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CP7 TOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT Qb
CP71 Acute toxicity > Q\ v
S s
@ NN
FXA+PTZ EC 200 (100+100 g/L) is a fungicide formulation contalmn%lOO g/L ﬂu@stro’@i an%

100 g/L prothioconazole. *o

© &
The acute toxicity of FXA + PTZ EC 200 (100+100 ¢/(j{Specificatid \)@ No. 102000 om@ hag@en @
b

fully assessed earlier by CRD when the product was figst approved& ler COP 204 s& 01 @ @ C:§©

In this submission, the bridging options were expl f.Z;):\‘ in order to%ses%he 0 ol ical progértle

and to classify the improved recipe of the succégor formulatien FXAU+ PT EC (10B+10 L)
&maﬁéﬁta package

(Specification No. 102000025822). This is bgsed o n alrgady a&@?labl;%’m

established with the predecessor formulatiofOF XA @ T@EC 2 (1008100 gfb) (Specific on No
102000008127) which is regarded as clgsely reﬁted 1@ this @ccess @mlatl@) T

believes to comply with animal welfafe policies t%é idangg of u%pece@ry testing in ad nal
animals) when bridging the existing to&olog@al da rom%he pr@ces&ﬁ6 tot ucc@sor r

Based on this evaluation the acut@al aft demg@ to ﬁy tL@ies C\))vell ski ns1t@at1on and
skin irritation studies performe ith + PT EC %0

0 g/ &?’pec fication No.:
102000008127 are conmdf@ suus@ahdr the” cugfght formulation % + PTZ EC 200
(100+100 g/L) (Spec1ﬁcat10 0.: 'N)20 25822@’and %o chapges jn toxic aré%xpected when

moving from the predecessor o the succ or (s \ pe. H@Never&tw &w studies (a@ute inhalation, eye
irritation) were conductgd@ﬁhth tHim \ pe &XA + PTZ B 200 @OH@Q g/L) (Specification
No. 102000025822). @

Full details on th <@)mpa?@on@f theorm 10n @mpos@ons&ld sg%lﬁcatlons of both the
predecessor and tl@uc@tjsor féemulatfon and ted @dgn&g argugpent(s) can be found in the

confidential par@ thlS\S ml§\)n (Docum&% J Ci\L Ay §

At the time ody @nduc@he te@subs%g?::es @Te naf¥ed lNovgs:

- FX@JrPTZ EC 200 (1007100 s> @ >
- 05725&5?6 (zg“% o & N4
Q = .O
~ “MEC 5725 c&& Al@476@ S D
@ @7% 0%@) @© @b
@ @Q @? O . O @
Q0O S & Db
SRS %Q & @
=) O @ %o
@7 °\@ Q @ D
S AN N @& 9
~ S SN
S ¥ & O
- &
A & &S
&§ Q Q S ©@
AN
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Table 7-1: Summary of acute toxicity studies conducted with FXA + PTZ EC 200

(100+100 g/L) o & @©
Type of study ‘ Results ‘ References D @»@ I
Specification No.: 102000008127 @'@ & @VQ
Acute oral rat LDso: >2000 mg/kg bw W %
YF02-1! Qg% g@@ 922@ @

1Y
o

Acute dermal rat LDso: >4000 mg/kg bw @}
¥
Skin irritation rabbit | Slightly irritating &°
classification not triggered @
Sk}n sen§1tlsat10n Not sensitising &% o N
guinea pig SN @}
(maximisation test) @ NS
N N

Specification No.: 102000025822& 73

Acute inhalationrat | 0.91 m@& LG < %&@3 m@

Eye irritation rabbit Severelyltan@ @§ @] CP NS08 2
\@ & & <  2019; M-437242-01-1

STEe X O
Based on the study ult , the n@ r@tlom&A @T Z 200 @OOH%O g/L) (Specification No.
t

102000025822) g, asse@ d te, be shg ly\toxm “alter toxic after acute dermal
administration m@eratel}&toxw\after te 11§hala ion: It ws I&Skln irritating but a severely
eye irritating @ten%&ﬁz FXASH PTAEC 200 ( 0 @ ﬁc@lon No. 102000025822) is not a

skin sensm%r in the ax1§sat1@ test%l gulga plgg@f

The stg@esults trlg%@the @%Wl 1ass1ﬁcat1@abq®g @

Regulation (EC) @\1272{}008 @LP) &cuk&j‘fox é@at 4; %\141332 (Harmful if inhaled)
A
@@ % @ @,% E}%@rl@lon (@ 1; H318 (Causes serious eye damage)

The apphca%@aye@@ro @gnce\n te t@at uKQe pas@i/[ember States have requested formulations
containing prothioconazodg at bov§ %@% la@d as reproductive toxic Repro. Cat. 2 (H361d;
suspec @ f damagl the ynborg,’chi This, 1s based on the EFSA proposal to classify
prothio¢enazole as °1sqpr0duc ve,_toxic @a‘[ 2 (H361d) (EFSA Scientific Report (2007).
Howeyer, Bayer pSeiepce @@ contdnced.sthat prothioconazole should not be classified for
reproductive toxicity. nceé}n thebse@ of a harmonized EU classification (ECHA) for

prothioconazoley, the applicafit w If-classifiy his products. Scientifc arguments for non-
class1ﬁcat1(§§f p\e&gd@ a sepp ate@/ submitted position paper (7 2006; M-266455-01-
X
P $

! This ﬁy lrea ubmﬁ@d in the UK for COP 2003/00189 under Doc.No. MO-02-003572; However,
MO— -003 an 3%.02-1 are identical reports; they only differ from each other as M-088922-02-1 is
ise %rswn O -003572 in which formal corrections were made.

2 This @ was already submitted in the UK for COP 2003/00189 under Doc.No. M0O-02-003579; However,
MO-0 3579 and M-087231-02-1 are identical reports; they only differ from each other as M-087231-02-1 is
the revised version of MO-02-003579 in which formal corrections were made.

3 This study was already submitted in the UK for COP 2003/00189 under Doc.No. MO-01-020975.

4 This study was already submitted in the UK for COP 2003/00189 under Doc.No. MO-02-007594.
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CP7.1.1 Oral toxicity

Report: kce 7.1.101 - 2002; M-088922-02-1 @ @©

Title: HEC 5725 100 EC + JAU 6476 100 - Study for acute oral toxicity in rats - ls®vi5ed@ﬁ
version of report no. 31606 of December 14, 2001 @

Report No.: 31819 § & @

Document No.: M-088922-02-1

Guideline(s): OECD 423; Directive 67/548/EEC, Annex 1V, Part B %1 tris; US- EP@7 12- (§8-

190, OPPTS 870.1100 @
Guideline deviation(s):  The test substance is a commercial %duct know e stable 0 ous

undiluted and in ready-to-use dll&tlon with wate © erefore, a 1ca§§@emrm £ 10&@

of stability and homogeneity of@e formulatigas-for admlnlstr@on werenot

performed. This deviation dig A_» limit the assssmefp of t@sult@ &

r@ @
GLP/GEP: yes Q? D N Q
& D LSS

° R
S S s sD
& Q@ S S <\ %
1. Materials and methods W\% \@’ Ny AN ©@ @7 §@
. AN o X
A. Materials Q@} \\ (NN & %\ N é% S
1. Test material: ® %éc §7®10£ﬂ"§% + J@J 6%§ 10(@@ @ &
, & R0 D S L
Development no.: Q -0028 02%} S o O .
Q O N

Description: @ | &@ cle@’yellhqu@g Q& (3 @© .

Lot/Batch no: N . > @%899@391(%%) 2 @ o O

Content: \@) ©) @% > trolin 100.32 g/&%roth@ona%g% 98.04 g/L

Stability of test gompou & L@ nt@for stody dggatlon $e&puy@yte 2002-02-08
2. Vehicle: IS NS

ehicle: @ QO @@elon@ Wgr Qo s
3. Test anlmals© é \® LN @ N @

AN \ S @ X
Species; @ ©\ N @tar&& § v
Strain: @ €§ ‘2”\9© © %Is 6@ WIN PF @ed)
% dUPBWLES 5

A%\@ é} @f @ mal@ > éwee%@fem&e@? > 7 weeks
@ . O
A

\ﬁ%lght at dosin aales; 335 g 966 @males 171g—-177¢g
o * Germany

<
X
Acclimatissfon @od:§ (g
Diet: ©@ ©) N
A\ L
o & ,
\‘Z%Housing' %, @ Lo 0 \caged in polycarbonate cages; bedding: low-dust
@ \ wpbd granules type BK 8/15 (
5 @ ﬁ
m

Source: §

a@%’as‘[ Klays @
%9441 Long Life W10 pellets (_

@fltzerland)

§ Germany)
B. Study (@gn m ds

1. Amn@ass@nen@@nd \ tment

% @ 2000 mg/kg bw
&pplon @ate oral
ication Volume 10 mL/kg bw
Fasting time: before administration: approx. 17 hours + 1 hour

after administration:  approx. 2 hours
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Group size: 3 rats/sex/group .
Post-treatment observation . @
period: 14 days 5 Q\ g
Observations: mortality, clinical signs, body Weig%@gross necrm@fr ©®
SN
I1. Results and discussion x% \© \@ ‘zs@
A. Mortality vC@ @ g}a Q\ @}@
Table 7.1.1-1 Doses, mortality / animals treated . @Q Z A@ é\” .
Dose Toxicological Occu \\@ ce of @ﬁne ofodeatl&Q o ﬁlort@%y @
(mg/kg bw) result* Qghs @@9 QO & @}
S \) Y N
| | wMale :@s @ N w\\q@’ (\® N R,
2000 o0 3 39 ss&f%h & ¥ O < P
ﬁ Female rﬁ{s N, S @Q NN

2000 0 3 \&\5’@11 J 6 o 8 &’0©§

L%ﬁ@mg@gbw@’ S & & o

* 1% number = number of dead a@lals 21 number = nun@er of als w@{foxwégﬁs, @})} o
3 pumber = number of animgls use 9 ©) L Q >
B o T O & @ S &

B. Clinical observations § S %
Piloerection, decreased otility)) de@sﬁacﬂwty, labouredere@ng, &%ommal position,

narrowed palpebral fissute, un%ordm 6 %

C. Body weight é\” @’ % § %\ @ é& &\

Body weight and y—v@ght gg@we&ﬁot{ffecte@ tr ;?J en‘@& @@

D. Necropsy @© ©\ é& Q} & @ Ry

No gross pa@t)hologlé@ﬁangés wegg, obse%/%d 1§%macrlﬁ<@d atgz\gg% end of the study period.
I11. Co%tusmn g}’ Q&’ @7 Q Q@ ©\

The test 1tem was %@tly &0&10 t@@sted@e ahd fen@xle ratsgﬁter acute oral application.

The study result%g}gge%he f(@ln}assgg@tlon/@oelh@

- Regulation (EC) No 72@%8 (@LP) & aove ©
© L Q9
S\ L 4+ 9 @
@ @ @ < R
@’ 2 Q N &@ N
¥ - &©
G @ © «Q
& N é@ S @
2 Q
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CP7.1.2 Dermal toxicity @ S
Report: kcp 7.1.2/01 [ N 0002; M-087231-02-1 o @@
Title: HEC 5725 100 EC + JAU 6476 100 - Study for acute dermal@xwlty in rats = @

revised version of report no. 31543 of November 27, 2001 & @g
Report No.: 31818 & N
Document No.: M-087231-02-1 @Q L o
Guideline(s): OECD 402; Directive 67/548/EEC, @mx V, Part Bé\\'; S-EPA 712C-98 %@, é\ﬂ

OPPTS 870.1200 NS @ @
Guideline deviation(s):  The liquid test substance is a commetcial produc@own to be stéble an@mo@ﬂous S

in undiluted form. For the appligation, the liqui t substanc@as ap@d nea C&

Therefore, analytical determim%lons of stablh@and %omoge@ny o&he fornﬁﬂatlo&@

for administration were no ormed. @
GLP/GEP: yes o o & <;\ T @6\ N S
. e F T

I. Materials and methods w\% \@’ \@ @Q N @@ S @7 @
A. Materials @§ \\ @} RS & %\ éw %o ©§
1. Test material: SHEE 5725 100 ECFIAUA76 100 §9 3 .

