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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTI S
PRODUCT N N
Fluopicolide was included in Annex I to Council Directive 91/414/EEC in 20106?0mm1ss10n@ ct v
2010/15/EU, Entry into Force on June 1, 2010). The expiration of approval ¢ffluopicolide §s Ma&
2023 (Commission Implementing Regulatlon (EU) 2017/1527). The Supple rnentary Dosgsier ains
only data which were not submitted at the time of the Annex I inclusionof uoplcollde@mer @oun@a\f@
Directive 91/414/EEC and which were therefore not evalyéed during theffirst EU review. Al @
were already submitted by Bayer AG (former Bayer (%)pSClence) g the Anneg, S 1nc§1on wnder &
Council Directive 91/414/EEC are contained in the é aft Assess eport (D&R) ar@lts A@end&
and are included in the Baseline Dossier provided l;% ayer AG. Q

The formulation Fluopicolide + Fluoxastrobin FO (200+1 /L)g\@%)re iatio @ + g@A F

is a flowable concentrate for seed treatment farmulatigi (F&Econte&mng 20 @ﬂuo@cohd& Th1s
formulation is registered in Europe under ®e t@@: a@ Scegic G»Q‘“‘ S@’mc @01d® s not a
representative formulation of Bayer AGégor th@’A &1 1nc@s1 % l@plcoh@ un@’ Co@il
Directive 91/414/EEC. & \

\
Fluopicolide (AE C6382006) is a fu@lda %ctlve &b dev&lpped@ Ba@ It %e on@ active
substance in Europe representing @ Classgof ¢ stry=(pyridir lm@l be@am1§ witfa unique

mode of action via delocalization a sggctrln-@%ke pr@ﬂn 1@6 Oo@yceté{’ung@

Fluopicolide is active against@w 1de°<@ng f@om@te fi @él lo@Qose rates a@nst Swide range of
Oomycete (Phycomycetes) &i‘seas&mclu&g downy mgldews @Eseud@peronéapora Peronospora

Bremia), late blight (Phyﬂ%’hthor@ It ct1v§ agalggdow 1I@S ar%?some Pythium
d Off ti @

species causing amp;zggg ) @gner%nce -, Q" x, N @

Fluopicolide is redigitibuted via t§xyle ctix@disease contr&) can 3@ achieved from foliar

and seed applications. F@plceg is used 11%mxtur@1 aragge of&@oha@‘mulaﬁons in potatoes,

horticultural cré& an@mdustrfél crops suc!%&s oﬂsged @ %

Fluopicolide @s a &%ﬁg tr\'@@ re%)r% of ste u,sef@n a l@%e nimber c@targeted crops within industrial
crops. . ¢ 9 S @ @’

Fluoplééﬁde can be @rmul@d Wlﬁt %acu@@mgr@ﬁms@l different types of formulations to
optimise and com@e its @“V%% «p\j\ & QS

The developmeit of \\ stan@ of B my@@@s a%s;ﬁstmg, well-established fungicide groups
represent a thl@t for & (jn op farnfers by@crea& thegomplexity of their plant protection programs
leading to sé&@re ec#o Qmpact 1. With. fluopisolidey farmers in EU-27 have access to a modern tool
for their i grated crop protec ms,Ggontrilting to effective and sustainable management of
resistan@evelopmen%nd PES! ervm?hlg@kvel @wprotectlon against Oomycete diseases.

By reducing the O &cet ma@, ap &atl of fluopicolide + fluoxastrobin FS 350 on target crops
contribute to the achievemgent of pptimurs emexgence insuring yield and quality, thus securing sufficient
supply of higlggfuality oils fc@uro n consumer destinations and markets abroad, for the

processing @st&% %, @
@
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Use pattern considered in this risk assessment

Table 10- 1: Intended application pattern o @ N
5 ﬁr\? @
Crop | Formulation Application Application#ite per treatm@ht
K & o
Conc. of a.s. | Method | Timing | Number |Interval between |g a.s./100 kg seeds | kg seeds/h@ g a.s¢ha
applications min - m min - ma®| mipsmax_ 2
Rape, [FLC: 200 g/L |Seed BBCH 00 |1 na. @ FLC: 200 & 2.5-64 Y [FI&S5- 12>
winter |FXA: 150 g/L |treatment WV, FXA: 1?@ g}’ %A: 379 @
@ Q& &© ®© @Q}
Definition of the residue for risk assessment N @@) Q & % @}
Q)
. S NS
o & & TP s

N S
The definition of the residue for risk assessmént ha&@éen a@ive ®'§ the @ironﬁ%ntal@a&;@@ter gee

MCA 7.4.1) for ecotoxicology only soii%surfa@’ wat&’ and ‘sediment ar€yelevant e nmental
compartments. The residue definition foi%isk as\s}sst is @efor&%ve&@: k)
@ N 9. O & & 9
RS & p o
Definition of the residue for ris@ssess@nt o ®\ @b @) SR
o © O & o ©© &S
@ N v @J@ ?° Q D
. N SN N %
Soil: Fluopicofide, M-01 (@65@3@1 1), M:02 (Al C678788).M1-03 (AE: 0608000)
Surface water: Fluo@@glide, 9-01 (ﬁ (§371@L} M-Oé(xAE @§7 I@M@(AE 0608000)
Sediment: Fl&pico' 9 o \© é N \Q
S e & s O &
N
§ L9 © <

%, : 9 @
In June 2019 E@?A i 1% a&[\wggal R&R\ort C@ﬁcome@f th esti@r@s Peer Review Meeting on
general recun@ issges’in egptoxi gy@\(@i: 10:2903/spyefsa. 9.E@— 673
AN 2 &0 .
& % &y ® &S
N R X @ @

As pari&this docun‘éﬁ gui@ce and a tergplate&ere @ide&o complete the questionnaire for the
use of residue data ractidxfromf%ol. .to mppo%he ec@ﬁ@xicological assessment of pesticides.

