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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTI
PRODUCT

Fluopyram was included in Annex I to Council Directive 91/414/EEC in @13 (Regula@
802/2013, Entry into Force on August 22, 2013). This Supplementary DossiegC ntalns onlyﬁata @
were not submitted at the time of the Annex I inclusion of Fluopyra under Coungil Digeetive
91/414/EEC and which were therefore not evaluated during the first E %ICW All da@ Whl@l we«&eﬂ
already submitted by Bayer AG (former Bayer CropSc) for the ex | 1nclusmu;1 undg%Co

Directive 91/414/EEC are contained in the Draft Assessment Repo(@l@ and @Add@a and are

included in the Baseline Dossier provided by Bayer. @x é\a Q @ c&

The formulation FLU SC 500 is an SC formulat;@ntammg 500’/k & Tlu@ra
is registered throughout Europe under trade na such as L Pr1 1

representative formulation of Bayer AG for the@nnex@mclus@m 0 uop YL . CO°Ebl;lCll D‘ﬁsectlve
91/414/EEC. o 9 & ' N
N v 9 & @ S @7 @
ST S D @ ©
FLU SC 500 is an end use product p osg‘g\for q&@in t@&ﬁeld a

pattern shown below. &© %ﬁox N N § S
Q S O N, ”\9
o © O § O 9 O
o & TS @S U
N AN o
Use patt idered in {iis risk asse§érm NP
se pattern considere lll@ is r ass@gsmg &@f § @ \25@
~ S N
S @ o S
v 9 O N . N .
1. . S S Q & ~
Table 10.1- 1: & ndg%plﬁ(@o;%é@erng §9 . Q &
Crop Q Tinti umber | Application| M ng@ Maximum
@Q E of e \inter% els@ ( application rate,
@© @> applicatio® app{1 tlog 5 (r@lge) individual treatment
o @ %(;rang% % & § 9 (ranges)
S S 2 @ [kg a.s./ha]
N S ﬁ(@ < N [d:;y%@ @ prod./ha] Fluopyram
Apple @\ BBCH 7189 |, ot @%;\ S S 0.075
9 & & & X NS
@ @Q @? O o . § v
QOO O N O D
o K &2 o
=) 6 O oF L&
@7 °\ Q @ o\
Q AN N @& 9
S 5 &@\ O
@%
s A &S R
@ < Q & ©@
SN
@ O
S O

@

@
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Definition of the residue for risk assessment

&

Qb
The definition of the residue for risk assessment has been derived in the envirogntal fate chapter (se&

MCA 7.4.1). For ecotoxicology only soil, surface water and sediment are felevant envifénm 61@}1
compartments. The residue definition for risk assessment is therefore given agy S <

o

D
3 S & o
% S P
N PO
. " . . @ Ny @ @
Table 10.1- 2: Definition of the residue for risk asses%ent Q @@ @ s 'S
&— O
)
Compartment Residue definition for risk asses@ent S é\g Q m© @
Soil Fluopyram, F1u0pyram—7-hyd@ Trifluoroacetic acjrﬁf FAY 6& & S
Groundwater Fluopyram, Fluopyram-7- hy&?gxy, Trifluorgggetic &%(TF@U) @\ %, &
Surface water Fluopyram, Fluopyram-7 &sdroxl@@?nﬂu\ghgaceté%md %A) S S
Sediment Fluopyram N @7“@ @Q}j S v (%% (’@ &’
Air Fluopyram w\?ﬁ NN\ AN Q é N ©Y
> SN xS

O\ @ ° & @ %\ @ %
SIS RSN R
EFSA (2019) provided guidance OQ@OW tordoctment the results of r@abo@l ﬁld&g@tudms in
plants and animals for consideratiéd in %e ecotpxicolagical @ asséssmenty @

L
As part of this guidance, a latkwas (@/Jldecf§or a&ques@ ire” for the f residue data
extracted from Vol. 3 B.7. to*%upp@g the e§

ox%:@gloglcgg&asseSMent@% estl@yies
According to EFSA (2%@3 &%spe@we @S nay CO@der this que“@om@ as useful in their
assessments. @ 6 % @

Q A
Therefore, the ques %nalre withsfe m@‘natlo@%on@e re@vant stilies vﬁth fluopyram is provided

on the following é \@ %, \ & & @D
"\ S @ X

& 6\ DS SR

Data Point: © % [KEPSection 1081 & &7 O @

Q,

Report Autbgr:

Report{@r: C1202> S N

Report il @ Fl@yram:ﬁ{esi@w info@ation%ﬁppoutti}\r)é the ecotoxicological assessment
Report No: @ @nSa-Z&(’) 155 ©

LN
Document No: ,,,Q M- 7@%_ © YD
Guideline(s) followed nQ -- @ @K@ @ o ©>@ «§

study: @@ f
Deviations from current ﬁn@@ }ulda@e no@@pphc?e
test guideting:
Previou@aluation: @\ No@ot prev1ously@ubm~‘cd
GI_@fﬁcially Q@ot a&@wable@ §
recognised testl% &
facilities: N @ @ Q
Acceptablllt,@ehalgf%z s Y o

Yy O & 9

W
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Metabolism in primary crops

Reference material: Test No. 501: Metabolism in Crops (OECD, 2007a)
Question 1: Are the provided metabolism studies in primary crops submitted in the residue se«:{ln N
sufficient to depict a metabolic pathway of residues? If yes, which are the cropygroups cove@%by

the available metabolism studies? N & @g
Is a metabolism study available in a crop that belongs to the same metabglism crop grc@thaﬂ@e %
GAP(s) under assessment? Please provide an overview o@e available &ﬁ&) ation.! °« \@ é\a

icant r : @ & S @ @
Applicant response: g Q L = &

@

The metabolism studies are compliant with the use @ttcms sou%@t}fpe of ap@aﬁo@ose@?& LN
BBCH growth stage, PHI). They are presented in l. 3 B.7 of the DAR* No data gaq is ideﬁfiﬁed&@
as 3 crop groups are represented (foliar) and the fjgtabolism i ilar @ meta li&@ tud -a;%@
is available in a crop that belongs to the same I&etaboli@n Cro \(b the&@P(@Jd@@s esSment
(grapes and apple). O Y & & 6@’ KN

% o
The following metabolism studies are av%ﬁbleo@@l:llmg%m%@ A ©@ © @7 g
Report @ Crop S

o . ) ~

reference Author, Year (@Q Catogory é\g %ﬁp E pp\l@imn <@§10 m;a@l
M-282177-01-1 q CHEREN ) Sy [@“C_ S ,

006 i o Grages Q@W $ e e
M-282460-01-1 _w;@e N | 7 & {¥2,6-F-pyridyl]
M-286400-01-1 @

7 | @ | [UB'*C-phenyl]
_— COLAPS < | potgts | Foliar, & [

Hﬁzo@ ®S @6@ O E o JRetcoia
a

.

4

M-286531-01-1

@ L
S
M-283161-02-1 | Susecand ] ¢Z | @ |[ULCphenyl
YETRETEY 0%5%%5 S g
Aé@f @) ©§' o [2.6-4C-pyridyl]

M-298796201-1 D O 9 o |o Y
&@ o < Bﬁ IDrip [UL-!4C-phenyl]
M-298741-01-1 o peppetl” | imigaion
8 %@’ [@ [2.6-"*C-pyridyl]
(@alﬂG@s Seed [UL-!4C-phenyl] &
M-345948-4%1 %ﬁ‘ops @G) s %eat treatment [2.6-1*C-pyridyl]
- - B T @
M-615284.01-1 © o\% [UL-4C-phenyl]
Miscelldf@ous | Rice Foliar
M-615282-01-1* @ N (2.6-1C-pyridy]]
N R &

UL : uniformly labglJed. *For information @ not vant for the crops during AIR review, will not be detailed further.

& B
Metabolis: dimﬁve 1 conducte@in three crop groups with foliar applications, namely fruit
(F). root (R) and@lseb@ld oifseed (ﬁ%). Since the metabolism is similar in all three crop groups
thus a er {op groups age covered. Additional studies are available covering rice, the drip

\§%@@?®/§o%
& &

1 The mefabolism 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 erops 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, ete.), location, covering the dose rate of application, BBCH growth stage at application, PHI.
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irrigation and seed treatment uses. Apart from the wheat seed treatment study, and the rice study, all
of the foliar applied metabolism studies have been previously reviewed at the EU level; the following - S
conclusion was drawn from these studies: . IS
EFSA Journal 2013;11(4):3052: “After foliar applications, fluopyram co@titutes the @Ejor ©
component of the radioactive residues, accounting for more than 85% TRR i grape, potate_[eav S)
and bean leaves, collected 4 to 51 days after the last application. Fluopyram was howeve@bse@?
in lower proportions in potato tubers and bean seeds, representing 5% to 2%% TRR. In thése matjees N
the residues were mostly composed of the metabolites ¢€sulting from<the cleavag%?f th{baren&

S

molecule; fluopyram-benzamide (M25), ﬂuopyrarn-PAA%\/MO) and pyram-PC@QM4§ é\g &

A similar metabolic profile was observed in pep@ followinp irrigatio@?&ivith <<@uop m, @Q}
fluopyram-PCA and fluopyram-PAA-glycosides (5\\ unting for 16% t(;@@yt% 1@1 in its. [..:
Globally, the metabolism of fluopyram can be r rded as si@ar ir{y all pla@gr()@ ) Qs@
S S
2o S

@

RMS t: R N
commen @g\g O \\\ S &% S

9

Q

R & &

& O N @ S

o O N O L W92
N N 2 § S % $ <&
N %@9 SRS °\© é N "\®

> @ S RN

O Ny @
S @6 o O @ Sl
N s SR SR
2 & Dy @ v
S & & & o &\
A @ \Q% o \@ % \@
SIS
5 & & & .~ o
QS L LS
@ 9O g © o O %
A N
S\ L 4+ 9 @
@7 o & @ &S
°\ Q @ N
Q N S0
N N S I & &
S 5 &@\ O
@%
N %%gf § N
&§ Q Q" & ©@
& ge
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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 o

representative use(s)3?

Applicant response:

The metabolite pattern can be regarded as similar in all primary crops and ur@er differengapplic;
techniques (spraying, drip irrigation, seed treatment (see below, quest@ 5)). ParentGs th
\

component of the residue.

i >
@®@

aj oir%

Qb

@
The metabolism of fluopyram consists as a first step, of the hydroxylation of the @nt c§po
the metabolites fluopyram- 7-OH (M08) and ﬂuopy@n—S OH (Md% which u g0 fiigther @xos?\z}
conjugations. Cleavage of the hydroxylated metak 1tes and subSe queat ‘oxidation Qe two 1st1n§
groups of metabolites; those containing the trifiioromethyls enyl @oiet arn Eﬁnza@e
(M25), fluopyram-benzoic acid (M33)] and%hose cojttain the\:gpyrldg&lq oi ﬂu@gp ramsPAA
L)
(M40), fluopyram-PCA (M43)]. %@ S @ @ D« @\% & .
@raﬂ@@;nmﬂm C(;Qc}ﬁtrﬁon (fp@ and af‘lp) @
Metabolite pa
@%g@% mgparent, @mmm,t SESERS
& £o/kg & & &
@ 10 N4 N s Gra@ew%@ NN
9 Q N Qe (Symimer leav%s
o 03 @ 020 S écm gzﬁ
S A < @n U
Fluopyram-7-hydroxy % % @ 4,060 I8 eag llag%
AE C656948-7-hydroxy / M98/ O |1 §5 0.20 Shn stragdy
BCS-AA10065 SN 15 | p@ N Pepper&ltem‘@?ate plant) drip
POl G =R
@ < § &% 0245 @ Pepper (res%f plant) drip irrigation
; ~0.8 0:36" 9 atodeaves
f'@ © &\ N %# S
8 S & 0.70° 0135 N NGrape Teaves
(2 N O S @)
(RN Lol < G@%(Summer Cut: leaves
Fluopyram&3-hydroxy-g i3 % é@@o.z O “1% o | meon7
AEC6§;@487hydro c/@ AN T
(conjéiate of MOS) é‘ ) 89. ] @31 %, \) epper (rest of plant) drip irrigation
Q\) &\ é\a @ 0.2% *| Bean foliage
%Q & ) 0.7, 0 0.1% O Bean straw
Fluopyram-7-hydroxy, )%(%ﬁ@ & 32 8@2 @§ Bean foliage
AE C6569 “hydr@xy-glcaMA / T2 °
(conjugate of M08) S @ @7 @{@ 0.9@(&@ Bean straw
@ © QQ @ 0.§@ﬂ ,0'%4 Grape leaves
S S Grape (S Cut: 1
Fluegyram-8-hydr % . @ éS@% @ 0.13 B]gaglelgll)lmmer s Teves
ABNC656948-8-hydroxy FM18 S Roo ,
N @ 0.5¢ 0.21 Bean foliage
@ N NS
& -2 0.R 0.17 Bean straw
F S @
Y O & 9
@@L)& DQ © ﬁ
&8 S8
tri value@of 0.6 mg/kg or 10%TRR of total radioactive residues are only meant as guidance. In some
circ @ generally governed by toxicological concerns, it may be necessary to identify terminal metabolites, which are
present ncentrations lower than 0.05 mg/kg or <10%TRR of total radioactive residues (European Commission, 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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Fluopyram-hydroxy-glyc-gluc
AE C656948-hydroxy-glyc-gluc 10.4 0.013 Dry beans o
M22 &
51.6 0.04 Succulent bean_ @\
Y 4
Fluopyram-benzamide 64.0 0.08 Dry bean 0§ SN - /(\@
AE C656948-benzamide 0.5 0.17 Bean foliage S
AE F148815 0.6 0.10 Bean stgaw) R
&CZE-AAIOOM 10.1 036 I Peppgj(rest of plantfidip irrigation o)
16.1 | 0.006 Peppar (fruit) drip @igaticy” S
0.5 0%@ Hetato leaves © N m© a
Fluopyram-hydroxyethyl-glc 0.2 706 N ﬁear&hage@ % @}
AE C656948-hydroxyethyl-glc M35 Q) - O \ Q>
Fluopyram-hydroxyethyl-di-glc é& @ %\5} &ie%per ‘,85.‘ of c! dr 1§1rr1ga%'n
AE C656948-hydroxyethyl-di-glc 7.0 afo & @ (A G\ <
M36 N W @ R & 9O & 4
Fluopyram-pyridyl-acetic acid @@.50 N 0.0,% &® S}{@?ﬁlm&bean §
AE C656948-pyridyl-acetic acid 4 N @ (S)
PAA / BCS-AA10139 / M40 SENLURS fybg@ & @
&
Fluopyram-PAA-glycoside N) . @ o
AE C656948-PAA-glycoside / M42 ~  [P°0 .9 0'@ ) i{ger %@% drighuigaffon
§ S| 314 085 & @Jﬁcc@nt bean~ Q
. S L@ G010 | Dydean. ? o
N 0.6 @ 0, & | Bean st@% {i\o\’
Fluopyram-pyridyl-cafboxyli (@' 9050 9 . © ~\Bean, foliage )
AE C656948-pyridylparboxylic acé@& @9 5 \0.0ZQﬁ Pepfper (fruit) drip irrigation
PCA / AE C6571 \6& §\ ?\) 3 Q.@ @\/ Seape L%@bs
~
@ ' S REGrape¥Summer Cut: leaves
. 21
@ S O oK & QO (§® BBEHTI)
2 D N98 | 0006 . | Bprato tuber
N < D
A & S N o & .0
N N \ : .
Based on the metgbdlisnt\data d ﬁ&@ res%ue tréks, tg%eﬁmtlons of residues in plants were
established by E : v
YRR (AR «
O | Residue définition” o, 9 o Reference
Monitathie .\ ﬂ@pyrap@pareg@nly) EFSA Scientific
Food of j@t N) . Report EFSA
origin Riosg?ssess@nt \?ﬂuop@ d @{ uopyram-benzamide (M25) Journal
Q& S | exprkssed asdluopyram 2013:11(4):3052
NEHE &
N (g @\ R Q
@ &
RMS comm é R
% Q & ©@
& § SIS
cL T
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Question 3: Is any translocation of pesticide residues observed in the different parts of the plants?
Could it be drawn a general conclusion on translocation of residues based on the available data? gf S

L.e. is there any particular distribution of the residues observed in specific plant tl%ues (leaves, g@ns @&
roots, etc)? Is this occurring over time?* S @)

@ & <
Applicant response: \
A transport via the xylem moves a chemical into regions syith high wateisgl%sses partr@@arly\t@the @
older leaves. On the other hand, phloem mobility moves@nemlcal to @s of utlhza of@mduc‘@ @
from photosynthesis, particularly to roots, growing points, developn@eeds and frt@s @

Following application of radiolabelled Fluopyram t%?rapevme patatoes, beans, Qd bell peppq?and @

wheat employing both *C-labels, the highest radégc ive resid 1evels@§@RR Q@ ues@’ere serv
in leaves and foliage of the treated plants, whereas#he fruits ( %

tato ers, pans, bel pe@
fruits and wheat grain) contain comparable Eﬁlev “Thesniajor re 1du@ompo§ent of the
TRR is the parent substance Fluopyram. Thereforg high Kuop levets wer@ébs edi ave&
and foliage; low levels were observed i& its,\@ers\a ee T%s res’e pattern s théh
Fluopyram is xylem mobile, at least to ertalﬁ\ex&:@ &

However, it should be admitted tha@ost %the W\fdue\@on §9 aft @ph t10n is
a

assumed to consist of immobilize Qges1dué@)’n the*plant StwrfacéThis Vl ca deriyed from

the relative high residue levels infen feliage 6 gra @1 ato iar application)
compared to the far lower resj leve?% n fol@’ge @p and lication and
seed treatment). On the otherdy d the F @ra res1dues in sug ed;r@crop%(uptak ia the roots)
were higher in foliage than@jl see ndr st1ng certaln xyl@q tra@por‘t (:f@next question).
Ny
RMS t: - @ (SMEEN
commen §9 é \@ § O \©© §2@ @& @@
& %\ Q& @%\ > & - § v
RS N9 & 6 @
G 9 S & T g &
S & & & o &\
A& 2 O & O 8
SEN®) S
§ RN > & >
@ O ¢ .0 © .0 @
NN I
9 XN & @
=) N @% y %o
@7 °\@ Q @ D
Q AN N @& 9
N (g @\ R Q
@° S @ S
s A &S R
& o &
& & T
Y <
< @ & <

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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Metabolism in rotational crops
Reference material: Test No. 502: Metabolism in Rotational Crops (OECD 2007b), Test No. 504:
Residues in Rotational Crops (OECD, 2007d)

from roots to the aerial parts of the plant>? If so, which metabolites might be o elevance‘? NS

Is there any indication of accumulation of residues over time occumng in the rotational ¢ sce@io?

If so, in which crop categories (leafy, roots, cereals)/crop @ns 1s the ac@@ml lation observed? N
oL@

Applicant response: X @ @

The metabolism of fluopyram (AE C656948) was m@ﬂgated in ro@@lonal crops@pnng@heat &15
chard and turnips) following soil application =0f either [phchyl- UL ”(% idyl-$6-14
radiolabelled active substance. The application 1425 (534 and 534 g a.s%ha, res ctlx w@& sh@y
higher than in agricultural practice (2x250 T&SOO g s./hay th@\au i d@ax seasonal

application rate). @ O S @’ Ry .
The %8 f?p@ 4 @ é @ )
plant back intervals were 30, 139 and 280 dQ@ fom& cr%s ©© @
TRR accumulated at >0.01 ppm in all r@ted §1;0p m@lces from al@BIs éicep & p ts f@%he
280-day PBI. TRR ranged from 0. 0@1}1}1& roo@% l Ways ppl cafion to
6.156 ppm in mature wheat straw glanted @0 daysafter E:%rll a catl@ ene f;ﬁled with
the later plantback intervals, exceptin wheat fo@gc @%&ie BI fmt decreased
at the 280-day PBIL, to ~2x tﬁmaj\%me The T val& or are en ﬁgthe following
table (Table B.7.9-1 from DAR)
I s &
Table B.7.9-1 : Total R@%ﬁo ve Ref@ues@l{s qn the@ﬂﬂ eﬁtyRA@f ﬂ:@fhl ee rotations
(exp&ssed :@m ‘e, comp@ind ¢ \ alefds, mgkg) .
el 'h N S Smg turnip
f[me/ke] S Qe florage qulav Ditrawe,~ |Gratn d _ [leaves |roots
1" rotation (30 dgys) K 1Q100  NT'783¢ >|6.158> g@ 0540  |0.884  |0.065
* rotation (RPdays’ O  |0OV85 ¢ O[1.12K~ [3@50 <9054 _ (0377  [0.113  [0.013
- roution O dn§” = <012 575032 _J003 2 Jo.164__[0.103___[0.009

@ 0
Excerp&q%m DAR. v@% B § @7 . SERSEES

“Parent AE C656 acc ﬁlted r ﬂle@lajo@n of the r@@lucs in all RACs of all rotations and
covered 56 — 84%wf th TRR @Cs oftthe ls@ma@u_ 33 — 78% of the TRR in the RACs of
the 2nd rotation and 283599 f th @RR"Hi\\ﬂle $ e 3% rotation. In general, the levels of the
parent com@ d@ ith<s se&@nt % acintervals. AE C656948-7-hydroxy and its
various conjugates with uc , m l@uc %E G%{)mers) and sulphuric acid were impoﬂant
metaboli ainly in 1ss c 6948-7-hydroxy yielded 21% of the TRR in the

1 rota increasi to abot 3 % the following rotations. In the other RACs, the
amowqt of AE C656948-7 dro@v tvely lower; <10% TRR, except in wheat hay and straw
fromithe 3™ rotation in C6S 7 droxy accounted for 12.3-12.6% TRR. The sulphuric

acid conjugate @AE C6569 -7—@0}@ C656948-7-OH-SA, was also a prominent metabolite
in Swiss chagdvincreasing Rin the 1% rotation to 16% and 12% of the TRR in the 2™
and 3™ rotafipn, respecti . A@ﬁ C6569#3-7-OH-SA was also detected at low levels in turnip leaves
0.7-1.09 =30- 39-day PBIs), but not in the other rotated RACs.
( §®@jTRR@ andy @ s), but not in the other rotated crop s

OENEISERN
S AN
<

Tt mus@noted that this information may not only refer specifically to the succeeding crops/crops growing in rotation; but
also, it may be useful to give indications on a possible residue situation for the new emerging plants in the crop 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.

N
Question 4: Do results of the rotational crops show any translocation of remd@s (uptake fr@soi&@j

N

@
&
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AE C656948-8-hydroxy and its conjugate were only of minor importance. Both or at least one of them

were detected in all RACs but at very low levels of <2.7% of the TRR in sum. AE C656948-phe
glc was detected in turnip leaves only, where it amounted to 10%, 16% and 10% of the TRRs

1, 2" and 3" rotation, respectively. Two label specific metabolites were i

identified: AE C
benzamide and AE C656948- benzoic acid. AE C656948-benzoic acid accod for 0.6-6.9%% T

in wheat forage, hay and grain, and turnip leaves and roots from the 30-da@PBI; 0.3-0. 4‘§“ TRRS

wheat forage and hay, and 13.6% TRR in wheat grain from the 139-day
grain from the 280-day PBI. AE C656948-benzamide

and 13%

7

acgqunted for 2.
hay, straw and grain, and turnip leaves and roots, and 11.@@ TRR in Swass chard fror@%
3.2-7.4% TRR in all RACs from the 139-day PBI; a

n 8.0%
grain, and 10.3-11.7% TRR in Swiss chard and turnié%aves fro

The metabolism of [phenyl-UL-'*C]AE C65694,
with the metabolism in confined rotational crops after applicgﬁ“n of tpyridydy2, 6— @\ A
X

Apart from parent (main component found)S&he Q&@abo]@s (gr@er t@i 10

the 280- day P

r@j@crop@orre&)

confined gotatio

% TRR m%Whea&

ay P
R@ wheat fordge, ha@nd

I-
. @
48- @
1n*@heat
ag
@
@
ery V@l
s

@%R <) an(@r 0.&5o

mg/kg) are described in the table below: % IS @7 @
AN
) SN Q%rall @nml@l Coq&ntrat&n (C]@*j % N
Metabolite @ )
&Y %TRR-  <fing pyfent eqihg | €ommenr
W04 ST I Fumi 2
Fluopyram-phenol-glc S 710.4 0. O§ > q um@af %,
AE C656948-phenol-gle /M6 R o | & O O o & N
@ Ko Y NS 7
Fluopyram-7-hydroxy © N 126 (04 6@1 93 @Q Wheat }/E%Y
AE C656948-7-hydroxy / MO&Y N RQEEES o 0494 N @Nheat Straw
BCS-AA10065 Lo O ig@ L0160 Y @ s\wgg schard
Fluopyram-7-OH-SA % @ *
AE C656948-7-OH- @Ml N %@J) @6.8@@ 0 @.OS%& N @ss chard
Fluopyram-7- hydn{@@-glc & o131 oloms Wheat Straw
AE C656948-7-hydrox @/ *L R N 9 N4
N
(conjugate of @@ & 1\& & %3“4 & @OS@Q § Wheat Hay
Fluopyram-7 @ldro glc- %) VR 1.5 @Q 0.1@ @ Wheat Hay
AE C656948-7-hydroxy-glc-MA /%112 (g 48 Wheat Straw
(conj1%$ of M08) @@% §’ @ o @g@ é@ 3@7
Fluop 8-hydrox QY e A
AE C656048-8 hyd@%y/l‘eﬁ% ég O 1.@\9\ N 0.087 Wheat Straw
Fluopyram—benz@nde &9 @7‘?\9 %Q‘ﬁr 4 (\@)95 Wheat Hay
AE €65 6948'%“”2& N ©) D28 © @0.169 Wheat straw
AE Fl4881 CS-8A100 MZ\X Q\ 11@}))\ & | 0.06 Swiss chard
@ Q§ @%V" 7 %w 0.086 Turnip leaf
Fluopy benzoic @d ) .
AE €656948-benzaicacid JM33 @ @) 13;@ 0.007 Wheat grain
@ s % £ 0.088 Wheat Hay
Fluopyram-pyri@yt-carboxylic DI6.5 0.026 Wheat f
AE C65694 ndyl&@rbo 2 ac@%CA R ' oa oraee
@ 55.9 0.230 Wheat grain
Fluop 1 su 0x1d O
th}@s Ifoxide 49.0 0.035 Wheat grain
44 M4@
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RMS comment:

& o

N S
o @® @
> &S
Question 5: If the GAP is for a seed treatment or other pre-emergency treat@’ent is any gnfornration
related to the magnitude of residues at early post-emergence (BBCHS«%O) for the p(s@deg\g 2]

assessment? ©) SN R
. & @? & $ @8
Applicant response: ?”\g

Although the soil spray + incorporation use or @ treatmen@ses are no clude?am@% th@
representative uses sought for the Fluopyram rengyyal, the seed tr né@t stu@ is p@ente% here @r
the sake of completeness. N 6

@ &S
The metabolism of fluopyram was 1nvest1@§ed 1@wl§afte Seed @atm with [phegl -UL-

MC]AE C656948 and [pyridyl-2,6-'*C] AE 656948 formyrlated@ SC ue to @1 ¢
dressing rate of 1 g a.s./dt (decitonne = )i a i&lltur%practm% onl erdose € per' nt
has been conducted with a dressing rat X. 1@@g a.s. /‘%Lt @ \

Wheat forage and hay were collect@%s 1$rmed®e p]@% san@l’es %éjwh%ﬁra@nd Zrgin were

harvested at maturity.

Parent compound was the pre 1n@n&€gldu@’n all@ant n@trlce ydro@tlaﬂ@of the test item was
detected as the main metabolic path, r}sultﬁ@vm AE C656948-7, l@ ox@and% C65@48 8-hydroxy.
Subsequent conjugation of the hy@)xylé%l m@%ohte@imth gluc Qand onicggcid followed. As
a consequence, AE C656948-7-hydrox§aglc- and&AE C 69488~ yd%&y @AA were detected.
Hydrolytic cleavage qg[he hydroxylated metabo was @sers%gd as 656948-benzamide
was identified as di cled¥age ductp @@656&}8 -8-h rox?@&SubsQEuent hydrolysis of the
metabolite resulte@&C656$eﬁ%lc ac 656 yridyl- C@boxyhc acid was detected
as correspondm@éou e@art @\AE C%5694§8§ben2agmde 948Pyridyl-carboxylic acid was
further transf@ed b bs@uﬂon@the{@@orm&% for@ AE @ 694§§fnethyl sulfoxide.

Because thjs is a se&d treeﬁ?ﬁent@he p&e{n‘t c poun@uo yram C656948) is also subjected to
metaboligsgOnversion i ites formed by eavage may also be related to the

degradzéﬁ%n of the tesgafem ifyshe soil. Uptake of @hese ﬁ%tabol@s via the roots could be - at least in
part - the reason fo@%elr %%urre@e in tl® pla%%atrg@s %\

& @ &9 @erall%Maqu{lm C@ntration (seed treatment)
Metabolite 2 © @ o g ?
eQ © @@ N %@R cparenty, | Comment
NS G’eq. /K@
Fluopy@ﬂ hydroxy\@ Q S
AE C656948-7-hydtéxy / 1\/%8 / ) 11.]@ @53 Wheat straw (seed treatment 10X overdose)
BCSAAI0065 v .
Fluopyram-7-h@ﬁ)xy-glc@M &@ @323 &b 0.017 Wheat forage (seed treatment 10X overdose)
AE C65694§hydr glc / 152 X [0.073 Wheat straw (seed treatment 10X overdose)
M2 (conjj Q@w )@ 1@9 0.034 Wheat hay (seed treatment 10X overdose)
Fluopyra@z ben@nde Q) @Q
(@948 bﬁlzam%e O 10.4 0.01 Wheat grain (seed treatment 10X overdose)
AEE148 81@%&@ 09 F/ M25

N =
¢ §

N

q

6 Consideration for the seedling scenario, relevant for bird & mammals and the guttation water scenario for bees might be
necessary.
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RMS comment: LS Qb
N
S S I§
)

Magnitude of the residues in supervised residue trial

Reference material: Test No. 509: Crop Field Trial (OECO, 2009); Guidelines on cownparatality, . &
extrapolation, group tolerances and data requirements for setting MEi.s (Europear Comraission. S)
2017)

Q) N
Question 6: From the supervised residue mal there anmdlcgit@n of a@em ﬁﬁ
time?” 8 If so. please indicate the reference tq&he rcs%ue 1 and@ pa& ‘ot d@ tofs;%her
decline was observed.
Were the residue determinations perfonne%lt 0 e&e la@pphc%on @g ata g@en n@lo@
to the last application(s)?° \ & §

Applicant response:

epr@ntatme USC&OI a@)%ll @em ﬁn&@ta that

can be relevant for the ecotox1colo riskassessgent. TP rv &d re%@c triafv are stnmarised
and referenced within Appen%g& of this doc@lent@y &@ @ K

Gradual declines in the residite levels of &6 948 wigge also'dete %?for dpple/pear (fnut) on the
16 trials performed in soutfern arfdnor Ewope, putin 6 tglals an lptm@\vas abserved at the last

3 ys re and sariiples @e taken at the day

sampling. The app]jcatioﬁwa rformed 1

of application and 7, nd 28 after sidiies leve]@ f metgbolites AE C656948-
benzamide, AE C6 8 AE C@ ydro%( an@E 6948- eth {yulfoxide were always
below the LOQ 3, Whetivanalysed. R@due @vels tabolite AE C656948-

pyridyl-acetic w mos bel@@ the EOQ @ 1 ﬁg) h e&gepnon of two trials, where
the levels mc@@d m@ C%) ‘(@ g §1

Samples of%pple/pears were talgf? @e n@ual CO%&:I@BJ hal@est in order to assess the decline
of resi after the groposgd pre st 1nt By@e time of the last sampling, the
apples/pears had rcazeged B S%le@e fo&cons&mpﬂo&\ﬁ‘mt have typical taste and firmness).

The residues ﬁe%%‘nals were %011&? ac c@lmg t@the @mance in place at the time when they
started. All of th d at é\ﬁes ] (-;a comparable to the requested GAPs for
the ﬂuopyr resaQue p rted by validated methods of analysis and
procedural (concurrent) @ov dat g@p frgzén storage stability periods for the samples

(from m@e of sampling to 1du fra n) _were covered by separate storage stability studies.
i e §° 3
Q& AN NS @

> NS o@’ QR
RM§comment ‘o @ S}
& &
é@& 3 & &8
R
*@? S D
SSIEN

&
TP{éser @

if the residue trials were fully validated in terms of storage stability, GAP complianee, etc.
8Tt is m¢@tdned in the EU data requirement that when planning residue trials, it shall be bome in mind that information on the
residues 1n 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.
9 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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Question 7: On which crops were field residue trials performed? 1° Has an extrapolation been

suggested and is it considered appropriate?!! @
Applicant response: Q\ o
Residues trials have been submitted to support the representative uses on appl or the purposes
the renewal, no additional uses for extrapolated commodities have been ought. The@fore
extrapolation to other crops was not suggested. % @§ %@9
@ N O ©
AN @
¥ & & 9 F
B © o

RMS comment: %@& Q& Q &© Q @@ z@}

Metabolism studies in animals (]ivestork fisk)
Reference material: Test No. 503: Metabolismi in Livestock (OECD, 2007¢); Test Mo. 505:
Residues in Livestock (OECD, 2007¢}; Test No. 30‘* Blod:'cumu'a ion i1 Fish (¢ C’J:CD 2012)

NS \ " & \

Question 8: Is a metabolism stud@@ ﬁsl:@’loaccumulaﬁen stady pm@ th@ﬁsldu Se
fish metabolism study is availablexdoesat indiggte @c ion &re @es |\,
y @ s @I % D& 56

Applicant response: § \%
A fish metabolism study has n %been@dc@n fo@Fluopwarr@ccorQ%g tazghe current EU
guidance (SANCO/1118%/2013gev. 3) ffie me SIN S not%qm@or E@%ﬁnﬂcx I Renewal
because the trigger Vaggc of d@ry l:@rden Ya&1s no&ceg wmmhc kpresen@ve uses.

However, a fish concentra n’fn is @walle@% f()@ ﬂuop@am (N 298506-01-1). The
bioconcentration ent1 f flug n yr nxthe aqu gro (32 ti luegill sunfish (Lepomis
macrochirus) inedin a ¢QI ntmu?: ﬂov& oug ij e system. The bioconcentration
part of the s ed £28- da@uptﬁ&e per@ an% 14- das de@ration period. The fish were
dissected L@j} cdlbl d nt&‘l-cd@e tissues. ° %

The avgrage percent gﬁ the ire study & d @f@ed m 8 to 11%, from 5 to 10%, and
from 5 11% in whele™ish samplé&$ in El@ solven ol, in the low treatment, and high
freatment, respecti T]f@ overal meat g hp@zontcn in samples from aquaria A, B, and C
on day 0 and 28@9&15 b@c blﬁgonc%%aUO @ctors based on TRR (BCFTRR,) were
47.6 (edible sue)@ %{9 treatment (6.0 pg [pyridyl-2,6-'C]-
ﬂuopyramflﬁnd 389 ( e tl,&he) a@bés ?@?ﬂh{)l@ish) for the high treatment (60 pg [pyridyl-

2.6-1C]- f@pwm) @ %
The steddy-state BCEfor paré@ ﬂuopyr whole fish (wet weight) was calculated to be 18
and the steady- state@@jF @p uopFTam @rmahzcd to 6% lipid content was 16.

e @ &
& w&@é\Q
%@

10 The er f supe d residue trials considers for MRL setting might not be applicable for the ecotox. We

might l‘iﬁ\.}ld a rgSidue d with less than 4 residue data points. For this consideration, please do not disregard the

re51d ase um number of residue trials. If the residue trials are compliant with the GAP table, ecotox
se them Yor ﬁ er refinements.

11 Ecoto leagucs might need advice on questions such as e.g. can residue decline studies in tomato be used to refine the

residues\editering throughout diet of frugivorous birds when the representative use is on pome trees? And can we use 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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The parent compound fluopyram accounted for > 97% of the radioactivity in the profiles of all water
samples after SPE and concentration. In the samples collected during the later exposure phase of fish, - S
the metabolite AE C656948-7-hydroxy was detected with ca. 1 —2 % of the TRR. Total radioact

residues (TRR) measured were 0.753 mg/kg in edibles (day 7), 1.533 mg/kg.in edibles (da§®4) g
3.221 mg/kg in viscera (day 7) and 12.597 mg/kg in viscera (day 14). @b & ©)

The metabolic profiles for both time points were similar for edibles and viscera, respegtively,.xIn
edibles the major part of the residue was represented by the parent %pound folloWwed b@ he
metabolite fluopyram-7-hydroxy. Samples of viscera exHibited significant hlgher %po 1§ns

X % @
conjugates compared to edibles. In viscera, the majoxX compoundsswere parentgs Sdmp
fluopyram-7-OH (glucuronic acid conjugate of fluo @g}ram -7-hydroX9). Minor m&gaoh det

were fluopyram-8-hydroxy (edibles and viscera), flugpyram-8-OHSIA z%%d fluo amgyrldyl@cetlc @

acid (both in viscera, only). @ R @ @}

Fluopyram accumulated in bluegill sunfish WK{Q a totedgfemdk@@loc@gcent&@’m @or of%%ouﬂéé 7
to 87.9 for whole fish (sum of radio labéled gé@lpou@s ﬂ@yr@’pare@; m&aboht% and

mineralization products) (see table bclow)&% @ \ Q % @ @7 @
Substance uptake and depuration cotstants%nd b@conc&@rah&n actgrs éﬁ X (\§
@ Q
6.0 pg YAy Z6HCI-CY O ﬁu ﬁ idyl2:6- “‘%@ &
Parameter ﬂuopyt@@/L © = - 1o
(based on TRR) Edib%ﬁ %@g)ill;e @@JJ @le @@ EdiQ o é%@@» %h ole
i ) tissue Th ¢ |tissue O fish
Kinetic bioconcentration N © % 55 D 2 &
factor (BCFrag) 476 © @@.4 8797 5.;\99@ 2167 | 657
Time to reach 95 % of % el ™~
steady state [days] & 3%3})@ 181 © (gﬁ 8. é& 1 N 4@ 77
tas) for clearance 3 R & ~
(days] @%\ 7.1§; S |19 i@ @@@ 42, gl 1.8
Uptake rate condant ( 4.6 w582 17.8 §% x| 787 25.6
[1/Day] W 2&@).42) O 26 Sptl @ 057) | (£3.62) | (@159)
a?s‘i;i?o‘%ate L] 005D 037 NE o. & 0.65 0.39
Dagge S (i ) é@i 0.16) | 0. 08@ (000) | (026) | (£0.175)

The OriginTM cal@tcd k%etl FTI@?V%)_@ fortedible q&rts and whole fish (calculated as the
ratio of uptake dep atio e ce@g an rrespgld well with the respective bioconcentration
factors (calculate as the a‘u§l ntra mn 1n and @ water) 48.8 X (edible parts) and 97.2 X
(whole ﬁsh)6 0 HQ py@l -2 ‘6% C]Q pyfar of 41.6 X (edible parts) and 79.2 X (whole
fish) for 60 ug [pyndyl 206 /L@?spe@ely

These V@GS correspofid to tl@calcu@ed t@l re&@ﬁe levels of 0.292 mg/kg edible parts and 0.581
mg/kg whole fish fo@ [pyridyl-2,6 éj%C] %@pyram/L and of 2.49 mg/kg edible parts and 4.75

mgkg whole fish for 60 py*ra% y1-2,63°C]-f opyram/L respectively.
Taking into acc@ﬁit that ine ;@ of't ﬁsh 24.7% of the TRR (sample day 14) were identified
isc

as parent co d%nd f the TRR (sample day 14), the steady-state-BCF for
parent (b olc w&ﬁwelg@ is 18, the steady-state-BCF for parent (normalised to 6%
lipid con t) i @a
& & ~:§
§ W
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Question 9: Can the metabolism in animals (mammals/fish/hens) bring any information on
accumulation/exposure'? to different metabolites in addition to those present in the plants? Ii§° S

possible to observe an accumulation of residues in fatty tissues/other animal tissues considering all @§
available metabolism studies? >

N &@ O
Applicant response: @ N <
Based on the livestock metabolism studies, fluopyram was extensively bolised in @?mal d @

the main metabolite was fluopyram-benzamide (M25) (4996 to 99% infat and mus&]\\> O&ﬁns of@

7o

fluopyram (M02 and M03) were also detected. The livestock metabo rq_\(\? studies w dg\g
2 mg/kg bw/d, corresponding to 21N for ruminant and§83N for poul@/ ith the rese ve Q&©

However, in the feeding studies, more parent was (?\\ vered comp@ed teshe n@abohml studid andy
the only anticipated residues in animal matrices@ye parent ant benza@lde M 0 lefn@ (M@
and M03) are expected above the LOQ with tkg repre@sﬂtaﬂ@; ses&, %

There is no potential for accumulation (goat hen) "Ebls wa \ 50 conc@swn b@é’ed g%rat

studies (results of repeated dose study dlq& t shg ac&g ul

Excerpt from DAR, Vol 3 B.7 \ % @ @

“For laying hen and lactating goat @%ab m stﬁles @e uc e@wﬁh h [ dyl@_;6—14C]
or [phenyl UL-'*C] labelled ﬂuo m at nomjnal rat of 2 @g/kg /da @)ne abglism study
was conducted with [ pyr1dy1 ygm r§ q t10n udies were well
performed and fulfilled the*@ceptablht)% riteria ©f EG, and é§$ uldeh 7& metabolic
pathways of fluopyram in ll\%stochons sted O%be follgwing {rinc @1 metd@)hc %actlons that are
also observed in the rat:, & & @ v\,

e Hydroxylation ofithe et@ne @erdge@f th@mo]&c@le réul‘urg& in ﬂu@yram 7- hydroxy,
fluopyram-8- h@xy, afil a @dro;@lated@

p
e hydroxylatio the enyJ 1% ng to ﬂuop§$—ol g @
o conjugation&[h hy oxﬂatedﬁénetab(ﬂ%XS w&fh gluc@)mc £&id <

Y
o ehmmatu@f Wa fro@ com@unds{@dro%&lated@the efbyle bridge leading to fluopyram-

Z- oleﬁ%: and E@leﬁn%é(E and Z-olefine t

ise into ea@l\g, other),

e moleeylar cleavageief ﬂ@y § ydr@y ﬂuo yl hydroxyethyl (pyridyl label
Sp%‘éﬁc) followe y eitligy conj atl%yvlth &ur(}mc am@r oxidation to fluopyram-pyridyl-
acetic acid (P \ &

e molecular cl @’age ﬂu m- fhydro@’ to ﬂ@pyr@ -benzamide (phenyl label specific) and
formation 0 %m ﬁ%@ sul°f%t or @opy dh-benzoic acid.

Parent ﬂuop@m is @te §Eab % ani 1 Main metabolites in the goat and hen were
fluopyramsbenzamide ( yramty Z-olefins (M02 and MO3). In the goat,
fluopyr -OH-GA @09 of ggom@ anfk opyram-8-OH-GA (M20b; isomer 2) exceed
10% of TRR.” <& KN

N RAEFSEEN Q
(AN Q

N @
&@)éngﬂ@%@
N
&%@@@@*\g@
N oo T
& &
O
)

13 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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Magnitude of residues in pollen and bee products
Reference material: Technical guidelines for determining the magnitude of pesticide residues in

honey and setting Maximum Residue Levels in honey (EC, 2018); Guidance on the risk assessmeizt
to plant protection products on bees (Apis mellifera, bombus spp. and solitary bees (EFSA, 2013).

section? If so, please indicate which data are available and sampling tlmes‘?‘ 1o Q @
: I
Applicant response: © % é\a
Residue trials were conducted aiming to determine the Yoncentration-Ji o Fluopyr T 'S
spray applications of 250 g Fluopyram/ha were perfmgmed ina6-7 @l mterval g Q&©
@

Phacelia tanacetifolia in tunnels that contained bee #bames Tes €s wqre logdtdd in no e@ and
southern European zones. Honey samples were, ~Io ected 2- ]{days th&) t QP hca@on a@
residue analysis was performed for the amounts of fluopyr (AE$6569@8) its me,tabo]i%
fluopyram-benzamide (AE F148815, FLU fenzay e) -p yl-ca oxyllc\amd
C657188, FLU-PCA), fluopyram-pyridyl- % c- ‘8‘. (B%»AA@]E U pA ) gd flu
7-hydroxy. w,

No residues of fluopyram and its ﬁve&et es @U béhzam@ FI@P @LU U-
70H and FLU-methylsulfoxide) w@fm&ﬁ“ abozé\’th @Q @Q =9.01 1@ honcy
samples originating from treated 0§nuea@ tunmiels. De%ﬂled@ta on@st m dings
from these trials are presented in s 101@3A %}% 1.9 @ ©© @ \

@
Residues of fluopyram and {3 membol ﬂuop@am ﬁgmdy@%m‘@fmd (@S P&IOISE?) and
fluopyram-benzamide (AE 1%’48&1@) wef@als o@"*.: alyseg in flowers hee-cofiected nectar and bee-
collected pollen as part_dPa ho@y beg“sern $ feld glal g stu mve@d applications of

FLU+TES SC 500 (250+350) oyto t bee-ac rop&hacelia tana&nfo.-'% t rates of 560 mL

©

product/ha (correspo t@p 40 uo am/l@ ipplication). 1st foliar application was
ﬁ” 1i%wen§% (BBCH 64 whi
I

performed at BBC and 5), while bees were actively
foraging on the ¢ M@ltormg of UES\QCCUITEL t of est J {Q :
samples were cékcte@mm fora hon ees éu § 2nd%t§st item application and the

following da}@Rcs sO @mpyr en@ ge 30 mg/kg. Residues of FLU-PAA
d1d not exces d 0.01 mg/kg pollefpwhi thos ide ra Fan ged between <LOQ and 0.017

(LOQ @91 m}& ailed mfon@atlon themethodology of sample collection,
[CSldll alysis and @he ﬂn gs 0 y 46 pre%ente(k the formulation specific section

thi
CP10.3.1(seeM-@ 841~ s@mge@% 080‘;01)

9 .
@n@QQQ@?m\@@@?

RMS commént: © ©© \\ N ®\ >

Question 1: Are data on the magnitude of residues on pollen and bee prod# part of theg@sﬁ@g

4 Residue section may contain information of residues in pollen, leaves and flowers. For residues assessment, data on nectar
and pollen would be also useful for deriving a more realistic MRL/PF for nectar/honey and pollen/honey. Specific residue data
can be used for refinement of higher tier studies in the risk assessment for bees if considered representative of the situation

under assessment.
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© g S S
i < e &
Appendix 1 e’ b § ©)
PP N S N (O
(OF N O
. . . @K Q @© \\ &%
Metabolites seen in the confined rotational crop study (M-240707-03-1) 3 =5° @\ -G al NS 0
Phenyl label - metabolites %) a7 NN S N Ko e
@ \\ eV @& 2> @& Q N
M-04 01 e OM-06 G FlugfySh
Plot | Crop Part 831 ) aAL;X S Q@{ & & @\\ 5 © @@’ f\\®\ S g?j é&(
o o %TRR mg/kg as. X@/kg @CJOJ/OT% <8 a5 \m%/kg %%RR \:‘@fg as. me/kg »&K\ %TRR mg/kg
equivs X equlvsm% . G . O) equivs @ﬁ 4
Lettuce 29 83 : e |-e 812 ©° |08y [ ogo® | - & N L) 111 0.112
Radish Tops 29 74 - A Q oS3 RN |- @[ 245 1.644
2 Radish Roots 29 71 - JA@'@ - - osagt e ok V- V- @b A0 479 0.069
Wheat Forage 29 68 2P L1618 V 080 a1\ 0% @3S QY L0049 e | <0051 36.6 1.812
Wheat Grain 29 93 A0 WD ol _ B @Y 0006 0003 S 131 QY0021 ¢ 0.022 273 0.043
Wheat Straw 29 Be, 130@(\@“ 1.884 0090~ 3.&@@ 000 [odS | 5 A - 23.1 3132
Lettuce 133 Q6 RS - 609 oot &l 0035 i Lo - - 26.6 0.031
Radish Tops 133 196 - Y N 0,08 INEE - 15.1 0.036
133 | Radish Roots 133 196 ©7 &8 \- Lsad 813 | ovos NP - - 28.2 0.006
Wheat Forage 133 281\ 289 % D 0065 {00,035\ [51 O O-OKQ@ 0.006@, | - - - 233 0.052
Wheat Grain 133 35 2 | 233 A4 [ 0003 19.0° QY3 . 003 - : - 7.0 0.001
Wheat Straw 133 P o\ide 0123 . Qo067 Q255 @ 0215 x G 0107 - - - 15.5 0.131
Lettuce 36500 | 421 7 |- @@\» - oy [ grod 03399 [ 0267 - - - 2.1 0.013
Radish Tops x| 365 421 e\ N ° 875 g} 1755 0.869 - - - 338 0.076
sos | Radish Roots 365 2152 OO - Q7. o [e09d | o022 0.011 - - - 24.2 0.009
Wheat Forage 365 oo [ 598 i AN 0.128 0.063 - - - 48 0.042
Wheat Grain 365 0] 49 o245 .\ | 0013 T 000769 179 0.010 0.005 - - - 7.3 0.004
Wheat Straw 30" 449 ®»d - e 03 5.1 0.121 0.060 - - - 7.2 0.172
& ’V\\,\N & © N @@\W
AR R
e e o < o ¢®
@@@ @’ o %@
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© @7@ S ©
\Ub% A @@ @@
Pyridyl label- metabolites \g{{ @\@ D - ﬁ\@)
M-08 M-05 M-02 M-09 < @Q M-06 r\\j\ O K\Fluopyram
PBI | DALA S
Plot Crop Part /k 7k ‘@% \%}k Nfho/k [
days days mg/kg mg/kg g mgkg @) Mg
@) | 9 R | as | ™% [ wtrr | as | ™% | wtre | A9 med o %T as. %g‘%/k % @ as. %\“ﬁ’ﬂ‘ 7@?& me/k
equiv & equivs & = equivs \X equv@ S e @ g R 29 . g
Lettuce |20 |83 |- - - 130 | 0039 0026 |gfa” (00530 003 O3 LGots | ogos ¥- - N | 358¢ 9 0.108
Radish ) 2 \Y % 5o O b %S
29 71 - - - 33 0.069 | 094 10. g o217 Setes | 48 QF 0.100Gpb0s2 O - - 1.1 1.072
T & >, 7
RZS?Sh 29 71 - - - 9.6 0.0 %ﬁm 3?% 9 6@& >00 > % e o & K\@« 41.1 0.048
2 Roots ) V&@ LG g \4’(%% S Q){Q\ 0(( N i i
Wheat ° K
Forag 29 68 - - - 38 e %’.163& 6oy 43.% 1848 Sos7 @;& ~ IE . 7 fi@%ﬂ 0.063 | 33.7 1.445
g};ﬁt 29 93 - - - 3 &349 02@@@9.6 . Devo @@}5’ ; ®@© @@ & - ‘\@@x 1.8 0.046
Wheat @ J 2, @) \) © )
Stram 29 93 - - | 77 ® 0.544¢) 0359 | qW 0.494, 0.231@Q @@ N e - 349 | 2462
Lettuce | 133 | 217 | - -@@@ - @\ D A0 o 9~ ae- o K\ o O [«NTT- - 799 | 0027
Radish
Tops 133 | 197 &\ gl - O 5 < % »&Q ©© < O g% > A9 - @K - - - 722 | 0171
Radish
. oot 133 o7 S - - 2.9 - Qbo1 &g& 9.6 \ON 0.002@ @ov2 | 19.1% 0&9@} 20.003 | - - - 549 | 0.014
;";}rlzgte 133|282 |- L. @Y @ 0,064 0.04é§§.4 @ 0,005 Plos < 0%6 | 0.008 | - - - 262 | 0.041
« °
D) Y J &
g’r};ﬁt 133 336 . %Q\\)’) g\ @66&.{6 Poss | D12 1O®© 0.2\\@ 0.006&&@@ - - - 32 0.003
C
g‘t’rh:;t 133 336 §@@ 0.@ o.ow@@@ . @@“ 9.0@@ 21 (0007 lv\\q@4 215 | 0075 | 0039 |- - - 257 | 0.089
Q
Lettuce | 365 | 426Q0) 9.0 .005@ @3 7@@ o.ogé@%o.omC 1% [ ooy Too04 |37 0002 | 0.001 | - - - 415 | 0.024
Radish o Q
Tops 365, % 421 - c -\}W\\S.l o2 @g&ls 27.\1) VB.114 | 0067 | 60 0.025 | 0013 | - - - 252 | 0.106
Radish 3
o |Roos 365 421 9.5&%\ 0.0% Q02 g@gﬁg@ (g%\ 001 @@\6} 0.003 | 0.002 | - - - - - - 558 | 0.018
Wheat e @@
Forage 365 410 @63 @,’.{@f 0.0 1« N\ 0.045\ 82 0.020 | 0.012 | 9.9 0.024 | 0012 | - - - 27.8 | 0.068
Wheat 2
- - L _ NN _ _ _ _ _ _
Crn 365 @ﬁ @@@ % 3 @‘@& . O 3 o&?@ 0077 | 142 | 0.025 | 0015 29 0.005
Wheat S
Sty &6@ 44950V 4.8 o004 008 | 14 P 70143 | 0094 | 41 0.042 | 0.025 | - - - - - - 275 | 0277

N O\ ™ X
@Cp@%@ @@ O
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Appendix 2 gf S
5
Summary of the residue decline trials for fluopyram treated apples/pears g\@ A@
Report No. Application Portion analysed PHI K ResidueSQ @
(Document No.) (days) (m J/k% S 7
Trial No. AE,C656948 | <« AE C656948- *\
@ & R beﬁg}nide@“
Report No 0.03 kg a.s./ha*m Fruit 0 1Q~ 00578 @9 §0.01 N &
RA- EI9RP062 14 days before Fruit < 7 @Y 00427 %, Q=09 Q)
(M-757113-01-1) harvest Fruit @ 145 0.0225 © <0 @
Trial No F 1R ©°0.02 & <001 g
E19RP062-01 28 | @ 002 D" @01, @
Report No 0.03 kg a.s./ha*m %Fruit @0 i @35 @ N <0.0.
RA- EI9RP062 14 days before O Fruit; Y 341 & <0,01
(M-757113-01-1) harvest Fruit, G 14 @.0279@’ & 31 o
Trial No A phe @ oozts P ol @
E19RP062-02 0 Bt Y | 8 S 0@ 20,018
Report No 0.03 kg a.s./ha*m @ °« Fruit @ AS) 030681 éﬁ <0,
RA- E19RP062 Wdaysbefore QS Frile 7S @.o§ & D
(M-757113-01-1) harvest &© o Fuit s @ @@ 0.0 p.01
Trial No Q Fruit o 5 ;8@932 @Q . 80,01
E19RP062-03 D Brit &5 28 « 252 & S <001
Report No 0.03 kgﬁ%’ﬁa*ﬂg\’ * Fruifgy &Q 0Q 0064 |& <0.01
RA- E19RP062 14 days before | SO Fyuit 07 @057 O <001
(M-757113-01-1) Jharvest é& §9 it U 00 ) <0.01
Trial No o @ ruit & o 21 % @37 X <0.01
E19RP062-04 > Fri@) AN 28 %9.03258° <0.01
Report No 0,03 kg s /hat ~ F N @ &, 0.0037 <0.01
RA- E19RP083 @§ 14 dbefe@ @ 1t §9 Q" 0.0837 <0.01
(M-755638-01-1) < harves N it @14 0462 <0.01
Trial No R S\ Fruity, g@ 21 g 0402 <0.01
E19RP083-0j a\ « | o> Fruk § %, 0.0298 <0.01
Report N&) | Q0.03 kEas/hatsl  [% t O S g, 0104 <0.01
RA-EI9RP083 10" 14ays begre o« Fruit N 7 0.100 <0.01
(M-755638201-1) %, harvest S| OFruit @ 14 @ 0.0738 <0.01
gﬁﬁo O XL @ F 2N 0.0619 <0.01
E19RP083-02 @ O & F R 0.0311 <0.01
Report No DY 0.03¢g a.s./@% 1O sEmit & 0 0.173 <0.01
RA- E19RP083 <) 4 days e o ruit © @ 7 0.0932 <0.01
(M-755638-01-172 Q ha§0 ] > Frug, — oF 14 0.0875 <0.01
Trial No oY &7 . © o Fat @] 21 0.0515 <0.01
EI9RPOS3D3 O © S SRsuit S\ 28 0.0593 <0.01
ReportNo 0.08kg a.8@ba*m %% @)‘#mit @ 0 0.200 <0.01
RA- @02@3 ¢)4 day, wdfore @) @ Fruft 7 0.121 <0.01
(M-758538-01-1) [o ~ harvest @w 14 0.0822 <0.01
Trial No e QN @ @§ ~Erilit 21 0.0490 <0.01
EIORPO83-04 P L) . D Fruit 28 0.0546 <0.01
ReportNo O.%@kg a.@ﬁha*n@ &@ Fruit 0 0.104 <0.01
RA- E19RP10% 14 dgggbeforey” | Q" Fruit 7 0.0635 <0.01
(M-757080-p351) _|< sty o Fruit 14 0.0392 <0.01
Trial Fruit 21 0.0264 <0.01
Eorpi0s.01 & O & Fruit 28 0.0492 <0.01
R No @ 0.03 kg @./ha*m Fruit 0 0.0624 <0.01
9RP, S 14@ before Fruit 7 0.0258 <0.01
(@5708@ -1) QQ - Marvest Fruit 14 0.0258 <0.01
QE Trial&o @ Fruit 21 0.0264 <0.01
19RR105-02 Fruit 28 0.0230 <0.01

(@
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Report No. Application Portion analysed PHI Residues
(Document No.) (days) (mg/kg)
Trial No. AE C656948 AE C6569
benzami w§
Report No 0.03 kg a.s./ha*m Fruit 0 0.17 <0.0)) o
RA- E19RP105 14 days before Fruit 7 0.1 o1 )
(M-757080-01-1) harvest Fruit 14 0. %.01\©
Trial No Fruit 21 0804 L><0. L
E19RP105-03 Fruit 28 %@870 © <o.@% e
Report No 0.03 kg a.s./ha*m Fruit @ o ¢ 0.0798 <001 O
RA- E19RP105 14 days before Fruit v 7 Q@ 0.0447 @(}g $ .01 v\g@ &
(M-757080-01-1) harvest Fruit 14 g 0.0306 0.0 o
Trial No Fruit > 21 &Q 002547 | R <0.G$§
E19RP105-04 Fruif\ 28Q 0.0236 ~  |o  <0f 9
Report No 0.03 kg a.s./ha*m K 0 @° 0.15& D 0l @
RA- E19RP106 14 days before Frait @ ° Q?g,l 6\ %@8.01@
(M-757080-01-1) harvest W Fruit ©° [ 14 00771 & | <00y
Trial No OFmit? v 21@% b@i.om@: o el
E19RP106-01 A Fro @ 2 0.0672 9) gﬁl é
Report No 0.03 kg a.s./ha*m |3, Ryt N\ 0 0 0.01 &~
RA- E19RP106 14 days before SFruit o &67 6% 0252 & | w, <0,
(M-757080-01-1) harvest & K\F;u;&g 7 14 é\ﬁo.z? @@ <@
Trial No Q% &N E 2 0.1 01
E19RP106-02 ES © Fhuit 98 § 0d © 0.01
Report No 0.03 kg a.s./ha%m ) @ru%t @@ NS &) Q@150 @@ N <0.01
RA- E19RP106 14 days @fore_ % @’Fuu[@, 2 7Q 09847 | & <0.01
(M-757080-01-1) hatbedt S o Fruit N 1@ ¢ 00732 o <0.01
Trial No N @ Bt g | W jT 00839 o <0.01
E19RP106-03 o O N Fui 28 fp412 <0.01
Report No 003 kg a.g/ha*m P Fruit 5% Q0 2 0.10457 <0.01
RA- EI9RP106 %l4day<@%fore@ Q F _@ QT « 0.120 <0.01
(M-757080-01-) | & hévest & | o FA N o 00751 <0.01
Trial No <@ o S it & | @2l 0.0133 <0.01
EI9RP106-04 < & Fruit @@@ 28 @& @0.01 <0.01
@) 6\ S N N & )
S o &F s> &,
XN . SEERS
& 9 Dy @ v
. %, @ @
> o O & SIS
AN 2 .0 SIPCHEN
FUELS e S
& & & & .~ o
QO @& - SN
v O & .9 o O @
Q O © SN NN
¥ o K &
< » &9 9
& 2 9 ¢ & @\%
SN
5 S AP L S
S v o N o
s S
<7 =) g SR
N @
&§ N O & 9
N
N O
SN
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Assessment of other residue studies of potential relevance for birds and wild mammals

In MCA section 8.9, studies are submitted and summarised which provide information on r@ue S

decline in matrices relevant for bird and mammal risk assessment:
@ @® @

e Residue decline in arthropods: 5 experimental studies and 2 kinetic ev@?atlon repon&proo\gﬁng

12 DTso values for foliage dwelling arthropods (3 DTses in vines, 3 DY sos in OSR 6 @os ing;

apple orchards), 9 DTso values for flying insects (3 0s in vines, FNDTso in OSR\and &l @&
apple) and ground dwelling arthropods (1 DTs extefiged lab, 6 DT@ in apple) Q\ @
*”\g
e Residue decline in foliage: 143 trials and 6 k é@c evaluatlog@eports prov 50 \4 s fi
various types of vegetables (surrogates for —grass weeds: 118 DTy an youn@cerea@

(surrogates for grass and cereals: 25 DTsos).42ue to the sm&of thedkt etlc@/al a@on r%@prts thgse

DTsos are reported in 4 reports for the Ve%%ab es and 2 r@rts %%the cageals. \%

The arthropod residue studies in this evaluatiéa weir%gspe@?ly c@uct@for th@?urp&se to @orm the
bird and mammal risk assessment. % Q Q> @&

The plant residue trials for this evalu n h% be \comgl d f@ﬂ% alkp@ten@ﬂly r@]@vant&due
decline trials conducted with ﬂuopyra@ n Q&}U 1@60&%@ of tl@%ppl@ fo ated @oduct)
However, only trials were selec wher@fhe sﬁnplecfo\\fnatr corr@nond@%nh EF&% bird and

mammal food categories ° gras & ere@@” ﬁass V@yds” v@r A@@ype oﬁplant matrix
1n th FS

and growth stage matched the S Behi éﬁhe R es% atrl D 2‘09 App. F (e.g.,
cereals only up to BBCH 30%@94 ap 1cat10

It should be noted that th&data s@t of s fo non-grass w % al@mc @s onions and leek,
g

which are monocots. Howev and Q/ ot g@ssesg(do not belon the botanical order
Poales which 1nclud@oth d c eals) @ad W, r% conducted #nder ¢onditions more similar to
the other vegetableg¥ or t&ese re ] lt\f@prOpOQd %@clud@)mons and leek with the other vegetables

into the group of @rro&a@s fo@&on -grass WG@QS \ @ @\ S
In the summ fo@ese @dles& at‘@&%t 1simade @Vlsua§e andr\agssess the influence of rainfall

on the resu%e ime @urse%@cor g to the re@ eons EF%&@QON For that purpose, the DT
values frem-he trials hayg beemassi to 3'eategorie s
& & @a <

Categ@ no dlscgr%leoln%ence of pr@fplt atibh

@

\
Category 2: 1nﬂu@e posé“ole/ ght% \© @’ & 6%
Category 3: m('%lf/gd 1# nc@ ©\% ©@ @§
\ 0
AW

@
Influen Af rainfall q% art od du&leclm&

The evaluation of th@arthr od rue ine. ﬁs demonstrated that rainfall occurred in the majority
of tqsffs Thus, rainfall (afd/or irigatioft) 1s aXypical element for exposure assessment in realistic bird
and wild mamm Lscena 0s r EESA GD2009. However, there was hardly any discernible impact
of rainfall on@ ins C<t residie deg@le soQhat nearly all trials can be assigned to rainfall category 1.

The differe bem geome n D@, for category 1 trials and for both category 1 & 2 trials is
neghglbl &Q 5‘7 §E pro%%sed to pool all trials per foliage dwelling arthropods (n= 12),
flying ius cts @9) r grou elling arthropods (n= 7), respectively.

%
@ @
1)4!;0 of ’n ppyram in arthropods

The ge etric mean DTs for foliage dwellers is 3.10 days (n= 12), for flying insects it is 3.03 days (n=
9) and for ground dwellers it is 6.39 days (n= 7).