Development no.: @ 30-%28%@2 @Kﬂ ®\ @b @@ @Q \‘”\9

Description: @@ _wclear y@lowg@uid&@Q Q& (& @© S

Lot/Batch no: N %\06@/03%(039%7 Lo o5 °©

Content: \@2 S) xa bin: &100 32g/L; p&%lo&@zol@e& 04 g/L

Stability of test compougdy ¢, guarany d@stud ur&%on exp%’y da@@ZOO -02-08
2. Vehicle: AN v @ no@g § éw é &\
3. Test anlmals§ é \® Q@ N Q o & @@

Species; @© ©\ s é& Wis@rat &\ @Q ”\y

Strain@b @,@ ‘2”\9© % S%C bj@U (&%}@7 -bred®

A%\ g}y @% @1 les: ¥ 8 V@eks,ales\@’m weeks

Vé%lght at dosm@ O\Q “ malgs: 246@ 258, fe@@les 216 g—-219¢

Source: §§3 S N , Germany

Acclimatisafion @od:§ Qs WDat lea?f’ 5 d @

Diet: ©@ ©) 6@© \\ 9@11 Long Life W10 pellets (|G-

A\ NS
Wé@;: o\@ Q@

\%Housing: s§ @ . @ @ivi y in polycarbonate cages; bedding: low-dust wood
Kog

A
Q) granul&d type BK 8/15 ( ,
) @
o . o S Ger@ny
B. Study t@gn m%me ds ©@
1. An1 asm@nen@nd t©r~§?tment
@e @ %@ Dose (mg/kg bw) Surface area (cm?) Range (mg/cm?)
§ @@@ o @ males 4000 20.25 48.6 -51.2
@ females 4000 20.25 42.7-433
gllcatlon route: dermal, semi-occlusive dressing

Exposure: 24 hours
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Group size: 5 rats/sex/group .
Post-treatment observation . @ @b
period: 14 days 5 Q\ g
Observations: mortality, clinical signs, skin effect§y body Weig@f,
necropsy v S N
II. Results and discussion @\% \© . § «zs@
A. Mortality & @& @3\” @\\ @}6 @
Table 7.1.2-1 Doses, mortality / animals treated ¢ @Q go\\n@ [\Q é\g . &
Dose Toxicological Occurre & of Ti@ of death 4 © &Morta@) @
(mg/kg bw) results* S} @@9 q Q" [2 @§
w«Male rafs @6@ D%\ ‘v (@\6 N N
d00  JoJo]s] P 4 &-8 [FL 0 .-
=) Females fats N, Q § IS §
4000 | o | 1#] 5ﬁ SN0 on O IS Qo
L]%% 4000 meglke bs\x@’ S & & o
VLS

* 1% number = number of dea@mm%1 (%mber iuumb x D am@\ﬁs w@%lgn@ N
e gr

3 number = number of als S @ ®©>
# animal showed only lowi@skm r@actlo% % @)Q 2 é
B. Clinical observations o é @@ @& v b § @6@

R N X
At dermal  doses > of %4000 ?g/ké§ @ ng clinical %s1gn§ were  observed.
Local skin reactions Velq§d \W\\tﬂ n3-35d They wergas ﬁ@@lowi\p ial scale formation,
thickening and pa@ rediemng. @ere r@ersﬂ@%by s@dy day@.

C. Body welght@)@ © §\ e \ ~ §2 @& <
IS
Mean body w&ht a@ mea@oody @elgln \@ﬂ not @fect -E- trggtment.
©

D. Necrop@y % <\ @ @’ @ é,}’
No gr@@@atbologlc c@ﬁges@yre o@v%@n an@%ls s@?ﬁce@at the end of the study period.
111 Conclusion O &\ &’ "\,\ N

N NN

The test item Wa@lon-@lc tﬁle @ fet&%l’e rat@after @@He dermal application.
The study re \m ts trlgger %@Qﬁoll ng cfv@mﬂc%wn/l%elhng

- Regul @. (EC) No (}@2 2/2@ (C@?) no%

&@
O@@"\
§@@%§
@%
@K\%%é@@@f
O N 9
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CP7.13 Inhalation toxicity @ S
Report: Kcp 7.1.3/0 1 | . 2015; M-533854-01-1 N @@
Title: Acute inhalation toxicity study (nose-only) in the rat with ﬂu@astrobm + @Q
prothioconazole EC 200 (100+100 g/L) N & ©®
Report No.: 15/057-004P v N
Document No.: M-533854-01-1 @Q L o
Guideline(s): OECD 403; US-EPA OPPTS 870. 13@ Commlssmlg%cgulatlon (E®).No 4@%00%%
Annex Part B, B.2: V @ A @ @
Guideline deviation(s):  none ©Q @ § & é
GLP/GEP: yes > < S | © é}
Ve & & Y s
. 99) N <) @
I. Materials and methods . @@a %\ @ 6\ 'y §
N 9 1, S
A. Materials O @ &Y @% ©@J (@\§ TN .
1. Test material: fluoxast, G&n + g@thl%@la % %0 (10@@100 g@) @7 Q%
Short Name: FXA+Z E(NOO (@OH(& G N é*ﬁ %, §
L % Q Q)
Description: Yel SV br %&n li tur‘t@hqu <) @
Lot/Batch no.: N @ @@ @@ S %@)
Specification no.: OO(@258 6 @ ©© @ :
Content: @]uo{%’trobm HE 725&]:@1%) @12 %w/w 1@) 2

% p@gthloc zole{JAU &,76) 3, 5 3 %{ , 9&74 g/L
Stability of test cornpou@@d g@amn@}d dy&duratlgl exp@dat@ﬂm&g@%

2. Vehicle: %pon% S 6@ \@ é C&% o @
A

3. Test animals é\y @’ @
Species: § é .
Strain: ©© @\ &CRL&(W &
Sex: ey

Age at désing: “

Wei dosi X2
ei osing: @© S

Source: §) <\ .
Acchmatlsatlo%pen@ Srat 1@12 days & @3@
Diet: ©@ @© ©© sSniff SB@%M\Z utqclavable Complete Feed for Rates and Mice —
AN &7 eedl%g an@g@/[an@ ance” (| ,
& ernfédny) ¢ da lblﬁ@hﬂ
Water: @\ % tawate S0 Illz@n
Héﬁ\’sing: RN e@;posu@ indiidually in tapered, polycarbonate restraining tube

© @Befm@and r exposure period: grouped by sex (up to 5 animals per
% in p@/carbonate type III solid floor cages with stainless steel
mesh 1i OQJ on Lignocel and Grade 5 Beddings for laboratory animals.
B. Stud@eslg@@nd r@hod@
1. A%ﬁl a@nm%t ane@reatment

@e (Tatget @, @ Sighting exposure: Smg/L
ncegrations): Main study: 1 and 5 mg/L

Apgilitation route: inhalation (nose-only)
Exposure: 4 hours
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Group size: Sighting exposure: 1 rat/sex/group .
Main study: 5 rats/sex/group @ ©©
Post-treatment observation 2 weeks Q\ Q
period: @@ @ S
Observations: Mortality, clinical signs, body weight, necrofiy @& O\Q
<
%% °\© Q, @ %@
2. Generation of the test atmosphere / chamber descr@on @x @\;}9 \\ @}@ @
Table 7.1.3-1 Test atmosphere and chamber descrigtion @Q %@ ©§ (\é\” q&©&
Q

& a
&\ghting exposire: | Maith\ﬁdy: Maigstudy
Group Q.1 @@ GI@I}) 1 & @roup\é%@

Target concentration (mg/L) & PR ﬁ\ﬁ@j > oS5O b $
Mean Achieved Concentration (mg/L) Q @ 500 S o> 58> Q.91

) - R N O S >5)
Standard D_ev1at10n of Achieved % @ \22 Q @08 Q) @.08@&
Concentration (mg/L) RS S 3% ©
Nominal Concentration (mg/L) @ N @ 2547 © [«>25968 & <
Temperature (mean, °C)" S S QLI g O 263 & 256
Relative humidity (mean, %)* ‘v - N O - | w7 -

O 1985 YV |[:0190 IS L

Mean Mass Median Aerodyna@n%Dla@@eter @@J) S 1@@ & D 1 9@@ 1.71
(MMAD, yim) e ¥ 7 R &
Geometric Standard Deviation (GSD) ¢ 2203 P 495 7 1.83
Inhalable Fraction (% <4@n) Q @ JC 83 9 %&\86@@ 91.9

-- =not applicable. o
# The temperature in 10n @mber@a@er tb@n th quu;&d rangg%rmg the exposure of
Group 1 (Tmax=27, ) and x—@"C) @hm(@l reasoft) Thes%dewahons had no effect
on the purpose an t &

" The relative iié@n the%ha tion ¢ ber@s no@va pated d@o the evidently false values
caused by sengt int reg\g@gene@ed by, a@wous@@rmu

2 %) S @ >

5 N D @

I Res@and discusgion & < D
@ @ @ o . @Q v, O

A. Mortality Q\ & & N N

Table 7.1.3-2 D nmtahq@anm@s treated © %

Achievedg, X1@%glcd@ @:cum@nce ofp| Time of death Mortality
Concentrafion  |© ults*\\ @gns [%]
mean (dig/L) @ é\\

@@ ;R\\Q@ Q &@ 1\@% rats
%091 L1 05 |D5 1P G- 6d 1d 20%
CE S h 0
503 -] 3 -y S| ATh- 10d 2h - 1d 60%
!@& Q" J& > @“% Females rats
0015 & 09 58 5 lh-6d -- 0%
s03 U5 5 1h-2d 1d-2d 100%
NN LCso: >0.91 mg/L <5.03 mg/L
* @?@mmber = number of dead animals, 2" number = number of animals with signs,
4 number = number of animals in the group

B. Clinical observations
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Wet fur and/or ruffled fur, fur staining by the test item were recorded in all animals from Day 0 up to
Day 3. These findings were considered to be related to the restraint and exposure procedures a@]ot S
of toxicologically significance. @

Clinical signs observed after inhalation exposure as extreme laboured, gaspi@nd noisy & 1rat1@3
sneezing as well as necropsy data are suggestive of a local irritating effgct rather than syst

toxicity. Q b § @@ @@

Sighting Exposure — Group 0.1 (5.00 mg/L) ©) {N %\ \°\ § @

Slight to extreme laboured, gasping and noisy respiration and de@ased activit@were@cor in&
animals on the day of exposure and the days follow@ exposure. The male aningl’ was $8und @ad
Day 1. In the surviving female, sneezing also wbserved unt@Da&}“l h@severﬁll chm%%l s gns

ceased from Day 12. Qo? 6 %
@ o

Main Study — Group 1 (5.03 mg/L) S @@Q g é’ @’

Y
Similar clinical signs as in the sighting ex@sure @soup \@%e re€arded 1@%1 Is from the@
at the same dose: slight to extreme labdure @aspmg\and upisy %)ll‘&tl@l deggeased act §and

sneezing. One male died in the secon@ho Ll.% &ure, &amm@s we&\fo and
additional 3 animals on Day 2. Both@viw&r recé’re@ Ksym%@m fréson @r 10 %r 11

\
Main Study — Group 2 (0.91 mg/@

& @
Shght to extreme laboured, ng i nms@jres tio @%cr ﬁd act1§ty, e e21 were recorded

in the animals on the day oﬁgexp ure a the days fo]@ posyre. One“nale was found
dead on the day followi expé h@weve@l am@?als recovaé ar@were §gmptom free from

Day 6 until the end of th&obsgatmn p@rlod @@ . @@
C. Body welght Q °
ss

\ N
§ o O o <
Slight body we s recc@ed rv1vors f Gr%ﬁ A é&ghtl@ exposure, 5.00 mg/L) and
group 1 (5. 03 d \@ghts 0 \llng&hM1maL®of béth gr@@s were back to normal by

Day 7. Norm § mgl@galn
i

during whole on p@rlod

e SPLvivo o oup 2 exposed to 0.91 mg/L

\ @ %
v\g % (S @ o

D. Necr &Y @ @ @ § @\

Diffuse ark/red di %oratign ofg@e no@llap@ lungs a &r ed dry/liquid material at the perinasal

fur, were cons1der§to be'te -relag

In surviving anm%)lls I@%‘lac copg@’harzgs wer€n ot Qt terminal sacrifice on Day 14.
IIL. Conclu§®n & S’ \\ \

The acu %nhalatlon edlaé&tha]éhnc§€?aﬂon§%dc50) in rats was considered to be between
0.91 mg& and 5.03 g @

N
The\%dy results tiigger t@hl«]{@{ng s ss1ﬁ@0n/labelhng
- Regulation (@3*) No 12 2/ %’8 @P) Category 4, H332 (harmful if inhaled)
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CP7.14 SKkin irritation