3
7, O
@@Q%@@\o@ &
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Data Point: KCP Section 10/01
Report Author: _ o
Report Year: 2020
Report Title: Fluopicolide - Residue information supporting the ecotoxicological assessr@m of 03
pesticides
Report No: VC/19/038B o S &
Document No: M-687286-01-1 - @ QD
Guideline(s) followed in | - o) O & P
\ Q,
study: @) & a > N
Deviations from current | Not applicable Q@ @@ NS y\gw
test guideline: & 9 % f(\@ NI
Previous evaluation: No, not previously submlttgb) @ R &Q @U @
. . 5 LU & o &
ff}:l(:(f)’/()'fﬁ(cllally. not applicable & . RN @ 6\ RS 'S
gnised testing % ZR S A S N %o
facilities: Q @ g}\ﬁ @§ & X <
Acceptability/Reliability: | Yes A\ > @ Q S o &7 N
S S

Metabolism in primary crops
Reference material: Test No. 501: Metabc! gsrn in a,rops \CECLY, 200723

Question 1: Are the provided mefabolisiiPstudiés in pritt ary Lrops supr mitteg Pin t emd&;@ section
sufficient to depict a metabolic pathwagp of re «m ues %yewl&@e th‘@op é@mps cdvered by
the available metabolism s‘u&@%‘? N @

Is a metabolism study avai lable éﬂ cr%@t’hat l@mgs @’the same @abol&% crop@group than the
GAP(s) under assessmexnt? Plgse pro¥ide a@rerv&w of @ avaﬁable in! rm@n

r— &
N v
The following m@oli% stud@re %@ﬁilablgor @pico@e: S @&
AN N S P @ <
Report re @nce P thor, 5 Crop rop Ap%lication Fluopicolide
g 6§ w.year © q(&lt(&gg ©§ § @ label
& 7 v o v U-1C-
&@ @@ é F it cgo§ @s@ S phenyl]- and
M-241268-02- Grapes™ Foliar [2,6-14C-
NS 2 (F@&y N v
S S SHEFS pyridyl]
2 $ @ i IS Q Fluopicolide
@ € < o Q . Q KO3 [U_14c_
A
9 ©l 9 @00 @\d @é phenyl]- and
M-2 7-03-1 | @l%?tu rop Potato Foliar [2,6-14C-
[T SRy pyridyl]-
* § g\% @ RO Fluopicolide
Ko Q
" S @ &
W AR
< Q & ©@
S
Lo 9
SIS N

N
S &V s
! The ﬁolism study should be conducted on a crop which belongs to the crop category representative of the
GAP/intended use/representative use (e.g., a metabolism on fruit crops should be provided to support the GAP on
pome fruit). It is also relevant to highlight that the metabolism study should be compliant with the GAP in terms
of type of application (foliar, soil treatment, etc.), location, covering the dose rate of application, BBCH growth
stage at application, PHI.
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[U_l4c_
phenyl]- an
Leafy crop Lettuce Foliar [2,6-14C-
L) N
M-241269-02-1 S| i
i Vas 2004 Q> Fluopé\c“hde C@
oy
[Wel4Cs
Lea%:)c P | Lettuce Soi]vg%nch . &nyl@'@@
@ & Fluopicolide
@) ) &
& &* ” oheayii-
Pulses and >y < Seed @ ph@yl}' %
w 2009 oilseed é rape Q tréatme &[256' @_ I
(P/OYS” P gat w | S pyrigyl]-
o S @ E} Flyopicoli
& S 40
@ @ %

Metabolism studies have been conducte thra@mp @oups@lth fo@r a@watu@ n @1 f
(F), root (R) and leafy (L), and since th&metabdlis \sum]@ in allhree &@op gp%ups thu

are covered. Additional studies are av@tablecoverifg thq dkench apd se@%tre(ﬁ L%S the
foliar applied metabolism studies @e lgg%n pr@’ous ev1e@d agihe E evegj %llowmg
conclusion was made for these s1es S @Q O

6 @ &© 29 S
Lettuce, grapes and potatoes ffédliar, a%wphcat@) @ Q o

LN
When fluopicolide was applied as a foliag”tre tment the qu@%ty ofathe etaboh@s formed was
extremely low. When fl 1c011@ eackgd the @11 dur@g apphcau@ it wi dded and there was
an increased quantity O‘Nhe %)abohtg@M— 53713y and M4-02 €4 C 88) taken up into

the plant parts. Thlsb«\lgnform@tb n 1%sufﬁc@nt to@over\@e pose&represe%tlve uses on foliar
&

treated potatoes, leghce and% uc&@ ers. @ @ §9
& N ‘Z§ \ o @ @@ & @
Lettuce (soil dne%h) \ & &\ N <&

Following s

applcatio Q%wt @J’ 14&;pheriy]-flu colldex\“[he majority of the residue
O)

dre@
consisted of fluopi@plide with s%mﬁc nt amQUuBts o Q;‘ -01 (@ 11) and minor amounts of M-
06 (AE \(@3890) Noxgther sipgle @bol% compris @@ore \t@’n 1% of the total residue in any
matrlg& @Q § o @Q % Q

& o~ N
Oilseed rape ( sec@reatm%nt) °\© v é =

The only pronﬁﬁet@tab ed “was 1\&01 ( , AE C653711), when fluopicolide is
applied as a @yd tr ml,se@i rap@eed @Il oth@ metabolites were detected in low amounts
£41% o0 ﬁ@OOZ@/kg@The @}ly observed metabolic reaction is the cleavage of
ﬂuopi@e to forrn M nforfation4s suﬁ{g@ent to cover the proposed representative use on

seed t d oilseed.rape. N
{@ @

For\%e lettuce (58?1 d arui 01156@ rap %eed treatment) metabolism, while these studies have
been reviewed by EU emb tate@they are only representative of their own respective commodity
groupings (¢ IQ y V%etab nd ‘ﬁ%lses ilseeds’), as there is only one study available for each of
these appl 10n t woul no @s possible to infer whether the metabolic pathway would be
similar %n other op @ ps @%d onthis information alone.
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Question 2: Which are the plant metabolites recovered in the study(s) in relative amount and absolute
amount (greater than 10 (TRR %) and/or 0.05 mg/kg)* addressing the metabolic pathway of the
representative use(s) 3?

N

O @
In the metabolism in primary crop studies and metabolism in rotational créy study condu%tedov&
[phenyl-U-'*C]-fluopicolide or [2,6-pyridyl-'"*C]-fluopicolide, a numbersof plant met@lite@rere
detected in matrices considered as relevant for leafy substrates above t iteria of > ‘1¢Q% ofhe t
radioactive residue (TRR) or present at concentratlons?: .05 mg/kgls triggerigg he@ed to®e
considered for ecotoxicological assessments. & @ %@ @
Q Q

The matrices available from radiolabelled studleﬁwere 1ettuceQ)ota@ofoh§§ (asa substifute f&@
palatable leaves), radish tops, wheat forage an seed rape ﬁegage ) @