@
S
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Table 10.1- 3:

DTso of fluopyram in arthropods per stratum and rainfall category

Group Crop | Zone | Kinetic DTso | Cat | Rainfall Sou@" S
Plot model DTs L
Edition no. @\> v
Ground dweller | Bare na HS slow 5.58 1 none @V M- O
Extended lab soil phase @ 545_<Q1<§
M-545010-02-1 Sty ¢
Foliage dweller | Vines | N FOMC 5.94 9 l® No discernible influence £, o%@a— N
plot 1 DTo¢/3.32 v rainfall sidue time @arse N 5-09
M-453376-01-2 Q o P S
Foliage dweller | Vines | N SFO 5.57 @} 1 No disternible inﬂu@ee of Q| ExSa-
plot 2 % rainfall or%e.sidueigme cqurse @093i@
M-453376-01-2 o0 @ R O & @
Foliage dweller | Vines | N FOMC 237 |2 |Brequéns early@pinfa ithgu&yErgf
plot 3 DTw3325 « Peonsistént cgfrelatiof with the | 15-0934
M-453376-01-2 v, | @ resfliue timpeourse® & |2, -
Flying insects Vines | N SFO _ =) gﬁ 19 | Notdiscernible ififluence of NEnSa@)
plot 1 i\ﬁ @ainfa&o re i@e ti@cour&eﬁ 15 4
M-453376-01-2 R RN Y 2Rs
Flying insects Vines | N BSS & @ N N@ﬁsce@ﬂle infRence, nSa-
plot 2 DT3B | S [™ | tainfall G residye timetgourse | 15-0934
M-453376-01-2 R e b O & .9 O O
Flying insects Vines I\@ DFeP 933 I | 2 %@ ﬂFre@ent ear%f)f> rah@‘f without | EnSa-
plot 3 %, D%90/3&° 14 istgn@orre%ion witfthe | 15-0934
M-453376-01-2 ) p O o> | rediduedime couRe &
Foliage dweller | Oilseed_ PN SF» %0.685& 1 q No discernibieinfl e of EnSa-
plot 1 rape @ & ©) 6@ Q ra@gfall on rediduedihe course | 16-0035
M-544190-01-1 NS S US NS
Foliage dweller eed | N @@\HS 4 078 ) @\I o discérnible influence of EnSa-
plot 2 pe O] °~ | DT$¢/3.32 9 G rai on@ue time course | 16-0035
M-544190-011C)° S\ | 8| N | O] B0
Foliage dwel@\) O@%Jjed () @3 4 4 @} iSC@‘nible influence of EnSa-
plot 3 1@’6 N & DToq/3.32 ¢ Q) @ infal] on residue time course | 16-0035
M-544190%8)1-1 ] o O ad @
Flyin cts Oil 1‘& SEO . 2.@5 Q V@ little rain EnSa-
plots 14243 %%e Ny ©© N N 16-0035
M-544190-01-1 | N 5 A =

- . 0 ) S - — .
Iﬁlool;alge dweller C@OE@ N@&y é b\% 4.1 o 1 S Ng ?1Tfermbl§ d1nﬂ11.ence of 2/[_44049_

o ® @y | rainfall on residue time course

M-644049-6F | ©° KU - 01-1
Foliage d%eller Apple SN Wl FO @)@.7 @l ! No discernible influence of M-
plot 2 orch@d Q@ D@o/&?& Y rainfall on residue time course | 644049-
M-644649-01-1 S < @ 01-1
Foliage dweller pple N GHFOM@ $3 2 Slight influence of rainfall M-
plot3 orcharht v DToo8.32 from day 8 644049-
M-644049-01-1p & @ N 01-1
Flying insect te @J FOMC™R | 24 1 No discernible influence of M-
plot 1 @ %&gchardé %T@ﬂ rainfall on residue time course | 644049-
M-64404901-1 & O] & 01-1
Flyingngécts & Apple” | NO | SFO 22 1 | No discernible influence of M-
plot 2, > 0 rd < rainfall on residue time course | 644049-
M-684049-@-1 | g @N 01-1
Figing i@ts AppleS | N SFO 1.9 1 No discernible influence of M-
plot ()Q orchard rainfall on residue time course | 644049-
M-644649-01-1 01-1
Ground dweller | Apple | N Pseudo 8.3 1 No discernible influence of EnSa-
plot 1 orchard SFO DTsg rainfall on residue time course | 20-0891
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Group Crop Zone | Kinetic DTso | Cat | Rainfall Source
Plot model DTso _ .
Edition no. @ @b
M-644049-01-1 N 3
Ground dweller | Apple | N Pseudo 4.4 1 No discernible infitignce of @\r@a—
plot2 orchard SFO DTso rainfall on residme course {$20-0
M-644049-01-1 D N
Ground dweller | Apple | N Pseudo 9.4 1 No discernjpte)influence of @ E@- %@
plot 3 orchard SFO DTso () | rainfall ongeSidue time cge\\}se 20-0894%>
M-644049-01-1 X i @D 9 o
Foliage dweller | Apple | S SFO 6.1 & 1 No dl@ﬁnble influ ég of M-& Q)
plot 1 orchard @ ran@l on re51due t@e cou % 48-@
M-644048-01-1 ) 0Tl &
Foliage dweller | Apple | S FOMC L% 1 \; dls,ce%hbl nﬂ?le % 9
plot 2 orchard DTo0/3.32 < amfaﬂ,on re&? eti coursg 644048-
M-644048-01-1 S @ B 0-1
Foliage dweller | Apple | S SFO % 4@ 0y 1scern%le i uence@ @ AN
plot 3 orchard 2, N 6a1nfall<§51 reSI@ tlr%course 644048-
M-644048-01-1 N @ 0]s
Flying insects Apple | S S S4.95 | I N(fzdglsce e 1n ce M=
plot 1 orchard &é@ % O\Q $ &@‘all es1d @ rse_ H44048-
M-644048-01-1 D L N 01-1
Flying insects Apple | S o | SE )2 Q%‘B S @J}\I cemi@ n @ce of M-
plot 3 orchard | <& | ° Y < igfall o&))residue e ceyrse | 644048-
M-644048-01-1 % @Q & L - 01-1
Ground dweller | Apple @S QP (@ D1 q No dis&ernibl&influgncd of EnSa-
plot 1 orchards % Tso&\é@ @& Q “rainfalf on residue e course | 20-0890
M-644048-01-1 S O KN o L9
Ground dweller e | ¥ @Seud@ $ 12 I\%der@ fainfalls on days 4 EnSa-
plot 2 hardy| | @@SFO@T @} @?ﬁnd coincigg with a visible 20-0890
M-644048-01-1 \© O 7| S dropin residues. influence
Q. % @] S I R

Ground dwelfer Q@e %@ Pseudds Sf N4 0 dis¢é@nible influence of EnSa-
plot 3 orchard 4 SFC&?Tso > % @ rain@ﬁon residue time course | 20-0890
M-644048,01-1 S & &

@it is pfaposed to use F@MC a&dhe best\ﬁt (11§Q;§ad

ratmg is identical

b

: it is proposed t
0934) because the

©: it is propos

%ﬁo

0934) because the visua ﬁt
d to use the pseudo

al report. Jus@ca‘uo@ tht

ditis pro
in the orj

%?.S the
sual

atin

us

here as surrogate for ﬁ®>real

is di

%OI‘ 18

st ﬁtetlc

ult to apply Without@sstit
SFO-DTs calculated as FORiC D@o/3 3 0

er@

s 1der@al btg\\th
DFOP @s the-be St fit f@ﬂy

gentl

h th

9.day

mg@mects

ut tl'@xz
of 5. %ays

€

RN
t fi fSr ﬂyu@msec@on piot 2 (instead of DFOP as selected in EnSa-15-

e x*Qerror iJower

of@%OP%& select@l in EnSa-15-0934) because the visual fit
\

B plot 2 (instead of SFO as selected in EnSa-15-
is lower

@ead of the FOMC DTo0/3.32 of 7.9 days as suggested
-SF®\ 5.5 days and the FOMC DTy(/3.32 of 7.9 days are used

MC parameter alpha = 1.6093 and beta = 3.4342 (which

or IF@\eT REC, Ebeling & Hammel 2020). However, the surrogate
s is an overestimation as it results in a 21-d frwa much larger

than the 21d- fr, @balcul ted wiipthe C pamimeter alpha and beta. The 21-d frwa calculation with the pseudo
SFO-DTs Oi@ﬁ X 1 ovgestimates the@l frwa but is much closer to the best fit 21-d frwa with the FOMC
parameter & a ang beta: @ %, Q
@ N
Approath @ Calcul ing 21-
ppreac culated with Parameter values Resulting 21-d frwa
FONIC-DT@3 3268« Surrogate SFO DTso 7.9 days 0.46
l@udo @-DTW § Surrogate SFO DTS5 5.5 days 0.35
FOMC alpha & beta 1.0693 & 3.4342 0.30

Best f@rameter

Therefore, the pseudo SFO-DTso = 5.5 days can be considered as a more accurate kinetic parameter than the
FOMC-DTy/3.32 = 7.9 days, which is still conservative compared with the best fit FOMC kinetic.
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Influence of rainfall on foliage residue decline éf @@

The evaluation of the foliage residue decline trials demonstrated that rainfall occurred in the majrity oft?
trials (in vegetables often supplemented by irrigation). Thus, rainfall (and/ é@rlgatlon) is@ yp%l
element for exposure assessment in realistic bird and wild mammal scenariggrunder EFSA'G D, 260

The comparison of DTses for the 3 rainfall categories indicate slower rem d1s51patlo§ cat@ory

%arl

than in categories 2 or 3, which is not surprising since raipfall may influghee’residue d
mechanisms beside wash-off (e.g., allowing dilution by@nt growth, é)motlng m@boh ct1v1t@ f @
microflora on leaf surfaces). o o v\g @ @ &
@ & o R O &
% R @f & & X
Table 10.1- 4: Summary of DTsoes in plant fo e per ramf@categgry a%feedggegg% §
A
Category 1 Category 2 @tegm@3 e & @’ .
non- non- % _ (onon- @ Q@ S Q> é @% @&
young young ng
cereals grass cereals grass ceream ng¥ 6 &% 5 © X §
herbs herbs @ hé@bs [\ S-S
460d |339d [3.58d |322¢R]260d |@76 &S] geoppean DE &‘” @
11 34 6 36 [89 Tas mmber bbtrialg” O %
4% [29%  [24%  [31% «B2%e [ 405 S%ofghals & O
<&

2 0
T e " & S
o O 8 & ® Y a2 e

Table 10.1- 5: Overview ogollage %s1du§eclnt’Tso @fted pw@r ral% 1 1n(§§‘nce categories
Trial Cl@? (gﬁ)ne Q@metlc D Cat In@nceﬁl@m arid/or Source
Edition no. & m m§ §9 jrrigatio S DTso
R 2006 0655/9 §eans© N°\V‘9 SEQ 2.729 D1 clate r%i@h), no @ence Ensa-20-
M-290825-01- 1@ N\ AN § = O - y 8029
R 2006 0722 Baaits SSFOe_ 9] 1388 | 1 Vttl ain, no influence Ensa-20-
M-291180- 0{&} v o o MRS A 8029
R 2006 Q&ﬁ@ﬁ Beans, N&// @ Q@636 |1 Zlate raf® no influence Ensa-20-
M-291480°01-1 IO ENEIREE 8029
08-2096-01 T1 Beans  * N SFO§ 2:969 | 1 | ifsigation d5 and d11, no Ensa-20-
M-365542-01-1 |9 Y NEE N N %emible influence 8029
5{ 2209()068(2275{1 @ ea@% g&” SEO \@“/37 1 QQ o rain, no influence Ensa-20-

200827-01 | D & e 8029
R 2006 065&@/ Béans q ‘N HS N 0|83 @ no rain, no influence Ensa-20-
M-290827501-1 SIS 2 & 8029
R 2006 /3 Bea@ @Q @% "@b §.50 &l 1 no rain, late irrigation, no Ensa-20-
M-290827-01-1 < @ influence 8029
R 268Q7 0550/6 ;%\;édn §S @f SFQD 695 | 1 no rainfall, no influence Ensa-20-
M3297564-01-1 NN 8030
R 2007 0551/4 @%Beans 8, &0 8.169 1 no rainfall, no influence Ensa-20-
M-297564-0141 o KR 8030
R 2007 05 Beans 'S DEGP | 11.166 | 1 | nearly no rainfall (1.2mm day | Ensa-20-
M-29756401-1 & O] & | S 7), no influence 8030
R 20070599/9.Z] Cabbage | ® | SFO 1.979 |1 | marked decline, unlikely to be | EnSa-
M-302] 1-0§ @ N influenced by very little early 20-0832
N @ Q> rainfall

RG006 0544/7 Cabb§ S FOMC | 3.148 |1 Little rainfall until day 14, no EnSa-
M-293(80-01-1 influence discernible 20-0832
R 2006 0605/2 Lettuce | N HS 3.587 |1 very little rain, no influence Ensa-20-
M-292048-01-1 8029
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Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation DTso ., -

R 2007 024472 Lettuce | N SFO 3.09 1 late rain, no marked influence Ens@-: @b
M-304280-01-1 8039 3
R 2007 0540/9 | Lettuce | N SFO [ 1.368 |1 | laterain, no discernible )
M-304280-01-1 influence A 8030 &
14-2029-02 Lettuce | N SFO 2892 |1 little rainfall, i 'ggtion Withou‘@ Er@%lo- L
M-534202-01-1 discernible i 1% t. Inﬂuence Q7| 83 %@
(4] unlikely. S O
14-2029-04 Lettuce | N SFO 2.034 | 1Y | no ra1nf§%tﬂ day 6, w ut %) nsqé@ g
M-534202-01-1 discerni)Simpact. Inﬂ% 803@ O
Q@ unlikﬁﬁs @,
18-2086-01-T1 | Lettuce | S SFO 8. 1 nearl%no %@, no @’uenc& . ]:Msa- Qs
M-675005-01-1 Qo7 N 08029-
18-2086-01-T2 | Lettuce | S SFO  [«7.754 &F <bgarly no rain;@igfinﬂ * | Enisa-20-
M-675005-01-1 0 @ N S N 8029
18-2086-02-T1 | Lettuce | S SFO |3, 4@9 1 @ neafly no rail, nognfluence) é@?}sa-ﬁ-
M-675005-01-1 Ao N N 802
18-2086-02-T2 | Lettuce | S SRE)» 4\\04 »1 _ [kpearly@p rain, no infl@gnce = E§30-
M-675005-01-1 Q o S 6 o &L S 80
18-2086-03-T1 | Lettuce |S 4 SFO gp| 4378 | I, n%”%%’fn, n@iﬂﬂuer@ Q CFnsa-20-
M-675005-01-1 Q . N S & O Y LN 8029
18-2086-03-T2 | Lettuce | S @, | SEQ”  |@339 T @ ra@xno in@ence©© Ensa-20-
M-675005-01-1 L s A AN @ 8029
18-2086-04-T1 Lettuce |'S SFO ¢y’| 1. 1@6 k@, nehrly ncqgaln unl@@d7 % Ensa-20-
M-675005-01-1 g QO & influend 8029
18-2086-04-T2 Lettuce™> S% SF( §174 1 4§1early no ralﬁ\untll Ensa-20-
M-675005-01-1 | |9 (q - infifience ¢, 8029
R 2006 0376/2 @mee K QSFO@ 1@% & little rainQate 1rr‘i5gat10n, no Ensa-20-
M-292050-01-1 ¢ .9 S | tluence @ 8029
R 2006 0608/7 @%et%&%} Se, SFO 5751 }Jvery @itle rathyno influence Ensa-20-
M-292050-0 ke KN o SNl &N 8029
R 2006 0610 Iggituce =} S SFO™ [ 3529 |4 | 14 rain,%o influence Ensa-20-
M-29205081-1 92 N N © L gy 8029
R 200 1/7 | Lettwge § 3.02&0| 1 ~§y late ¥ain, no influence Ensa-20-
M-292850-01-1 o\\n@ ) OQ@% \0© % 3 8029
14-2030-01 uce & S SFOO 4 Rl rtually no rain, no influence Ensa-20-
M-534595-01-1 § ) é@Q @\ %’2\8 D é g 8031
14-2030-02 Lett O °J75.528> | 1 no rain, no influence Ensa-20-
M-534595-0)P @ & JO o . ©@ 8031
14-2185-02 Lettuc S X |SF 4578 virtually no rain, no influence Ensa-20-
M-53696391-1 o L O%g A9 @ ! 8031
14-21 3 Le@?e ) SFO < 4.® 1 no rain until day 9, no influence | Ensa-20-
M-536963-01-1 | N oy | - 8031
R 2007 0568/9 ‘éhion@(} 'S« | SFQ 6@203 1 | No rainfall and no influence EnSa-
M-302325-01-1 . © @y from irrigation day 10 20-0832
18-2951-02 7 ung @ SFO Q 3214 |1 very little rain, no influence EnSa-
M-678413-Q®§_ ereals @ 20-0834
18-2951-Q3" Wour@ N&o SF@ 3.523 1 no rain, no influence EnSa-
M-678413-01-1¢} cerea mQ 20-0834
E19K§\1\)2-g?§ Yeung N SFO 6.419 |1 | norain, no influence EnSa-
M-758824-G1=1 ,§eals 20-0834
@j%%@z oune> | N | SFO | 8.185 |1 | no rain, no influence EnSa-
M-75 01-1 | cereals 20-0834
15-2952-01 Young N SFO 3.37 1 rain only late, no influence EnSa-
M-566830-01-1 | cereals 17-0484
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Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation DTso
15-2952-02 Young N SFO 7.59 1 no rain, no influence En
M-566830-01-1 | cereals 1750484
18-2954-03 Young | S SFO  |3.607 |1 | norain, no inﬂuen@ @\@Z@@
M-675129-02-1 | cereals i~ 120-0
E19RP087-01 Young | S SFO 10.18 |1 no rain, no inﬂ%en%e § E&
M-758649-01-1 | cereals 34
E19RP087-02 Young | S SFO 1.782 | 1 (4 rain d4 and d5but no % ‘EnSa- &
M-758649-01-1 | cereals X dlscemlbﬂuence < ?20 Qgng
15-2952-04 Young S SFO 4.19 1 very htt@\ﬁun no 1nﬂ§ghée Q E’Ié%
M-566830-01-1 | cereals @ 170484
15-2953-03 Young S SFO 4.64 )| 1 no ra?? no f@f]uen@ & EnSa- &
M-566828-01-1 | cereals N O By
R 2006 0377/0 | Beans | N SFO %674 ] ' @%e rag;g,mﬂl%@% po >« | Er$a-20-
M-290825-01-1 0 L > 8029
R 2006 0656/7 | Beans | N SFO A [ 284y 2\ fre@enté%g%ll, bt O é@ﬁsa-@—
M-290825-01-1 X S fafluenc smb@ 802
R 2007 0546/8 | Beans | N sg@ %%\969&) . [(requeatbut [jitie ral@@ﬂﬂue&@ E§§o-
M-297562-01-1 Q Al Spossible ¢ 8030
R20070547/6 | Beans |N {SFO @ 2.744 | 2 1&@&1}@ and@mfa§ PEnsa-20-
M-297562-01-1 Q B @sibl 1ght ence, 8030
R 2007 0548/4 | Beans |Ng, |H87 [B%639 42 j@tlzﬁgy an@mre@ on(&ay Ensa-20-
M-297562-01-1 L IS A & 6, n@harked influen o 8030
R 2006 0347/9 Cabbage "X HS &7| 479 | %y fréguent ‘F&iﬁjfalol lf@ in small EnSa-
M-292103-01-1 g 9 & | amounts Whic %y to | 20-0832
S % § @ A1’1ave marked‘l%lnﬂued
X < 9 q Ol - @ e leyels. -
R 2006 0543/9 @bage N QPSFO@ |53 §9 Limé raiffall untfl.day 8, no EnSa-
M-292103-01-1 EOERS N7 | ftluence disceppible 20-0832
R 2006 0348/7 @@Cat%@é s> | FOMC 691\ 2 ;’Lit%émnfamtﬂ day 8, no EnSa-
M-293182-01k¢ ~ %’% @ S | inflence disternible 20-0832
R 2007 0079 Gabbage| S FOMC | 4684 |Q> | rarked déeline until 2nd EnSa-
M-3020441-1 | 22 & & U pamplipgbutlitle carly rain | 20-0832
@\ QRS @ SRS unt&ay 7 (influence
A @ @ Y, S) *v | questionable)
R 2007 0600/6 Q@Bbageg S IS SFOO™ | 3981 [ Moderate early rainfall but no EnSa-
M-302044-01-1 a % @ %\ (o D E}marked decline (influence 20-0832
PO S L o] &l unlikely)
11\/([) 233990(; 1 (ﬁ@l E@ve @if\f \ F%Q 2‘,{9 @2 o frequent heavy 'rainfqll, Ensa-20-
S influence not discernible but 8029
& ¥ ﬁg 12 Y | ikely
R 2006@43/6 Le&k@@ Q SFO «1'8282 |2 | frequent rainfall after day 5 did | EnSa-
M-292101-02-1 | & SN @% o not seem to have any 20-0832
\5 RS S ° Q K discernible influence on residue
| o P N S dissipation
R 2006 0466%@ ng @ SFO Q) 5.836 |2 | frequent rainfall after day 7 did | EnSa-
M-292101—%§@ N é @ not seem to have any 20-0832
Ry R 2S) discernible influence
R 2006 @8/8 >Leek© @ SFO 8.99 2 Frequent late rainfall and heavy | EnSa-
M- 292? 1- O%F? % S irrigation coincide with a 20-0832
& @ NS moderate drop of residue levels
) v on day 15
R20060344/4 | Leek S SFO 6.01 2 rainfall on day 6 and 7 may EnSa-
M-29%082-01-1 have slightly influenced residue | 20-0832
dissipation
R 2006 0469/6 Leek S SFO 7.054 |2 frequent irrigation and EnSa-
M-292082-01-1 occasional rainfall may have 20-0832
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Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation DTso ., -

markedly influenced residue § ©©

dissipation, although this is not N 3

discernible in the de@}ne pattern @»@
R 2006 0604/4 | Lettuce | N SFO [ 1.409 |2 | rainafter 75% alrgady declined, f\Ensa-20~”
M-292048-01-1 at most slight inflince &) 8028
R 2006 0606/0 | Lettuce | N SFO [ 2452 |2 | some rain aftef2nd sampling ©" | Ensi-20;, 12
M-292048-01-1 (#) but no visible influence & >  [8029 O

SIRET - : e
ol I el il e S O i
R 2007 0537/9 | Lettuce | N FOMC | 1.949 @2 Litt] tearly rain, 1@uence% 20@
M-304280-01-1 / DFOP S possibe. ©&° > LS
R 2007 0539/5 | Lettuce | N SFO 24y |2 [Sxy earg@ainf 1, no %nc&@Ens@@
M-304280-01-1 G 5°  |<Gpscernible AN > 8030
14-2029-01 Lettuce | N SFO (2921 @2 CJufrequept irrigition aghrainfall. sa-20-
M-534202-01-1 o | @] Slightinfludiee ppssible ©° 48031 &
14-2029-03 Lettuce | N SFO<, °| 15682 [ e raipfyfl untibday G (8 mm). Ego
M-534202-01-1 o by LeSTight @y uenc‘&posm@% v\g 8
14-2029-05 Lettuce | N @fgo ‘55 I. é\” 2 sev%J rainfalls wi Erisa-20-
M-534202-01-1 é | °~ L d«i&c n(ib@:pac@ 1gh§ 8031
® - N\ uen © ann%
14-2184-02 Lettuce | Ng, | SEQ |@71 42 omc@s wi Ensa-20-
M-536965-01-1 § BN & dro@ resigdue leve %ce 8031
< & & | possible.
14-2184-03 Lettuce @ N O SF%@ o6 |2 1rr1gat IO S wkt@ghght Ensa-20-
M-536965-01-1 S @ . C§ @@ é%ro of Tesidug level§nfluence | 8031
] o possible ¢, o
R 2006 0609/5 @\uce § SSFO@ | 08344 % 1itt]& rain@uring first days, but | Ensa-20-
M-292050-01-1 S @ D uernce possipje 8029
5{ 230(?47222 1 3/1 @%e%@) S Qil:\é R .811\ 2 }Jilo ra@%uf @%y irrigation. gggg-zo-
- -01¢ N 0 s | Inflence likély.
R 2007 0245 I@uce S SFO™ 1.804 @V ligtle but @ery early rain after Ensa-20-
M-304278&l-1 9 @\ &’ @pplicgﬁ)n, influence possible 8030
5[230(?7 3171 Letg@@’ § @6 5.79@@ 2 § fre ltbut little rain, influence 5823-20-
- -U1- o QI passible
14-2030-03 %@muce &J°S IS SFOO™ | %233 [ Erequent rainfall and regular Ensa-20-
M-534595-01-1 a % @ %\ 2og D Eyprinkler irrigation. Marked 8031
7 SN (g °\§7 N &Y influence not discernible but
@ f© <L © Q] ., 0O © slight impact likely
14-2185-04 | Leftucgs S A\ SF@) Z403 Several rainfalls around 2nd Ensa-20-
M-5369 § @%ﬁ |9 w%@ sampling, no influence 8031
L9 1Q @b . discernible
R 2006 0339/8 | Ofion ﬁs SFo@x 4@2@; 2 | Irrigation coincides with a EnSa-
MQ@%O%-OI-I RS S o\@ Q K moderate drop of residue levels, | 20-0832
Yl © & Q S slight influence likely
R 2007 0555/7 9| Peas, @ SFO Q) 5.468 |2 | Only little rainfall but Ensa-20-
M-298639—%§@ \% é @ coinciding with residue decline. | 8030
. Ry Q) 2S) Influence possible.
R 2007 @886/5 @ >Peas © @ SFO 7.032 |2 many days with little rainfall. Ensa-20-
M-29 01 o Influence possible 8030
R 2%\7 05 5@ Faad | S SFO 3275 |2 early irrigation and rainfall, Ensa-20-
% 748@1 1 |'© influence possible 8030

ET9RP Young N SFO 7.01 2 moderate rain d4, slight EnSa-
M-7588P4- 01 1 | cereals influence 20-0834
E19RP102-04 Young N FOMC | 4319 |2 moderate rain d2, slight EnSa-
M-758824-01-1 | cereals influence 20-0834
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Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation DTso
13-2950-01 Young N SFO 1.95 2 little early rainfall, very little En IS
M-471216-01-1 | cereals impact on DT50 1750484 gy
15-2953-02 Young N SFO 4.23 2 heavy rain day 5, Vi@le but @??a-
M-566828-01-1 | cereals slight influence 2 &17-04&@
E19RP087-04 Young S SFO 2956 |2 "moderate rain d3, d4; slight Q E& L
M-758649-01-1 | cereals influence" O 34, 12
15-2952-03 Young S SFO 2.86 2 @ no rain befote day 5, only @ht ‘EnSa- &
M-566830-01-1 | cereals X" | influence! )\17 Qﬁ@
08-2034-01 T1 | Beans | N SFO 4.053 ;3 | moderat®rain d3, ds, @ﬁwd Enga>30- |©
M-365530-01-1 Q influgfise o Vlghy &
08-2034-02 T2 Beans N SFO 3. 3 moderate rz r d3 @mar@ Ensa-20s
M-365530-01-1 Q umuencg; D3029-Y
R 2006 0380/0 | Beans | N SFO  [w732 ¢F @%e raisbut m@%nce ly °~, | Erfa-20-
M-291180-01-1 0 Y N > 8029
R 2006 0654/0 | Beans | N SFO & 0.7187 | 3 @ matked mﬂﬁcfnce by carly© é@ﬁsa-@—
M-290825-01-1 s IS [ heavyrainy, | © 802
R 2007 0014/8 | Beans |N SR [ 2733 @3, [Heavyapin op days ar@»nd 28 E§;O-
M-297562-01-1 Q % A A samfling, n@mnc ely o 8030
R 200705492 |Beans [N 4 SFO @] 3.122" | 3. "| marked i a(§§ence@ramg@ PEnsa-20-
M-297562-01-1 Q - B @s 3 ikdly oY 8030
08-2096-02T2 | Beans |S g, |SKY [@648 43 wlﬁn ds and d1 6@&1{& Ensa-20-
M-365542-01-1 Q' A O «[inf 8029
R 2006 0620/6 | Beans | S SFO & 0 R54 mérked mﬂuence@f ear% Ensa-20-
M-290827-01-1 g QO N rainfal] Tikely « 8029
R 2007 0035/0 Beans S% SFO §176@ 3 éﬁ’ar ¢ rainfall*days 4 5, Ensa-20-
M-297564-01-1 o |19 ¢ : inﬂ%@nce likely - 8030
R 2007 0078/4 age | N <QPSFO@ 2@2 §a early rain®ll coiffsides with EnSa-
M-302101-01-1 ©& . O § D arkeidrop (imfluence 20-0832

o > = AN possilile) -
10-2099-02 <O E e O o1 2.629 eap¥prainfall] marked decline, Ensa-20-
M-423901-01% @%@ S 5 K % @ i@%ince@kely 8029
10-2099;0% Endi\é& N@\i@ j@ @228 9 nyarly @fall, marked decline, Ensa-20-
M-42396%:01-1 QRS & S inflence likely 8029
10-2099-04 En@% N SFO @“ 1489 |3 ea&lyralnfall marked decline, Ensa-20-
M-423901-01-1 | <> & . O | «> influence likely 8029
11\/}-‘%‘(‘)229%2101 1 @Q\TZeek % N@ @3@5 ;@7279 3 Heavy rainfall Comlcides witha | EnSa-
- -01- Q N cs N N @@ marked drop of residue levels, 20-0832
SR m® O e ol ., © influence likely
aoggar | O BT i ot e | 20085
N % ' op of residue levels,
o 9 Q < &3 influence likely
11-2029-03 ek 4N SF 2 3 Early rainfall coincides with a EnSa-
M§%996-01-1 * @5 °\@ CQ)@ @ marked drop of residue levels, 20-0832
v . © s &© influence likely
11-2029-04 9| Leek, o Q 2.543 |3 Early rainfall coincides with a EnSa-
M-442996-%;@% \§ é @ marked drop of residue levels, 20-0832
& R @) Q influence likely
R 2006 0465/3 @ Leek© @ SFO 2346 |3 | Frequent early rainfall coincides | EnSa-
M- 29 %l 025 % Q> with a marked drop of residue 20-0832
S levels, influence likely.
@@57 0§§/3 Peek N DFOP | 4.184 |3 Early rainfall coincided with a EnSa-
M- -01-1 moderate drop (influence 20-0832
likely).
R 2007 0249/3 Leek N HS 3392 |3 early rainfall coincides with EnSa-
M-304276-01-1 marked drop (influence likely) 20-0832
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Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation DTso
R 2007 0569/7 | Leek N FOMC | 3.551 |3 early rainfall coincides with En S
M-304288-01-1 marked drop (influence likely) 200832 @y
R 2007 0570/0 | Leek N FOMC |3.675 |3 | early rainfall coincids with E1Sa-
M-304288-01-1 marked drop (in ce likely) ‘7\20-08@
R 2007 0571/9 | Leek N SFO 2.557 |3 early rainfall cqincides with E& L
M-304288-01-1 marked drop (ifluence likely§O 32, 12
R 2007 0573/5 | Leek N SFO 3321 |3 (9 early ralnfal@gcommdes with ‘EnSa- &
M-304276-01-1 X | marked de&§ (influence likely) \20 Qg@
R 2007 0574/3 | Leek N SFO 2916 ;3 | early ra@‘§11 coincidesawith Enga |O
M-304276-01-1 @ markgddrop (1nﬂuen@ hkely)Q 200832
R 2007 0057/1 | Leek S FOMC 5. 3 | early itriga <@ coimsides EnSa- &,
M-302775-01-1 Q ked drdp (i n%mncedil(e y . 920-

R 2007 0250/7 | Leek S HS 1.434 ¢ Sarly irdigation coincidegwitlis
M-302780-01-1 § @@? E vmod%%te dpg%?inﬂu@; e lllgely)
R 2007 0572/7 | Leek S SFO % 1.95@?’ 3 ea 1rr1gat\o’;1 cojacides With
M-302775-01-1 2o LS | faarked digp (1n @nce&hkely)
R 2006 0375/4 | Lettuce | N Hg» 12198 @3 _ [early rayifall a sprn@er
M-292048-01-1 Q b &y AV irrigdtion, magKed i enc,@D
R 2006 0607/9 | Lettuce | N {SFO @p| 1.1R9" | 3+, | marked 1@encec® sprg&e
M-292048-01-1 Q . N @gatm@ S
R 2007 0538/7 | Lettuce | Ng, | SEQ @5725% 3 ﬁr};ﬁﬂnﬂue@e of§1y Ensa-20-
M-304280-01-1 AN RS A & rain 8030
14-2184-01 Lettuce | N SFO &y’ | 1.095 Edfly rainfafl coirf¢ides Ensa-20-
M-536965-01-1 g O @Q & marked drop c@sidue\%@ls. 8031
S § @§ Qinfluence likely” O
14-2184-04 Le@ge fZ;\ K §9@”0 Y15 3o, | fregient tey ramg\ﬁ%lay have | Ensa-20-
M-536965-01-1 g @D §a markedly@fluented residue 8031
@ . @ < D els ¢ %)
R 2007 0246/9 @@Let%gé’ S~ | SFO .89{2\ 3 }%arl @in anfrrigation, Ensa-20-
M-304278-0 1 N o S inﬂ;§nce likely 8030
14-2030-04 I@tuce S FOM® 1.928 Q> @y hed¥y rainfall, marked Ensa-20-
M-534595@1-1 91 A N ©  Linfluenss likely 8031
14- 203 Lettuwe § @5@() 3.77% | 3~ Hegy rainfall before 3rd Ensa-20-
M-534595-01-1 53 5-01-1 | , @ S Q % sa@?mg, marked influence 8031
QO QQ S > ely

14-2185-01 @?ettu% S @ S@@ 5@.’057 ) E}early ralpfall and iljrigation, Ensa-20-
M-536963-01-1 ) N v - N &} marked influence likely. 8031
&22090269(9)230@9%0? O@Qn @@\I o Ol{@ l{@ @3 g Irr.igation and rainfall coinc%de EnSa-

- -01% S A Q 9 o with a moderate drop of residue | 20-0832

% @ ,;%x: . 2 @ levels, influence likely

R 200640504/8 o;@‘ﬁ’? Q SFO & 4%)\ 3 | Irrigation coincides with EnSa-
M-292996-01-1 | N Q) @& ° moderate drops of residue 20-0832

> SRS SRS levels, influence likely.

R 2007 0567/0 _| Onion? {Q SFO 992 |3 | early rainfall coincides with EnSa-

M-302330-01, S Q marked drop (influence likely) 20-0832

R 2006 050 Qm n é SFQy, 3282 |3 Irrigation coincides with EnSa-

M-292098-01-1 »o ©® Ro Q moderate drops of residue 20-0832

@ @ ) f(\@ levels, influence likely.

R 2007004340 | Ogion 8" | FOMC | 4.584 |3 | Likely marked influence from | EnSa-
S irrigation at day 3 20-0832
Peas N SFO 5287 |3 large rainfall days 4 and 5, Ensa-20-

M-298 01-1 influence likely 8030

R 20&@5553/0 Peas N HS 3.401 |3 | Rainon day 2, influence likely | Ensa-20-

M-298639-01-1 8030
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Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation DTso ., -
R 2007 0554/9 | Peas N FOMC | 9.837 |3 Large rainfall on days 2 and 3, Ens@-: @b
M-298639-01-1 influence likely 8030 o3
15-2030-01 Peas N SFO  [3.346 |3 | Heavy rainfall coincides with a @\r@a-z@
M-566823-03-1 marked drop in rue levels, (8031 &
impact likely & A
R 2007 0037/7 | Peas S SFO 3329 |3 | Large rainfalgg%day 3, . O Ex@-zo%@
M-297487-01-1 (%) influence likely. S 18030 ©
15-2030-04 Peas S SFO [ 2928 |3X"| Rainfall gidays 3and4 O~ «QEnsad8. | o
M-566823-03-1 coincidgywith a drop in resid 803> 1O
@ levelsSinfluence likel§) O 4
18-2951-01 Young | N SFO 274950 3 | early tain, arked deeline & EnSa- &
M-678413-01-1 | cereals o N dgelineg Dno0-
13-2950-02 Young | N HS @203 &3 |infalkdayo, @éﬁ(ed@iinw\
M-471216-01-1 | cereals 0 @4 N & .,
13-2950-03 Young |N  [HS 125" | 3 ear@r’ainfaﬁ?mar@d decl |
M-471216-01-1 | cereals OIS MRS ®
13-2950-04 Young |N S@ \ﬁZS 3 _ [Searly @fall{ﬁ’hﬁrked@clin@g
M-471216-01-1 | cereals Q 4 A N ¢y L o
15-2953-01 Young [N HS @348 |3 e 1“§erain§§>arked@ecm§
M-566828-01-1 | cereals Q . N ST o SO Y LY 170484
18-2954-01 Young [S g, [SEQ |@201 433 g‘%@avin d4Qark ecli@\e EnSa-
M-675129-02-1 | cereals | [’ A & @ Q) 20-0834
18-2954-02 Young |'S SFO (] 3.529 | &y | hebivy rain d4, mafked d%:line EnSa-
M-675129-02-1 | cereals & Q] & | © < Q 20-0834
E19RP087-03 Young\ S% SF( C§.415@@ 3 é&heag rain d%\\markecline EnSa-
M-758649-01-1 | cergals . D g . 20-0834
AN T @ SRS o s
§y©&\§§\©©©@@& v
STy Ve oY ES
3 o & & & &
S £ N 9 S @
TS e s <
2 N A SIRS @ ©
> o O & SIS
A L@ \Q NN
S
Q¢ &0 K D
T Fa b
2 @ ) @ \% SEEN
o O ¢ .9 o O @
W O S oD
A\ SRS ,%Q & @
5 & ¢ &
& 2 Q <
Q N AT L9
%o %, S ® @ O
S <
A (g @\ R Q
@° S @ S
s A& &R
@ O QO & ©@
& &ESP
& 8
@ é@@ T o
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|
3

Influence of the residue zone on foliage DTs

A comparison of the DTso values from trials conducted in the Northern EU residue zone with the &T'so @
values from trials conducted in the Southern EU residue zone shows comparability within each the&@j
rainfall categories. S @

It is therefore proposed to pool the foliage residue decline DTsos from trials @%ducted in the qu@m
EU residue zone with the DTy values from trials conducted in the Southel%EU residue @e @ @@

A N \
) &S &
g IS
& |V O &
17.5 2 S S © &
' @ R © & @
> D S
15.0 LS AN Y
® v @
6 ©§ % & °
12.5 1 @@ @7 @
~ é\’ 2o §
o 10.01 L SHES)
z Y
° & ¢
7.5 1 Q) SO
O O ©
SRS
5.0 SHEN
) O
o . @ @
25 Q&
v
0.0+ "\®
T &
. @
&
& S ~
Inﬂuence %metab@nte ﬂuop&@n -b zam@e on thy DT@) in fol lia ge
Inap of the re51d jalgevalu here for @pu N@se o formmg the bird and mammal risk
assessment, the met ohte fludpyram -b ) Was luded as analyte since it is part of the
residue definition he toxicological a@ess for aterlal

Based on the m@?tab %‘1

an&@’leld Qes1dr1al

e definitions of residues in plants were

established @F SA@ @Q N \ \ h
S Ca
Q Residucdefinition <=° &~ @ Reference
Food o,@§§m MoriiRoringQ \ﬁuo 3@m (%a{ent only) EFSA Scientific Report
origi ﬁ( @ ramand fluopyram-benzamide (M25) [EFSA Journal
g&’ Ryskas me e@ressg@s fluopyram 2013;11(4):3052
> c &@ v &
& A N
RS
@ < Q" & ©@
L& e oe
S
RS IS
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However, the comparison of the foliage DTso of fluopyram alone with the foliage DTso of the combined

residues of fluopyram and its benzamide-metabolite shows that this metabolite contributes very litfle-to S
the potential exposure of herbivorous birds and mammals (typically less than 5%) which | be
considered negligible. It is therefore proposed that the definition of the resid%for herbivor(@ bird$t?
and mammals can be limited to fluopyram alone. S @ @)
@ Y
. . . @ “A\ @
gl:l(:;ion Matrix fviotilt;ﬁg:ysis Geom Geom?éaﬁ %Q@fere\n@ in&
report fo BNy, DTsoQJ D%@LUJFBNZ GO @ &@
EnSa-20-0829 | Vegetables 37 2.765 2857 I~ & O
EnSa-20-0830 | Vegetables 26 2845 2.926 Q |~3% 9 o
EnSa-20-0831 | Vegetables 20 2673 .60 o 1% &
EnSa-20-0832 | Vegetables 35 3.921 o | 4144 \[~5%?2 &
EnSa-20-0834 | Youngcereals | 8 @ | 4.820 > Q\B\ZI v o %N
“
O 7 W Y g .

N RN A SR
Q@@©§©©@@®\%
o = ¥ S @ O 0
QN ARSI @é
%, AN .9
v O & o SN L9
o O N & 2
°\%@@©§©@x©@%&%$§
é”@@%@@?\;\ @é&é\
@& @QQQQ@ @
TN T e
b@ﬁ@%@@K & O @
O\@ %%@%&@?@@7&
& S5 s
& & & & .~ &
Q © L <
@ N0 & . O @
@QJ@@\\\@
6@@@@@@
) o & @ &S
@7 °N Q @\
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
&%“gf&g@Q
&§§©%©@
& ge
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Applicant assessment on effects on biodiversity

According to Regulation 1107/2009 potential effects on biodiversity and ecosystems shall be cons&ed &
in the renewal process for an active substance. However, at present EU-agreed _guidance is lagking orf¢?
how to address this topic and there is no technical assessment scheme availabl&@ how to pefform ay
assessment. Therefore, to formally address these topics the following information is provided b\ e
applicant. <

P N

The risk assessments for bird and mammals result in @ceptable ou&%gmes at scEQige%inggevel @@&

refinement data was only needed based on measured datXfor seconda Q-’o oisoning. @@ L =

Q)
The risk assessment for aquatic organisms is accepta@% when conring FOCL&tep Q’EC§ LN

Q @
The risk assessment for bees does not indicate a 1@@% or higher{er ass@aent@r m@atio%meas@s.
The non-target-arthropod in-field and off-ﬁeld&isk as%ssmeeswiﬁi in&@’ept@ out&i&nes ﬁer 1
level, without the need for risk mitigation. © %@ é\a @% b@ & % .
The risk assessment for soil organisms re&ﬁied a{@:ce&le %Jgom% withge m%ins@;af »
. >
The non-target-terrestrial-plant off-ﬁe®isk °a§\sessn&ts reSulted &acc@able tcm@s consydering
tier 1 and tier 2 data, without the nee@pr rcjg miti ion@ {@;\9 §) S @ %
¢ L
Therefore, the applicant concludQ&that t@ use Of the repr@tat@ lead&orm @ion\F‘EU SC 500
(500 g/L) has low potential to cguse g@cep ¢ effiests m@;di &rsity thg?os stem via trophic
interactions. To the best of oﬁgiowie ge and with®he presente@rsafety profilet thegetive substance
fluopyram and the represerﬁ%tiV@Qead @ulon, the appleant does néb fore@s@ee any effects on
biodiversity and the eco%@em. S) 2 Y . § @ %
S & & W N

@
S

S TS e §¢ .06
& . § ° Y @
S QO 0N R OQ@K@
O\ & \\Q@@
o O SRS S o
D & 0 O «7 N D
AN 9 & O @
C 5 8 & P g &
S & & & o &\
A @"\@& @%\(@%\@
FUFSE s
5 & & & = S
QS O L S
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RGN
3 § S
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CP 10.1 Effects on birds and other terrestrial vertebrates

The risk assessment has been performed according to “European Food Safety Authority; Gui @ce S
09@

Document on Risk Assessment for Birds & Mammals on request from EFSA” (EFSA Journaek
7(12):1438. doi:10.2903/j.efsa.2009.1438), referred to in the following as “EFS@GD 2009”

CP 10.1.1 Effects on birds

&
-1: ) S
Table 10.1.1- 1: Studies for fluopyram and endpo#ﬁ used in th@%k a&ggssme& or hi

Test

substance Test design Test species .
Acute oral Bobwhite quai@>
tCL;(ie i(; 4 (Co/znus% .
oxietty vir. Ulm(@%&)
5 &
@Q %% \QLD;@@ ><6@’o mg@s./kg QM-300871-02-1
@bra Bh ¢ S A O S KCRK.LLI02
\») \») <
Acutg pral @Taen‘iﬁp) via @ @U @@D Q& @J ®©> Extrapolated
toxicity eata) YO g c. to chapter
SIS | LDy = 30% mg @s./kgdw * | 2.12 of EFSA
K % o @ .
© © N 7 & @ N Journal 2009;
~ % § Sy N Y Y | 7(12):1438
@ Ckzken O | & . O & S I (2011)
Acweanl 4 LGallug, §LD§\ > $600 mgyis kgbw | M-446344-01-1
Moy @mesﬁ@s) S @ o KCA 8.1.1.1/03
(ﬁetc &Bob 'hlte qu%si S > 5 mg ﬁkg feed
WIS | NCse N (2007)
O toxi O - (©vlingg o > > SW5.4 meas./kg ) "
o2 c) LD Q M-264902-02-1
(shofBterm Ry »/roznlguv) /d . KCA 8.1.1.2/01
°\ . o \j \@ _
Fluopy@m Blel% @Mal(lﬁ?g A §C5<y§ > 50 mg a.s./kg feed (2005)
tech. (sh x%érm)& l@ilht&@os) Lu@ﬁ%ﬁo %*643 mg a.s./kg bw/d —1124&%?8711?_%;

%D-we NS I
@ fudé@ q 9@8"1"%’5@;& ‘13‘1 @QOEL@ <250 mg a.s./kg feed B (2008)
Q" chiic, § @ﬁ,{: ’;@”) @ NOEP <23 mgas./kg bw/d M-299245-02-1

% repr odug@g D 6l @ KCA 8.1.1.3/01
9 <QNUAEC 80 mg a.s./kg feed
@7 2?\'?&]? %Qm@hm '~a @%?AED 7.2 mg a.s./kg bw/d (2008)
% RIS I Coli < M-298723-01-1
> ¢ d) ‘L‘ @\u ginianus) Q| NOEC 50 mg a.s./kg feed KCA 8.1.1.3/02
oduction N «@ gﬁ& NOED 4.5 mga.s./kg bw/d
& % §g 7, NOEC 500 mg a.s./kg feed
& 1dveek a2y | NOED 40 mgas/ke bwid (2008)
@ @@edin@ S inas M-299277-01-1
& [ Sthrogie. @@t o) KCA 8.1.1.3/03
*o @S‘Spr@liom\g pratyriynchos NOEC 200 mg a.s./kg kg feed DAR
Q§ @@ o 2 NOED 18 mga.s./kg bw/d
< Chronic Bobwhite quail ]
@ reprod D (Colinus 7.8 mg a.s./kg bw/d I (2019)
production: L Lowest :
ECyo vzrgzmanus)' - ECpo (14-day survivors per M-667209-01-1
. both chronic eggs set) KCA 8.1.1.3/04
calculation

studies combined
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Test . . .
substance Test design Test species Endpoint Reference
Chronic, Mallard duck @
reproduction: (dnas EC 78.6 mg a.s./kg bw/d Bl CR9) @
ECio latyriynchos) 10 (eggs laid per hen) @ M-667 01-
calculation plabm /S@ KCAg,1.1.3
(&)
\ =
D e @& g
LDsg @ = 2000 mgod.fkg bw %N{i 326987- 02@§§
. . \'e @ QGKC
FLU Acute oral 30?22;:;;15“3‘1 A R Y 1o 10 |
SC 500 toxici o S Q| Extrapoldted
ty virginianis) %@ Q o & ace. tg{;: pter&@
%@LDN fzy 76 m@ﬁrod.fk%“-—§ D> 1 2% EE
o o & 0 T O e
o @ 5\9 S S 7(12):1438

d

Note: ‘?\9 U (83 = Y g
Studies referring to KCA are filed in the dossier f&% acn&e subs@(::@ Q % < © @7 @
Studies written in grey type are referring to 51'L1d1§ n the\\gﬂ ESpl a ine- dgss er, 1@&&15 gles L&lﬁ)lack r@are

studies of the Supplemental dossier 2o Q
a.s. = active substance, prod. = product Q (Ei% éﬁ @\ @7&’ <) @ >
A Factor 1.518 for 10 birds/dose level ?@% a singl@ymortality (stud?*\vesulg" mdl‘»@ls a@ﬁ’ mor ) %
B Factor 1.888 for 10 birds/dose level f@no martality & 6 @ Q @) @
" S S

@&@f Q
< @%@Q@bé

@
Table 10.1.1- 2: Releva% indicé sp@es for@rcr eem@ risk assess@ent @ 9
5 Q% & ©) @ . 6 %hm@\stvalue (SV)
Crop & @ @7& In@cator@ §pecies > D @te RA Long-term RA
& ©) @Q @ based onRUDs | based on RUDwm
Orchards (@V];;ple%kU Small chm 0@%5 birdd” § @ 3 18.2
Y =
&L ° o &6 &
S erary o s & S
ACU’[@DIETAR%’\%S SE@SM N N w g\
O x
Table 10.1.1- 3: @@%u E%mg s@e 1'ig?§>ssgswl@nt f@{)l@il‘ .(\6'
G QO > Y Q ‘&
Crop Q:dicc ?@) © ﬂte@g@ @f DDD [n?gD ;?SJ TERa4 | Trigger
R A e kg b
Orchards Sm sectiyorous
(pples) «° bi ) P 0.(&@ @.8 1.0 3.51 > 2000 =570 10
LN Q
@° AN

a &
The TERa Vi &e is&%ve @riggﬁ of 1§, Therefore, a Tier 1 risk assessment is not required.

ST ONES
¢ &0
Acut&\lg ka n@ for'irds drinking contaminated water from pools in leaf whorls

(Q;ﬁie us%?l the @op 1@& assessment in this evaluation (apples) the leaf scenario is not considered
rele m&(@tordmg to the EFSA GD 20009.
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Acute risk assessment for birds drinking contaminated water from puddles

Due to the characteristics of the exposure scenario in connection with the standard assumptions for @ter S
uptake by animals, no specific calculations of exposure and TER are necessary when the - Q 0 ofS
effective application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does n%exceed 501 cas
of less sorptive substances (Koc < 500 L/kg) or 3000 in the case of e sorptive ég sta@
(Koc > 500 L/kg).

S o

With a K(f)oc of 232.1 L/kg, fluopyram belongs to the gr@p of less sor@ substanc&g@ c\@

S
D
SN %
Table 10.1.1- 4: Evaluation of potential concern for&éxposure of @ds from drl&@ng Wﬁ%‘ (a@@e,
escape clause) @@7 @ Q & % @

7
=4

‘q « ~ N
N T S i

Koe (Appl@'ate @ .
Crop Compound (L/kg] AFn) Qg\} [m @V;Vs]/ Q@ﬁRj) @0 - @luf@]j{m
slg d.s./ha] & IS R " if ratio g
Orchards @ S N

v >

(apples) Fluopyram 232.1(@@ @f&? & > 2@{) @j}%ﬁggéﬁ § 50 @Q I;T;)@)ncern
A Koc value given in MCP 9.2.4.1 (T&ble 9.2.45°1) S D < S %

gb o & O & O ¢ ¢ °\

& od @ @ & @

According to the EFSA GD@(G\@ “no spééific ¢ lculatzo:% of &()sm@an %ER ar@zecessary when
the ratio of effective apph%ﬂon rege (in a) t@%@leva@’ endpomt @@rzg/k w) dégs not exceed 50 in
the case of less sorptivesybstagces (K6@ < 5 i@g Thes:1s thétease @ram Therefore, the

acute risk for birds from drinkin Wa@r that@ay ain r@lduéx%ﬁo%ﬂuopw% is acceptable.
@ RIS &

LONG-TERM @PI@UC@VE R?SK@SSES&EN@

Table 10.1.1- ﬁeen@on ;-t@m re%rodu@ve r1@§sses®lent f@ birds

N A T e

N

to

@@& 2 r@ Appl. ragec| . © S [ . | DDD| [mg a.s./kg | TERLT | Trigger
@g ecies. ppl. rate ™| oy, MAFn| fia bwid]

C();;l;?;g)s o] inselivoros 75°©\j18§ 1. 053 [0.723| 45 6.22 5
& .

N v

)
The TER¢r value cadulated in the\chroniﬁgﬁlg @essment on screening level exceed the trigger of 5.
The\%ﬁore the longsterm to b@s calbe c@ldered as acceptable.
@)
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Long-term risk assessment for birds drinking contaminated water from puddles

Table 10.1.1- 6: Evaluation of potential concern for exposure of birds from drinking water (long@m, ©©

escape clause) Q\ Qy
%]
ARt | NOAJEL | Ratio @éscape S ©®
Crop Compound Koc | (Appl. rate [mg a.s./ (ARGt © clause” Yone@\\sion b
[L/kg] | xMAFw) || 500 % No concerfo] ¢, 2
g bw/d] NOEL‘% e . N
[g a.s./ha] ifratip> | v, O @
@ @ &)
Orchards A &
(apples) Fluopyram |232.1 75 % 5 &@ /:V&a <0} ©§o %@m )
A Pa— : & ~ @
Koc value given in MCP 9.2.4.1 (Table 9.2.4- 1) Q @)Q Q& & (@) I
@ S &
According to the EFSA GD 2009 “no specz)@calc@&on&% ex, y?’ure -rm T. are ne%essarjy when
the ratio of effective application rate (in %@a) to%elev end@t (l@ng/kg W/d oe ex ed
does not exceed 50 in the case of less sorpli gz%ncag Ko 004/kg) 000 in lhe e of
sorptive substances (Koc > 500 L/kg). ’ 1s Ls%he ca yr hexefo e@e lonﬁgg term for
birds from drinking water that may Q ain {e&due@fg n@opy%@ is a@epta@
& @9 "\ % \ @@ @ Q @
Q)

N
RISK ASSESSMENT OF SE@OND@%Y B&SOG@ & @© ©©
According to the EFSA GD %%9 bs‘[an&jTL Wlt a log Pow > l@v ‘é nth%for blo@cumulatlon and
tri

should be assessed for the@sk of djoma, o i 1n a atlc and te @ﬁood clains.
$ o I
A o
L \ O A 0N
Table 10.1.1- 7: {@Qg Pow(glu@ﬂuam $ @é\f @ . © m&
Substante O Log Pows  [° Compartmgent <O Reference
o O N @ (2006)
Fl@pyra@s@ %© Qs 20°C) & @@, sur§ waf@r M-280089-01-1
9 IS AR~ MCA, 2.7
> @ < D
A &’ O & o & N
The log Pow Value%@hoﬁyra é??a 3 a\r@ thu \ffecgmn sec%ndary poisoning have been assessed.
5 &
RO
Table 10.1.1-% &mn@erl«c\\@tal s@les f@the ’I@r 1 risk assessment of secondary poisoning
@rlc avian l@wat@eme@ & ﬁndy weight (g) Example FIR/bw
Earti&drm e&er @? @§ \\Q) 100 Thrush 1.05
S Fisheder ¢ % © 1000 Heron 0.159
¥ q
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Long-term DDD and TER calculation for earthworm-eating birds

D
Important remark by the applicant: The PEC,.i and TER values as presented below are interi@/alue
and are therefore subject to change until final modelling input parameters be estab%@ed. The

applicant intends to provide final PECs.i values and revised TER calculatiofiy latest by end of l\@ch
2022. S\ G,
% I N
N
< 9 &S L
Table 10.1.1- 9: Tier 1 long-term DDD and TER cajgllation for ei;@worm-eating&g@irds<® §pp}(§§” é
N Fludpyram ¢ ~ & @
% ' 1 @7«? Q{eﬁr@lent@; @
Kow 060, W IS @ 260, % O
Koc [mL/g] o 232372 =7 RV 2.1
foc f2 ¢ Q1 Y e & &7
B I
BCFyorm ST NSSLS S O 08¢ Y o
PECoil, aceu (mg/kg) RGN RN i SS
PECyorm (mg/kg) o & v O @ & L 08 ¢
FIR/bw Q T s O 1Y O D05
DDD (mg/kg bw/d) o |« @098 @2 & © 00140
NO(A)EL (mg/kg bw/d) N D e 45 S @Y o 4®
TERLT o 96 @ S 3.1
Trigger - 9 & 8 & F O QS

A
B

AN .
&;wl\x 75 g@s./ha@ﬂ -day&ﬁVA 0f 0.035 mg a.s./kg +

Koc value given inMCP 9.2@(%&@9 9.2.4-Q

PECioil, accu value &ven in KIEP 9.8, Tab]@.l.?»- ple

plateau concentfgtion (5 cm) of 2 mg@ys./kg @? @

Measured B esulti@@ fronra bidacctimulatien study, ingarth s, plehse re@ MCA 8.1.3
@ Tronral o study, g@n p N

C

O N AN
S & o &0 & & ©§
Long-term:DDD a@ TEXﬁ”calc@atio%for fg-eati@ birds X
Q> & & & o & \F
A o O -, O 0 O

Important remar@f the&nﬁ)pli t: THo EG@and TER valhiés as presented below are interim values
and are therefor@bje t to §mge g&ﬁtil firfar mm@ling@nput parameters can be established. The

applicant intends“to p@@v de fthal Pg@sw values reV TER calculations latest by end of March
2022. @ O - o ,0O
R -
< Sy &9 9

& 2 Qe o

Table 16:1.1- 10: @‘ 1 long= r&DDD an T{)Ea@alculatwn for fish-eating birds in apples
NEESENGERNEEN Fluopyram

BCFiish Y e 164
FOCUS Step 2 PECsw (twa, 20d) (1ip/ll) Q 0.006265B
PECiish (mg/ B ~ @, 0.100
FIRbw <> N O & 9O 0.159
DDD ( b N 0.016
NOAJEL (mglke bpdd) 4.5
TERyr @ gy - 283
T(%ger @‘0) 5
A

B

autumn application as worst case

@sured BCEF resulting from a bioconcentration study in fish, please refer to MCA 8.2.2.3
d twa PECsw value given in MCP 9.2.5, Table 9.2.5- 6 (apples, 1 x 75 g a.s./ha), FOCUS Step 2, Northern Europe,
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The TER values for fluopyram are above the trigger of concern of 5, indicating no risk from secondary

poisoning for earthworm- and fish-eating birds. @o
S S
CP 10.1.1.1 Acute oral toxicity @‘J@ &@ @®
& L
Data Point: KCP 10.1.1.1/01 B % ° R
Report Author: I ~ @ NN @
Report Year: 2011 R @ NS
Report Title: Acute oral toxicity for bobw@e quail (COIHQ\S\JVHglmanuS)@\hh thé@st su@anc%‘g
Fluopyram SC 500 G Q 20 & & © Q
Report No: BAR/LD 097 0“0 @ % @ & @
Document No: M-326987-02-1 G A
Guideline(s) followed in | EPA Pesticide Asse ent (@L/i){iellr@\fQ‘ 71&,%ub@@§1’swn00tober 19%2) w1th
study: consideration of the reconda
EPA Ecologlca]&g ects. O 1 eh&es OR %SS%IOO @@dn Acu% Ora@gx @
Test (April 19%) \ N §
Deviations from current | Current Guigdgtine: QECD 22\234(201@ U @ S
test guideline: Deviation ep top@rl wa %@hom@’lg @t‘)vet 1ght@s
recom ed. nfomﬁtlo on medication @r to s star@as given in the
report. spéce av le f@ach in thepen abo 50 cm?2, and thus
sli belgWrthe 1000 cmZWei hﬁ[g of ) ds wa on day 3 as

reegthmended by ke guideline. Observag for @urgl tlon wasperformed
%hntlnuésly fosthe ﬁréour n&? for the rec ended two héprs.
se deviatiéps are § expegted to@@we arf%mpact%@ th@dy results. All

valj crlt@gla were) -
Previous evaluation: & N@not Tous subm@ed \ @ o\
GLP/Officially QYes, e@n?{uct%d unde&GLPl@cuﬂgjmo ised t%&ﬁg facilities
recognised testiéﬁ @\ 5 % @\ & §
facilities: & © O &, oY & @
Acceptabllg;y/Rehabc@ty Fes & LN @ ém\% @U S

O\ R ‘5”\9 @ O
ST P A
Note: this study wa@q}nduc&%d in g@er to@et }ulat@{y req@ments in countries outside of the EU.

72

S S) >
& @ § NI
Executive S@@marﬁ O @ L Q @

N
FLU SC 5%1was admlmﬁred @W a0 adgg?bob@%te quails (5 males and 5 females) at dose levels
of 0, 10 d 2000 m@prod kg b%. Bir Weréheld at a temperature of 19 to 25 °C with a relative
humidity of 27 to and 10 hours hghg . The birds were observed for 14 days for mortality
and_stblethal symptoms. @y v&@l’ght a\@ge feed consumption were measured for each dosage
and control group. g

The study ful i a%ml@ent@g of o%n 223 guideline.
Signs of i 1$ &

Q,

t of tiig™digestive trdQt were seen in all test groups, mainly soft excrement, diarrhoea

and excréion ric deld. e effects occurred also occasionally in the control. They were most
abundant in t ays%ter th€application while towards the end of the study the birds behaved normally
or shgwed aaly a t effeet. No pathological changes were found at necropsy of the survivors and no

mé(tality@@s observed.there were no treatment related effects on body weight compared to the control.

&
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The acute oral LDso for bobwhite quail was > 2000 mg product/kg bw and the LOED was > 2000 mg

roduct/kg bw. N
ot & o
N @
S )
I. MATERIAL AND METHODS @ @ @

Test item: FLU SC 500, specification No.: 102000018148; Batch ID@2007 011@7 %ﬂ%le

identification: TOX 08109-00; analysed a.s. content: 42.2 % w/w (501 gé&g

Test design: Bobwhite quail (6 months old) were orall@sed with F@ SC 500 a nd 2@0
mg product/kg bw. The test substance was placed in capstles based ofidreatment 1e@ an ght o

and administered to the birds. Control birds recel‘@l empty gelatine capsule@Each@osa @gro
comprised 10 birds (5 female and 5 male birds) h were housed 1n@2wdu@' Eagh cage rad le

space that measured approximately 38 x 25 cm a ce111ng 3 err@ 6\ %@ @

Birds were acclimatized for approximately 1 ays r tQ 1 Q’@m %hdoed 11@9 test §r0ups%t the
start of acclimation, the quail were well developed m) r to ds ﬁ@;n W11 10n ly bgds
that appeared healthy were used for t %tud» re p Vi ded a ng
acclimation and during the test, except dyring perlod f fas& were sta for
16 hours prior to oral adrmmstratlongi;ds%g vere empe{g ure 9 1th dQelative
humidity of 27 to 62 %. The ph& erl 0& ht § da cc u@mon and

throughout the test.

Observations for mortality 1gnfs\$8f 1nt0@atlo@§ncl @hg mv rglta@n \x@se mé@e continuously
during the first hour and houx]; the day 6F dosglg durlng the@su?@ per d and atleast once a day
throughout the 14 days ob, Vatl@ eri elgh were reco @g to tesBinitiation (day -1),
on day 7 and at test terﬁmlatlo (day 1 $\N mptl@a“was%eter ed b@ en for each dosage
group and control group for days 0- é@? -7 al@ 7-1 ros%@ecro ies wre ca,rr@ out on all survivors.

Statistics: Since n@rd ed, it @ nss1b@to ca@ulat@he LD5©0, slope and confidence interval.
Initially the data Wgre an@ysed'en honfegenequs dlst@utl Kolgiego -Smirnov test, p < 0.05). In
case the data véﬁe ho@pgene&sly@s‘crlb@d théy were Subjected towan analysis of equal variances
(Bartlett‘s te@ In &se of @qual @arlaﬁees s@equ anajyses \@re conducted using parametric
techniques ¢Dunnett’s test) oth@mse%e t- "%1 for n@gene s variances (Bonferroni Test) was
used. § @ @ Q
Dates o exper1me%aj worl& ept%nber @ to @%bkﬁﬁth 2&@3
S <
EN
@ @Q @Q (? RF@LTS &D DI@USSION

Validity critga: © @© '%'Q @g@ %@@

oFirr: yal i ot g
Table 16:}t.1.1- 1: \@ ity c&ria (accor& to@CD 223, adopted 26 July 2016)

7 /

0 <
V@L{ﬁity criteria v @@ @\OJ Q Q;\ Required Obtained
S & @)
Control moﬂa@@ N < Q <10% 0%
T
O Q

'S S
@ @ © Q
Observiftions:
SRS & W&
Mortatity %@ cliniggl ol§watlon5.

Sigiis @\paimem of the digestive tract were seen in all treatment groups, mainly soft excrement,
diarrhoea and excretion of uric acid. These effects occurred also occasionally in the control. They were
most abundant in the days after the application while towards the end of the study the birds behaved
normally or showed only a slight effect.
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No mortalities were observed.

Table 10.1.1.1- 2:

Summary of mortalities and clinical symptoms

&

&

s @
@@

Treatment level
[mg product/kg bw]

Overall mortality
(females and males)

Number
dosed

&,
<

C@cal symptonis

type) & &

Control

)
%ft excrement"%d,iarrh%? &

1000

€X

%ion of uric 3 ("
diarrhoea; fed

ft@xcre éﬁ%
thers&&\

2000

&soft excremen@dlarrh&éa e tlon@
Yo catuigdeid o

Gross pathology:

Body weight and feed consumptiom:©

&

(iix

v

There were no statistically sig@i%ar\}g@iffe

groups and control.

%
Table 10.1.1.1- 3: Mean%od)@lgh%)f

R
S S

9

N
&

~

&5
TCALCS

&

ey

@@@y

N\ o&@

Treatment
level

&

&

(63
§ &

@n b§y

welgW:I: S. @
1@

@

[mg product/ N S)

> Femalés

N

i@@

Males

kgbw] @

" Day-1

Day7 o

%14

1%

Day 7

Day 14

0 (control) ©

1786 £ 189

190.8 + 136

1794+ 197

1€3.6 + 1977

184.2 £ 15.9

190.6 £ 6.2

1000 92

184.0%15.5

= J%5.649.9

8829 5

@2183.0 @28.1

189.0 £ 19.6

195.2 £ 18.7

2080

197.4216.68)

177(@ 10,5 |

1928+ 132,

188 18.6

188.8+ 8.4

185.0+13.8

S.D.:

Standard devm@%

@

S
55

%\

Food consu

\
% @
ion red@ged

Qb

een@hy 0-®withi®the treatment groups (reduction of 15 % at

1000 mg prod/kg bw an % SN2 prod'%}%g b 5; From day 3 on, the treatment groups consumed
similar apgoynts of food as the tro
e i P
N D> & Q
™ <8 S
TabR10.011-4: Mearood @sun&@% Q
@ I
Treat l§ le%éA @ Mean f([);)/(:) ic:dl;zlllmptlon
[mg pr /k& vl @ > Daﬁ% 3 Days 3 -7 Days 7 - 14
@%on@é@@ S 15.5 15.4 13.7
N 13.3 15.9 13.7
N Q000 © 9.0 15.1 13.4




B Page 46 of 211
BAYER 2021-07-05
! g Document MCP — Section 10: Ecotoxicological studies

Fluopyram SC 500 (500 g/L)

Biological findings:

Table 10.1.1.1- 5:  Acute oral toxicity to Bobwhite Quail @ ©©
. &
Test substance FLU SC 500 &, @®
Test object Bobwhite @ﬂ (male, feméle) @w
LDso [mg product/kg bw] >2000 L «©
\) d
Lowest observed effect dose (LOED) [mg product/kg bw] - > 20(()”(9@w °\\J 2 ~
@ O I N )
¥ S oy & &
Q) %, <
Il CONG@%smN o0 R ©© @Q}

S
QF SN .
Based on this study the LDsy value for bobwhit, @? il expos C 5609 Wa@“eter@ned t@%be
> 2000 mg product’kg bw. The LOED was > 200 m%grodu b
&

o
Assessment and conclusion by apphc@ v \@ @Q N § N
The study and its data are conmdere@@ﬂ acg@?blg\g reg%b e @use Ci:)é}isk @sm@ﬁ. @§
The endpoint is: %ﬁ \Q § \@7 @@ N
LDso> 2000 mg product/kg bw‘ase@on m@itie@?ﬁonﬁqo d@d bé@, the £Dso can be

extrapolated to 3776 mgasbw > @ &@ @Q o (S é%
N S v Y N W2 ¢
N SR SEES s
o @ o O ¥ .9 &« )
S TS e §¢ .06
& .9 % Y @
N Q BN v Q 9 N &
(CIEENN & S Y @ o ©
o O SN B
& 0 9O «7 & O
¥ 92 & o @
N & & & o o &\
A @ \Q% o \@ % \@
SIS
9 @ SR &
O AN S S
@ 9O g © o O %
DA NI S
A\ L %Q & @
o & @ &S
@7 N Q\ &®©\
> @ &@\ O
@%
& &S
%o Q
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CP 10.1.1.2

Insect and foliage residue decline studies and kinetic evaluations to generate a DTso for higher ti
assessment on birds and mammals are in the MCA point 8.9.