Report: KCP 7.1.4/01 | . 2001; M-085049-01-1 @ @©
Title: Acute skin irritation test (patch test) of HEC 5725 100 EC & JAU 6476 100 1®bblt5@ﬁ
Report No.: R8097 @ @
Document No.: M-085049-01-1 ~N <’ Q
Guideline(s): EC guideline B.4.; OECD 404 & @
Guideline deviation(s):  none %% °\© & %@
GLP/GEP: es RS
y ¢ & Soge
K o S & &
> ~ S R N
I. Materials and methods <\ R o S A © &@
o Ny L9 RO 6 @
A. Materials XN @y 6\ AN
%% @%}) N IS S Y
1. Test material: HEC(S725 100 E %JA47%@0 & oS
Development no.: 30%0280@2 N N o © @7 @§
Description: «Qlear }F&Llow @wd (& & \© N . §
. @ ool O o & & O
Lot/Batch no.: Q 6899 39&@39% NG @
Content: & l&as‘[r@bm 180.32 ,pr@oco ole: 88.04
Stability of test compound: N @Jaran@ed f@tudy ratlg ) ex%@ ate£2002-62-08
2. Vehicle: @ %none @ Q @ &
3. Test animals v N
Species:
Strain:
Age:
Weight at d
Source: O
Q
O
Acclifpatisation perio
Diet”
Water: N)
Housing: @ ex %ure QinglyGn special restrainers which allowed free
©@ n@ of _the head but prevented a complete body turn

©\ fore%nd &r exposure period: separately in cages with
= O @'di
. N

1 E&/s%on%@ 425 mm x 600 mm x 380 mm (|
hGermany)
> D

<
B. {%’ﬂdy design and meﬂ%ds} v Q §
1. Animal assr@unent and L t

Dose: & %% %L/patch
O N @ .
App& 10% Youte: @ “Qermal (semi-occlusive procedure)

S’
ure@ 9 4 hours
@a;oup @% % %@ 3 males
&bstlon@’ @ clinical signs, skin effects, body weight (at beginning of

tudy)
@) s
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I1. Results and discussion

A. Findings . @ @©
D
There were no systemic intolerance reactions. > @® v
T A N N ©®
able 7.1.4-1 Summary of irritant effects (Score) 0% .
Observation Mean % @Q{ev ible ¢
Animal | (after patch removal) 24h | 48h 7@ scores .} Respons¢ (days) é\ﬂ
Erythema (redness) and X Q@ @© S %@ &@

1 eschar formation 1 0 |¢ 0 0® &, @@ P
Oedema formation 0% 0 D0 2 Gia @
Erythema (redness) and (g @ o @

2 eschar formation 0 .0 @ 06 | @ —-h\ ”\7@ s
Oedema formation 0 &0 @2 0= Q0 & S na
Erythema (redness) and v S v ©§ > &

3 eschar formation 1&% Q@ \g@ AQO}% @@ - @7 ng?
Oedema formation o 0 @0 7 p K & o

na = not applicabl R S Regulatol (EC)MD 12722008
Raespo;)lsea:pp ° e-- = negative for me @Qores%jﬁ o\%j § @:jﬁua@@ §’6 )
+ =irritant for me%ores 22.% ®\ Ca@r}@ ) N LS
© @ & Hs D
@ N @ > 9 Q D«
NN S e ©
II1. Conclusion & Q) SN Q S a L9 &
. 9 O - Qw0
The test item was shghtl’yglrrltz%ng to the sk1§ rats. @@% Y NS
The study results trig@ the@ow&@ clz&sﬁs@lcat' latgg\l,ing: é & &\Q
- Regulation (E(g@o 12@4&2/2Q0\§L§ N ?on@Q @@ o @
O R S LY E S
¥ &o oL &b @§ @
A A N S N
& NV T e o
Q> & & & ISER S
A \@ & SIPCHR '
SENES®) Q
§ RN > & >
@ 9O g © o O %
VOO & D
O 9o K & o
=) N @% y %o
@7 °\@ Q @ N
Q AN N @& 9
'27\7 o @ o @7 Q @
N o 0o &@\ &©
A &8 8
& o4 <
N
S
RS IS
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CP7.1.5 Eye irritation

& &

Report: Kcp 7.1.5/01 | R 2012; M-437242-01-1
Title: Fluoxastrobin+prothioconazole EC 200 (100+100) G - Acute eye irritation stv@ in @
rabbits @
Report No.: 12/102-005N ~N N o
Document No.: M-437242-01-1 Q N
Guideline(s): OECD 405; US-EPA 12-C-98-195, OPPTS 870.2400; %mmlsswn Re@llatjo C)%@
No 440/2008, B.5 @ < OGS @
Guideline deviation(s):  none V Q@ @@ NS y\g@ <
GLP/GEP: yes % &© & QQ @@ Q§©
@
% Q % < g @) &@
o Ny L9 RO 6 @
1. Materials and methods . Q@j w;\ 0y 6\ §
A. Materials & @@ 7, N @% @Q >
. 5 O &S %
1. Test material: FXAggTZ EQ 00\+@00A K 5 & o & g
Specification no.: 103000(1?5822-@ &6 & \© éﬁ ®, §
e o L Q Q)
Description: @lov&%{own@e r liguid @7&9 § @ @
Lot/Batch no: 2012901071 v ®\ @@ @Q S w\?@
Content:

Stability of test compouﬁ@ guara%@ed for@fu dy durat 1(@%@@ date:@OM

Q ﬂ&@astr@ @3 g/roth{ocon e: 1@%4 gL\

2. Vehicle: % S non@ & v @ "\@ ©
3. Test animals S S § @ S $ @
: Q )
. S 9 SIS '~ é N S
Species: @ v lbm@rabb§ %G QO &
Strain: @ N@@Ze{and V‘@ & & @
nght%’dos;@@ %© O3784¢ -3 & ® @
opde © " @ Mun@
matlsatlon 10d§ days SENY &

Dlet SHES .; @ rabhits (_
L &
_ Hungaryy

& Q& @
Water: ®Q @
Housing) O © § dualkg%m A@ALAC approved metal wire rabbit cag
B. Stud ‘@sign and metho @
1. Animal assign and t
TR

v 1
\%ose @'ﬁ@ @\ @L/al

Applicatiggroute: &

Rinsings>
o
Gro ze R

wat@

&@@@

Q&

&

tllléon into the conjunctival sac

s
SR
@@ 3ﬁ@les

=

termination of study)

@

X
@ clinical signs, eye effects, body weight (at beginning and
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I1. Results and discussion

A. Findings o
& \@ S

There was no mortality observed during the study. Q)

The general state and behaviour of animals were normal throughout the study @eriod. The bedy w

and body weight changes were considered to be normal with no indication®f any trea@ent related

effect. % § \25@

The eyes were examined at 1, 24, 48, 72 hours and at 1,(2)and 3 Week&after apphca{}n &ﬁores €in @

staining was performed 24 hours before admlnlstratlon 4, 48, 72 s $irs and 1, é&]d 3@661{3@ er &

@ y O
application.
Initial Pain Reaction (IPR) (score 2) was obseggbed in all a@mal One @Qour fter aﬁ@hcat @

conjunctival redness (score 2), chemosis (score &nd comune&val dl@ arge co@ wetg obseged
in all animals. o @

After three weeks the study was terminated é acco@%nce@‘wlth .Zf D and§ aggement w1th the
Sponsor. @ @ Q
©@ @7 @

During the study, the control eye of eacg&mm&\/as s%%pto@free % . % §
Q & ‘f\g @ w\g© @‘}9\ @Q é’ O

Table 7.1.5-1 Summary of Irritast Effe(@s’ (Score) . Y N ) %
X7 |

Animal | Effects 2&h @3h O 72 }@V M{%ﬁ Kespon Reversible
DN T @7 e |© @@@ (days)
1 Corneal opacity  « 0 0 Ay q .00 ¢ & © na
Iritis PN ol @ | To | ooae| 2 A na
Redness conjuristivae % @ § 2 @ 2@@% 2%0 $ ++§ not reversible
§ o .
Chemosis ccmgjunctw@ %@g) 2 § « §1 33 . 21
Dischargeg 3@ X1 . 2.00 N 21
2 Corneal mty& o\@% ) 1 D 1 @\@ k00 | @ ++ not reversible
Iritis <y AN t 0 0 &\ 1% §?00 ? - na
Re@s cctlv@ Q" 2 q&(@ %\% S2 ©és 2.0 ++ not reversible
hemoms@énjun%tvae © % & @§ 2 2 ++ not reversible
«Discharge v @&\9 ) 3 @(@\ \é@ @%0 not reversible
3 Corneal opa@ty I A 1 o, MP1.00 + 7
Iritis @\; & ¥ °O©© 0 & 0 7 0.00 - na
Redne on]u tivae @ w%? @’ 2 2 2.00 ++ not reversible
@1 - @ -
Chemosis c ctl@ 1 S b@ > 1.00 7
Diggfarge " 2 % 37| o7 b1 1.67 7
Responsg for mean scoresy @bmea R is »>  Conjunctival Regulation (EC)
% & @opaci@% < éga) ?&9@ redness oedema No. 1272/2008
- @; negative o\ Q <1 @ < @\ <2 <2 none
+ = irritant % 3% <3 @§ z{- <2 >2 >2 Category 2
\ﬁi\&’ 1rreverstﬁe effey °Z Q KY¥'5 Category 1
serlous damag @ @ @
= é@ -
<§ )
I11. Conclg

The te@em “sed conju@val effects and opacity of cornea which were not reversible within the
21 d&x@obs&?&ho@no&
Tl@ stud;@%sults trlggeﬁﬁe following classification/labelling:

- Reglon (EC) No 1272/2008 (CLP): Eye irritation Cat. 1; H318 (causes serious eye damage)
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CP7.1.6 SKkin sensitization

& &

Report: KCP 7.1.6/0 1 | . ; 2002; M-064940-01-1 @®\ K
Title: HEC 5725 100 EC & JAU 6476 100 - Study for the skin s 1zat10n effeeg in gu@

pigs (guinea pig maximization test according to Magnuss and thma@ SN
Report No.: 32024 § &
Document No.: M-064940-01-1 % \ N QY
Guideline(s): OECD 406; Guideline 96/54/EC, l\@g?od B.6.; EP@ 12-C-98- 19@ @870.2@% @
Guideline deviation(s):  The test item contains commercial products kno@o be stable af@ ho noygdoth é

undiluted and in ready-to-use d 1on with water. Therefore, a@l’yﬂcal@etern@ano%

of the stability and homogen: ¢§§ of the formul@onS@ephy @%@glca&sahne S tlo%
for administration were no@formed Th&dewat@a d1d n lln@e ass@smen

the results. 8
GLP/GEP: yes @ @ %Q @x’ @}’ @ \ %
@ @ @ @7 & % & ©
SRS s O & ¢
I. Materials and methods g\ﬁ \\ @}\ &@ &% \@ é% o §
A. Materials ©Q@ (ii%\ é\o Q\ @9 &Y @ @Q O
1. Test material: Q& HEE 5725 100 Be &SAU 6@ 10(@© N w\?®
Development no.: @ %@0—0 02@6 @® & @© @Q o
Description: § N cl%yellovg@l’iqui& @Q % o é
Lot/Batch no: é& 99/(@1 (0399) @ @9
Content: \@ CfluoxdSirobink 99.27g/L; p thlo@az@s 84 g/L
Stability of test @gmpou@ © gua@nteer st{@/ duon explry dae: 2002-07-30
2. Vehicle: S § %@siol@al @ine s@ojlution S &
3. Test anlmalsg & ° N 9 o N @@
\ S - &\ O @
Species: © @ % guinga pig. § R
Strain: N % Hsd P%@)H F—br@) e
Age & %o Q% @—5 eek: Q@ \@’
\éé%ht at dosm@© Q) v, . ©
Source: Ad &\ S
N
Accllma@atlon@%r 10 < at@ast figg daysy
Diet: ‘O @@ \\ :§ I K®JBA 3420 - Maintenance Diet for Guinea Pigs"
S\ » O@O%@LIBA AG)
W«@r: o\@ Q tapyate
«Jousing: § @ @ @nvent nally in type IV Makrolon® cages, adaptation: 5
A (7] @\ animgly/cage, study period: 2 or 3 animals/cage; bedding: low-

@" S 2 dusiiwood shavings ([
ég %% Ry gﬂermany)

d d
s N

il as@ﬁme%t and Peatment

@se @ N ?”\9@
o
Q ntr{@rmal inductidn: 5% (= 20 mg test item/animal)
@cal induction: 100% (= 500 mg test item/animal)
Challenge: 100% (= 500 mg test item/animal)

Application route: intradermal, dermal
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Application volume: intradermal: 0.1 mL/injection .
topical induction, challenge: 0.5 mL/patch @ >
Exposure: topical induction: 48 hours, challenge:24 hours N §
Group size: 37 females (test item: 20; control: 10, &@e-range finding: @
Observations: mortality, clinical signs, skin effécts, body weight ~(at
beginning and termination of studg% § § &)
© < S S
\& @ 5 S LT @
IL. Results and discussion ©Q %@ § é\g @&
A. Findings @ & RO é}

48 hours after the intradermal induction (1% in@mn) the aniymals c@@%he cc@tm\@oup @bow ed
wheals and the animals of the test item group showed.white efPred }eal @hlte apred fﬁ%ctl% ites,
partly with red surrounding. After 7 days V\&als Were 1 rdegggat th%@a]ect@ s1te;§ of tf%control

group and in the test item group in addltlo%encruggtlon@ @7 @
Appearance and behaviour of the test 1t@@ gro&g Wersnot d@em q&%n tl&e@ont&b grogp. §

At the end of the study, the mean b W@@ht of@e tre@lentfgﬁoup @Hnal@as @e same range

than that of the control group animals. @
SRS
@9 @ @ @ \

A S

Table 7.1.6-1 Number of anﬁals ex?hlbrﬁg skin effects” 2 @ o O
Testajem g@p (2®am \) ‘@ @@ntrg@r‘éu&@) animals)
Test item K&gch o 1 rog@ch § Jest itel’ﬁapatc@)? Control patch

Hours 48 & 70| Fomal |48 £ 720 48| 72 Dol | 48 | 7
Challenge S S - SN Q7 @@ g @
100% N I} 0 @0 O 0 Y 0| o 0o | o

The Guinea P% Ma@%nzzmgl Test meth%olq @Nas @eckeﬁor rel#@bility in a test on female guinea
pigs usm%b ha-Hexylzimtaldehyd f ulatedin ste@e plggsiologigal saline solution at the following
concenpr@tions: intradgfwhal ijpductio %, toplc dugfon: 28%, challenge: 12 %. After challenge,

100 % of the test- 1mal‘s\ hlgﬁted nal mactl ns 1n challenge treatment. There was no
reddening of the s § 0 béobserked on\conﬁrou als. The sensitivity as well as the reliability
of the experlmer@ tec que us@nﬁr by@ns study (I 2001; M-082311-01-1).
@ < W @
S & 2L 4
II1. Conch‘i§10n § @fjf .9 .