For lettuce and potato, foliage investigation§wit th ﬁ}olabé‘l%d t@em@were %nducyt%d in

metabolism in primary crop studies after foliar aj catl@and lett S furth@F i iy dstigat]

conducted after soil application with [ yls <{luopico dd1t1 Rally, fo lett

tops and wheat forage, seed was soan da \133 yS age @g atl oil 1th [p§ -
sm@

U-!*C]-fluopicolide or [2,6-pyridyl- @ cohaeLg 1n§met rot@nal stu@

Finally, for oilseed rape foliage @BBCH@W 19$1nvesﬁ%at1 er@ond@d 1 evis@bolism in
primary crop study with both ﬂuﬁohd@nd @—py@l gﬁﬂuoﬁ%olide after
seed treatment. The dose r \ is stud as 1@time 120 g/kg @d) normal field
application rate to aid 1nvemgatl%1 mto metgbohs ﬂUQPICO]J\ n o@eed rap

The metabolites M-0F @E Cgﬁl@ (A& C65§L88) M- 04 ﬁ@E 378) M-05 (AE
1344122), M-06 (A%643 ) ang;M-09 285@met§s@e criteria of ©10% TRR or > 0.05
mg/kg. It should l;éjﬁmed the' m um@veral @nce@a\\tﬁ%tmn@f eac@meta&ﬁlte either as %TRR or
as mg/kg did not ggpicalky comelftom "e@ same am|
@)@ \§ °\ \ @ $
& ”\g
§ £\© S é & © ) & § o
Metab&)lite N g ng@%ﬁ M@@mum@one@}%ration

. ~) @ 0
S T@ﬁ mg}gg N Comment
Q @&60 S N SRS
> O &, %b@%) A
M-01 ¢ P \87.5 @ 2 Zsﬁ% M&@mum values from different matrices

M-02 @ @Q 43@5} . @ @087 ©’ | Miiximum values from same matrix
M-04 ™ @3 A Q’0.87% @Waximum values from different matrices

1@3 & 41.%@ @ Q@L@S . % | Maximum values from different matrices
M-06 @ 28 7 n%).0608© Maximum values from different matrices
N, M-09 v @%@)5 \ 7 Q O.Qﬁ Maximum values from different matrices

©©

2 Thesetriggerstalues @3&9.05 ﬁ@©kg or 10%TRR of total radioactive residues are only meant as guidance. In some
circughstance@ygenepalty go; cthed by toxicological concerns, it may be necessary to identify terminal metabolites,
w are gf@sent at concerations lower than 0.05 mg/kg or <10%TRR of total radioactive residues (European
Commiggipn, 1997).

3 For the€cotox section, a selection of the relevant metabolites should reflect only the representative uses. It is not
necessary to cover the residue situation for consumer risk assessment but the expected residue situation in the field
for the use(s) under assessment. It is recommend consulting whether metabolism studies were summarized
following harmonized templates for further assessment (I.e. EFSA/OECD templates).
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Residue data from supervised residue trials and rotational residue trials are available for each of the
metabolites listed above for the metabolites M-01 and M-02 in oilseed rape (green material) and
M-01, M-02, M-04, M-05, M-06 and M-09 in lettuce. The purpose of supervised residue trials@i@‘;r
determine the magnitude of the residues under realistic field conditions and data from the \trials
should be considered in the ecotoxicological assessments in preference tﬁ from rad@ clled
studies. In addition, a number of conjugated metabolites were detected andf@dentified in samp f
wheat forage sown 29 days after treating soil with [phenyl-U-!*C]-fluopigolide or [2,6§rid}§ﬂ-
fluopicolide in an addendum to the metabolism in roggtional crop gtudy. These _metabelites a@
reported as %TRR only (and in some cases the %TRR i§;¥or a radio-p subsequen@?’ si§wed 10
different metabolites). In all cases amounts do not exceed 10% T The metab&lite c ent@on
has been calculated from the reported data and exce@ds 0.05 mg/kéfor M-18, M3, M-@, M©®, M@

27, M-28 and M-32. S &
" o @ RO o @
Metabolite Overall Mz@imun&%nc@rat{g@’ f@ N Q
%TRR mg/kg© "\9@ r@kg @§ b@’ @oernt %
@@ L © @s free Q> S @7 @§
conj:ﬁ\gates\\ %&tabﬂ@te) <P L9 &
M-18 (P11) 1.6 B086 |« %@1 «” | Apimalgetabfite observed
@ %ﬁ(}% A8 w \@’ E@q hengpow &Yat. Sajfate
§ N) §co jigate -067%r its
R 6 o O O &
ol 2 2| & S Fiwr,o
M-23 22457 So0a2e 7 6058, @ |@malonyl gluédside
(P2a,b) S §9 @5 > S corbj%@ates of M-04 and its
? & S8 g soisthier &
M-25 (P4a) 634 O 90390 R . Q9 « | Majorfdbmetabolite in bile.
N © @9 @ § §9\ © D onj@ate which contains
§ é \5 § < | © @@ «_ | both phenyl and pyridyl
g S g &> @ 1@ ﬁﬁs
M-26 (P4bb© @%).4 AQ 0@@@2 & S - S q Conjugate which contains
N 4 N S %, | both phenyl and pyridyl
‘\@ R %9 /@% S © \(\@ v rings
Cy NG &
M—2ﬁ§ﬁ)4c) L @74 [$) 0.082 9) * - Q\Q Conjugate which contains
@\; &\ SESEES BN S both phenyl and pyridyl
N & 2> ¥ | © S rings
2) y f 3
M28 (PS) g,| 35 @© 70293 ¢ @180 Malony! glucoside
Q| O 0 SN DS conjugate of M-06
M-32 @O) @gy § @j%\iSé& %" o %@ - Conjugate which coptains
N Q D both phenyl and pyridyl
<& W\ @§ rings

N

Andividual %TRR fopM-233M-25.M-26@hd M-27 (called P2a,b, P4a, P4b and P4c in the
report) have ggen recalcul froitPre d data.
por) have &g be &@f pofe
N @
M-18 a M-2§§§fe k]@rn a@ﬁal mggbolites, and M-25 is the main metabolite observed in rat bile

(ca. 5 dosé@ S

RS
M—§> isa lony@luc ide conjugate of M-04 (AE C657378) and its isomer, while M-18 and M-28
sulfage’and malonylglucoside conjugates of M-06 (AE C643890). If ingested by a small mammal
it is umed malonyl glucoside plant conjugates will be cleaved to their aglycons via glucoside
conjugates. When considered in combination with the levels of the free unconjugated metabolite the
overall maximum concentrations are as follows.
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Metabolite Overall Maximum
Concentration @f
%TRR mg/kg N
M-04 59.3(59.3) 0.928 (0.870) S @® S
M-06 5.6 (2.8) 0.251 (0.068) @@ S \@
Values for unconjugated metabolite are in % § § 2
parentheses <) g*ﬁ y;\ N &
Metabolites seen in the confined rotational crop study axe presented in Appen <:Z)-) 1 0@5 y\g@
document. & Q %, QQ ©©
R\ S ot © 2
& v L@ R 9O o @