Higher tier data on birds

o,

&@"st

@ g
«x@ Y
Data Point: KCP 10.1.1.2/01 X R
Report Author: /f\@ S 2
Report Year: 2003 - % o 2 A
Report Title: Attractiveness of tomato fields feg¥erbivorous 1@1mals and b@v, fie @
monitoring in Lombardia Q @ N S o
Report No: C042278 RN > ﬁ QB
Document No: M-232304-01-1 Q ° < < < Y
Guideline(s) followed in | Pesticides and Wildlife Id thmgq\Rwom@ndatlé% of.a® & @
study: international workshop on terresfrial fiélH testiivg of pé@amde@ Y §
attached to Pesticide TectS@@Terg% ial Wi dln‘e@§0 v@e & D
Walker (ed.), Taylor & Frangis, Ldatlon 1@ & S ﬁ\% g °
Deviations from current Current Guideli&ﬁ?ﬁ%ot a@;@cab& % @ e @@ @
test guideline: ﬂb & . S 2o @
Previous evaluation: yes, evaluzé;é%@nd @%&pt cLo\g ° @) @3\9 @ > o
in DAR (2 & Q g £ L
GLP/Officially Yes, co@cted uilller GL\P/O Clally 1\ gnlestié@\f{tm 1@3@ w,”
recognised testin 9 S
facilgigtics: ’ 0 w\’@ v @}y@ 5 é o @© N
Acceptability/Reliability: | Yes Q A ©
) W o 2
o O N O Q&S 9
2 O TS
The document above swas on@nch@ed foftransparency Peas singe it WQ%H of the first listing
process. It does not gpntain ittfo on rélevantyor th@urrent activeQubstakce renewal process.
N) é BN § AN @@ SN @
F o >0 .0V <
PN & Q Q" « R o
Data Point: > @ [&KLP19.1.12/02° .2 & © |9
Report Autfdr: Y @ fod
Report Xulr: G120 < N A
Repor{\”l\"itle: o @Q\\@r field stuy» on P&Vomgmg bel&wour of Yellow Wagtails in tomato fields
QD 4 Ttaly@013) N
Report No: N % PI2F-3 X w ® S
Document No:,, /NQ M3R7754( - 1A ((\& @}%

Guideline(sk@\eflowe@n

ulation (FC%)%WO 118772009, EFSA Guidance Document on Risk Assessment

study: B@ and@mm,@@(zoo@

Devnahg@om cu1rem@ @L Gu@}ine@@l appHeable

test guigeline: @

leg%us cvaluatio% @%, cv;@ltad c@ accénted

N o thésddend& N(ﬁ) the DAR (rev 2017)

GLP/Officially g, ch{%\f‘{mdu@ud u@l GLP/Officially recognised testing facilities
recognised tesfng %% §

facilities: @ @

ALLGptdbl%@y/Re@j@’llltyf 0 o

§ O o &

T curgg@ﬂt ab(@’e wa nly included for transparency reasons since it was part of the first listing

proeess.

oes not contain information relevant for the current active substance renewal process.



Y

/7B N\
A

|BAYER

\ E
R

Page 48 of 211

2021-07-05

Document MCP — Section 10: Ecotoxicological studies
Fluopyram SC 500 (500 g/L)

Data Point: KCP 10.1.1.2/03
Report Author: — .
Report Year: 2009 &/ @b
Report Title: Generic field monitoring of birds in vegetable fields in Spain S o4
Report No: R07-199 O @V‘)) A
Document No: M-347259-01-1 o S N
Guideline(s) followed in | EU Council Directive 91/414/EEC N L
study: % . § § c
Deviations from current | Current Guideline: not applicablc@ S 2y \\ S
test guideline: @@ SN © @ &
Previous evaluation: yes, evaluated and accepted & Q) Ro Q@ S S)
in the DAR (2011) @ S S S g
S%;’é;)ifg;l?ilg}t/mo Yes, conducted under G Dfficially re gﬁ @ mg@llltu@ % @}

R SRR
facilities: G & N3 N wy A N Y
Acceptability/Reliability: | Yes O U9 & o SO @

5.0 % RN e & o
SRS IR T
. N ST § .
The document above was only includ&d fo %nsp&&cya@%soq&@nce%was of@l’e firgd listing
process. It does not contain 1nf0rmat® re}%yant &@the @en‘c\ aotive @@ﬁstan encddl] pr%ess
N
Q 2 @@9 ©© ®© &© ©©@ ©@ °\
@ o © &@ @Q @ rﬁ%

Data Point: K& 10@1.2/04% o & 7 g

Report Author: A@ ~ & D ©

Report Year: %2009 R {° N

Report Title: 2, Lu@j})f a@ss fot@man@achdm&ﬁ al egalogydata - St\u@ report Syngenta

S | Liite umegy NA@()X %’Qroupmg Veg@pbles,fQost emergence (foliar
& ey S e 4

Report No: N M-347417-011 \ N NS

Document No;©° O 1\@4741%@1 1 N N

Guideline(s) f@()w%@n % ~ \& <) @V © @

study: &) 9 'EN © @ @g\o?

Deviatigedfrom currenty{ Cug@it GL@]]’]L not dpp@&dblg & N

test guid¢line: @ QDD ©

Previous cvaluatiol@

o\,n) 1)@}/%1\[td§§ %
Q¢ (@PLV(L ug@g} e

- N &
GLP/Officially 2 Q] no@pm@@ > @
recognised 1g ©© Q) N . O v
facilities: Q0 ) N & @\ @
Acceptabiily/Reliability: [Yes N % . 2 O
N @ N
Y Sy & Y

The\document above Wi iny mdude@for @Sparency reasons since it was part of the first listing

process. It doesgjot contaln inform

@1 relghant for the current active substance renewal process.
RS
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Document MCP — Section 10: Ecotoxicological studies
Fluopyram SC 500 (500 g/L)

Data Point: KCP 10.1.1.2/05
Report Author: ] .
Report Year: 2008 &/ @b
Report Title: An ecological study of the use of vineyards by birds in Southern France 2 o
Report No: M-304340-01-2 O @\Vj‘)) AL
Document No: M-304340-01-2 g% AN L 7
Guideline(s) followed in | -- N
study: % . § @§ &
Deviations from current | Current Guideline: not applicablc@ S 2y \\ S
test guideline: @@ SN Q @ <
Previous evaluation: yes, evaluated and accepted & Q) 2y Q\y S Q)
in the DAR (2011) @ S - S - S &
GLP/Officially not applicable N
recognised testing @ e\@ @Q \© %@ @@j
facilities: & RS EARYE'S [(\6 N Y
Acceptability/Reliability: | No O 9 ¢ » %@’ D »
3 % @ R S & o
ST D DO s §
The document above was only includ&d fo O%ansp&cyog%soqi@nce %\Was t ofGiie firgd listing
process. It does not contain informat® re}%yantofc@the @em aotive @stan rencddl pregess.
& > S O o O
& @6 & < S & D
%g@ o O @Q S rixx
Data Point: K& 10¢.1.2/066> & O 2 e
Report Author: ~ & D ©
Report Year: 2007 o {° % N
Report Title: 2y Th@?c of@fmcyar@by bids in @%hcréﬁranc&An ecolo®ical study to refine
@Q th@isl<@§65mn®t for i@ctici@g use Q) &\
Report No: & RER-07Y BN Yy 9 @
Document No: - M-427241-01-1 &\ Y @ §
Guideline(s) fol®wed i SANCO/445/2000
study: % @$ 6 @4 5 ~ @@ ©§ @
ng‘viat.iorbls: @)m current N Currggﬁ@}uid@ﬁglc: n@pplic@k‘ @ ¥
test guideline: Cy NS 4@9 ISR NS
Prcvi(%ﬁxcvaluation:o @ yc@valuatcd angviccept& B
& |adthe @Séycndu&? 2D the®AR (240)
GLP/Officially @QV % No,@)condg}ted @ GL@)[‘l‘ic@lly recognised testing facilities
recognised testing Q S @ N N
facilities: Y f,© <O © Q , O v
Acceplabilit)ﬁﬁeliabiﬁy: x@i) NS D 2 S
F & o0
2 < &

S
The dgcument abq&%w%@gly i

pro&ss. It does not cont

de@r transparency reasons since it was part of the first listing
inf@nation@eleV@ for the current active substance renewal process.

> &
RN
v
T & O
ST S
SN
RN
¢ g T
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Fluopyram SC 500 (500 g/L)

Data Point: KCP 10.1.1.2/07
Report Author: o
Report Year: 2012 &/ @b
Report Title: Letter of access for generic behavioural ecology data - Study report ER-07-88CB- &y
277 from DAS - The use of vineyards by birds in southcm@‘ancc: An cc@‘ca@
study to refine the risk assessment for insecticide use &3 AN N
Report No: M-427251-01-1 ~ S D
Document No: M-427251-01-1 = . O & &
Guideline(s) followed in | SANCO/4145/2000 ) N
study: © %ﬁ @@& o@‘;\g ®\ @ &
Deviations from current | Current Guideline: not applicaple Q s»\g\/ Q@ S Q)
test guideline: @ g&x R S — m© @
Previous evaluation: No, not previously submi r@s\a 2) N
@ PG PRI
GLP/Officially not applicable 8 9 N N v @© N S
recognised testing Q @ v S & ]
ccoer O U e S S & o
facilities: A @ @ Q A o & N
Acceptability/Reliability: | Yes Y RS S g% @) §
o A
The document above was only induded for tran%par %” re s si@? it partypt theﬁust listing
process. It does not contain inform 10n@mlev D for @ urr act'@@ sub@@nce ewal Process
N R SN
v & 0 ©
N L s @ SR
0 O N~ O <« a9
Data Point: LKCPYO LI S & &F S
Report Author: @ 9 S NN . D
Report Year: o@ 2 @ @ S R D Q) &
Report Title: @V ‘kEoragn@mhﬁ%ur of the @&)}r edst4® in vineyardgsin Germany
Report No: N 423Q7S v \ N NEEES
Document No . © O | M-48735%91-1 N @ =
Guideline(s) 1‘@0w®1 &\vt)spun}dd K 9 @U @) @
study: € @ SR ~
Deviatigedfrom currenty{ Cug@it GL@@]HL not dpp@&dblg & N
test gwid¢line: @ |, @ DD O
Previous cvaluatiom@\ @@\% evglivated 4 dw&g}ud %
B o in the@tdenddm No@to Lhe@)AR%@ev 2017)
GLP/Officially 7 @ NQs tcog@cled%?’der QOP/OffiQrally recognised testing facilities
recognised tes@e Q7| & . © , 0 v
facilities: © S \\ & @\ @
Acceplabfi@yReliability: Fes §9) j\: LD 9
2 e Q@ ©\
@ N N

The\document above Wi iny mdude@for §nsparency reasons since it was part of the first listing

process. It doesgjot contaln inform

@1 relglant for the current active substance renewal process.

& B
S E
o & & &
SR o
S O
$ Sy
@ & <
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Fluopyram SC 500 (500 g/L)

Data Point: KCP 10.1.1.2/09
Report Author: I o
Report Year: 2006 &/ @b
Report Title: Feeding ecology of the relevant insectivorous bird species in strawberry fiells in @y

Germany @ A
Report No: RC06-054 @§ i N 2
Document No: M-342897-01-1 - N
Guideline(s) followed in | not applicable; the test was especially designed for&ﬁpul‘posc of, iR Sttld@ %@
study: & sr\\”\ > N
Deviations from current | Current Guideline: not applicablt\? Q@ @@ S t"\gw g
test guideline: & Q % mQ NSNS
Previous evaluation: yes, evaluated and accepted @ @ O @U @

in the DAR (2011) @% 9 o & &
GLP/Officially Yes, conducted under (ﬁ@/Ofﬁcially 1 gnis&c\l‘%csti%yfacil%@s &t@ @U
recognised testing & RS R %, IS N R
facilities: © @ ;?9 @§ (Y
Acceptability/Reliability: | Yes % > @ %V & Qo &’ N

NS O
ARSI SRS O

@ N 5 %,
The document above was only incl@d f@g%rags@r%encﬁ\easo@ sin@@t waspart g¥'the %rst listing
process. It does not contain inforu@ion refévant for t%curre@activbst ¢ reagwal process.
9 9 S O 29 EOEN
@ & Y 5 90 Q D &
& ) & SN &
Data Point: GCP 112Ky @ 2N
Report Author: i * P > S {Q° > D
Report Year: w2069 9 o ¥V A . D
Report Title: AN (}@ccss @ gcn§ behgygoural c\)o]og@ata - §gudy report R-20183 -
@ Groupi@)‘ Stra%crry (foliar es) - Kuthor, year: Mposmayer P, 2006
Report No: N M-3¢7237-011 o NS
Document Noe©° QO | M=34723791-1 @ N N
Guideline(s) f@()w%ﬁn %U N .9 @U Q @
study: 9 9 N Y @;\o}ﬁ
Deviatigapfrom currentg ] Cus@at Gugeline: not applisable
] e g

test guiseline: N D o
Previous cvaluatio@ QJ\( no@rcvigt@y sub@\mcd N Q
BN < S T O
GLP/Officially 2 QYnofpplica®E o> &
recognised tes{@g ©®Q ® . @ Q"
facilities: A
Acceplabfi@yReliability: Fes @ ¥ .9 9
N 0 T
°\@ Q @ D
AN N &9
v SO Y I RN . _
Théxdocument above wagsonly sncludé® for nsparency reasons since it was part of the first listing
process. It doesgjot contain in{orm@l relgkant for the current active substance renewal process.

& B
o S
s &
&% O @0”\9
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Data Point: KCP 10.1.1.2/11
Report Author: | o
Report Year: 2016 &/ @b
Report Title: Determination of residues of fluopyram in Poecilus cupreus (coleoptera: @ o

carabidae) using an extended laboratory test @ A
Report No: CW15/045 @§ S N ?
Document No: M-545010-01-2 - N
Guideline(s) followed in | Heimbach et al. (2000) modified %ﬁ . O . & %@
study: US EPA OCSPP Guideline No. 8§8SUPP & NSRS
Deviations from current | Current Guideline: not applicabl\? Q@ @@ S t"\gw g
test guideline: Q % mQ SRS
Previous evaluation: yes, evaluated and auaptad S O @U @

in the Addendum No. 4 @ DAR (rev 20T7) 23 é (&& . N
GLP/Officially Yes, conducted under (WOfﬁcmlly r@gm%&ﬂmtl%ﬁfaulg@ “’0) @U
recognised testing & 2 R %, IS R
facilities: Q @ g}\ﬁ @§ &3 b <
Acceptability/Reliability: | No A\ > @ Q ~ Qo &’ N

D
ERRE > S O
RN RN &
The document above was included &? in %@15 secﬁbn fo?@‘ans;@a nc;éepaso ce@waspart of the
first listing process. It contains 1(§rmatlo@grele%nt of the ent @Ve stan<g renewal process.
The full study summary is presented uﬁﬁer / En 8. folfowing the lﬁt re@mg and evaluation
criteria. The location MCA was: hosgn for presentifig thed ail tud% ata toJacilifite an easier and
consistent review of all reﬁn%menggata 1né§e plage s1n(¥ the eadpoints erivegl are %e evant for several

“y

MCPs. o\@ @© § O o § NS
% @ o o N
& S 2 © Qb Sl N O
& N wx@ N) ) @ © S
Data Point: S @ﬁ(cpo@é.}é?. 1.3 QL & & @

Report Author: & N & N NN
& I 5 S

Report Year: & 203 QO « 9 A
Report Title; W Residyg.decling of fl ngram arlhro%ds a@}% spray application in vines in
9 2 A © & @ @

Gergyly  g»
Report MO @@ @3376@‘1-2 /($ &X ®)
Document No: ° MX‘%3£6 01- ZK\Q ° S

Guideline(s) [bllox@ivn @n (B 7/20 EF %éiwdance Document on Risk Assessment
for sa

study: ©& % ammg (2 9)
-~ (@Q P@ndeh(@) 8@§SUPP
Deviations fign curr€t @&re ‘Suidelige: notagplicakle
SHPCR R

test guidelige:
Prcviot@@luation: © yc@aluul@i and} chtcﬁ%

N |int Agdcndun&§ 44@)he DAR (rev 2017)
GLRQfficially  « @%s oco@tctc @ndc@kl)/()fﬁually recognised testing facilities

recOgnised testing @ @\

facilities: @ & @ &

Acceptability/Reliabilly? [ Y& > X
N @

o & &
The doﬁ@nenove as 1%@ded here in this section for transparency reasons since it was part of the
first is%ng essJt coritains information relevant for the current active substance renewal process.
Thefull s y sum ar@ presented under MCA 8 9/02 followmg the latest reportlng and evaluatlon
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Document MCP — Section 10: Ecotoxicological studies
Fluopyram SC 500 (500 g/L)

Data Point:

KCP 10.1.1.2/13

0
Report Author: &/ @b
Report Year: 2016 D o8
Report Title: Kinetic evaluation of fluopyram residues in foliage dwcl@and flying m@%‘%& ir@

vines - Fluopyram (AE C656948) » S N
Report No: EnSa-15-0934 SRS L
Document No: M-544286-01-1 =) O &) 2
Guideline(s) followed in | not applicable © SN R \\ @}@
study: V @@ @7@ ) &
Deviations from current | Current Guideline: not applicagle Q) Ro Q\y S S
test guideline: @ é < S @)@ @
Previous evaluation: yes, evaluated and accep o) @@ @ @}

in the Addendum No. 4 ¥&/the DAR (1’@7}20] RS O N\ y\\h@ >
GLP/Officially No, not conducted urfder GLP@ﬁfﬁcizﬁ@/ rec&%mised%@s%ing litieS RS
recognised testing &) %@ g}’ Q 6@ v & % o
facilities: @ @ Q QD S @9 (77%
Acceptability/Reliability: | Yes KT D S 0O L

. S o
o Fs P eEFe
The document above was include are reasgg Siney-it \sz&@p%art of the

first listing process. It contains informé#&on r

The full study summary i

criteria. The location MCA Was
consistent review of all reféggeme

ere in@his sectio f(wﬁ’ tra@
ant@ the Cyrre

A 8®/03 @ow'

reseating ‘!@-‘ detaided s

l?§sen f
ata é’@iﬁ)ne e, since the
SN

ctiv&@lbstéée renéwal process.

g
lafest r@orti

s pted\%der the

nd evaluation
datactp facilitate an easier and
endpoifits d@ed a&@%}elevant for several
S y\g @

MCPs. S <
O« & o & ¥ 0 S
U E e S 90
& § & YO e
S Q- % D 9 & O
Data Point: KCANO.1g2/14 Ny & v
Report AuthoRy? & Mf% & § -
Report Year: 53 15 ¢ ¢ m&‘, ) -
Report Té@@ R Reiiﬁ;dec @2 of f18dpyram and p@hiogoizole on arthropods after spray
@9 apg@lratio oilseed 1'ap$clds@n Wcst& Germany
Report No: : 3067 f(\\@ N N
Document No: @ T M54 0-0P<l @%,\’ Q)
Regglation £5€) N6\, 107/2Q09, Q@

Guideline(s) follé&ped n@
Q

study: @4

/
e WUIHQ@%OH Rigl Assessment for Birds and Mammals (2009)

Eﬁ@ Gu@;@i

Deviations f{dn curr&at Yirrent Suideling: not dpplicaple

test guidelige: §@1 {)16\ (@@S @C@

Previoug@yaluation: ) yc;@gfaluul@d and &s ‘chtc&\ﬂ

O |ip the Addenduna No. 43@he DAR (rev 2017)

GLPOfficially — wg @%s, go@uctcé@idc@u)/()fﬁcially recognised testing facilities
recognised testing Q N ®)

facilities: @Q° & @ A

Acceptability/Reliabilly® [ Y  «

S § & §
@ ©

The doume ov as ided here in this section for transparency reasons since it was part of the

first listing ess(It'conitains information relevant for the current active substance renewal process.

Ty
criteri

MCPs.

1 y sum ary@ presented under MCA 8.9/04 following the latest reporting and evaluation
e location MCA was chosen for presenting the detailed study data to facilitate an easier and
consistefit review of all refinement data in one place, since the endpoints derived are relevant for several
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N Fluopyram SC 500 (500 g/L)
Data Point: KCP 10.1.1.2/15 .0
Report Author: ] &/ @b
Report Year: 2016 N o4
Report Title: Kinetic evaluation of fluopyram residues in foliage dwcl@dnd flying m@c%)s 11@

oilseed rape o

Report No: EnSa-16-0035 @ @ L
Document No: M-545077-01-1 < =) O &) & 2
Guideline(s) followed in | none AN Ko )

study: V @@ @7@ Q\ @ K@
Deviations from current | Current Guideline: not applicagle Q) Ro Q\y S S
test guideline: @ é < S @© @y
Previous evaluation: yes, evaluated and accep o) @ @ @}

in the Addendum No. 4 tY'the DAR (r 9\\ O \ y\\h@ N
GLP/Officially No, not conducted urfder GLI@Q)fﬁch@] recg“@msed%@;fm @‘Tlitie%\ RS
recognised testing &) %@ g}’ Q 6@ v & % o
facilities: Qr @ D ) J,J@’ @7%
Acceptability/Reliability: | Yes jq\ﬁ TS e &% © & @
@ & N N
Sl e e &G0

The document above was includedshere 1n(z%1s sedtion fof tra %e easgg siney it w&@p%art of the
first listing process. It contains informé#&on r ant@ @rre ct1 @ubstéée renewal process.
The full study summary is pted\%der A 8®/05 %{ the latest r@om nd evaluation
criteria. The location MCA W#as l?&sen fc@rese&tmg -©-_ detaﬂ@ tu{%data@g) facilitate an easier and

consistent review of all refigemen®data indone e, since the end oifats deftved f@elevant for several
&) & P &

MCPs. S {Q° %
5, @ © O 6@ \© é &N \@
@,? TEeLe §§ ., O
S % 0 9 & (W

D

Data Point: & K(l&lo 1d.2/16 Ny & N
Report AuthopyY M .
Report Year: v Qyp _

Report Té@@ ] FlugByram galuatfoh of QECD_j @it reyid¥ dossier - WNL 6656 - Fluopyram -
&@ @Q § Joi cvmw/ EU 11kst&ﬁ ucf@ y zur Aufnahme von Wirkstoffen in
Aghangd der Rj IHILQI/ 14/EWG &
Report No: Y [ M40 Ok\l m Q)
Document No: & M- 09- [(\©

Guideline(s) f(@owcd N 1@@xuf ©\ @ Q
study: S @ ®)
leatlon%om current & urr@ Lll NRe: n%@pp 1@’(@

test guidgnt: &
PreviouSevaluation: o ycs\é\/d mtcd alﬁQ\cup@
R <
AN
(}L\F#Ofﬁcially ot @hcablcy @
recognised testigg® &
facilities: s o A@ @ Q
Acceplabili@f&eli@%ify: Yes m@
N N
& g ° &

The {%um@bo@ms%nly included for transparency reasons since it was part of the first listing
pr. @s Ié@oes no cont@ information relevant for the current active substance renewal process.

&
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Data Point: KCP 10.1.1.2/17
Report Author: ] o
Report Year: 2012 &g ©©
Report Title: Fluopyram - Peer review of new active substance - Requexr for additional g
information - Ecotoxicology - EFSA Letter Ref D(2012) T% al/620027 %nre@
January 24, 2012 S
Report No: M-428668-01-1 - @ @
Document No: M-428668-01-1 = S %) G
_Cmi.d_ellineljsl followed in | Data _Du_‘;ﬁ\f E'J‘l“—H—L EE(L‘ @ @& g}g \\ @@ @
study: Bee Studies. not yet Peer Reviewdd S A NS &
Deviations from current | Current Guideline: not applicale Q %y Q\y Q> Q)
test guideline: ~ RS (@Q© Q)
Previous evaluation: yes, evaluated and acceptg ﬁ 2 Q & N
@
@ > -2 . 2
GLP/Officially not applicable S 9 N ow, @Q Ny Y
recognised testing S) %@ @Y}ﬁ @% @@ @ & % .
facilities @y @ Q 2 Q &L o
Acceptability/Reliability: | Yes RS S =) Q §
@ N0 LS O O o
SN & Qe p o
AN (N
The document above was only 1 ded for tran%par ncy readpns sifde it p T tlle\%st listing
process. It does not contain mfo@ tionggelevadl @ pfor @cm‘r@ act@sul@@lce éﬁewalbrocess
R
¥ @ K Y&
% O A N
S A @ &0 Lo
@ RS

CP10.1.2 Eg@cts er&ﬁé@h‘ial Gert ates\(@he@hanq@rds\

< Y @
SCRRINET Y
Table 10.1.2- IR©© EK\ mnt used i i he ri \lsse@entgr ma@als Y
C"«
Test © Tes%emgﬁ\’ Apst s&cles ‘@Q ¢§ 9udpm'ft Reference
substange ;% &9 @ '~ \(\@ v
@ > NECERES (2005)
. % RatQ § N
ﬁf@ orald & Rat , Risq > 2000 mg a.s.kgbw |M-259398-01-1
S & O O 9O KCA 52.1/01
QK SO 3, K
Fluopyram @ @Q @ . © ©\ N ©§ v ]
o e of N >
% genelatm@ NS '_‘_Q &l N L =14.5 mg a.s./kg bw/d [(2008)
@7 srucg@ QQ @ @ o M-299334-01-1
& NS KCA 5.6.1/02
R ) KA \&J
N T e e Y8
> & @ A
Ca &S R
8 oo s s
Table 10.1 < Q ele mc%gltor $fidcies for screening risk assessment
Cy
§ % @C Shortcut value (SV)
$ @@ op § N Indicator species Acute RA Long-term RA
i@ @ based on RUD9o based on RUDw
@chards (apples) Small herbivorous mammal 136.4 72.3
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Fluopyram SC 500 (500 g/L)

ACUTE DIETARY RISK ASSESSMENT

Table 10.1.2- 3: Screening acute risk assessment for mammals @
, DDD LDso @®
7
Crop Indicator = DDD | phgas/ | TERS | Trigseh
species PpL. SVgo | MAFso ‘O o
[kg a.s./ha] g bw] & @ L
, 19
Orchards (apples) | ST BETDIVOIOUS | 675 | 364 1 1.0 | 102 >2000 > 196, 108
mammal = [2) e\ @
K o & &
> © s Qs
The TER, value is above the trigger of 10. Ther aTier 1 rlsgsse@nenténot <r§gqu1red. &
@ ARSI &
& N D \% N

Acute risk assessment for mammals drink&g a&\n;@?mi@ed w@er f (@1&7 pu@es &

Due to the characteristics of the exposure &%ﬁari&@ co%@ti% th the stand assu@lptie@jfor \@%Gr
uptake by animals, no specific calculations 6£ exp TER,ate %essaésa when the @0 of
effective application rate (in g/ha) to Vang%ndp@ (in"mg/kgg\@ﬁ@/d) s ng@excee@d0 in‘he case
of less sorptive substances (Koc,K © OO/kg) o 3000 in the ca@of e saiptive Gpbstances
(Koc > 500 L/kg). > TS S SRS Y
R o o & & 9O o O

With a K(f)oc of 232.1 L/kg, %@@pym‘i‘& belor@’s to &§ gr%@ of l@ sorpt@e su@ance%
s S @ ¢ @)

N SN L9
o O @ TS N
° S
Table 10.1.2- 4: Evaluition %potent% con f@xpo@e of mammals ror@@inking water (acute,
extpesyge
: ‘o 3 &«
“E
ST I e ] B | R |
Crop & |<Sompodnd o : [1fg ../ < (AR Conclusion
QS /kg] (> MARn) No concern
S & o ke b Dso)
a [g ady/ha] Q @ if ratio
Orchards@pples) E@opy&a@w 2@1* ©7SK\U© 3{@00 % 0.038 <50 No concern

A Sovalue given ingViCP 9.281 (Table'9.2.4- 1) o
2 O @‘}5 O\@ . §«% \@ N K
RS
According to th%F{%’ D @ “r@&pe@zﬁ‘i@ cal latiof exposure and TER are necessary when
the ratio of effastive icagipn raté(in g@\a) to &van@ndpoint (in mg/kg bw) does not exceed 50 in

the case of sorp%ve @stan@ (Ko< 5 0@/]@)@ This is the case for fluopyram. Therefore, the
. F (Kag< S0LAZRS This s d .
acute ris c@r mammalz@from @(m%}ﬁy’a er that m@féontaln residues from fluopyram is acceptable.

o NS
G S - \f
L -TERM REPRQBUCT \'\"Z‘ NT
ON QEUCTLVE ASY &
@"° N .
Table 10.1.2- Sereeningdong- repraductive risk assessment for mammals
& Soeniyg@ing (@m rrid
L DDD NOAEL
SRS cato@’ ©
Ctop @ . Appl. rat DDD | [mg a.s./kg | TERLr | Trigger
specigd ppl.rate | oy |\ NMAFm | £
§ NEES | kg as/nal A bw/d]

S &7 P %gan
g@hard@apples) herbivorous 0.075 723 | 1.0 |0.53]2.87 14.5 5.05 5
(’@ mammal
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The TERyr value calculated in the chronic risk assessment on screening level exceeds the trigger of 5.
Therefore, the long-term risk to mammals can be considered as acceptable. @o S
5
Long-term risk assessment for mammals drinking contaminated water fr@puddles &@ ©)
<
Table 10.1.2- 6: Evaluation of potential concern for exposure of mammalsfrom drinkin@atel@ng-
term, escape clause) 1, N . R

&

@ “E @ @
AReff ch L =] &
Koc | (Appl rate ﬁ Es]'} ( @eaff/ clayse” ﬁ ncl&) n Q&©
[L/kg] | x MAFm) @img s/ | @ o.6ohcern S @

N
[g a.s./h kg bw/d] @A @ ratié

Orchards (apples) | Fluopyram |232.14 75 o145 @ iﬁﬂ 1o S@ .| No cog\@&l

A Koc value given in MCP 9.2.4.1 (Table 9.2.4- 1) @ R S QX
& @ @’ & ‘

According to the EFSA GD 2009 “no 1. eczf @alcu@lons@ exp re dnd TE@}*@ necessa hen

Crop Compound

the ratio of effective application mt Jin (%% ha) to @Z e@endp t (z /d) es no exceed
does not exceed 50 in the case of le& sorp@ae substanc C\ g) 0 he 5@e of more
sorptive substances (Koc > 500 L%g).” This is ghe cas@for fl rar@ he lon: term risk for
P Yy B
mammals from drinking water that may, Contafa ress fr@n u@ ram @acc bl%
AN @ &
8 & @ \ . ©
RISK ASSESSMENT Q@srzc@vn&fy O]&ING o N § &
According to the EFS @% sub g@tance@v og Pow o> 3§ave R&tentiayl\ bioaccumulation and
should be assessed the risk of %@e)m%@»ﬁcat in z@@atlc and terrétrial food chains.
@D
Table 10.1.2- 7: QLO%OW value o%uopyp&E é\ é@ @ N
S
Sl@tang{}@ O OLog®Row & f A@bmp@%gen@ Reference
© | @ ~ I (2006)
°\%)luopyram v ” %0 °C)® So'rfa ater M-280089-01-1
@ @ e O = S MCA, 2.7
@ NS \© S & @$
The log Pow Valg@ of ﬂ@pyr is 3 @and tlé%(s ef@sts 0r@°ec0ndary poisoning have been assessed.
@ & S’ \ \ \
N ¥ S & 2 @©
Table 1(@2- 8: Ma@nah@%ener@ﬁc@pecwﬁﬁor the Tier 1 risk assessment of secondary
@wnmg O& . @
Generic mammalian i ator\specws@ @ly weight (g) Example FIR/bw
Eggthworm eater &U @ &\J 100 Common shrew 1.28
« Fisheater & & [R 1000 Otter 0.142
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Long-term DDD and TER calculation for earthworm-eating mammals
& @
Important remark by the applicant: The PEC,.i and TER values as presented below are mterl% Yvalue§V”

and are therefore subject to change until final modelling input parameters be estab%@ed The
applicant intends to provide final PECs.i values and revised TER calculatiofiy latest by end of March

2022. % XS § %@@
© < Y O\ @

N < o <

Table 10.1.2- 9: Tier 1 long-term DDD and TER caé%ﬂation for eil@worm-eatir(t%gman@s 1ple§§
o) Flwbpyram

Qier 1 @ < RQﬁ%mer@ @
Kow o 20600 Y = G O060. 7w
Koc [mL/g] Q n#r S & | W& @ 232&1 A
foc NN o b6 L&
BCFworm &‘\9 N 55;1\ 2 @ &% o © (\y\g 85°
PECaoil, accu (Mg/Kg) O & 08T S IS QoiskE O
PECworm (mg/kg) 4 © (Z& ° %64 R ‘G @ @ (&3 @
&
L

FIR/bw N 6 12 & Q@ o ol
DDD (mg/kg bw/d) 9 | v 97 o © ylow
NO(AEL (mg/kgbw/d) % o 145 &@ A9 e 1%
TERLt o O N §@ 13.1 & B4
J
S JE S b (§ 5

Ry

Trigger

A Koc value given in®MCP 9 .1 (Tabf®®9.2.4 N O & N

B PECsoil, accu Valu en in Tabl@®.1.3- pple@b x 75 g a.s./haf 21 day&l"WA 0f 0.035 mg a.s./kg +
plateau conce ion (Xem) of @2 @s /kg

C Measured B resu&& on&%’oloac&%ﬁula&\bstud}fm earth@ p@}e ref@o MCA 8.1.3

& S
©©©©©&@J

@
53
)

S
4

@
SR
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Long-term DDD and TER calculation for fish-eating mammals

& &
Important remark by the applicant: The PEC,, and TER values as presented helow are mterl%\/alue@
and are therefore subject to change until final modelling input parameters be estab%@ed The

applicant intends to provide final PECsy values and revised TER calculatiofis’ latest by end of l\@ch
2022. AN S S o
R N ° v
& & SN & e

Table 10.1.2- 10:  Tier 1 long-term DDD and TER calgllatlon for fistmg mamp\{g@s in QQes mé\” é
N @ Fluopyram < @

BCFrsn L’ & R © o o

FOCUS Step 2 PECsw (twa, 21 d) (mg/L) DN @oe2ed w,T O

PECiish (mg/kg) N2 Y o 0.100° S

FIR/bw N RO R S AN

DDD (mg/kg bw/d) NN 0014 N

NO(A)EL (mg/kg bw/d) RS (} RN O

TERLT @U Sa N ~ 2N 1080 S S

Trigger oS (153 N $ (Q@/ @J)

A

Measured BCF resulting from a @oncentréﬁon stuEfy indish, ple efer @ICA 82.2.3
21 d twa PECsw value given 1n MCP 9.2 @@Tablg@j ples @ 75 /ha@CU@é&p 2, Whem Europe,

B

autumn application as wors @
@ 9
The TER values for ﬂuo&@am ar@abo@h g of @dle@g neg@?sk from secondary
poisoning for earthworm-"and fish- e%mg mam “ o §
X N
IR & & <

g . O @
CP 10.12.1 (P Acufe oral toxicity to\ﬁammﬁ & o &

® o T & &

A 9 & O
Table 1(% 2o11: Mag@ah% 1c1§§§1ta o@e fg{@llig\@prod@ FLU SC 500
) ] @
Test s&tance T’&%@ies&g&Q @Spec@ E{jdp@)in{}\x% g\ Reference
9 o Ll .~ & I (2008)
FLUSC 500 @, Ac @Q & ®) LDSQQ 200§ng prod./kg bw M-298203-01-1
Q 19 © Y I D » KCA 7.1.1/02
© o 7
) o O @ 2 T
@7 N NN
> NN
N S & &
S ¥ & Q
¢ . &9
@ O é@ ~ @
% AS)
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CP 10.1.2.2 Higher tier data on mammals
Insect and foliage residue decline studies and kinetic evaluations to generate a DTso for higher ti@%k@@

assessment on birds and mammals are in the MCA point 8.9. @\ >
«x@ 2O
Data Point: KCP 10.1.2.2/01 @ R
Report Author: [ NS ?
Report Year: 2003 - % o 2 A
Report Title: Attractiveness of tomato fields fegdferbivorous 1@1mals and b@v, fie @ @
monitoring in Lombardia Q @ N S é
Report No: C042278 RN > ﬁ QB
Document No: M-232304-01-1 Q ° < < < Y
Guideline(s) followed in | Pesticides and Wildlife Id Tcstings&(ccom@‘/ﬁdatm{% of.a® & @
study: international workshop on terresfrial fiélH testiivg of pé@icide@ 0\% §

attached to Pesticide X¥fects @Terg& ial Wildlife, eriie &
Walker (ed.), Taylor Fra&p@]s Ldailon 1@ @éo o <
Deviations from current Current Guideli&ﬁ?ﬁ%ot a@;@cab& % N U @@ @
test guideline: & @ &P . © S @

Previous evaluation: yes, evaluatgd®nd &ptdo\g < O = N Q)
inDAR(2§é {g << o K @ F

0
GLP/Officially Yes, CO@Cted uifer Gl>/0 ey gnlestil@\f%tm 1@3@ . w,”
recognised testing &) Z) ©) Q S
facilities: O g m?@ L@ é (3 § N
Acceptability/Reliability: | Yes <Q A ©
I D A
e Oy & T SaL

S @ & o & %,
The document above swas onfyr included foftrans renc&@easc@s singe it w: s%rt of the first listing
process. It does not gpntain ittfo on réevan th@urrent actw@ubstaﬁce renewal process.
s .9 X © @

SEIRSENS RS RN é@ @
@) 6\ S N N & )

S S I A N §
Data Point: _ O TRCP 1122027 o’ oy P ¥
Report Aigtir: > O ¥ @ &
Reportdar: @9 20 ﬁ\ Q)
Report Title: N AE 665@348 S@C ‘I\@Ln ude of t&\uudug in/on grass forage, fodder, and
N ay D groug gras&l sc&d
Report No: & 044y A
Document Noiz, (@Q M@Oﬁﬁﬁﬁ-l ar ®) @y
Guideline(sNQllowe&in @?ﬁx 1&& OPPES 860%00, %}p Field Trials

study: A0 @9
Dwiati@}om currcnt@ C u@?\t (Ju@@\imc@ot dp&&mblg
test guideline: DN
Previgus evaluatio evilirated 484 acgeded
> - @@?:h@“@m @ <§F
GLP/Officially @* «agwn%@ @@r GLP/Officially recognised testing facilities
recognised @ng %% %
facilities: N @@

Acceplab;@ii:ly/Re1@3\5ility'@0 Yesy

& S
Tl@@’ocur@nt abd¥e W@Oﬂly included for transparency reasons since it was part of the first listing
process,diis considered superseded by the trials from EU countries submitted and analysed in the MCA
point
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Data Point: KCP 10.1.2.2/03
Report Author: I o
Report Year: 2008 &/ @6
Report Title: Foliar half-life calculation for AE C656948 in grass forage and hay S o
Report No: EBGMP158 O @2 AL
Document No: M-300703-01-1 @% S L 7
Guideline(s) followed in | 850.SUPP N L
study: % . § § &
Deviations from current | Current Guideline: not applicablc@ SN %, \\ S
test guideline: @@ SN Q @ <
Previous evaluation: yes, evaluated and accepted & Q) 2y Q@ S Q)
in the DAR (2011) @ S S S &
S\Igé’/()vfﬁ;ial‘ly' i No, not conducted Lmdc/Ofﬁuall&cco : @ tcsti@ faci@% % @}

' gmsc testing Q> N @ 6 'y N
facilities: & RS EARYE'S & N Y
Acceptability/Reliability: | Yes O U & o SO @ <

5.0 0 RN ¢ e
{\9 \\ \\ S &% ) @) N §

The document above was only includ&d fo ﬁ*ansp&g CcyLe sor&@nce %\Was of@ge fir€) listing
process. It is considered supersedei by 'the t @}Is r\@ E unt{@ sub@ ted an @ed ]%the MCA

oint 8.9. o
P Q & & @ ®© @) @Q @ ~N

o & TS @S U
S e QO @ N %

Data Point: GcCp I(Q.ZQ/,Q@ g . N O v\\fj

Report Author: § @ f(\Q e ,sr\@

Report Year: Ay |2 O o) 2

Report Title: @ Statem ue dl@\\ﬁoatl %1‘ ﬂu@?jpylam 1@treate&folla"e of dicotyledonous

Aplants; tlge aluation @ & @

Report No: ¢ EnS&12-0018 O R

Document Now© A [ M=42693692-1, 0 »,” &

Guideline(s) foflowe@in  [hot apky@icable o\@ § ) %@

study: G @ (d

Deviatj lrom cu1ren@© l@’ﬂ Gu@line: nol ap@abl Q

test gul °

Previous eve 1luallo§§ Sees, ev@%ale%% ac&éeled

o in th€@ddemdyin Ng Z to th%AR@(nz)

GLP/Officially . - ®Q N@&?iot c@ﬁctc&;&ndu @’/O@ldlly recognised testing facilities

recognised teg§Tig e

facilzijtics: o O 5© @ “Q\ @ o@

Acccptal@&/Rcliability‘ INEIENGEEN

< R S
% @ S P & o

The document above wég onlyc} \clud

process. It is cofisidered s

de ¥/ the @a

UP:@G
point 8.9. @ \% Ry @
& N Q S Q
o & © &
< O % S
$ Sy
@ & <

e@for @ansparency reasons since it was part of the first listing
Is from EU countries submitted and analysed in the MCA
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CP 10.1.3 Effects on other terrestrial vertebrate wildlife (reptiles and amphibians)

Information on effects of fluopyram on reptiles or amphibians is not available. No guidelines for s ies @
with terrestrial amphibian life stages and reptiles are available and no risk assessments scheme arQ',
established so far. Therefore, no further studies can be suggested for these groups, of organis v@Q S

N
@ S8
R & & .o
CP 10.2 Effects on aquatic organisms © {\9 N
The risk assessment is based on the current guidance: EFSA PPR PaneH(EFSA Paneéﬂ @rote@@on

Products and their Residues), 2013. Guidance on tieredrisk assess &t for plant ectm@ rodaists f@g&
aquatic organisms in edge-of-field surface waters. A Journal 2913; %(7) :3200.

o> &
& G @
o é@’ %\ %@’ 6\ " <
&
Table 10.2- 1: Studies for Fluopyram and@ts metaboli @9 andp01 used @’ris%@ssess t f({ o
aquatic organisms G Q <
@9 S = = D © §
Ti ~
Test . @ lg‘% w\”@ §& . @(}9 § éﬁ -
substance Test species &© S&dy . & s E\ 011%@ S @ Ref(%ence
@ e | § o & = S
Fish, acute % v 9617 | K> %%mg d L (Qn) 67(826071—?))1-1
Oncorhynchus ygss S E (~>100"g as- % KCP102.105
. 2- 2010
Fish, acute’ &% § LEx>200mg P¥§ /L @m)@ M_366(3 24_0)1_1
Cyprmus car, @) st @J 84.00mg ag&/ L) O KCP 10.2.1/06
§wbr te, acu 0248 h Y ECo= 141ang pro(@L (noﬁ) T 6%21091_%)1_1
h agna\ o sate | (C95902mgagil) KCP 102,107
N
X o © SR I (2008)

Q§§ algag . 4 M-299910-01-1
%) Pseudokzrchneg\%@a ﬁ & r§ 16. 1@lags p&gjﬂ“ (nom) KCP 10.2.1/08

> subca,@ta Q T2h/ & 8 Recalculation by
A (curr@atly kr@n as | gtatic @C 0 §§’1§ m})ﬁ //i ((Irllzﬁ)) E——
FLU SC 500 R@Exdoc@ é\ﬁ ® C
&
O

I (2020)
gbbcap itata) @ N > 39"mg prod/L (nom) | \r557704-01-1
IS X o>

. IS KCP 10.2.1/09
g O o V| 0O, K B (2010)
O Gréehal N O edio1a 6 mg prod/L (nom) | M=367124-031
S\ | Pseudokirchneriglla @c\f .9 (= 6.13 mg a.s/L) KCP 10.2.1/10

@7 subcaftata Q 0 .h/ D\Eer: 6.89 mg prod./L (nom) Recalculation by

(c \1t1y own as, Static, D _ I
\v\, R;;glfzdo . o Q @ Ebgso = g 3(2) mg prog.;II: (nom) B (2020)
subcapiféia) &@\ @ &© yCs0=9.00 mg prod /L (nom) - \17989717.01-1
v" @ D Q KCP 10.2.1/11
@ = S g E:Cso=16.2 mg prod./L (nom) | [
Aguatic crop@rte Q7 d/ (~=6.80 mg a.s./L) (2020)
@& Zé@emna@l ba <> static E.Cio=4.78 mg prod./L (nom) M-758230-01-1
. S E,Cso=11.9 mg prod./L (nom) | KCP 10.2.1/12
SIS B (2008)
§ @@ Figh. ac . o6 h. / LCso> 1.89 mg a.s./L (nom) M-277770-02-1
Q IS ()/1(0//», chus mykiss static KCA 8.2.1/01
Fluop ——
pyfm L B (2008)
tech. I“fh‘ aeute e Qf’ lh] LCso> 5.68 mg a.s./L (nom) M-278441-02-1
L.epomis macrochirus static KCA 8.2.1/02

Fish, acute 96 h/ LCso>4.95 mg a.s./L (mm)® I |
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Time
Test Test species scale/ Endpoint Reference@)’
substance P Study P @ ©©
type D 07
Pimephales promelas static S | (2008) @\)})) @
@@ M-298K8-01-
- KCA@&M@% .
- 206D)
. A Q
Jonnene 0| e =95 mgas/L @) © 2980108:01-1 &
Yprinus carpio static S @ GOA /04 @ R
Fish, acute &
Cyprinodon 2t6<1tl:c/ { >0.98 mg Q& /L %
variegatus 0%@
@ S
Fish, acute 96 e | Gedpetriciiean
Geometric mean statf® ©s0 = mgyps.
Q
RN S ﬁ-;@%om@
& \ OO O L0 M-279440-
@334 @ S Q5 Sk
Fish, chronic (ELS) % EC 290.135q8 ag(m@ alou atlon by
Din o SOR , _
Pimephales pr ()mcé&(@ tl@ugh Cox! .16§@ a. mn@@ @ 020)
© S o © Ch M-758375-01-1
o 1L & S &@Q SN SOl keas22.1/02
N #ﬁ@ 23 O
Fish, BCRgow- & | S0y BC @m b o ——
sh, BClej o7 14 < = J(2008)
through's, X ﬁﬁi K
Lepowis mac %”,m@ depusg¥io @ ish, norlm ed t@ M-298506-01-1
‘f&; = @\49 n/ flow- %1 ¢ mn 2 | KCA 8.2.2.3/01
LoughS &
S @ I (2006)
S, 1& ”te i‘ ‘S‘S mcg &P@ 50> 2°®m5 L (1@% M-278709-01-1
é P e . SRS KCA 8.2.4.1/01
Se@rnent@@\/eller o\(/d @ O %@
.9 sub-chgonic % @ @7 Il (2008)
. NG o7° 10 d C\( r\. Ymgea.s7kg (mm)
| Lepto@irussQ A M-297751-01-1
ic OE&g 100 @ a.s./kg (mm) [
AN plumidosus, @ %&Q o KCA 8.2.4.2/01
@\wd sc&;ment@@ S o C& %
ey
N4
o %WL§ e, @ @ 96%/ j@(,{ @4 mg a.s./L (mm) (2006)
O J - - .
[IL 1/ 01/14&5; o (sh eposition and mortality) M-282691-01-1
Q Qyrouggy @ KCA 8.2.4.2/02
g ) &)
@% Inve 't@ratc th @ 9§’/ ~ (2007)
Alﬁ@canu%lv ba/ @§0 _o\ ics“ >0.50 mg a.s./L (mm) M-282839-01-2
N QU KCA 8.2.4.2/03
Y
Invertebrate acute @ & Geometric mean
@ Ge(&emc aan O] Q ECs0= 1.638 mg a.s./L
S 9 B (200%)
S :
> @é\\’ S § © M-282102-02-1
7 S
& < Inv ebrat@ ronic 21 q/ NOEC = 1.25 mg a.s./L (nom) KCA 8'2'5.' Lol
B N DA ic Fo static- EC1o: not determined P Recalculation by
$ @@ (ét Hmamegna renewal 10- (2020)
& & M-758376-01-1
% KCA 8.2.5.1/02
Sediment dweller, 54d/ NOEC = 26 mg a.s./kg (mm) Il (2008)
chronic static- EC1o: not det rrgnir; 'dDg M-298809-01-1
(54 d, Life cycle) renewal 10- not determine KCA 8.2.5.3/01
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Time
Test Test species scale/ Endpoint Reference@)’
substance P Study P @ ©©
type >
Chironomus tentans () Recalcul@%ﬁ by
(spiked sediment) @Q 020)
50-0 I
S KC@ 25302 D
B N \ o
S:lzdlment dweller, NOE @] 39 mg a. s@(nom) s \(2 0@@
chrome. ; 28d/ ECm 0.54 mg a. se@ (nom) 7 % S
(28 d, Life Cycle) static =137mga (nom) -228566- ©
Chironomus riparius b KCAS3.2. @@01
. ) 0>32mga (n n) @
(spiked water) o & &
Sediment dweller, 7U 9 @Q@
chronic 28 dy_ g 3“\%1 w\?ko E&@oog)%
Leptocheirus Stat®” | @ o Y @ 1 M-29881Q-02-1
plumulosus ru%wal W%ﬂ %1 & g ( SA 8 RdM/02¢, °
(spiked sediment) . ° (\Q R{(\@
NSy T
2N o S
Green algae § RS @ % @ @ 36
Pseudokirchneriell&, @ E.Cs0™+8.9 1jg a.s. /@m) N
e O XXcaswe. 1/01
subcapitata - 72 Iej lﬁ(@ o a.s. @(m%@ «d Reca%ulatlon by
(currently knov@as & %o statf@®y’ = @ Mo, /L (r ©©>
> AN —
e ") B pletgon), e
o Q| QT ©BM-757659-01-1
AN ) @@ EN &8 R ©§”\’ KCA 8.2.6.1/03
. . -
@ @’ ”\a @ %, RN (2007)
) . @@7 088 s L (@) M-289899-01-1
r ) ~
¥ tu dla@@m 0- Q%\Fl /] 5C10= &3 mg@s./L G@n) KCA 8'2'6.'2/01
S ) Recalculation by
@C Na\ a [)e jculos@y sflric S h(,s(@S 62 a.s./L (mm)
. % @\ e Ey(@@: 5.643ng a&@ (mm) -_(2020)
. > @ © M-757699-01-1
> & & & SIS
AS @ & s O KCA 8.2.6.2/04
S S 1S 3 "
Y %& § NAFANS 5 (2007)
b R M-287289-01-1
% SHEN ©@ °N @Cs 213 mg a.s./L (mm) KCA 8.2 6.2/03
Q@ M@ digt@n N 092 ho/\gﬁr(‘, @i 13 mg a.s./L (mm) Recal .l.t'. b
Ske e/(m cosRum Q static® E> 1.13 mg a.s./L (mm) cea cuaton by
% % OEX\\? .9 & 0> 1.13 mg a.s./L (mm) %0)
@7 N N N &® > M-757680-01-1
w, N @ @ S KCA 8.2.6.1/06
N . R E.Cso=2.51 mg a.s./L (nom) I (2021)
j?”“t“@f“‘ @ﬁy“ 7&@ E.Cio= 1.58 mg a.s./L (nom) M-283647-02-1
@} U&% 1;@@ @ S@l" E,Cso=2.12 mg a.s./L (nom) KCA 8.2.7/01
(2020)
) -
[ §" e;fgq@ aue tzfi b/ ECso>88.7 mgp m/L (nom) | M-759029-01-1
& P m"g@} statie KCA 8.2.4.1/02
LN a 5@ 0.72h/ ErC50_= 20.9 mg p m./L (nom)
F ram, %2 S07 5 . . E.Cio=20.2 mg p m./L (nom)
A cudolggthneriella static | g Cso= 13.0 mg p m./L (nom) (2020)
AN subcapitata ® Y 50_ — Mg p M.
(currently known as E.Cso=21.1 mg p m./L (nom) M-758708-01-1
ey 0-96h/ | E«Cio=20.4 mg p m./L (nom) KCA 8.2.6.1/05
Raphidocelis . _
. static EyCso=13.7 mg p m./L (nom)
subcapitata) Y
EpCso= 12.6 mg p m./L (nom)
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Time
Test Test species scale/ Endpoint Reference@)’
substance Study @ ©©
type N D
Aquatic macrophyte 7d/ EYCSO__ 9.2 mg p m/L (mm) & | (2@ @
Lemna gibba static E.Cio=52mgpm./L (mm)@ M-759080-01-
EyCso=7.1 mg p m./L (mm) KCAR2.7/02
LCso > 1200mgpm/L?& Na- P 2
Fish, acute 96 h/ 2) S &
Brachydanio rerio static 008 mg p -@ (nom -247889-01-
. ?FIA) F @Kc/»g. o
@50 > 1200 mg $m./L (nom N@ * @
Invertebrate, acute 0-48h/ TFA) Q 92) &
Daphnia magna static @g@ gp. m (nom -247%90-0,
. °TF1Q§§U @ KC&§.2.4.§§
Q N@tc %30 m@m /Ié@om N>
Invertebrate, chronic Z d./ @A) /L @ @!10 @ @ )
Daphnia magna @Q\Sﬁe .1_\ \\ mg [k% ( M-615126-
s @ 1 S| KE@vs2.5703
Q % | BCio: _jiot determined 2 @ -
&© > - “ErCse>1.2 Qg% m nom@ @y %@)
Q bTFA)Q N
9 9 L Jn ™
o 1 | & e '
AN S
o | & 4 Ecl lngpmJ%%lom@
Greenalgag O | 9 FA) y\f (1993)
Pseudokixchneriella 9 @ > l@%g p% /L@l Q| M-247818-02-1
subc%zmm & 0-Tdh/ |y Q) | KCA 8.2.6.1/06
tly k@wn@ﬁ @tatic Q\Ebc% >'1.2 m@p m @é\(no Na- | Re-evaluation by
idocelis &y |SO ©@r B (2021)
ca&i@a) S N R > 1 ) mg@}n / M-762268-02-1
Triffioro- g7 &) N KCA 8.2.6.1/07
acetic acid @J@ %© O @g’EyC p H@L (nom Na-
(TFA) % K
"\@ g}a @9 é§% & S @ﬁ /L (nom
A o O N o) f@g -
N R Q E.Gg =16 p m./L (nom Na-
S SN | o
9 % @ o =§.4 mg p.m./L (nom
Q N (&) N\ < F
g & & L0 .85 TPA)
Q @ \ NS @\ =2.239 mg p m./L (nom
% Green al@ @ & @ Na-TFA) (1992)
@’ Pseudegirch ella @ § \% =1.881 mg p.m./L (nom M-247820-01-1
su@m’mt E s | 0572 h NG TFA)F KCA 8.2.6.1/08
N (curtentlyKhown @& tati%\ EbCs0> 4.8 mg p m./L (nom Na- Re-evaluation by
A Raphidéeglis ¢ R9 TFA) B (2021)
vSubcapitata) &, @ S >4.03 mg p.m./L (nom M-762208-02-1
NEES § R TFA)F KCA 8.2.6.1/09
@ N @ E,Cso = 4.190 mg p m./L (nom
SISO s P Na-TFA
@ N @) > a )
S @@ Q =3.52 mg p.m./L (nom
v & O TFA)*
§ @@ Gggen %e E.Cso =237.07 mg p.m./L (nom)
Q Q& Pseudokirchneriella =241.95 mg p.m./L (mm) (2017)
@@ subcapitata 0-72h/ | E.Cio=5.59 mg p.m./L (nom) M-615180-01-1
(currently known as Static =5.80 mg p.m./L (mm) KCA 8.2.6.1/12
Raphidocelis EyCso = 26.866 mg p.m./L (mm) | Re-evaluation by
subcapitata) E,Cso = 18.956 mg p m./L (mm) B (2021)
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Time
Test . scale/ . . °
substance Test species Study Endpoint Refer enc@ @@
type N g
[ M-76226@%-1 S
@@ KCA 82,6.1/1&)
EyCs0= 1100 mg p.m./L (nom @e‘r ab$ 2
N3z-TFA) &% (1993) . D«
4 mg pm. [@mom 3479Q0201- N @
A)F PRCA 82.7/0%,, S
Aquatic macrophyte 7d/ E@ =>2016 m./L (nomé% En d@mt ® ©
Lemna gibba static TFA) F recalculation by&@
EC=25 mgpn@ﬁ@wn@ E—
9 @
<g@a TFA) &‘@: S (2021, 7
N E@%ﬁ 3 g@ym(@ o] M-768038-0t-1
@ @’ KCA 8206 .
Note: @' @ Q © @ AN
Studies refem_ng to KCA are filed in the dossier f&ﬂl& five substance 6 % @Q @

Studies written in grey type are referring to sn@ n t corresp@hy mg B&gselme-@mm whereas @%ﬁies ithblack §1‘e
studies of the Supplcmr:ntal dossier Q K R <

NN Y @
a.s. = active substance, pm = pure metabolit :@31 od. 1oduct© %i @’ N) ) @ &
_ Q& S @
mm = mean measured; nom = nominal Q @ @ LS
Bold values used in risk assessment 9 6

A Justification on relevance of oint 1lable Wdoc ;[@P FLI@% 50@1\/{ 75 @55-(% %

A

B Practical limit of water solybihity > K Q
c In all test levels precipitationis wefig observgble so LCso @lem ly §b01 re @u ater s@umhg/@of the test item.
D Not determined due to 1@hemat@l IE% @ %,
E Formerly known as Sefenas capricofnutu @ ° o NS
F As the study was cenducted@ith sodégm trifléok oacel® uh.u.‘h@ the 1um alt of U‘;ﬂ*@oace’tlc acid, the endpoint
was converted to &um o@étlc @‘Wﬂh @ctm 0§ %\ (?% &
- > @
@ S ”\a N Q SN @
Metabolites S N S @ @ @

@ A Y
Metabolites 1@0}))@ 1-7:h oxy@dud ﬁﬁlﬂuof@aceu@md ﬁ) @re relevant for the aquatic risk
assessmentsNo met 011te is rglé@ant fi sem@m rishrasses ment?qg?

The EF@ AGD (201@ ste§ a@oach was u@ed fﬁ@\ 1 ugm olites to be addressed in the risk

assessfiient: . .

&> o s & o s D

<
Step 1: @ﬁ sru@cs w@the g,lvc sﬁ%tame adequate for assessing the potential effect of the
tabol@’ § @ o >
: GO ste N
S \ Q & &
S\ %)

Step 3: @’ Is it clear ¢hat th xopl@re h@bee fﬁ&t from the molecule?
No or @lem Go rogep 4. & @
v
Step\él: Identlfy the@pem@ or xon gloup determining the lowest tier 1 RACsy ;e for the
p&@n‘[ compougg> Is ti@ cuteQuietabolite L(E)Cso > 10 times the a.s. L(E)Cso (on a molar
@ms}"\
&

S‘rudlegg 11 e aré@vallable for Fluopyram and its metabolites Fluopyram-7-hydroxy and
ng@roac@c aci § 1ey are used for the comparison (see table below).

&
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Substance name Fluopyram Fluopyram- TFA
7-hydroxy o
Endpoint (mg/L) 8.94 20.9 >1.01 é S
. 47
Molecular Weight (g/mol) 396.7 4127 & 114.0 g
S T
Parent endpoint recalculated on a molar basis (mg/L) w @& o\Q
Mmet , NA @9 . ©25.58§ 2
10 ax “'CE:-:' A ° S
Hgj - @ AN R \\ <
Q @ ol

costatum is not a direct comparison to the green algae dies available he metaboht
requirement. Therefore, the more direct comparlsor’ ore d1screet valte 1s fd.

@ . @@1 K
The green algae endpoints for TFA and Fluo@ran&@hyd@?y is @ch @ter t@% 10§ti
endpoint recalculated on a molar basis = %p 5 & \@ Q %
\
@} N &6 S S 8
For TFA and Fluopyram 7-hydroxy: @Q ‘Ndi\\é’o tois&ep 5&\ @7&9 é\ﬁ @ § Q
N R & N %
For metabolites TFA and Fluopylt@l 7- %/drox > ®®\ @b @@ @Q \%
% @ S @ S §©
t

A The bound value for green algae is used for this assess t, The unbound, e of >1.13 n&.s./L @n @nem&
d ata @

Step 5: Identlfy the sp@es or%axo%mlc grg@’p de%srmm (@g the@bowe% r 1 Csw;ch of the
\ o ©
IsRACsw @>PE@sw % hop w2
@ K % Sy ©
For the metabohtes am ydr ’s a sk asse@nen pergﬁmed with available data
on fish as the most, s1t e orga§g g th 1c n@an When metabolite endpoints were not
available, the pareb d@lnt i ided 57 10 ‘Bs%usedo @ @& @@
@ B
O @ S f@ @b ©§ 2
Table 10.2&@ Suma@gary ofo\%e m@ollt dpom@? u%e\@m rlsl@ssessment
q A o) @ & @ “> Endpoints [mg/L]
peees @ & Q o Q‘luO@u‘ami%hydroﬁ Trifluoroacetic acid (TFA)
Acute fish ) S @g 3 &
Q) %3 N Cso@o.437@ LCs0> 1008
Acute inver ,G(f?-’ tes @Q ﬁ@ o S) Fx((% > &i%f ECso> 1008
Chronic fish O ©of R NgRc-apiss NOEC =0.0135 *
Chronig@vertebrates, @ Q| @ &NOEE€=0.125 * NOEC > 25.2
Algae A B @ ECe-209 ECs0> 1.01
M%’ophyte @ @\ R @E Com02 E/Cs6=924
@" o ¢ o T E,Cso>2016

< )

* 1° tier, rentﬁﬁboi ided'by 10,
& X @) v Q
& F IS

& & >
Sel tendpeints — I¥er 1
eét$lon(€)@ n p§s§ r
Aciute tofidity to fish

The ac@Jtoxmlty of fluopyram to fish has been investigated in total with five different fish species. The
96 h LCs values observed for the different fish species, including freshwater and marine as well as cold
water and warm water species, differed by a factor of 30 (LCso values ranged from >0.98 mg a.s./L to
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30.5 mg a.s./L, whereas the standard test organism used for its known high sensitivity, the trout, resulted
ina 96 h LCso of >1.98 mg a.s./L.

As acute toxicity data are available for five different fish species a geometric mean endpoint was: Q@
according to the Tier 2A approach of the Aquatic Guidance Document (EFSAyPPR Panel
2013; 11(7):3290). Therefore, a Tier 2A Geomean-LCso of 4.37 mg a.s./L w@alculated ang use@r

the fish acute risk assessment in connection with an assessment factor of 100 @
O O o 2
© MG S
L R T A
Table 10.2- 3: Summary of acute endpoints for fish @ S v
Test speci T @j t §© Q? d [t\ ©§ @2
est species system o ndpgin
P b R s Sl
Fish, acute IS \\ &
Oncorhynchus mykiss f\& %6 @];%CSO o * /j@ 89 as. A&%Om&
Fish, acute N < IS4 o @ <’
Pimephales promelas %% o\% h L\C@ %Q g Z@ e a@/L ( §@
. e S
o ~
Fish, acute ) 9 N 9@@1105 \& O w3 5.6xmg a s (non@
Lepomis macrochirus (ﬂQ I Ny < J@
. Y RN N RS
Fish, acute Q 96 hiCso @@ a’s m@%mo@%) B
Cyprinus carpio @ @%}) A& @ 'S AN S
; @ YT N\ D S Y
Marn.le fish, acute § S & 96h LCQ* Y: ¢ > 9@98 mg &9/L (mm)
Cyprinodon variegatus & < & Q S o
R QA&
Geometric mean S § 96LC5n O Y %, 48P mgas./L
A al 1@1% - @ \b O Cb
Practical limit of @ater soligiili
B In all test leveI@écml&nons w§obs 4\ Ble so @ LC5@§%lear@above tl@wate@r %lublhty of the test item.
SN
S @

@ ©\ < QO § N
One of the @etabo@tes (@ﬂuo@cetﬂ:& amd%ﬂ’FA ute]@ tested using Zebra fish. The
Trifluoroacgtic acmf@zf FA) ad adCso valu .m. /L higanetabolite is far less toxic than the

parent malgcule to the @%ep@ud n@i 10&9 fol%
The e&mg acute s@ study“Inwv stlgat?he @Qlcny of tuopyram metabolite revealed clearly
lower fish tox101t}§ etabolite to@e ac su%s ance fluopyram.
2 iQ > S I~
Chronic toxicigy to figh @ @ O Q @

According tﬁhe A(%) @ @es ar; \refeg@ OV@QOEC and should be used for risk assessment,

when r@ values are@tvaﬂab@ In & S study, the NOEC is 0.135 mg/L based on length and

morpholdgical and be@awour{% effects, t Cio is 0.162 mg a.s./L based on fry survival. It is
propased to use the@%ﬂ@r riskydsse @wn@ er to MCA for further explanations).