Under t‘@éondltlon ~of the ISXIQZEULIO& st a@with respect to the evaluation criteria the test item
exhibits no skin-sens 1za@; pot@tlal @ @

N
The study resu@s%trlgger@ghe @OM@ clas&@catlon/labellmg

- Regulatw@EC) N%%IZ@OOS@LP@ none

%@©§9©
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CP7.1.7 Supplementary studies on the plant protection product @ S
Not applicable according to Commission Regulation (EU) No 284/2013. @ §
§ @
S N ©®

o

CP7.1.8 Supplementary studies for combinations of plant p ()@%ction pr@ ucts@\

As stipulated by Part A of Commission Regulation (E[@No 284/201{% ata requir"ements%%r pl
protection products) this point shall be considered on agase by case b@sis. Whether@\z&1 notRXA+RIZ @
EC 200 is recommended for tank mixing may differ from countrgjto country in the Eu@ean@
Union. Hence, this point will be addressed in nationg@addenda postEU re-appr&éﬁ’ of an@@)bin@g}
9’ $ &
& N N

9
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CP 7.2 Data on exposure

The non-dietary risk assessment is presented for fluoxastrobin using the representative formu@on &
‘Fluoxastrobin + Prothioconazole EC 200°, for use as a fungicide in cereals and oni Thé@j
formulation contains the active substance ﬂuoxastrobin (100 g/L). Exposur@ estimate(&@%mg the
EFSA guidance on assessment of non-dietary exposure:

& &,
EFSA, 2014. Guidance on the assessment of expogyye of opera workers re&zdentg&%ad é\ﬂ
bystanders in risk assessment for plant protecttd@roducts E@%A Journal 2 4, 2@) 3878, &@
55pp., doi:10.2903/j.efsa.2014.3874. & @ % @ O
® Q ©© @Q}

The Standing Committee noted at their meetm@%l\/[ay 2015 t}%t fo&ghe e ri assessment &he
derivation of the corresponding toxicological refégénce value @AOE{J@S s%ﬁl ou l’ldln&?

Following the noting at the Standing Comn@%e n@mgs@ a %he (}@mml n ha\% pu§ ed a

guidance’ on the implementation of EFSA’s nogidieta ance n&es
that the EFSA guidance will apply to appli atl‘@gs submlttedﬁ anu 016 How .U he
approval of active substances under @sgula@%n ( 07@@09 ‘ag acufes rlské@ssess nt is

tly not d. N
currently not require @Q o Q § § S .
Endpoints relevant for risk assess@nt: TS ®\ S < N

o © O § O 9 O

AOEL: W’ @@ @ &
The Review Report@ Fluo}ast 1¥bin ( NCO/%921/£@ 22 @@nua% 2007)©s considered to
provide the relevant sc@lﬁcﬁo on f&¥ the révi \of the “prodact. An AOEL of
0.03 mg/kg bw/thwas establishéd us1§a SFﬁf 100@“ w\a $ @y\’
v« & o O ¥ N )
. @ v\g Q Q AN S
Dermal absorption: g, @ S
Dermal @rptl@ wa@%lu&t@?w@ the r%@res g@ ve rm@bn (EC 200) in vitro using

human $kin. AN\a result of the stu(%c nd(é@ed with theas
Q
the fafjowin err&@abso@tlon%g es@‘e us@for he

GA% uses: & AN & 7] @7&

% @
AN
&@ e 2% f(@@%‘le c@entr§§1 egasﬁg 2o N O
. @r th&}te 1ate @se %\:}5 g &s./L Q

. %@for elo se &ﬁ 5 82 /L) @6
For d@lls sc&P 7@ @ @ @ &

> D
&

Shttp://ec.europa.eu/food/plant/pesticides/approval_active_substances/guidance_documents/docs/pesticides_appr
oval-active_guidance 2015-10832.pdf



http://ec.europa.eu/food/plant/pesticides/approval_active_substances/guidance_documents/docs/pesticides_approval-active_guidance_2015-10832.pdf
http://ec.europa.eu/food/plant/pesticides/approval_active_substances/guidance_documents/docs/pesticides_approval-active_guidance_2015-10832.pdf
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CP7.2.1 Operator exposure
The EFSA guidance on assessment of non-dietary exposure is used. The critical GAP (cGA§9 for@

operator risk assessment is presented in the table below. @
@ @ @
& N
Table 7.2.1-1 Ciritical GAP for operator exposure evaluations N
P P & L o
% v ° Q, \Q %
Crop F/ | Application method Applic%@n rate | S -@; volume @]}e}m%“bsor t@'tl\ @
G k J/h L/h Ve
( s s./ha) @Q (L/ha) 2) § 0) 2 d
Wheat, rye, triticale | F Field crop sprayer %@ 0.150 Qé 100 400&© <« R '@Q @Q}
0 T X O
Barley, oats F Field crop sprayer R 0.125 @ \@1007@00 @ 1, D% Q@
Oni F | Field O Do 8000 .
nions ield crop spraye @;@9 @ (%x (,@%% <
F = field; G = greenhouse U \ @
The product will be applied with traci@r-nl§t ed/ @alled ‘ﬁeld c@p (b& yer &Fhe AP in
wheat, rye and triticale results in thg hnge eXpD! ure@e t e h1 icatj rat% Separate
calculations for the use in barley, g s ts and‘®hionsare thé%eforgaot pr@ente th1 ssiex,
A summary of the exposure e@mate&%sult& frofty the @g% @GAP ipre }e following
table. Further information ¥ inptit p@neters@-{nd ﬁFSA 1cu%tor 0 presented in
CP 7.2.1.1. N S @ .
S @wﬁ@@
Summary Y ¢§ @ © 6@ @ Q A \@
o~ RN

&

%,

Table 7.2.1-2: Piedic at eto fl trgbin @ O
aple l pel@ or exposucr\ 0 g&xasr lll N

(\
E>F/ N © @ ©>stem®§; oiire % of AOEL
Crops \@ G @Apgg‘%““"%@e‘h"% %&%) @Q;y(m@kg bw%y) (0.03 mg/kg bw/day)
SO < & &
@ @ S Q%%9 30
Wheat, rye, v @)\Neh@g}e mo@fed/ q %, (Ci\\ &
triticale @@\ trai dboo praxe\\y\ G S
Q @7 \Wlth Q & 0.0005 2
Q S 254

I'No PPE: @ COtt@pO])%@r w k\g co%ell no@k@ves

2 With PPE: % In addition t9’the ing cov rall Bgtec tlv$ oves are worn during mixing/loading and when getting
into con@jt Wlttaml@% @ces .

& u )
AN NG NAS)
5 RSP S
Asséssment & R Q

@ Iﬁg. N : . .

Exposure of QpEratoxn &)vear vQrking €Qverall but working with bare hands is 30% of the AOEL.
Exposure o@era@s wegddmg, m%%ddlt@l, protective gloves during mixing/loading and when getting
into conta@% 1th@ntarg®atec§urfac§@s 2% of the AOEL.

< @ o

SIS

C(@nsw > @
Based Qlese favourable exposure estimates there is no unacceptable risk anticipated for operators
with r@d to exposure to fluoxastrobin.
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CP 7.2.1.1 Estimation of operator exposure

o

Exposure estimations are made using the EFSA guidance on the assessment of exposure of opeﬁors@
N

including the EFSA calculator® (version: 20 Mar 2015). @@
The product is applied using field crop sprayers in arable crops (cereals @ onions). E&posu@@s
calculated based on the cGAP for wheat, rye, triticale (see Table 7.2.1-1). Q %
A summary of the input parameters and the exposure (@put resultm@ﬁom the EF&A caig%)ato@
presented below. \a @ @ &@
R

Table 7.2.1.1-1: Summary of operator exposure ct%@f]uoxastrob@ &’ §© @) &@
No PPE: Work wear: arms, body and legered @} R o \© 9 @@

ubstance luoxastrobin ormulation = Soluble concentr: lieggion ra e%@Sk %pfa dilutign =1.5 Vaber ressure= low

st ' ' Zmulmleble cjncentrate etct§ ggﬂ%e? @t E@g Y 6@5&7 E@i} ilanleZu tances

@ @ Q ©of :Isn*g 4 a r p’eQ"e

@
Scenario Cereals / Outdoor / Downward spraying / Vehi fexenounted @ UTF%:Z% @ %, Numberappl:§s 2,
@& oté @\ . & é ‘z’;ﬁ\ @ ApRljcation i al =14
Q N & & & o & g
Percentage Dermal for product =2 Dermal forin L@Wuatio o\oﬁl =10% \U@J |nk%§@n=10(® § @

Absoprtion D 5 R
RVNAS 0.03 mg/kg bw/day o %@ RVA@W (b &\gj/kg bm&?} @U
DFR :';:.g/:;s./cmz perkg &Q °\ Df’/@’ & ) @)%o da\@> © @
N © N Qr S .2 ¢
Operator Model I@@lng Ioao‘@ and a%mnon A A @ ft\o\a 7

Potential Longer term systemic exposu@kg bw(/%ay @ %@ @ K % of RVNAS @ 47.66%
N

exposure

&
Acute system%@sure mgU@E bw/@ @ $) 10841 1, T o @AAS &
)

Mixing and Loading @ ‘Qoves NJ\D K @ RPE Non@ Soluble bags =No
()@ \© & argas, Body an:
& @/ered
Application &J $J iiﬂ@ =No §<@7 %?':?%@::;klzv:é§ RP@None Closed cabin =No
& 5 S
Exposure O%ongerterm systemy posu@kg bw@’ 06089 \ % of RVNAS 29.80%
“”ts'udingb@ > & o S
options abov: i ° @ %
Acute systerzfi@%posure&nﬁg{ kg bw/d% ®) \0.038& % of RVAAS
N > W O >
& &
(08

N

S YN

o %@@@\@Q@@\

@%%&Q&
&%ﬁx
§Y§©%©@
> O o
¢y ®
@’@@%

¢ http://www.efsa.europa.eu/en/efsajournal/pub/3874



http://www.efsa.europa.eu/en/efsajournal/pub/3874
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With PPE: Gloves during mixing/loading and when getting in contact with contaminated surfaces,
work wear: arms, body and legs covered @ S
Substance Fluoxastrobin Formulation =Soluble concentrates, ~ Application rate-0.15kg  Spray dilution=1.5ga.s./| Vapour pres§= low §
emulsifiable concentrate, etc. a.s./ha 6 volatile su es
@ having a@gur pr@
@ of <5*13%Pa
Scenario Cereals / Outdoor / Downward spraying / Vehicle-mounted Buffer=2-3 Nu appli&@m =2, L
Ag@hcation i@ al=14 &Y
% °1’st Q, K
(@) & SO
Percentage Dermal for product =2 Dermal for in use diluation =5 Oral =10(V Inhal@)n=100 @ @ @ @
Absoprtion A @ Q rft\/\g é
RVNAS 0.03 mg/kg bw/day RDV%@ @rﬁgf/kg bw/day &© Q U@ s
DFR 3puga.s./cm2 perkg 0 dayg . ©
a.s./ha /\@7 @% @ & ﬁ-’J @7%
Y Q> - N w &
Operator Model Mixing, loading and application %EM @° @ R %@ ©©> °\ R
g
Potential Longer term systemic exposure mg/kg bw/day ) 0143 g@,\% of ReNAY @ 47.66% .
exposure @%ﬁ @7@ Q % 6& é@% N
Acute systemic exposure mg/kg bw/day iﬁ\ﬁ\% o\b./0841 \ K %&VAAS é %
Mixing and Loading Gloves =Yes ° Clothgpg>= Workgvear - =Non‘%.\ Satuble bags =
@ S arpqs, body a k%gs 6& % @ % @
SIS SHPF RS
e & Quered O g9 &
Application Gloves = Yes & @ <>%Iothing Twork weﬁ& RP@%M @© $ C|Oseg\iﬁn =No
Q arms, ady and I @ @ @ o
AN
\\j@ @/\@ co@@ @ § h § -
Exposure Longer term systemic exposu@?kg bw/day 0. % of RVNAS 4%
(including PPE R, § @ & él@ @ @
options above) ; I ] 0) 9 o 2
Acute systemic exposurefr:\/g/kg bw/&% @N @)\\o 0059 S0P @RVAi N@
o Y %
Y, § ST YS
, L) 9 > N N oW
S TS e Qo
CP17.2.1.2 surenj @opg@tor expo@ @ @
Q" S N e 9 @&