. AN N w
Question 3: Is any translocation of pesticideresid ‘Gg:. obsetved jfisthe d@ n@rts of the ptants?
Could it be drawn a general conclusion on nsl% ion gf residues ba@ on the available d%%w Le.
is there any particular distribution of the&gs@u@’ob&@ed g@)ec %c plal@tlssueglea@j gra@%

roots, etc)? Is this occurring over t1me7&9 N N & R
@§ W @ 5 ) &\ A@Q TSNS

Translocation of radioactive remd@% fromb\the o1l W&)bSG@d (fétﬁaﬁ 11 plant back
intervals) in the confined rotatio crop 2003 7-0351). Tthp relevant
information is summarised w1th1 he f@llow > tab ral, ﬁ% hl@st re@.les were found at
the shortest interval, in this ¢ & 29. @rs afte 011 @phc%%% Q @

%
Total radioactive residues (mg/kgﬂuopgé 1de@qu1val@xts) 1n%rop@snean g@lues%

Phenyl Label % @:@ So &, v 8
"F\Mal Rgdwac@e Residue (@g/kgfﬁuoplgﬁhde equivalents)
Cro
@ < | 29Day ¥ Y 133 Day 365 Day
Lettuce ~ O B ™Moy o 2019 o 0.53
Radish Tgps O N4y O Q@3 1.75
Radish Réots g > 043, 9 |& @02 @ 0.03
Immafare Wheat 2 M5y Y @ 022 0.86
Wigat Grain O 3 o016 ] O o 0.05
Wheat Straw - \g N 1856 0.84 2.37
Pyridyl Lab&g> b /(@Q Y I S) S
@?rop @QW @@ OTQ@lzRaH@goact)@ Reg@@le (mg/kg fluopicolide equivalents)
O a N 29 Day ¢ 133 Day 365 Day
Lettuge O o 27,2 g 0.03 0.05
RadshTops o A @ 196 .° 0.23 0.40
Radish Roots (> 009 Q 0.02 0.02
“Ymmature Wheat ) | ‘O 29 0.16 0.24
heat Grain v 2.609 0.10 0.18
Wheat Sg¢#v . @ & 7.0 0.35 1.01

radio e regidues inplant@atrices declined with longer soil ageing. The mean residues in 29-day

(Raws Agri ities) RACs ranged from 0.09 ppm (radish root) to 13.56 ppm (wheat

sg@), byf&esid de¢lined greatly in the 133-day and 365-day ageing periods. The 133-day crop
7

$

/;l@
(o

Y
@
The tota&%ﬁmt @&so as foind to decline steadily over the course of the study. Total

4 Special attention must be given to compare results at same BBCH/sampling time; particularly, for avoiding
erroneous assessments due to crop growth and dissipation.
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residues ranged from 0.02 ppm (radish root) to 0.84 (wheat straw). The 365-day crop residues were
observed to increase slightly, ranging from 0.02 ppm (radish root) to 2.37 ppm (wheat straw). This
was considered to be a result of seasonal variation. The 133-day plots were planted in Octoben@‘ d
developed through the winter when formation of soil metabolites from the degradation ofgparent
would be slowest. In contrast, the 365-day plots were planted in March When@ plant upt@wou@
be less pronounced, due to the increased degradation. @ <

Metabolism in rotational crops
Reference material: Test No. 502: Metabolism in Rsiational Cropa (OECD 2007h), Test No. 504
Residues in Rotational Crops (OECD, 2007d) \
Question 4: Do results of the rotational crops {uﬁ‘y any transk,)catlo@bf residuesy(U¢
from roots to the aerial parts of the plant>? Ifqio Wh]%P met@htes&ﬁgh&@’ of @ an@g‘?’ %,

1ng @he rotatron@crs@n o
&

Is there any indication of accumulation of emduecﬁ
If so, in which crop categories (leafy, mg}s ce )/chp pa%% is't

he%ccu ation obse

& w\\
In the confined rotational crop tidlies O(B(@/I &4@?707 1), konyl and
‘ c @/ha ttuc heat and

pyridinyl ring labelled fluopicolide wa apph&g to s
radish were planted after 29, 133 and365 daggof a e st tot rad t1V resrdue (TRR)
levels were observed at a plﬁ@ bacf(%nte (PBI) of 9 ‘ﬁays i agstraw .6 mg eq./kg),
radish tops (up to 6.71 mg €q./ grain (up @72.6 n% %§gg) a,ng@lett (up to 1.01 mg
eq./kg). Although total rédioactivi ty t@ st ch overtime irghe sﬂ@eed crops significant
levels were also found at the of %65 da up -@ mg /kgg{l radrslﬁbps mg eq./kg in wheat
straw and 0.62 mg @k ttuce). Q NN

§ @ @ ) &
Based on this inddrmat @% regidues téhd to ‘&c;cum @e \ §@n afy (s rlal) potions of the crops
and cereal gré@ (fo e egl PB&&), bléi er lé*\vels ac lat&wrthm the roots (based on

u
the data for @hsh -
& &) O\ @ w\?
N PSR @@ v
A o O NS °©

Question 5: If th@érP Tor a geed tre@?nem\} other pre- eﬁhergency treatment, is any information
related to the @mtt&e of 1dueg§>t e@i@’post@mer@nce (BBCHs<10) for the crop(s) under
assessment? Q @ @’ @

%] U Qu\f
Q
The seed%‘rlreatment use Go

represi@ ve uses sqgﬁht fi @% cc@ie ren‘éwal

Thexesidues ﬁeld@rﬁals not @\Ier gm ude of the residues for early post emergence (BBCH
?)3 The studies included ar@utral a ess@nt of the residue adhered to the surface of the treated
seed. The ﬁrs@§sessment the r the plant was made at BBCH 19 (green material) and

uct — Scenic Gold®) is included among the

for the se (\1 lant‘lzaot co er01al harvest (BBCH 89). The residues BBCH 19 and 89
were <L (0. % g/ for @etab s M-01 and M-02. For the fluopicolide residues, two of the

@’@Q%

5 I@st b @(fted th@j thl@formatlon may not only refer specifically to the succeeding crops/crops growing in
rotation; also, it may be useful to give indications on a possible residue situation for the new emerging plants
in the area after certain uses. For instance, the data can be used to disregard a possible residue situation to
non-target organisms originated due to the consumption of contaminated seedlings /residues in weeds.