N : )
Acute toxicity t@)invertebrates, @ S

<
The acute t@lty&%ﬂuoﬁm t&”mve@ebrates has been investigated on Daphnids as well as on the

estuarine speciesMysid Shrimgtand Eistern Opyster. In addition, subchronic tests with spiked sediment
have bge condicted on tw@sediment dwelling organisms: Chironomus tentans and Leptocheirus
plumwi@sus @oni@sti%{%as done with Daphnids and Chironomus riparius.

Tl@@:@zﬁ the s@nda@pemes Daphnia magna was > 20 mg a.s./L. The LCs for the mysid shrimp
Americamysis bahia was > 0.50 mg a.s./L. The test on the Eastern Oyster (C. virginica) resulted in an
LCso >¥.44 mg a.s./L for mortality (i.e. no effects on mortality up to the highest test concentration) and
shell deposition.
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As acute toxicity data are available for three different aquatic invertebrate species a geometric mean
endpoint was derived according to the Tier 2A approach of the Aquatic Guidance Document (EESA

PPR Panel Guidance, 2013; 11(7):3290). Therefore, a Tier 2A Geomean-ECsy of 1.638 mg a.s.A>Wwas IS

o

calculated and used for the aquatic invertebrate acute risk assessment in connecgn with an as@smen@ﬁ

factor of 100. & @ @

The subchronic tests with sediment dwellers C. tentans and L. plumulosus s@wed a VGI§LOW t@acﬂy
of fluopyram towards these species with NOEC values of 26 and 38 mg g,%%ﬂ(g, respectl

The metabolites fluopyram-7-hydroxy and trlﬂuoroaceﬁ@amd (TFA Apvere of lové}ﬂcut%ﬁoxmt@}@o @

invertebrates with ECso values of >88.7 mg p.m./L ani to>1008 m JL, resp%ig@velyQ N é\ﬂ &
@ N Q) Q X

Chronic toxicity to invertebrates % Q @° @ & © &@

Chronic testing on Daphnia magna resulted in NOEC § @225 mg a.s./ky @fe cygl@e) te§@llth

Chironomus tentans revealed a NOEC of 1 3%}3;; a. ECQ f 0 "w ?@ thabis considered

for use in the risk assessment. (g $ % & °

% @ @ R % S © @7 @
| ST D OO s S

Primary producers Q@ N w\g@ \& %© o § é\ﬁ S

Toxicity to algae %,ﬁ \Q § © @Q @ @)

Following current state of sc1enc§he test gul@hne bEC % g@f U Mmhod C3, the

2/2008), this PPR*Opinion (EFSA

Regulation for Classification LahéHing ( gul %@ No
Journal 461, 1-44; 2007), the:EFSA supporiisg p 11cat10 92@pub hed 27 Pecember 2015)
and also the EFSA Aqua Gul@\ce Rpcum (AG 2013 n § CA@@ on July 10-11th,
2014), list growth rate ‘as the %elevan@nd@t ofsthe a &é anMe na wm inhibition test.
Therefore, the risk ass§§sme baséﬁ on the Eﬂ@whe& 11&1

©@©§ﬁ

& @
Extensive testin be@doné@n greéa algag, blu@een&ae @ssh‘ﬁf algae and marine diatoms.
In total four stuéé ac/diat omsare av@%ble far t@ e fluopyram with E,Cso values

nt po
ranging from@l 1 %"ng a%@L to 608 rﬁg a.s. /&@ The ydost §51‘[1V@Spe01es was the marine diatom
Skeletonen%costat @\ 3 @

The gr algae wer <<’:eésted§ ith t two meta‘t@t @pyr@ 7-hydroxy and trifluoroacetic acid
(TFA). omparlso o the\ -heur E: Value§ demonstrafgs that only trifluoroacetic acid (TFA)
showed a similar 1c1ty @aren&only agrone gndy with a 72-hour E.Cso of >1.01 mg p.m./L;
however, the 72-fmur @o \& S ra@d é‘;@ 237Q7 m /L. The metabolite fluopyram-7-hydroxy

showed lowergpxici § parefit wit ho@ E,Csivalue of 20.9 mg p.m./L.
Q Q\ &
Toxicity te\aquatic macro@hvte@ 2R

dote o bl
The aquatic plant Le §na glbs s owed aC mps@ole toxicity as for algae for the parent with a 7-day
2y

lue of 2.1 E, £2.51 L.
yciy\ya ue o @and@n Va@o 51 mg a.s./

The aquatic pl Lem@’ gi @21 W als%@sted with two metabolites (fluopyram-7-hydroxy and
trifluoroaceticeacid ns@@lt withimetabolite testing in algae, the metabolites (fluopyram-7-
hydroxy andi¥’ifluoro cet c1d ( A))@ere far less toxic than the parent (by a factor of ca. 3.3 to 475
or 3.7 to 8Q3). é’ @© N

The 7 Eu%, values @ the metabolites were 7.1 mg p.m./L (fluopyram-7-hydroxy) and
>1008'mg p. (@uor% etic acid (TFA)) and the 7-day E.Cso values of the metabolites were 9.2
@&A@?ﬁopy@m-@droxy) and >2016 mg p.m./L (trifluoroacetic acid (TFA)).

$

&
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Uncertainty factors for isomer composition of metabolites
The metabolite Fluopyram-7-hydroxy has a chiral center. Ecotoxicological testing was performed yyith S
the racemic mixture. Therefore, for this metabolite an additional uncertainty factor of 2 will be a&ed@
to the RAC of the Daphnia magna acute and of the algae and aquatic plant stu%es in conside@ion oft’
enantiomers. & @

3 § & o
Predicted environmental concentrations used in the risk assessment = N é\g
v
Predicted environmental concentrations of ﬂuopyram%nd its megapolites in %face @}Eterre 'S
calculated according to FOCUS Steps 1-2 for the use #q apples. O NQ N Q&©
@ S S S @

A\ Q I S
. o < @ QO g @
Important remark by the applicant: The PECsw’values as pregented.belowpare 1&1@ vallues @it are

<

therefore subject to change until final modelfing i p ﬁete@%an e~ estalidis

¢

. ) O
intends to provide final PECs,, values latest by end ar¢h 202207 v S °
P %y . v S Q ) @% o

NS > ©
ENAN A S N 3

Application in apples, 1 x 75 g a.s./haQ &K é\” @\ o C}\ @ S Q)
S Q\@ ST
Ve o & & 9 .0 O ~

Table 10.2- 4: Initial max FECsy Values —@)Cl}&teps@and é Singl@app@tion@@ apples

(autumn an su@zm%r, 1;;@75 g.s. ha)@?% &@Fgﬁf@ & @@@
© © SWodlaX
\@S@@&@@ @K%m@§
w FO O Ap - o Apples —
Compound N Sc@ari@’ ) @um ct.-l@b.) Q @ummer (Jun. - Sep.)
S . @ Q 1 ga. @a, g 1x75 g a.s./ha,
N O s YIS BBCHIESY @ 1© BBCH 71-89
©© O STEP1 Ao | 230 O u 23.0
Fluopyram ¢§ STEP 2 — North 9 656 O @ 4.57
2 STEP, Zf@s@ D ‘590, g 5.24
QO QST SRS 1.33
Fluopy&amﬂ—hydrox%@ sx@z—mrth SERE VR 0.093
Q> | STEP 2&South v, 2N.186 0.139
» N S T 108> 1.06
(TTr; NG SUSTERY Nordh | S 0dise 0.074
© O | saEp 2\\-%5*outh\) N 50.149 0.111

Bold values %ed in risk ass;s;@nt § @%:% ] @J/ %@
@7 N Q @ ) @
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Table 10.2- 5: Initial max PEC;seq values — FOCUS Steps 1 and 2 — Single application in apples
(autumn and summer, 1 x 75 g a.s./ha) @ @
PECsed, max Q\Q ?
ng/kel o o2 — °
FOCUS Apples - Y Apples
Compound Scenario Autumn (Oct. - Feb.) @Qummer (Jun. - Se o
1x75 g a.s./ha, % 1x75 g as./has )
BBCH.71-89 " BBCH71-807 =
STEP 1 g7 a c3l2 @
Fluopyram STEP 2 — North 1.6 RQ @ 10.@’)) P~ é
STEP 2 - South oy 13.1 > e 118 0O E
STEP 1 S 1.33 R od A @33 Y
Fluopyram-7-hydroxy | STEP 2 — North QY  0.233 \ @ N.0039 @
STEP 2 - South . £,0.186 NY U 0.14Y
i - acid STEP 1 Q @<o 0y S JoT ey <0.001
(Tri: :)Omace“c act STEP 2 — North gy <@l Q Y o @01’ &
STEP2-South,d * 'S (0.001y, .| © <0.001 §J
Bold values used in risk assessment @ N @ S S Q v
TSNS Oy &
$ T S & ¢ &
R o O § © 9 O
: . vy S @ & °© 9
Risk assessment for aquatu\(’fgamsgns NS v & @Q % é
According to the Aquatic 1da ent SA RPR Paf%l C@an %)OISE@the risk to aquatic
organisms is evaluated based 1V3t§ of l@gula@y Ac &cptal:go\g o@ntrations (RACs) as
follows: N @ ® \ é “ \@
F P § & S
RSN 9 & & @
Acute risk assesg&% @ &\ \\ N S @
B
RACqw o= LEY r@/l@ K@J & @@ ©§ o
B o
The risk is @pnsider. e acceptabléPif theRACg e > PEC . 1. -\
@\@ & %@1 & N AN
A O@\Q & O v O
Chronic risk asses @m: & é\’ o\© 6§’\ é& S
RACy, ch = NOE@ or @0/ g\@ @@@ \% & Qb
g
RACSW, ch= &O / 1@ @@Q \O\ \© o@\© @
The risk issonsidered accepta@ if @\‘Q' ACE v > PECsw, max
°\@ Q @ o\
T Ay B
To sg%lmarise, thes¥ ab b iati&@s are ¥ged i \bscript following the term PEC or RAC:
ac: acute, ch: &l@omc, iw ce @r, n@ maximum.
R
@ < Q & ©@
@\ > O
ACUFE RIS@AS@SS@T FOR AQUATIC ORGANISMS
& & <>
Impo t remark by the applicant: The PEC,,, and TER values as presented below are interim values

and are therefore subject to change until final modelling input parameters can be established. The
applicant intends to provide final PECs, values and revised TER calculations latest by end of March

2022.
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Application in apples, 1 x 75 g a.s./ha éf @@
Q\ g
& @
Table 10.2- 6: Acute risk assessment based on FOCUS Step 2 for the appli@on in apples{‘(bl X
75 g a.s./ha) @@ @ %
-
. Endpoint RAC Pﬁ Smay TRAC Q)
Compound Species [ng/L] v® @g L) | OPE c &@
Autumn ap%catlon O v, @Q S S)
Fish, acute Q . < < @
Cyprinus carpio IZ}%@ ~84000 @S@ >84Q S) 9 v @\
FLU SC 500 TS| @ 5\ 6.560, &
Invertebrate, acute EC 5 9 @ %, ) QQ N Nes
Daphnia magna S) 50@ %\)ﬁ @ h§ O e .
Fish, acute % @' @ R © 4 @
Fi tech Geometric mean g\? BCso \4370 6 % . 4@<§ £ 6@@ N\
uopyram tech. @ @ -
Invertebrate, acut Y % Xy Q
Geometric meag@Q [% EC@ k@ g }Q 16'3§ @ G Yes
& Q3 @ ﬁ@ s R
Fish, acute R © C@Cm 437 ‘@@ Ol ga9° © S Yes
Fluopyram-7- @ 0 S § (32
hydroxy Invertebrats; acuté™ S c O
28 B
Daphnlc%’mgr& Q) %50 >E§7OO& «(\ 44%5 A Yes
Fish, acute @\\/j . ﬁ o
N . §’[ Cs> >1008000 08 Yes
Trifluoroacetic acid |Qncor hy@s mgss  Q 5@ ’ = § 0.186
(TFA) gerteb@fe a@w @ N :
N 100 oo Q" >10b80 Y
{é aphgia magly, SO § §7 %8 -~ s
@\? \U $ o Su:@\ner &ﬁphcaﬁ% @ <
& Q) (o2 S
S %@%h %%@ S e ka0 >840 Yes
& VPVINis cargipo Q ‘”\7
FLU SC 5& | @ﬁ b s t@y %@ \@ 5.24
nyettebra@; acu
&@ . DphniadSmgna Q E@ R0 O 392 Yes
(@)
§§:h’ é;ilrllts § \4;\ @icso & 43% 43.7 Yes
Fluopyram tech. 9 I@®§3 N N N 5.24
@ |loyerehaw acts” S e g 16.38 Yes
') (Greom m\:m N N N
o < 2
Fi% acute§ o R Alca? a7 2197 Yes
Fluopyr@’% @ {’@ 0.139
hydroxy vert ate’ e @ RCy  >88700 4435 P Yes
Dap magp Q N
o)
FlSh “acu &
@ t& LC >1008000 >10080 Y
Triﬂuoroace@@cid Qncorhehus ﬂﬁﬂss R %0 0111 e
(TEA) g‘:gr@aw acaute ©@ ECsy  >1008000 >10080 Yes

RGyer pa end oint diyjded by 10
B %r the ab uop ram-7-hydroxy the RAC has been corrected in addition according to an uncertainty factor of
@2 in ¢ 1dera of t§ enantiomers.

@

For the application in apples (autumn and summer application) at 75 g a.s./ha the acute trigger is met
for all aquatic species for fluopyram and its metabolites as well as for the formulation.
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@

N
CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS S Q\ §
@
& NI
Important remark by the applicant: The PEC,,, and TER values as prese%ed below are i erm@lue%
and are therefore subject to change until final modelling input parameters can be es! ab11 H&d. T
applicant intends to provide final PEC,,, values and re\@l TER calc@%tlons lates@y %of Mach
2022. N R % Q & o
@ S Q S &
L N 2) @ S &
Application in apples, 1 x 75 g a.s./ha @ Q\@ \® %@ @@
% @Q @ % %@ @6 o\ %
kR (©) @& @ S % &’
Table 10.2- 7: Chronic risk assessment%ased e F(&C@S Ste pQ forthe appli ation@l ap 1@
75 g a.s./ha) & \\ N & . © X
@) K @ & Q \9\ § &% ~
. Q poir N (BAC &Y|PEGy.ma |[RAC>
Compound Species &© %& ﬁdmy;% @ SpgEd I @ “dpEC,,
R @Autg@n ap@atlo@ &© § OQ S
Algae L S oy e © QO
Pseudokzrch%erlellg\subca@ ta & rCSO 6&@ 1 6% Yes
FLUSCS500 "~ o) @@ @) S ©6.56
quatic, ntatrop w\g v
P ! ﬁ§ E%o (56800 <680 8 Yes
Fish@roni@ N o
.@ halgs pro m@ @@ @NOE& @3@ Q1 185 Yes
b Y O 2
?’ ertebiat, chronie O NOEC V12 125 Yes
©© c;}é% maéna N s&@ > L
Invgptebratg, chronic .9 L
Fluopyraron %ch. Chirongmus Fl']gg > @\% S |ECwy @90 S 54 6.56 Yes
D
& |Alga @y SN
& Skel\\%fzﬁnem&%st%m f\@% ° @Cio o ?\1@0 113 Yes
S o
@atlc macrophyte ', 0oy
Gatic e @@ @%\9 s EAC@ @@@2510 251 Yes
@ [Fis rom@ N o , R A B
Q" |Pinphaidepro W@S S @\%O%c 13.5 0.675 Yes
% Invertebrate, c@)mc @ @%C 1254 6.25 B Yes
Fluopyrﬁ% Dap@ maghy @ . 0.232
hydraxy D EC 20900 10458 | Yes
N Pseudohﬁhne@%dla sub ita@ 0
@Aquatic macgdphyt } B
e m% oib % Q' [ECs 9200 460 Yes
& % Fish, chrojic % S NOEC 1354 1.35 Yes
@@ § mepl@les p(\ elas
LS QYUY braté@hm"‘c NOEC  >25200 | 22520 Yes
ngéﬂ;macc%@z nia quiigna 0.186
a FA@% Algae '
@ Pseudokirchneriella subcapitata ECso ~1010 ~101 Yes
Aquatic macrophyte E,Csq 924000 92400 Ves
Lemna gibba E.Cso >2016000 |>201600
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Compound Species Endpoint RAC PECsw.max [RAC >
P P [ng/L] mg/Ll |lmgll [PECug | o
Summer application o < §
Algae & @@)
FLU SC 500 Pseudokirchneriella subcapitata ECso 6130 6;§ 594 Ye@@
Aquatic macrophyte o N
Lemna gibba ECso ~ 6800 %%80 ° O B §:S %@
Fish, chronic 7 @ g}ﬂ o
Pimephales promelas NOE& 135 m@ 135 @ § }\%@ @&
; N
glvertebrate, chronic I@C 125@@& B 25&@ Q @Q(es @
aphnia magna @ D) & . @
- 2 N Y D
Invertebrate, chronic o N\
’ S S R
Fluopyram tech. Chironomus riparius G %C%&f @ 0 R s p® 3 2"4\ "zg
@) &) YO
Algae © ©) @ o o & % o
Skeletonema costatum % . %CSO @ - >1$3 ) Y Ye@&
; ) ©
Aquatic macrophyte SN AN (& S E C%
Lemna gibba (®@ QE7\\\ Eé\aa@ @\&25%{© 30\9&51\\,{(@? éﬁ Sk
: ; [®) -
?iilé C;‘;‘l’:slc omatss T [NOECS T 13,54 ST 06797 § <] Yes
Ipbp@wgh&@&@m@e\
nverte. rate, ;}é@mco %, (g N?&C &@ IZ@Q @25 &y & Yes
Fluopyram-7-  |Daphnia mag S @ ¢ @
hydroxy Algae N @) g Q N @O. 39
. I ONIIES S |l 209008 Jogs® Yes
Pseudokirchneriella subégpitatgl> | ™ AR, S
@
Aquatic macr@yte ) 9 . © @
Lo e g dSOn W o] s e
F(g% ch{r&gic . Q ™ Y
Binephihs prapielas " N I:JQ@Z é@@ﬁj@& @35 Yes
RN 3
Yliny .rate@hronl@ K@j @NOE@ @00@ >2520 Yes
Triﬂuoroace@t)ic Dadppinia magna . o111
acid (TFA)’ Algae =, 5 o O v @ W '
&@ Pseugpkirchiggliella .&apitam %@50 NN ~101 Yes
o . Q % o,
A@aglc \roph © E,/ 92400
L&pina g\?l%a @gg N @7 [EGRT s >2016000 | 201600 Yes
A 1%t tier paren@ndp@ivid y 10y
B For the m@abolite@uop -7-hyc§éxy th@AC h@?ﬁen clitected in addition according to an uncertainty factor of
2 in cotéleratiohdf tanti%%rs. A O@\ @
S\ 9O N & @
o & @ &S
% T o @ n
S ST RS
v @ &©
@° N
A &8 8
@ < Q & ©@
& &S
S &8
S G
¢ g TS
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Table 10.2- 8: Chronic risk assessment for sediment organisms based on FOCUS Step 2 for the
application in apples (1 x 75 g a.s./ha o
pp pples ( g ) & D
Endpoint RAC  [PECsctma|ry orid §
Compound Species [ng/kg] [ug/kg@ X @‘d o
o7 |Ing/kgl O
¢
Autumn application o Q @ I
Fluopyram tech, [>cdiment dweller, NOEC 000 2600 | 186 | Yes <
py " |Chironomus tentans @ @§ fi\i > @7}@
N
Summer ap&ication @Q @ [\@Q é\” N &
: 2 N q N
Fluopyram tech, | ocoiment dweller, NOEE 26000 R 4260 1.5 | Ovesy
Chironomus tentans A0 @ D ®) L @
RN R\ YN S

v
For the application in apples (autumn and sur@mer‘t&gfolic fipn) %@5 g ay:7ha th®chroic t@ is et
for all aquatic species for fluopyram and@net@@ites\a w%a forthe fo@daﬁon. @

N > &

N AN N

@) BN @ o& Q %\ @ v ®)
Q &N & & &N O <
QO A < § 703 @@ § @ &
O

72 Q

Data Point: L KCP 10.2/01 LN N
Report Author: ) ~ @
Report Year: Q 26T N 4, S A &
Report Title: gg Fluopy@n - I-i“@flatimi\)ng ™D joir@review dossier - WNL 6656 - Fluopyram -

@@ \@ OE%&Joint i%eyiew&U-\A&ir stoff eﬁn@&zur Agdriahme von Wirkstoffen in
) & | Anhahg I &er Rlclgz;;ﬁme 914 14/EW § v

ReportNo: & & | M409909201-1%, o & S @

Document Yo: Y [ M-409999-01 D @ X
Guidelings) followed in N notgecifiedd’’ e 9 \@
study: @ @59 (©) @ @Q § Q

AD

Deviations from cugg wrren @uideli@\. notapplicagle AN
test guideline: Q@% N @ @;)@ B %@%’ (®)
Previous evaluati®a: @ ye@alua@and{%@eple@ Q\Jf

@ Ol O o O @
GLP/Officially §@t a%ablc Q o O
1'cc0gniscd§§sting = A= 9 @

& @

faciliticp@ 9D :@ o
AcceptaBility/ReliabifRy: %&S — é KQ
R SIS
N & & N

0> NN L .
The documen&ov was med fép transparency reasons since it was part of the first listing
process. It @s notcontajfnformation gglevant for the current active substance renewal process.

2

RN

el
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CP 10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic algae
and macrophytes @
N @y

Data Point: KCP 10.2.1/01 > D
Report Author: [ S & &2
Report Year: 2007 ~ D
Report Title: Acute toxicity of fluopyram SC 500 G to fish ( Onc&ﬁ%nchuq mykls@ undcﬁ‘@ﬂ\tath&@

conditions S N
Report No: EBGMP066 X m@ O © 9
Document No: M-291039-01-1 RN
Guideline(s) followed in | EPA-FIFRA § 72-1/SEP- EP@540/9 85-006)¢1982/1985) O ®®) @
study: OPPTS 850.1075 (Pub C@@ﬁ, 1996) 2 @ ©% &

Directive 92/69/EEC, CRA1992) o N N & &

OECD No. 203 (rev.dl992) &3° <y By f\\@ > v
Deviations from current | Current Guideline: 208 (201 é\ﬁ @% 6@7 @ g % .
test guideline: Deviations: not agglicablegy @ Q A o & S
Previous evaluation: yes, evaluated a“ﬁdacc\md @ % Q %, S §WJ

in DAR (201 g RN Y
GLP/Officially Yes, condt#d UIK GLP@#T] rec%gmsed t@?ﬁng @%ieg@K ~
recognised testing W\y N @@ N) 9
facilities: Q B N S o L fﬁg WY
Acceptability/Reliability: [Yes @, « > & « U@ RS @@ .

D ©
VS P @

The study above was perfdfined v@h ar@%td

agy [forn ulat10§%lt is @ﬁ sh@n fo %nsparency reasons

since it was part of the firstdi§ting. procegs ata ) b n generated @yith the representative
formulation for the a@e sulp anc@&;enm@al progg W{?@h is @sen%d in t&k section further below.
S - S sz\Q @Q %@ & @

Data Point: ¢y KCRJD.2,1/02 D ¥ O N

Report Authop® &Y NGRS S -~

Report Year: © @  [R907 RS O ©

Report Tj{g:@ 2 Acutg;&i%@&f AE©®569485C SHA G @the waterflea Daphnia magna in a

SO O staflaborgory test 5y5tc}§ A
Report o 2 | RBBMPR067 N
Document No: D

y7- 0l 1U % ;\&
Guideline(s) follagy¥d in | OE @ Rine 20@% ective 92/69/EWG, part C.2 (1992); U.S.
study: @ ©Q Lst smc@uld es, Subdivision E, § 72 2 (1982), OPPTS
Q (@) dclumSS() "@@c dr% 96 (modified); IMAFF 12 Nousan No. §147
0068 “Q <
Deviatiogsrom currcnt@ Cur t(;u@im: )5 (2()%)
test gui&e De@?ions: Not g 1621@@
Previgus evaluallorg;% @ eva@w\uled f@ accepted
N AN DAR 2011
GLP/Officially Ye&\(\:}ondu@ed m@gr GLP/Officially recognised testing facilities
recognised tesng %% §
facilities:
ALC&:plElbl&ly/R L@hty,ﬁ Yes\i\a N
NS

&

Q@é&ldy alic ve was per@rm
it part of the

C_y on for the active

formu

BN
ed with an outdated formulation. It is only shown for transparency reasons

first listing process. New data has been generated with the representative
substance renewal process, which is presented in this section further below.
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Data Point:

KCP 10.2.1/03

©

2,

- &

Report Author:

Report Year: 2007 A oz
Report Title: Pseudokirchneriella subcapitata growth inhibition test W1L@uopyram SC@\(’% AL
Report No: EBGMP068 o IS

Document No:

M-292592-01-1

Guideline(s) followed in
study:

@
OECD Guideline 201: Freshwater Alga and Cyano@gna Growy, @)ﬂnblt@q Tesy
(March 23, 2006); Equivalent to {QEPA OPPTS&uideline No,R3D.54008UP

Deviations from current Current Guideline: OECD 201 (2806) QU @@ N w\go
test guideline: Deviations: not applicable & S) R @Q < S
Previous evaluation: yes, evaluated and acccptcd%@ Q . &@) @U @

in DAR (2011) @& 9 o &S S
GLP/Officially Yes, conducted under GW/OTFClally r@)gms%}fesn@éﬂm iNes %‘Jj N
recognised testing & RS R %, Q N R
facilities: ) x«@ 5}9 @@% R@j @’ & .
Acceptability/Reliability: | Yes % Y @ Q @) o

NN T & &
The study above was performed w1tl@g outiﬁed f@nuleﬁ%n It @onl tra are reasons
since it was part of the first hsﬁg process. New data has éerat withthe r@gresentatlve
formulation for the active subst@ rer@val p{tzess@ucl@@presg d 1&@11s séﬁon futther below.
& N S S
§ & & N ©

2 & N @ Q& <2
Data Point: KCPRN0.2.1/04 § @A NS
Report Author: X N @ 5 ) G oD
Report Year: é@) (iO 8 %@O < N Q S
Report Title: emna @bba.G3 growth inh#ion tgsiAvith {uopyr@ SC 500A G under static

@Q < condglonsn @ & t;\ﬂ@) §%f @§ M@K@
Report No: O f\@ F(B@MP@ . & Ry e § Y
Document No® @ |'M=297699-01-1 ° s O Y
Guldelmg(@lollowed N g OEQR), Lj@e 22 marchu%, 20@9); Eqfigvalent to US EPA OPPTS Guideline
study: ;& OINS0.4488suPr) & X A
Pewaf\ns from cum&i@ Qﬁ@nt&uldﬂ@ﬂ] @%6) o> §\
est guideline: Peviatigss: Notepplicable
Previous cvaluatl@ % ygﬁ@uat@dﬁdﬂd a&é@ptcd ~ @
Q 1in OKR (0) N
GLP/Ofﬁcia@@ @U &9% (,OfPQLlLtL%}TdLI (g%ﬁ“f/()%igjlly recognised testing facilities
recognised tesfing > @ Q @
facilitics;@\% N) (7%\:' R,
Acccptz@?ﬁty/laclmbm@ YR DQ QD
% % 2@ @

The study abovegyvas per
since it w
formulatio

@
&
%
S

Q@

&

@
<

&

3

o

fo @5; with@n ou ted formulation. It is only shown for transparency reasons

?@ailt}gﬂ%%?j@%%@s%ce r
@

. New data has been generated with the representative
Ghal process, which is presented in this section further below.

lis proc

© &

&
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Data Point: KCP 10.2.1/05
Report Author: o
Report Year: 2013 &’/ S
Report Title: Fluopyram SC 500D G - Acute toxicity to fish (Oncorhynchus mykiss) um@ 7
static conditions (limit test) @ @ A
Report No: EBGMN042 o & N
Document No: M-467867-01-1 - A
Guideline(s) followed in | EU Directive 91/414/EEC; Regulation (EC) No ll&ﬁ'ﬁ%009 (2009) @ EPA&) %@
study: OCSPP 850.1075 @) & S
Deviations from current | Current Guideline: 203 (2019) Q@ @ NS y\gw
test guideline: Deviations: The fish length atdest start was 5. £8°0.6 cm ands@us h1@ th e JO
maximum 6 cm recommen@m OECD Z§Thls deviati @vas not €xp to @
have impacted the study Jré@u ts. All validity r1t;:€@ wer f($ é
Previous evaluation: No, not previously submitted o
% &’ Q@j %\ © 6 ° §
GLP/Officially Yes, conducted und@GL%@fﬁcia@wreco@sed @ng f@tles§ %
recognised testing % @ @ Q @7 @&
facilities: S N ﬁ N O §
Acceptability/Reliability: | Yes @ ° %@ \ e N L A S
SIS § @’ § & E o
Executive Summary & \ @ @ @Q \W\ﬁ
An acute toxicity test was per@ned %s% the@’aln trou@% hync@s mykjss) ina static system.

Juvenile fish were exposed tQ FLU se 50@11 groups of 39 (t lr‘eph@es of 15 fisH$er test level) to

an aqueous solution of the roducé?c the siirgle
to 100 mg a.s./L) for aspériod of 96 Gours
mortality and other sggls of

initiation.

Concentrations o uop@n w%gverpﬁﬂ

4 for the test cofigent

nominal concey ratléégs an\zd%1 b residies were fm@v
was used a%he lowest standard @ncer%atlorbdwmg

108 mg a’egs

% int @ontam es above 0.139 mg a.s./L, which

stlégy Theinean measured concentration was

AP

&

The stﬁ}r fulfils all- g@ldlt c%teraof " CDh2 %uldehne \©
hdiertieny . 3

In the controls no@?oﬂ%

fh>al ef@ts wéed observed during the test. After 96 hours all 30

ities opggub-
fish in the smgle est con en‘ﬁn 36 QY\E prod¥L shéwed symptoms like remaining for unusually
rl

long periods
turned turmn

Om .sJ c
ark in co >~~ at1Q

n@aymg@n the@jmdes or backs, showing laboured respiration,

ouc%@ @

nc Xﬁ‘atlons of FLU SC 500 were: LCso — 96 hours

OP

The ené@’mts based ém no@al p@d
(95 % C1.): >236 @ pr% (n@) [@ C. @6 hours: 236 mg prod./L and NOEC — 96 hours:

<230mgprod./L.% &
§ @ @\
N @ Q&
@ \ § ‘”\al NI@TERIALS AND METHODS
%
S S S
Test pifierial & FLUSC 5007
N @@ Hicatten No.: 102000022633
Q© & Bawh o' 2010-008475

f@

Content of a.s.: 42.4 % w/w fluopyram

Guideline(s)
adaptation

None specified

inal &ncentratio pro@dy/L (corresponding
ddltlQnally confrel wassinc d Observations of
icityyvere fDade roxn@tely% 24 41% 72 %d 96 hours after test
o "\9
@ @ §a g
bggHPLC@lul w1 &an U detector on days 0, 2 and
n andsthe gontrol N Jeasured conCentrag dhs were in the 106 - 111 % range of
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Test species

Rainbow trout (Oncorhynchus mykiss)

Acclimation At least 14 days to test conditions. §»°
Hea.lth during a(?climation: less .th.an 5 % mortality in the 48—hqur.acclimat?on period l§ T >
testing, all unsuitable fish (e.g. injured, deformed, etc.) were ehmm%d prior to the @
assignment of test groups. & &@ [@

Organism Mean length: 55 + 6 mm at the start of the study kY Q N

age/size Mean body weight: 1.7 = 0.7 g at the start of the study % R @) §

Test solutions | Nominal concentration: 236 mg prod./L ©) @ v \\ @Q
Nominal concentration fluopyram: 100 me./L Q @@ § v

: i Q <
Corresponding mean measured concer@tlon: 108 mgea.s./L v Q @)

P g Q O @
Control: water % ©° @ & © &
Evidence of undissolved materiaring the I@e ex&re %riod 1 ten&'q@ tur@y
caused by the test item was obgerved. Additiongjly, a i@mog@\? us ersioq in thetwater
and a turbidity were noticed ob3ervabl@after Zhoursdi}l ternfidrationsy

Replication No. of vessels per concentrdion (r@@%ﬁcates@wj Q ~ Q Q @ﬁ @§
No. of vessels per contrgfﬁepli%i%s): 2\\ @ &% . © %, @

Organisms per | No. of organisms per é@sel: k% w\g@ S %Q v @ @ Q

replicate ) f\% . & &Q (%3 § D @ &

Exposure Static Q - % > @@ @Q ©@ @Q o\”\a
Total exposure@natio&f@é hofws [\J@ @ é S h©> &

Test Vessel 0.64 g ﬁsh/@st mediim S - &@ ,© % ©

Loading e A @Q @ v @ - 9

Feeding during = None ™ i % 9 § @ Qv § @L\’

test v .9 O § . © S e )

Test conditions | T %erature@:)fl 1 2.%@ $ §9 @ O S

otop@%d: 1& rs Higlht, &hours 515@ &) & @@ﬁ
Zﬂdigh@atensit}%not @orted@ &\ @ @ %,
$ S N S
@ p 1 - 79 AN © S ® @
& Water hasﬁﬁess:@) - 6(%1g C@%/L Q @ @,y\?
S Disso@d 0 %n: 6@5 % of satuggtion (a€rationwas added on study to reach oxygen
S N (S
A satuf@tion) > o % o
\ucti@g}: < @m&c@ &,\ N S
ﬁalirﬁg\y: no@poﬂ/@ﬁ\ w\?@) © [@

Parameters Fis@%re ng@&rjjmo@ﬁties @% sub@pthal behavioural effects after 4, 24, 48, 72 and

Measured / Q| 96%bur: Q \\ A @\

Observations Discrete meas ents%%dioss@/ed oX¥en, pH and temperature were obtained at test

@’ initiatéion an, er 248, 7&%nd 96 hours. Temperature was measured hourly by a

ca@ted data’logger in oxi¢ coqtf@replicate.

Sa@ing for S%‘npleest’sé%tiom@vere @en at test initiation (0 hour), after 48 hours and at test
Chemical termination ourgy for analysis of test substance.
analysis &, Thechemigahanal wer@erformed by using a High-performance liquid chromatograph
L (HPEC) eipped With a@UV — detector.
Data ana&gis @jot n@?@d as@hit fest.”
SR
{N @@ @ o v
S

&
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II. RESULTS AND DISCUSSION

Table 10.2.1- 1: Validity criteria . @ ©©
Validity criteria Required @ Obtaine(@® ©
O ¢
Mortality in control during test <10% © 0 %, °\%
Dissolved oxygen saturation 2 60 % % 69 959 & 5@
V&) Qé @é Q\ v\g@& &@
O S SERS

Analytical results:

S R 0O @;}
Full details and acceptable validation data to @ ort the ana%[lc @neth@ are ese te% within

document M-CA 4, which comply w1th EU re tork eq \ outl% d in
SANTE/2020/12830, Rev.1. @ @ % @ @ S
Recoveries on day 0, day 2 and day 4 were betwe 111 (see @ble elow) @010@ resulfs
are based on nominal concentrations of % SC800 \ & @
No residues of fluopyram were fouﬁtheg‘@nﬁo s%ple@%boy&@ 139@;; a. @ wh@ﬁ wafused as
the lowest standard concentration d tHe stucl@ \@’ @@Q S @ &
N
% 6 & O & &
Table 10.2.1- 2: Analyti It
able : 1 nalytical ¥ (siu% @@ ) . o @@ % @)
omina ured Cohcenttatio o . i n Mean
concentration ? | a.s. /L@ @ S %o oérgomm&lg KQ n&éga?;red % of
\Z

[mg [mg 4 Q SN . onc. nominal
prodJL] | as/r) JCPAY 05 Dj‘&? Dav4 @ays‘{ﬁ Day@’| Day4 |hyoas/m)s | A

236 1008 1 [ o7 oY 10 87 106@| 108 108
A Not given in ort. ulated%ased & meas conCQﬁatlons\bf 2 repiicate s@les on each sampling day.

3,

S %,

SR NS o N2 S & e
s NI
Blologlcai%sults g}g @9 @7 o Q@ N
Obseréﬁns: @ O > QO %N \©

4

S
In the controls no{yortaliti€s or —lgighal findgags weie obs e rved during the test.

R
After 96 hour 82 indhie si@@’e e@c nceéntrati f 236 mg prod./L showed symptoms like
remaining fepunuswally 1@ periads on the bettom @f the aquarium, laying on their sides or backs,

showing 1a%oured resplra@n, t@@\vi g %&( in @?orat or open mouth.

@

et adns o
i3

=

S .
& AR - N
SV N
Table10.2.1-3:  “Mort ey O Q) ©
@° (VS Dead fish A
Nomj, l \%% J@ § Q No. (%)
c[(l):%ro dt/lzq%a & o @U Exposure time
NG ~ _Qh 24h 48 h 72h 96 h
<« Cong @ 5, 0(0) 0(0) 0(0) 0(0) 0(0)
N> 86 0 (0) 0 (0) 0 (0) 0 (0) 0 (0)

A C ative mortality of 2 replicates of each test level



E Page 81 of 211
BAYER 2021-07-05
\ E 4 Document MCP — Section 10: Ecotoxicological studies

- Fluopyram SC 500 (500 g/L)

II1I. CONCLUSION

©

The study meets the validity criteria according to OECD 203 (2019) and the endpoints based on no&nal &
product concentrations of FLU SC 500 (mg prod./L) and nominal a.s. concentra%ons (mg a.s./]%@were@
@

Nl
ominal concenration
Endpoint &}) —S § %@
© fig prod./L] 5 migas/L
LCso— 96 hours (95 % C.L): R ZB6 @ [$>1 &
50 — oC.L.)l
@ < nd)r R @d) &
o \)
LOEC - 96 hours: 0 N & R S @\foo >
. . 0
lowest concentration with an effett) @} . O & S
NOEC-96hours: & 2 0 ¥ & &
. . . < 236y 100
highest concentration without an effect (based on str@}lﬁthal éﬁ“@ects)(g@ S (&& //@% &’
— N Y S S @
. ~ NOEC - 96 hours;, %\ Ny &% S 1§
highest concentration without an ef@t (ba& on alityd,, D™ WD S A &

o 2 & &
Assessment and conclusiOﬁQ@v ap"ﬁi?éag% v %@ &@Q & & é
The study and its data ar%onsi@ed a@i§306§@&)le Wi@éut use in F@ as%@?neg\}t@

W« & 6 & ¥ O« 9o
@ S o © @© @ @
@ @ °\ v \ ° @ & @
F A Ve L §@ x>
¥ £ O O g P 8 e
A S %
S > T ET
A \@ O I SR O
@ S
§ RN > & >
% @ & > . s &
e N .0 & O @
Q0O S & Db
SRS ,@ & @
=) O @ %o
@7 °\@ Q @ D
Q AN N @& 9
= SN S
S . @ &@\ O
&@ Q° gf § N
@ < Q & ©@
NN
S
S
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Data Point: KCP 10.2.1/06
Report Author: [ ] o
Report Year: 2010 &’/ @b
Report Title: Acute toxicity of fluopyram SC 500B to fish (Cyprinus carpio) under static 7
conditions @ @® A
Report No: EBGMP260 @§ L 7
Document No: M-366324-01-1 SN
Guideline(s) followed in | EPA-FIFRA § 72-1/SEP-EPA-540/9-85-006 (1982%9 5) OPPTS, 859. 107%5 %@
study: (Public Draft, 1996) Directive 92/@EEC C.1 (1 ) OECD N%%3 (&%l 99%&
JMAFF, 11 Nousan No. 6283 (O, 1999) m &
Deviations from current | Current Guideline: 203 (2019x \J \5) S Q)
test guideline: Deviations: The fish length g€test start wa i 1.0 cm a @hus hi%er t@ the @
maximum 4 cm recomm in OECD 2 ffu evi %‘1 gxot e)%ected %
have impacted the study¥gsults. All Va%ty crg wpge meg\
Previous evaluation: No, not previously sw{mltted@ % ©© N "\g
o & G
GLP/Officially Yes, conducted u%er G@fﬁc@\ﬁl rec@nlsed 186 tln@@01lltle@ @7 &
recognised testing \ @ %, §
facilities: @§ \ @ & & °\ NS
Acceptability/Reliability: | Yes \)Q K NS :\9 ¢ & o ~
&U Qr \ o \U @\3} @@ § %@2
Executive Summary R @ S § @) ©© CHRN

S
An acute toxicity test was rmeg wit @é C(@?nor&%rp @prl’ us car, ﬁ@) 1@ static system.
Juvenile fish were exposed t?&?FL%SC 50& graups o%ﬁ) (onégephe%% of 18 fish per test level) to an
aqueous solution of the prégduct at@omigal cong&trations of 125, Q@OO apd 200 mg prod./L for
a period of 96 hours. Ad?ﬁ’tlona%y a control @ed. servatlons &mo@y and other signs of
toxicity were made a@&;om ely &@4 48,572 3@96 hraurs af@tes‘t@gmtla‘[m@.

Concentrations of @pyr&m Wer§erlfy Hﬁc /M&pon days 0, 2 and 4 for each concentration

and the control. @@as e@con :éntrations wetein the %{@A) ra@ of spminal concentrations and no
residues were, @md @ trol S ples %%88 a.s./ hich’was used as the lowest standard
concentration The meg% mea@@red cent@® 1ons@/ere 490, 891, 18.1, 36.9 and
76.6 mg a. %L © @ @7

The stu@ fulfils all V@ﬂlty @erla @%E&D 203@%1@11\9

There were no be ura&albnor@oahtl&@@r m 11t1 f the%h in the controls. At test termination all

fish in the two 1 con rat 3us (12@ and 2 0 rod./L) did not show any abnormal signs.

However, in t thre % tdest can nt]@lons and 200 mg prod./L) 8 to 10 fishes showed
}@ r

sub-lethal eﬁ@:ts af@ 96 S &f\@xpo @\ @
The en(‘:@m based o%)noml n@ﬁtrat oRs We{g@ LCso — 96 hours (95 % C.1.): > 200 mg prod./L

(nd)a OEC - 9@ urs: 95 mg prod / @
Y @ @ N
S < @ L §
I@MAALS AND METHODS
R

@%@@

Test material  (SFLU SO500 & <

& K Spec%’catm@ 0. 102000018148-01
&8 B&h No: 2009-004770

N) @@@ “ontegof a.s.: 42.0 % w/w fluopyram

éuid (s) None specified
adaptation

Test species Common carp (Cyprinus carpio)




Dataysis§) Whengver i@mble the LCso values and the 95 %-confidence intervals were calculated
S QN ur using a computer program, which estimated the LCs using one of three
$ @ tist echniques: moving average, logit analysis or probit analysis. The appropriate
Q @@ methoeb was determined according to the data characteristics.
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Acclimation At least 14 days to test conditions.
Health during acclimation: less than 5 % mortality in the 48-hour acclimation period befpre @
testing, all unsuitable fish (e.g. injured, deformed, etc.) were eliminated prior to the <
assignment of test groups. & (&
Organism Mean length: 48 + 10 mm at test start Q@ &@ ©)
age/size Mean body weight: 1.9 £ 0.7 g at test start (g A o <
Test solutions | Nominal concentrations: 12.5 —25.0 — 50 — 100 — 200 mg %ﬁ/L @) %
Nominal concentrations fluopyram: 5.25 —@2) 5-21.0- 0 84.0 mg as§>L S @
Corresponding mean measured concentraY ons: 4.90 — 8@ 18.1 - 36 =76 @g sa\(% §
Control: water N
Evidence of undissolved material: @ﬁe third highé@ test cen ons &O mg p@d /L é@
intensive turbidity caused by th item was ohserved @rmg theswh l@xpos@e per1
The two highest test concentrations (100,and mg &%d /L) Gyowe rlnggihe wh&
exposure period a homogeneés dis;@%ﬁon in the water, hoer, %@rbidity as also
observable. %, @7@ @@3 & S @% < °
Replication No. of vessels per conce@tioﬂﬁ%lic%@s): 1 % § N L §@
No. of vessels per congpl (re@ates)@ RS & t:\ Q> ~ S
Organisms per | No. of organisms p@@%esséiﬁo . @\g & @7&’ § @g @ ©
replicate S LN RN (S @)@ SRS
Exposure Static @ @@f) @@ @® &U @© @@ h
Total exposite dur%gon zg\hours YO g @Q e S é
Test Vessel 048 g ﬁshLY tes&.edlu§) (%od S N L9 2
) K D
Loading 'S A %", AN
Feeding during Nog% @ @ 6@ Q" &« ~ Q
test (S @ZD \)@ S Q) (é% O
Test conditions % afure; %@5 % C}11 @ @ < @
C h ﬁgperlodg h%irs hghK ouri%ela N @ §
©© integsity: nu@epog& @%\g S ©§ @
B 67592 N @@ N
7w sl@ﬁ%m o & v
N at@hard 40 03& N
&@ Dl@ ed @/gen 108 % of @fturatiy (ae \t@n was added on study to reach oxygen
b aigh) & O O & S
ndyctivity 0.2 L&?‘Cm @& @ >
@) = v
Alk&Bnity: rep@@d \ N fg@
@ @) & © :
ParametersQ F@\hj wer@%ﬁ)ser\iﬁd for qﬁ%or‘[ahﬁ% and&b -lethal behavioural effects after 4, 24, 48, 72 and
Measured / 96 hou! ) A @S@ @
Obseryagions Disazgte m@reme@s of dissolvedSexygen and pH were obtained at test initiation and after
48, 7 hours. pew@ ¢ was measured hourly by a calibrated data logger and

R, «daily b nua@adn}@vla @hbrated thermometer in one control replicate.

Sampling for Samp@ of t&8p sol ons W& {©taken at test initiation (0 hour), after 48 hours and at test

Chemical < termlnatlo 6 h for@alysm of test substance.

analysis @ ch al an%kyses wsre performed by using a High-performance liquid chromatograph
< 26 PL@ MS/%MS) Q

&
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I1. RESULTS AND DISCUSSION
Table 10.2.1- 4: Validity criteria @
Validit iteri Required Obtai @
alidity criteria equire &\b ameg(@
Mortality in control during test <10% © 0 %, °\%
Dissolved oxygen saturation 2 60 % % 81, -§05 % & 5@
N RN
v” @ & 9 L8
. @Q R
Analytical results: V\a Q 0o

§ @
Full details and acceptable validation data to @ ort the anal ic @neth@ are@wese%:e :%@un
d i

document M-CA 4, which comply w1th EU r@mrk equ&&me outl% n
SANTE/2020/12830, Rev.1. @ RS

Recoveries on day 0, day 2 and day 4 were bg?we v. an 5% ee taﬁ belo@&) Bélog esu ts<>
are based on nominal product concentra‘qg% of. Q SQ 00. ©@

No residues of fluopyram were found 1@‘11&3 %’01 s@mlgs“&bove ® 88% a. @, w@h waﬁd as
X
@’

the lowest standard concentration d@g tlg& udy@ @ @ @ %
2 @ 6 @ o ©© &S
T e TR SN
Table 10.2.1- 5: Analytlcah@sults \ < @ & @ @ o
Nominal Measured concentration (> o W, ) wMe@
concentration . [mg &.s./LE g@ 7o of nomlnal 1@ @me@yed l?gezlfl
[mg [mg a.s. @ §’conc@ tion o
prod./L] /L) {Q‘igay Oé%ak@ Da@ @y 0 ﬁy 2 KDaygi [ing a.s./L] nominal

12.5 52540 484 | axp [sbos Yoot 93w| 95 |, 490 93
250 | 1080 ] 891 (0880 [Ty | 47| 87 | a7 8.91 85
500 | 2P0 [Bsis| 178 480 v@O b 82 3 86 18.1 86
100 | 420 W 358 | 351 [ 39.7s]7 850 84 95 36.9 88
200 |7 840 | 7497 P64t 86%| go | A [ D4 76.6 91

Not@n in report. Cz@ulatlor@ased on mea@@d con@)tratlo%s on (jay@ and 4.
B Average of duplic \gater ﬁples ysed. S %
% S g@ Sl Q& 5
Biological reg@@ts ©© @@ o\@ \@ °\© (g
Observati (& § %:’Q f@@ @@
In the c@fols no mortalities &y sub l@fhal @dm@were observed during the test.

At testtermination ﬁsl@the t&o lo ™ ncentrations (12.5 and 25.0 mg prod./L) did not show
any%bnormal signs. Howgver, @\the thr hl@est test concentrations (50.0, 100 and 200 mg prod./L) 8
to 10 fishes shdWed sub-let ffecthfte hours of exposure. In the third highest test concentration
of 50.0 mg o,/ eﬁ%ﬁt fighwerednactiye or displayed abnormally low activity. In the two highest test
concentra‘& s (190 an 0 mg prod@ the fish showed the following behavioural observations:
inactive @ abnggmally $ow agtWity, laboured respiration, remaining for unusually long periods on the
bottongigf ti?quamggn, 168 of equilibrium with lateral deviation from their normal orientation or
turngg in a@grti @§osi§§§ﬁ
¢ &

&
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Table 10.2.1- 6: Mortality
Dead fish ¢ S
Nominal concentration No. (%) 2 @ ,O@
g
[mg prod./L] Exposure time (\@ @Qb N
4h 24h 48 h @72 h 96 ©
Control 0 (0) 0 (0) 0 (0) A 00 O 0y &
12.5 0 (0) 0 (0) g) 0 (0) 0(0) 060) -
% (7
25.0 0 (0) 0(0) ¥ 0(0) & 0(0) V@“o 0.7 &
50.0 0(0) 0 ()8 0(Q® oy Q7 o
100 0 (0) 0 Aﬁ;) 0 cf 4O < 640) 9
200 0(0) @0 20(0). Y oon |, 209
@ °\ %

RS RO
@ X S
%I@COLUS@ Q@ ¥ @ S S
.y s © & g
The study meets the validity criteria acc@%hng ct@@ECQB% (2619) andthg &adpoints based on I@mal
concentrations were: @ S %@ \& O w\?\ S é\f ®)
SIESIRCIR SN RS-
§ @ % . § @@ 0 %ﬁ@)
50 - % 1’/)\ 6 @ > mgm d./L
LCso 96@110 rs «:&% Z . IS @@ ©© &
C - 96°houss: T8
highest concentration withgiit an eff€ét (basgd on n@’tality)& N . % &
o NOECZ 96 lggyirs: NS N
highest concentration\ wiﬂ}@; an effect (bq§ 0 &leth&fec@kg) o 8? 0 mg prod./L
N o 95 O
S QO NN e D o \(\@

g Z

\9)
Assessment%@d c@usi@ by aéé’lica%@ %%& @@ ©§ @%

S o
The stugli@nd its g@za %rge coq&i@@r?@ acc@able 4Rd rel;@ble i@@se in risk assessment.
The e;@oint is: LC@@G% h@s) >200 %@rod@co&eﬁ)qp@g to~ > 84 mga.s./L)

ﬁ
ol

@
=)
a

&

@@f
S
5
()=l
=
@]
&
=

© ¢ o 9O K
Q' & b TS
o O ¢ .9 o O @
A N
S\ L 4+ 9 @
o & @ R
& SRS &@@
= NS & &
S @ﬂ&@\ O
@%
@@K\%%é@ §@Q
% Q
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Data Point: KCP 10.2.1/07
Report Author: o
Report Year: 2010 S
Report Title: Acute toxicity of fluopyram SC 500B G to the waterflea Daphnia magna 1r®stat1c 7
laboratory test system S
Report No: EBGMP261 o & S &
Document No: M-366819-01-1 - S A
Guideline(s) followed in | OECD guideline 202,(2004); EEC Directive 92/69@\@, part c.zog@z)o 2 %@
study: S Q
Deviations from current | Current Guideline: 202 (2004) Q@ @@ NS y\gw &
test guideline: Deviations: None. All validitykcriteria were m@ [\Q N Q)
Previous evaluation: No, not previously submitt Q &Q @U @
@ 9 & & N
GLP/Officially Yes, conducted under G‘@Ofﬁmally r@gms@‘feshg& facﬂ%@s %k@ @U
recognised testing % 9 N IS 2o
facilities: Q @ g}\ﬁ @A\% @ b <
Acceptability/Reliability: | Yes y @ @ Q S o &7 N
IR IR S
@ N @ N & O O o & @
Executive Summary Q (&K > §) @
An acute toxicity test was perf ed with Em (Da za fder tlc (?%ndltlons to
determine the 48-hour ECso. Figst- 1ns§§ﬁ neonﬁp daghnids rs otd) we@exp seﬁ to FLU SC

500 in groups of 30 (6 rephc%@s of” Swrg
17.2, 30.9, 55.6 and 100 mg pro&gL
lethal behavioural effects Rere de@rrm@ﬁ

sms pe test fevel) @ mmal ations of 9.53,

$ r@i , a ggntrol was @Juded @mm@lhsatlon and sub-
afteen24 a@ 48 qrs % @ ‘v\,

Concentrations of ﬂu@p}yram@re vérpified By HPE g» - U@on %r %d 2. Re@verles on day 0 and 2
mg

ranged in the three
from 85.5to 111 ¢
revealed increa

of nominal v

the recom
conce

est te&@ C

f nofginal es
0f®1 ‘gam m\\lueo§> solu@%
Ss, S

S Nevert
hours and since all f@yrological-e
fended 80-120 %

ons No re@?ﬁ
Wthh was used as tlg

o@ﬁra‘[@ns 3 55‘169and 1 od. /E% nominal concentrations)
cengrationgz9.53 and 17.2 mg prod./L)
ecoveries between 127 and 154 %

the$®'testconce nitgatio used Ho biological effects within 48
@% cts-con ntn&t@ns ’i‘ - 160 m ‘fod /L) were located well within

result 1n®1d1ng Cso, are based on nominal test

e two low: est

uopyram were foyddin tkeﬁ ontreysamples higher than 0.207 mg a.s./L,
owé&t standard c entr‘agon @&rlng t@ study.

The study fulﬁls@@ Valgty Cl@ (;@K@ECQT,@)Z gu@ehn@
No immobilityzpr oth@%ffe on b@hawo@wer@%ser& in the control within 48 hours of exposure.

Immobility Hects Wére
prod./L). After 48 hours

%?“g@:;%

t th@y2 highest test concentrations (55.6 and 100 mg
ébile &@1@ 3 highest test concentrations (30.9, 55.6 and

100 d./L
mg@ ) \ %@ ©\
The eadpoint base@ no@)al c@cen@on@@s ECso — 48 hours (95 % C.1.): 141 mg prod./L (78.7
— 25} mg prod. /L) X >
@
Ay’ é@ >
o RS
& 2. I @ATERIAL AND METHODS
Y @Q & m
Test materi 4} S
§ eciﬁqo\tion No.: 102000018148-01
Q7 L BatchiNo.: 2009-004770
S content of a.s.: 42.0 % w/w fluopyram (507 g a.s./L)
Guideline(s) None specified
adaptation
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Test species

Water flea (Daphnia magna)

Test solutions

Organism First instar neonates, less than 24 hours old @ ’ )

age/size at N %

study initiation @@ G
Nominal concentrations: 9.53 — 17.2 — 30.9 — 55.6 — 100 mg prod L. AN 2

(Mean measured recoveries based on a.s. content ranged from 8575 to 154 % @norr@ a. s
concentrations).
Control: water °\

Evidence of undissolved material: In the <%ee lowest tegd oncentratlo a (@ g
30.9 mg prod./L), there were no remarkable observati (}.2. nd the tes d eé’ln D
the two highest test concentrations g and 100 rod./L) the te®1tem w 1 n t
bottom of the test beakers after 24 48 hours. ¢’ (\
Replication No. of vessels per concentration@gplicates): 6 \ > © \ % @@
No. of vessels per control (replicates):& ° S w\\q\ “ © 6 o
Orgdnisms per | No. of organisms per vessel:® %@ g}’ @% b@’ 3 & % R
replicate N\ v @ Q IS © @’ @&
Exposure Static N SN S °\© N« §
Total exposure dura 48§Q\Hs w\g@ °\& O = /@Q Q Q)
@ SO Ug? § ) & D
Feeding during | None & 7N RN ) @Q § %@9
test R & © S @\? . o © \J@ N
Test conditions Temperatu%@o 1:204°C (o8 &@ Q ~ @\J N
Photoperl% 16 hours hgh©8 hours dark &@ .9 & )
Light ingensity: é& ux @ o4 @ ° &
pH 7?&- .0 @ X

Water hardnesy: 24 g/L aC t tes@%rt) v §
lved gen::\Z 8 3 mg/ S 9§Z 5% é satuon) ~
t testtart) SR

duct1V1ty pa @
kal : 53mg/L as aCQQ/L (at ) start® & @

Parameters &

Measured / @

Observati(%ls
~

N}

8

I?2t1"[10n§¥f0r 11@{n0b111nd su@\lethal“’%hag?al e@ts were made after 24 and 48
als of egposureQ
}fﬁ’or to Peepargsion of gest co cefitratip » com@:trw%@otal hardness, pH and alkalinity of
the dkkﬁtlon r& E@ ere d rml@zd Addtionally, the dissolved oxygen and
pH ues red i in the fr y prepared solutions of each treatment level and
e%t d1a fr e peQ! rephcates at test termination (day 2). Temperature of
%@ est ﬁ%edla v@s m s ed @lﬂ essel%the control and of the highest test

osure. t intensity was measured at start of the study

»concehtratio
,@ use@ t“ i edlﬁ\tely abey< the &er surface of the test vessels.

@y
Chemical “Q

analysis %

S@ﬁml s@ere K@@n t starfand at @t end.

The ch 10a§alys esswere I@form@by high-performance liquid chromatograph— UV
(HPEE- UV@ @

e %,

Data analysis EC ete &dose @sponse relationship curve (displayed as sigmoid, shaped
AN over t m of tratron) was modelled by Probit Analysis after Finney fitted
" by ani erat d lrnegr regression according to the Maximum Likelihood principle

<%onﬁd@ce @vals afecalculated according to the method described and published by

which all compurtatiomsf ECso and 95 % confidence limits for immobility rates if
possibl athemitical @mits based on quality of the dose-response pattern). The 95 %

Q@ @@ Fiell&P(194d)%and Finney (1972).
<\9 ©N ulag@% (mean and standard deviation) were performed using Microsoft Excel.
N) @@@ fWhe staistical analysis was carried out using the ToxRat Professional® Software
Q m@ (Vers.2.09, ToxRat Solutions GmbH, Germany).

G
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I1. RESULTS AND DISCUSSION
Table 10.2.1-7:  Validity criteria . @ &
y ® (04
Validity criteria acc. to OECD 202 Required @C@ Obtz}zi@d» S
Mortality in control during test <10% v @% @
Dissolved oxygen concentration at the end of the test o >3 m@ o @ m(%/@ 5@
\
@ Ny @ @
v R g & &
. & S) % < @
Analytical results: & @ R ©©

Full details and acceptable validation data to ort the nalytlc@@neth@ are@&ese ed w@m
document M-CA 4, which comply w1th the EU r@to% requ@eme@ outmaed 2Q@thm
SANTE/2020/12830, Rev.1. @ @ % &

Recoveries on day 0 and 2 ranged in the thr% hlgh§ test @QIICCII@UOHS @0 9 5.6 ar@% 00 g&
tion

nominal concentrations) from 85.5 to 11"% of 1dmin O&?alue@ he low@t tes‘@gpncentr

and 17.2 mg prod./L) revealed increaged c ‘hi;ents uQ %sram @aqu@%%s ] eries
between 127 and 154 % of nomma@@alu Nev ele‘s@ sin @\fhe Gest ¢ ons caused no
biological effects within 48 hours § smc@ll blo%glcaf%ffegconc %a‘u@ (30.9> 10@% prod./L)
were located well within the reco en@yd 896{@20 "/@@ nor@al &1 esuw 1nc§ﬁng ESs0, are based
on nominal test concentratior%@ o % Q [

No residues of fluopyram élf%’e de‘chted e cgntrol sgmples ﬁlgh@han 0%7 a. s./L, which was
used as the lowest standar oncentratien durisge this stud
FF S e @

S o

2 . 8 O
Table 10.2.1- 8: @é:lgytg:l@ﬁs@éﬁ @@ §© ®§9\ @@ & i &\
@ & Qa

. N ) ‘Measured cohgentragﬁ @ L .
Nominal c&@entlon S q& é%[mgla% /L] § % % of nominal

\)
[mg prodé)LiQ> @%g a.§§/ﬁI\JJ] > Dgﬂ (N%w\\) @y 2 (A@ed) @Day 0 (New) Day 2 (Aged)
9,53 283 O] &f3gr g HPIA S D 145.2 154.0
Tr2 - 5257 687 - 7|, 689N 127.0 131.1
30.9 S 103> A «T7g” |0 ua4 111.4 108.6
ss6 P g S o’ iy o] auo 91.0 95.2
100 O] P00 [ 360 D] Bs9 85.7 85.5
A Not give%in report. Calcul@d ba@n mg\\%@red c%@entra@f@?s of 2 replicate samples.

y RS
L . @ NS
B1010g1§?results: D N &7 Q
Y, § @ A A
Observations 3 N ) Q
No immobilit&@f%ot egef@on Vlo@%vere observed in the control within 48 hours of exposure.

©
Immobility@fect&were serve% 24 hours in the 2 highest test concentrations (55.6 and
100 mg @d s@fter@h @aphn s were immobile in the 3 highest test concentrations (30.9, 55.6
and 10@agp d/L). % ©©
ST

&

@@
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Table 10.2.1- 9: Immobilisation of daphnids

No. of immobilized (cumulative %) QDS
Nominal concentration E " N L
[mg pl’Od./L] Xposure time ﬁ% @:
24h O asn @7 o
Control 0 (0) v 00 o
9.53 0(0) = 0y o P
17.2 0 (0 @ 8O N o
30.9 0£0) R LA o o
55.6 26.7) o L. Yoy ¢ @
100 o0 @ R 633y @
@ S K <0 @@ N
SRR P G
%I. (ZO&LIQ®N Q & © @’ o
The study meets the validity criteria anhe erﬁpomt@sase%@ non %11 p@@uct @nceu&rﬁaﬁon ere:
Q SN v\g % @ & O
N - § © @\9 s Q@ %
, > S 41 mgprodt;
ECso — 48 hours (95 @.I.)@ @@ é@ U@ 6@7 _%@ m@ d&)\
I8 @ I
ECso — 24 hour § % C\) I@t de 1ned
A o i ﬁ” Y @? Y ﬁ@t%m
Not determined dueo& inor etfects ()% 111sa&on) at &ehlghe&;est coneentratidw (100 mg prod./L).
BN
s S o 6F Sy .8
Assessment and €8hclusion b (e_u n"\@‘ ¢V ©§9 @ © S

us ?@risk assessment.

The study and @? da@e corislder%i as ac@tab@\n re&? ble
The endpon@s E@ (48&1@ur5) ©141 the prod?i espoggling t@~ = 59.2 mg a.s./L)
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Data Point: KCP 10.2.1/08
Report Author: I o
Report Year: 2008 &’/ @b
Report Title: Pseudokirchneriella subcapitata growth inhibition test with fluopyram SC 5@&0 G @y
Report No: EBGMP159 S @ A
Document No: M-299910-01-1 o L 2
Guideline(s) followed in | OECD Guideline 201: Freshwater Alga and Cyanobagteria, Growth L@Mbm@f est |,
study: (March 23, 2006) % . é
Deviations from current | Current Guideline: OECD 201 (2(@) S %, \ S
test guideline: Deviations: None. All validity cr%na were mej@@ @@ @ @ &@
Previous evaluation: No, not previously submitted & @) %, Q\y L Q)
@ S S & d
GLP/Officially Yes, conducted under Gfﬁc1ally recogﬁse(g@tlng @ﬂm@ @&
recognised testing Q‘? @ N @ N\ %@9 S
facilities: & RS {(\6 N B
Acceptability/Reliability: | Yes SN m Q% %@ D < —
@ R S
Executive Summary ‘\ @ N @ w\?\ S é\f ®
The green alga Pseudokzrchnerzell @% ataa@%e e@se t@F &d&ftatic@@ondiﬁom

used to test the nominal concen@tlon&\g 0. 9% 3.0 lOO@g pref@/L. The study design
included 3 replicates for each™test coﬁcen‘r@uon and’6 ref&hcate tl@)contro At 23 hour-intervals,
the cell density (cells/mL) of eaclgsgﬂtur$@'as c@@nted 0% @

Concentrations of ﬂuop}ﬁsam re Verl?x%d b § UV@ﬁ day%@ andJ for concentratlon and
control. Measured con@ntra%@“l‘% wefe in th&86-98Vo 1n concen @tlons and no residues
were found in the trol s pl@bov@the ],§ dard conc@ratlo& 0.0417 mg a.s./L). The
biological results bas§> on 10 na&%ncentratlon@f F@SC 200.

The study fulﬁééll V@hty cr%erla%gf OE@ 201 Qld 1n§ @ Ry
No phys1caéa§lom§ tles%yere &Bserv dﬁlxn th&%ntr@or tre@me&?roups during the study.

The 72 hour- endp@a @ed nommal@rod co&@ﬁtrahons were: 72 hour — E,Cso:
16.1 rod./L, 72 héur E%so 10 m@prod /Band %hou&QEycso 8.39 mg prod./L.

for 72 hours. Algal cultures with @mlt 1 nomy ﬁoun app 1. (@@1 04@%5/mL were

A
@ @ N &, é&
Q S A A@@ND fETHODS
Q@ ©© @ o\ % \ .
Test mat;%ial FLU §% 5 @ @ %@

S&@ﬁca‘ﬁ@l No.: 102 O@l 148

“Ratch D 200701 1657 @

\y\’ §Con ¢hiof as 42.2 @w/w@@l g fluopyram/L)
PN Dens 1 1@% g/ngk, &

Guidelines & @“s spg% . § R

adaptatio @
Test sp@giﬁs Q7 Fre@ater@’een algd Pseudokirchneriella subcapitata
@ Strain SAG61.81
%ﬁng @hou&j day old pre-culture held under test conditions.
9‘$mm@> o X

Test spltions Nominal product concentrations: 0.954 —3.05 - 9.77 — 31.3 — 100 mg prod./L

Mean measured recoveries based on a.s. content ranged from 86 to 98 % of nominal a.s.
concentrations.