Since the expo&?&e e@mate c%rried&@ut iate t@ the %E il mgﬁ)e exceeded under practical
conditions oftuse, @ud&@ pro@ie a%gneas@ of gperatoiexpogyre was not necessary and was
out. N

therefore ngf, carrie 2) % @\ @ X
° N @ @
&@\ @© § @7@% @Q § ©\

FOFLE S
5 & & & = S
QBSOS
o O ¢ .9 o O @
TOSTE S P
S\ L 4+ 9 @
@7 2 S @ o
<’ K S o
Q N S0
N N S I & &
S 5 &@\ O
@%
RS
% Q
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CP7.2.2 Bystander and resident exposure

The EFSA guidance on assessment of non-dietary exposure is used. Exposure estimations, f&he &
resident scenario which also covers the bystander scenario are provided using the EFSA calcu]@r. K

@
The critical GAP (cGAP) for resident/bystander risk assessment is presented ‘<:;\\ he table belaw. ©®

N
3 S & o
Table 7.2.2-1: S f critical GAPs for residenté{covers bystander) N W &
able 7.2.2-1: Summary of critica s for residen overs bystiander
y X y & S @ &@
Crop Application | Max. dose Spray M{x conc. of J@{ Min. @iy Q\ﬁer@l Q
technique rate volume 4. in spray égo. of intexyal Qabs @tion@
(kgas/ha) | (L/ha) | =) (gL) Qappl@c)7 Mays) & %%) &
Q @ ) 9 Y
Wheat, Field cro 4 ° @Q} > v 6\ o <
rye, praver, | 015 | 100480 | g7 1.5 §§2 gg\}f 1 2%
iti < 0 Q S o
triticale %\\ja @ Q o o f@, @%

< S TS [0
Onions | F€lderop | 155 lg300.800" | @ 0.42° SN 4 @§
sprayer D N é\g < & <
T T~ N D @w R
Ve o D § &© 9 S
The critical resident and byer %%osure@éen& fo&g%ld @p s%ay app@atio with off-target
drift is the use in wheat, r}?%ancgt’ritica QQ X @.150 kg a.s.ha in. 100 L water). With this use the
. .. . . . o N1 1e e .
highest application rate isggombimd withythe ({'. est water Volume%eld§the {ghest concentration
of a.s. in the spray. Consegquently also a%pro pRAte d@mal @@&ptigﬁﬁdata@ e usgd

O,

QO o . o .
Since due to the low@”in-u@%on@@?‘[rat'n of flnoxasttebin during spray gpplication in onions (2 x
0.125 kg a.s./ha igd800 L wate the er @m%{% sorpgjon value hs o be considered for the
exposure assessmént in édions tesidentexposure is- cal@lated for thestie in onions.
p mésit in Gaions; posure isalso caldalated;fo

A summary e e@sur@estimé%s rg@@ﬁn%@i&om thy crit§ GA}%\”is presented in the following
r

table. Further infoftnatioftvon i@})ut game@ an@&@FSA@alc%@or output are presented in CP
Ko

722.1. .. 9 S @
N < D
& FE T FEs
FUFSE s
5 & & & .~ S
QRS T LS
@ ©© < \@ Q O @
- o &L
A S
@7 o Q @ N
Q N S0
N N S I & &
S 5 &@\ O
@%
RS
% Q
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Summary .
Table 7.2.2-2: Predicted systemi to fl trobi @Qb
able 7.2.2-2: Predicted systemic exposures to fluoxastrobin . f\\E @
Total systemic @
Crop Target group Scenario exposure § (©. 0(3% of &ng ay)
(mg/kg bw/day)* melkg @@ y
Spray drift ¢ 0.0008 N3 &
Vapour X 0.(@@1 @9 NG @ &@
- : Surface deposits> 0003 S QS wf
Resident-child urtace deposits; A Q O A
Entry into trea@ops %O(@ @ & @}
Wheat, rye, All pathways ¢;0 |7 00024, 0 | © o8 w
triticale Spra%b)drift&w e m@.OO(@U}@ ~ ﬁ‘}% @ °
@
w\?ﬁpom NN O.Q&OZO @Q IS §
Resident-adult A@&fac@dﬁpo%@ LS @OOO&\ A@@ é\g <19
=
@@yi Ktreat&ﬁrop& \@0.0@ § &y B2
») Vi o
o A Pa&%@ayj@ ) f’;\@’o%@ o’ N2
SSUOS sprayanift T Y @0000s ] O 2
S AT TG
L& |© Ve . 0@11@ N 4
N
Residggt—chil@ @urfac@ ep%@ . C&O 0005\’ CD 1
QW :
@ N ﬁ(i?ntry\&@b trea@% 1})@ @ 00@19 & 6
omons & @@ & N%ll pithways. {7 00347 10
@
o N © &g@{ dgfe O @§ 0.0901 <1
\@ f@ /@% Vapour O %) @OOZ <1
&@ Remd@%f adw% Qburtlgge dgp@%s s . ©0.0001 <1
@@@ %& é@@ntﬁ&go tlg%ied c@s . 0.0011 4
Q) §]  OAlpathwag g 0.0012 4

* Assumes a g body weightfor ainadultand 10 Ieg:ff)r child
R S
& 29 TE s
Assessient @ N < Q
@
Me&g\’estimates ovet al]@w@for Qult @ child resident exposure to fluoxastrobin are 2% and
8% of the AOElLy respectively, for @erea §l or onions exposure to fluoxastrobin over all pathways
a

amounts to @and 1%% (@A% for adult and child residents, respectively.
N &
& & & &
Concli§ion & A\ ©©
Basg§ on_@hese @our be exposure estimates there is no unacceptable risk anticipated for
regﬁlents standers withrregard to exposure to fluoxastrobin.

&
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CP 7.2.2.1 Estimation of bystander and resident exposure

o

Exposure estimations are made using the EFSA guidance on the assessment of exposure of r;s@nts@
D

including the EFSA calculator (version: 20 Mar 2015). ®)

@
The product is applied using field crop sprayers in arable crops (cereals g fid onions). E&gposu&

calculated based on the cGAP for wheat, rye, triticale as well as for onions (sce Table 7.22-1). @
A f the input ters and th t resulting“from the E lciat
summary of the input parameters and the exposure (@pu resulting from the F\y;gS%A calcufa or@y

resented below. AN @
" g TP e
@ & VO &
Table 7.2.2.1-1: Summary of resident exposu /@ﬂuoxastrob@: ceegals @ ©& . @%
Substance Fluoxastrobin Formulation = Soluble concentrates, \/Appllcatlon rate- O@kg S’il%y dllutm@@nga@ Vap%presst@w
emulsifiable concentrate, etc. a.s. /| v le subst s
& @® v & é} ¢§ hfﬁgava our pressure
R (@) @ @ $of <s*10,
Scenario Cereals / Outdoor / Downward spraylng/Vehcheqﬂ%unteti «@’ \@ % Buffer=2-3 ONumb licati
o A 6 % Applicatton int _14
\ Q &9
f@ > @ & &S @ o m
Percentage Dermal for product =2 Dermal forin use tion = 100 Y Inhalat{gn = 100
Absoprtion ﬁ (% o \;@g § @7 § §2 @ i”\?@
RVNAS 0.03 mg/kg bw/day Q ,/ 5 VARS $ ég@g bmé%a\\@ @@ .
DFR 3puga.s./cm2 perkg DT Odays
a.s./ha r\@ o % @ (%9@ & @ @ @
& ] 2 Q
Resident - child Spray drift (75th percentim mg/l«&w/day @ &0.0008 @ & %ﬁAS @ e 2.79%
Vapour (75th percenfif) mg/kg bw)/day @» § 0.0031 %§ RVNARS \:o\aﬂ” 3.57%
Surface dep05|ts(7\?h perc Ie) mg/kg bw/day &@ O @ % of RVNAS A 0.95%
Entry into tre, crops (7 perc tYéf mg/kg b\fday 09 °\ % oRRVNAS "\ 7 2.91%
S & @ . 9T g
All path@mean&ng/kg bw@ ) @@ &% of RVNA@ 8.14%
Resident - adult Spra@ﬁ (75tlx\rc/entlle@§kg b@\n{/day N 0; oegz @J @h of R\ﬁ@ 0.65%
%&hr(ﬁt@%entile@ykg bw(@py §<U v\o,ooo § %of RVNAS 0.77%
Surface dé(@?,ltsﬂsﬁﬁwercentl@;)mg/kg bw/day o 0000(?7\r’ 7 9 c\iﬁ%VNAS 0.12%
o ‘J/Entrymto treate%ops(ﬁtﬁiggrcentll Wkg bw/ﬁ@? 0.0005 @ 8@ of RVNAS 1.62%
N @ NS
&@ a RS, Q
A||pathway{\ihéan) Q%kg%wg f\\@ % 70007 °,  %OfRVNAS 2.45%
¥ < &0 b
@ @ @ @7 Q\% @ @
o O ¢ .9 o O @
N
3 S g 2 P
5 & ¢ &
N Q &
A S &
& SN S
N (g @\ R Q
@ > Q
§ ° %,
X
¢ & T &
N Q
g\f (O @ N
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Table 7.2.2.1-2: Summary of resident exposure to fluoxastrobin: onions
:°
Substance Fluoxastrobin Formulation =Soluble concentrates,  Application rate-0.125kg  Spray dilution = Vapour pressur @
emulsifiable concentrate, etc. a.s. /ha 0.416666666666667 g a.s./| volatile subs §
having ava ressure
O of <5*10-364) &
Scenario Bulb vegetables / Outdoor / Downward spraying / Vehicle-mounted Buffer=2-3 N Number&pplicatio@ 2},/
@ Application intén@l =10
) ) 2
Percentage Dermal for product =2 Dermal forin use diluation=5 Oral =100 @ Inhalat;{?ﬁ 100 A ° @
Absoprtion G g;\a \ @
RVNAS 0.03 mg/kg bw/day RVAAS nfq@w/day @ @\J {:\”\9 ©&
(@)
DFR 3puga.s./cm2 perkg DTS, 30days Q @
a.s./ha \i@ & & @ C < {\@
Resident-child  Spray drift (75th percentile) mg/kg bw/day 006 \ % of@NAs \@)1.39% & \(\@y
Vapour (75th percentile) mg/kg bw/day & 0. 00]((1}/» @ %\?RVN%\& O [@V 3.57% Ao
(@
Surface deposits (75th percentile) mg/kg bw/day @ 0. 0@ ;\9 M of R@ @, (Ql.lS%
Entry into treated crops (75th percentile) mg/kgow/day @019 @ Q % of RANAS @31%@” @&
“ °
All pathways (mean) mg/kg bw/day 0.003 o oFﬁVNQS T Ao 10 49%
S 9B o é Q Qy §
Resident - adult Spray drift (75th percentile) mg/kg bw/@J 0.0001 ° % of RV&& %
NS &
Vapour (75th percentile) mg/kg bw’é&’f) @ 0\0%002 Ry U % (R@IAS @ @\5 77%
Surface deposits (75th percentilé@g/kg b&/hday 0. 000]6 @ "/@ RVNASCQ%)) V 0. 2%
Entry into treated crops (75tf@rcentlla@g/kg bw,@ 0. @ 2 Q%s of RVN@ @&) (EiSO%
< AN S @ Co Q
All pathways (mean) mg/kg bw/d §0.0012 ay i /.: of RVNAS 3.96%
@ O~ < NG
5 & s oo V88
. BN
CP7.2.2.2 a@ﬁrem@ ofﬁsg(?sta@lgr a@ re{t:dent &post 6 e é\