¢ Consideration for the seedling scenario, relevant for bird & mammals and the guttation water scenario for bees
might be necessary.
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trials showed levels of 0.02 mg/kg at BBCH 19, with the remaining trials showing levels <LOQ (0.01

Test commodity | Report reference
Oilseed rape M-390353-01-1
Oilseed rape M-396237-02-1

mg/kg). No residues above the LOQ were found in the seed / rest of the plant at BBCH 8@
fluopicolide.
S S
Study references § &@ @@
N
&8

Authgv, Year < ’ Doss1qpxseferm£/}e @\
o Erummv

Oilseedrape | M-390357-01-1 2610be,{ & M-€A 6.3.5”

@ © @

Y @76\%@%@

20107 W-CA@%.S §
N
\<j

Magnitude of the residues in supervise cl residue trial
Reference material: Test No. 509: Cron Field Trial (HOECD. 2009); Guidelines oa comparability,
extrapolation, group tolerances and data requirements for setting MRLs { Euronean Coimnmission,
2017)
Question 6: From the superviséd res%ue tr s, 1s 1y indicy
time?’ * If so, please indicate the refe@ nce @the Al a@ the
decline was observed. § S S @ @)
N O N @ 9
Were the residue determl@mtlons@erfo da gdayiafter %g last@w&@n or@%%> given time close

to the last apphcatlon(s) g @
S &9y .8

SR S
Of the represenﬁe @s o @16&@% h as any, f@%ue&chne@na 1s @hich contain meaningful
information fg@th otox1é@lo rlsk ess hile o\~a,~’- decline trials are available for
potatoes, th ﬂ@lty@ the résidue els 11 p@harv integvals (PHIs) were <LOQ (<0.01
mg/kg), with only@’ few of theggesult %bem t or tly aovex@e LOQ. Decline trials were not

conduc n the seed &eate@dsee@ e an (1n%or) c@’nb&@%ldue trial studies.
A

The supervised r ue t&'ﬁis foflettucgire kﬁﬂma sed a@eferenced within Appendix 2 of this
document. In thedrials, %mpl de g@rdue 1éyels w@e ty@ally found to gradually decline in lettuce

heads over a I&ay period @’ N N

\
For metaboﬁ%e M- 8 n@y e tr1 sho@d <@@Q (0.01 m/kg) residue levels. In some cases,
residuesswere observed and sQipie of e t;&f sho decline from day 0, to day 7 and finally to day
14. In &ther cases, an] ptum@ the resid was observed from day 7 to day 14, which may be

epr@ned by an L@@(e 0 01 @)m é@ oil@

Res1due levelsgt metabohteQ%) 02 (@hic es not form part of the risk assessment residue definition
for consumefs) Weﬁ%ﬁ ly «DOQ é} 201 mg/kg) in all of the trials, with two exceptions (0.012
and 0.0154pg/kg)>

N NS
@ @Q RN
{N @@ @ §
7 ﬁe re if the remd@lals were fully validated in terms of storage stability, GAP compliance, etc.

81t 1s ioned in the EU data requirement that when planning residue trials, it shall be borne in mind that
information on the residues in ripe or unripe crops may be of interest with respect of the risk assessment in other

areas like ecotoxicology and worker safety. Please include this information if available.

¥ Residue determinations close to the application(s) and/or the last application may provide relevant information

for certain non-target taxa that can forage in the crop area at a time close to the application(s).
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The residues field trials were conducted according to the guidance in place at the time when they were S
conducted. All of the trials were conducted at rates and timings comparable to the requested ]
for the fluopicolide renewal. The residue data are supported by validated methods of analysis and 0
procedural (concurrent) recovery data. The deep-frozen storage stability periodssfor the sam&l@s frody,

the time of sampling to residue extraction), were covered by separate storag@gtability studies. .

N
N & 5 b
O & & &
Question 7: On which crops were field residue tria?performe@ % Has an éftrapaigtion Been é
suggested and is it considered appropriate?'! @ & é\ﬂ QR O &
7 Q J° § & © Q @
P N L@ N O 9

Residues trials have been conducted to %i\;()iport C%le re%@enté?ve uses on&;tat&gﬁz lettuees,
. . LS
cucumbers (indoor only) and oilseed rape (segd tre@mentsanly). S
& & & ° S & &
According to the EU ‘Guidelines omyomparabilitys, ex olati@, ar t%arances and qdata
requirements for setting MRLs’ (SAI@O 7525/VI/9%Rev. 40.3), @s possible tgxtrapelate tle data
generated on the representative cgmimagdities t@supp@ ot simidar cr@ (t specifically

identified within the EU guidancedocumént). Hewever;Yor thepurp of @ren L, n&ﬁ%ditional
uses for extrapolated commoditi€s havgbeen @ughtb ®© © © (S
@ X S @ & Y 9 o
v < N @ 0 2 & ©

G
Metabolism studies in azimals (livestock, fisk)
Reference material: Test No. S03: Metabolisin in Lyvestock (OECD, 2007c¢); Test No. 505:
Residues in Livestock (OECH, 20072); Test No. 235: Bioaccumulation in Fish (OECD, 2012)
Question 8: s a mggtabolism stydy in biom ion study pét of the residue section? If the
fish metabolism ﬁy i@vail@ , dogs™it i&dicatea a@accu@ atiog of re@@dues in fish tissues? 2
RO\ S w f;§ &\ > §@ R
§ £ .0 0w & 5 & o
A fish m bolisn@’stud}%as ot be% undgtaken G@pr fl OplCO. According to the current EU
guidaﬁANCO/ 1 7/2@ re\@ the metal@lism@sh&@ only required where the partition
coefficignt (Log Povdis > S»Based on partifion coeffici At available in the physical-chemical
properties data pa@ge er\ﬂu i oliﬂ@leitlvgyr\the &rent (@opicolide) nor the primary metabolite

(BAM) are con%&red %) be fé@olu%@ %@’ >
<

SHEN N N
However, @@h bi@@cur@%tioﬂ@%d&@ivai@ e 2003; M-241273-01-1). The
bioaccumulation of the fpopicelide r uesé?ﬁsh s determined using a continuous flow-through
set-up oyt 45 days (gthich @ udedya 24%day uptake period and a 21-day depuration period). The
< N X N

NN SN

R R O@ @ N

> & 5 &
@° S @ S

S &S
10 The minin@u nygber o per&ifed re@e trials considers for MRL setting might not be applicable for the

ecotox. Wemight &inld aggSiduedpcline curve with less than 4 residue data points. For this consideration, please
do not d@fegar e regidue only based on the minimum number of residue trials. If the residue trials are
compliant witkihe G able, ecotox experts might use them for further refinements.

n &)x c gues@iight fged advice on questions such as e.g. can residue decline studies in tomato be used to
refifie the £51dues entering throughout diet of frugivorous birds when the representative use is on pome trees? And
can w residue data generated in the SEU for refinements in the NEU zone when the representative use is in
whole EU?

