 48.4 and 59.3 days in the sediment (geom mean 53.63ays), . & (@) @

The half-lives of JAU 6476-desthio (M04) wer@ between 39.1 a&ﬁ.S%ys i®§h6 tofal sy@m
(geometric mean 55.6 days), between 13.5 and 30.6 days in water (gedtnetrigynean 20 da@@and
between 52.3 and 62.0 days in the sediment metgig meag S7 da&). @Q o %

For the metabolite 1,2,4-triazole (M13) th%evalu@:on f(é&’he l@lwe or mo elh@beva@ on @Qa"s

not possible. RN <
PN NI SR
RS sy & e

O S RN 2 D
. > S © Qo G N
CA 7224 Irradiated w@g/fg@nen«@u%\ @9 @ S O o
The route and rate of degr@on of prothioconazole in‘water@nd segdiment were Comprehensively
studied in sections CA 7.2 1, CA @.2.2 éﬂ CA@}Z.Z?@T herefore, rou&‘&%’%ld ragg of degradation of
prothioconazole in irradiated water/sediment emsaqyere @%tud‘ " A $Gihm f the route and rate

of degradation of protl&iﬂoconaébe ingyater se@en‘g i@we&@n seqcéi& CA@ and Figure 7.2-1.

@Q TS o § RN
s .9 X Q @ & @
SIS DG SN G R
S I S £~
CA723 & ec%gadagg@ in the satu ate@zone@@ S @

The degradation of prot{iﬁocon& e inthe saﬁ@\m‘ced Hne Was not @died since prothioconazole is not

expect@ reach the gﬁuratﬁon er its use rd%{fg\to agricultural practices. A summary
of the route and rate of-degradation of protitdconazole in Waterand sediment is given in section CA 7.2
SR R e

and Figure 7.2-1. §) N @ Q >
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CA73 Fate and behaviour in air

Prothioconazole has a very low vapour pressure of << 4 x 107" Pa. Therefore, it can be concludgd&t S
significant volatilisation of prothioconazole is not to be expected.
In addition, estimates of the chemical lifetime in the troposphere resulted in h@ives <1 d Zor ©)
prothioconazole and also for its metabolites JAU 6476-desthio (M04). g o O\Q
R S
% o\ Q, '24\9
Y @ SN & @
CA7.3.1 Route and rate of degradation i m a? Q @ @ é\g ©&
The degradation rates of prothioconazole and its tabohtes @U 6476- des@ (MO% m@ eés
evaluated during the Annex I inclusion using the nson method; and&ere @epte@b Euro n
Commission (EFSA Scientific Report (2007) 1067198, 12 Ju@ZOO%)% he @Jlow&g stué% 1n
in the Baseline Dossier: N @))
Q @ % & @,
@) @ % N o
Annex Point / Reference No | Authmﬁ o «@ o < | Year | f)%cung@i No@
~o

@Wo%
N R K

O 1(@? | 1}@07816\0’1 1
N
S & & &
NSRS %szgﬁi”M 040725-01-1
> g @
1thi %

No additional studies are suﬁ’mtt@% w1th1@ is Supplemgntal ]§os51el\for th@r oconazole renewal
of approval. A short summ@@y of the be ﬁour ro‘@oconazole apdhits m@bol JAU 6476-desthio
(M04) in air is given in s%‘uon%A 7@3) RS

Y
@@Q TS Fgbs
(§°\%\©@ @
SR

CA7.3.2 & ra@ort@m al@ K\ %\9& D §
The transp% via al@éf pré%ﬁmc@azol&vas %smdl@m@e its V%@ur pressure is below the trigger

Prothioconazole
KCA 7.3.1 /01

JAU 6476-desthio (M04)
KCA 7.3.1 /02

Q-

value of 10~ P @ @ S X N
& . @ O\@ @7 @% o\@ R @
P E Sy S
CA733  Eocal ol effects - . ©©
On account @e s chetyical "kiehm&@ pr@@@o azole and JAU 6476-desthio (M04) in the air it
is to be ex ected that the @ $ ed in the gaseous phase over large distances or
can acc ate in the aif rengg in th&behawour between prothioconazole, JAU 6476-

desthio t04) and T or§ &stanc&s 1‘&@’ into the air from natural sources (e.g. from plants

and \s@;l) is indicat Q @
o T Q

@ O é@ ~ @

N O Q
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CA74 Definition of the residue .
& &
;@\ v
CA74.1 Definition of the residue for risk assessment S @ S
The proposed residue definitions relevant for risk assessment for each compafment are thé%llo%%g:
AN
Compartment | Residue definition for risk assessment /~x < °\ \@ é\”
Soil Prothioconazole, V Q @@ S N &
JAU 6476-S-methyl (M01) and g Q 5 N N ©
JAU 6476-desthio (M04) @ < o R S &
Groundwater Prothioconazole, ) & Q& S &
JAU 6476-S-methyl (M01) and N o R \® %% @@
JAU 6476-desthio (M04) < @@ﬂy & éq\ @?J@J D - N
Surface water Prothioconazole, S oy
JAU 6476-S-methyl (M0 % @© Q@ & o S é§% & °
JAU 6476-desthio (MO, > NS N @
JAU 6476-thiazocin 12 )%\\ @} & & N Q> %o §
1,2,4-triazole (M13nd & é\” @ %, @‘}9 @ & 1O
JAU 6476-riazoffiRetongiMd2) > = U O & ¢
Sediment Prothioconazol@ @v © NN
JAU 6476—S@ethyk@01 ), @{@ @6 O & L &
JAU 64765@sthio’ 404, @ & @Q . O S
JAU 64768sthiazgcine (. @ NN &
1,2,4-tiigzole (113) a N <2
JAU 6476-triazolylketéne (@) NSRS
Air Prathioco dle aifd S QS T AN oD
1@, L O 9O & O
S e L L ©

NS
Q" NN . 9 N
A T
SRR @@ S @
CA 742 @‘@ De@lltlon of {9@ residue fgr moritoripg o>
The ely%vl@ement met@%i fo r@ in(@yes the act§ sub@ﬁﬁlce @l the relevant metabolite JAU 6476-

desthi 04). §\ &\ é\a o\@© é’\ & §\
@ > W IS @b

The cm‘orccm@t mc@@% foryvater @%lud@qa(@vc sufitance and the relevant metabolite JAU 6476-
desthio (M() ©© N Q\ (z’@\ @@
The 3Kc’lcvcmt rcs1d1f®mth%:gard;§) qu@%lhc&gﬁ in air is the parent compound only. None of the
envigpnmental fate%tud@nd ed vG@tlle abolites other than CO,. In addition, a method for the
determination (@J\AU 6476-dgs é@()@ &alr is available.

R

RS
@ Q% Q & @
o S o
@ . 9

CA 7§ @@M(@on@data
L to @m fidd d@demonstrated the degradability of prothioconazole and its residues in the
Varlousgﬁi)artments of the environment, with no indications for persistence or accumulation.
Under'sdcommended use conditions, no unacceptable leaching of parent compound or of any relevant
degradates to groundwater is to be expected.
Therefore monitoring studies under outdoor conditions were considered to be not required.
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