Since the exposu &gtl (© ca,rr@l ?@ndlcate th
conditions of usgy to pg\/lde a mea&\e of, fe»s1den®n

ill not gg exceeded under practical

L vl
cgtan@exposure was not necessary

and was ther me@out ) K f?@xg S S @
% % N ¢§@ Xy
\
A O\@Q \QQ %&@ o \@Q N \©\
© AN
§ RN > é&@
% @ & > . s &
o N .U O .0 @
Q O © SN NN
S & 2L 4
) S oF 9wl
@7 NS @ @ N
i AN N 7 Q
N (g @\ Q&@
° AN
&@ %%gf § N
§f§ Q & ©@
> O o
s &
{x’ O @0”\9
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CP7.23 Worker exposure 5

The EFSA guidance on assessment of non-dietary exposure is used including, in addition, result om@
dislodgeable foliar residues as higher tier. The critical GAP (cGAP) for WO%&I‘ risk asses@ent i
presented in Table 7.2.3-1. IS ©)

© & &
. . S\ SIS ©
Table 7.2.3-1 Critical GAP for worker exposure evaluations %, . © 9«
f’ > &
Crop F/ Re-entry Application N Number on@ Min. spr, @)er%@ @
G activity rate @} applicat &@ inten@) bs 10%
kg a.s./ha, d;
T A
Wheat, rye, . . N @ %)
triticale F | Crop inspection 0(;1 RN @ 146\ . 5%@
N
Oni F | Crop inspecti @125@%2&@’@’ % .
nions rop inspection i @7“@ @@a o (&x (/@0\%5 () <
F = field; G = greenhouse %ﬁ o\u \ @
The product will be applied with trac@xr— w}ed/ @ﬂed ﬁeld c@p (b&&n) yer ”\The AP in
cereals is wheat, rye and triticale r inga the hest@xpo ighe ph ation rate.
Separate calculations for the us%n bafley ardth oats“dre t refoz@@not sen dossier.
Additionally the GAP in onions is ®onsidered dge to @ shorger spray’intes
@ . W @ r{

No manual activities are neteSsary for ntalmr@j the ‘crops. Q“ rv@mg oﬁereé and onions is
performed by appropriate rnﬁjaﬁfhinéus6 Hengo, thels in @neral%o S §arlo fép wh worker exposure

needs to be addressed. H&%/ever@or fi §s it 1§req1$d to agsess @ker *@ggposure due to crop
0S4

inspection activities. The\wor@rat&%n 1Sp @) be urg per day @

A summary of t}@@?osmg@sn &l?es r@ultm@om the Cl‘ltlgl G& is ﬁgesented in the following

table. Further i at‘u on ut@@ra&eters @ E@A c&culatc@ output are presented in
SN AN

CP7.23.1.
¢’ S B Sy S
S © O «¥ & O
@ % 2 & o @
Summary@ 9 % @\ 03 Xy
& & o &\
Table ﬁ@ 3-2: Prediéted W@er exposure-to ﬂ\l@)xast%bin\©
A Qe
SN q o
FAY Re-entry Clothing” @yst ic exposure % of AOEL
Crops & ativit @ Qscenatis 4 ¢ bw/day) (0.03 mg/kg bw/day)
p | ST DTS S
¥ Y O Noglothing” | & 0.0162 54
Wheat, r% F C@p S @% t 1%@@ o )
triti imspecti s dy, to
ri 10@7 imspec 1@ lous caéredgr\ 0.0018 6
N N o) . (" Noothing, 0.0140 47
“®nions F . @ AN Arms, body,
o inspéctiod I 0.0016 5
@ o «@gs c@%red '
/@redi&te%) wo@ exposure t9,fluoxastrobin including DFR measurements
9 .
N O & Nothing 0.0057 19
On §@© nffg ArmS, bOdy; 0.0006 2
D q (g\% legs covered )
O S
A

&




B . Page 30 of 40
sayer) Bayer CropScience 2015-12-18
R

Document MCP: Section 7 Toxicological studies
FXA+PTZ EC 200 (100+100) G

Assessment

Exposure of naked workers is 54% of the AOEL in cereals and 47% of the AOEL in onions. Ex&ure @b
of workers wearing one layer of work clothing is 6% of the AOEL in cereals agi 5% of the @EL g
onions. ©)

& N
In addition, measurements of dislodgeable foliar residues are available for@ﬁe scenarigs re-gtey in
onions’. Integrating this data the exposure of a naked worker amounts to F%% of the A@ and)2% &g@

the AOEL for a worker wearing one layer of work clothifg) @x % \\ @;@ @
§ S Fee
Conclusion & Q& = &é\g < N @© &@Q}

Based on these favourable exposure estimates 4ig unaccept
regard to exposure to fluoxastrobin. "

@f

)
CP7.2.3.1 Estimation of worke@e%p%ﬁre N S ©© @7 ©
v
Exposure estimations are made using zg? BQ§A nc@on t%asse@ent @exp ¢ of Qorkers

o 2(}%’[&

/“
Oy-
7
D
%,

including the EFSA calculator (verste & 9

g ( %% F R S S ®® S w |
The product is applied using fiel@ crap spr%rs 1@%1 aBrops @ereandéﬁlonsﬁ.\Exposure is
calculated based on the cGA@iL Wh\%t rye, tritic ] v@as Gions (see Taklp 7.21).
A summary of the input gjr%metkgs an%@he e@osure@utput%e ulfi ?frpﬁ@the %FSA calculator is

D
presented below. § & N A N
S SR |

Table 7.2.3.1-1: S:@Ial‘y @w&&ér ex@osur@ ﬂlgxastrol@n C&als Q\

Substance FIuoxastro@ @ﬁrmulaQQ —‘é’olub%oncenn&es APan rat@@ls kg &pray di t(@/ﬁ 15ga.s./I Vapour pressure =low
@ \ emulsm@le concentrate, et\ sNGha % volatile substances
6 G’% having a vapour pressure
S L @) O « 3&’ @ of <5*10-3Pa

Scenario Cereals /Out@'@fr/ Dowhward spr%ing/Ve jcle- mounw\ N Y &r%r 2-3 Number applications =2,

@ % @ @ Application interval =14

S @ Q \ days
QO N a

Percentag@\ Dermal for produg@z Dgrm%rm use dI|UatIO@ o Cglal =100 o\ Inhalation = 100
Absoprtion \) &\ [{i\g Q &\ & %
RVNAS 0.03 mg/k;@?ﬁay \ Q@ Q}\ (3 %/;@ @ mg/kg bw/day
DFR 3pga.s./cifi2 per 0 ° 30days

a.s. /}'@ kQ @ @ (Cﬁ\ Q @7

f’ 9 =4 ° °

Worker - Pot\ﬁ/tlal exposure mg@ﬂu/day\ 0.016@ % of RVNAS 53.86%
Inspection, QQ’)rklng clothing mg/kg bw/da@ Q Lg@ 0, Oi%// % of RVNAS 6.03%
irrigation @7 () Fa\ @ ;& &a

Working clothin dvgloves n}gfkg bw/day % of RVNAS

N @3) N @
N s R
. (N @ &©
QI N
% %
N @
kS © %, Q
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Table 7.2.3.1-2: Summary of worker exposure to fluoxastrobin: onions

:°
Substance Fluoxastrobin Formulation =Soluble concentrates,  Application rate-0.125kg  Spray dilution = Vapour pressure@% @
emulsifiable concentrate, etc. a.s. /ha 0.416666666666667 g a.s./| volatile subsm%es §
@ having a vap@:ressure
of <5*10-36%) &,
Scenario Cereals / Outdoor / Downward spraying / Vehicle-mounted Buffer=2-3 @ Number@applicati 2},/
Application intén@l =10
d %b\ P
) (S) @w 2
Percentage Dermal for product =2 Dermal forin use diluation=5 Oral =100 @ Inhalat&% 100 A @
Absoprtion G g;\a \ @ @
RVNAS 0.03 mg/kg bw/day RVAAS /@gw/day N4 R S
2 & & lo
DFR 3puga.s./cm2 perkg DTS@ &0 days Q Q @
a.s./ha & < @
& <
R i @
::\‘I:;::trion Potential exposure mg/kg bw/day @6140 U} %;@NAS «@ \%046.7;‘7;7@ ff@
’ Working clothing mg/kg bw/day 0.001 % OPRVNAS 5.23%
irrigation & (%)Q @ 'i/%a 2, (((\6 3\ R
Working clothing and gloves mg/kg bw/day @ %4 @ \6 of R @ & %
<
= ;}9 @ S &) ,,@kp &
°
NN @ % 0

@
In addition, dislodgeable foliar rees @%R wer% xpementa h§1 r le@t after
f th&ytesp

application of ‘Fluoxastrobin + Pr fRioc ole 20007 A su {fim ve tifals and its
results are provided below. Leek €an be regarded as &) urro@ for 10né¥hce hab&%’s is similar
and both species belonging to thg samg%)tan@ ge

With a very conservative app§ac hlghe@FR Value %ser&e@ m{@ e of the©exper1ments are
considered (Table 7.2.3.1g) for use@a a r @ned ris assessmeﬁ@A &é? %?atlon of the foliar

residues of fluoxastrobii Was observed e tr} ccum atmgﬁ of r&idues after repeated
application did not ocegr w1 s&@y 1nte@al da;g
&
é?'@ G i, @
Table 7.2.3.1-3: xpg;ri@entajbs derlv?% magimum-DFRm V{@es RS
Crop E© @ Trigl & @ @’RM @g/crr@ _ v Observed on
Leek ¢ Cen%l zone 9 % b\ @204@ é,(;% Day 0 after 2" application

Q5
D N
&@ South@1© zgn§ N e § O.Z$ O Day 0 after 1% application
NN S &
A refined calcu@%n wor@? exgsure &@]uoxastrob@durmg re-entry in onion fields for crop
inspection is p@sente@ 0@ § @j
For using %s data in con@nctl \Vlt EF cal@@a‘cor the dislodgeable foliar residue has to be
normali nd the h1g1h§st residue is@elate @0 One\tﬁpphcatlon
DFRS § % 0272 2@
DFRwm normalised: &@18% m&@r kg a.s./ha (=0.272 pg/cm? : 0.125 kg a.s./ha)
SR
@ < Q" & ©@
L& e oe
o <
{x’ O @ RS
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Table 7.2.3.1-3: Summary of worker exposure to fluoxastrobin: onions with DFR data

:°
Substance Fluoxastrobin Formulation =Soluble concentrates,  Application rate-0.125kg  Spray dilution = Vapour pressur @
emulsifiable concentrate, etc. a.s. /ha 0.416666666666667 g a.s./| volatile subsm%es §
@ having a vap@:ressure

of <5*10-36%) &,
Scenario Cereals / Outdoor / Downward spraying / Vehicle-mounted Buffer=2-3 @% Number@applicati ﬂ

Application inté’n@l =365

da @ N v

) (OMION 2
Percentage Dermal for product =2 Dermal forin use diluation=5 Oral =100 @ Inhala@ 100 A ° @
Absoprtion G g;\a \ @ @
RVNAS 0.03 mg/kg bw/day RVAAS /@gw/day N4 R S
2 & & lo
DFR 2.18 ug a.s./cm2 per kg DTS@ &0 days Q Q @
a.s./ha & < @
Worker - Potential kg bw/d 0087 “ﬂ/f hS N\18.92%
In:;e:trion otential exposure mg/kg bw/day @\@D oog}\:‘;@ Q o ﬂfJ (7$
’ Working clothing mg/kg bw/day .0006 %.0of RVNAS 2.12% %b\
irrigation o @j @ @ o &7
Working clothing and gloves mg/kg bw/day @ @L@ A &"o of RVA@?

2 & N\ &
RSN 9 & 3
- & §
Report: KCP 7.2.3.1/@ 120 & 5{%058 0©1
Title: Determinatio thewdiSlodg Gl@r rem@s (DER) of zole, and
fluoxastrobif in/on fé&k afta%spr it of oxast ﬁ‘oﬁo]& 200 in
the field 1n%erm@ ©

/
@//

Report No.: 1429100 . O & @

Document No.: M-513058-01¢ KQ v S %@)Q @ @ @
Guideline(s): US EPA ORPTS 878210 liar Biglodgeable Residue DiRipati
Guideline deviation(s): ofR @§2 (@0 @ N i

o X

GLP/GEP: yes § o @Q ~ $ N
v .9 O § . i

S VS e §y 00
I Material and m ods@& S § ©© @ <
The purpose ofithe study wis to @Qeter the&ﬁagnﬁ%e \Q e ﬁodgeable foliar residues of
fluoxastrobingprothi@conazéde and &s coﬁg TS 10®r0d @pro o ole desthio on leek foliage after
each of fo% spray %pllczﬁ%ns @grformed inithe fielgrwith Fluoxastrobin + Prothioconazole EC 200
(100 g fl xastrobm/Igd 1(@ prc@cona le/ Th@dyq{@f was conducted in Central Europe
(Gem; during the s@on T ac@&l app®at10Mata a@presented in the following table.