12 If we observe any accumulation in tissues, it might help in case that further assessment of bioaccumulation
and/or biomagnification (accumulation throughout trophic chain) are necessary.
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study was previously assessed during the original EU inclusion for fluopicolide (DAR, 2006; RMS =

UK). A brief summary of the study is described within the following paragraph:
The study showed that [2,6-14C-pyridinyl]-fluopicolide accumulates rapidly in fish tissues (bl 11

sunfish), principally in the non-edible portions, regardless of the exposure congentration. The ady-
state bioconcentration factors (BCFs) for the low treatment (0.8 pg/L) were @( 117x and@
edible, whole fish, and non-edible, respectively. For the high treatment (8.@®g/L) were 4 10@

and 175x in edible, whole fish and non-edible, respectively. Fluoplcohd%:leared rap
tissues regardless of the exposure concentration. The uratlon app& to be bi
“fast” phase as the major component. Based on a o compartme@ model withe who \ﬁsh @e
calculated bioconcentration concentration factor’s (BCFs) were 12 nd 102x foflthe 1@@’ an
treatment, respectively. The time to reach 90% the stead %,tate was abélaﬁ 2 @ oﬂ@

treatments. The depuration half-life was much shgrter at about 0. daé)@j)r bo@trea @5 ents. @x
D L S

o\ %
&

& o
@arg sin
unid§?ﬁ§

gj&n“npo@nt
@g/kg@ %

. e : Q. S Q
The major residue in all fish tissues was unchanged pgtent flixo 1C&h\de:
! Qe o P s

o T
fGopicolid

@} roesixbes
mg/kg

o,

Id{@iﬁe&

o &

R
Treatment | Tissue type Res1dun«§} &

analyse(i\?xtrag\t
mg/kg

&é
)

[

@% Q

froish
@c ﬁﬁ@@

Low
(0.8 nug/L)

Edible

039

U87.6

0.039

876

0o

Non-edible

0.158 9

94

128 4

D 738

3.

k\;

8.Q

0(ﬁ3

7.8

High
(8.0 ug/L)

Edible

0270

855

0°0.27

53

100©

A -

Non-edible

o

1:228

08908

7

7.9 -

2

0.169

12.7

918,
\Y% A\ Z
% PSRN
olld§p1 y accurhulate

Q N Y
9 & 0 .
r%ced tr@§u ithin the tissues of
the @ picolide r

While the bioaccumul;;non §
ue l&wels rapydly ckear from the fish tissues during
etab

fish, the study also
the depuration ph opic@hde v&&e 1d@tlﬁed amd onl}%ﬂuoplcohde was present
0@ ofthg almd fish. . O
ow a?d

within the edibl SN N
As low BCFs med duringthe st for thg\l (§@reatmﬁnt rates, it can be concluded
esi

there is no uﬁrt@of an@mgm ant %@cuml@f s wighin fish tissues.

%

Y

N




Page 16 of 187

B
A

[BAYER - ) -2020-08-.07
E Document MCP — Section 10: Ecotoxicological studies

Fluopicolide + Fluoxastrobin FS 350

Question 9: Can the metabolism in animals (mammals/fish/hens) bring any informatlo@n ©©
v

accumulation/exposure'® to different metabolites in addition to those present in the plantsXls it
possible to observe an accumulation of residues in fatty tissues/other animal fiBsues consideying %
@

available metabolism studies? §
&
© @ %@
The following tables summarised the residue levels f01th1n amn@i tissues / prg@lc s M t}§
metabolism studies: X S
S Q |Q
@? Q RO .
Fluopicolide poultry metabolism study (dose lexel of 10 mg/k@m the.diet)s, < © ,a@
Tota@%@-remdue mntlﬁ@%har&%}ter&s@ (pph
. Residu | Extracte | FL l\k M-@)QMet@@l \Unl& @@\) .{ ¥ Non~
Tissue | elevel d C | | 01y 6@1 @j& @ F T %’ te
(ppb) |  (ppb) AR o| © o
ST C\ oy - 5
Egg 43 42 loy°| nd | n.d@ | Q &. d Ay
white Q| Sl ol o & §@ .
Egg 154 126 17 foad [ad | ™ n. 720 v, 35
yolk @Q o 9 b <§&© o’ O
. @ T
Liver 976 7628 n\i’%k 537 31@9 &@.d. @Q @zﬁ)fz D n.dé\ 214
R o & - N %
Skin 69 47 Q@ nd<y 10 @nd 7 n. 3 22
0 o v
- ) @@ oY @ § T § 3
Fat 61 k., 465 . @ 23 n.d.. 12 15
2 N @ 5. S © & %
Muscl 398 22 . D nd> ndd nd n@ 22 17
e ol Nl il PN RS g@@@ -
— S @
n.d. = not d@@ted IS %© Q" & %\a @ @
M-01 (BART) poultryxmet dy (d@el el @g/k%@i the diet):
lelt@netabohsm N@l Jlen\@ observed with M-01 (BAM) excreted essentially
unchanged follo s re ated | adihinistgation. @ere was indication of accumulation of
M-01 (BAM) ngs 1g ‘I&ropor@n of €he cumulative dose detected in edible tissues at
sacrifice. Only eta tes We@s dete@ed in the excreta, mainly hydroxylation
products <) \
% § S @@ @b
) y %
N % > @§ N
N DI SUSRCARC S
. (g &@ @ &©
SUCTIV N
@ < Q & ©@
L& e oe
eSS
> 9 <&

B3 If there is information of new metabolites in the excreta, it might be relevant for the environment. Non-target
organisms might be exposed to these new metabolites if there is a release in the environment after animal
metabolization.
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Liver Omental Fat | Egg Yolk?* Egg White* Muscle

Metabolite % | mg | % | mg | % | mg| % | mg)| % r%@
TR | eq/k | TR | eq/k | TR | eq/k | TR | eq./k | TR | eq./k
R | g |R| g |R| g | R |2 |R | |
Chromatographe @% ?g‘b
d radioactivity 98.2 | 10.34 | 98.3 | 1.90 | 989 | 520 | 93.3 [02.59 | 965 3@%
Identified metabolites » {\%j) ~ e @ 5
M-01 (BAM) 96.4 | 10.16 | 96.2 | 1.86 | 9%0 | 5.15 |33 | 259 96.0) 3@?
a) Pool of egg yolks and whites Day 7 — Day 14 @} Q&U é\a Q @@ 3
AN
Fluopicolide ruminant metabolism study (do@&’evel of 10.mg/kg i@@%he d@): & & @}
Tissue | Residue level % % Lotal 14@%&1}3 id&@ﬁed@lara@%ris@
(ppb) Extracted §FLC DM My %@J Pojfgr§ | Non-
ol 06’ o7 - §m