Control: untreated medium
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Evidence of undissolved material: not reported
Replication No. of vessels per concentration (replicates): 3 ° @
No. of vessels per control (replicates): 6 @
Exposure Static @ 0
Total exposure duration: 72 hours @6 R @ )
Initial cell 1 x 10* cells/mL in each test group 058 o\%
density @Q ,,,@ &
T X ) 5 34\9"” IS . 2 Ko
Test conditions Tempera’fure. 21.5 22.9 C < & %\ \\ Q
Photoperiod: 24 hours light @ @) O @ o
Light intensity: 6190 - 7570 lux R 2 &0
Type of light: bank light containing@pol white ﬂu&scent lamps @ Q ®© @Q}
H of control: 8.1 - 8.9 @) &
0 N Q o @
Conductivity: not reported °\ @ 6 v,
Growth medium same as culture me@m Yoy N S Y
Parameters The pH values were measured at test start 11y @rwar@ At te§Pend the pH N
Measured / determined in comp051t mp,le@f all & hcate h test@ncentr@mn per@re
Observations was determined by a @ 1nue%s measy men ona 1tg01@ incubated %ss ve
Also, light intensity &as n%asureq& ever &tlme @nt was shot rted\@] QO
Cell density mea nd n@phole@cal exathinati s we one ell
numbers per volyme (as@’surro@ate for%fomagwer \ ted@ irect
algae cell coun@lg upgder a n@;)rosco
Sampling for Samples Q@ét solutions wetd take@%.at te%t@htlatl (O ho% in a@tfeatﬁagnt levels and
chemical the contral, At test ermﬁ@lon %2 hours) amp{ were@)llec%d from @mposr[e samples
analysis entrafidn.

ofall r %)hcate r ea st c @ N
SampleS were analys@@i by @g aHPLC-AlV. », O &

Data analysis

N
©©

Probit ana@ usigég lineaOnax. %%hhoo@regréﬁlon was used fop EC,-value estimation.

@EC/ NOEC rmiggfions @e dozag using @e A A p&%edure and properly
lected multl@ t-tesf> N

Ca @1’[10 \Vere dotte Wlﬁ’l\\Mlcr&g t E)@ she@&and ﬂ@@further statistical evaluations

the commerﬁ:al pro \n TQ at P@fessm@(vers%n 2.09).
K

©
9

N

N}

f@ S @
& § &éw@%m %@

N

@’&&o@&K%

Table 10.2.1- 10

all%y crl@a (;%\ . %@J A ©©

Validity cr%@% ac@ 0%@204\(@ doK@200Q© v Required Obtained

The biomass in the

control@ﬂtur@houk%a ease@

expone@l y by a fact(@)f at @ 16 ¥t 72- hgﬁr test > 16 81.7
period. @

Thetpean coefﬁcm&\)f ion fédsect @by-

Sp%ﬁc growth rates (da and 2-3in t@ control <35% 32.7%

cultures must ngg&xceed 35 %/&
The coefficigfit of V&%ﬁon N Vera&e spec1f%growth rates

during the u,i@est pe ’S in replicat trol cultures must <7% 1.5%
not exce;;ﬁﬂ % Cs §9
@
Fy &
{x’ O @ N
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Analytical results:

Full details and acceptable validation data to support the analytical method are presented 1in S
document M-CA 4, which comply with the EU regulatory requirements outlined-y 'thil}<§
SANTE/2020/12830, Rev.1. S @

Recoveries on day 0 and day 3 were in the range between 86 and 98 % of nc@Qmal concentf%tions@ee
table below). Therefore, biological results are based on nominal concentra’%ns of FLU @OO@@\ &

o

No residues of fluopyram were detected in the contfod) samples ir{?f concentrat\\lg%n l{gher t@l@l&

0.0417 mg a.s./L, which was used as the lowest standaré%ncentratio@ring the s@@y. § N ©&@
Q <
g & & VO &
- 5 & & A
Table 10.2.1- 11:  Analytical results ?}@} 9ﬁ;@ o @
. . MeaSured ongéndrati L
Nominal concentration [ a.s. éé}ﬁ \fé% %Z@J .
[mg prod./L] [mg a.s./L] %, ay°(£©\j @ %%3 %
0.954 0.403 @ 0390 @], S03910° >
3.05 1.29 Y wd2l, & [ 13 B
9.77 412 o 7358 o doo O
313 132 g |« 14 ] gl [
100 022°S AR
© SN D D
o N 0 L D
N I NS
Biological results: D 2 Q 6@ Q" &«
IS ¢§ % S N O A
Observations: § @ N )

N @

No physical abn@%'lali\{@& wer&\@bserv%d ir@e conq?s o@at@ gr@@o@ d
o D S,

>y & o ©
(OB & 3
Table 1(1;2\(&@12: Celldensity.” &

i @ . O RS “Mean cell densit

&L’(‘,‘,‘I‘E‘eﬂﬁ;{'&'& LA § S ow x & cells/mL]y
(mgprod/l] o | L2400 Y N 48n 72 h
Cogirol % P T 3@ o | @ 143 81.7
6954 O O O 32 O b 17.7 84.0
A 3.05 YOI 5209 Y9 16.5 79.3
R T Y 11.8 35.8
313 Y A @ @ 1.7 1.8
100 ¥ & N20 1.5 0.7

@ N
S &S0
L Q@
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Table 10.2.1- 13:  Algae growth rate

Nominal product Mean growth rate o cpees A ¢
concentration [1/d] o Inhibition . @
[mg prod./L] 0-72h x.0-72h @®
Control 1.467 NS
0.954 1.474 V05 & O
O
3.05 1.448 _ ) 13 9 . & o
9.77 1191 o @ 183 N @
31.3 0.179* 2 P8 O o
X QO
I 100 -0154:% S - S 11i @U
-% inhibition means increase in growth relative to thggentrol
* Significantly (¢=0.05, one-sided smaller) reduced, '@f on Willia gg; ultlp{@eque tl%t t @&proce@i@or -
test for inhomogeneous variances with bonferro&adjus‘m@ﬁ N R %, %
S C@NCIX Ny S © %
. @ & SN §
@ : @ N
K @ <
. QO (& < %
The study meets the validity criterta and the endpoints Based 0 1 p@?ﬁict enj& ons after
72 hours were: o & O @ Q
R A O RGN
@ AN @ Q
q ° 1651 mg prod./L
- % S
E:Cso 7é)hours&5 7 §f) v Q (145 16 Pre prod/L)
> < R 10. prod./L
EGao _72 h@s (9%) CLe 6@ O @ (9.58.= 9.5 mg prod./L)
EN o @ S %G O ?\\\80 mg prod./L
§510§ hour@ 7o) > \@Q @@ . @6 -8.22 mg prod./L)
) o ) BN @ 10.3 mg prod./L
o EvGai-72 hotrs GR% CRy & " "¥.70 - 11.0 mg prod./L)
~ S 7 N 2) @V @) @ 6.22 mg prod./L
% f4Ca0 -T2 hours (95 PCLEST @ | A (5.5 6.80 mg prod./L)
NS ) SHR SEAN 4.76 mg prod./L
&@ Eb@@'? @rs (9§§)ch% O N, S (4.07 — 5.36 mg prod./L)
N RS 8.39 mg prod./L
F@” : ﬁh”ﬁ@% % Ciy: ¥ QO (6.59 — 10.35 mg prod./L)
AN S 4.49 mg prod./L
o4 SA . g prod.
@ E%“Qn ouirs 59 C" o @ (2.40 - 5.90 mg prod./L)
\J/ S &)) 9 Q 3.11 mg prod./L
E,Cio 72 howg (95 %%&')' ‘5" @ (125 — 4.49 mg prod./L)
@@OE @ 72 hours: &
lowest concentﬁ@n with an effect (based omg@vth rate) 9.77 mg prod./L
OQ%our
highest concentrg‘tlon without %@effec@base%g growth rate and 3.05 mg prod./L
dHS  Q
A Please p&er to &?ﬁcula@ docuffent M@;7704—01 -1
Rellablht;z&asses@aent @@SA 5) 9
The f%ﬁ@wm ble @g)wde@fehablhty indicators for ECyo values for Pseudokirchneriella subcapitata.
Q© & T o

©®©
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Biological ECio o Relationship
endpoints [mg a.s./L] 2RO (G Y EC10/EC20/50 @f >
. N
0.110 ECi0< ECy, low N (g
Growth Rate 7.8 7.36 - 8.22 (excellent) iRgh) @@ S
ECaptow < ECyo N
Yield 3.11 1.25-4.49 1.042 (poor) < ECso, low X
%C medium) § § &@
Biomass 476 4.07 536 éﬁ? (good) @y T ECw, doW [ o
m (hlgh)\,/\@ Q &
S S SRS
&7 Q& N N
o 2 Q & o o
Assessment and conclusion by applicant: % X é@j w\?\ %@’ @6\ \% :§
. . @ R S @y
The study and its data are considered as acceptabte,and réliable Rithoutitse in Hsk assess . o
y habigind it flbodhe nfik ageomgh
U S \\ > S O N
SN S RN N
K < AN O
LG NS %
Data Point: KCP1021/0%, o  © &) O o O
Report Author: W > O & U T «
Report Year: @~ ¢ O
Report Title: atlstl&iéwval n ( GLPY®f the s\udy %999}1 0201-1 @orgerloh, M.,
08, EBGME59 e c}@nlc toxigity o uopg@'\ S 0Gto
Pse k1rc@§er1ell ca@ta (CI@ ntlx{(nown as¥Raplgigocelis subcapitata)
A stati¢ Conditions ' N
Report No: & M-757$—01&1\@ @ @ o D
Document No: N> (hM-753704-01] Qo @
Guideline(s) folléwed in\ | Nones N & @ \VQ N
study: 6 & ) (®) %@j o §
Deviations %om cur@t %urre uideline: n&ﬁphc ~) w\?
test guidelin€: Devfagons ppli o
Previo;@@valuation:o @Q {Q@Ot pre&dousl és%ubrom@%f Q Q\@
GLP/Officially &Y~ [not aplicable. ~ @"\a o
recognised testing, % @7% %, @b
facilities: & ((@ NS AY ((\\Q Qp
AcceptabilityBeliabifity: |38 S N
S Q go) S/
) § @S %@
& & 9 S &
Summa Yy @

ol

In th@ existing repé%f M -1 e@pon§f0r yield were statistically determined at 72 h.

ing ¢ calc@tlon of valid 72-h EC1o, ECa0, and ECso values as well as
con&ucte o fulfill the data requirements according to regulation EU
283/2013. ore Va{g(j,lty citeria for the study were re-evaluated according to the current

guideli 01 (2@11) N
The @alcu @@ns @e p@?ormed with the software ToxRat Professional (Version 3.3.0) based on
@Bxal cen entrafions @3 SA 2015).

Model@oviding best fit to the respective data were selected and are as follows: In order to derive
Effect Concentrations that have 10, 20 and 50 % effects on yield of the test subjects (ECio, EC20, and
ECso), a logit analysis using linear maximum-likelihood regression was performed.

A statistical e@latlon addr
NOEC valu
rthe
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NOEC was determined by Williams Multiple Sequential t-test Procedure (one-sided smaller, p = 0.05).
To test for normal distribution and variance homogeneity, a Shapiro-Wilk’s test and a Levene’s test
were performed respectively.
S
& @
N & S
Table 10.2.1- 14:  Re-calculated EC10, EC20, ECs0 and NOEC values based on %minal com@gtrati S

o

&

Fluopyram SC 500 G %, ) Fluopyramt , © =
Endpoint [mg product/L] @ @& [mg a %%L] > o
Yield Q Yield SIS
72 hours - ECio (95 % C.1.) 3.01(1.25 - 4.49) < 131@53-f0) O ¢
72 hours - ECa (95 % C.1.) 4.49 (2,40 55:90) C 9 189005249 S
72 hours - ECso (95 % C.1.) 839(659-1035) U | @sa@ys-43e) o
72 hours - NOEC %@05 @@ @g} \)§ Y IR & -
C.lL: Confidence interval .0
ST DO S % & §
@ K @ & Q L\ﬁ\ S = S
X N N
Assessment and conclusion by aan§ 0\@ § \@’% @QQ §y @ &
. . i . . N
The study and its data are consideted as acceptable eli ithout n riskyassessment.
y sdRted agacoepgble s relige wibut g rgses
§ A KRN @Q & © é

* kkk @ A Y o ©
s 8 5E S & 7
S S N R §

Data Point: R KQIDO.ZQ fao S &) G o
Report Author: o ZEEN N O S
Report Year: 42010, o Q 2 & @

S
Report Title: @\f Pse&@Ekirghneriella\s\hbcap"fﬁata gro@’?h in}g@itiou}@t with fluopyram SC 500B G
Report No: O j\@ E&GMP?@’ & RN S §
Document No»> @ |'M-367124-03-1 , 2 o |9
Guideling(&Pfollowed in =] OEGR, u%ﬁ%e 20 Freshwiter Adga and@yanobacteria, Growth Inhibition Test
study: ;& O] (vakeh 23.8006) L L A
Deviafions from curpg)%j Qﬁ‘?@nt uidelin@bE@Ol (2006) o,
test guideline: Q PDeviatigns: NOI@. Al]%liditygi&riteria re met.

Previous evaluatigy® No, i previously submitted ~ &
¥ opngrapsieg o
GLP/Ofﬁcia%@ @V && coﬁQucted%}\r)der @%\V/O%:igjlly recognised testing facilities
recognised testing ®) ©\ Q (@@ @
facilitiesﬁ;@,}% N AEEN
Acceptﬁxﬁty/Reliab%gy:J Yes? . < QD
@ D
N ~ @ & QS

Ko Q
Executive Sumgtary & Q@ N
&

The green %g@;& Ps%%kgsﬁ%rieﬁw sub@pimta were exposed to FLU SC 500 under static conditions
for 72 hougs> Algakcultu wi@gn iniial nominal cell count of approximately 1.0 x 10* cells/mL were
used;ifi the ina@onC@ ations of 0.960, 3.06, 9.80, 31.3 and 100 mg prod./L. The study design
included’3 r@a‘ce r eadh’ test concentration and 6 replicates for the control. At 24 hour-intervals,
the gﬂ deg@@y (c /m%%f each culture was counted.

Co ce&ﬁlom of fluopyram were verified by HPLC — UV on day 0 and 3 for each concentration and
contro easured concentrations were in the 92 - 105 % range of nominal concentrations and no
residues were found in the control samples above the lowest standard concentration (0.0388 mg a.s./L).
The biological results are based on nominal concentrations of FLU SC 500.
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The study fulfils all validity criteria of OECD 201 guideline.

No morphological change in algae was observed in any test concentration and the control. @f S
The 72 hour- endpoints based on nominal product concentrations were: 72 houré%Eer@@
14.6 mg prod./L, 72 hour — E;Cso. 8.82 mg prod./L and 72 hour — E;Cso: 9.00 éprod./L. &@ &)
@ N
SN
I. MATERIAL AND h@THODS *&% \© A
@ Y S LG L
X o O Q &
Test material FLU SC 500 @} &© é\g Q\} ©© N D
Specification No.: 102000018148
pecification No % Q &’ & < @

. N

Batch ID: 2009-004770 N @ Q & @

Contentof a.s.:42.0 % wiw (S0Vgll) . @& ' @ 6\ RSN

Density: 1.193 g/mL f\g\% a g\’ N Q > >
Guidelines Not specified. v © U N =) &’
adaptation &% AN N N © @7 p2
Test species Freshwater Green al seu@h’rch@iella c&ukg)cap@‘av N Q> "y

Smin SAGELEL & %" & S s S & &9
Culturing In-house 3 day Q&)pre-a@ure h@ﬁ undép test s&ﬁﬁitio@ N § %@)
conditions Q S Q @@ <) o

() EN
Test solutions Nominal préduct gméntral@ﬁs: 0 — 3@%9— 980 —31.8X 10 pr«gg./L
Mean mq@ed re&)veri@based on a.s. &nten&@lged €pm 92 to 105 € of nominal a.s.
concentrations &) @& (04 @ N &
Cont@@untrez@ed mégium s %, B @y\a

N
Eyvidence @ndis&lvedl@ rials ot repﬁ@ed & > @)
Replication N of vé&sels Jone tratio§epli%%s): 3O é &\
0. ofvessel con@ol (rep ate@\{@@' @
Exposure Vs (S Y N 0 P @
©© Tatp exp@%re dﬁwtion:@hot&s& v § Y
S @... 5
\@%?’
O

Initial cell & @x lo‘éa\c}j’fls/mL\lJﬁ eac\lvl\tesgi@p Q
density & 2 % S v %)
Test /@itions T@perat@ 21.3@2.0 °C ©© §

-Photopegiod: 24 hours Ji t N

0

Qight iftensity®7630.- 8320 =
T fli ank¥ight cegfaining cool e fluorescent lamps
& b g o i p
@ fc 178381 Q Q
Q ©ond @Vity&& repptted o >
§ %)

Grow mec@n sa s cufiare mé@um: Yes
Para 1S pH%?/aluerere m%%sure@t teststart, daily afterwards. Temperature was determined by a
Measured / ~gdntinygus me %‘. remeghin one ditional incubated glass vessel. Light intensity was
(&f&rvaﬁons \meas@; hc&v er t@e poitwas not reported.
N Cell@nsi@eas ment Qd morphological examinations were done daily. Cell
&@ umbers@gt voltne (as @urrogate for biomass per volume) were estimated by direct
Q algae gﬁourlﬁﬁg ungder a microscope.

Samplin‘@%r @3 Samfils of fést solutfons were taken at test initiation (0 hour) in all treatment levels and
@’ the sontr t test termination (72 hours) samples were collected from composite samples

ana% § e%all repQieates for each test concentration.

@ Samp, eSwere analysed by using a high-performance liquid chromatograph (HPLC) — UV.

S
@?ﬁa m@‘?sis Probr analysis using linear max. likelihood regression was used for ECx-value estimation.
LOEC/ NOEC determinations were done using the ANOVA procedure and properly
selected multiple t-tests.
Calculations were done with Microsoft Excel sheets and the further statistical evaluations
with the commercial program ToxRat Professional (version 2.09).
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I1. RESULTS AND DISCUSSION @ @
. <
S S o
Table 10.2.1-15:  Validity criteria S N QQ
N
Validity criteria acc. to OECD 201 (adopted 2006) Require% @tain &)
The biomass in the control cultures shoul.d have increased (9 SN %, \? @}@ @
exponentially by a factor of at least 16 within the 72-hour tey é?é @@ . 5
period. & Q [\Q < q
The mean coefficient of variation for section—by-sectio%@ @ © @@) @
specific growth rates (days 0-1, 1-2 and 2-3) in the 1 358% @ & 3.7% N
cultures must not exceed 35 %. Q‘? D Y 9 &
The coefficient of variation of average specific gggwth rags’ o g&, %@ @® N R
during the 72-hour test period in replicate contr@cultur@ musg& <7 lé{@' © & 63 % .
not exceed 7 %. @3 @ Q & Q L N
@

SURLEIRN \ > AN N
. X
SN RN &
Analytical results: ©Q & @ Q\ @ $ o
Full details and acceptable Vali@ﬁon da@ya to sup @t} the @alyt C’-:o &@prcséﬁted within

document M-CA 4, which @omp@ w1th@, he lat‘y w- e outlined within
SANTE/2020/12830, Rev.1. @ KN

Recoveries on day 0 and % int @a gfstweé@? 92 an% 10@% of %mal@goncentratlons (see

table below). Therefore, JQ;olog cal resufts aredased én nonynal cofiﬁeenﬁ:& ns @LU SC 500.
No residues of fluopy; %}d in t}Q coptrdl samges a@ve 0:Q388 mg a.s./L, which was used
as the lowest stand concentrat*d the study. @ @ S S
SRS O v & O
% S N S @ N
@) 6\ S N N & )
Table 10.2 1- %Q @lyt' a results© K@ @%\9 & @§ @
minal conc %atw@ @ Meastired a.s. cq @ntr& nof;lionfal
[mgprod/Ll /Y, [gigas/El | Dapo Q& @ 3 Day 0 Day 3
0.96 0.40%) 0383 O 80397 95 99
306 0 | Q7 O] 51328 oy 132 102 102
9800 @ oF12S [N 38 s] 381 92 92
318 O33R A @y @ 13.4 98 102
A%0 9 40 7] 3890 43.9 93 105
SN
% S IR NN
N T e e Y8
Biological resultss [ @ &

Observatiox@ \%% § § @Q

No mom@doglc@ha@in a@e was@bserved in any test concentration and the control.
&
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Table 10.2.1-17:  Cell density

Nominal concentration Mean cell density [x 10* cells/mL] @
[mg prod./L] 241 481 N nne P
Control 3.1 9.1 S 238 &P
0.96 4.5 10.0 " 52 O
3.06 42 B 60 ) 952 &
9.80 3.0 o 33 @ 108 @
313 1.5 . 152 o g
100 0.8 @ )5 O Mo O g
) 9 > N
& Ny L9 RO 6 @
> - N <
% ZMRN o %@J @6 \% 7
Table 10.2.1-18:  Algae growth rate N
Baee © @@ @@Y}ﬁ Q@ O @& @g .
Nominal concentration 7, W iﬁ%l h rQ D &c% § % Inhibitio&y §@
mg prod./L S -
e proc1 O oo S O] 5 Jeww &
Control Q° A 14 O @ @U N &
()
0.96 Qg L8 s O & O SBaS
3.06 @ . @15 @ & © 0y
9.80 NN woose S @ g 24*
313 o O o oap © N R
100 N P D000 LY x> 807100 *
A -% inhibition meartgjncrea @Dgrov@ relativelto the@ntrok, > N N o D
* Significantly (a=005, one-§fded ler) r@loed,§ed o \1lliams ultip@equen@t{} t-test procedure or Welch-t
test for inhom eous«ariance@jith bferroni a Just@ @ @
0\ % o, @ & @

Q)
NN N> Y
o X SERCEES A
O ~N O © %III.OC&\ICL@)N @§ 2
N
The stud_x&%)eets the vahdity %@?ia @ the @dpg@b%@ on\t@ninal product concentrations after
S L0

72 hOL@CI‘CZ ) @© )

SIS N
SEFLE s
@ % @7@\90% @ @6
e X Y. S O @
S
S\ L 4+ 9 @
@7 o & @ &S
°\ Q @ N
Q N S0
N N S I & &
. @ﬂ&@\ O
@%
N %%gf § N
&§§ o & ©@
& ge
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. 14.6 mg prod./L
E+Cso -72 hours (95 % C.1.): (14.5 -14.8 mg prod./L) .
8.93 mg prod./L
- Y N
E.Cx -72 hours (95 % C.L.): (8.83 - 9§ mg prod./L) @ o
6.89@g prod./L @,
- Y .
E.C10 -72 hours (95 % C.L): 678 @@99 g prod. ) _ ©®
Eb»Cso -72 hours (95 % C.L): 1 % . 9Ig2g I[I)l;O;Ié@ /L) @)@\ &
. @ &, 4.90 mg pr&&L N
EbCao -72 hours (95 % C.1.): S m% 88 - 5.73 @ o \) @
. Q 3.60 Tod Y O
EuCio -72 hours (95 % C.L): ﬁ@% & (% P ié;@mg orod/), O &
9.0 JL N
- o <A Q@ gp
E,Cso - 72 hours (95 % CI): 3 s, 1%@9 552 meprod D) 2
i o A S’ & 2995 rod Ay R
E,Cao - 72 hours (95 % CI): @CS% »\9@ S Q@§ %@7 75%;‘5@%0 ay, _
o @ 4.79 mg prau./L
E,C1o - 72 hours (95 % CJ\%% \ % A 50@ Do prod$t) @@@
LOEC - 72 hoursgy® = ®) w\? L X S
lowest concentration with an effect (B sedq é%owth an X @) g p@L
biomass;& @t@ % @ N §¥ 9
NOEC - 72%uurs: D @\“’
highest concentration without @effea@ased @ grow@ rzaxte@yG $06§ pro /L
biomass@hd yiéhd ) - S
A Please refer to recalculation doq&ment M7p77174Q1-1 @ & @ CANNoN
D
Reliability assessment (EE%)A 20 @) @ S Ry @
The following table p&mde@abgf@/ indi&tor E%Qaluéfor Qeudo@’menella subcapitata.
@ X
CQ\Q o “@Q &
Biological @Q \%Cm& o 95 \L é\ A @ @Relationship
endpoin§ @g ag/Ll © % > § EC10/EC20/50
& N g & @
Growthgﬁe %78 @a@ @36 —®\22 v (@ 112n @;\7 ECIO?h]iEgChZ)O’ low
exs
&@ @ @ s & N . & ECyo, low <ECig
Yield < W & 1§ —449  1.042 (@or) <ECso, low
@Q % o~ \4;\ (og @) > (medium)
. Q7 RS &y ECi9< ECy, low
Biomass @@ @©Q 4.7@@ Qs 4.\06% 5.36§ 0.8 (good) (high)
SN > S
A N
& 2 9 9 & .
N N o Y
Assessment and sgﬁcl b ligsit: @
Q

The study and@'ls data ar@é cc@g’?der@as aceeptable and reliable for use in risk assessment.
The endpo(@s: Fxr%g (7£urs)§4.@mg prod./L (corresponding to ~ = 6.13 mg a.s./L)

Ny @) > A
&% O @ o
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Data Point: KCP 10.2.1/11
Report Author: I -
Report Year: 2020 &’/ ©©
Report Title: Statistical evaluation (non-GLP) of the study M-367124-03-1 (Bruns, E., 2030, 7
EBGMP262) on the chronic toxicity of fluopyram SC 500§} to @ @
Pseudokirchneriella subcapitata (currently known as: Rgphidocelis subchpitata)Qs
under static conditions S A
Report No: M-757717-01-1 S Q o 2
Document No: M-757717-01-1 [©) & S
Guideline(s) followed in | None i\ Q@ @© W %@ &
study: © A NS
Deviations from current | Current Guideline: not app %@ﬂole Q& O @U @
test guideline: Deviations: not applicablegy 9’ é N S
Previous evaluation: No, not previously subnfdted > \w @ N\ %“@ @\g
. . = @@Q \% ((\6 =
GLP/O.fﬁmally. not applicable ) % < D @@ ] & % .
recognised testing % Q Q> @) @7 @&
facilities: o N N D % © §
Acceptability/Reliability: | Yes @y ° @ & o ~ NS S

Summary R & © @ § @) S

In the existing report M- 367 w@ i\end%r?osj for@ield Qere s@tlc ly ete@me@t 72 h.

A statistical evaluation a %%essméﬂi latl@ of vaféd 72- lﬁzc@cm and E@s values as well as
NOEC values for yield conducte@to §H the data@equlrémentk{ 1@@ to regulation EU
283/2013. Furthermorg, the @g@dlty@rlterl or ttugi;@vere%ge-evalua eq aCpording to the current
guideline OECD é’ 011) & & § % @ S O

e

The recalculatlon re rfor Q with the\softwaﬁ@Tox Pr@{esm @ (Version 3.3.0) based on
nominal conceb@tlor%(EFSA&ZO 13). Q} &\

Models prov@ng b@ ﬁt@©the re%)ectl%e dat@were@ecte@ and @ as follows: In order to derive

Effect Con€gntrations that hav&ﬁ@) @d 5@6 offé&ts or@/ield @he test subjects (ECio, EC20, and
ECso), bit analysisQysin ear imum-likefthood¥e€gression was performed.
s0), L0 ysis glihood Rgresgipn was p

NOEC was determjited by, Willia @ S&ﬁuentq@t tes@‘rocedure (one-sided smaller, p = 0.05).
To test for norm istribu 10@ V&ﬁance @mog@eﬁyg Shapiro-Wilk’s test and a Levene’s test

were performed réspe ly o Q
& @‘Q Y \g@\ & @
@ N\ N
3 S e
Table 1(@- 19: Re-@lcula@ EC Cz@Cso .aitd NOEC values based on nominal concentrations
> Flggpyram \\S)C 500 Fluopyram
\y\’ Endpoint™ @é ~ @@g) pieduct/L] [mg a.s./L]
& O o (Yield Yield
72 hours - E 95 % €.1. N 4.79%2.50 — 6.05 2.02 (1.06 —2.54
ote e 5 ) ( )
72 hours 205/%\59 o C§ . §95(3.77-7.01) 2.50 (1.60 — 2.95)
N
72 h Ec@% % C1. ) o 9.00 (8.13 —9.52) 3.78 (3.42 — 4.00)
72 ho@% NOEE 3.06 1.29

C.Q\f C@dence 1ﬁferval§
&
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Assessment and conclusion by applicant:

The study and its data are considered as acceptable and reliable for use in risk assessment. @ @©

N\ g

The endpoint is: E/Cso (72 hours) = 14.6 mg prod./L (corresponding to ~ = 6.13,;mg a.s./L) @Q
& ¢

Q)
© R
< < SN ©
< @ & S @
Data Point: KCP 10.2.1/12 AR @ S &
Report Author: T T— @ < o R O
Report Year: 2020 §\ R & SN & ~ {\\g
Report Title: FLU SC500 - Toxicity B@ﬁre aquatlc plant Leml@glbba\?ﬁa s%@ growth @D
inhibition test ” Y 6 Y <
Report No: EBGMO0677 Q @Y A S @&L\? o
Document No: M-758230-01-1 S o s © TS &) & °
Guideline(s) followed in | Commission Ra@jﬁtlof%ﬁt) NQ761/ 03 Ae% C 26.: "Lefnna s
study: Growth Inhibifyen Tcﬁ% Off 1] ou@ of urOgean U@'n (EN), date§
August 24, 9 %g W\g N S
- EPA @ ne 132- C;O‘@ OG§P 85(@’40%§qua lant xmt@j’ est
Usmg p January 2012.
nes the '@mg <@heméqs N@@Zl é%mna S Growth
on adop ed Mach 2%
3029/ rev. 11/07/ em@es Gu@ance@r geneglng and
porting)meth of & ys1s in%upport of predrégistiation daf@requirements for
%nn%t II (par% Sechion 4) dpd An@& 111 (ﬁart ALl t10£1§§’0f directive 91/414
Deviations from curre Cu Gu@eline: OEC (20 68) Y
test guideline: % D@iatlgﬁjf%e ong, All validity c&%rla w@ meh O
Previous evaluatior& q No, no@ew@@? subﬁte%@ @ @
@ D RS
GLP/Officiall Yes%ondﬁgted ur@r GL%fﬁ%ﬁ}Jf re @nlsed%ﬁting facilities
recognised teéﬁ f@ IS ® @
facilities: «:4\9 & S Qy A
AcceptaBﬂgty/Rehablhtyﬁ% Ye%‘w\f ﬁ@) 7 A @\@ g
N o & V&0 O
S SENES®) > S
Executive Sumn@gh@;y & ~ \q;\ %@% & >
The duckwee emn@bb was e;@osed@FLL@ 50§nder static conditions for 7 days. 12 fronds
per test vesséDwere Gsed @est lco %@ntr@ns of 60, 19, 6.0, 1.9, 0.6 and 0.19 mg prod./L
(correspor%mg to 25.38, 37@ 38 04 @%538@1d 0.0804 mg a.s./L). The study design included

4 replic for each te&p con tratid® and@entrel. Observations and frond counts were done on days
3, 5 and at test te t10 %?ay @At t?’t terlgrﬁ@.tlon frond density for each replicate treatment and
COI@ vessels Wei‘émdetel@

Concentrationsgf* ﬂuopyram&gere %@lﬁe by LC-MS/MS on day 0 and day 7 for each concentration
and control. asure%“co tratiQns weren the 83 - 105 % range of nominal concentrations and no
residues w fou@ib in the>congrol sas above the limit of detection (LOD: 0.005 ug a.s./L). The
biologica@tesulwere bgsed @nomma concentrations of the product.

The sm§y ﬁl@ all@hm@lterla of OECD 221 guideline.

N %ual cts Were @Wed in the three lowest test concentrations (0.19, 0.6 and 1.9 mg prod./L).
Atthet highest test concentrations the fronds showed deviations from the control replicates after 7
days; ne! gibbous growth (6.0, 19 and 60 mg prod./L), slightly overlapping fronds (6.0 mg prod./L),
smaller fronds (6.0, 19 and 60 mg test item/L), shortened roots (19 and 60 mg prod./L), necrosis (19 and
60 mg prod./L), chlorosis (19 and 60 mg prod./L)and separated fronds (19 and 60 mg prod./L).
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Endpoints based on nominal concentrations of the product were: E.Cso (based on frond numbers) (95 %
C.I): 16.2 mg prod./L (15.4 — 16.9 mg prod./L); E.Cso (based on dry weight) (95 % C.I.): 35. @
prod./L (27.7 — 47.6 mg prod./L); E,Cso (based on frond number) (95 % C.1.): 11.9 mg prod./L ( BS
12.3 mg prod./L) and E,Cs, (based on dry weight) (95 % C.1.): 12.5 mg prod./L (10.8 —13.9 mg @d /L)@’

& S
I. MATERIAL AND METHODS % ® §\ &
% ° K '24\9
©) EN R T S
Test material FLU SC 500 Q@ @@ § ”\g@ S
Specification No.: 102000018148 @& &© é\a Q @Q & >
Batch No.: EV57002782 Q R e & o © &@
Content of a.s.: 42.3 % w/w (SO/L) N @ R \® &) @@
Density: 1.189 g/mL & &° Q@j %\ w\\@) A@ N N
Guideline(s) Not specified S} @ g}’ @a\ Y (g o
adaptation % QZ}\} @ Q @ é @% @%
Test species Duckweed (Lemna gzb@ \ @} &® &ﬁ o\© é\a w, §
strain G3 Q@ NI SR S

Acclimation Inoculum pre- culﬁ pre@aﬁoh\] days*’aefore&@“g sta@ the nin te§/ ©
Cultivation undé@ e sggne conditions @, in m;aﬂ@test Q @Q Q) o

Culturing Growth me@ 2OF§AAP I@’dmm@j &@ D Q

conditions Culturing ugder fest con(@@ns @

%)
Test solutions Nomma@'@oncm@atm@ - "-) 60 T9- 06 (%@ mg@d /L ©
m:

% ra of T 5.38%8.03 538 -0.804 - 0.2538
H@ 9 Q f@y §2
- 09804 'S'/]Y”\ﬁ @ & \

éﬁol water SO @ @ O

Vlde@ of u&@solm ma%)lal At@e hi t tes % onc ion (60 mg prod./L) slightly
Q pro @ nced &)lou%on w ser\&%’ at tes tart @ - x thex 1ght1y pronounced turbidity of
§ eNEst m@ium was obsgrved ogﬁéﬁys 3 @and o

Replicatiey NO. of vessels fer co ntrat@(reph es): 4 @7‘”\7

@ No. @\/esss@er c@ol (replicates): 4 @ \}
Orgaﬁ%ms per N\%%f ﬁ@%@pe&\ﬁ/essel £° o\@) o

replicate A (C%X

@

Exposure © Stjé@ &y % w & Q@

@ T Te dul@lon @ays @

Test con%’ti\z))’)ns I%uba@gﬁ }@bem’g@ not&mﬁ@
Ves %S 25&) glagy dlsgwnh%@ 1 test solution

@7 Témperature® 23{ 24
S @otop@;d pe@‘iane ght@
N B :
Light “@tensity %6560 - 7900 X (mean: 7117 lux)
&@ %;% of light ﬂuent
ols: 735 - 8.8

&§ Water@rdnga not r&ported
Q@ §) Dissgl%ed Rygen: not reported
{\9 O~ @uct@\yﬂ : <5 uS/em
N) @@ @’rowi@nedium: 20X AAP
Para@ws Determination of frond number was made on days 0, 3, 5 and 7. Visual observations of sub-
d

Measutred / lethal effects were performed on days 3, 5 and 7.
Observations
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Temperature was determined daily in one additional incubated glass vessel. The pH of each
treatment was measured at test start and test end. The light was measured at least once _ .
during the test. @ @
Sampling for Duplicate samples were taken from all freshly prepared test media.on day 0 includi 2 @
chemical control. On day 7 duplicate samples were collected from all aged@ levels including @
analysis control by pouring together the contents of each treatment. @ S . N
Samples were analysed by using a LC-MS/MS. m@ FQ\ 2
Data analysis ECx calculations were performed by prob@lalysis. w7 \y;\ N 7 é\”
LOEC and NOEC values were determined by the Willi@ t-test (frond Gmbergnd d o @ o
weight) to detect significant differenc&between test gopeentrations con@ L D
All statistical evaluations were done @&ing the comn@rcial program @xRat fes&»@lal @Q}
(version 3.3.0) m% 9 & &
Q N %) Oy @
YV &N @ D L S
A A T S
1. RE%JLTS AND DI%@SSI@ o S %
. N < @7 @
AN &8 & o &
Table 10.2.1-20:  Validity criteria § . Q)
Y @@3@ N @” S o <\(@ § Q
Validity criteria (OECD 221) &~ @ @\ 3% quulrf\j@ ©§ > @@ bt%@@
- 2 D
Doubling time X@ % Gog (§ @ 2.@5§§ays § é&ﬁ}ays
*~ & s ¢ 2 g
Q& @ @ N o @
. o QO N T &
Analytical results: N 9 § N & @t@
~ @ i
Full details and accgptable hdqg%h dat®to ortgi?e apglytical meth&@are presented within
document M-CA which ¢ pl@ith e @w re%latory@equifements outlined within
SANTE/2020/12880, Regyl. - P s 9 & & &
A
Recoveries o @% 0 r&ed e$wee&99 an@OS @f n inal c@gicentrations and on day 7 between 83

and 105 %. A¥bio 1ca1@g Its are baséﬁbonon@lina

@est coentraflons of the formulation.

X
Fluopyra@%&as not det@\l;edi <?a@l sa@es @lﬁ)o@\y/e@hnl.{@detection (LOD: 0.005 ug a.s./L).
A RS & L9 O
DO s T b
Table 10.2.1- 21:@ An(z}l%ical @lts@% N A @@
Nomincati()@@@ \@ D:g@r&@;l:%t@ﬁon ! % of nominal
mgprodyL] | [ngas/Lly] Day02 |9 Day7 Day 0 Day 7
09 2804 Y 803 <O 81.1 100 101
%0.6 s L 0 @S 255.1 99 101
804 O 164> 22 102 102
19 oL 81 (Y] @ 8l 822.8 0 0
60 & | 25387 | 2614 2652.8 103 105
19,57 K 8037 =] @325 81643 101 102
o 133800 26591.7 20994.5 105 83
A {Ngt gl\@@\)m r?@j@ﬁCgl%ﬁuom based on two measured samples.

Q&

&

&
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Biological results:
Observations @o S

No visual effects were observed in the three lowest test concentrations (0.19, 0.6 and 1.9 mg d /L)@ﬁ
At the higher test concentrations the fronds showed deviations from the con @phcates aft@

i.e. gibbous growth (6.0, 19 and 60 mg prod./L), slightly overlapping fronds& 0 mg prod. ) sm‘gﬂer
fronds (6.0, 19 and 60 mg test item/L), shortened roots (19 and 60 mgprod./L), negtosis and,,
60 mg prod./L), chlorosis (19 and 60 mg prod./L)and sep@ted fronds (]1%.and 60 mg pro /L)\ X

@ A
¥ Q o O

N
Table 10.2.1- 22:  Results for frond number and corgesponding gr@’th rates an(&@llbltlo% @© é

&
e -
Nominal concentration l\gre:;ld Mea @GQFOWth“@I;i)g%@TOH%@J Gbx@ﬂ;vrﬁﬁtfo; o
number V\é&ght 2 . -7 days @;%7 S O-Fdayts. PP
[mg prod./L] | [ugas/L] | Day7 | ADay 7@ 7% Inhibition | Mean - "/@;b“&“
A ~[I7d] < [a @
Control 2410 o 8 [@04207] & - | adl b, S
0.19 80.4 25405° |48 & 06 o 1P (04690 -8
0.6 253.8 2628 0©335%1 2044150 290 of o4 | N2
1.9 804 @787 W1 [So04aw? | S 210 [s@uer | 13
6.0 2538 |« °2373 [2Q313, | 0426 J[O o | 04sP 1.5
19 8037 @ o D6 0,159 6281 | 0536 48.9 *
60 25380 | M40, | 4 LO 002 94.9% |p203 | 56.0*
Mean value of 4 r@'cates@v ‘?\9 @ S O é &\

B -% inhibition s increase in @wth \r\@ Ve to the con @
* Significantly eren@m thf\ trolsbased %Wﬂhaﬁ@ test,@y 0. OSQne -si @smaller)
- B S

Y & o o & @ @ §
Table 10.2.E;23: @Jesult or gfm base% on f@d nu@ber @d corg@pondlng % inhibitions
N (ﬁﬁxﬁal concen ;r%onoo < Yle‘@bis\g ](;: 527@ nu@ﬁer O~ Yield basel(; :}171 ;iry weight
[mg prod./L] | ng a.s/LI é@QMQZ@A 0% Infhibitign® | Mean * % Inhibition ®
Coprol X' & o S] & - 31.5 -
019 O] Q4.0 | 2428 | ¥y 33.5 6.4
065) 2538 17 28 P« 7 33.8 7.1
1% <804 | 24584 | S 73 33.1 5.0
6.0 ‘2”\9253;3@ 587 O 16 30.0 4.9
19 be 8037 7 ms & 892 5.5 82.6 *
60 & a%gsoﬁ *20,, 99.1 4.1 87.0 *
g h&éﬁ%ue ofd reph@s 'S

ibiti eans ocreas @yleld relative to the control
* S@qlﬁca diff gﬂt fro@e control (based on Williams t-test, a= 0.05, one-sided smaller)

£
S

& & FE

&
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III. CONCLUSION

@

&

@\!

The study meets the validity criteria and endpoints based on nominal product c%centrations wete:
o O
> L
Endpoint (Day 0-7) Effect on mean growth rate of | Effect on mean growth r@of
p y frond number %, dry weight &) «;&
Va
. 16.2 mg pxod./L @ 353
ECs0 95 % C.L): (154 - 169 mo prod/L) QD (27.7 - 406 mapidd. /@a
10.7 rod./L &\J 9@9mg p@l /L ©
V)
EC0 (95 % CL) 9.20 - Yy mg prod/L Q - (5. 8\4% 13. (}zmg prodL) &
846°mg prod./L s @ rhg proddj. @
o, Q
E:Ci0 (95 % C.L) (7.00 -9.80.mg prod@r.) @31 5 meprod /IS
LOEC: A NN
lowest concentration with an effect © 6'0 > proo@ /\@ b@ m%rod.%\% & _°
NOE,C: N g SNy A < @
highest concentration without an effect <\9 \N mgj&%d./L o N © I?R%ang P rod% §
X v, S S)
~ @f% é%a J@ . @Q -
. S Effecton mean yi Effect n@ean yield of dry
Endpoint (Day 0-7) Q Siron @me & §9 Oweight
@ - & [ @ =
Q 11 Sthg préd/L @ rod./L
o, .
EyCso 95 % CL)iw, é\\ @@?11 34 12.3 mg prodi) i (@ 8 —2,193.9 mg prod./L)
9 “60 mg prod./L 8:84°mg prod./L
o
EyCa0 95 % G4 K L 5 — 9(;%1 d /L) &6 7439.97 mg prod./L)
Sk 7. o201 mg prod./L
EyCio (9557’;&'1')' 54 @3&*9 @ (672, 78&% prod 9) (531 - 8.46 mg prod/L)
L . @
lowest concengt; iorkwg an Qﬁ%ct v 60 @pro@% @& N 6.0 mg prod./L
@IOE@ NG R
highest conce@rati 1th(m;©an effe% K @mg@ d'/L© @ 19/ mg prod /L
@ © Q@ SN
Rehabﬁ%&v assessmen@EF&@O 15) @@“ \© (&% §\©
v
The following tab§ior0%des r@ﬁlh%ﬁndlc{?@rs for®Cio @lues for Lemna gibba
(g
@ @Q \y ©) S @Q @§
Biolo 1@ @10 \\ @50/ @} @ NW Relationship
en%éyts glg a.s}/\ @%ﬁ ;’& %@ EC1/EC20/50
Growth Rate, N Q EC19< ECa, low
Frand Number s§ S 6 @ @ B %& CERbeend) (high)
(%Wth Rate, @ 78 @\ ZQ?)I @35 1.054 (poor) EC19< ECy, low
Dry Weight @,* Y Q@ : Q& : 2P (high)
Yield, Fro N % 2" 778 0.146 ECi0< ECy, low
Number O : (excellent) (high)
vl gy O o ECa, low < ECio
Woss §» 7.0 521-846  0.464 (good) < ECso, low
i%ﬁ @(Q\ ((\% (medium)
@ & Yo
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Assessment and conclusion by applicant:

The study and its data are considered as acceptable and reliable for use in risk assessment. @ @b

N\ g

The endpoint is: E.Cso (72 hours) = 16.2 mg prod./L (corresponding to ~ = 6.88ymg a.s./L) @Q
S ¢

S
g \K
R S & .o
v °\ o v
Y NN @ @
CP 10.2.2 Additional long-term and chron%toxicity ies on fi aq@c %, &
invertebrates and sediment %&lling org%@ms é\a § c&©
o @
No new studies were necessary based on the curre zs?\m ta requirem%ts. Blrase @er t(@ocume@n)t CA,
Section 8.2 Q N @ % <
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urther testing oqiqg a{rgor&ﬁmlsmb & Q w

No studies were necessary based on a@i%nt data”requir me&@ Pleas} re@ 0 D@hme@§CA,
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CP 10.3 Effects on arthropods
CP 10.3.1 Effects on bees @ @©

The risk assessment has been performed according to the existing guidance in @rce at the tl@of e
preparation and submission of this dossier namely the EU Guidance ‘x‘ ¢cument on erre

Ecotoxicology (SANCO/10329/2002 rev 2) and EPPO Standard PP 0 Env1r01@ent%\Rlsk
Assessment Scheme for Plant Protection Products — Chapter 10: Honeyb%% y\g

Where bees are likely to be exposed, Commission RegWations (EU @3/2013 an@f%/ 3 rec@re
testing of both acute (oral and contact) and chronic tm@lty, includingyub-lethal ef{g ts @t ere @
are no current testing requirements for any bee otk{ét than for honey bee {ithin Regul@é
1107/2009, acute oral and contact bumble bee ies were ¢onduct 1th@uo y@

representative formulation FLU SC 500 which is pres%nied as dltggtal inf@rmati (se,e%able @%w).

Consequently, in addition to the standard tox@ity S&L&ICS OH@ Wlt@ult koney Qees ((l&bCD 213
and 214), the following studies are also pre%glded @ea&@éfer to@/[C% ectl@a 8) S @7 @

& \ @ & SR S ¥ &
- Acute oral and contact toxicity c@u am te@i to ﬁ@llt bu@%ble @s un lab@tory@ondltlons
(OECD 246/0ECD 247; M 543447-01% M“ﬁlo&i&m [nd M&363123:01

- Chronic 10-day toxicity ¥V1t atloﬁLU@ 50@ a@ft honﬁlbees under
laboratory conditions (O 24@ 540 (@11) &,
- Toxicity to honeybee larvaccunder kaporatery co@ltlons"\\%llmx%g r@ated exposure (OECD
-1),.9 S 9
guidance document 239, M-617279 1) (\ N Q %,
- One semi-field stud}/\ui;?a spemai d t @ten@e potential &dvers&acute, short-term and

long-term effectsien h be\gﬁ%’) (Apis mel a ) and djoneyrbee celonies, during and after

continuous expg@giire exc usi pyram- fo@i’ed rbohyo@te and protein diet for a period

of two comp ho@ bee.brd odtgycles?6 Weé@ 42 @ys) &Ehls S @ﬁeld study is presented in
0-

KCA Secti gint 8.3 %3/03%1\/1 54% 042
- One semigiield l@od st@idy folfowing OEC u1d ed men@75 (using a more realistic spray

scenarl%onto ﬂ@verméfphaegha c erm fects@ mortality foraging activity as well as general
colo evelopme@wn e SO tlo 500\@15 semi-field study is presented in
K ection 10 Roint 103.15/0 M— 47 l %

- One semi-fiel dy i\llow EPF@ 179®mh the sole@ormulatlon FLU SC 500 using a more
realistic spra 0 ont@flow. r}lg PHégelia @Ven@ effects on brood development, adult and
pupal mortal y, tivi f@- ehazsgour @col development and strength. This semi-field
study is s (% ent n 1\@? Seegon 1& oi 3 2, M-547034-01-1.

.

Table 1@ 1: E@Q%))xwo@lcal endpo&@ rel@nt for the risk assessment for bees for FLU SC 500

TF %9
T&k{ substance K{ii%@?; :2; Q § Endpoint References
@ S
Laboratory KL R
i (2005)
&§ XA pis @@ lifer& Q. Dsooral (48 h) > 102.3 pg a.s./bee M-261594-01-1
Q@@ %, actte te@ LDsocontact (48 h) > 100 pg a.s./bee KCA 8.3.1.1.1/01
Fluo@gam t KCA 8.3.1.1.2/01
N
S @ |y Bi§¢us . (2015)
Q @@ terrestris, LDsooral (48 h) >92.5 pug a.s./bumble bee | M-542447-01-1
% acute test KCA 8.3.1.1.1/06
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Bold values used in risk assessment

a.s.:

active substance

Test substance Test species/ Endpoint References
study type
Bombus H (201 5)@ @
terrestris, LDso contact (48 h) > 100 ug a.s./bumble be% M- 510849% @
acute test A& KCA 8.%.@ f @
Bombus © (2\021) >
terrestris LDso oral (48 h) >90.5 pg a.s./bumbje bee M TA3123- G
acute test’ LDso contact (48 h) @OO pg a.s./burible bee 8.3, 1 /072
S s}g)@A 83.1.2/p8
- géolmg a.s%g diet %) @ é\g §
>80.1 pg g.57larva S Q © c&
Apis mellifera, 390 mg g diet < »01 &
larva 60.1 pga.s./la Q "617%39-01 40
22-day repeated 511 r@ a.s. /kg diet
feeding test %@ %2 ga. & va %@J §>\'KC& 1. 33@
50 S. /k
@g%so @380.1 i a.s. élarva @ é f@ @%
B3 N o O .0 ) (202
Apis mellifera, @Ds m} (48 =250 pg Qbee > S M-@653§-1
acutetest | Ko G&%ac (48h) €200 pgrs./bels & 10,3.1.1.1/02
DS *”\a S D § §P 1031.1.2/02
o & S o n—
FLU SC 500 oot | LDgoral (4@% 2.4 s umble e ot
, LDsocdnitact(48 h) > 200 a.s. zbf%ihble bse | entas i1l
acute (o3 50 & qp VR P KCP 10.3.1.1.1/03
2 A N & «JKCP 103.1.12/03
Hgas. /bedtday A | N (2015)
A%%dmaelléf%@i% o (@D *]1. 4 u@ s./bde/day \® M-540072-01-1
o Y ot § @ SLc Z%ﬂmg a.§kg dich KCA 8.3.1.2/01
/($g N NOE@ 3333 Mg ag./kg dl@ KCP 10.3.1.2/01
Higher Tier m@ K\ S & D
S ©) © Ovérall, no @ute ri-tegy and long-
% %is méﬁfem@ eff Qs on ality, colon trength and
N Ser field» @ly elo ent, %@ pment food
&@ ey b tora & hon V10 ueen survival,
Fluopyram tech "%edin "study «|, ove ive'witali and colgny health, as well as | (2016)
' S with post- (m%overw@%ring&rfo ance after continuous M-549350-01-2
@) e)@re ﬁ@ @cposutf@yof h(@fy bj§ionies under confined | KCA 8.3.1.3/03
@ I‘V@ @ copditions fluggyram-concentration of
Q & pert S 1000Q pg a.§keg dist for a period of 6 consecutive
o\ @ @ eeks; rin@%ringtime/early summer.
@7 ho"s blégi od @ O@ll, Ifesa\cgiverse effects on honey bee
y( rding) behg¥iour { od development, colony strength | | (2015)
\y\’ to}(]) D 7 \g@ qu@a survival after one application of M-532474-01-1
- forced exposure a s./ha onto flowering Phacelia KCP 10.3.1.5/01
&@ onditi t O& ace lia, during active foraging of honeybees
FLU SC § @\‘ N rall, no advers.e short-term or long-term
@& H @,m@eyb §9 ffects on mortality, colony strength and -
S §@ colo @ development, brood development, food storage,
1, N @elo pracnt — honey bee behaviour, queen survival, overall hive | (2016)
§ @ weld vitality and colony health, as well as on M-547034-01-1
Q Q@ (EPP 0 170) overwintering performance after two sequential | KCP 10.3.1.5/02
@ foliar applications at a rate of 250 g a.s./ha each
onto blooming Phacelia tanacetifolia.
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Risk assessment for bees o @ N

The risk assessment for bees for fluopyram is based on the application {%s of one ti&@@g 0.
product/ha corresponding to the maximum single application rate of 75 g a.s.’ha for the lication in
apples using the endpoints (LDso values) for the active substance ﬂuopy&ﬁ% and the fofmulati L@

SC 500. & IS
\e Q@ @@ § %@ &@
Hazard Quotients & @ Q ©© C&©

@
The risk assessment is based on Hazard Quotient 3 proach (QH)@y cajgtilat § tio bet@een
application rate (expressed in g a.s./ha) and g laborator)gcont;ac@ and o (&@re
ug a.s./bee). @ % N
S @@ LN @%’ @

CAPRS, « %
Qu values are calculated using data from stud@s perférmedWith the acti subst@ce wit %he
formulation. Qyu values higher than 50 Lgéhcate%fhe ne&%“of higher t@%d ac@uhe&o clarl th@tual

AN

risk to honeybees. Q K é\ﬂ@ %\

. n@fn app?watlon%ote N [g a@ or odu§§y
Hazard Quotient, oral: Qxu Q&mam = —
oral é [uga@bee aOHg praduct/ be%]

@ N @
@"@@’&@Q 5 &

Hazard Quotlent contact: @ QHCé maxn§3m a;@i}cation@te [@/ha %?prod@t/ha

" & LD ntac& S [ug.s. /bee\(@ ug@duct/ bee]
% SEICECE 2 &« \Q
SIS N & O &

Table 10.3.1- 2:

ﬁza@quoﬂ@ f@es for the a@ 1cat& in aqules, 1@&,75 g a.s./ha— oral exposure

é? 1LD o
@’Q ﬁi?i.s./@bg?]

A-priori
Trigger | acceptable risk
for adult bees

Compo@@i

2

o 7
Fluopy/g@tech. @§ >ﬁ§\£§23 @ 50 yes
o, 9, 7
FLU SC 500 Q\ \> 22&& 50 yes

\7} ey
5 @
Q > U e @ <
The hazard % 1ent@®) or@ xpos@e arédelowhe validated trigger value for higher tier testing (i.e.
Quo < 50). @ ©\ Q\ @@\ @@
o & @lj? LY
Tabl&l0.3.1- 3: §zar otle@s fo@s f@he application in apples, 1 x 75 g a.s./ha — contact
N expos@'e Q
&
&@ ot l@ Max. application Hazard A-priori
Compgund \% a.s./bee] @ rate quotient | Trigger | acceptable risk
< Ao 8 [g a.s./ha] Quc for adult bees
A
Fluop te%@ > <100 75 <0.75 50 yes
O QY w
FL%%C 5%@ oy ol > 200 75 <0.38 50 yes
@J

The hazard quotients for contact exposure are below the validated trigger value for higher tier testing
(i.e. Quo < 50).
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Further considerations regarding the risk to bees @ @

The active substance fluopyram and the formulated product FLU SC 500 are both of low tog ity t@
bees. The technical material exhibits acute LDso values for adult bees of > 100 gig’a.s./bee (cofféact) angl
>102.3 ug a.s./bee (oral). The formulated product FLU SC 500 is of low toXicity with acu% otal*and
contact LDso values for adult bees in excess of 200 ug product/bee. HQ valugs based on tl@%se in@pples;
for both the active substance and the formulated product agg.considerably tewer than thedevelsregar

to indicate a risk to bees. Acute contact and oral endpoi%or bumble @ges are s1m11@}%1 mpat@ @
to honeybee endpoints for both the active substance and the form@lon (FLU_S© 5%@ n@, theé
findings indicate that bumble bees do not exhibit gre@ier sensitiviggkto FLU SC Py’

compared to the honey bee. The risk assessmen‘cj@neybees was ere@re c@“lder to be protectfgve

of other bees and to cover the exposure of non- bees such@ Bon&s terres rz% %@9 @@

TN NN
Chronic adult toxicity % @’ \ R S &

A 10-day laboratory feeding study i 1nV 1gat } the @fectSQ ﬂu rarn ﬁadrnl@s ered@s fo ated
product FLU SC 500) was conducte@@ as %%, chr )@ty toheney @ S 1 or e wit ECD
Guideline No. 245. A solo SC for atloas c«]gosen mplaoe% te cal @ eri @e chronic

administration of fluopyram in a@) %@gar utionggnd t “&/ercc@ne an® olu y 1ssges that may
have occurred by using technic@ ﬂuopyram Wt or@lc saty nt@

The study concluded that coﬁﬁnuq&s ad Zl m f&edmg 3333&mg a g@g dl%over a perlod of 10 days

led to 10 % mortality. The@@DDso@as d 4§ﬁas > 8 4 ugas. /bé@”day D was identified
at 81.4 uga.s./bee/day. D%ﬂy .\ 1ng wit over iz%’day&( al e'. se =814 ug a.s./bee)
thus did not induce Kigher g omp@ed smge ac @ expog% Yat 102.3 ug a.s./bee.
Therefore, study ts do not 1ca§ﬁdela mu tlve t(@mty Sffects following chronic
exposure to fluop par \th&g te tmg @talls Fthe study ar@presented together with the
ecotoxwologlca@ndts in MCAQGCUOM POQ¥8 3.1/ 01 1@540@% 01-1.

& ¥ g &
Chronic l&%al toxzczty/@ﬁfects@@ ro o Q@ ©

A honé%bee larval t,o;@:lty @assessmg t@“effec@)f ﬂu(%yran%@n adult emergence following repeated
feeding exposure@ O*k%uct 0 addtess weffectston immiature honey bee life stages and their
development. Theg) 2-d&g lab@ory dose-res onse test ag@essed larval and pupal survival as well as
adult emergence, f(@w Xpogyre t@\no entrations of 32.5, 65.0, 130, 260 and
520 mg a.s./Akg~ diety ThegTorresponding cu: atlg doses were 5.01, 10.0, 20.0, 40.0 and
80.1 pg a.gylarva. The -da OE e enca)y was determined to be > 80.1 pug as./larva
(correspguding NOEC@@f > 520mg 4%./kg diet), ifdicating no risk to honey bee development. Details

of the study are prgSented, together Wlﬂ& e@t\oxmologlcal endpoints in MCA, Section 8, Point
8.3.1:3/01, M-617239-01> . @ Q @
W

N N
N & &
SRS n
Higher tlel@ assessm for %es (tynnel tests, field studies)

Althoug]@ae fi @ngs c@@le la@)ratoryﬁoxwlty tests and the tier 1 risk assessment based on acute tests
did notirdicatgja risk to b ue to the use of FLU SC 500, further assessment of the chronic risk to
adult{)\z%’es a@iﬁarv@ deriyed through findings from higher tier studies.

In@ﬁ%er tg@‘nvestlgate W@[her fluopyram would pose an acute, short-term and long-term risk on honey
bees ( mellifera L.) and honey bee colonies, a semi-field study was conducted with fluopyram tech.
by exposing honey bee colonies exclusively to fluopyram-fortified carbohydrate and protein diet (M-
549350-01-2). Based on the results of the study no adverse acute, short-term and long-term effects on
mortality, colony strength and colony development, brood development, food storage, honey bee
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behaviour, queen survival, overall hive vitality and colony health, as well as on overwintering
performance after continuous exposure of honey bee colonies under confined conditions to a fluopygam- S
concentration of 10000 ug a.s./kg diet. for a period of 6 consecutive weeks during springtimefgarly IS
summer were detected. @

Moreover, a semi-field honey bee study (according to the provisions of the OECD Guidanccu
75 in combination with the OEPP/EPPO Guideline No. 170(4) (2010)) as condugted with the
representative formulation FLU SC 500 under forced/confined exposure gonditions (KC®10.3¢}:5;

532474-01-1) to clarify whether fluopyram poses a risk §honey bee ‘ﬁgood and col;g} d@opr@@t @
under realistic worst-case conditions. V Q @ NS %

Furthermore, a semi-field honey bee study (accordn@go OEPP/EREC% gu1dehne®go 17@4)) @sh t
representative formulation FLU SC 500 was cted under @rced@bnﬁ% @sure cgﬁdltl ns
(KCP 10.3.1.5; M-547034-01-1). with two se Qﬁ ential foha,?apphc@lons 0 n{?@ P lza
tanacetifolia at a rate of 250 g a.s./ha. N @ @

In both semi-field studies (KCP 10.3.1.5; %-5@2474&1 lg@d 0 3 @@7 M- @1770 1-1
term or long-term effects on mortality, ¢dlony-strength and<de el ent ood develo ent @od
storage, honey bee behaviour, queevwal\over h1ve§ ah d CQ ony @alth as we s on

overwintering performance were deted Q d gitgr on%@u tw%%pphc&gons @QSO @ .s./haxdnto f@wermg

Phacelia tanacetifolia. > ©
S LN
It can be concluded from all h ?Qr tiép studi€s (Sp@l d@gn Q@D S 1dalé@ Doctiment 75 and

OEPP/EPPO guideline No. 17 4)) @v\?forme with@luopyr mt %‘[he re sen ive formulation
FLU SC 500, investigating sr§Yde -effects @y”immgature k@mey Bee hf@% agespthat %luopyram and the
representative formulatipiPLU S0 5003t o@ general intrinsi ici hongV bees.

< G5 agoeral ipcinsiaicerto

S o
S o & ¥ O
&@Q%@@@%\@éx@
& « § Y @
@@"\%\@@&@
@©©\&%@\&\©§@§
©«§%©©K£§9©@©@
c ° S8 5 T oo &
X N A @ W
& FE Y&
S S a N L D
F I & & o
> & & 5 = &
QRS T LS
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CP10.3.1.1 Acute toxicity to bees

CP 10.3.1.1.1  Acute oral toxicity to bees . @ Q§
D
@ @® @
N N Q
Honeybees g & &
. O & .©
Data Point: KCP 10.3.1.1.1/01 9 N % RN
Report Author: . o (7%9 RN XS
Report Year: 2007 & S Q\y /\Q S
Report Title: Effects of AE C656948 SC AG (acute@tact and orz{%n hge}?bee@Apls @
mellifera L.) in the laboraor z (7%
Report No: 34481035 4 @ m \ NEES
Document No: M-288186-01-1 % 2 N w\’ S S
Guideline(s) followed in | OECD 213: OECD é%udq@/fort@n @of hicaléOFone bccq ite
study: Oral Toxicity Tes (ddgp@dz st ptcm T 1%@) OEQD 214: u1dc]@%
for the Testin (\:)%Ch 1%&15 Ko cyb c “ontd) Toxzgjty Tmt ado,
21st Scptcm 1998°)§Eqmv@&m to%s EP&)PP&%u She N@Sso
SUPP oy
Deviations from current | Current @*udclm@’ OE@B 213 &998@5015@2 4@@98)® %“V/J
test guideline: Dcv1at1@s no@pphcz@;&c N
Previous evaluation: ycs @luaté&and af@{ptc @ @
R 20M) & %7 % @ & o é
GLP/Officially Yes coctedés@der C@P/Qfﬁ@lly re&gni@btest%@acili@s
recognised testing |2 © § g N A N
facilities: AN S @ (@Q o * (§
Acceptability/Reliabili&y | Yoy = .2 & N O &N
NN N
The study abox@@vas @forme%’wuh@n ou ted f&mu t10n It nly*&hown for transparency reasons
since it was @ 1S hstn@ proéess. Mgw daty’has dheen @mrated with the representative
formulatiogfor the actlve substa?@e rengwal ess, s presépted in this section further below.
@@C & p% @C }@ P
A L@ \Q @%
FEF S & &
D S @ AR Qb
@ " ¢ . Qo 0O
Q0O S & Db
A\ SRS %,Q & @
& @ @ 4 R
Q AN N @% N
N R SHP R S$
@° v x@ &©
W AR
&3 o
%o Q
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Data Point: KCP 10.3.1.1.1/02

Report Author: [ o

Report Year: 2020 ©©

Report Title: Fluopyram SC 500 (500 g/L): Effects (acute contact and oral) on honey be@Aprs 7
mellifera L.) in the laboratory

Report No: 153531035 S S &

Document No: M-704653-01-1 - @ A

Guideline(s) followed in | Regulation (EC) No. 1107/2009 &ﬁ . O & %@

study: Directive 2003-01 (Canada/PMR@ & \:4\9\ \\ N @
US EPA OCSPP 850.3020, 850.56pp. Q@ & Q 2| &
OECD 213 and 214 (1998) < SEFSENS)

L I
Deviations from current | Current Guidelines: OECD (1998) an CD 2 14 (19@) U @
test guideline: Deviations from OECD line 214: A on V pL was cho
in deviation to the guideligte- specrﬁed eo 1 sur 1ab1q§7<g@per

The limit dose was 2 pg a.sfpee 1n®ad oﬁ@e rec& en IOO%g a.s. /%se
These deviations are@ot exI@éted @have act 3 (, es I’eSl&S All %lldlty
criteria were met @
Deviations fro %CD“@uld Iihe 213§l‘he hm% dose@%s 2 0 pg a.s./bee i
of the recommgended- ug /bee t10n fs,not e ctedttg haV
impacted th&3tudy %s%ults g@?\/a@y critéria we@w}\ﬁret f@@e

Previous evaluation: No, not p{c@ious@umeEd 7, \“ 9 §> N @

S O %
GLP/Officially Yes, @nduc@gﬁ%mde@’LP/@@? cral]@}@coed te@lg f: tles
recognised testing N @ @ &
facilities: v Cy & O L e 9
Acceptability/Reliability: |Gges @ NEEY NS 9
S J AN S S
@ RN
v @ @ @ 6 °\© é (ix "\@

Executive Summa > © @Kﬁ @ § §a o s
The purpose o § st (@wa dete\i%mne “Bhe acrg?con@ @ral crty of FLU SC 500 to the

honey bee (4 ty of es \gés usc‘as th@xlc e?ﬁdpomt Sublethal effects, such
as changes i 1n vs@g also ssess%d

Under 1 @atory condﬂ@ons @? r b@ re e ed f@? 48 hours to a single dose of
200.0 p@ s./bee by cal applicat contact 1 it test) and t@a single dose of 200.0 pg a.s./bee by

feeding (oral limit @g actgaol dose\base th&‘mtak@@f the g%t item was 220.0 ug a.s./bee).