A
Table 7.2.3.1-4:Ap llgﬁpon amgters = O
@ ?® S @ o @ App@tlon
Q Y Q S
~ © @ c\\f%rowﬁ@ 1%t Wat Ar];?el
Count @’ Appl. % @erval@ %ﬁ “ftem ater
ountr mode days) H @rate rate a8
S TS de) oY Wma) | D (kg
\y\a QS o\@’ Q o a.s./ha)
@ S)
@"® @Q @Qj fluoxastrobin 0.125
S 1 1.25 300 '
@ % é e @ prothioconazole 0.125
X
@§ < (%9@) @@6 ~ 46 Las 300 fluoxastrobin 0.125
Germ§ & Qe . prothioconazole 0.125
Q§ @@praye@ f@ 4 4 125 300 fluoxastrobin 0.125
§ . prothioconazole 0.125
4 4 48 12 300 fluoxastrobin 0.125
25
prothioconazole 0.125
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The test site consisted of a single plot which was divided into three sub-plots for sampling. @

Samples were collected in a manner designed to obtain representative samplgs. They W@Eﬂ( n,

prepared in the field where necessary, transported and stored according to USSEPA OPPTS 87

Foliar Dislodgeable Residue Dissipation. Leaf punches were collected d1 ectly into rel lled

poly-propylene jar using a leaf punch sampler (| Co; E onte CA%@ach@am e

consisted of 40 disks cut with a leaf puncher with 2.523 &P diameter anfl.a d1sk area &@ dﬁ
cteax{yo

punches represented a total double-sided leaf surface area of 400 c . A sample

were taken from the potential worker contact zoney Cluding upp€y, middle, and Tow er portichs of (K&
crop foliage and interior and exterior portions ¢ crop foliage. Comtiol le@pu c@sam@es as @ell
as samples needed for the field recoveries were collected prieftfo thefirst a@hca Tréated s@)les
collected on the day of application were taken a@ the@pray&lgad d&%’d After eacﬁ sample was
collected, the sampling jar was capped and kept e fi ansp@t to the ﬁe l@

Leaf punch samplers were cleaned aftergach &@mpliﬁg integyal. T dlsl the f saayy
was performed as soon as possible no @ger n 4@ours er coﬂectl het&gamp S were
dislodged by adding 100 mL of a gs%Aero@lﬁ "@lu‘u (1 e. cus y Salt which
corresponds to a surfactant. Each j JQ ing'theé leafnaterial an 1 1%, osol oT
solution was capped securely and@ace on a shaker gperatippat a @oxm@n CyC’thS per minute
for a period of approximately @ mint.The diElod sol@ion sanipled th d1slodg1ng was
repeated with 100 mL fresh~0.01 %% A Asggosol O soldtion., ®he s&ond dis odg@g solution was

combined with the first a% I'm %f a 2 g/L @stemc@iydrocﬁilor@ sol%%% W@added to stabilize
the prothiconazole in th ution. & AN @

R
Field fortification sa @ usgd RED der@nst@ thmggbﬂl@\o f the sample @durmg storage period
of the study and thgggbility i@l labdypato recover an@halytéfortified into a sample at
the field test site>The 1ut1 roma is dged 6@&01 Gf pl@ Weeparately fortified with a

mixture of fluoxastro é 1 and f}lsothl conaz destQ\ or p%thi o«,s@-’ aZQJ\\eﬂ at the LOQ and at a level of
10 to 200 t11§ of ¢hic LAR. Field spikes wi perf@med or to the lst application. The field
recovery sa(%lples weke trefited ingthe sa%e m@er as@ ﬁeld esidug samples until analysis.

% v
o & & s ¥ s
IR éﬁ Gion. O S
esults and dlsc,v% one-q N N
RN P . e
The results with r§rd @ ob%gare suggrmarised in $he following table.

@@@
3 Q
3 @@@@%Q@
N
“ SN
> @

4

o

@

m &
each of the three subplots to provide three rephcat&?mphngs at e& samphng rval eaf che&
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Table 7.2.3.1-5: Amounts of fluoxastrobin dislodgeable foliar residues on leek in Germany
[ng a.s./cm?], two sided. Figures in bold indicate day of treatment

. . — . N
Sampling Dislodgeable foliar residues @ g
[ng a-s/c/@ B
Day after Day after Day after Day after Fluoxastggbin . N
1%t appl. 2" appl. 3" appl. 4 appl. & @\ &
0 R <0005 N &
0 <t 20103 @) § 2 @@
2 A OT 0082 i <§ &
- )
6 0 ] K} \Q @@gﬂ54§§ & S
0 @u@ & N0M N | ©
: Sl I TERS L
4 0] o @ Q _Woslg O & o
N S
ISIENENIRS éﬁ 0167 ©§
KIS & s @@}“}6 & o
& v Q&’ > & 0040 @§ N
Q A
@ 2 (@}@ 0@@ @n@ r§ 0@ Q e
SEERN 17N @ 183 T O
ol O O & P " Soml %
o\ & Y
L LIS T ey
NS O A0.043%
Ny A
" - " = before respectiyc tregftment &
S S @ Sy §
S G R R I
Subsequenfly to each treatmentlic i@how& clear@?ecli@ of D@ for fluoxastrobin. The decline of
foliar %@ues of ﬂu(é@stro withi the spray @9% of the DFRy. The highest DFRy
value 0£0.204 pg a e&ured T th’e%seco d appl tion
Foit el ‘g o @gﬂ
“ & F oo &
111 Conclusiog;, @ @ @ @ Q @
Under ce %@Eumpeaﬂ @le s in ﬁe @})F OF fluoxastrobin on leek shows a rapid decline.
Hence, results indicate @ wi ou nse@g ive treatments and a spray interval of 5 days
accumutation of DF%@H leek E:%lot oc&

Le&g%an be regarded as @%H‘O{@é fo@mot@nce the habitus is similar and both species belonging

to the same botanical ge <) &©
SV IR
& O < g
Yy O & 9
o & o
Sy &
<o S
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Report: KCP 7.2.3.1/02 R ; 2015; M-514393-01-1
Title: Determination of the dislodgeable foliar residues (DFR) of prothioconazole and
fluoxastrobin in/on leek after spraying of fluoxastrobin & prothioconazole EC,200'in
the field in Italy 5 S
Report No.: 14-2909 & &@ S
Document No.: M-514393-01-1 @ R
Guideline(s): US EPA OPPTS 875.2100 Foliar Dislodgeable Remdue%wmpatlon § Q\ &
Guideline deviation(s):  none @ &% N 9 é\g
GLP/GEP: yes V @ é\a @\ @ &@
N R LY & O
I Material and methods @ $ @ N ©© LS
The purpose of the study was to determine agnltude\of the @?I))slodg@bl @ﬁlar mdue@}of
fluoxastrobin, prothioconazole and its conversion pr uct profbiocqnazole @sthl Ie@l&ﬁoha Safter
each of two spray applications performed igsthe fi w1tg luO@StrOb@v + -»’ 1oconazol EC 200
(100 g fluoxastrobin/L and 100 g prothigcona ol /L) s@y triad Was cond utherh
Europe (Italy) during the 2014 season. Tl&%ctua{applf&atlon%ata are%rese in the foll ing gBle.

o & &S
&Q\@%x@é@f@@

plication S NS 7,
% Y o & .

) \J@ S
. . Bt (] Q VO | «ael
Appl. " Rolnteryal Qée item Wated) %) O rate
Country pp of % @ 4 @ rafés N .59
mode (d: CH @ rate @ ° G
apji@ € ¢ode) (L{ha) éﬁha) o @ @\v\, ('jlgl )
@ S %, a.s./ha
S o & Y. N )
(o S @ S R © @oxas&%in 0.125
Y

S
é@l& § §43

@0 )
thi@o 1 0.125
| e AR o T
® O N @ AN & fihoxastrobin 0.125
2 O 1007 o So125Y 4 :
0 N - . D O@@ @othloconazole 0.125
FCS: Fieldo&r@ sprayer s w,” SRS V@ (o
(O < D
&@ . @ O\@ @7 Q° @Q o @
% N
The test site consi@@ of a&sing R d1V1®i i to%lree sub-plots for sampling.
Samples were c%lect an d &btaepresenta‘uve samples. They were taken,
prepared in ﬁel cess%ry, t pont% and stored according to US EPA OPPTS 875.2100

Foliar Dislodgeable Res 1p @ L s were collected directly into a pre-labelled
poly prc@ne Jar usiy pler Co; El Monte, CA). Each sample
consisted of 40 d1s t W t le puncl& 523 cm diameter and a disk area of 5 cm?. The leaf
punches represente@ ouﬁf@’ sid rface area of 400 cm?. A sample was collected from
eachof the three subplo@’co pr@}ld@ thr re@cate samplings at each sampling interval. Leaf punches
were taken frothe potentiafiwork Q‘ ontgst zone including upper, middle, and lower portions of the
crop foliage i te’gp extefior portions of the crop foliage. Control leaf punch samples as well
as sampleg néeded for theyfield xgcoverids were collected prior to the first application. Treated samples
collected@n thg, day &b applichtion were taken after the spray had dried. After each sample was
collec@ the&ﬁmphﬁg jar@as capped and kept on wet ice for transport to the field site laboratory.
unch@mp t0\tleaned after each sampling interval. The dislodging of the leaf samples
% @ed as soo possible, but no longer than 4 hours after collection. The samples were
dlslod y adding 100 mL of a 0.01 % Aerosol OT solution (i.e. docusate sodium salt), which
corresponds to a surfactant. Each jar containing the leaf material and the 100 mL 0.01% Aerosol OT
solution was capped securely and placed on a shaker operating at approximately 200 cycles per minute
for a period of approximately 10 min. The dislodging solution was sampled and the dislodging was
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repeated with 100 mL fresh 0.01 % Aerosol OT solution. The second dislodging solution was
combined with the first and 1 mL of a 250g/L cysteine-hydrochloride solution was added to s a@ize @@
v

the prothiconazole in the solution. @\
Field fortification samples were used to demonstrate the stability of the samp@during stogf@ peridg
of the study and the ability of the analytical laboratory to recover an analyte@ortified into a“sany fe at

the field test site. The solutions from dislodged control samples Were%eparately foitified @ith a,,
mixture of fluoxastrobin and prothioconazole-desthio or othioconaz%&jat the LOQ ag at&%velé?

10 to 200 times of the LOQ. Field spikes were perfegimied prior tazthe Ist app@&tio N\The fisld @
recovery samples were treated in the same manner as &he field resid mples un;g\ig@nal § é\ﬁ S

@ S Q©
SN Q PRI ©

N
The results with regard to fluoxastrobin are s%maris(@jfin th@@ollow;ng t@%
Q)

@ N N
oS eable il :
Table 7.2.3.1-7: Amounts of fluoxastro dlglﬁgeagl oliaresidues on@k in [ealy
a.s./cm?], two sided™MFigures indbold indicate of teeatment
[ng I, ed-Figures inbold indicate day of tFeatmen
N %
R
& DS
D&%afte@';}“d applicatioty

oy

Q§©

IT Results and discussion

J
Sampling @Q

Day after 1% application
-0

0
1 5
4

o 4’\

0.00768

<0.005

non_

@
Q
Subseque

foliar r@ues of fluo¥astro
DFRy value of 0.27@ a.
RS %o

N

=

III Conclusiong,*

accum ()

Leel%c%’n befek

to

&

&
Under sout@ﬁ E&@%@a
Hence, the Yesu
n

samé&botani

before respective tredtndnt
g

©)

Q
to each tre@nen

&

SN

indigate t

FR o@lee

&
| genys.

<

N
<

tr'
i to vdfdes
%crrfw%@ meed a\i@r the first application.