Urine NASG [0S [(39 (885 |- © 47 &
Faeces 216 14.0 [@1.7, £0.92Q° -, < 78,(=§
Milk 19 859 36.9Y O] | 3.9 f@g A@ 4.1

Fat 41 4849 | 784 NS ENER 6.8
Muscle 24 28 5.1 5 S - 2 -9 13 S742
Liver 644 7 899 Y09 1.6 Y 129 -7 ™7 [ 109
Kidney 302 Y &924 % og 8 3;5 o 2 @77.5 Y16
NA = Not Applicable @

* The presence of this rﬁetab%te coul not con, ed& second system 0 HPLC/MS.
§ In most cases thergtwere ff are@ of ioa Q each of which could
contain more thar@ metabo @

@

e pQ@r re gﬂQ
M-01 (BAM) ant me&boh m stu%’ A
There was i atl@ of aGumul@bion @f M-0 BAI‘@ in il

ar@ in the high proportion of the

cumulative dose d&ected'in edible tls%les aggcrlﬁ Q\do@r?jxte%ve metabolism was found in the
liver andkidneys. X N
S & & & SR
@ O N
Conventional extgation: > %,  © N g N
N) \nm@} Q D
Sample @ @ ﬁ%{ Qy 2- @)uiéle Fat Pool Liver Kidney
o O B apon P
TRR [mg/Kg] Of 104 Q| @690, 5| 0.238 13.977 6.249
=) N S 7
& %S |wof| @ I ;
N Yo of ) of |mg/k| % of | mg/k | % of
" "N . @\}“g/‘@T@%gmg TR| g |TRR| g |TRR| M&ke
N "R R|o R
S @ S
M-01 (BAI\@@ %% é@2.1§.085{’§69.6 0.481] 92.4| 0.220( 16.3| 2.278| 9.4 0.586
N @
Ll’Glum@‘m% | w2 Q| | | | | 1432007 --
con]ug@(% @@ Q) @@
L2,§HD@ela' N - - - - - 23.3|3.263] -- -
& @ > o
@M@Hmé S | o | | | ] 3585015 228 1423
©
L5/K43, FSHD/3 | | | ] 13]o0.188
L6 0.8] 0.118

Dy

©\1
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K1/K2 USHD/3 192 1.198
K3 1.1 0@%3
K7 USHD/10b ©© 9.9 @%.61@,)
(o RS
K13 N \9©@ g@m
Total identified 82.1 0.085| 69.6 0.4817%@.4 0.220] 1.9 12'8;@‘2}82.1 Q\\ 5.122]
8 @2
& S N S
References % Q& . &© &Q @© @
o _ @)@ N ®© 2 @@%
Test animal (test | Report reference Author, Yea > Dossietyeferénce
compound) é @@) %é& é% @%’ m:@ > ~
Poultry (FLC) | M-233361-02-1 . Ql Y MCA®22&7 &
Poultry (FLC) | M-233977-03-k_ <) \©M— 62,2 S
& P& @gé SIS
Cow (FLC) M-23339160-1 45 03 U] O Mcab23 o
Cow (FLC) M-218626202-L, o b@UM—(@y&Z‘&
RS o SR
Poultry (M-01) Natavailable d < @imi@ry results provided —
& Q N & report ngf@et finalised
Goat (M-01) “Not as%ailable 7 @O Pre&mina@esults provided —
& @§ 9 NN é & reporg, not yet finalised
N I O O N
s .9 @
@@@ O oy ¢ &
Q @@ 5 & D & > RS
IS & O o \§ <0
2 NS Q
§ RN > é >
o O & .09 o .0 @
VW 0O O S & D
¥ o K &2 ¢
=) S o L2
> A o O
G @ © «Q
& %\% % &
& & & ©§’
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CP10.1 Effects on birds and other terrestrial vertebrates
CP10.1.1 Effects on birds , @ @©

N
The risk assessment has been performed according to “European Food Safey; Authority; @da e
Document on Risk Assessment for Birds & Mammals on request from EF (:\\ (EFSA Jodgnal ;
7(12):1438. doi:10.2903/j.efsa.2009.1438), referred to in the following as g A GD 20(.§£’. @

% o <P
SN
Table 10.1.1- 1: Endpoints used in risk assessment VC@ @ é}y Q\ @}@ &@
~ < Q\% § o
i N
Test substance ?slsstl:ssment ;l::zies Endpoinﬁ@%@ Q & Re@g@nce& < &@
0 @ S) @

| 200 ;1\4%20576-
Mallard v 01-1Y & E
duck %’&% \@ - g@A 8.1.9/01@7 D
LDy > 4 P18 mg s kg by o w [EXtrapolatedec. t05§A
R S O"|ongéo
< TS

R ©
Acute Bowhite, Q> v S @ &

: M-240577-

01- N

il o | et KCA 8.1.19/02
o\@ %© §350 § _ é@%‘g mgeas. ke &ﬁ) %}Bﬁrap%?ted acc. to EFSA
NS = Q e
@ & S :
@ S Zebrﬁch&@w ©= l@m./kg w 2015: M-
S (O"R o megRiely @Baaon0r
O D LY a &L " [KCA 8.1.1.1/03
Fluoplcoljde@ @ Blrd@ %Dso @\ _ 2Z§mg a.@/kg %g?vg@h) 0 ;gr;le Gr}l)c ;(l)e()agn acc. To

« Q)

QO (O INNEIF SIS
A "\@ : &bw{a\\i}e J§o% "\@ 5620\%pm§\
§ quaild - L D5%§ﬂ >1 mg a.5./kg bw/day (2002; M-240713-01-1
A O KCA 8.1.1.2/01
S rt-%@ @
S © b@iﬁau@b gm g@\> 5620 ppm 2002; M-

&

Cy,

o
4v
%%
<)