The contact test @%ud%a w cont@ gr@é@j (ta water With 0.5 % Adhisit). In the oral test bees in
the control group we Yo V&V aq se solution. In both tests a toxic reference

item (dimethQate) wés 1 1nc

In the congagt tox101ty test the @o V@ﬁ ( f@ of &]@J SC 500 was > 200.0 pg a.s./bee. The oral LDsg
value (48°h) of FLU s\ 00 wa > 22

The\ Study fulfils akkyahd@%mn;e@ of é@?ent@udehnes OECD 213 (1998) and OECD 214 (1998).
@ o> @ &
S % § & I\@TERIAL AND METHODS

Test item$ U@C 5@ Sp@ﬁcatro@ No.: 102000018148, batch No.: EV57002782; TOX. No:
TOX2 @-O()@%aly e t of a.s.: 42.3 % w/w, Density: 1.189 g/mL (at 20°C).

>
Test§ecre@% e«@ee (dpis mellifera L.); female worker bees from a healthy and queen-right colony.

Test desi Under laboratory conditions 50 worker bees were exposed for 48 hours to a single dose of
200.0 {igra.s./bee by topical application (contact limit test) and to a single dose of 200.0 pg a.s./bee by
feeding (oral limit test; actual dose based on the actual intake of the test item was 220.0 ug a.s./bee).
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The controls used for the contact and oral tests were tap water containing 0.5 % Adhésit) and 50 % W/V
sucrose solution (500 g/L tap water), respectively. As a toxic reference dimethoate (D400.0 g/L no al @
408 g/L analytical) was applied at nominal dose levels of 0.30, 0.20, 0.15 and 0.10 pg dimetho

in the contact test and at nominal doses of 0.30, 0.15, 0.08 and 0.05 pg dlmethO%e/bee in the @1 test@

In the contact and oral toxicity test each treatment group (test item, water col and refe@?ce 1@@)
comprised 5 replicates including 10 bees each. Q> @

Application in the contact test: In the contact toxicity testthe test item Wﬁs%hssolved i, ap
0.5 % Adhésit and applied as one 5 pL droplet onto the @al thorax o@ees using a@h p1p
For the control, one 5 pL droplet of tap water containing 0.5 % Adh&sit was used. @he r§

was applied as one 5 pL droplet of dimethoate, dissolygd in tap wategwith 0.5 % A@iam

was chosen in deviation to the guideline recom ation of a ~NuL d@éple@ 1ncea hlghe lu@e
ensured a more reliable dispersion of the test ite ees Were rtly dBhesthe ed\v&h %@@un@
were immobilized immediately before apphca;&on @

Application in the oral test: The test item a d refe e 1t %phe@m 50 @W/cr@olut@n

which was used as carrier (food) in the & tes& hk@ co 50 %&/v sucrose solut Q\“ as

offered to the bees. This diet was offerln syﬁﬂges 1ch e Wi hed Q@ore after introduicti

into the cages. After a maximum of ur%d 25%mlnu the tes ter@?ﬁreat 0od-was co@pletely
acg by fresh, unyy e %od R

Dose levels: & @’@ @ @ @ @ ~

@ % )
Nominal doses of the test ite@ S @O 0 u s /bee (co&t l@n test)b é

% é @Q 200 @ug a.s¥bee (oral llf@ te%f@ %
Actual dose of the test 1te\m (g@ test&)@ ;g?a S. /b§(ba&d on t%actu@ood intake)
Nominal doses of ‘@fereﬁ@e 1te@ @0. 30§20 &7\1% and@ 10 i dlmQhoate/bee (contact test),
é \® § 0&0 0. 1@) 08 @% 0. %t ug @ethoate/bee (oral test)
Actual doses %@Qﬁe r@en(:@ltem @al t&@’ 0. 3&&? 16@ 08 a@) 06 % dimethoate/bee

Test condigions: Tg@pera?t%[re -25 %C r%ﬂve ]@ldl@g 59 fﬁZ %; photoperiod: 24 h darkness

4E§_

(except %{mg observa@&ns) @7

Statistics: Results @%@me m the ho beeQQreate}ﬁWlt e test item were compared to those
obtained from the rol Th bot 2 c ora contact and oral LDsor010 values of the
test item were e@fnat nd ete Iy nedw ha stat al methods since less than 10 % mortality
occurred in thg, cont al t@s T]@\cont@ and@tal LDso values of the reference item were
determined With Prdbit A. @ysm&%cort% @aney &971). The LDsocalculation of the reference item
was carried out taking 1n§ @nt t ort@ity ddta corrected using Abbott’s formula (1925). The
softwarg(ised to perf@@n thQstatlst@dl a@ysw @s ToxRat Professional, Version 3.2.1 (ToxRat®

Solutlons GmbH). @ % @

N
Daés of work: May 04*@5§M@07ﬂ* i%o S
S

@

ingested by the bees and afterward&@p ibit

O &
& & ES
$E
i A
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I1. RESULTS AND DISCUSSION
Biological findings: @ @©
° @
Contact Test: > &

% o\ Q, '24\9
A
& @ &S %@}6 @
Table 10.3.1.1.1- 1: Mortality and behavioural abnorm&lities of the be@% the contagt oxic@test S
@ < oS QXN
After 4 h After 24 . | & After48hO Y
. Behav. ff . Behaw’ | X O cBehav@®
Treatment group Mortality abnorm. fM;;’fahty @’abufﬁ%m. @/[ ort%\\gy %bn@f&
Mean [%] © _%@ l}gﬁan [‘@ %@? §M§an [%&
Water control 00 | ey .0 0® [Roo | o400 O &ooe
Test item [pg a.s./bee] £ & &® A&w oD N
200.0 [ 00 Q700 [Ro00 ] 200 of &0 of 6D
Reference item [pg a.s./bee] &g N LY \@ @@} fQ N@ 9
0.10 0.0 X 000 | @0 & 09 O 4@ [N 00
0.15 167 40 7 | @260 7] Q0 7 0 & 00
0.20 00 « | B0 4 420 [< 007 | &500 0.0
0.30 L 240 O] 2300 &7 (720 00 O 780" 4.0
Results are averages from 5 repﬁicaten begs each) £o» the te@@tem, @trol roup and'the refe@ce item groups
Test item = FLU SC 500; rencm=& ethoate, cont@ COs#ap wat@%ontr&& S
Behav. abnorm. = behaygppiral abnormalitigs ) S §9 Q N
O & 9 & & @
Fy T Ty s Yes
Oral Test o O N L@ D

correspond@ to an actual intake Of ug@e. This dog@level@esulted in 2.0 % mortality after 48
hours. e control gréup % sucrose s@ion)ﬁo ‘V@ortality was observed. No test item

induced ehavioura‘i% nor{ﬁ\a 1ties\g)ccw§i% BN N Q\
) @@ R N
\% IS

o ©O
In the oral toxicit@'ﬁ@ces‘c the maximu Kno iffdl tes®conc&tratio® of FLU SC 500 (200 pg/bee)
255@. )

@@f
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Table 10.3.1.1.1- 2: Mortality and behavioural abnormalities of the bees in the oral toxicity test

After 4 h

After 24 h

After 48 h

Treatment group

Mortality

Behav.
abnorm.

Behav.
abnorm.

Mortality

l@rtality

&

Mean [%]

Mean [%]

>

Mean [&6]
N

@J

Water control

00 | 20

2.0

Test item [pg a.s./bee]

220.0 |

0.0 |

Reference item [pg a.s./bee]

S

0.06

0.0 0.0

X0.06°

0.08

0.0 0.0

4 14.0

0.16

0.0 6.0

g‘}a.o @%%7

0.33

14.0 18.0

a2 000

Hoo0.

0

Results are averages from 5 replicates (ten bees ea@lﬁor the test itém, contggl grou

Test item = FLU SC500; reference item = dim

Behav. abnorm. = behavioural abnormalities
S

L
The endpoints for the contact a%g%al &6@

Table 10.3.1.1.1- 3: Con%@and osal

<
&

S

« AN

O N
toxzigy 0

d the

D

&
L

etlfqate, cohtrol = tapwate h sucfese’ sokation

5ol = gpwatery g
N %o

RS

A

icitst a@ow
AN

O

NN

ch%‘[
o
S N,
K N
U %g 500 %honey@ees $

<

v %

&

)

rence item gr&@s

3

v

NS

& o

N
le @OW@@)@
2]

LS
A

&

9

&

¥

Test item

Ag@ﬁ:w@c 5000

D .9 &

D

N

Test species

S [
S &

$

Exposure

, Gontact™

" Hanéy beeidpis nelliferals
N
S

O Orap)

VU
S

Test duration ©©
Y

Y
£%h

o
Dose rate [fg a.s./bee]

&

. Nominal dose: 200.0
Actual dose: 220.0

—

LDso [@ a.s./bee]

>220.0

©)

Reference ite§

The cont

0.22 pg #&./bee and 04 g

cited in the OECD @ideli e 21

test@ém. v Q&

Q
and oral LI@) (2@ V
Q./be Zres

A N °
85 Oft¢

331998
(og
: R
@

O
R

’4

e refgrence item (dimethoate) were calculated to be

iveL&%hese values corresponded to the expected range

snd 219(1998) and thus demonstrated the sensitivity of the
N\

ANy
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Validity criteria:

The contact and oral toxicity tests were considered valid as the control mortality in each case was S@o% S

and the LDso values obtained with the reference item (dimethoate) were within the required ra : @@
o @ @
& N
. g0 o . N
Table 10.3.1.1.1- 4: Validit t
able alidity criteria % o A@ &
Validity criteria Recommended v® @& %;ht\ain@\ @§ &@
< Contact Test@Q © Q@ Q@ @)
_ Control | @<i0% o | 9 40% & ¢
Control mortality ») S
@%@’ OrakTest @ R . © 2 @
Control | =108 O [T O 20
@ [
© sz\@ C@{act @ KG NS =
LDs of reference Dimethoate % . o4 - g@ ug a.s¥bee ‘ Q 0.2@g a.&e @
. S
item (24 h) SN Sy OgaPrest é" c A R
Dimethoat® af& 0.19- 0.35%g a.s.fhee (8}’ [@@.14@?&5.%69
N9 ‘o

< RN RN @®> @Q § ©
Q & 6 § @) Q @)

@ % III.@%ON sion”? &S © ©© N
The toxicity of FLU SC 500$§s tested in acu&e contacéxand Q toxfeity t%t on ho@ey bees.

The LDso (48 h) was determined €0 be M(gg a.s./l@e in the co?@ct @icityy&g@c. The LDso (48 h)
was determined to be > 220.0 % a.s./be in@ ora Xici@%t. o % §
IS S e s N
usion by #pplicant: Q o & @

SOSIGn X R @
The study a%@% d@re (@r%ide%d as i@pta&f% andée%ab@r uséyn risk assessment.

. 9 O @
The endpoints are®”  *v i S

Y S YV o o

o

9
LDso @act (48 hou@@% 2@) ug@/bee S S

5 W,
LDso oral (48 hougs),> 220:0 u%@ﬂze@@ S
N\

©@ ©©
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Bumble bees

@o

Data Point: KCP 10.3.1.1.1/03 : Ny

Report Author: S @Qb

Report Year: 2020 N & K\%

Report Title: Fluopyram SC 500 (500 g/L): Effects (acute contact an(qural) on bun@ebee N
(Bombus terrestris L.) in the laboratory % éa 2)

Report No: 153531105 cn A \ NN

Document No: M-690268-01-1 N @ IR @

. B . R \) @

Guideline(s) followed in | Regulation (EC) No. 1107/20 @N % N Q>

study: Directive 2003-01 (Canada/ ) S Q Q Q 2
US EPA OCSPP 850.30 %50 supp. Q & & S
OECD 246 and 247 (20<Q§5‘y Z R O o @

Deviations from current | Current Guideline: OECD 24 OIY% %@’ S N %

test guideline: Deviations from O Gul@ No@f d@ mble bee co%nies
concerning size, bgood st mb b es are re@ted@e limig_ °
dose was 200 pga. /be&mstea%l\of th‘ comm§§1ded e of 100 pg as/bee @
These deviatighs are,nds exp d to {a d the stud@sults%All valighty
criteria of t urre }uldeime we et. w\g @3\9 @ S}
Dev1at10ns@‘om CD G@eh 47 I‘é@’mf @atlo u bee €glonies
conce size, b ood stage d nu le b€es are peported T hese
devia ion, areq@)t eXp edt cte e st esu Al a}dlty criteria
of th urregt uldehne wel@met S

Previous evaluation: N&ynot &ewog@@ubm{ted & @ K % N S

GLP/Officially o Yﬂ'es %)nducte@und@iwmall@%cogn\:ﬁed te& g fa@ﬁes

recognised testing 5, Q & &S . @

facilities: L T @ S S ((%% Y

Acceptability/Reliafiffty: kYes &) O VY @

T NS T

NN R N
Executive Su@ma@ © © K 639 @ ©§ @

Y
The purp&s% of this studg W % det 1ne t@ te co and@ral toxicity of FLU SC 500 to the
bumblg@@e (Bombus é@est ity of ble hees wadused as the toxic endpoint. Sublethal
effects, such as chg @es 1n§behavr@gr W als&%}ssesgid %\

Under laborator@)ndl%ons Oer];' bumb ‘t@e’ bees Wer@xposed for 48 hours to a single dose of
200 pg a.s /bu ble opical” ap atlo@Qc n@ limit test) and to a single dose of
200 pg a.s. /b@nble Bge b é&dl&ﬁoralﬁgmlt test; act&l dose based on the intake of the test item was
2324 png e%/bumble bee NS ,%:, @@

%
The cor@t test com&@@ed aNater control@ou%&ap water with 0.1 % v/v Triton X-100). In the oral
test bees in the confial gr wer&xpo@ Yo w/v aqueous sucrose solution. In both tests a toxic
reféxence item (di %tho@ W;l@nclud

The purpose of @he analyticappart %@15 s@y was to verify the concentrations of the active ingredient
fluopyram ipQfie sirigle coftact af}plicat@n solution (limit test) and in the single oral feeding solution

(limit test X o

o & &3
In the gohtact{eXicitytest tHéE.Dso value (48 h) of FLU SC 500 was estimated to be > 200 pg a.s./bumble
bee@he co@@ct altie (48 h) was calculated to be > 200 pg a.s./bumble bee.

Tlgoz‘?m value (48 h) of FLU SC 500 was > 232.4 pg a.s./bumble bee. The oral NOED value (48 h)
was cdlchlated to be > 232.4 pg a.s./bumble bee.

The study fulfils all validity criteria of the current OECD Guideline 246 and 247 (2017).
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©

I. MATERIAL AND METHODS

Test item: FLU SC 500, Specification No.: 102000018148, origin Batch No.: EY57002782; T% No.%w?
21459-00; analysed content of a.s.: 502.7 g/L; Density: 1.189 g/cm?. S &)

Test species: Adult bumble bees (Bombus terrestris L.); adult female worker @llmble bees om %hy
and queen-right bumble bee colonies obtained from a commercial bumbl breeding c@npar% Af
collection from the hive the bumble bees were kept indifilually in cyli?ﬂrlcal lattw%%l me ca
Medium-sized bumble bees were selected visually and%ndomly uted tot @t%eat t glg%
Each bumble bee was weighed individually after @estheﬂsatlo C ith CO2 t%prov

distribution among the treatment groups. Bumblebeg \\" ere acchn@sed tQ test ggdmonQ(co@act te@
21 hours 39 minutes; oral test: 43 hours 25 minutgs¥with ad libitum accgss to u@eate 0% %V su@e

solution. L4 O > @’ 6 >

% @f @ & S
Test design: Acute contact toxicity of FLIASC 50@%0 ad@% b @é bee@wa@ssess@gby 3sing 50
worker bumble bees to 200 pg a.s. /bu bBle %hss \%d 1n@p w cont@mngo\(ﬁ) 1 % \/ Tr1 X-
100 (contact limit test). Additional gro@s of 50 and @ aduﬁkbuml:@ bees Sach either
: 2@

a water control (tap water co@‘un& 0/&/\/ Tﬁ@on X@@O) éﬁd r 1t61% (10 pg
dimethoate/bumble bee) treatmen@roup, @épectﬁsely

9
N & @ &

Acute oral toxicity of FLU S@%OO fei?d %ﬁnble@%ees &Q?s ased@r expo@ng 5@%&'01‘1(61‘ bumble
bees to 200 pg a.s./bumble bee niiQO % se se@tlon (bral limit tqst% Thlg,@nominal treatment
dose corresponded to a ni@n orafdose bLe bee), as n theactual mean intakes
of the test item. In addition, 583nd 30 adul§ ees were assigned toeither a water control
(50 % w/v sucrose @&tiomﬁ reference item ea “dral d@@e of 4,9 pgdimethoate/bumble bee)
treatment group, rg§pectiyely. B le -(:Z) Wh%h didnot g nsume©dt lea 80 % of the mean food
uptake per treatmént grop Wef&excluﬁed frem th&@lua@@ (T@xlte =42, Water control: n=43,
Reference lten‘éf): 209 % Q} &

@
Application in"the (@}Qitact%est Ig@the c;ntact t&f@clty the §est ite@was dissolved in tap water with

0.1 % V/V\’F@ton X- 100@9nd applied droplet on the dorsal thorax of bumble bees using a
calibra ipette (M , Eppendorf). Th@%fer@g ite@\was applied as one 2 pL droplet of
dimethoate, dissolved in tag’?wateﬁ%vith O§A) \7a N rit@g X-lO@F or the control, one 2 uL droplet of tap
water containing @‘% v/vTrit —1€)Q was @d

Application in th@oral@ : Thetest 1®m as@\\r’efer@ce itefdwere applied in 50 % w/v sucrose solution,

which was u as 1€r @od) Qf)he ofal test @Por th@éontrol untreated 50 % w/v sucrose solution
was offered t6 the bumble; \Appr \nate@ 40 food solution per bumblebee was provided in
syringes yitich were weighed @re g aft troé% ion into the cages in order to determine the exact
consu on. After 4 axiridm of 4 h t§ al@rmges containing remaining food were removed,

weighed and afte ards %ﬁgced% freskyyuntreated food. The calculation of the target dose was based
on #Q mg food uptake.zPhe ié}es‘[ed nsugged oral doses were calculated based on the measured
consumption. @* S

&
In the acut@nta@&%d @es‘t %Yorta]@y and sub-lethal effects were assessed at 4, 24 and 48 hours

after treatment. é% Q §9 Q
Dose 1@@ Q@ © @©
2 ..
Nor@aal dc%@s of ﬁ§ tes tém: 200 pg a.s./bumble bee (contact limit test),
200 pg a.s./bumble bee (oral limit test)
Actual dose of the test item (oral test): 232.4 ug a.s./bumble bee (based on the actual food

intake)

o

@
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Nominal doses of the reference item: 10 pg dimethoate/bumble bee (contact limit test),
4.0 ug dimethoate/bumble bee (oral limit test) @ @
Actual doses of the reference item (oral test): 4.9 ug dimethoate/bumble bee

Test conditions: Temperature: 24.8 — 25.3 °C; relative humidity: 43.5 — 6&3@@;@4; photoleo @1
darkness (except during observation). Q @

%
Statistics: Results obtained from the bumble bees treated%é‘:h the test 1tem§nd the refegce@nce it6h w §e
e @

compared to those obtained from the control in both theggentact and m@%est For thg'evalyation o

results of the oral test, bumble bees which did not consurne at least 82% of the mé&n fo per&
treatment group were excluded from the evaluation @*nortahty and be hav1oura1 om@nles Qs w
as from the calculation of the final actual doses in | hy test item tré el%grou Mcut%ontae@nd
toxicity endpoints (e.g. LDso, LD20, LD10) cou Qo, ot be detefm ined ffom the imi odelﬁn’ihg,
mortality in the test item treatment groups did 1&‘[ reachQr ex .\-J 1 ° at t &nd e te{xTheYQQntact
and oral NOED of the test item was estimated@sin t@é m le s ent ‘b 1sh est &fte ferroni-
Holm (pairwise comparison, one-sided gr er, a% 05)@th1@5 a d1 u n-fre€dest @ oeg)] Sot
require testing for normality or homo @nelt brlor 0 anal@m soft@are &ed to perforfer the
statistical analysis was ToxRat Professfonal ‘v@rs10n@2 L (@ Tox@ Sotgﬁo @

Analytics: Freshly prepared apphca@ {E%eedl@sollf@n (Z@ﬁL pec en) ntrol and
the test item treatment group wer @npled@i dup&ealtes6 Ol the@y of l§ 1 analysis
was performed by using LC- MS/ m@ghod @,) @@ & ©© @@

& ¢ R o
Dates of work: May 26™ to TWay 2@1 2(@blo@glcal phase) & T L 9 %
% NS
June 18%0 Ju %02““l M0 (@ytl@k phas@ﬁ A,
9

& v, § %\ o
@ o Qllﬁswgs ANﬁ@nSCgssml@& @@
i, & o & F 5 5 &
Analytical resgifs: @J@ %© ) ﬁﬁg @ ©© S @
Full detagl@and accep@le Va{ﬁ%ﬁg@ata @ supp@it the, analy@cal method are presented within

documex®> M-CA 4 @Nhl(@ with ﬂ§EU @egul@ry requirements outlined within
SANT 020/1283%@ev‘1\ & N N

\
N
In the oral and ¢ ct t n reg?verleg@)’f the @tlv@lgredlent fluopyram in the test item spiked
solutions Were 93%% a spegﬁéﬁlelyb\ @3@

No residues @ﬂuop@am%@re fi M in 6 con%l sol@on in the oral and contact test above the limit of
antificatign (LOQcon ac 3 S./LAE®Q, 6 U@a.s./L
qu tign (LOQeontact ug@ 5 HOQu 7.6 y@as L),

@ \@Q

R
Tabte 10.3.1.1.1- 5 @lytl@ﬂ resul@

@

T < IS f@ @bmm@test concentration R
est sys ~ ecovery
gs [u&@./humble [g a.s./kg feeding solution]
© N 89 %
Con,e{f Te§» @@00 100 (mean value)
D)
oral T6 T& a4y o 200 5 93 %

@

&
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Biological findings:

Contact Test: ’ @

At the end of the contact toxicity test (48 hours after application) there was no mortality obs wved
200 pg a.s./bumble bee. In the water control group (water with 0.1 % Tr1ton100) 2.0 /oa@
occurred. There were no test item related behavioural abnormalities at any ti @. uring the tests

% @ @ &
s &
Table 10.3.1.1.1- 6: Mortality and behavioural abnormali@of the bum@bees in the @ntactmxmty@ @
test X S
“ . & & & 0
After 4 h Dafter24ney | O Af(ger\f\s he) @
. Behav. S Behav,” RO cBehavg,
Dose Mortality abnorm. %yortahty Qtbnofm. @%ﬁt% % abnotf:
Mean [%)] Mean [%] « Me@@[%k\nge [% @%’Me%’@%]ﬁ \Meg{n [%]
& )
Water control 0.0 00 8 | @00 P | o a20 O &Loo g
. \ @ ) N 2
Test item [pg a.s./bumble bee] @§ . \ (5% N Q %,
I
200 0.0 o @ﬂ 0 @ qo0 & &0 @ L 00
. < 104 ) ~ S P
Reference item [pg a.s./bumble bee@ K N) ® m@ ey .
) 7 S
10 00 @ 77 G 7 @ who O 9a7 100.0

Application volume: 2 pL /bumbla@ O S ©

S
Results are mean values of 50 individualsiper treaé@nt gr@ (cont@’ test 1t§1) a@o 1nd{%ﬁals f@yhe reference item
treatment group 9 © S X
rou {L° BN @
N

Behav. Abnorm mean. = mean%f hvm%mdlwduals p
Test item = FLU SC 500; renc;&‘n thoate} trolo— tap wa@cont ning O %% rlton X-100
S FORN

<
Oral Test N) é \@ RS \ a© §2 @& @@

O N\
At the end of ora@lcm@est (@1 u@%@fter Swa@n) 23§ pga.s. /bumble bee resulted in 4.8 %
mortality. No mortdlity océurred in the water eér?ﬁrol tmer@grog@ (50 % w/v sucrose solution). No

test item oig@lced behavigural ahno 1 v&@e deteec@ny tifite of the test.
S QNS < AN
N G o .9 R
\ & S S T A
Table 10.3.1.1.1- %@Morg\dlty a@eh@ura&@’norm@ihes@f the bees in the oral toxicity test

@@ @@ Y Afér4h o (Pl - @ @After 24 ]131 . After 48 ]1; _
av, ehav. . ehayv.
Treatr&nt group @Mt@&y nor@f.@ G @lity | pnorm. | MOrtality | oy iorm.
@’ Rz Q@Mean@f%] SR Mean [%] Mean [%]
w, Control > | 200 g | @bo Jm\\ 0.0 | 00 0.0 | 00

Tesbitem [pg a.s./bee] @ > N Q

232@@ \@0@? @ \ 4.8 \ 0.0 \ 4.8 | 0.0

Referencelgf@ [ugas! /be@ v @
9 @ 1o 0% V1000 | 800 | 1000 | 1000 | -

Apphcat@vol /bumb
Resultstage mea; lues 0 1@% duals per treatment group (control, test item) and 30 individuals for the reference item

treatrsgnt grou@y
M 1ty r@ mean of in uals per treatment group, considering only those bumble bees, which achieved at least
80 % of an food uptake per treatment group (test item: n= 42, water control: n= 43, reference item: n=20)
Behav. @orm mean. = mean of living individuals per treatment group

Test item = FLU SC 500; reference item = dimethoate; control = 50 % sucrose solution
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o,

& @
Table 10.3.1.1.1- 8: Contact and oral toxicity of FLU SC 500 to bumble bees (r§ S . ©®

aN

The endpoints for the contact and oral toxicity test are shown in the table below. §f
N

9,

o

&

Test item FLU SC 500 AN o & 9

Test species Bumble bee Bomgis terrestris L. g \ N O

Va)\

0.1 % v/v Triton X-100) Q& (based on récorded ¢ n S

0

c@gslder bun& bees w1th OQ?

@ . takeof 0 A{éAn
%ptaglge er t@nen@g oup

Exposure

3 N 3 ©
Contact aol % S s
(tap water cor@mmg 0% w/v sucrose s@mn) L q

\\
& (=)
Target (nominal) dose rates Q @ X NG @
[ug a.s./bumble bee] 200 x @Q V% ©§ f@% 4’

Actual dose rates %7; S \\ &@ §%24© = §@
N\

[ug a.s./bumble bee] ah WD @
X

Test duration &©Q 2 Q\Q @ @’% § éy é 48;1@)

9 N} a N4 5
LDso, 20, 10 [ug a.s./bumble bee] @Q e3 20 @NQi 2n IS) é > 2@ §© >232.4

AN 2

) Q
NOED [ug a.s./bumble bee] >+ 300 ENEll & g@3g.4@ >232.4

7%

& 9
o, 7 C) N %
LOED [ug a.s./bumble bee]* < o | 2@ &> « |7 o4 @ >232.4

o

Results obtain om test item t d gflps were to thd@ obtained fro%he water control treatment group.
43 bumblebeed)of the @ater control grotip Wer@@nmde ed*for t alu fon.

1 For the 232.4 pg 4 Ybumbidbee gﬁem tgpatment oup g&bumbleb%és w@ons1@ed for the evaluation.
3 As the testg@n tr ent gr(%ps dl%lot shortal{y above and @ %, no statistical evaluation on the

LDso, L d Lpio was @yried oD
4 The NOED/LOE} was é‘sﬂmate%usmg Flsher s t Teter Bo@eﬂo&?@olm (pairwise comparison, one-sided

gregtg@a 0.05). g, % % @ @ @
< D
A & § & o & ~
Reference item Q\ & é’ \© @;\a é% S
The bumble bee§2of t@ef;ﬁe 1t@' gro\ﬁiy We@treatlth 10 pg dimethoate/bumble bee in the

contact test an@4.9 Oatﬁéﬁmbl@)ee i%he or@jtest The reference item mortality of 96.7 %
and 100.0 %@1 the end o§e contact a@“oral @t (4@ours after application) was within the required

range. =) S
& 2 Q @ &
§ % @ @§ ~
Vaﬁd%v criteria: § @\ Q @
The contact and%ral to@city t werdk sé%red valid as the control mortality in each case was < 10 %

and > 50 % @&fhe {f%;enc em. % @
Yy O & 9
N

& Q
{x’ O @ RS

@4?

53
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Table 10.3.1.1.1- 9: Validity criteria

Validity criteria Recommended Obtained @ ©©
Contact Test S ©) [
S @
Control <10 % 2.0 % O
Control mortality l ° ‘ @ S 5 S
Oral Test L 5
Control | < 10 % RN 00% .. 7 &
?@ﬁ)/ntact Test @ O & L o
. T 7
LDso of reference Dimethoate ‘ ¢=50% o° ‘ @96.}@ < O
. \)
item (24 h) D OnlTety ., O o QY
Dimethoate | o0 >50% | R  oow @
. oS NN
S &2 SRS &@J @6 NN

&
u. c@ws@ & S @ &
The toxicity of FLU SC 500 was tested jivan a&ﬁhe co&%ct angyoral @Jcny st orhumble

The contact NOED value was calcu ﬁﬂ togg@o 2@\(fzﬁg> ag%"bu beeﬁ he @aéﬁ&so V®§ was

estimated to be > 200 ug a.s./bumbl

The oral NOED value was calcu@ed %Dbe > 4 @ a.s. ble@ co@t LJ{% value was

estimated to be >232.4 uga a. @bum% ee. @ @
< \ &@ &
@ O % o\ @
A t and $on by Appli % : . X
ssessment and conclusion by applicant: @ o %", $ D

The study and its da‘&ﬁre cdere@ as ac@ptab@and&@ablgor u§§ in ris&%sessment.
The endpoints ar@ < § Q@ >
LDs oral (48 hojirs) K%O u&a . /bumbleQE

S > by &
LDso contact{48 @@'S) > 832 4 1 Pas. /ﬁlmbl@ée @b S @

2 > O Y @ @
S DS SN
&@ O@QQ\Q%@@% \©©%Q©
FINFSF S
> S & & = S
QS O L S
o O ¢ .9 o O @
M -
= § g 2L
2 @"@o%
& 2 Q N
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
&%k@é\Q
&§§©%©@
AN
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CP 10.3.1.1.2  Acute contact toxicity to bees

Honeybees S Q\ v
S s
@ NN
Data Point: KCP 10.3.1.1.2/01 SRS
Report Author: [ = s 9
Report Year: 2007 © SN a, > S
Report Title: Effects of AE C656948 SC 500AYG (acute Lon@\?and oral) 0@%my§:s (A&ﬁg
mellifera L.) in the laboratoryg Ry D < &
Report No: 34481035 ©Y i) Q O @U @
Document No: M-288186-01-1 7 2D Q S & ad
Guideline(s) followed in | OECD 213: OECD Guidefine for the Tegting 6 Cheny eybess, Acut@
study: Oral Toxicity Test, (&lopted '-/) it Sepdinber;1998): D : OESD Guideline
for the Testing of Cl@mc sy HongyPees, é}te act T@(lcny Lest, (a%pted o
21st September 1%8) P(@’Valen@b UsS ‘@A (&’ S C@delme@o 8 20@
SUPP .
Deviations from current | Current GUId@nes @@%D 2@ (1 99& and @XTD YZ\?N (1{@ éﬁ ©§
test guideline: Dewatlonsf@ applitable. &” @ N &
Previous evaluation: yes, evah@@\f/d an@uccepted v @\U @\)j @Q § *”\i@
nDARROILY. o O O o ©
GLP/Officially Yes @nduct&d unde@iLPwlall@ré}co ed te@u: f@tle&&
recognised testing @ S @ &
facilities: > ' S S @7 S .9 .
Acceptability/Reliability:, [@es @}f N, NN
@ & 6@ & .9
\ Q NS

The study above w, @erf rmed anQZQl%dateﬁ}o t10t is on@show% for transparency reasons

since it was part@ 1rst ‘Etlng &OCGS‘S\NGW\ ta be @gened with the representative
formulation fo e ac

subs nce%new@ro $s, W]%Ch is entethin this section further below.

@%"\@@@@%@
o@ X O @ @
& @@?@@@’@@@@@
PSS
> S & & = S
QRS T LS
@ O ¢ .0 © .0 @
Q O O O N N
Y S K 9 D
3 S g 2 P
@’ 2 @@0%
D Q\&@
o *§@Q@’Q@@
S @?&@\ O
@%
&%%é@é\Q
§”§©%©@
> O o
N R
&K’@@%
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Data Point: KCP 10.3.1.1.2/02
Report Author: [ o
Report Year: 2020 @b
Report Title: Fluopyram SC 500 (500 g/L): Effects (acute contact and oral) on honey be@Apls 7
mellifera L.) in the laboratory
Report No: 153531035 S S &
Document No: M-704653-01-1 - @ A
Guideline(s) followed in | Regulation (EC) No. 1107/2009 &ﬁ O & %@
study: Directive 2003-01 (Canada/PMR@ & \:4\9\ \\ N
US EPA OCSPP 850.3020, 850.56pp. Q@ & Q 2 &@
OECD 213 and 214 (1998) & v & O

o)
Deviations from current | Current Guidelines: OECD (1998) an CD 214 (19@) @U @
test guideline: Deviations from OECD line 214: A on v § uL was cho

in deviation to the guideligte- spemﬁed eo 1 sur 1ab1¢::ﬁ§7cg@pers§Il
The limit dose was 2 pg a.sfpee 1n®ad oﬁ@e re IOO%g a.s./bee.
These deviations are@ot exI@éted @have y@)act {th e s I’eSl&S All %lldlty
criteria were met
Deviations fro %CDQGUId lihe 213 he hrﬂ% dose@%s 2 0 ug a.s. igg
of the recommgended- & ug @3 /bee ALhis t10n fs,not e@ectedﬁg haV

impacted th&ytudy Fesults. Al validity crltm;la we@w}\met f@
Previous evaluation: No, not p{&;}iousbmg%d 7, \ §> N @

oD &
GLP/Officially Yes, @nduc{gﬁ%ﬁmde&ﬁ’LP/@? mal]@)@coed te@lg fi tles
recognised testing N @ %
facilities: N @)Q & o s %)
Acceptability/Reliability: [@ges O J@ Y . NS i
TS e & @S V8
N e N AN
For the study sumn@ on acute c@ac@icity ho@vbee@)%ase ofer to'Section CP 10.3.1.1.1/02.
FO VSO E o &
S P R O
¥ §O O &P S e
A S %
N & & @ ¥ o & T
AS O\@ O SSRGS O
SEES) R
S @Q O & O QO
o O ¢ .9 o O @
QOO O N O D
o K &2 o
=) N @% W2 %
& SRS S o
¥ O
@° N
PR ) N
@ < Q & ©@
(RN
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Bumble bees

Data Point: KCP 10.3.1.1.2/03 :
Report Author: I S @9)
Report Year: 2020 < W
Report Title: Fluopyram SC 500 (500 g/L): Effects (acute contact and%ral) on bun@iebe%
(Bombus terrestris L.) in the laboratory %
Report No: 153531105 (» & \ &
Document No: M-690268-01-1 X 9 @ O ©
Guideline(s) followed in | Regulation (EC) No. 1107/20Q9 ® %w N L
study: Directive 2003-01 (Canada/. ) S Q) R @© @
US EPA OCSPP 850 3020:850.5upp. 2 &° @ & &
OECD 246 and 247 (20 @ © o @
Deviations from current | Current Guideline: OECD 24¢4nd 24@%2017@@ U@ @
test guideline: Deviations from OECD Gui@line : Nognfo ee colgnies
concerning size, bxood st@;é% andg mbe@ bum b are re @
dose was 200 pga.8./béegnsteathof th ecomm%gded e of 100 pg a/b
These deviatigps are, exp@d to have 1r®ctedﬂw stud@ sultsgﬁll V
criteria of th Q) urreﬁgguld et. %
DeV1at10 Btom ¢ GECD ehngj 4 @aﬂo bum@ bee @91onles
conce size, brood stages d nu s are ortcN hese
deviatjons a t ex ed cte& e stu\Pres @ All va}dlty criteria
of tlge-current gu1d\5;me we@fnet & R %
Previous evaluation: NBynot previousiysubmitted o
& & @ % Qy S \ N % ©
GLP/Officially N Yes %)nducte(@und LP/@Eﬁma ?%cogn%”ed t@g}lg fa@tﬁes
recognised testing 7, © @
facilities: @7 N o @ é &\
Acceptablhty/Reha&@ty @Yes O X v~ CJ@ . o
A o ‘/
IR NIRRT
T o Doy
For the stud@surmﬁary «;Qg acute contact tokicity ©i burible bées please refer to Section CP
10.3.1.1.1/63. S & U e @
& @ & S
A . @ OO
$ @ F s 3
5 & & > @b
Q N (&) N\ <
o O & . S O @
Q O © SN N S
N ¥ o KR & o
& o & @ &
N Q &
T A @ o
S A O
& A g SR
@ < Q & ©@
¢ & ¢
NN % S
@’ @@ N o
< g T
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CP 10.3.1.2 Chronic toxicity to bees
Data Point: KCP 10.3.1.2/01 X
Report Author: I N S
Report Year: 2015 < & @\@)
Report Title: Chronic oral toxicity test of fluopyram SC 500B G on tffefhoney bee @pls

mellifera L.) in the laboratory % N 2

Report No: 87481136 (’@ & \ "\ O
Document No: M-540072-01-1

Guideline(s) followed in

GLP compliant study based o OECD 213 ( 1@ and CEB N67230 \B

study: modifications and current reé@mmendations&f the rmg test @oup (2644) Q a
US EPA OCSPP GuidelingNo. 850. SUPP@ & © &
Deviations from current | Current Guideline: OEC@%% (2017) \ . O
test guideline: The test solution wasgot che forpp 51bl<e§7\/ap g@’on f theo ie%’ders:i?f
measured humidity @)-90 %&excegded the %co I@de ge f50 5 709
These deviations not cteg havpact ‘@lher&
deviations to the\g CD\Guldeg S%Cuﬂ' 11 vahdlty cfiflria
met.

Previous evaluation:

@@Q

No, not pre@usl &bmltgg
@ @7

GLP/Officially Yes, co@cted under GL?/O%lally @gnl@tes‘tfacﬂ@& W\a
recognised testing @ &@ @ @® S
facilities: o e & @Q @ ;5\&
Acceptability/Reliability: | Y8s NN . N

Qo N Y v L & 2

\ I IV T S AN
For study summary p&ase ro @A Setion @ 8.}.&9/01 é N \Q
< 90 & 5 o &
< Y @

S

N

@

@
%, \Q@&

@ &
CP10.3.1.3 @© Et@:ts nﬁw@r bee@%v opme; t%m@her honey bee life stages

No studies %re avalf@)le f(\z)%ﬂthls

ul ted § 0
Fluopyram technical to&ne}@e la@s presente

@

ation. @owegger information on the toxicity of

int tvi stance dossier MCA 8.3.1.3.
A
N & § 0 5
NS < = é&
CP 10.3.1.4 @%ub%etha{@fec o &
There is no @cul udy leg%%st L@elme@ asse@ ‘sub-lethal effects” in honeybees. However,
in each laboratory study @ell @m anélgheﬁgler sy, sub-lethal effects, if occurring, are described
and repo N) @’sz’ 2 %
°\@ Q @ o\
N L9
B LS IR S
v & @Q O
@%
PR ) N
&4 <
o & o ©§’
S &S
OISR
S A
s
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CP 10.3.1.5 Cage and tunnel tests

Data Point: KCP 10.3.1.5/01 . Ny
Report Author: . N S
Report Year: 2015 < NS
Report Title: Assessment of side effects of fluopyram SC 500B G on “Hhe honey begy(Apis °x,
mellifera L.) in the semi-field after one application m%]?haceha tana@ f011 2
Germany 2014 (@) g\ S &
Report No: S14-00165 X @ @A @
Document No: M-532474-01-1 Y 9
Guideline(s) followed in | OECD Guidance Document@) 75 (2007) current recofdmendations @e @
study: AG Bienenschutz (P1stor1 S 3t al. 2012) P/F@PO G@ehno 170 &
(2010) QY @
US EPA OCSPP Guideline Ng. 850. &@P 6 % <
Deviations from current | Current Guidance D@umen@ﬁEC 5 (2 7)
test guideline: Deviations: Minimum dayfiyne tegaperat % as b w 1 h@ver %gm

activity was notadversely impdsted a0n51 tly e 10 bees/m*durin
after apphcat@& No, 1}ﬁ>rmaé1 abog ed@tlon Oc&bees to Qg\ﬁt sta

given. Q %g
No further@eviatign to the@urre %ul ﬁ?& D @nent occ Al a11d1ty
fn D el A

criteria € met.

Previous evaluation: No, ngt previ @ly s@itte(@ @b < @@) U
\r@@ ° %&g @ &@

- S o SEEE
GLP/Officially Y¥s,; conducted ynder GLP/Offigially reeggnised tstin cilities™
recognised testing & %i § 5 %, > O\%a
facilities: i 9 @ N O %Q QQ\Z\%
Acceptability/Reliability: | Yees) & O oY . O & O

& & E TS, 9

S . O X @

Executive Sum S > v \ \© é@ @& @@

r

y N N
The purpose @m rdy wéd to de@rmn&g ote@a id&e ffectSSof FEJ SC 500 on honey bee colonies
(Apis mellifgra L. )@clu(ﬁig bopd d%elop%nt affer one apph(?ilon onto full-flowering Phacelia

tanacetz@ga in a semi geld s@y @

The testitem FLU 00 “Was appl lied o Qe at 2@@ ga. s%a ng full flowering of the crop Phacelia
tanacetifolia (B § 5) Wwhile ey l& w%g actléiy for%yng The study included a control group
(tap water) and réferen ce item. segar, actiy, 1ngre@nt fenoxycarb). For each treatment group
(control, test iggm andyeferghee 1te@ 4 t@els/ icatégrwere set up, resulting in 12 tunnels in total,

with each tuifgel co@alm @one hone col
ey B oy- @é
No biologitally relevant adve@ effeg 4fs 0f§@ test ltem on mortality of worker bees or pupae were

/

observel> Foraging activity, thawour tarsc@nd pollen storage and bee brood development in

individually marked broog-eglls wste noaffected.
No effects on colony str @@Veraf@ee od development were observed.

bee mortali ight inte beh&nour@rood development, colony strength and queen survival when
applied ongeat a@ie of @ g g&/ha d\@ing honey bees actively foraging on a bee-attractive, flowering

crop. Q@ @ @@
€ y a 1dit§.criteria o uidance Document .
The stud u@l'd' iteria of OECD Guidance D 75 (2007)
¢ g "
@ I. MATERIAL AND METHODS

Test item: FLU SC 500; Specification No.: 102000018148-01; Batch ID: EM4L011550; Sample
Description: TOX10112-00; Analysed content of a.s.: 42.2 % w/w (501.4 g/L); Density: 1.188 g/mL.

Based on the §lts fthe sggdy, m@m be @ncluded that FLU SC 500 does not adversely affect honey
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Test species: Honey bees (Apis mellifera L.); small bee colonies, maintained according to normal
beekeeping practice, consisting of a total of 11 combs containing 8 - 9 combs with honey and pollegand
7 - 9 brood combs containing eggs, larvae and capped cells. The preliminary brood check md@ed

one day before the application, was similar and ranged between 5161 and 548

o

healthy colonies with all brood stages present. The mean strength of the coloi@ per treatme roup@

ult bees per@olo
@ i

Location of the field site: Germany

Test concentrations: Four control tunnels treated with 4 '% tap water/h, r test turns@@s tr a%d &

the test item at 250 g a.s./ha in 400 L water/ha (correspongifig to 498.6 product/h r tunggls

treated with the reference item Insegar at 1.2 kg prod&ct a in 400 I@ater/ha (cor@&pon tc@@o g @

fenoxycarb/ha). @ @ @

Test design: The aim of the study was to evalua@ tential s1% le)fec fa s\@‘ay a &hca@n of @
SC 500 on the honey bee (4pis mellifera L.) undér confined i-field con@atlon plotof Phéeelia
tanacetifolia with an effective crop area of 65.1 2 (22 g\in w p%?red for each Yunnel

(16.0 m length x 5.0 m width x 3.5 m height) and e @mst@ed 0 rephc atn@ﬂt
group (control, test item and reference 1tqg1 4 tur elsﬁ@p ic setu @esultlng in in

total. One honey bee colony was movedninto e%ch tu@e colo lac the
tunnels at early flowering of Phac 7 taﬁqcetzf (B H 6@ fou %éays ap;@catlon
Applications of the test item FLU © OOntr& nd @ere duct y sppaying the
whole area of Phacelia plants Wlt}@ the %mnel %mng %,ll ﬂ0§mg e @1}3 (B 65\\1%(/1th worker

bees actively foraging. Q @ .

The confined phase of the tes@, sta ed 0 @A BA— days bg%’re 1h@dppl%at10n) Qlth the set-up of
the colonies in the tunnels ggd endegt withdhe reifioval 0@1@ colomeS\ﬁom tunnefdon SDAA (DAA=
days after the apphcauor& Thesmonitofth § d af@ﬁremé%%ﬂ ofithe col@nies from the tunnels
and ended after the last mortaQit anc@olon@sses@qen 26%&\A o S

After foliar (sprzé§p@§ph%tlon e & er (c%}}tr @est itgm and@eferer%e item, ontogenesis of a
defined number ongybee €ggs wa&@bser\@d for §ﬁ)ny ac A atment group. Mortality of
adult bees andé’&pa rvae a we%gas f in %u:tlvt dulNaees were also assessed. The
condition of the coldhtes wisassesseéd 1n%gula@ ter e egy of the trial. Ontogenesis of the
bees from egg to adult workers V@s ob a pe@d 2 da@followmg the daytime apphcatlon
(ie one@mplete hon@bee @@ dc @%W’ he Brood Azea legng Day (BDFO), one day prior to the
apphc , a digital @cture@ one or m@@ brpc@ combgs) out f each hive per treatment group and
replicate was taken@he fikg save@n a c@nputg and%a, minimum of 209 eggs per colony marked. For
each subsequent@md %sezy Bx@n) &@’ same-combys) were taken out of the hives and digital
photos were taken in grder t Ves@@?e thg,pro of @ brood development until day 22 following
the daytlmelca@n( é@D%\ﬁollov& BERDO).

The follo t Q & @
e fo @g parame %s Wer§ses %,

Mortality’ of adult b@s and p@(’pae&4DBA& 6&@% (DBA: days before application; DDA: days after
appl\l%tlon) S @ @

Behavioural ab anahtl@s’ ang@?orag@g act&@y (flight intensity): 4DBA - 7TDAA (DBA: days before
application; d%s aft pphé“@on)

Condition ofthe @me oodg@ores @@od status and colony strength): 1 day before and 3, 9, 15, 22
and 26 d@% aft@e ddy of a@waﬂon (= end of the trial);

Bee bfeod devislopmient: 1day before (= BFDO) and 3 (= BFD4), 9 (=BFDI10), 15 (= BFDI6), 22 (=
) d afterthe d@gof application.

Test c@iom: Natural field conditions. During the period of confinement, the daily precipitation was
0 mm 011 most days and 2 mm only on SDAA. Temperatures were almost optimal. Accordingly, there

was a good honey bee foraging activity on the crop within the tunnels. The temperature during the
confinement period (day - 4 to day + 7) was between a min. of 5.7 - 13.0 °C and a max. of 19.3 - 27.7 °C.
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After the exposure phase inside the tunnels rain occurred on 11 occasions until day 26. The temperature
was between a min. of 11.0 - 18.4 °C and a max. of 15.9 —26.1 °C. .

o

Statistics: The data of mortality (adult, and pupae separately) and flight intensity in the pre- a ost@jQ
application period of the test item group and the reference item group were cor@ared to the rol in

a separate approach but in the same way. The data were tested for normality ands omoscedasQ01ty

the Shapiro-Wilk Test (p > 0.05) and folded F-Test (p > 0.05), respectlve?fData wen@@tat ically
compared using Student’s t-Test (method pooled, one-sided, p < 0. in case of ®@orm a
homoscedasticity. In case of non homoscedascity but %@ven normahcty, t-Test wag}on utted WAl @
method Satterthwaite (one-sided, p < 0.5). In case of not¥normality and non- h0m0@§édas Y, 1\& &
Whitney exact test (one-sided, p < 0.5) was used. L&g-transformit@n was conducted gce@ ‘r&@
achieve better fit to normality and homoscedasticit data. Q . & @)

For the pre-application period, the test was pered as a tw ided ®st. Du%'l Q@@ex&(@lre
right-sided tests were used for mortality of testitem greyp anreme item ro@omp@ed totgontrol
and left-sided tests were used for flight inten§ity o‘%@t 1te@ﬁgrow§ ren m@roup %mpared
to control. S - @7 @&

R
The data for brood indices, compensn mfhces te @atu@%rates&nd C ondltl<§vere
compared to the control using the sa sts%s S'the ortalm/ and ht n51t ith 16%t-sided
tests for brood and compensation i @ces WGH\ I'lgh{ﬂ de{@sts the@ @ n raté@ after the

application and left- or right-sidedJests for the olony@ndlt <
% @@% \@ & ©© Q

All statistical analyses were %@uct@*ﬂsmg AS rglgase s1o 19.3. . S A
th th & o &

Dates of work: June 13™ to %(ly 1& 20§&el®hase@a @ X &

D
0\ & & R @ X
g S o8 ol 5 2
1. RESULT D USSI
& @ RES @1 gs SSION - © @x

Application am ts: \ &\ e \ \ é@ @& <

The amount oy est 1@@11 r&@led w@ def‘egnme@by gasuri pared and the remaining spray
solution an%results@énﬁ ed thag the gytlon 75\ ere reparﬁg.correctly and that the honey bees

were adetpately expos st 1‘@ he acCcepged spraystolerance of +10% was met in all treatment
groups~\No rainfall o@urred@ﬁhm 1e 2 ho@s aftér the, applications and wind speed was 0 m/s

during all appllcatl@ QO @ OIS %\
@@Q S @ ¢§ . %@J @© @b
Ny S O @
Table 10.3. 1@1 @nn}@r oﬁlra%&mncel%&atim@n spray solutions

f%

r\\J () @)

< p@ o . e %Q @ A Ry Fluopyram

am ay o
magerial | samp $§ Cg ¢ on raQEe ©Mean concentration Mean deviation to target
i& We | & m ma > [g a.s./kg] [%]

@ s-/kg @
Spray 1 A a0 %0 %610 Q 256.7 274
solution | AS & . .
DAA: Days @r ap@atlon § N ©@
& ¢S

B1010g4§1 resﬁ}s % @

&ﬂue@g@é of F@U S@OO was evaluated by comparing the data of the assessments of the test item
group t reference item group and the control, and by comparing the pre-application data to the post-
applicaton data.
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Mortality of the adult bees (worker bees)
Pre-application phase (4 to 0 days before application): ’ @@
Mean mortality in the test item group (103.7 = 29.6 dead bees/colony/da ;é) was not stagiticallyty

significantly different compared to the water control (107.2 = 41.6 dead beegfedlony/day) déiring @§
pre-application phase. Mortality in the reference item group was statistiggily mgmﬁcar%ly hi
compared to the water control on day 4 before application (13.8 + 6.4 dead bees/colon Giid 3@ %
dead bees/colony, respectively), however, this difference was not biologjally relevants, -

< & %, \ &
Exposure phase in the tunnels (day 0 after application to\day 7): Q@ @@ @ y\g@ @

On the application day the mortality in the test item @%1 reference &em groups (]@ 3+ @ 9 ar@§00

+ 23.5 bees/colony/day, respectively) was lowcompared tthe @ntr&grmg%(l 16.57 j:
bees/colony/day) but with no statistically signifi€4pt differencé;

S @
A statistical evaluation of the mean mortality f&vels @n @tem@oup bthe § app'l‘kahoﬁ%ﬁenod

from day 0 after application to day 7 showe stfsJ,;lstlc si cant@fere n @are to
the control group. The average control n@hty oF adult t Bees, d @ure phase (day 0
7 following the application) was 84.6 £&23. L &ead /col /da ort%ty in test

item group was 75.7 + 24.0 dead bee@oloﬁx ay er @‘enc m @ﬁah@v @ + 190 dead

bees/colony/day.

Exposure and post-exposure phasQoutme the@gmne@( dayé@afte;; @mhg@on tg@av 26%

>y @7
The mean mortality of adult %rker hees er the ®hole Study @gxod@llowm§appé®§atlon (ODAA -
26DAA) in the control, tegoi\ﬁlterﬁ\and %ﬁen €, itemggroup Swere sgmpal%le d not statistically

significantly different (35 8. O@) 1257.7 agd’33. iﬂ: 6.9 Q\ad beg; daw@l(@esmctively). A day

wise comparison of mort\a’lity tween test Q tred@@ment and control indfeated one statistically
significant differenc@% daygpaftergpplication ( 7.4 and 2 1. S%ad bees/colony, respectively),
however, this dlffe@ce V@s not@ giet e y re@ant@ N @&
N N "\a N 9 N
S @\ Se &\ v § <
Mortality of @rva%@ad %@e ©) K @ @b S @
Pre-applicdtion phase (4.to 0 d&y(?bef app@atlon)@ @ @7

No staﬁﬁcal dlffere@@gs w@ found in the test@%m 02 £ O@ dead larvae+pupae/day/colony) and
control group (0. 0@0 d&aﬁ lar@wrpu@ /dag,@%olong@ Wheéassessmg larvae and pupae mortality.
There were no st@1st1c1ffe1£@es ytlrarvakgnd p&al m@hty between the reference item group and
the control greyp. @ @

Exposure ph@e in the turﬁgs ((% 0 aftey aDDJ%th%@ day 7):

On the @catlon day@@o mc@lty Wels o@ved{%&ny treatment group.

Fromxday 0 to day, ﬁfter{k}s ap@ano@an Q?ng the exposure phase inside the tunnels, a mean of
0.3%0.2 dead larvae+p e/dagycolon wasﬁ‘nd in the test item group which was not statistically
significantly diffgrent compate to ealQ%f 0.1 0.1 dead larvae+pupae/day/colony in the control
group, respe ely %

The refereq rou dicgted a Iﬁ@n of 0.1 = 0.2 dead larvaetpupae/day/colony during this time.
This V%@Was@»t statisticallgSignificantly different compared to the control group.

Expogﬁfe au@ost-@osm@& phase (outside the tunnels) (day 0 after application to day 26):

Tl@ mea@lortahty of l§/ae and pupae over the whole after application period (ODAA - 26DAA) in
the comtigl and test item group were comparable with means of 0.2 + 0.1 dead larvae+pupae/day/colony
in both groups. The mean mortality in the reference item group of 7.2+ 5.5dead
larvae+pupae/day/colony was statistically significantly higher compared to the control.
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Thus, during the entire period after the applications (ODAA to 26DAA), the average sums of dead pupae

per colony were similar for the control and test item treatment group, whereas in the reference jem S
group, mortality was elevated by a factor of 36 compared to the control. Effects on pupae of Insegay are

a well-known effect and the elevated mortality shows the efficacy of the refegce treatmen@ld théy’
high sensitivity of the test system to detect adverse effects on brood and colon§§

& <
N SIS
&% O o P
Table 10.3.1.5- 2: Daily mean mortality of dead worker b@, larvae ant};&upae per col@} RS (5@
@) Yad Y
N
N Tre@ent group @ m@ é\ﬁ . é
; ] < O] S
Daily mean Q s S | Rete Y
mortality Assessment day é@rol Teg@@tem Q ren% %mw\él})
5 0
4DBA to 0DBA 07.2 4.6 10374296 o 1202+ 339
0 vt I gt o
Number of dead 0DAA Heg= 428 | Q10839559 | S1000@235 < °
worker bees/colony < & @
+SD ODAA 0 TDAAL [ 646+ %ﬁ 5& 7§% 2\@ J eess 168"
0DAA to 261%@ 5358800 a3l 1\\@ 7 &9 @3'5&:%
(@
O =4
4DBA A O+ - Bt 0.
L I @@ Poogs g
Number of dead Q@RA W 0.0 @30 0.0 + 070 0.0 0.0
N AN @»Q S ((§$
larvae+pupae/colony & Y 2 %
ODAX to TRAA § +0. 02 0.1+0.2
+ 3D & 05@ 2 - & i $ \1 %
) . i 2%+ 5.
OPAA 1Q26DAA7 | S02¢01 & 2401 Af 720453

Qp
DAA: days after apphcatl&wg}rDBA@ys b%:?e appllcatlon @U N S N "~
SD:  standard deviati @l @ S §9 @
* statistically sigiiicant 1gh§r c group
§ 8@ \ \Q 9

& @
© & AR
Overall no adyerse tr@@men@elatet@%ffec@@f thg@ st 1%@ on ©$ or@wemle mortality were observed.
Y
& S & @ &

% % @
Forag@Actwnty @ @ @7 o @Q § &
Pre-application ph:g@ﬂ tc&() day&efqre@pphé&hon%& %

The mean forag%@ ac y inthe te@lte %ﬂd referencetilem groups was comparable to the control

group, resultifgin o me&i’ valu@s'of 166+ 1.9718.0+3.6and 163+ 1.6 bees/m?/day in the

control groﬁ? test \&nd r@enc@}tem up, respectively. No statistically significant
ere found betwe@ne t@% trea

dlfferen@ 2 ent%gﬂ
Exposur hase in th@tunnel%daxo aftemﬁh@@on to day 7):

Onthe applicationt%ﬂlyt ora g act@tles he test item and reference item groups (26.5 = 1.9 and
24.1 £ 3.7 beeg/m?/day, g wer ower when compared to the control group (28.8 + 3.5

bees/m?/day), &ut W%%lo S stlc% 51gn1 ant differences.

From day § %}4 7 thgyoverall dal@mean foraging activity in the test item group of 26.0 + 0.8
bees/mz/@zy wag, highd® co ed to 25.8 £ 2.4 bees/m?*/day in the control group but showed no
statlst@ @ﬁca@) dlff@nce from the control.

fere 1ten@*esul m a significant reduction of the foraging activity (21.6 + 2.7 bees/m?* day)

§0 the control

Flight activity across treatments was similar when comparing the two phases with flight observation
(pre-exposure and exposure phase), however a slight statistically significant reduction in foraging post-
exposure was observed in the reference item group.
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No significant test-item related adverse effects on flight intensity were observed.

Table 10.3.1.5- 3:  Daily mean flight intensity as forager bees per m? per 15s 6

S 2
Daily mean flight Treatmegf group s &
! . Assessment day & .
intensity Control {%& item bl@eren@}lten&@
4DBA to 0DBA 16 + 1.4 N80+3.6 o 116
° 5@@ @7@ @ ©
2y + S +
Bees/m” % SD 0DAA \288+3.5 @ 26.5 L?g @3{.1@
Q & *
0DAA to 7DAA @g 258 + 2@; @@6.0 ﬂ@ © 21(.% i@
DAA: days after application; DBA: days before application; . N (0 Y
SD:  standard deviation &S 9 N g\’ R @6 S S
*: statistically significant difference to control; p _@.05 %@ é\ﬁ Q@ b@ 3 & % o o
@ @ @
Behavioural abnormalities @§ \\ @ '§ & %\ Q é\g S
Differences in behaviour were obse 1 <E%mal@qumlf@of b 1n tes§m refeé)ence item
treatment groups on the day of a hcatlo@’and on t y after ap@catm@ 0@ er, these did not
persist and are not considered to b blol@lca ele @ & Q ® S
@ @ o ©
AN &)
Condition of the Colonle@) @ AR @

o) R <
The condition of the colomes s a%essed§ " © co te k{ood cy%te of honey bees (i.e. 21
days).

At the beginning §é th,e @e all brood ge ‘E ac a@i closed brood) were found
er

in all colonies atlcm 1 of thy&%lom §» The<0bs medn” abundance of brood in the
colonies (su cel nta@mg e 1@&@% amdg pup@ in thetest 1tem treatment group was similar
to that in the controél@roup% &

From 3 onwards @% b@ n the refer@ce 1t@ groug was consistently lower than in the
treatméns” group and @atlgtl@ly mgmﬁc&nﬂy dl@erent*%vhen\@mpared to the control. This can be

explained by the %@al e&e@e re@(ence\}tem%@ brooé and is consistent with the high brood

termination rate pithis t%al‘:m bee od dgvelopment in the test item treatment group

was not affected Wheb@ patgd to co%go @§

Besides the@ood a@a @cah&g\of ceinb s to fgod (pollen and nectar) was also assessed. The
propor‘uon%f pollen cells and@ctarc&e Is_fldctuate® with the needs of the colonies and showed no
differe etween tgegﬁnent@oups (he G@Y}me‘xwere well provided during the course of the study.

Thlﬁ@o test-item %ﬁted@yersé&fec@n t@development of the food storage area were observed.

¥ Q
e & & Q
Colony Strength %% 7, @
The mean@umb y\of h%g per c@ony in the three treatment groups was similar one day before
apphc an%@ld not 1ffer®atlst1cally (mean of 5161 to 5484 per colony).

Ove Q@Tﬁ theé%hb €0 beé%ﬁper colony developed similarly over the course of the study. A significant
di ncedm the n be@f bees between the reference item group and the control group was observed
only a§ end of the monitoring phase (26DAA). This is most likely a first effect of the decreased
hatching rates of young bees due to the pupal-disturbing effect of the reference item. The significantly
stronger hives in the test item treatment group (compared to the control group) on day 9DAA could be
explained by the larger number of brood cells before that time (i.e. on 3DAA).
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The overall development of colony strength of all treatment groups showed fluctuations, which can be
considered to be in a typical and normal range. The colony strength values of the test item group were S
on approximately the same level or even higher during the entire study than the corresponding val@es of

the control group. Therefore, no test-item related adverse effects on colony stre%th were obsepved. @

@” O
&> AR
Table 10.3.1.5-4: Colony strength: Mean numbers of bees &% . Q § %@@
NN @ @
Treatment Mean m@kﬁers of bee @9 Q @ é
Q N
group Day ' -1 Day 3 9 Dy 15 p&22 R Dol
ay ay ?’ Qfg’ Q&g@ g (@)@ @
5484 6595 988 907 5390 7102
0 @
Control + 460 + 666 L1137 |+ 8@15@@ o 308 | e 306
PN
Test Item 5161 6216 éx 1%91 10983 6392 7453
+956 +1134 265@ 0038 @748 « |  Le60 .
5260 6286 | T96050 | <959 Q639909 316 &)
Reference Item + 706 +.596 482 O = 1@% O+ 1421 @jl@

In relation to the application @) N @, 5 ©

* Statistically significant difference (1 ) toS0.0 Y Q\ @7&9 é\? @ > ©
% Statistically significant difference @ er) X pSGQ v ®\ S @ ©
2 & & HLE S
@ N @ @7 Q
Development of Bee Brood § S S KSR @° ¢
- s § & Y& 2o
Brood Termination Rate; @ © 2) N N S

SN
The brood termination rate 1S® perégntagédf br ce,,ll@?at not, su?é\éesosf§>y transition from egg
to hatched Worker§ Baéd oncthis brgpd te nat'm;\ rate &TR e fa&ure of individual eggs or
larvae to develop &ds quéntitati *@ssed pectéd br od stage was reached, a low BTR
indicated succe dcx opmg\t whlle a l@h BT indic d ccesﬁl bee brood development.

Following th&sesg?ent o@mgle@ells%ﬁgom t &Eg oe t essfully hatched worker bee, a
mean termyation r. 06% at od F4 ng Day) 2 ¥in the test item group was lower
o the contr gro &(42 1te m atnsg group BTR was not statistically

compaer§§
signifidaritly drfferent@mpa@i to th @l gr(@) BTK:

Treatment with th§ erer%e it nseg@r ca a c@r rease in brood development, resulting in a
termination rateGp 98@ ease‘@vas %atlstl significantly different compared to the
control group. @

\ \ \

Brood Corﬁpensatlon Ind@ %:Q @ @

The Br Compen on In& 1§ an 1nd § recovery and shows the development of the brood
at eaely assessmentz A ¢ oushrood @eve@ent was observed in the test item group as well as in
the Gontrol group. The B@od pens sion @dices following the labelling of the egg stage up to day
22 after applic@ion (BF 1n the test item group compared to the control group.
Differences @the g tlo@lndex between test item and control were not statistically
51gn1ﬁcant

The hi @ro @errnma@ ion r@ of the marked cells after treatment of the crop with the reference item
Inse ﬁi&gls al@geﬂ L}i/g e statistically significantly lower Brood Compensation Indices in the
ref@éce 1(%@1 gro@p Wh@ compared to the control, suggesting no recovery in the marked areas.
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Table 10.3.1.5- 5:

Results for Brood Compensation Index and Brood Termination Rate

Termina@f
Compensation indices + SD rage
Treatment (BF 3)
Group ] @
BFD 0 BFD 4 BFD 10 BFD 16 ‘%‘5 23 &[%] N
Control 1.0£0.0 1.66 +£0.11 2.34+0.53 2.34+0.46 é’&glo +0.53 @63 z@ 96
Test Item 1.0£0.0 1.79 £ 0.14 2.79 +0.50 @.76 +0.48 a 385+ 0.47 N 32.@@\& 12@3@
Reference Q @ NS
1.0£0.0 0.47*+0.46 | 0.20*+£0.28 | 0.17*+0. 0.59* £ @0* 116
Item % §® [(g\% @6@ o
BFD: Brood area fixing day; N &
SD:  Standard deviation Q‘} N @@) Q & % @
* Statistically significant difference to the control, p 5 Q N Q 6\ R &
N3 RS IS '~ RS
@ @ % @% v @y AN
> @Q Q @ ) .
Brood Index % @’ @ @7 @

The Brood Index is an additional 1nd1c®r for¢ }ie be@roo Vel®nenf“&nd fa@y tat

between the different treatments. Fo ) 1ng;%he la 1ng
item group were higher compareon the @ntrolwalues@lff&@nces

item group and the control group@ere apt sta@tlcall 1gn
after treatment with the refer
lower compared to the con{r

iteff Insegdr, th gean Broo
Brodd indices, 1n1cat1r§
RO N

sta

nt Followi

dlces@er

od
t

co@ison
1ces of the test

the@ elling of the eggs
t1sts@lly 51gn1ﬁcant
oure@e bg%od de¥lopment in the

reference item group. o O @ . § @ y\}f@
S § ¢ &y Y&
24\9 @ @6 °\ @ (ix "\
Table 10.3.1.5- 6: @ ults for Br@n@ S §9 ) S
N \ ‘N Bm(@?ndlc@ @w
Tréatme“g@@) @6\ . %t X d@s af«@bmo&area &Qﬂg day{(BFD) £ SD
mu:) Y e . 1S 1P 16 23
o O @ (f@?
Cojtol Y 7252 n (Hs 22620537 230052 | 2874065
Test Item 9 0 %0 1785 0.)3 7| 278050 2.72+0.50 3.40 +0.62
Reference ltem _ )V 10300g) | b45* =047 |O0.17+028 | 0.07¢£009 | 0.09%0.11
BFD: Brood area ﬁfﬁng d&y? D 3 @
SD: @ & & § v

=

Accordingly, no ad%@se e ects n\
stud@f’ollowmg théNabe ”*-\- of& eg

Validity cnt@a \% §

All mhd@ crlt@ Wet@met §hls st

&% @
Q&

&

9

S
&

Standar @VIﬁtlﬁ %
* ‘ o
Statisticaly significant é‘ eren&& the @trol @0 05

g@

ﬁ

?”\g

S

\@\

n.