&

hgv@@@a cle@ decline of DFR for fluoxastrobin. A decline of

@OQ o@ﬁhin the spray interval was observed. The highest

S

nditiows in @he field DFR of fluoxastrobin on leek shows a rapid decline.

with%®vo consecutive treatments and a spray interval of 10 days
€s not occur.

ardé&et as a“surrogate for onions since the habitus is similar and both species belonging
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CP 7.23.2 Measurement of worker exposure

o

Since the exposure estimate carried out indicate that the AOEL will not be exceeded under prac‘u& @
conditions of use, a study to provide a measure of worker exposure was not nec%sary and was@

therefore not carried out.
=3 <& @

= S @@\ %

CP173 Dermal adsorption © Y SN &
@ Y N, @ @

The extent of dermal absorption of fluoxastrobin Yrmulated agyan EC 20@@% tiomwas &
investigated in vifro using human skin. A su of the s is glven % the@ollowdng. 4%©
conclusion and recommendation regarding the der absorpt10n<§ ﬂu%astrolQn fon&ulated@s an&@

200 (fluoxastrobin + prothioconazole EC 100 + @) is given b&low

RN @ 6\ &7
9 S o

Report: kep 7.3/0 1 R ©013; M5 6865:01- 1 $ %c
Title: Fluoxastrobin in Fa ngo Xew (F)@ + P@EC 10§+ 1(@ form@tlon

fluoxastrobin in vjtre egﬁi abs& ion stydy u;{% hum@ and kin §
Report No.: SA 13031 N & w\?\ @ S
Document No.: M-456865-010 "\a & @ 3
Guideline(s): OECD Gul%@le fo@c te&Qng of @J;emw&l@ N @ ©

Skin Abso@lon Vlt%ctho uide 428 prllé@) i o

B
OECD @wrom@g tal th aih Safe ion S&yies and Assessment
N° 28@u1dan>§@ Do%ment fothe C&\nduct km@a@Absorpt &s (March

2004y

E}@A Pan@ onP §uon Products and the %@Re@es (P&% Guidance on

Dermal Absorpti 1 20?0(4) 665%
Guideline deviation(s): s ot s P &itied © \ o\®
GLP/GEP: N yes < @ §

Ny h
N Q 3 @
Material and n@l %\ & AN

Human skin: @’ Si“mrce L
. N um

D
&Q> @©An ical

Q\ T&Ekne%ﬁﬂ

> 9 do
CAbd(@ n.
@@3 SY@an

Test Material: »

Non-radiolabellé@ atc§ED@)OQ§% ©©
@ O ul@y 9{@% S @

Radlolabelle?

e-2-&¥°] H@Snasomer E (Fluoxastrobin)

% Batch L@“@T
@7 @Spec%c activity: 4@ /mg
\y\] § %ﬁgopn@r of t@fo@ ation: >99% by HPLC.

Formulation: @ The &@ ormuf@tion ﬁlsed in this experiment was the Fandango New,
§ %“ FlyQxastrob n+pr(%10concazolc EC 100+100, formulation (specification
@ Q ber 102 25822) It was used at three nominal concentrations of
@\ @Q ox@robm neat, 100 g fluoxastrobin /L, 1.25 g fluoxastrobin /L and 0.15 g

< O trobin /L.

@’ @@ @

T@yst@ © @ flow-through diffusion cell system (Franz’s cell modified, Gallas, France)
@ was used to study the absorption of the test substance (exposure area of 1 cm?

skin). A diffusion cell consisted of a donor chamber and a receptor chamber
between which the skin was positioned. The receptor fluid was Eagle's
medium supplemented with 5% bovine serum albumin and gentamycin (50
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mg/L) at a pH of 7.4. The receptor chamber was warmed by a constant

circulation of warm water which maintained the receptor fluid at 32 5C D

through the receptor chamber at a rate of 1.5 mL/h a@ stirred co
whilst in the receptor chamber by means of a magne@‘b

(close to the normal skin temperature). The receptor fluid wa r@ﬁ Q§
ou@y

o
\
Skin integrity: Before dose application, the integrity of the s samples w@ assegsed lﬁ@
measuring the trans-epidermal wafer loss (TE from the sq}atu | Torneufl @
An evaporimeter probe (Tewar%ter TM30 stern) was cura@ on &

the top of the donor chambeg and the am&@lt of water fus1

skin was measured. Hu arl and rat skipwith a TE of, greater@ an

g/hm? were consideredy@otentially damag and Q/ere @ot usgd. T@ e

samples were replaced by new sk -’6 raggsnts \@’lch re g&e te% for

integrity before use @he s %
e Q@ ¥ w &

Treatment: The dose prepazafion \A@@ja plied tg the s -thl@cass skin sal@ hgﬂh
pipette at the xate @app 1rnat§ 1L/cm§ exp d skin. Th& dose
preparations @yere dssayedfor radioactivity co@ LS y us g dose
checks (s@ga‘[ se) t% en b*@ibre i@ng@ afte@ ng &@ess

@ o

Sampling: The r@ptov&ﬂuld @sm rou@@he ceptc@cha @r as\ collected in
gla @Jals held i fractloﬁ’coll&tor The fra@lon collectorQvas started after

dose app & tlo wet@ﬁthen collecfed h 1@ forethe duration of the

‘Q‘ erimer t (24@ 4 hou epost—&pphcaf@n the- skin was swabbed
%wnh shl repa /V T@een <80 in PWI?S (p@?i)hate buffer saline)
{S'u sn@vnat ge S s i %rder Qre etain the non-absorbed
@ se u oactlﬁy dete@ad witha G ger-Miiller monitor. At the
e stﬁ%’y 24 hours_ fter@phc@@n) ~the treated skin and the skin

@© @a ] cent tc@&he tr e %ite surroundyig swabs) were swabbed. Each skin
o @,@ a@le wa tape%tnppégl to rewiove @e str&um corneum. This involved the
9 apphc&ti@n ofégl @m at@mv@ape (@%naderm Monaco) for 5 seconds

@ @efo e t@ was caref@lly reﬁ@ved@galnst the direction of hair growth.
AN This procedure was c%?g@ed until a- «shiny” appearance of the epidermis was

Q\ eMent @IICK@dIC thaththe stmatum corneum had been removed. The

@ %ape @ﬁ )%e c% ted into ntlllatlon vials for analysis. The skin
@ surreﬁndm@ licatign siteyl ~fsurrounding skin) was separated from the
Q d skin. Bef s%munc@g skin and tape-stripped treated skin were

@m a@sm @ %

=

@ o
gy~

Radioa§§y: Th&g mounts ofqadloﬁ@mty in the various samples were determined by
\y\] % liguid {@ull QY c&@?ﬂng (LSC). Samples were counted for 10 minutes or
%r 2 §igma % m r@approprlate scintillation cocktail using a Packard 1900

&@% » TR ggounters w1tlQon -line computing facilities. Quenching effects were
@ % d inéd using an external standard and spectral quench parameter (tSIE)

& é%\ thodk, Efficfency correlation curves were prepared for each scintillation

Q@ @ Qoc and were regularly checked by the use of ['*C-n-hexadecane

%, § @ statfdards. The scintillation counter was recalibrated when a deviation of
§ @ gy eater than 2% was observed when counting quality control standards. The
Q @@ mit of detection was taken to be twice the background values for blank

@ samples in appropriate scintillation cocktails.
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Findings:

Fluoxastrobin was demonstrated to be soluble in the receptor fluid at the concentration of 0.39 néymL
of receptor fluid. During the study, the maximal concentration per hour of fluoxastrobin in the g&ceptofl?
fluid was 0.098 pg/mL. Therefore the solubility in the receptor fluid was de@ed to be si@men@y
avoid any risk of back diffusion. Q

o,

was acceptable. ©) @& %\ Q @

Q) @
Good recovery data were obtained, with mean total recoveries of ra@activity in tHe rang - 9@9% é
> Q

to 103.9% of the applied dose. @) < S Qv KN

o @ @
These study results are presented in Table 7.3-1 . | 9 > S S
@ N \
@’ @ 6
. o o o N % @ 14
Table 7.3-1: Mean distribution of radioactiVity at24 h S af s;&pph f[ C]%

fluoxastrobin in an EC 200 formuiafion @the r@es of 1 25@ a@
to human and rat skin s&ﬁm es\ \\ S %
@ @ & @ \ N
Results expressg@n te of p@sentag@of ap@d ra@sﬁactivi@ -
4 %’ " Distribationdf radiodgtivity-£% doge% w\\hJ

Measurements of the homogeneity of the three concentrations of formu!&‘i%n applied 1@waw@§hat&@

@f
O

i Neat forn@@atlon O] Dilgiion: Intermediafd
@ " High@ose @@5 @ @ﬂut Low dose
Dose Levels & M yPrawgo, 100 é% {SYPI3BL I.Z@g/L) %YPI@ 5,0.15 g/L)
Species Himan (,};%4) Human (ts4) . Human (n=5)
.7 Mah [CSD VT e =
= SURF CQMPARTMIENT <~ S
Skin swabs (8h) &7 @ $.93.11 266 ]~ 99010 | 228 T 9625 3.59
Skin swabs (24h)¥0 | al osd | 085 O} 1gd .21 2.17 1.16
Total skin swab®> = ©° °~, | 93.95 2.00\9 16052 b 1599 | 9841 3.12
Surface Dose<(* twdape- str‘bs) 0540 047 .37 107 1.32 1.14
Donor chariber & D 1.54, o34 o @0.23 n.d. n.a.
Total % pan-absorbed S| 9600 Ex03300 1027 R 141 99.73 237
N NS IN 5OM@RTN&T
Skid®) @ O 0440 027 v 0439 0.8 0.59 0.26
Stratum corneum&d < ] 0.4 036 %] 149 0.53 1.37 0.71
Total % at dosggﬁze & | w092 00602 45 0.62 1.96 0.87
Q' O CERTOR COMPARTMENT
Receptor flayd (0-24h) A2  ° 0.«@6\J °0.09 0.30 0.17 0.33 0.15
Receptog fluid terminal & | 0Q1  120.020°7]  0.03 0.02 0.03 0.03
Receptpy thamber e A@ @.d. INETES n.d. n.a. 1.65 1.68
Tota$o directly absarbed ¢ " 0.08>| @1 0.33 0.18 2.01 1.60
Totgl % Potentially’Absofbyble @ 099" |/30.70 1.78 0.60 3.97 1.39
TOTAL % RECOVER@ @\ 9?#*99 D 0.43 103.9 1.44 103.7 2.11
: sum of radj t1v1ty<§und ﬁabs aJerminati and in surrounding swabs.
: sum of r: actl foun kin after taj 1ppmg procedure and in surrounding skin.
< ta e-St] excl S 1 which dre considered to be non-absorbed dose.
1o @wty fou d in r@ptor fluid (0-24h), receptor fluid terminal and receptor chamber.
e. t% A7 y ab ed + 1 % at dose site
%gtandar eviatj
@ not cted (beto h@mlt of detection)
na. : pplicable

n: nuaber of skin cells used for calculation
In the above table, the presented means do not always calculate exactly from the presented individual data. This is due
to rounding-up differences resulting from the use of the spreadsheet program.
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Conclusion:

The dermal penetration of ['*C]-fluoxastrobin through human dermatomed skin from the E&OO
formulation was investigated at three concentrations corresponding to the neatgoduct (100 @L) andv?’
to two representative dilutions (1.25 and 0.15 g/L), respectively. S @ @

Overall, the dermal penetration of ["*C]-fluoxastrobin in the FXA+PTZ EC@OO formul@on @ough
human skin was low at all concentrations used.

)
The mean percentage of fluoxastrobin in the EC 200 fo:@aﬂon that @s conmdere@t’ tent@y @
absorbable (directly absorbed plus total remaining at dose site ml@ the first Z%pe 'DS) @Eer a©

. . o . o
period of 24 hours for the neat formulation was 1% @human sking, Q @ @

The mean percentage of fluoxastrobin in the EC formulation that @ﬁs cor@%dere&o b otent@bly
absorbable (directly absorbed plus total remaining at dose minys theqfirst %ape@ ﬂyps) Yver a
period of 24 hours for the intermediate dose rée @?8%{\9 humé%f sk1®a @ S

The mean percentage of fluoxastrobin i 1n @ for@ulatlo@that w@ 1dere@o b %en ly
absorbable (directly absorbed plus tota{*nem %ng Ndose Qife mj, th st g\ﬁmpe strips) §’er a
period of 24 hours for the low dose rat@was 4% for h@nan skin. @

% @ S)
According to the new EFSA guida @Qa s@%dank@wat& e u@’ to rgeﬁ 28% of thg mean of

the absorption requires the use ofah al rnat Valu I e 10n uo@%mce prefers
the approach of adding the sta@ard de) at10 0 th@nea the @per % Ktentile value of
the results. Albeit that the notiffer considergthat théQaluetof 25 standa dextion limit to be

too conservative, the apphcgﬁ’on dgfthe g ance@@sult@ the \%lu 1 79Aneat formulation), 2.4%
(125 g/L) and 5.4% (0.158/L) foeflu tro§; A t&e EC é(go fo %m@\(m%f TZ EC 100+100)
. A
which can be rounded {cﬂx @ &
\ "\
F S e §8.°58 0
&
. 2% for th§ at @mul@gon (160 g/L* \Q & @@

SN

@

. RS
° 2% f@e 1@]18(@% dOéS(I Q@L) @@ ©§ @

. S‘V@or the low dose (0, 1@g/ & © @ é&%
s &5

0

CP7.4 < Available to lo@k‘a

@7 °\@ Q

7 EFSA Panel on Plant Protection Products and their Residues (PPR); Guidance on Dermal Absorption.
EFSA Journal 2012;10(4):2665. [30 pp.] doi:10.2903/j.efsa.2012.2665.
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