% du§ SDD:s > 2@43 mg a.s./kg bw/day |240714-01-1
@7 \@ S 9 & > KCA 8.1.1.2/02
SEESEY N
\y\? Y o @7 (D @
T & %O £ > 1000 ppm 2003; M-225403-01-2
N
@ Q%? g}bwb\if@@ N L >88.9 mga.s./kgbw/day |KCA 8.1.1.3/01
Longstgrm .
§ S ual Bt =46.7(29.7-89.7) ECy calculation
& & &S me as.kg bwid I
2019; M-660212-01-1
NS AR
. S S KCA 8.1.1.3/03
N2 ‘o
& &
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Test substance Risk Test. Endpoint Reference R
assessment |species Q| D
F <
NOEC > 1000 ppm 2003; M-225404-012
Mallard  |NOEL > 140.8 mg a.s./kg bw/day KOA8.1.1. 3/0@ |
duck Q} 2 2)
ECio =322 1-334) g*? Cio calcul&t&on &
masdgbvia O W K
2019; 6397\{& 1R )
% ~ KCAG1.1.3/62
R g
M-01 . .;! @
(2,6-dichloro- |Short-term Bs:ﬁvhlte II:]C)% 7 ?86’; Ef ‘)71{ § da
benzamide) q SK % 8&p g y
m
@ W
_ 1@% > ZOO&mg %/ng bud, @Ooﬁ)s"l@t‘ﬁ"@"“ 2
Acute Bobwhite q N L7 e &
quail % N Y w\?
Fluoxastrobin @Q L . @776@9@ a.S./@y\ﬁ)w e§)) olat cc. to QFS A
S D
Ma ar\\d% g 9 O Q@ %FSA&&enﬂf?Re ort 102
Long-term s %OEL@’ = mg/k@sb /d@ @ (2 0@ & P
S e A &l@ () Q
o R ]
Fluopicolide + |, ABird é% 5 ol 308@ng tota a.s@ $able &7@.1_ 6
Fluoxastrobin N 2 wa &R v\\< D

a)
b)

EFSA GD 2009,
In accordance wii°*EFS
bw), bobwhlte@lall (L

Y

Metaboll&@s))of fluopicelide %@

Endpoints in bold considergd releva%?f%r riskpssessticnt
The study endpoint ¥@s extrdfi at§ordl
for s

on 2,1.2, tabl

208,

@’%

e g&metriegmean [

gﬂ) = 42438 mg K /kg bnd ze&%ﬁnch
%

\J

QO
to EF
es in

>
&

&
Sy

@

GD 2009. TheGktrap

ch lo@nnah@

50 =

©

o

5%.

@

K

S

. D
ion factor of 1.888 was derived from
ere dosed and no mortality occurred.
of th&hree spkgies d duck (LDso = 4248 mg a.s./kg
& /kg bw) was used.

O L. X
The mééﬁohtes of ﬂt@plcol@ do not p0@‘h1ghe@hsk tovbird @an the parent compound. This is also

confirmed by the
metabolites of ﬂ colide i
01-1 see this dcumﬁ
(AE C65371d and -02

and <0.

is set at one t@ﬁh of the
assessment 1r s%edl

01 p-m. /kg,
the risk @ssment of @e pa
M-01 and M-02, a wisst

basedhon the maxmgum

Se‘@n‘uﬁ

ect

@rod@

S §1de

C6§718

s, déermigéd b

port @99 (

for
coné

(&

)s

e

rein #is stated, that the risk to birds from plant
err@re a study conducted in 2019 (M-683112-
Vels of the most relevant metabolites M-01

0ws§1du
rea& imum concentration of only 0.019 mg p.m./kg

11

n rape sho@cs further below).
)

N

ial risk from metabolites should be covered by
uopu?@hde (see below). As a further line of evidence for
rbivorous bird exposure to plant metabolites can be

ca§ rsh&ssessm@ foﬁ

2020 (M-686445-01-1, MCP Infinito
10.11 .2/01) in foliage s@ple@mn the cofise of rotational crop studies. Here, the toxicity endpoint

assessment endpoint for the parent (see ‘Refined risk
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Table 10.1.1- 2: Calculation of the maximum amount of active substances on one dressed seed
Crop Product loading Content of a.s. Nominal loading/ Max. amount of 3&"° @
[L prod./dt seeds] |within the product |application rate (NAR) |on one dressed{ d» ?
[g a.s./L prod.] [mg a.s./kg seeds] %&[pg a.s./seedL@ 0
Winter rape 10 FLC: 200 FLC: 2000 ¢§ FLC: 14% . Q@
P ’ FXA: 150 FXA: 1500 FXA: A@*S @ L
a) Assuming a weight of thousand seeds of 4 — 7 g according to GA@F or the calculatiens 7 g was used&s a wgrs@ase. Ko
> SN @
Table 10.1.1- 3 Rel t ic focal ies f t-tier risk @Q t %@ > é\g ©
able 10.1.1- 3: elevant generic focal species for -tier risk assessmen
g P %@‘S 258 KS - RO A
’ N
@g@ \Calgu@%?on of Fesidued & @@
Scenario Generic focal speciek 5 \)@j ~ @ @K \%
S) %@%cu@‘sses&@nt b@ Refprodugtive as%smento
8 @ O Q" & %}
Birds feeding on seeds Small granivoréys bird\ N N %@ 0.3 &% . S &eR x Q.3 x ft§
(small seeds) @ oSN @ Q % n & o

NN S ©
Birds feeding on seedlings |Small omcgl@)roué@%rd "\@ NAR/S&@S § N NA§; 0@ ftwa
@ 2 D, @ (@) @ el 2

NAR= Nominal loading/application rate @@ o\&@@ @@J (@@\\JJ @QJ) @§ @\\JJ @©> é
v
& &) .
ACUTE DIETARY RI&@AS%S@SM@&T S L oo S
@ o
s S T 0% PN

'S % S
Birds feeding on @ﬂs g § Q@ > §9 @ s
SRR I I
SR NI A >
Table 10.1.1-@ %iﬁt-tier@cuter@kas@%sme@ﬁr bixds fee gon@eds (fluopicolide)

4
Cr o\@ Generic fecal ?R SERS wa @AR x O |LDso
op ST |species @ [mg ais:/kg fs\\esds] ©§ &‘FIR/@ [mg a.s./kg bw]

Winter rape Smaia@\) & 0.3 &, |608) 2711 4.52 |10
gr%@orm%bird S}
L S
S) .
F &P EF O
pleolide calculat

TER. |Trigger

@A

2@9 o\@ @
@ NS

9

N
The TERAégalue for fluopicolide’calcufated ithe alfite risk assessment for birds feeding on seeds is

below th%cceptability“ri £10. Pher e, fi rtHier refinement steps are provided further below.
ptabilityrigg ugt

Q N N

. \ . . \
Birds feeding (@@%dll@s © @ &
SN
Table 10.1.1;@% Eﬁ@-t%&ute«;{ﬁ assegnent for birds feeding on seedlings (fluopicolide)
@

N . Q
< G@nc fokal ?AR NAR/5 x  [LDso .
Crop <®@ g@cies @ Qlmg a.s./kg seeds] FIR/bw FIR/bw [mg a.s./kg bw] TER. | Trigger

MO
W1t®rap%@@omn§@6m i 000 0.5 200 2711 13.56 |10

A

&

The TER4 value for fluopicolide calculated in the acute risk assessment for birds f