1tem®1 brood development were observed throughout the
o day 22 after application (BFD+23).
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Table 10.3.1.5- 7:

Validity criteria

Va.hdl.ty Recommended Obtained @ ;@
criteria . ff
Should not be > o2 & |
considerable N O
@ &8
(it is known ‘N
Control that the Daily mean control mortality from 0 after appliggtion fo~day %
mortalit Control | method itself | varied between 12.Fand 143.5 dea es per tunnefﬂ he owgrall
Y causes mortality after apf}ication until d@ was 84.6 d@ be@%unnel@ay.
mortality due N é\ﬁ §
to the o & é\ﬂ Q o
handling). v @
There w hlgh numb@gof 1m1@cted béeéb @whld&gresu @ in
Reference There should 98.20 % termjnation th kltlallﬁ@’obse . was
item mortality be a high statls lly s ﬁcai% ompred t%bl §
(bee brood Fenoxy- number of mez.ln ber P dea pae nd in the r ence, g@u‘p
termination carb impacted \% tatigt ally& ﬁ%ﬁ er co redt
rates) begs {Lhe effects O%Zhoney e broﬂQd as o %b th refere 1tem
Qﬁgrm@&%emo% ated-¢h se 1ty e te ster@o det@ effects
©Y on%mmatufShoneyee hf@ﬁ agessy
@ Mé&in flight densitiés sh ly bige 4 -@ﬁays e appilpatlon were:
. 206.6 + ©34 beesiai” in tlg con g
zgtgi%tmihortl Q@ N 18.0 48 6 beey/m? in%he tesét&em tuels @
b Y y %, 168k 1. 6 bees/m2 the & renc@tem %nnels @
efore and All 1 10'be e@mz < %
during groups ?ﬁ @ @ N
. ean ht d@sme «daytithe appli€itio I@Ere.
daytime % 28. h&@h/m? & trol tugﬁe
application % N & > N
QS X A 265+ 1.9 es/ 1™in the @ 1teunne
& |, ﬁ(\\© 71 + 3%665@ in thg, referen 1tem nnels
D 0 Q
v .
@Q \© &\ \ AN é@ @ @
S e © gﬁ Cone &
o O dicpanion S,

In order, t&assess the

@t 250 g

(Insegar, a.s. fenox §

tanacetifolia) und

develo

9

')
Er

atb)

\z@otent {@eff
pyr@m 4Q9°L tap wat@
were applied

err% field @el)&@éﬁt@% dué’g bg ight.

of &U S@SOO@H ho@y bee colonies, including brood
?@Wm 2Yor the control and a reference item

owering hlghly bee-attractive crop (Phacelia

a full:

N
No test- 1ten@ted@er%‘e%@n n&@aht & ﬂi%ht@ﬁtensity were observed.

The quantitative assessm

any tre

The eyerall honey @% broadydev %mer@m t
of cells per colony con ng@&e d1
control. @

No test- 1ter§§l

were obseQ/ @ @© §a

Some B@avmﬁl differences:between

but %%ot

@@Jst

ly n@(r?(ed BEood cells revealed that FLU SC 500 did not cause

si ivi
a@n‘[ -related @ers@ts‘h ho@y bee\%food development in individually marked cells.

est item treatment group T, measured as mean number
fefent @ es of brood, was not affected when compared to the

N
ate&%veg ffec%%ﬂon aglony strength or on the development of the food storage area

control and test item were observed on days 0DAA and 1DAA

eréanot considered to be biologically relevant.

Oéérall @@J SC 500 a§1ed at 250 g a.s./ha (target) to a flowering crop in the presence of foraging

honey
brood

s did not cause significant effects on mortality, flight intensity, behaviour, colony strength and
evelopment.
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Assessment and conclusion by applicant: @ ©©

The study and its data are considered as acceptable and reliable for use in risk @sessment @®\

FLU SC 500 applied at 250 g a.s./ha (target) to a flowering crop in the pre@ce of foragih hox@@

()]

bees did not cause significant effects on mortality, flight intensity, beha%mur colony £t ng«t@nd 5
brood development. @ .9 N
< e S e
¥ S g s &
AN Q S @) &@
¥ ¢ R 9O o &
Data Point: KCP 10.3.1.5/02 S Dy LS WY
Report Author: %@ S
Report Year: 2016 N oo Q O VA e
Report Title: Semi-field tunn%ﬁudyw%ha&{la ta cet1fol%eval ing the effects%Qf regé
foliar applicati$ . s of mopyr@i SC & ey begs Apl@exlhf era L.
(Hymenoptesy Y, ﬁ@%) und%q cor@ed co% on Follow, t- exp@ure
field obscration iod.
Report No: E 319 45638-2 R f,\\@ <O N "\9
Document No: M-547033-019 @@ ((\@ ©) & &@ @U
Guideline(s) followed in | OERR/EPPQ Guideline No /@70 ( %10@%dlﬁed) (€3 @&
study: USEPA OCSPPGuideline No. 850.SURP &
Deviations from current @unen@uldel@ EPFO 170 (47(2010) @ N
test guideline: *,Deviations: ARort andhav10@%sses§%ﬂlent wa carx&@’ out on day 6 after
% the@%hca@gn insfead of @ 7 as@queéi"e;d in the guldﬁl@ This deviation is not
< e@cte@@ have@;npact@the &Qﬁy resu@ Al&hdlty\\nterla were met.
Previous evaluatio 0,10 evio subm tte
e @@ oeiglly sbiitied ) O o
GLP/OfﬁcmllS%| Yes, conc%gted u@ G@@fﬁ%ﬂy re@med%ﬁmg facilities
recogmsed te % @
facilities: 9 N\ v
Acceptabﬂgty/Rehablhtyﬁ% Yes & ’ ~ a \(\w o
@ @ NS

A N
% N
Executive summ 3 & Q& @ @;\ﬂ é @Q
This semi-field t%)nnel@dy s d @@ned\% eva@ate the>acute, short-term and long-term effects of
& §& 004 %
repeated folph ons 69 uri lI-bloom of the highly bee-attractive surrogate crop
) @

Phacelia tqnacetifolia, onjion is m@fer@

The studgdhvolved afu@@—fac'@al ra @ blo&%ﬂemgn with five blocks and four treatment groups.
Each block represen@ a tugne cmtalm ong, H@ley bee colony. The treatment groups consisted of a
(negéi\fve) control group (C)’- trggq\fed 2y Wlth@ap water, two reference item groups (R1, R2) - treated
with 1 x 400 g dimethoate a. s&/g% regpectively, and the test item treatment group (T) - treated with 2 x
250 g fluopyram/ha, @mounging t0°8 tuniels in total. With foliar applications occurring in sequence,

staggered s ing of t cella crop was employed to ensure sufficient forage over the course of the
16 day exosur r10 ort y of Bees, foraging activity, behaviour, brood development, colony
strengthe 0 res, a col@ny health were assessed. After the confined semi-field exposure period,
the ¢ %mes @trol and in the test item treatment group were released from confinement, to be
repedf dly mto r field conditions for the remainder of the season until overwintering, and

we aed for a final time after overwintering in the next spring.
@

The corfined exposure of honey bee colonies to two repeated foliar applications with FLU SC 500
during full bloom did not result in adverse acute, short-term or long-term effects on mortality, colony
strength and -development, brood development, food storage, honey bee behaviour, queen survival,
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overall hive vitality and colony health, as well as on overwintering performance.

Based on the results of this study, it can be concluded that FLU SC 500 does not adversely affect @ey S
bee behaviour, brood development and colony strength when applied as two sequentlak 135@
applications at a rate of 250 g a.s./ha, under the above described conditions. &,
N
@ @ \Q
I. MATERIAL AND METHODS %% @ § \25@

Test item: FLU SC 500, Specification No.: 1020000 8-01, Bat@code EZ 17@, Sangple @
description: TOX No. 10066-00; Analysed content of a.s.: 41.6 % W@M% 9 g/L{g@ °°\a @

Test species: Honey bees (Apis mellifera L.); sm @bee colon , maintain ccordlng t@gormé}

beekeeping practice, each consisting of one layingfister quee and ﬁV fra a totghof
about 4000 honey bees; four of the five occupied tfames were l&od ﬁs@mes,@e fr e cont@,med len
and honey. The preliminary brood check indicated hy nle&%ﬂth broo@stages\presen and a

sufficient amount of pollen and honey to g aranteolonémam@’ @& @7 %
Location of the field site: Germany g\y \\ \\ @ % § % §@

R S
Test concentrations: v K\ "\g <

‘”\9

%
Test item treatment: 250 g a.s./ha, @%Sp@lmg@ 602tg9prod%@ha @Qed elpran @%ﬂca@ontent
0f'493.9 g a.s./L and a density of@ 88 /mL) @ RN
Control: Tap water (concurrently to the fest 1t@1 appiik atlo@@ O %
Reference item treatment: 4 @ dlm&hoa@a corrésponding t(@ 31 roduc%a (b@sed on an
analytical content of 420. % a.s./[%and a @f 1. 08@?g/mL§ D N
A water volume of 300 Lt Was on51@9red 11 t@atrne%groupsg %@

f@

Test design: The test:was ¢ N y ct @®undefRon @d exg@sure ndu&ons ( 1@1) in order to assess

acute, short-term a ong- cts rep d foltar ap hcatlo@ of FRU SC 500 on honey bee
colonies under s -ﬁe on t of Pha€glia i cety@lza with an effective crop size of
100 m*> was pre each&unn& For '@Q tr :?tsment ontrol > test item and two reference
item groups)g /repligates were st ‘és;ultm n 2 1n total (biological assessment
tunnels). One honey®ee cGlony was pla ed inte.e Qﬁl ol om% ere placed into the tunnels three

days befare-the 1 applicatio ite atl\l@@vas conducted when the Phacelia
crop o@e half of thé%nﬁ@ exposure area ha ach ull Kwom (BBCH 64-65). The 2 test item
application was carited OL&“@nce the cro the'seco half ofthe confined exposure area had reached
full-bloom (BBCKy64-65).” Appiieatiofts, of tlff?@%fest iom U SC 500 involved spraying of the entire
Phacelia-crop in$ide thie tun durigg ho & be@actlvé foraging on the crop. The colonies in the
control group@vere @wu tly. e@osed@o tw(@subse@ient tap water applications. In contrast, the
colonies in th€ reference jtcrh group p R1gere e:@&)sed tora single foliar application of the reference item
concurre to the 1%, apphc

jon i ’%ﬁ)nt&f@nd test item groups, whereas the colonies in reference

item graup R2 were-gx osed% a single applic of the reference item at the same time as the 2™
Wate;;\?and test item, a‘@llca ns 1r®ntro@%d test ftem groups, respectively. Control and test item group
coldnies remained in thegryespestive g ls for a period of 16 consecutive days following the 1

test item appliggtion. The entire c@ﬁnent period (including acclimation prior to the 1% foliar
applications) ¥as 19%@5 §
The follo @éﬂ eters) ere%sessé@@

. @m > _ .
Mortah@mf -m (W ker es, larvae and pupae) in dead bee traps and on polyethylene sheets laid
out i Xﬁ’ont an@ ong tunnel walls: -2DA1A (2 days before the 1* application) to 6DA2A

he

(6 @s aftey 2@’app Jiation);

Foragi ct1V1ty of the bees was assessed twice daily within an area of 1 m? at two different locations
within €ach tunnel and with each count lasting 1 minute: -3DA1A to 6DA2A;
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In addition, behavioural anomalies were recorded during foraging activity assessments and during
colony assessments as part of the post-exposure monitoring period.

Assessments of colony strength (number of adult honey bees), brood development, presence of ak th
queen, food storage, and colony health were carried out once immediately befgre confine

times during the confined exposure period, and six times post-exposure, inclg one final @@sessé@t
after overwintering. Q @

from the tunnels and moved to a monitoring location. R nce item tr@ed colomes@ 2) e

’ o) Q P
Seven days after the 2" test item application, all contre@nd test item theated colonieg wer: @leagu

discarded. At the monitoring site, bees were allowed to forage fre nder ambiést fie fons. @

The development of the colonies and their overall lth status igre assessed @® regul@ 1nt als
approximately 3 weeks until the end of the ;,:'\’ and one [t tl@ aﬂ@oveWmterm dué;@g

O
springtime of the following year. 9 @ %
Test conditions: Climatic conditions were re@ﬁded @?a W&e} er sﬁxﬁon @d by data l(ﬁger%lr%talled
) S
in one of the tunnels. QZ}\y @ Q & o

Statistics: The influence of the test 1te eat 1ent W \Vah@}ed b mp@mg the data obtaingd
control group with the data obtained fo@t é‘si: item @eatméht gro@ and@t lﬁata he réference
item group, respectively. Linear mi effe% s we@> use te t al e%tct of test
item, the effect of the different hobee (@IOHICN}IIVCSY}‘\V&S ded a@an e tert@ or mottality and
foraging activity, additional hne ixé€g ef ] fo ec @p @n of dentrol and reference
item were calculated. Cou Qata \\“ﬁe m taht@a co parameter, est1®tes %f bees at the
tunnel/foraging bees ) was l&g (d adlc 1 ith ) tran former& og X’ ®1) ip.order t@achleve normal
distribution of residuals (@mos astlc@ as perfornregd for ﬁtt\&@model in order to
detect the influence of féfe,tors d 1nte t10 th@‘encou@@red \}%nanegg 1ﬁcance level of o =
0.05 was selected. «r\g o Q

5
All statistical anal@s WG‘&G per@ h the@tatm@%al s@ware Qckaée%R 3.1.3 (R Development
Core Team, 2015@ VW o A N

\ \ N )

Dates of Worl§ ne @" 20@% to N@ch @ 201@45 > ©§ @”\a

oy . S

N & @ \ N & \@;\]
A o O f@i@ms AND DISECUSSION
> O RN
NS N

Biological results@ % %\ %@’ @ >
Mortality @Q S @ @
During the conﬁned exp Q@ er hty in front of the hive and at the tunnel walls
was low ﬁoth the co 01 anddhe tegpitem:, atmeag; group. In contrast, mortality in the reference item
treatmefit®was b1010 ly andsstat stlcall& gm@ntly elevated following application.

Sta‘sﬁﬁ’cal analyms”&meal@a xe e@]fect odelYevealed no significant effect of the test item treatment
on worker bee mqg“[ahty@ rec&&ded fron of’the hive (p = 0.637) or as recorded at the tunnel walls (p
=0.299). A si @ﬁca&\i@ffe f the@ate W@ found (p =< 0.001), the interaction of date and treatment
was not signffican for ﬁ%orta]@y at the front of the hive; p = 0.128 for mortality at the tunnel
walls), indic m hang@ over time, but in the same manner for test item treatment and
contro]é@rthe ore, st 1st1 analysis showed a highly significant (p < 0.001) effect of the reference
item iﬁ@om@im he gontrol. Thus, the honey bee colonies were sufficiently sensitive and the test

sy&@ wag atle quége to ggect effects on honey bee mortality.
$

&

@
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Table 10.3.1.5- 8: Mean mortality = SD of worker bees in front of the hives during confined exposure

Test Item Treatment Reference Item R1 Reference lten@ IS
Control (Tap water) (2x 250¢gFLU (1x400¢g (Ix 42@ 03
Date SC 500) dimethoate/ha) @§ dlmethoAZ a) S
Mean Mean Mean v Mean N
count +SD count +SD count i% couon©Q %® 2
- % . B
-2DBIA 3.8 5.2 8.4 99 o~ 14 @1.9 Ay 3.8@)
_IDBIA 5 3.9 72 5.3 36 [N 25 @3 & 8 |5
0DBIA 3 1.4 22 1.5 14 <« 17 [§744 Q] @7
0DA1A 0.6 0.9 1.6 0D 14841 469 4 22 1.6 9
IDAIA 2.4 1.1 4.8 Q2 298 @045 Y B © 230
2DAIA 1.6 0.9 3 20, o] 38 > 2600 | 6. 3.2
3DAIA 1.4 2.1 1.8 & L@ | =206 8] aF L 12 22
4DAIA 1.6 2.1 1.4 A9 PP Bae? | Qs T & g0’
5DA1A 1.4 1.3 0.6 0| 05 8 82 52,0 1.6 080
6DAIA 12 1.6 9 S 130> | 254 3 T10 (&1 S
7DA1A 1.6 0.9 R 13 L 39 grl 0 148 | D97
8DAIA 2 2.0 0080 - 08 1O [ O9.6 & & & 1.8
0DB2A 2.6 15 @O 2 385 | W /7560 [ 296 .F 13
ODA2A 0.2 04 o, | 336 b7 71287 | g6 2% [O926 67.1
1DA2A 12 08 | 0 | 0% |« 133 .62 504 185.5
2DA2A 1.6 Iy 260 | €23 gl 278 [ 1316 | 322 13.2
3DA2A 1.2 a3 @ » (D17 17.4 123 952 8.3
4DA2A 4 2.9 4 é§ IS NA 10 NA NA
5DA2A 22 L 1807193 8N g9 ol T NAS [« NA - P NA NA
6DA2A 0.6 2> 13 & 120 | 8§16 \”} NA QO'NAK NA NA
SD:  Standard dev@n ©& Q\@ﬁ & S ) Q @@ & @
SN N O @ NS
o O 5 @ v

S)
The number o dea«@one&gecor ed durin %nﬁ & exp(@lre &1( ¢fod in front of the hive and at the
tunnel wall@was alway low a uc Wer @han the um@ of er bees. Furthermore, there were

severa @/s where none @nah was record@t a]&

In both the control N the&%t ite reatr@nt gx;g}rp nedead lakvae or pupae were recorded at the tunnel
walls. Mortality % ey ber e% lifg @éges o fro@}of the hive in both control and test item
treatment, was ve lo@ d (§‘ rad1 catly. ughout the entire confined exposure period
32 dead im re 1 sta were% the\c tr% group and 51 dead immature life stages were
observed in the test item @am@ﬁ gro

Thus, it 8n be conclu@d th@Qsequeﬁ’ual @a @?y applications of 2 x 250 g fluopyram/ha during
ﬂowenng ofa hlgh ee- a%ractlcrop @td th se adverse effects on honey bee mortality.

@
Foraging Act&%y % & @ Q

Flight actw@ wais\\ﬁ ery 11a1;§ﬁn th t item treatment group and in the control group. Honey bees
accepted@e flo Qf- ring —crop as foraging habitat and were therefore actively foraging on the
crop er tuniels. Fuctuatgans in foraging activity occurred simultaneously in the control and in the
test ktg @@ nt<: oragmg activity was especially low on days with unfavourable weather

ion om ex encmg a reference item treatment showed a temporary cessation of foraging
act1v1t§§ lowing the respective application. Thus, the results showed a distinct effect of the reference
item on=foraging activity, indicating that the honey bee colonies were sufficiently sensitive and that the
test system was adequate.
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Table 10.3.1.5-9:

Mean Foraging Activity = SD in the tunnels during confined exposure

Control 1? est Item Reference Item Referenceol§ @©
reatment R1 (1 x 400 R2 (1x v
(Tapwater) | @X2S08FLU | o bl | dimethofiterhg
Date Timing SC 500) tmethoate tme }{ ¢ @
< L
b | 0| S| | e e 25% Sl
@
DBIA AM 28 8.7 26.4 34 33@ 11.5 @ 3287 A9 @&
PM 16.2 2.3 142 b> 54 13.8 42 &Y 15%@ chA4
IDBIA AM 32.6 10.4 31.8\ 6.5 Qo e 2] 426 [913.53Y9Y
PM 58.6 13.9 58wy | 162 608 @] 21 | O63 ¢ 1@
0DBIA BA 42.4 2.7 406 |59 JO 40> | @3 D 437 | Jod
AAl 45.8 63 | o2 @ 6901 O 17005 46.6 3.0
0DAIA AA2 44.4 7.0 3.8 5P | &% D 007 &62 ) 4% ¢
AA3 53.6 41 ) 496 | ~94 0 A0 53.4 &
IDAIA AM 68.2 4251 .892 72 0 T [ 04 &Y 648 3
PM 63.6 & %.39.8 8.2\ 02 A 04&] 622 D43
AM 58 .83 O 114> ®©8 |00 O o | &2 g 82
2DA1A - S5
PM 0.6 O 1.3 0 0.0 O 0 020 § 0. [ 0.0
ADAIA AM 0 5 002 o8 &£700.H @ [&00.8 0 0.0
PM N#ASS NX NA ‘(L NA | oNA NACO | A NA
ADAIA AM 5 5.8 | a8 [& 0T @& 8.8 14.7
PM 588 © 11@ 50 13.3 08 [ 0.0 7418 11.5
SDAIA AM S 53 477 | 0.6 o> 828 07 k&, 0.0 492 17.1
PM =) 7397 %3 [98380] 245 [ 08¢ | k3P| 654 15.6
SDAIA AMo> | 762 103 @ 783 | &9.0 0607 43 71.6 12.7
P [ £90.8 D 565 932 ©13.7.9 o8 [ @08 87 9.1
TDAIA aM T 10k ] 148 k1038 84| @8 R 13 83.4 16.7
M O R &3 1, 07926 ] #00 [D0.8 1.3 91.4 3.6
SDAIA YAMG | «19.8 28 [ <08 O 069 1.3 18.4 5.7
© PM 43.6. 1 2,% M2 Y419, & 0.4 40.4 6.2
0DB2AN} BA @ 9 | 463 97 &) & 20 0.0 93.4 9.6
AAL 9| .39 7.8 QS 108F | 149 1.4 0.5 11.4 4.4
0DA2A AAR® | K96 g 12, 09 g6 g‘&m 6 1.2 1.6 1.8 2.0
M3 N 7139 4 712, 02 0.4 0.2 0.4
IDAIA AM S " 37 @“ﬁ’s N 8848 58 0.6 0.9 0 0.0
O PMCy | H84 K148 986 [ 120 6 10.4 0 0.0
AM 03.8" 138 | 4.8 758 0.8 1.1 0 0.0
2DA2A
o)  PM c 1280 | @1 [aJdi15.8%) 103 1 1.4 0 0.0
N AM ] 766 17.0 . 79 | 164 7.4 11.8 0 0.0
3DA2A PMS [ 301 4> 12.00] 1038 | 13.1 1.8 4.0 0 0.0
0 . . . .
N AM [p91.2:5] 108 | o4 0.5 NA NA NA NA
4DA2A
&M 104 | @1 & 109 10.3 NA NA NA NA
SDA2A LehAM A ° 9 [ 569 X 964 12.5 NA NA NA NA
& Py T | Q404.6 13{%@ 102.6 9.5 NA NA NA NA
DA T T T T T e T e T
Means Were cal@ted 0 % sums of the two estimates (2 counts in separate 1 m? plots per tunnel) for each time point.
SD:@ tan deviafip r@
Al@ As ents before day
PM: @ssments after midday
BA: essment before application
AA:  Assessments after application

NA:

Not assessed
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Statistical analysis (linear mixed effects model) revealed no significant effect of the test item treatment

on flight activity (p = 0.802). A significant effect of the date was found (p = < 0.001), the interacti @
date and treatment was not significant (p = 0.999), indicating that flight activity varied over time, t 1n

the same manner for treatment and control. Furthermore, statistical analysis shogd a highly m@ﬁcan@’

(p <0.001) effect of the reference item in comparison to the control. @
Thus, it can be concluded that sequential foliar spray applications of 2 X 2% g ﬂuopy ha @mng
flowering of a highly bee-attractive crop did not cause adverse effects o ging act1v1®
& 9 &S e

Q @ N &
Condition of the Colonies @} @ Q ©@ Q&©
The condition of the control and test item colonigs\was assesse@"our@jmes @medlﬁtely bfore Q%)
during the confinement period of the study and @7 imes post g’gposur@mclu g % asse@ne@t
overwintering. % ) @ & v\g

o

Colony Strength © "\9@ © @ b@

) @
During the confined exposure period (cgteny Q%essn@ts 238, t %olon@s in @ntrol and te @em

group were able to grow, and the incggdse m colon®strendth du@lg c ﬁﬁn ated t the
colonies adapted well to the conﬁ@ 10nsé§f the@nne}?@%ﬁhr hou exposure
period, colony strength in both gr@s wa@in a Comparable 1 Wl® erelagﬁ between
the two exposure groups. After redgase ffom t&@tunn \Qv gth f-f reaséd during the
summer in the control and t@em group, 49 mo esog@es b@ame@ av 113]@ whé& colonies were

allowed to forage freely. %, . @@ @ @ '§ @ 9 &
S

o O N
. LS
SN %)@ § N “ S
Table 10.3.1.5-10: C S th.a mean num@of athult worker b °
olony Sygerigtha @ﬂu dherbees s,
&y & Q\Q Q@ T&tltem Q J) fere&gce Ite @ Reference Item R2
Colony C%@ntro ap witer) Treant (2xX250 (1x400g
Assessment O § ) D g %Q 0)({(\@ & eth%gte/ha) dimethoate/ha)
RN
Numbfr@ Mean % an é? v @Meanty Mean
Q\ count & %I count &’ cm@ +SD count +SD
@l O N S) .
1 40000 | < 0.0 & 4600 <+ 0.0, | 4900 0.0 4000 0.0
2 Spi0 A 114289 | 5817507 10654 [©O2645 | 12280 | 51975 | 870.5
3 34657 883 (U 6989 | @911 @ 23995 | 10830 | 22825 | 3954
2,6346. 33, 8 | L1 g . . . .
4 Peo023 [973.40] 68975 £486% | NA NA NA NA
% @
5 o] 67915 ] 18727 | 56255, 15961 NA NA NA NA
68 | 9696:5.7] 46387 | 82945 | @pess | NA NA NA NA
®g 9754 [ <904420] 8795 [N34099 | NA NA NA NA
8 8768 072238 | 940059 31705 | Na NA NA NA
9l 000 o | 183 R1003%% | 42774 | NA NA NA NA
10 & 3084 @70.1 A7 | 19751 NA NA NA NA

SD: ard d&patio )
NA: @ss@ HQ Q
SAFSIES
1 tk@@ievel@me@)f the colonies as assessed by the mean number of (adult) worker bees was
ve § genous throughout the entire study period with no distinct differences in colony strength
betwe ntrol and test item treatment. Statistical analysis (linear mixed effects model) revealed no

significant effect of the test item treatment on the number of worker bees (colony strength; p = 0.854).
A significant effect of the date was found (p = < 0.001), the interaction of date and treatment was not
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significant (p = 0.987), indicating that the number of worker bees (colony strength) changed over time,
but in the same manner for treatment and control. Thus, it can be concluded that sequential foliar @‘ay S

applications of 2 x 250 g fluopyram/ha during flowering of a highly bee-attractive crop did neither use.sy

adverse effects on colony strength. S Q\ g
" O

Brood status/brood development § s &

N
The honey bee colonies were equalised with regard to total brood (i.e. egg%%vorker beg 1@?&3 J@ﬁ)rk@\f@
bee pupae).During the confined exposure period, the cd{Bhies in the dontrol and te&\iter&ﬁ’eat t @
group were able to maintain their overall brood status a% total bee d was on @@@om@blea@vel, &
with no distinct differences between the two exposurroups. &© é\g Q o c&©

After the release from the tunnels, the average %ﬁber of cells \%h bgod initally i creasegj in bQ%
control and test item group as more resources bééadme availab%%wheglo ies wefe 10%@ to \‘@) ge
freely. The brood status in the colonies in C and T reaghed thgir ma#ximum at thebeginhing of August
with an average of occupied brood cells of 1@00%@001 @n th&@)ntr@nd 1260 £ 2917 L:%the test
item treatment group. Thereafter, the averade nunfber of &lls wifR bropd decreased, which ecte@he
development of honey bee colonies duriig the\y%ar. @end of Oct{%r, at @e lastcolony asseg§ment
before overwintering, numbers for to rqi&wer&@w&{&l 897.9in Cﬂ@}d 47536 + @ in T)and as

such the colonies entered the overwi inerlgd@ a g@ﬁpar 16@ S
A

9
By middle of March 2014, i.e. in s@ng fthe f%lowin@yeargen tl® ove@ter@peﬁéﬁﬁhad ended,
the colonies were assessed forza final fime. @t thé'§last @lony Assessfignt ovgrwintering, the
average numbers of cells wi HBroodin bath control and fest itefdy roup were slightiphigher than the
corresponding values prior, to ovinter' . T]@s, it cérbe concl tha&g@loni@ in both treatment
groups had already starté@oreedl g in@sponserto the upC@?mg sp(jng.%@ @X&

@
Statistical analysis (lirgar mj * ef;g;ﬁé@s mo@l) r @aled@@sig can@gffectog e test item treatment
§® i tapod

on the number of celfs filled"withdbrood @otal ; @F 0.153). A Gignificant effect of the date was
found (p = 0.002@ e in@%acti& date an%reatrp@ wat significan@(p = 0.627), indicating that
the number of bgyod s charfged Quer tinye, But i@fhe same mﬁr f@eatment and control.
@© SERSEERN) © &° & @
N S O

& S Q@ X
Table 10. .%- 11: Brood deve mel}@meabotal brood s (e larvae+pupae
1368 11: Brosd v 1o o ciarsactpupso

o\@ o\® v Srest IQ% (&% lg&&?ence Item R1 | Reference Item R2
Colony C(@Ol (T w@ - Treatpfent (2 5 o (1x400 g (1x400¢
Assessment & @(@% $ 9@%50 g@ EL Z}%S 0)({@ dimethoate/ha) dimethoate/ha)
Number & M SR an Mean Mean
%ﬁ cofﬂ @©:&S£@§ %:ﬁnt @g@\ :I:S@m count +SD count +SD
REENECE 8080 | ;4789 | 7920 | 1789 | 8000 | 489.9
x2 0R70 |=2078.%] 1@ 19369 | 1632 | 6593 | 9520 | 17337
3 11040 @ 17783 | 12120Q] 18633 | 4320 | 31196 | 7320 | 15073
4 1Dises. | g6~ 11790 | 27444 | NA NA NA NA
5 A 15800 |Q0011.07] 1@m60 | 29168 | NA NA NA NA
6 & | aoso0 P 49830 [ 8720 | 42582 | NA NA NA NA
79280 | k662 | 9480 | 34252 | Na NA NA NA
8 @l 23R %5795 | 2840 | 15450 | Na NA NA NA
Q79 &2 | 2848 5718975 | 4736 | 9120 NA NA NA NA
OB 5896 | 1792.8 | 6088 | 36522 | NA NA NA NA

SD: Standard deviation
NA: Not assessed
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Thus, it can be concluded that sequential foliar spray applications of 2 x 250 g fluopyram/ha [@ng S
N

flowering of a highly bee-attractive crop did not cause adverse effects on honey bee brood developient.
S @
Nectar and Pollen stores O @

Overall, the development of food stores (nectar/honey and pollen) of the c&ﬁlies as asseé%ed b&he
average number of cells with nectar/honey and pollen was very homogeno throughout entlh@tud
period with no distinct differences between control and, test item gm ent. Durfag the\c@nﬁ
exposure period both the control and test item treated nies experi@iced a shg ecl in haody @
stores as a result of the limited foraging area ingide the tunn@ Both treaf#ient § ere &
supplemented with a small, identical quantity of@gady-to-use ‘syrup (Apnn@ﬁ@) he@nd %%
confinement. Following release of the colonies %@momtormg *e tl@iwer nu {ber of c‘@é’lls V&Q
nectar/honey increased in both treatment groups@$ more resoq#cs b& 1 a

Statistical analysis (linear mixed effects mode}) revea@d no @nlﬁc}ant effect o 8gtest item tr@“&trnent
on the number of cells filled with nectar/honef{p = 2 @Wlth llen: within th olon1e§
A significant effect of the date was fou @Ol)@or bofR ho&y and@olle@ ls

interaction of date and treatment was n i%igm Cant % 0. 38@for /néetar; 0.39 en)
indicating that the number of honey/ ar E&&&pOl]& ells\c&han%%@overs@}leﬁn t@%am anner
for treatment and control. @ &

\ & SR

O N LN
Colony health @ @ ©© ©© N

The occurrence of the patho % No and I@roa ﬁestru@% asgyell as @"the@nuses sacbrood
virus and black queen cell V1ruccu th e@osure%ro to a@mll extent, and their
occurrence was therefor £t linked e o&prese g of t&sﬁ@m Iitone smgle colony of
the test item treatment grougzion onie oc on @efore@ 1nter1n§$ﬁ def¢sined wing virus was
detected. This ﬁnd1 We@ lme wit the sliglttly %her I@rroa ifestation level in the test item
treatment group a as ed V1a§ rroa %ardﬁﬁee beglow), however, an indication of a slightly

higher Varroa 1n® atl\@evekm @mup\ms already pregent l@%re conﬁned exposure period.

Varroa-infes s, agyneas @arrc@boar&unde%eath the respective colonies),
were very low durl@ the‘*eztatlre@%xperl ent, @@oth e contFdl ar&@est item treatment group. There
were no dé/?hct differencgs betvgeen @ontr@md the'test {tgm tre@ﬁnent group at any of the 16 Varroa
assessnignts througho&?he @Q § @

No further pathog@s) (e. & al ham@%a Q@élzf cae, Pae@;\baczllus larvae spores, Melissococcus
plutonius) or viryses (e. %acut e p&r}lysm @rus, chtonigbee paralysis virus, Kashmir bee virus and
Israel acute par;%sm \@J degbted tgﬁhy o@he séa@@ples analysed.

Thus, it carﬁ@@ con@ud@at ebuent foh sprabapphcatlons of 2 x 250 g fluopyram/ha during
ﬂowenng% a highly beedttra e crap 1d @%cau@ adverse effects on colony health, as determined
in terms @Ppathogen/béodiseass and @us iffestationvas well as in terms of Varroa-infestation measured
via the arroa- mlte@op of the CGLQI’IIGS %hrou{f@ut the entire course of the study.

& @\ Q @
Behavioural &@or%ﬂl @ Q
B

In both the 1te Dtreatndel n~ group a ntrol no acute symptoms of poisoning (e.g. cramping, agony)
were obs e the@ rres ndmg applications. Also the cleaning behaviour of honey bees did not
change @T ations and was similar to control. No repellent effect of the test item was
obse 1caﬁons honey bees continued to forage on the treated crop. No aggressive or

Q@iher @norma@heh@our of the honey bees was noted, neither during the confinement period, nor
durlng monitoring period.

Thus, it can be concluded that sequential foliar spray applications of 2 x 250 g fluopyram/ha during
flowering of a highly bee-attractive crop did not cause adverse effects on honey bee behaviour.
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Validity criteria: gf
All validity criteria were met in this study. @ g
@ @ @
& ©.8
D
Table 10.3.1.5- 12: Brood development % § § S
@) . N 7, - N
Validity Criteria Recommended Q%{amed ©@ @9 Q\ @
Foraging activity @’j &Q é\a Q\\Jj &
shortly before All groups | =5 bees/m? % >5 bees/m@ ° & 'S @) @
application oL @ R O o o

Control Mortality: | Control

@

Should not have 0.6+ (Y@ﬁdeadworker@@es @r 15 applicati&y)
been considésable. .5 0. 2;@4 de@ ork&qbees er Z“G\apphczi%’on)

There should be &, % o
Dimethoate | high nu ﬂ%er of @ T@’resu @howe@a dist nct ef@ of t @&

Reference Item

Mortality: impaaidd bees. @\mfere&%}e 1teme§§ wor@ bcz mortalityy <
FLET P SF&ELLS
& ‘ﬁ“[ C(ﬁﬂC U&ON @ @@ Q %@)
@ Q
In a special design study and @ a full; acto@%l T mi 1 des1§ h colomes were
exposed to two sequential foli appl%atlo@of FLU’SC 560 at a@ate as. /ha@lch (i.e. 2x 250

g a.s./ha), while mamtalned Imna %@nﬁn nv menﬁgauzé&tu ) I appligations were made

during full-flowering o& e h1g y bésg-attr tive surroggte. cro hacélra t etifolia. After the
confined semi-field exposure d@jhe c the @ntrod and in the tegbjtem treatment group

were released from c@%ﬁnen@n‘[ 1tored@tnder\i>ld cofllitiopsfor t&&remalnder of the season
until overwmterm@nd were a sed@r a final tlfter@verwm rlné in spring of the following
year. ©© \© &\ \ @ @ @

The exposure@hor@bee @101’116&0 twgz‘\f’oha pphc@lons r@ SC 500 during full bloom did
not result in adver¥¢ acufe, sh -ten%and lor J§ effects onggortality, colony strength, brood

developmg%> food storage, ho @ av1o® q%en su@al o@%all hive vitality and colony health,
and ov@lmermg pe@ilm r§§y o @
Overall, the morta \nd &ragn@chm@were&om ble tﬁhe control throughout the study duration

and no effects o tesfitem dul@ld 110%7 ature one; q» ees were observed. Behaviour of the bees

as well as nectar- ag?s ollenptora er| mot a@ted \ ere were no observable effects on overall
colony develgpmentCdeve ent%of br@g and%QO 0n§strength

Based on the results of this stult camsbe coF@lud d%hat FLU SC 500 does not adversely affect honey
bee bel@aviour, bro&d%eve@)ment and ®1or§strength when applied as two sequential foliar
apph&e?ltlons ata rat%@f 25% a. s@ un@ the-above described conditions.

Q
Assessment&nd cqgvélusi@ by gﬁlican%

The stud& nd i ata @ congidered™dy acceptable and reliable for use in risk assessment.

FLU S&OO ap o as tw quential foliar applications at a rate of 250 g a.s./ha does not adversely
affe{zﬁhon@e Vlomg, brood development and colony strength.

©®
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CP 10.3.1.6 Field tests with honeybees

Further testing was not necessary when considering the outcome of the risk assessment and the 1 its &

of the lower-tier studies. N >
Qb &> S
© S8
CP 10.3.2 Effects on non-target arthropods other than be% § @Q )
o\ '24\?
© & & & 2

For the formulation FLU SC 500 Tier 1 studies (labqratory studies@ glass pla @Wlt@ st@lar
test species Aphidius rhopalosiphi and Typhlodromusgyri were co‘ucted to detefpnine p@en‘u@@ffe

on non-target arthropods. > 9 @ ©§ @}
o S I N
N @ %Q N S >
Table 10.3.2- 1: Ecotoxicological endpoints relev&gt for @ ris sess@nt for@i)n-@sget a 0p(§s°
for FLU SC 500 % g S @
% > e <
Test species, Tested form@tlon,\ ]@)tog;ié?gloglc@nd[{&hat Q> o S
Reference study type@po% & Q\ @7&9 § §J § .
Aphidius rhopalosiphi FLU S ?)O LRso > 2000>mL @%uct/ N,
B (2008) LabO@?(%y, 155 plaggs’ @Q D & @é@ S
M-298601-01-1 Q& (@orr. B@ortah@% @ Effect$ on @roductlon [%]
KCP 10.3.2.1/03 125-mL roduct/§ & & 0.04 o & 14
250 mI@rodu%Bi @ 0.0 & @ X
*§500 mL produét/ha @§ Q@8 v % 4
1000mL pfoducth® 37 . 0.0 & S)

S SHS w8
&Q 2060 m@ oduggtha \j@ 3.6 Q) & 4.

Typhlodromus pyri (FLU SE$00 S e >2 mL, producttha
I (2008) @ q Lab&%tory, gliss 11&%&@5 g@ g) L& @

M-298616-0 ©\ N v Co Morta [%] ”\a Effects on reproduction [%]
KCP 10,532,103 o [48mL ductha &3 & 5B 18

o dustha 35 & 2.3

\@9 N m@pm /h: \@ \(@ \@’ 3.8
AL &’ 1o@mL ; d% %52 Q 47
N, 12900 m,_&prod w52 2.3

INAN
N % @ S
2 @ @ @’% NS @
The exposure @enar@@s ba@ on tfié use @ttem@ glve@fn Table 10- 1. The formulation FLU SC 500

is intended tobe applied raO prg@dyct/h@@ﬁh 1 application in apple.
Accordi@’t the Guld@ce merf®o n estn%kﬂEcotoxmology (SANCO/10329/2002 rev. 2 final,

2002) and the Gu1 %?]c menqt on la t‘@ testing and risk assessment procedures for plant
pro&éléﬁlon products.with @o tar@t a po@(ESCORT 2, Candolfi et al. 2000'°) the exposure is
calculated as: @ @\

@° @
In-field: &App%atlo >g@?AF N
Off-field: @ si p§ atlo‘i@@a)te x MAF x drift factor/VDF x correction factor

@ S
& oL

15Can

doffi et al.: Guidance Document on regulatory testing and risk assessment procedures for plant protection products
with non-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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Application rate: 1 x 0.15 L product/ha

MAF (multiple application factor) = 1 (1 application) éf
Drift factor = 0.1573 (late), 90" percentile for 1 application N @§
VDF = vegetation distribution factor = 5 (Tier 1; studies with 2D exposure sy sfem) &@ ©®
Correction factor = 10 (Tier 1) % § @ &
% \ Q, @ '24\9
0 & &S Lo @
The risk at Tier 1 is considered acceptable, if the calculaKl HQis< @ § é\a o
@ < & O &

SN Q PRI ) o

Table 10.3.2- 2: Exposure calculation for in-ﬁssessment@ier 19%@ Q \© D @@)
oJe . p & t JQ @ 6 . %
Crop No. of appl. ppl.@te =, S MAEy @ PERingela
Loty | 7 © ] i praghale
Apple 1 AE Sy 10 © 015 &
MAF: Multiple application factor; PER: PredlcQ@ envgliﬁgmentaf\éﬁte§ %© é\? AN Q ®)
. @ > o o o N
Table 10.3.2- 3: Exposure ia@ulaﬁqgﬁ@)r theye f-ﬁu scer@) (]&é@g 1) @ §> n
Crop No. of appl.} Appl. rat¢;MAF | Drift &@DFO ¢ Correction [© PERGifieid
- [l&rod/ @§ [@] @ -factor &| [L prod./ha]

Apple ® 015 [<ro | 8s73ge sy oo 10@ 0.047

MAF: Multiple application{gctor; \@@) Veg@atmn ¥ rlbutl@ facto \ﬂiR dlct environmental rate
. Rt L

S @ S Q
& o o2 ©© @ N @
@ @ O \\ N @ o S
Risk assessm@ for@ -t@et a@iroRx & § %
The risk as ssmen@;vas p&forn@l ac%dm the @?dancg)oent on Terrestrial Ecotoxicology

(SANC @L 329/2002@?» @l and th@}uld ent on regulatory testing and risk
assessiignt procedure@for lant prot ctl O@rodu@ w1tH\non ta@et arthropods (ESCORT 2, Candolfi

et al. 2000'°). @\; & @ 2> Cig %

& & o 7
Tier 1 in-fiel k ’S f l'@ -t t ? §
ier 1 in-fie (@'m 6@ sn@t or@on @e a@ rop

\

a.‘&smé? for 1ign-target arthropods

@

Table 10. %\% 4: Tier 1@ ﬁe§'lsk

N4 ® N K
Crop aré“ N P field LRso .
appligation rate ®CI€% @? @§ [L’prod./ha] [L prod./ha] HQ Trigger
Apple Aphidiis rhepalosiphts | © 0l >2.0 <0.075 2
1%0.15 L prod.@a" | Typhlodrgipus pell 4 >2.0 <0.075 2

PER: Predlcte@lro&%\ﬁtal @HQ: HMazard @otiem
& Q & 9
& &S

@ gy
Q\\/J @(@
P
16 Candotti er al.: Guidance Document on regulatory testing and risk assessment procedures for plant protection products

with non-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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For the standard species, the in-field HQ values are below the trigger of concern, indicating an
acceptable risk for non-target arthropods.

N
Tier 1 off-field risk assessment for non-target arthropods S @® S
N N
Table 10.3.2- 5: Tier 1 off-field risk assessment for non-target arthropods v Q @Q
M9
Crop and . PERGoii-fielda  } LRso i e . N
application rate Species [L prod./ha[%g [L prod./ha@% HQ (,‘2;\9 {N ggel@Q
Apple Aphidius rhopalosiphi 0.0474 >2.0A% <000 | 2
1 % 0.15 L prod./ha | Typhlodromus pyri @ >26 <0024 A f’@ @
PER: Predicted environmental rate; HQ: Hazard quotient ) 9 S N
@ \@ @Q \© ‘2’5@ Q@
MR R O N o

LN L
For the standard species, the off-field HQ@alu Gire I@OW @ tri@ of @ane@, indidating an
acceptable risk for non-target arthropods. % @ Q

T
7y
2
Q
%
E)f

Conclusion: Ko S

onclusion | @Q i INERS @7& < @ @ .
From the data and risk assessmghts pre@nted %bovef%‘t is nchQ, th@%nac@ tq}b*l@ effects of
FLU SC 500 on non-target arthropods #@the if el d offfjeld e iro@ent @not to>be expected

ZIR @
for the intended use of FLU S@OO @ o4 & @Q o (& é%
& @ o @ h @ "\@ 9
CP 10.3.2.1 Stan}ar(@bo%tory 1n%@)ron® target arthro @
S T g SO TS O
Data Point: @ AXCP, 1592 LEJK\P {Q)\J }V@ & @
Report Author: ¢y N Nl &
Report Year: O AQ 2087 @ 3 72, Y
Report Title: > Q@ Rose-1 ponse toXicity (PRS0XQY AE &569488C 500 to the parasitic wasp
9 Aph}@%}% rh OSlp&—)eble hi-Peggz) uiigler laboratory conditions
Report AR G106 @48 I Q @ N
Docurhiont No: o 2 0-01-1 ™ o
Guideline(s) followEth %B( é‘: 1(1@ et a&@
study: éa 2\ Fquk@enll OPPT unc@ﬂne 850 (SUPP)

Deviations from currenfR | Cud¥nt G @%l \LOBC Mead gLs et al. (2000)
- S)
test guidelingesy €y &2/1311% no&kapy IlC“fQ\e

Previous e%alualion: 3‘65 Atuate ,@d ac%@led
BN

2 (201
GLP/Ofcial lly N 7 Y&\{onductcd l&@l (@()fﬁually recognised testing facilities
recognised testing < % @ @ N
Y S
facities: Q A

Acceptabil 1ty/R;5},1abl ity: YL&\\)) @

%&@@

The stud @as p@rme@wﬁh an outdated formulation. It is only shown for transparency reasons

since itQvas part of ¢he ﬁ%@lstmg process. New data has been generated with the representative

formsg’\aftion the@;’@t ve substance renewal process, which is presented in this section further below.
¢ &
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Data Point: KCP 10.3.2.1/02
Report Author: o
Report Year: 2007 &J ©©
Report Title: Dose-response toxicity (LR50) of AE C656948 SC 500 to the predatory m& o
Typhlodromus pyri (Scheuten) under laboratory conditior @ A
Report No: 06 10 48 188 o L7
Document No: M-283517-01-1 - N
Guideline(s) followed in | IOBC (Bluemel et al. 2000); = O o yj)
study: Equivalent to US EPA OPPTS Gu{éeline No. 850@%0 SUPP) &> S O
Deviations from current | Current Guideline: BLUMEL ETYAL. (2000) Q@ @Q Q t"\gw g
test guideline: Deviations: not applicable g Q m@ N O
Previous evaluation: yes, evaluated and accepted @ @ S} @U @
in DAR (2011) @\% 2 & & N
GLP/Officially Yes, conducted under ((\K@Y/thually r@gmsxﬂutl@émul%@ % @
recognised testing & 2 R %, N R
facilities: Q @ g}\ﬁ @§ &3 @: <
Acceptability/Reliability: | Yes N Q@ @ Q ~ © @D @7&
NI S @ & §
The study above was performed w1tl@% outiﬁed f@nula@n It @onl tra are reasons
since it was part of the first hsﬁg process. New data has éerat withthe r@presentatlve
formulation for the active subst@ ren@val #ess@ucl@@pres& d 1&@% séﬁon futther below.
S & N @@é S
5 O KQ @ @ S
Data Point: KCPY0.3.2.1/03 § @A NS
Report Author: X = ,@ o A & o2
Report Year: Q) 2008 “EEEN N Q S
Report Title: § @&Dose r&@ons& xicity (LR?@of Fl yran%SC 50@%5 to the parasitic wasp
@) Aphidius thopalost \ (Destefani-Peyez) udder lab%%tow conditions
Report No: s© O [081048 092 A, % NN
Document No»> @  |M-=298601-01-1 ° , @ o Y
Guldellng(@followed 1n% [0B& Guide, (M@b BRIGGS @l 20@7
study: ;& O] USEPA P GuidelinéNo. 8§®SUP%
Deviafions from curxz&% Q\T’%nt Guldehn@ N )

test guideline: MEA[@- RIG @L (20 )
@9 Dev;;@%)ns Ngne All%validity crlte®were met.
Previous evaluation: 1 Nodpot ousliasubm
lugion: X[ Neyo prgfousigaubmighl g
GLP/Officially yes, @duc&gﬁ@lnde%@w@ially recognised testing facilities
recognisggtesting % O @ %G
faciliti Q A&
Accqptablhty/Rehabﬁf &qs D @y °
~ R
@ &
Executive § Q

S mar;%
In a labor &§
rhopal@

item rate*3 re

1nve gat

hal s@d suk@Qt)hal toxicity of FLU SC 500 on the parasitoid wasp, Aphidius

the @g?ldlty @iter@ccordmg to Mead-Briggs et al. (2000) were met.

After %

differences compared to the control occurred and a corrected mortality up to 3.6 % was found in the

treatment rates. The LRso

was estimated to be greater than 2000 mL product/ha.

ive product rates from 125 - 2000 mL product/ha were tested. Per test
ate&?%f 10 %@sps were exposed to FLU SC 500 on treated glass surface.

and 48 hours mortality of the wasps was assessed. After 48 hours no statistically significant
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At 48 hours, 15 surviving females per treatment were confined individually for 24 hours over untreated
wheat plants infested with the host cereal aphids, Rhopalosiphum padi. After removal of the adult wasps,

the aphid-infested plants were left for 11 days, before the reproductive capacity was assessed. No ts &
on the reproductive performance of the surviving wasps were found in any of tl'%product rates@ g

@
&  o&
I. MATERIAL AND METHODS % § §\ &
Test item: FLU SC 500; specification no. 1020000181@8; batch 1D %07 01165%°TO 109 @Ej
@
analysed content of a.s. = 501.0 g/L fluopyram; density Fl88 g/mL. Q@ @© Q y\g@ &

Test design: Adults of the parasitoid wasp, Aphzdzus@?opaloszphz @ess than 48 @ld) w@?ex %&d -.\
dried spray residues of the product applied on gla (?;e, ates at rates Sf 12,250,300, 1800 and 2000 @
product/ha and the effects were compared to thdse of a purified watér contrdl. {Ptreatfrent

applied at a nominal volume rate of 200 L spr solut@n/ha iSing a&g}hbr&t@ la toryi%’ick sprayer

A toxic reference (Dimethoate EC 400) applied at a%ate efwival Q3 mL /200 ater/ha
was included to indicate the relative susce b111ty the t&st org@wms nd t}@tes‘[ S}@em @’r fee@ng
25 % w/v solution of aqueous fructose \@@ pr(xﬁied %\ cotfon wo& read®

Mortality of 30 adult wasps (3 rephc of 4Ek&wa @g@f)er@st gmgg Waéassesgﬁ S@amd 4@§iﬂer
@

exposure. @

At 48 h, surviving wasps (n = 15 %nal@ per tégatm wer em \@1 eir rodu%tlve capacity
assessed by confining them 1r@dua£§wover {Hitrea Wh&@pla@@mfes wit h@&t cereal aphids,

Rhopalosiphum padi. %, Q) g @ &

The adult wasps were reniéved aftér 2@nd \@ aphid-infested pl@%% leﬁ@r a ﬁg%er 11 days before

the numbers of aphid m§mm " (the pupal S ge ‘@ e wasp) that had dévelo;@ was recorded.

Climatic conditions; @“ne cl@atl t Cc@htlo morta@y a@%ssmem phase were 19 - 22 °C
temperature and 3@ 81 % relqtl@hu §@ny Wl p do 16 howgs light and a light intensity
(A @smsz%@n) the temperature ranged

of 2100 lux. I ducg%n assessr%1 %ﬁe 0
between 19 - C @ a photope 0 ourgﬁ ght d a t intensity of 3860 lux.
gC aitanly riod e fehrings

Statistics: Figher’ s&act B1nom1@1 T (p< 5) w@fapp jedtop rtahty data, to compare individual
product_freatments wig) contre repro tl@ dat@ reatments were compared to control by

Dunnefts multiple -t&st (p @ %\

3
Dates of work: Ja@ry 21&20§Febmary 0@2008@ >
R

<)
Q NN
O Q@ ©
Q ©©©@ \I\©
2} §

1 @SU%@ AN@%ISCUSSION

feease abojato et
In a worst-case lab§£ory tl% e effeets of &@05mg the parasitoid wasp Aphidius rhopalosiphi to
drledt%pray residues Of FL@%S @0 o @SS @es were determined.

Corrected mor‘t@mes of@g O,% , 0 apd 3. 6Q© were observed after 48 hours in the 125, 250, 500, 1000
and 2000 mL oductyha tr ent i8tes of tHe product. There were no statistically significant effects on
wasp survi The\m d1 tha rate 50) was estimated to be greater than 2000 mL product/ha.

There w@% no @wtlc@ly mg}ﬁcam effects on the reproductive performance of the surviving wasps
in any@he @duct%eatm@

& & ES
&
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Table 10.3.2.1- 1:

Effects of dried spray residues on the parasitic wasp Aphidius rhopalosiphi
(Hymenoptera, Braconidae) in a laboratory study

Test item: FLU SC 500 R C%@
Test organism: Aphidius rhopalosiphi 6 Q\ 0
Exposure on:  Glass plates & @
. Rate ! Cor:elctt(}eld2 Re{production@’ Effe&s % 4&
reatment mortali mummi uct #
[mL product/ha] (%] . femalﬂ:% %] 2 %@
Control 0 & 146} g;\a N @
125 0 13 @ N4 @&
Test item 250 0 o < 13.7 a Q355 O E
500 3.6 Qa3 <« 148 Y
1000 el 1 N9 & @
2000 3.6 _ . G S TR
Toxic ref. 0.3 o0 @ ko S @ o N
LRso® > 2000 mL product/ha w oY @ © e &) &
! Application rate for test item in terms of mL pro%@per 2Q0L wétgr/ha @ % @ N Y

2 Mortality corrected for any control treatment dehths ugitig Abb fo N
3 The numbers of parasitized aphids per fema @ eack&t itery freatment were&@lpargﬁp th@bers @Kﬁe cofidol by
Dunnett’s multiple t-test (p < 0.05). @ & < N S @
4 For effects on reproduction, a negative e 1nd1c@s an iferease refative he co@ol. Q) N 2,
5 Median lethal rate estimated empmcall © & @@ @ &© @@) @@ N
@ N @ @
o T N e T & % & &
Validity criteria: é @@ @g @ AN @ \@@ o
All of the validity criteri’agv)erglet (ac@@rdir@ M@ad—Bri%g% et dby 200@)»\ @y\’
v e O ¥ .9 & o ©
F TS e §5 0 0 ¢
&8 S @
Table 10.3.2.1- 2§ alididy crlzf{@ SR
Malidityeriteria) O (U < Required> Obtained

Mortahty V@)thln the%ntrof\\ffeatn@t 4% & @a% <13% ;@? 6.7 %

h & & (i€ 5 wasits from 40) '

Morta@wnhln the tofic refe@lee @ s O iNSO‘&m@ 100%

freatmentat 48 h &y A N w

In the reproductl sses ents me \ iﬁé@’ £5.0 p@)}female 14.5 mummies per female,

number of mummles 1n@ f ot b@ore two zero values no zero values.

S O _©
MR
@
~) N @% I G%ON@LUSION
@ Q "\

The LRso was estlnf@ed to ke > 2 Q0 mI@rodu& a.

The\ﬁgures obtained ful@he
Mead-Briggs et@l. (2000).

@\é@

ASﬂs{@S concﬁiswlﬁgf applicant:
Theé*ﬁdy @ﬁ“ns a;é”%eonsidered as acceptable and reliable for use in risk assessment.
ﬁ{e en int is: LRso >2000 mL product/ha

skskoskoskosk ko
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Data Point: KCP 10.3.2.1/04 .0
Report Author: [ ] &g/
Report Year: 2008 D 3
Report Title: Dose-response toxicity (LR50) of Fluopyram SC 500 G to{the predatory @i @
Typhlodromus pyri (SCHEUTEN) under laboratory conglitions S N
Report No: 08 1048 003 A SRS
Document No: M-298616-01-1 = L9 9 2
Guideline(s) followed in | IOBC Guideline (BLUMEL et a%@OO) SN %, \\ @}@
study: (\@ S Q
Deviations from current | Current Guideline: BLUMEL@T AL. (20 \y S)
test guideline: Deviation: The cumulatlve Sroduction p males are c%?ted from dayao dag
14. Any eggs found on da .‘@ ere removed cou fecu%hty N
assessment.. All Va11d1t cfiteria were @
Previous evaluation: No, not previously su‘élgmtted@ @ g\a %U @Q AN R
O R A
GLP/Officially Yes, conducted u@er GL@?)fﬁc@ly rec @ sed tejstin@cilitie@ @ ’ @\K
recognised testing & \ \ <) Q" s §
facilities: @ @ S OIS~
Acceptability/Reliability: | Yes N N &N «© N O & w0
NS R N
N > & 9 o o
Executive S @ &@ AR B N
xecutive Summary > « @Q S %

< Q
In a laboratory study the lethat an%ublet@oxmgty of %LU SGS00 QQ%C preglatory mite, Typhlodromus
pyri Scheuten (Acari: Ph@@osem@e) iny&s] 1gated Five tes‘g@@ @?es from 125 - 2000 mL
product/ha were tested. Per pre%lct rate 5 repii¥ate 0 l@ ere expdsed todL°U SC 500 on treated
5 %

glass surface. X S N
N © @9 % % © & S
All of the validity @en&@ccord@g to &i’lmel etal. @)O) were m@t @
After 3,7, 9, @nd&days &oﬂa&gy of th \mlte§\vas a§§eﬂe§$d no statistically significant
/

differences c@yiparedNo the@ontr(@occug da ted 8 rta@y up to 5.2 % was found in the
treatment r%es The@Rso was es@nate to beg OO prouct ha,,

Assess@ts of mite r@rod v@ made at &11 aﬁ@14 @ys after treatment. After 14 days no
statistic gnlﬁcan\&fect orr're roductl@q“vv und. ¥

@ @M RIA§ND @HODS

Test item: sc@%oo ecifi anor@\o 162000088148; batch ID 2007-011657; TOX08109-00;
analysed content of 01.08/L 2 d 1.188 g/mL.
yse ent of a.5,~ NS f@ py§ en@g g/m

Test desien: Protonysiphs of t%e predato te @hlodromus pyri Scheuten (Acari: Phytoseiidae; less
than 24 h old, fronta syn nisé@coh \axposed to dried spray residues of the product applied
on }ass plates at rates 125 @}5 00, 1&@ and 2000 mL product/ha in 200 L deionised water/ha.
The effects w ared t oseQ@a deignised water control. Dimethoate EC 400 (10 mL product/ha
in 200 L wa a) n% s a toxic r@rence item. During the assessments the predatory mites were
fed with p& n (@yus nigya agg}}etul@endula) at each assessment day.

On day@% 7, 9 % @ the application, the number of surviving predatory mites was counted,

dead ﬁ re¢Qrded and removed. The number of laid eggs was determined on days 9, 11 and 14.

Jedes da@ were removed and not counted in the fecundity assessment. The final

d@ for mortality was performed on day 7 after treatment and the final assessment for
i

repro on was made on day 14 after treatment.

Climatic conditions: The climatic test conditions were 23 - 26 °C temperature and 49 - 71 % relative
humidity with a photoperiod of 16 h and a light intensity of 2080 lux.
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Statistics: Fisher’s Exact Test (p < 0.05) was applied to mortality data, to compare individual treatments
with the control. For comparison of reproduction data from individual treatments with the c@ml S
DUNNETT's multiple t-test (1-sided, p < 0.05) was used. Q&

N >
Dates of work: January 22, 2008 — February 05, 2008 S @Q
N & ©®
g IS
R S
Gy > b\ ° NS
II. RESULTS AND DISCUSSION & NS N @
The effects of exposing the predatory mite T yphlodus pyri to @ spray rees @U@ 50&©
on glass plates were determined. % Q @) @

o & & &
Corrected mortalities of 5.2, 3.1, 5.2, 5.2 and 5.were obsed m\t@ 12%%%0 &%, 1060 an@oo
mL product/ha treatment rates of the producty: None®f' the €deatment rates iftﬁ sighificantly from
the control (Fisher’s Exact Binominal-test, p @0.0Qnd t@’med' let@ate 50) was estﬁ%‘lated to
be > 2000 mL product/ha, the highest rat&ﬁ%te(j.\@ @ R Q> S) @§

At 125,250, 500, 1000 and 2000 mL p uct/l&%the r@rodu@\({uve p@orméng of @ mites was ced
by 1.8,2.3,3.8,4.7and 2.3 % relativ@o tléé"%sontr§. The@%\vas e stati@}éalggnif t effe of the

product on reproduction at all test tes T ssnulti -te -sidedt, p 5).cémpared to
the control group. ng % & S § @@ @@ @§ \%
The results are summarised in@@é tak{e%below@ f@@ @ Q& S @© N
' S @8 g O
S GO S

S
N N s SO
Table 10.3.2.1-3:  Effects Of@@d sp@;y resigdyres og@ae pr@tor@&mite T; J?%hlod us pyri (Acari:

P@”oseii ) ig&}abo%tory s S Q é& &\

— A
S H RGN
L4 mu@rl N N NS @ X
Exposure on: Glas@a ates S Qp S N
(87 @ R%l:)j‘) Correctedl  [cMean@umbefZeggs Effects on
Treatmént [mLsprodu @a] Smortality ? K0 r fe 3 reproduction ¥
S crrodutthal &7 1% o -14DAT) (%]
Control ) & O N 613
DS Q" 5.2 6.02 1.8
o 250 & 3 N 5.9 2.3
Testitem | Q7500 J0 =52 & K5 59 3.8
©@ < 60 - O52. 9 9 584 47
2900 @ Q 55 P 5.99 2.3
Toxjggef. o 10 b &3 = - -
LRso 5)@ >2000 mL productha . &> 0

2) NMortality corrected for contfod treatmert dea sing Abbott’s formula.
Negative val @ s,indicate an in% se in@rvivalsge ative to the control.

3) Results for produgtign in i idué@st-iter@eatments compared to the control by Dunnett’s multiple t-test, 1-sided
(p £0.05 %

4)  For effests on reproductiaiy; a pagitive vai@ indicates a decrease, relative to the control.

5) Med@lethae estitigted empjrically.

N
Valigiy& cri@a: @Q% . §

Aé\{of lidity criter§were met (according to Bliimel et al., 2000).
O

1) Application rate oRtest itgm\in termy of m@roc@er 200 L water/ha.
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Table 10.3.2.1- 4:  Validity criteria
Validity criteria Required Obtained @o
Mortality within the control treatment during o o N @
the 7 day test <20% (\@ 3% @® &
Toxic reference mean mortality of protonymphs 50— 100 % @ 77.@ N O\@
at day 7 (control corrected) Q}% O
Mean cumulative number of eggs produced per y D 2, ]
female from 7 to 14 days in the control > 4-@er female N 6 lyijp,er fer@% S
L S &
S 9 S & .0
> >y RO &
XD $ O
IIL CONCEUSION Q" . &7 o O &@
. a0y
The LRsp was estimated to be > 2000 mL produ Kha. @ \@ @Q ©\© %@9 @@
The figures obtained fulfil the validity crlterl Lof th@?oora@% method 1@?@ g @@. plate}accgyﬁing to
Bliimel ez al. (2000). v O S o
Y & @ K 'S & ¢
SRS EENER DO w S
& N Z < é w; AN 2 S5
Assessment and conclusion by aq&n@x w\” § @’ §J §p @ %
The study and its data are cons1d@ed a%accepégﬁe @ eh%ﬁ for& in as@me@
The endpoint is: LRso > ZOOQF@L pr@%uct/ha@) @ﬂ@ < @ Q& o @© %S
N N
& S) © S
CP 10.3.2.2 Extende (&&bm@tory ﬁ%nge@su@ge stu(iz}‘es w@ non-target
ro S
N ", @ & & @
Data Point: ¢y KCRJ0.32.2/01 Sy B N
Report Aulhof,}:\© g\@j ﬂ ((@j % S
Report Year: ~ @  [R007 < © 9
Report Titl® 2 Chr(m\\ijc‘”dos pon@loxwllﬂFR@) of ARC656948 SC 500 to the rove beetle
'\\@\ @) Al;@ham ineata GYLR@nde@@enqu\hbmalmy conditions
Repormo: o 2 N\% 43018 A Q" - ~ oy
Document No: 807 [M29587-01:17 X &
Guideline(s) loll@ﬁ\efd m% lOB und1e (G&%ﬂ\/l et al 2
study: ES) Fg@qlen@: Tus aePTs Aidelipe No. 850.SUPP
Deviations (e@;’n curr€yt @Kﬁ?lem &uldem&e Grlfmﬂ et %(2000)
test guidelige: eviagyns: ngw ppll le &
Previousg@yaluation: qlu'u@ and Leploeé&g
@ 2/} %R@()ll) ﬂ& @&
GLRQfficially y\g\ %é%s, w@mtcd@ndcr@i}ﬂ)fﬁcially recognised testing facilities
recdgnised testing Q @\ R Q
facilities: @ & @ &
Acccptability/&a/iabimﬁ < n& X
NS @
Y O & 9
> o

@
The study abo@@)vas erfo
é&t of@j firstlisting process.

since@\WaS
Q@ &

&

with an outdated formulation. It is only shown for transparency reasons
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CP 10.3.2.3 Semi-field studies with non-target arthropods

In view of the results presented above, no semi-field studies were deemed necessary. @f @@
N
Qb &> S
CP10.3.24 Field studies with non-target arthropods @ s O\Q
In view of the results presented above, no field studies were deemed necggg%;ry. . © . § ‘2”5@
© @ v 8 S e
¥ S @ 9 & &
V' Q& O

Q
CP 10.3.2.5 Other routes of exposure fo @%n-target thropods 69 N ®© é}

No relevant exposure of non-target arthropods i@ected by @&her rm@ Qof e‘gﬁosmé %) @}
. é@ﬂ N LS @
N 2 S-S
W\% SN S D &> & @
o> O @ .8 SN Q w &
SESIGIRC
SN <O A NN
RV o D § O o O
¢ . T H L YTE s
SIS AN @ ©
% AN %
v O & @ SN L9
o O o & &L
~ % § o & T O
8 @ o 0O ¥ .9 « )
TS e o %0 <
& 9 & @ @
S QO NTN N o 9 N
F e s ©§@ <
& £ .0 O « SIS, @
TS e S IRy
N é}”@’@ Vo &N
N T8 T e &8
@) Q
§ RENIIN > &©
T e &
v O & .9 o O @
QOO O N O D
¥ o K & o
< S oF 9wl
@7 NS @ @ N
i AN N A0 L9
B v S L@ @@
N (g @\ Q&@
N SN
&@ %%gf § )
§f§ Q & ©@
o S o
e
{x’ O @ﬁ”\a
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CP104 Effects on non-target soil meso- and macrofauna
& &
The risk assessment is based on the “Guidance Document on Terregtrial Ecotoxi@ogy”@ﬁ
(SANCO/10329/2002 rev. 2 final, 2002). S @ &)
@ &8
N
Predicted environmental concentrations used in risk assessment &% \© § \245@
~
For details of PECsoi calculations refer to MCP Summalygection 9, P@t 9.13. g}’ N @? @
o N o5 &
e a

Important remark by the applicant: The PEC.i values as presentéd below are int; rim@ues
. . N7 &

therefore subject to change until final modelling input parametegs’ can he estat she&. e
intends to provide final PEC,i values latest by e@ f March 2.%2. @@9 QR o - S

. S
%@@Q&%%@Q

Table 10.4- 1: xixaﬁgﬁszfecﬁgggﬁ?g\rﬂ@zii@%s@ n@ébajbg@@a:nl@gw SO500 @pl(@{} .

Compound m@'\ > ?;b °®ple§(& &9 ,,@zf\g N _ ©§

AL L X - I 0

Fluopyram | @;\’ 0435 @©@ S @9.122%& < Q\@ §,157
Fluopyram-7-hydroxy | > 6 @@o.oo@% ©§ Qg@ <01 s T §o.ooz
Tﬂﬂuo(r;gf)ﬂc:@ o ogor @O §®§o.g(§g . @@@f 0.001

®©© &®\ U& & é@.ls@&pmd&%} @@ @%
FLU SC 500 KOl T : ~ -

* @soil, accu means@sunﬁ@EC itial and PECSOE@moau @
€

PECsoil Vaqlu@or the pdduct FL S(é@o is, c@ula‘[ed‘%ﬂsed@n@le initial rate of the product (0.15 L/ha) in a
single applic " theg&tion ig;@ching © (BB\QFX 71-&% Worst@}e interception of 65 % for apples late), the
standard soil§ensity (1. ggp X the\q; Standard &g deptiQy cmgnd the density of the formulation (1.191 g/mL).

I
@ X @? O @ . 9O @
Uncertainty@actors@ﬂfor iS0) er&&np ion ef'metabolites
The metab@ite Fluopyra —7—h§0xy4§a a chiral cRier. Ecotoxicological testing was performed with
the race@ mixture.[[f@refo@ for thr m@@olit’e\an additional uncertainty factor of 2 will be applied
to the TER availableQor ea@wosprn@ballsfi mites and nitrogen transformations in consideration
of enantiomers. > @\ <
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CP 104.1 Earthworms
The risk assessment (calculation of TER values) was based on the NOEC values calculated fro e O
studies performed with the product and the metabolites. In case ECio values were lower than th EC§
and the calculation was reliable they were used for the calculations of TER valugs. @®
N & ©®
g N
s with LG sPrngs’?
Table 10.4.1- 1: Ecotoxicological endpoints — earthwor@eproduction {lud es with FEU SC &(ﬁ@andé\g
Fluopyram metabolites X
. & T g
. Test species, . . . O
Test item test design Ecotox1col®cal endpom& &&ferer@ @@ @Ci}
@ 316 mg rod/kg@s Q Q @
NOEC¢or =158 m od [kg, dws By Y <
o %NOEC@ 134 a.s. /@aws B, (2020) ™
Eisenia fetida I\%
. ECgsq, = 67 @g a.s dws@ M-688776-0 o
FLU SC 500 reproduction
. R 0= Jk & [KCARA4.1 @
56 d, mixed L ' %
& E@)m =J pro% Kt@}’ 10.4.1.1/0§
(NN @IIZS%gas gd\&@ N éﬁ
Q| N &
o Cm@ 59 a.s ke dws O &
FEisenia feti@ K NG\EC = f?ﬁmg kg dors @w (
Fluopyram-7-hydroxy |reproduction S N PCeon Y Mg Oy /k §©
56d, EC@:— calg thI};@t poss1 e CA 84.1/03
. . Eisentfeti
Trifluoroacetic acid reproguction E C @0 mg p - /@ws e
(TFA) ; {
56:d, mixed “ @
dws = dry weight soil, prodi > prodl@Q o
A Endpoint correctgd By a fa e to ph1h @bstam&}log Po©> 2)

B Endpoint calc

L@ on &he bas1s§§al

ﬂuop m c Rt nt in @ formulat1on

report)
c NgEtC of g %y/kg dv?%sls ba@gi on ets on t&\oody
S o)
& O 5 &
Q ”\7
Risk asse&s@%ent for eaxthworms % & @ Ko
A
gl @ 5 7 5

3,

@)
Important remaxk;by t e&app nt: The PE@M an
and are therefor@subj

\ X

ngef&ﬂtll final

%g§ % w/w; as given in study

Vﬁghe cong?tratlon 1000 mg p m./kg dws.

(&ER lues as presented below are interim values
medellingsinput parameters can be established. The

applicant i 1ns to @)Vld nal. I@Cso,l @ueg fad rev@éd TER calculations latest by end of March
2022. P Q\ )
§ &8
0 & @ g~
Tabl&lOA.l- 2: @{ ca%llatior e@hwo@ for fluopyram and its metabolites
Compound S;@:’les, study t@ve Endpoint PECsoil TERLr | Trigger
2 o [mg/kg] [mg/kg]
Apples, 1 x a. W\”
Beashn & \)@.
Fluopyrar@% @7@ Wo@ reproduction | NOEC =67 0.157 427 5
Fluop@ﬂ- 2 roxy\%arth@@m reproduction |NOEC =9 0.002 2250 A 5
( mac@)@ acid®’| g worm, reproduction |NOEC =320 0.001 320000 5

A

consideration of two enantiomers.

r the metabolite fluopyram-7-hydroxy the TER has been corrected according to an uncertainty factor of 2 in
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The TER values clearly exceed the trigger value of 5 indicating that no unacceptable adverse effects on

earthworms are to be expected from the intended use of FLU SC 500 in apples. @f >
S I
& O
N S P
@ < S &
Data Point: KCP 10.4.1/01 N @ & S 9. @
Report Author: I . A L0y & é
Report Year: 2007 @ L ©\\9 R Q
Report Title: AE C656948 SC 500: a@\pxicity to earﬁi\%fom@)("Eise fetid§) tested b &
artificial soil with 5 per peat N @ N © 9 (\A\@
Report No: LRT/RG-A-78/06 o, PRGN <IN
Document No: M-284362-01-1  © @ XN N & oy
Guideline(s) followed in | OECD 207, OEC%Guid@@qe for, Sting@(%rchel‘gzalséarth“/@’ A@@s <
study: Toxicity Tests (d98%) °~ AN @

Equivalent to 558 EP@%PPT@%@UM@@ NQ&&%.&QO@(SU@? 2 §

Deviations from current Current Gui@%ﬁne: <QEBCD &7 (193 2, @\9 éy S ©
test guideline: Deviatiogs@ot apRticable Since ¢S syg{e@’is ngdpngeratiata &iren@lt in EU
Previ luation: ted ted SAE R N
revious evaluation yes, ev@ e %n accgpted &, @@ ® S S N

nDAR WP g? & O & & .o
GLP/Officially YesCsondusged u@:r GLP/@fficiaQy recc@%sed %sting f@litie@
recognised testing RS % < & @ "N ©
facilities: e O N LW 2SR 9
Acceptability/Reliability: "} Yes KR SIS N N’

w & 6 O 3y .90 & S

> Q & ~

T -y ST |
The study above per ed\@h a&ﬁlt ted fortfa ath%@i:urt@rmor@thls study type is no longer
a data requirement in g\ Ct is&gnly@s\hown fQr trangj renc‘@reasgé sin&ﬁt was part of the first listing
process. ©© S o O K@’ g@&g @@ S o
>

(SN .
2 2 A v T 4 o
S ol N
&@ @© o\§ %@7 @% \@Q v o\@
RN T -
9 @ SR (S
QR S L LS
o O ¢ .9 o O @
A N
S\ L & 9 @
2 S @ o
& s Vs & &
5 NS & &
S 5 &@\ O
@%
& & T
2 Q
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CP104.1.1 Earthworms sub-lethal effects
LD

Data Point: KCP 10.4.1.1/01 . Ny
Report Author: D S

Report Year: 2006 N & K\%
Report Title: AE C656948 SC 500: Effects on survival, growth and ra%loducnon omthe

earthworm Eisenia fetida tested in artificial soil w1th§\purccnt pcat éa 2)

Report No: LKC-RG-R-20/06 &) & NN D
Document No: M-268821-01-1 NV @ < ) @
Guideline(s) followed in [ ISO 11268-2: 1998 (E) and OECD 222: Apul 2004 9 N N é
study: Equivalent to US EPA OPP¥® Guideline N/..&SSO 6200 (SL@’) Q 0O o~
Deviations from current | Current Guideline: OECD, (2016) X 2 ~ &

test guideline: Deviations: not applica N @ Q \© 9 Q{(@
Previous evaluation: yes, evaluated and a%ptud @ S ?é@’ ©® o\\? w

in DAR (2011) NS W
GLP/Officially Yes, conducted u%er GL@%)]%C@%/ rec@msed f‘@gtmg@amlme@ 2
recognised testing %, N @ % @
facilities: SN N (7\ N S §
@ o @) & S \ O I
Acceptability/Reliability: | Yes Q{Q} N N A o N ©
O
NN \0 @@ @Q § %@

9 O Q
The study above was performedzwith zm%utda@’d fop ulatl(@)@t 1@@ shown f§ ans@arency reasons

since it was part of the ﬁr@s‘ungﬁ)roo@s New data ‘has
formulation for the active %Jbsteu@ reneéﬁl pr@ss whtich is

%@1 gengrated with
ese@i in- @@% ectipn further below.
v €

o
S {° N
24\9 ®@ ©©@°\©§%%o\®
& T &E TS S
§°®% QO @‘@@& @
) > NN S @
S P R O
SEESERR & &S e
% 5 oo s & 0
N ) > @ o
IS @@”@@é@j@@@@o@\
2 %@%& &
QS L LS
@ O ¢ .0 © .0 @
Q O O O N D
Y S K 9 D
< » &9 9
@’ 2 @@0%
S Q\ L Q
S @f&@\ O
@%
g &S Q
§”§©%©@
o & o
Q
@Q%@
R N
@ & <

representative
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Data Point: KCP 10.4.1.1/02
Report Author: [ o
Report Year: 2020 ©©
Report Title: Fluopyram SC 500 (500 g/L): Effects on survival, growth and reproductmr@f the &
earthworm Fisenia fetida tested in artificial soil
Report No: M-680776-01-1 @§ IS &
Document No: M-680776-01-1 - @ A
Guideline(s) followed in | EU Directive 91/414/EEC, w) O & P
study: Regulation (EC) No. 1107/2009, (9 & \:4\9\ \\ N
US EPA OCSPP Not Applicable’? Q@ @@ NS y\g@ &
ISO 11268-2: 1998 (E), o s QQ SRS
OECD 222: July 29,2016 @ S Q S e
Deviations from current | Current Guideline: OEC (2016) 9 Q & SN
test guideline: Deviations: None. All vaidity criteria ydre meg@ 9 \(\@
Previous evaluation: No, not previously sw{mltted@ N v &:@ @© N R
@ o & QX D«

GLP/Officially Yes, conducted u%er G@fﬁc@\ﬁl rec@nlsed t%%tm@acﬂme@ @ﬂ) @&
recognised testing \\ @ % ®) %, §
facilities: (07§ \ @ AN & S N NS A
Acceptability/Reliability: | Yes Q K NS v o & o -
© N (@
SRR @b\?@@@@?@&@
, © S
Executive Summary @ 95@ R @® S Q

In a laboratory study the e@@
Eisenia fetida was tested d
and treatment. After tht& eriod, the f@.ﬂt €
cocoons and juvenile garthwo
S&y was'8
st itgm rat

each were expos@to F%@ SC@QO mixed 1@3rt1f<@ga so@g@ @

s th@surw@rs WE&@CO
and @’0ma§§ﬂeffe@5@ W

i i

total duration of the
soil were tested. P

After a perio
data moﬂa%
cocoons and juvenile e
hatchegfi@om the coc

s of $LU%§C 500 g@; survival 48 repﬁ@ductlon of éult earthworms
ring a %@xpos of @eeks (@irst paﬁ) ln@lﬁﬂ»& il bgcomparing control
WO@S wese remoyed fibin t@es‘[ vessels and the

rerggined @ th vessels fog@ddltlor?;\a’l 4 wiegks (second part). The
S. E@ht te @tem Egﬁ%s frof 18 téﬁOOO@g product/kg dry weight
repli€ates and fo cont@pl group 4 r@hca‘[es with 10 earthworms

&

R
d, a@the1§§§h eight was measured. From these
ter ait addigional four weeks exposure of the

ﬁgﬁun&@? counting the number of offspring

()
ve%©%

The study fulfille %Vah&lty critetia of OECP222 dehnc%
o B2

The endpoints wéte: N@Cmﬁ >1’r®0 Y\\prod
prod./kg dry ght@@l 101@5011 {\g@

Qvelght artificial soil, LOECmortality >1000 mg

ECg@vth = @6 m rod./kg dry weight artificial soil, LOEC growtn

=562 mg prod./kg dry weight artif c1al rep ion= 316 mg prod./kg dry weight artificial soil,
LOECepgigiion = 562 1% prod.Jk® elg @I‘tl % soil. The ECyo and ECy related to reproduction
are deteffnined to be-. % and® 6 mg prod d@velght artificial soil, respectively.
% S
N < ~ S Q
S (ZM A ALS AND METHODS

Test item:

&
c1ﬁc§l’onr@ 102000018148; Batch No.: EV57002782; TOX21406-00,

E%Q%j S %0
1 14inid 42. @ / lent to 504.9 g/L; density: 1.191 g/mL (20 °C
analytica @( m@ﬁ 4@ W, @uop?@m equivalent to g ensity: g/mL ( ).

Test de%ﬁn Ten adu eartl@@
4 rephic tes@

eatrttent group) were exposed to control and treatments in an artificial soil (with
1 ea% @pntent). The@dy consisted of 2 parts: Adult earthworms were exposed to the test item for

a perig
vessel

rms (Eisenia fetida) per replicate (8 replicates for the control group and

4 weeks (first part). After this period, the adult earthworms were removed from the test
nd the cocoons and juvenile earthworms remained in the test vessels for additional 4 weeks

(second part). The total duration of the study was 8 weeks.
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During the test the adult earthworms were fed once per week with approximately 5 g food/vessel (animal
manure). The offspring were fed only once at the start of the second 4 weeks exposure period by miging S
the food into the soil. The artificial soil was prepared according to the guideline with the foll g
constituents (percentage distribution on dry weight basis): 70 % industrial quart%and 10 % S@gnun@’
peat (air dried and finely ground), 20 % Kaolinite clay. )

& n

After a period of 4 weeks the adult earthworms were removed from the test V@ésels the survivorswere
counted and their fresh weight was measured. From these data morta@and blomas@effe@ wey
determined. The cocoons and juvenile earthworms rema%@d in the Ve els for addlti@}a obir wee @ @
After this additional test period the reproduction was determined by ggtinting the berg} off

p p Y& g @41 S é& ng @&

@
hatched from the cocoons per test vessel. @} 69 Q N

Climatic conditions: The climatic conditions We(f?@he temperatuﬂ ran@QO jéoc \x.th a phgl")open@%
of 16 hours light and a light intensity of 400 - 8 \ % @

Statistics: Data for mortality were not statis ?zlly @ﬁlua&g?beciﬁ\\s’e v‘ ort @y occﬁred Data of

growth were tested for normal distribution (fQ gen of @nce@mg S ApIr lk’ est nd
Leven’s -Test (a = 0.05) respectively. Daf hwere allg%dlstr ed an
variances was given. Therefore Wllhs ts t@st ongysidedss all o= Q to d ine

NOEC and LOEC values. Data of re uctiQ,n Weéiest@or n&gnal § mog@ielty of
variance using Shapiro-Wilk’s-Te t nd I%ren s Test(g'= ctiv of reproduction
were normally distributed and h@@oge e1ty Varla@es @we@ he @re lam's 'St-test, one-
sided-smaller, o = 0.05 was us@ to degﬁ min) O &and ues. latjon of EC10/ECayo

and their 95% confidence ligifits WaNase@on the thodefwhiclzp ov@fs the best fi©out of different
suitable regression models. @ SN S %
g N o @ <

& 9
Dates of work: Septembér, 09, %19 I\%Ven@ 11 @019 ISR %@ x>
9

ISERE N
@&@Q@@@@@@@&
S QO 0N R OQ@K@
PN NN S
o O SRS S o
¥ S 0 O «F & D
¥ 9 & o 9
s 5 a5 T o &
S & & & o &\
A O@\Q% @%\(@%\@
FINEFSF S
5 & & & .~ S
QBSOS
@ O ¢ .0 © .0 @
OIS AP
A\ @@@@
o & @ &S
& SRR &@@\
> ‘2§@0@’Q@@
S @ﬂ&@\@&@
@%
RS
% Q
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I1. RESULTS AND DISCUSSION
N "\@ @
Table 10.4.1.1- 1:  Effects of FLU SC 500 on Eisenia fetida @ @
<)
Treatment 3 S B
Parameter [mg product/kg dry weight artificial soil] SR
Control [ 18 32 56 100 | 17870 316 | 562 | @000 42
Mortality of adult Yg) @& é\g @
carthworms [%] 0 0 0 0 0 @ 0 @ 0 § 0,
after 28 days \(} . S) gj\g D m@ N
Significance & S . @) 2
(Mortality)* & MR &£
Mean change of . RN ¥ D 7,
body fresh weight N S L o N o
of the adults from 20.99 28.53 24.(8 iﬂ@@ @&7.61 6&8'%@ 19.@§ &09 %6.43 )
day 0 to day 28 [%] > © K o |9 L o
Standard deviation 5.39 3.03 [."4.05 7.25@\\ 7&@ J35 [ 46 2.%09 283 |
s B % ° @
Significance _ _ Q@ K\ S Py 9 _ C} N IS ®
(body fresh ® = & % S @ q +
weight)* & S PN D O « P
Mean number of R 2 < > NNERS Q) < S
off-spring per test 297.1 |@67.0 3279 3@@ @@.5 @02 3 é> 26@ L&@.O 58.3
vessel after 56 days a ST S @ & ©
Standard deviation 33% &2 \j@s.s N35.7Qr 3535 de0 |88 4 144 | 115
Coefficient of 7 SN
variance (%) 82 |y 42 ? lo4>| 148 | &0 M1.9x 2607] 102 | 198
% of control & - o 8997 [ 1103 [~M02.1 % 91407 1087 | 89.8 | 478 | 19.6
Significance é@ § Q@ D N @ © . N
(reproduction)** (§ vl S 2 B -
& |5 AdultMortality o5 | < Growtit, = Reproduction
NOEC@ @@ %© © AN %) @© 9 @
[mg prod%g dry =00 % @ @y 31 kY 316
weight Soil] NN & ~ o  ©
ABEC o . & N & O v .0
[mg prod./kg dry <’> &\ >§90 o ¥ % 562> 562
weight soil] k@? o N Qy @) >
EC1o (mg prod./Kgdry ht gﬁﬁcial )R 277
95 % confidengg limit€d . @@ o § @Q (222 - 356)
EC20 (mg prod/kg d@wei&@arﬁfi{l}l soi@m @\ > 356
95 % confiflence limits NS S @ (303 - 400)

* Dun@‘s Multiple t-t€5f, two d, a @.05), p signi\fﬁ:ﬂant, - =not significant
**  Willlam’s t-test, ogeided sma er, 4= 0.05)&t+ sigr}i@nt, - not significant
*k% Re o, ECao (Probitanaly '%sin [fRBar lijgefhoo ression)

N g dese

O g &
N SN
Mortality: x@ A § N
After 28 c&é%@ of t&}pos ) no:@ortal*i@@in the control group was observed. Therefore, no statistical
evaluatio@y wasggonducted. efore, the endpoints related to mortality were: NOEC: >1000 mg

prod./@ry gh‘@i%iﬁciii@oil and LOEC: >1000 mg prod./kg dry weight artificial soil.
S & T s
Effectsp@l@ growth:
\

No statistically significant effects for the growth relative to the control were in the test item
concentrations up to and including 316 mg test item/kg dry weight artificial soil (Dunnett's Multiple t-
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test, two-sided, o = 0.05). Therefore, the endpoints related to growth were: NOEC: 316 mg prod./kg dry

weight artificial soil and LOEC: 562 mg prod./kg dry weight artificial soil. @o S
. <
Q\ v
Effects on reproduction: O o o
S S QS

No statistically significant differences concerning the number of juveniles re@tlve to the@ontro ere
observed in the test item concentrations up to and including 316 mg test%ﬁ%n /kg dry v@lght ﬁc&f@
soil (William’s t-test, one-sided smaller, a = 0.05). ©) \ @}6 @

Therefore, the endpoints related to reproduction Were NXEC 316 n‘@od Jkg d 1gh§1ﬁc 5011 S

and LOEC: 562 mg prod./kg dry weight art1ﬁ01al . The EC; I.) and E g (C. IQvalu@ we n\

calculated to be 277 (222 - 322) mg prod./kg so welght and 6 (@93 4&9) m%rod /k§%011 Q
@

weight, respectively. Qo? @ \

Validity criteria: % Q%\\f
All validity criteria of the OECD 222

Table 10.4.1.1- 2:  Validity criteri@

° 2 7 SENS)
Validity criteria acc. to OEC !Q?Z.» (aia\f)ted 2(@6) @ &%eq@d o (S O@ained

K x (Ea}ﬁ N 2
. . @ ) § (:ZD 0 @ N @CD 0 A
Mortallty Of the adults m th@:ontr ¢ @ & <_ 10 & % O /

&
V
@ S)
Number of juveniles @ﬂhwo@ pego\%htrol Vessel)Q w\g\ & &\ 236 -342

Coefticient of Va$<;e of©§)rod‘1§g%n iftthe co&rol § Q@S 30 %b @J 11.2%
QS N
3 & S L ° K@J 53” & & e
Reference test: 03 X
N v o o _

The cop€sponding to sta@rd re@ence test, suth t e@efer@e test item mixed into the artificial
soil, was’performed-from 2649-02:04 to —04@ R R Rei%Z/ 19; NON-GLP). Effects on mortality
and growth of the@ ts after a @pos&ge pe da%and the number of offspring after 56 days
were determined @ &

@’
No moﬂalit@he @t %ﬁwom&s Was 0 0@5ew&@22§@ after application. The change of body weight

of the adult earthworms ficentrafion o£ 9.0 mg a.s./kg dry weight soil was statistically
significagfreduced in @mpan to@ &rol (results of a Dunnett’s multiple sequential t-test, two-
sided, 0.05). @ S

Th %[mber of JuV?é@HIe @tes&@smlé the ﬁ concentrations 2.5 and 5.0 mg a.s./kg dry weight soil
were statlstlcal ~significant feduced, in ¢ arlson to the control (results of a Welch t-test after
Bonferroni-Helm, m&-&de allé@a =

Accordin t@he uideli 1gn;{ﬁcant @cts should be observed between 1 and 5 mg a.s./kg dry weight
artificial @gil. THES, th@esulf this reference test indicated that the test system was sensitive to the

referegi@test&@m. % @
v

& @ -
¢ £ <

III. CONCLUSION
All Vay criteria were met. The endpoints were:

NOEChoraity:  >1000 mg prod./kg dry weight artificial soil
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LOECoraliy:  >1000 mg prod./kg dry weight artificial soil

NOECgown: =316 mg prod./kg dry weight artificial soil S Q\ @&
LOECgown: = 562 mg prod./kg dry weight artificial soil S N 4, S

O & § e
NOECieproduction: = 316 mg prod./kg dry weight artificial sdib) @ %\ \°\ @}6 @
LOEC eproduction: = 562 mg prod./kg dry weight artiﬁcizi Xl @Q %@Q § é\” &
ECioreproduction: = 277 mg prod./kg dry weight artiﬁ%@l soil Q& S N @© @q}

ECaoreproduction: = 356 mg prod./kg dry weight a@ial soil
@Q
& @G ﬁ?j .
According to EFSA (2015) the level of pr%ectio@r thezECo chassi@d %“ igh@‘Thi@mad
width of confidence interval (NW) ratingﬁo tl{NECmi\N‘gm%. Q  « §
o O LD LS SN &
SIS I -y
& NN @ ) 9
R N Q e
Assessment and conclusion l}ya%pp}jc nt: @,@9 (@@@ @® & @©
The study and its data are a%ﬁidere}as @pta&le and@rﬂ&iab]&@r gi@n ri%lé assessirent.
o @ ° .
The endpoint is: NOEC f@l% n@pm@g doré§4 mg@&.ykg@s (E@d g\g@)roductlon)
9 O . LN o O
s & & ¢ <
TR
@
CP 104.1.2 ﬁr@or@s ield.studies N é@ @& S

&
In view of th@@%ul‘c \ese§ed abé*e, n%%eld st\\g&iies Jyere n@ssaryw.\\ﬂowever, further information
on the formulation REU S& 400 ('%pres%lt din \ﬁ@ actiQe sub@nce&@&sier MCA 8.4.1.

N @
Q@' g%\ S, °\% ‘§

 C ¢ @
S DY SN
A & \QQ %&@ o \@Q L0
FUSSE S
5 & & & .~ S
QBSOS
o O ¢ .9 o O @
MR-
S\ L 4+ 9 @
@7 @@@"oy\a
°\Q @\
Q N &9
N %@Q@’Q@@
S @ﬂ&@\ O
@%
U Q
&§§©%©@
AN
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CP 104.2 Effects on non-target soil meso- and macrofauna (other than

earthworms) D

The risk assessment (calculation of TER values) was based on the NOEC values calculated frqm th
studies performed with the product and the metabolites. In case EC1o values werglower than O&C
and the calculation was reliable they were used for the calculations of TER V@§es.

\
S <§ < &
2 &
Table 10.4.2- 1: Springtail and soil mite reproduction @ws with F 1@%C 500 and@op)@m @? @
metabolites ©Q é\g &
© @ N
Test species, 2
Test substance test design Ecot%%moglcal End‘@mt " é %fere c@ @&

Springtails, reproduction @\ N\ v <
A

§ {8 m@%d %dws S
T w @
NOE EC gg(i@d Sb _@01@ @

Folsomia candida AB C
FLU SC 500 reproduction @ EE% _ of/l%’&i S M- 804(1)2_0}(;} §
28 d, mixed QD ' ‘”\gl W W\? : S
OF ECigeon 20%@prm@’g dws | REP 1042.1/03
$ ) "~S=107mg ﬁ@kg d q O %
@Q ECuye =:®mg§@y NN
Fluopyram-7- Folsomia@dida = 562 rﬁg p m. @%dw B %20)
h drﬁi reproduction & %E Cco ZSMgpni*/kg o [M-735397-01-1
yaroxy 28 d,piiked O § 611 mgpm g dws @ KA 3.4.2.1/03
N @}‘@ NOEC é@loo Qgp. n@g dv%i \”@
Trifluoroacetic {@ omia and@ Q@ @ (Na TFA) 8%_ (2012)
) prodéigtion @ g @ /kg gws M-436127-01-1
acid (TFA) 28 ¢ Hixe O*” N A) @ KCA 8.4.2.1/05
& N d& NS N 42,
0 alcujation n@osmb
Soil mites, re@oduﬁon - N9 @U O @
>
\ Hy i L@g @ NOBE > 1600 nggjprod.Ae dws | o (2020)
NOECorr 00 mg prodlkeg dws
FLU S%»soo eifer & M-678468-01-1

B
@WEC\ 424 mg aglkg dws KCA 8.4.2.1/02

rod Et»lon AB 4.2.
§ 4d mlxe(i@ EC@” mg a:5/kg dws KCP 10.4.2.1/04
Ca

A latl® not possible

F@% ‘g

Fluo ram—“)@@ @ulec‘m@ o\@ @OECX@ IOO@mg p.m./kg dws I (2020)

hYdrgzy repro§iﬁo @ EC Z@ mg p.m./kg dws * M-754291-01-1
@ 14@ ,,s-b @ KL g ulation not possible KCA 8.4.2.1/04

NS
& O
W W%@'ﬁ > ONOEE. > 100 mg p.m./kg dws

Trifluoroacetic acul@ifer o> ) ®) (Na-TFA) I (2012)
. . > 84 mg p m./kg dws M-436326-01-1
acid (TFA)  @° reproduction @ S (% P & N o4 e
& o, mj @ Q’EC (TFA) KCA 8.4.2.1/05
% & "% calculation not possible

dws = dry w‘@ght sedl, prod. %rodu;e‘\\g Y
A Engppint coffected bgsa facto@f 2 due to lipophilic substance (log Pow>2)
B oint caf¢ulated on t is of analysed fluopyram content in the formulation
%2 4 % w; %en ir«p\sg dy report)
@As @ dy v&@acon ted with sodium trifluoroacetate which is the sodium salt of trifluoroacetic acid, the endpoint
verted to triflt®roacetic acid with factor 0.84.

&
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Risk assessment for other non-target soil meso- and macrofauna (other than earthworms)

& o
Important remark by the applicant: The PEC,.i and TER values as presented below are interipdvalue§?
and are therefore subject to change until final modelling input parameters be established.

applicant intends to provide final PEC,,ii values and revised TER calculatiofty’latest by end>of M@ch
2022. S Q o
%% \© Q, @ '24\9
O & N
Table 10.4.2- 2: TER calculation for other non-target s Yl meso- an@acrofauna {7 ﬂuo@am @&
its metabolites @} < S R S &
Tri

Compound Species, study type % int
[mg/

Apples, 1 x 75 g a.s./ha @C& @@ w\g@ &,
o
Fluopyram Folsomia candida AN N@ @37.8 Q 0.
Fluopyram Hypoaspis aculeife&i\? . \N%E% 22&@ mﬁl&&@ &\@)350 §
Fluopyram-7-hydroxy | Folsomia candz@ BN NO@ 281 0 5
5 Y
Fluopyram-7-hydroxy | Hypoaspis a@kifer @ |NOEC _50® ©002 Q)= 1@00@ Kg 5
. S ) ) SRS
Trifluoroacetic acid | & 1o o @andigiis @NO@§ > § 0007 |22 84000 5
(TFA) N o S g o Q
Trifluoroacetic acid . NS Q@ )t .9
(TFA) Hypegspis @e#er@ @Ec > 84 <0200 L 2581000 5

&
A For the metabolite fluopygm-7- ydro e Tas @n cg,gected a%ordn@o an uncertainty factor

. . . (.\ ) °
of 2 in conmd@ﬂon o%;'« 0 el lomers. S AN Q ' N

v
@&@QQ@Q@ ©&

O
All TER values @earl \Qxceed&the t gger e of. ndlcﬁn Q’ no @cceptable adverse effects on
B9 1sm§ re tode exp@ted th%mten use© FL@SC 500 in apples.

IR @
oD @
& .8 &@@ &< 5
N %
FINE S F S
@Q%@@»é?o%@@
o N .U O .0 @
Q O © SN NN
¥ o K & o
S R
& R A
@%\ 0,9
B %QQ@’@@
N @@> Q&©
: «
WO AR
§Y§©%©@
> O o
¢y ®
@9@@%
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CP 10.4.2.1 Species level testing

Data Point; KCP 10.4.2.1/01 . Ny
Report Author: [ ] fe S
Report Year: 2007 N & K\%
Report Title: AE C656948 SC 500A G: Influence on the ruprodugtlonq;f the collcn@ola spgegies
Folsomia candida tested in artificial soil with 5 % pcé\\ éa 2)
Report No: FRM-COLL-50/07 cn A \ N
Document No: M-288904-01-1 X @ & Q @ @
Guideline(s) followed in | ISO 11267 (1999) oY %@ NS é
study: Equivalent to US EPA OPP"@&Guidclinc N&B50.SUPP © Q Q &
Deviations from current | Current Guideline: OEC (2016) R 2 S & e &
test guideline: Deviation: not applicab N @ Q \© 9 Q{(\@
Previous evaluation: yes, evaluated and ac&ptad o @V@ 2, ‘P\f@’ S °\L\7 b
in DAR (2011) NS W
GLP/Officially Yes, conducted u%er GL@%)]%C@%/ rec@msed f‘@gtmg@amlme@ 2
recognised testing %, N @ % @
facilities: AN @} & a °\ (&\9 R §
Acceptability/Reliability: | Yes Q{Q} N S o N D
O
NN \07 @@ @Q § 2
) (QIERN

9 O Q
The study above was performedzwith zm%utda@’d fop ulatu@)@t isonly stiown rangparency reasons
since it was part of the ﬁr@s‘ungﬁ){&gﬁ@s gw data ‘has l% geﬁ@rated with the representative
formulation for the active substange renewdl progess, wiiich is ese@i 1no sec(ayn further below.
> f & &V
v .9 O Qb N )
T

o,

< @ q&% ) o © & §\

Data Point: & KKCP 1921 ™ @\)\' @ o
Report Author: Y YN N K
Report Year: (© S 2007 3 S v
Report Title: © @% ggtfopyram SC 569: lnﬂ@@nce @\r{mrle@y and@eproduction on the soil mite
& spcuc@Iypo&&pls ac@@lfcr td@ied 11)5,1rt1t1u§§~4’011 with 5 % peat
Report Nav €] KREYIR- 348 NS
Docurfieat No: @ [M$987030-01-1 o . © N | O
Guideline(s) follow@n «f@\ccom %ﬂddtl@\ of the Hypeaspis Rédg-test group (HASTE), Final Meeting on
study: Janug ;\@W in Y&%cht; o

© @% EqsSalent @US EPA OPESS Guidbline No. 850.SUPP
Deviations fr. curr@@ C@rcnu@r’?dclin©015gl©zzﬁ 0

test guideline: @cviaﬁgns: na@pplicéyle
Previous luation: yes, @Pﬁl uut@bndﬂc@ptcd&g@
& 9|in@R 0th & -

GLP/Officially Qo es, (\e- icted grder ‘\\I‘}\P/Ofﬁcially recognised testing facilities
re s%‘ﬁsed testing Y % o\ Q@Q é
facilities: ROPSEAS)

)

(@)

Acceptability/ R¥abilit, [ Y@ &
& O @ S @
&S Q
swas pert m@?
The stbyas erto with an outdated formulation. It is only shown for transparency reasons

since #t, was Part listing process. New data has been generated with the representative
fo ation%or th@cth@ubstance renewal process, which is presented in this section further below.

$

&
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Data Point: KCP 10.4.2.1/03
Report Author: o
Report Year: 2019 &’/ ©©
Report Title: Fluopyram SC 500 g/L: Influence on mortality and reproduction of the Q\ 7
collembolan species Folsomia candida tested in artificial g Q Au
Report No: E 314 05458-0 o L7
Document No: M-675002-01-1 - & A
Guideline(s) followed in | EU Directive 91/414/EEC w) O & P
study: Regulation (EC) No. 1107/2009 (9 & \:4\9\ \\ N
OECD Guideline 232 g Q@ & 9 2| &
US EPA OCSPP Not Applicable ® S & Lo
Deviations from current | Current Guideline: OECD (2016) S O @U @
test guideline: Deviations: None. All V%l' criteria were etw@f é f$ . \(}
Previous evaluation: No, not previously submdted . RN @ 6\ ) %“@ Q>
& &) NI D S
GLP/Officially Yes, conducted und@GL%@fﬁcia@ﬁreco@sed @ng f@'@\ities& % .
recognised testing % Q@ @ Q IS @) @7 @&
facilities: S NN SN @ §
Acceptability/Reliability: | Yes @ ° %@ \& e
SIESIGCERS § 6‘@‘” ,@
Execui & \ ”\a >
xecutive Summary Q @ @Q
\

In a laboratory study the effect

Folsomia candida was tested,( rmg\n e
treatment. Eight test item r(%tes froar 18 t
rate 4 replicates and for the congrol groép

SC 500 mixed into arm\\fﬂlmal

days.

The mortality: @Qhe

item rates (3 nd $Q00 mg prod.
significant @fferences ggﬁmort&if/%r
artificigl@oil occurred@@»

&

It test orgagisms

ﬁ%g gelg@ml) €@mpar@d to the control. No statistically
en t

&

Mo@ahty i reuctl@ of é&e co%léz

9
FLBSC 5(@’ on @wal @% re ductl@l of colkgmbolan species

ure of 28 da iciabsoil compating control and

00 @ proc@t/kg dry W@ht sail Weredgsted. Per test item

8 r§cate&wnh @%olle@mbol%‘?eac@we exposed to FLU
ola\@was assessed after 28

§§a o &

The study fulﬁlleﬁ V@lty egala %E@ 232 *@megg@ @& @@

v@s sta&%‘tlcal significant different in the three highest test

rol Up to gyd 1nm@mg 178 mg prod./kg dry weight
AN
O @Q L Q

Therefore, the No-(bservedSEffe Con&ra‘q&% (NQEC) f@lortahty is 178 mg prod./kg dry weight
bs ct C@mntr@o OEC) for mortality is 316 mg prod./kg dry
$ V% es f@ mo ty were calculated to be 240 and 488 mg

artificial soil. The@owe t-

weight art1ﬁc1a1
prod./kg soi

Concernm%the number @f ]U.
control yto and including 5
mg prodykg dry W&@t artg
the &&atrol occurrety @

cial SQII) a %tlsthﬁ@/ significant dlfference in reproduction compared to
o &

Therefore, the @o- Observed@%ect @once, atlon (NOEC) for reproduction is 562 mg prod./kg dry
est-@ served=Effect-Concentration (LOEC) for reproduction is 1000 mg

weight artifici s011

prod./kg drigwei Nrtn"

and 991U@§mro (' g SO

IS
§@@@

sojl. The
“@’%ﬂgm

@

10 and ECy values for reproduction were calculated to be 794

I. MATERIALS AND METHODS

Te% ite @FLU SC 500; specification no.: 102000018148; Batch No.: EV57002782; TOX21406-00;
analyté% findings: 42.4 % w/w fluopyram equivalent to 504.9 g a.s./L; density: 1.191 g/mL (20 °C).

Test design: Ten collembolans (10 - 12 days old) per replicate (8 replicates for the control group and 4
replicates for each treatment group) were exposed to control and treatment. Concentrations of 18, 32,
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56, 100, 178, 316, 562 and 1000 mg prod./kg dry weight artificial soil were mixed into the artificial soil.
During the study the collembolans were fed with granulated dry yeast. The artificial soil was prepgred S
according to the guideline with the following constituents (percentage distribution on dry weight @S)

75 % fine quartz sand, 5 % sphagnum peat, air dried and finely ground and 20 ‘Vgiaohn clay. l@rtaht@
and reproduction were determined after 28 days. S

Climatic conditions: The climatic conditions were in the temperature ra@e 20.0 i °C @1%
photoperiod of 16 hours light and a light intensity of 400 - 800 lux. v

Statistics: For statistical analysis Fisher’s exact Bino&%@al Test (B@fenonl Cor@tlo ne s@d @
greater, o = 0.05) was applied to mortality data and William's t-tes e-sided sm@ler 0.0 as &
applied to reproduction data. The LLCs values were @lculated w%@g ogit analy@ and t@ EC@@/alu%
with 3-param. normal CDF analysis.

p y O @) Q o SN

Dates of work: September 23, 2019 — October 25,

. > \\ \\ o X
Table 10.4.2.1- 1:  Effects on mortahty@d reproduction of &lsomt&and@ afte eatl@nt with ¥ LU
SC 500 Q SER - S
o & . < (3 3 SHIR & -
i Q
Test concentration Adult q Slg% ﬁcanq%) Mean nu@r of ©} R Q&g duct@? ngni ficance
[mg prod./kg dry mortali NN nilesPpr te [%) fo I (%)
weight artificial soil] [% @y vesgetk SDQ (@)
Control § ¢ 9003 =+ Q\f?alo 2 & --
18 @2 s 9 > §@ 923.5 + 105D 02.6:_° -
32 5,00 S 8838 o 1175 | % 98ay -

56 SRS SB3738y = @40 S gl -

100 & a5 o & ] 83 @462 | 1060 -

178 7 A7 33> |- L989.0 OF 1883 |0 109.9 -

316 & 0 O &0 A8IRy =354, 953 -

62 O] Y15 ¢ ENE T 99.0 -

@50 & s | &7+ V7 [aeised 43 80.1 +
2 @%n@points QY . © °\M Mortality Reproduction

NOEC [mg prod/k@; weiéht al}jﬁial S’@{ﬁj/ @%\5’ Q 178 562
LOEC [mg prod &g dryoight atificialgpil] . " @ N 316 1000
LC1o/ ECyo [mrod AP dry weight artificial s6il] . K 240 (139 - 341) | 795 (634 - 860)
LCao/ ECoo{mg prod./kg dr@wmg@fmﬁg_@oﬂ] & %) 488 (344 -714) | 990 (917 - 1012)
Sz:ilculat;\?@/%:%ermzrelz Wli@j)rounalues@ @ @\%
SD: _, Standard deviatifa®
LL %oglt analysis; “BCx @aram ormal @ﬁ‘ s
* Fisher’s exact Binomin est@ﬁlBo@errom ﬁ‘ctlon one-sided greater, o = 0.05, “-“: non-significant; “+:

significant S Q
wok Willia@%&test\m% sidiﬁfallermﬂ 0.0§@ * non-significant; “+”: significant
F&Es
Mortali §y © @
In th&%ntr@’ou %?ﬁf the adult Folsomia candida died which is below the allowed maximum of
@5% mé@ahty
Concerinnig the mortahty of the adult test organisms statistical analysis (Fisher's Exact Binominal Test
with Bonferroni Correction, one-sided-greater, oo = 0.05) revealed no significant difference between
control up to and including 178 mg prod./kg dry weight artificial soil.
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Therefore, the NOEC for mortality is 178 mg prod./kg dry weight artificial soil. The LOEC for mortality

is 316 mg prod./kg dry weight artificial soil. o
The LCio and LCy values for mortality were calculated to be 240 mg prod./kg soil dry Wenggy ,',
confidence limits: 139 - 341) and 488 mg prod./kg soil dry weight (95% conﬁ@nce limits: -714)
respectively (Logit analysis). @ @
\
S & & .
Reproduction: ©) & v\g\ O\ @}@ @

@
Concerning the number of juveniles statistical analys1s%/11ham s t{est, one- s1de@small§a =.05) &
revealed no significant difference between control u@%) and including 562 mg /l@ ry vﬁ@ght @1ﬁc1
soil. % @ @ & &
Therefore, the NOEC for reproduction is 562 g prod./kg @ We"ﬁg)ht am@mal@ﬂ Th@@}qom@for
reproduction is 1000 mg prod./kg dry weight 1ﬁ01@§§0ﬂ > W\’

The ECipand ECy values for reproductlon%ere c@‘ulat@@f)o b mg@r g soﬂ@ry W@ g
5),

confidence limits: 659 - 777) and 991 m &1 sm@vy we@ht (9% co enqe\ﬁhmlts
respectively (3-param. normal CDF an ys1s@

‘”\9
%
@Q c& @ @ @ @Q @ @ &
-~ ®\ (& @Q N
Validity criteria: Q @@ @’@ @6 S &© ©@ @@ S
Validity criteria for the untrel@d comrol %the Stlf(/@i/ ac@%m C@)BZ fr@i Julg29, 2016 were
used. é @ @g » S @ o\@ &
@ 2 § & N RN
A
Table 10.4.2.1-2: Vylidity ez erla% @6 N é& TR
@4 Q
Validity criteria acﬁ OF&D 232 @opt@m@ ™ @© @@ Reqlgired “\@ Obtained
© RS N 5
i j @ 9 0 . 0 (V]

Mean adult m@hty @@)n‘m@ @t@ N O é}\g Af\@ (§ 2:; @g 2.5%

Mean num@r of Juvemles per reph e (with 10 > v

collembgtans 1ntroduced@ @ x@% S Q@ \2@0 0 200

Coeffictent of variatipr@alculated for the nunadet of, Q R 0 o

juveniles per rephc&©\> &k @ . n@@ %\ N Q\S 30 % 14.8%

N e ©
& S
2 & ST

All validity cr@zrla @% O@D 2\3@ gu@ne @e fulfifled.
AL
Refere&test: o\@ Q @

N
The thest recent non; GLPeest (OL@ C efd6/19) with the reference item Boric acid was performed
at test concentrations 444&7, 1@ 15%} an i@mg Boric acid/kg dry weight artificial soil.

The NOEC:. %m s calé@lated Yo be 4@[1;; Boric acid/kg dry weight artificial soil and accordingly
the LOEC:; uctmgﬁ 7 oric acidry weight artificial soil according Williams t-test, o = 0.05,

one- s1de(@%4nalle@ @© §9

Boric acid sed a%ECw& 137 mg test item/kg dry weight artificial soil (95 % confidence limits
from&N 23 ngg to ]@m Boric acid/kg dry weight artificial soil) for reproduction according Probit

n@sis g linear maXtmum likelihood regression. The result is in the recommended range of the
guideli®(about 100 mg Boric acid/kg artificial soil dry weight).

é/ Y.
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III. CONCLUSION
All validity criteria were met. The endpoints were: §f
NOEChoraiiy: 178 mg prod./kg dry weight artificial soil 5 Q\ @&
LOECmormality: 316 mg prod./kg dry weight artificial soil @@ &@ O @g

LC10 mortality: 240 (139 - 341) mg prod./kg dry weight artificial soil % § @ 2
LCao moratiy: 488 (344 - 714) mg prod./kg dry weight aificial soil < ~ O
@ < Q
N R 2 &0
NOECeproduction: 562 mg prod./kg dry weight artiﬁcigéoil Q& .
LOEC eproduction: 1000 mg prod./kg dry weight ar@al soil @ @@ & \
R S
EC]O reproduction- 795 (634 - 860) mg prod/kg We@ ar@al S&% @6
O I & @ o AN
EC20 reproduction: 990 (917 - 1012) mg prod%g dry@%lgh@lﬁcoﬂ & Q @7 @&
LSO D Q
. SN on . L :

According to EFSA (2015) the level ro&eb\e;ﬁon Q@he o@%’lo 1&(@5512}} as@h”.@e nofnalised
width of confidence interval (NW) r@ing t eog@% 1sw;§ir \@7 @@ S
According to EFSA (2015) the 1% of otectgn forcthe E@ is (i@Siﬁe@ hi
width of confidence interval (N&®) rating for hé E s “gédd”.

ENIERN Q§ i @Q S é

<)
% 7

%
=
%,
—
?f
z
i

& &
SO N S N %
Lo O @,@ . Q e SN
Assessment and co&g},usie@? agj@cant@ ©©@ \© é N \Q
The study and its @fa ar&consi@ed a@gﬁceptﬁle eli@e for u% in riéﬁk assessment.
o Q" Svyme N , N
The endpomg@@ O%mommy&— 17§\mg p%%%ct/l@dws o§ 5.5§@g a.@ dws

SR G A
A >

IS @§§ &@@ E &
9 @ SR (S
QRS T LS
@ 9O g © o .0 @
Q O O O N o
Y S K 9 D
AN RO
@7 2 @ & o
sy Yy S
S @ﬂ&@\ O
@%
QNN
§f§ Q & ©@
> O o
N
< @%
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Data Point: KCP 10.4.2.1/04
Report Author: [ o
Report Year: 2020 &’/ S
Report Title: Fluopyram SC 500 g/L: Influence on mortality and reproductron of the soﬂ@rte 7
species Hypoaspis aculeifer tested in artificial soil m
Report No: E 428 05448-5 @§ N
Document No: M-678468-01-1 - @ A
Guideline(s) followed in | EU Directive 91/414/EEC &ﬁ SN
study: Regulation (EC) No. 1107/2009 (9 & \:4\9\ \\ N
OECD Guideline 226 (2016) Q@ @Q © %@
US EPA OCSPP Not Applicable o NN
Deviations from current | Current Guideline: OECD (2016) S O @U @
test guideline: Deviations: None. All vali criteria were thet, &’ é f($ S
Previous evaluation: No, not previously submdted > o\w @ N\ . @\g
& Q" X ((\6 : S
GLP/Officially Yes, conducted und@GL%@fﬁcia@ﬁreco@sed @ng f@ities& % .
recognised testing % Q@ @ Q IS @) @7 @&
facilities: S NN o §
Acceptability/Reliability: | Yes @ ° %@ \& e N
@Q . O@ S &y §’) @
Executive Summary ®\ @ @ @? \”\9

In a laboratory study the effe f EEU SC @’O 0 rv1v@ and %rodu@ion @he s0il mite species
Hypoaspis aculeifer was tested™d rlng an es@osure of 14 da si g&lﬁm@sorl i%: compating control and
treatment. Eight test item rates froap 18 t@% prod@’bt/kg dry v@ht s eredgsted. Per test item
rate 4 replicates and for<the coptrol gréap 8 hca&s wit sofbomites e re exposed to FLU
SC 500 mixed into artgrcral Mo@hty @the § mrte@was Cagsess%d after %days

The study fulfilled @Qahdﬁy cri ~- @E 6 g@”elm@ S

No statrstlcally 1 ;g@drff %nces Tﬁ”mor\@lny carnpar@o th@%mr@accurred Therefore, the No-

Observed-Ef] @ C) for mer ty@ls >@ mg>prod./kg dws. The Lowest-
Observed-Ef ent%lon C) for mo?@hty & IO@mgéd J/kg dws. Due to the lack of a

concentratl@l response &latlor& Cx V es cotld b@alcul d

The repﬁ&uctlon rate@%the mitesswas ssesse&fter% days& o statistically significant differences
compared to the trol&o%cu . Th for@%\he No- Obs@\fed Effect-Concentration (NOEC) for
reproduction is 00 @g pr ./kg dws. Tt@ Lowest-Observed-Effect-Concentration (LOEC) for
reproduction is 000@ pr ./kg dwvs. D% to t@ laclg@j a concentration-response relationship, no

EC values be cul . .
g beg 2O \\ Q\ @\ >
S ¥ & ’
& 29 R

Y
I MA& ND METHODS

Test ‘item: FLU S&)O @%c fication aP 9@00018148 Batch No.: EV57002782; TOX21406-00;
analytical ﬁndné_gs 42, 4@3 w/\@}m@ram &(@walent to 504.9 g/L; density: 1.191 g/mL (20 °C).
Test design: Fen ad >fertg 17’
group and ph %es for&ach treatm roup) were exposed to control and treatments (synchronised
culture afan agg 'o 28 d4 s af@r start of egg laying). Concentrations of 18, 32, 56, 100, 178, 316, 562
and lowmg od./k dry ht artificial soil were mixed into the artificial soil. During the test, the
yp% zfe;@% ¢ fed with nematodes bred on watered oat flakes 3, 7 and 10 days after test start.
1ﬁ0§9 soil Was p@ared according to the guideline with the following constituents (percentage
distti § on dry weight basis): 75 % fine quartz sand, 5 % Sphagnum peat, air dried and finely
ground20 % Kaolin clay.

ed fé%ale h%oaspzs aculeifer per replicate (8 replicates for the control

After a period of 14 days, the surviving adults and the living juveniles were extracted by applying a
temperature gradient using a MacFadyen-apparatus. Extracted mites were collected in a fixing solution
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(20 % ethylene glycol, 80 % deionised water; 2 g detergent/L fixing solution were added). All Hypoaspis
aculeifer were counted under a binocular. TS
fin o

Climatic conditions: The climatic conditions were in the temperature range 20.0 + 2 °CG:®
photoperiod of 16 hours light and a light intensity of 400 - 800 lux. S @® S

Statistics: For statistical analysis Fisher’s exact Binominal Test (Bonferr@? Correctlon%n -sided
greater, o = 0.05) was applied to mortality data and Williams t-test (one- %ked smaller &- 0. %@} was,

applied to reproduction data. N é\g
. @ & S @ @
Dates of work: October 04, 2019 — October 24, 2019 V Q @ § %, &
O
Q& S R @<§ &
IL RESULT@ DISCUS%)N D @ & @
LN
Table 10.4.2.1- 3: Effects on mortality and reggoduc \ of @oas&%ﬁacal’(er aft@s@reatﬁw with
FLU SC 500 <\ .
ﬁ @ @&
Test concentration Adult M%an number 0f§
[mg prod./kg dry mortality Slg%i(ﬁca;&% enllez& er teg% li[é%gm}%?)ﬁ %Slgnﬁce
weight artificial soil] [ %] @ 4‘)\\ "\g vesgel + SB_ N »@ q
Control 25 P @ a3 w98 O &9 -
18 0 Rl ¢ - o [3®s5 &72910 010730 [ -
32 g@ S R T -
56 95 o | os o] 3595 £«ld7.]? w47 7 -
100 915 O g@ 3498 + 2245 Allle? -
178 s | 5 {@10gE o9 | N gy -
316 o @3 &7 - Q378 + Q9 K 45 -
sz & 00| O - Y @24 1098 i
1000 &7 Y 74 8633 0% 2@8 | 0 1159 :
@Q @Q Q End@lntsgo\\o\j ;%a S < Adult mortality | Reproduction
& NOEU@F[mg prod./kg&xdry V\%ght a%mal s@ A >1000 >1000
,\(&\ LOEC g@’prod@kg dr;@lght artificiasoil] <& \g §U >1000 >1000
ECPQ\[&%g pp&é&?}@\g dry Weig/}@aﬂiﬁ@@soil] N - n.d.
E@Fmg p%d /k W&lg\hjt aﬂy%lal S(@ - n.d.
Calculations were do%g with gRyound, alue R o
° @ @

nd.: Not deterpgined @ N < O Q @

SD:  Stndadgeviatioy” 0 N ST

(*) Fisher’s exact Blnomlnst@Bon@m Cﬁctlon@ sided greater, o = 0.05, “-*: non-significant; “+”;
mg@ nt

(**) ams t-test, one-@ed sm@er o= pOS ®mn @)ﬁicant “+”: significant

R N

Ro N
o Tee 98
Mortality: @° @ &
In the cont:@r &%ﬁ % g«he a§ 1t I@Saspis aculeifer died which is below the allowed maximum
of <20 %& rtalify S &K 9©
Concerpi% @?ortah% of g adult test organisms statistical analysis (Fisher’s Exact Binomial Test

with Bgnferr C cthggﬁ)ne sided greater, a = 0.05) revealed no significant difference between
co @] gr%g and @iy trgment group up to and including 1000 mg prod./kg dry weight artificial soil.

Theref che NOEC for mortality is > 1000 mg prod./kg dry weight artificial soil. The LOEC for
mortality is > 1000 mg prod./kg dry weight artificial soil.
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Reproduction:

Concerning the number of juveniles statistical analysis (Williams t-test, one-sided smaller, o = &05) &
revealed no significant difference between control group and any treatment group up to and ingl din
1000 mg prod./kg dry weight artificial soil. S @

Therefore, the NOEC for reproduction is > 1000 mg prod./kg dry weight artf§1al soil. The&LOEC@for
reproduction is > 1000 mg prod./kg dry weight artificial soil. % § @ @@

Due to the lack of a concentration-response relationship no rehabl&éECX calcula{}n Q\possﬂ@

Therefore no ECo/ECx-value can be reported. V Q @@ Q % &@
@)

$
Validity criteria: Q'? N @@f @ & % @&
Validity criteria for the untreated control of Qg studwccor
used. Q @ % $ b@ S

@
All validity criteria of the OECD 226 guideline og@e f&f%ed N IS

N . Q"
LN & &y o &
Table 10.4.2.1- 4:  Validity criteria&© %& "\@ R \@7 § N @ ©
- - QO .
Validity criteria acc. to OECD@ (a{dmtedé@ @§ i @ e@ re(;@ @ §> &\Obtalned
. R
Mean adult mortali Q) SN “«209 . % 2.5%
Y o S %{@ @%@ v & 1o °
Mean number of ]uvemlesﬁ:r replicate (with 10 S {° % Q>
introduced) %, $ 9 @ O RE 50 @ D 3135
Coefficient of variatigncalculated fothe nu@er ofg v = o S N
Jjuveniles per repli S @ Q)@ @@ = 33 ’ @ 2.5%
N N S NI Z

© S & 2
S @6 o & & & o &
Reference test. @ %% & @@
The corgésponding n@CL st @-HR -Ref@8/ 19}@@1& %@87 reference item dimethoate was
perfo at test con@éntrai@s of 1.0, ]@“3 2,96 and-10.0 I@g dimethoate/kg dry weight artificial

N
soil. § @ @& é& Q
Dimethoate EC 400 G C5@‘f 3,,5%g a.gkg fortahty of the adult mites according Logit
analysis using@axi 11 oqd@égres@)n (g den@’hmlts from 3.3 mg a.s./kg to 3.8 mg a.s./kg).
The reproduction of the t)r mitesy ﬁt reduced in comparison to the control up to and
includin, § mg a.s./kggry weight ariificia 11 I%refore the NOEC is calculated to be 3.2 mg a.s./kg
dry weight artificial $eil and a ce&hngly&t 1s 5.6 mg a.s./kg dry weight artificial soil. Since

mn{fwes of the data, Wwer mgg@ious @ﬂll@s t-test o = 0.05, one-sided smaller was used.

Dimethoate EC.400 G s@(ﬁ)w%&n E@so of Q@ mg a.s./kg dry weight artificial soil (95 % confidence
limits from 6.§ mg a, %ﬁkg ngg@ S. /kg%or reproduction according Probit analysis using maximum
likelihood r@esm&n @

v 9
This is 1@1}6 r@%mm@de ge of the guideline, indicating that an ECsy based on the number of
]uveng@{? of %@ 7. O%lg a g dry weight artificial soil shows that the test organisms are sufficiently
sensgwe

LY
&
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III. CONCLUSION
All validity criteria were met. The endpoints were: @f S
5

. N O @° &
NOECaguit mortatity: >1000 mg prod./kg dry weight artificial soil @@ & IS
LOEC.dult mortality: >1000 mg prod./kg dry weight artificial soil % § @\ 2
NOECreproduction: >1000 mg prod./kg dry weight artificial s6i} @{*’ y;\ \°\ § @
LOECreproduction: >1000 mg prod./kg dry weight art1ﬁ01al%11 ©Q @© § é\a é

@ & & VO &
S) R &’ & &
Due to the lack of a concentration-response relak@shlp no relﬁ@le E(@calcuion\v@s p&@@ible @@
A
O T & o T LA -
f@q Q2 ®) = (@) @R @
. . N S 9
Assessment and conclusion by appli cal o o X
N S

@
The study and its data are con51ders agé%ptab@and @able use@}\\f risk@%ess ¢ ©

% S 2
The endpoint is: NOEC > 1000 I@produ@/l;@%d%s&> 42% a. i@ (g@@ @@? L
@ % @
C& & @ S @ c\@ 2
o § s &S E
CP10422  Higher t@tes @ & Oy
g @g Y O A N

In view of the resu@resin@fd 1ctl@P 1§ 2, @fuﬂl@r@eshn@m ne&ssary
SR SRR

Data Point: @U @ KCP 10.4%2/0 Qp S $ v

Report Authofy oo N 9 & O @

Report Yeagy ~ 2007 N v o>

Report Jifle: €y AF@S()%@& 500: Effegts on s*@ﬂlleﬁsieﬂladatlon

Repormo: @ [ LEDSLD- 3\\2/07@% S .

Document No: @ M2290238-01-10 2. N Q

Guideline(s) l‘ollo%@d in% Effe f Pl@} Proge®@ion Pl@ucts@n Functional Endpoints in Soil (EPFES,

study: a 20 uidanée DdQumen Qoerg Roembke et al.;
@ ®Q E@pivalentto US@pPA ()@TS (J@ékfdc line No. 850.SUPP

z
— ~S &
Deviations fromn current %ﬁm N Llldg@ notgppl 1L

test guidgﬁ%ﬁ' eviaons ,};{A\(\ﬁ’dppll@bk
Prcviot@aluation: o\@ ycs@valuat\d an LL%@
N &DAR}@()] Dad
(,}L@fﬁcially RS Qr s, e&nducte@mdg ROLP/Officially recognised testing facilities
recognised tcsti% @ ) @ &
facilities: 0@;& AN Q
Acceptdblllg@elmlg\ﬁ@/ /@s Y 5,
Q Q

&

@
The sn§y a ¢ wagyper ﬁed with an outdated formulation and the study type is no longer a data

me%@l the I@vever it is shown for transparency reasons since it was part of the first listing
pr ess.
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CP 10.5 Effects on soil nitrogen transformation
& &
Table 10.5- 1: Studies on nitrogen transformation with FLU SC 500, Fluopy and its me@)lit $ v
Test species, . . . Q@
Test substance test design Ecotoxicological endpoint l@'erer&&g I
. = ) ) 2
N-transformation Ca 2 N o &
Study duration | N0 UNCSEPIENIE T 15 g5 mopdd kg dws 20130 &@
FLU SC 500 28d effects at an ap% 6.73 ms ke dws OM-6 4- ©)
rate of: RS & ((%\9 0.5/@
L No unacceptaly le R o S (5@06
Fluopyram ;;u:{iy duration effects at@y dpp]. 3 Q% mg, ‘l@@)ﬁﬂ dw@ -281&57-01 @
) rate of; SDPKCARS5/0L
Fluopyram-7- Study duration I\E ! @ ep @ 1 1 Q y (2 201)
hydroxy 28 d effects at ap 0 @p m. dws 75 01-
Y rgt f . CA §5/03 @

. . . . 0 un’ag\ceptat@} IQO mgp th. /k&%fjws (20@
Trifluoroacetic acid | Study duration @Qeff %»at a ) 4423D1-1
(TFA) 28d OPH At @ 1 3 /k A 8@04

& rat@yof: \ §

dws = dry weight soil, a.s. = active substa\ée pém = p Gnetab pro% pro ﬁct) @ \
A As the study was conducted sodlﬁ%ﬂ trlﬂu acet hlcl& e so@m salt trlﬂacetﬁ@%amd the endpoint
was converted to trlﬂuoroag% ¢ acid With fa@r 0. 84

& S N .9
& @ S N 9
~ S @ § @ S $ §
v S O X O &
Risk assessment fog, Soil N@oge&l‘ra@ orn@n §a @ @ S
SO SN &

PN A N
Important r@rk @he @plicaré @E Cyivaluessa pr@ted g\iow are interim values and are
therefore subject to@ angéaunti%);ﬁnal o e IQ inpits para rirdter cgn be established. The applicant
intends t@{)@l%vide final RECsoivalue r sed 1s as sm&@”atest by end of March 2022.
S O @’
A \@ \Q S \ \
Table 10.5- 2: f@sk As%ess?@ for’«E U S@OO fé%itr%%e%n transformation

s

4 ) N o N
Q" O S & |Endpoint PECsoil, max Refinement
Compound @ @© m@ Sp@les o . © E[\;nprod./kg] [mg prod./kg] required
Apples,l@lSLprod ny © X o @
FLU SG&% 2 Q Soil mwro@gar&gg&s 15.88 0.083 No
N % @
%o (g N
N NN
@" N >
@ =) § N @Q
< Q & €W
NN
& Q
{x’ O @ N
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Table 10.5- 3: Risk Assessment for Fluopyram and its metabolites for nitrogen transformation
. Endpoint PECsoit, max Reﬁneme@yo @

Compound Species [mg/kg] [mg/kg] required §
Apples, 1 x 75 g a.s./ha (\@ @QD A
Fluopyram Soil micro-organisms |(3.33 0.157 @ N(}(\\ . N
Fluopyram-7-hydroxy Soil micro-organisms |10 0.09&% No* @} g
Trifluoroacetic acid (TFA) Soil micro-organisms |1 %&? 0@1 PNo A\ @ @

A

For the metabolite fluopyram-7-hydroxy the assessment c&clusmn relies or@%unceﬁalnty faddr of 2®cons@tlon &

of two enantiomers.
N Q o @ & &@%}
ol N L@ Q ) o @
According to regulatory requirements, the risk is ac bable@’h @ect gg@ﬁtr(@ tra&%ﬁorm@ n at
the maximum PEC;,; values is <25% after 2§ days(? ontrol xceeded

%‘I&;ase - Vlat fro

n t]@ E(@l, indieatin low sk to mijéro-
" eV, iiing o 3 0 0 i

25% at concentrations which are clearly%lgher

organisms. v S
<N < £
& O 7 "\& i~ @‘}a\ @9@ ISEERS
R NI N
Ve 6 > & 9.8 5
o = ¥ S @ O 0
D O G S NN
o O N O @@%@
o\% @©§@&©@%%%§
& F L IS e s o
@&OQQ QQQ@ @
o U@ A s T g &
& @@”@@&@@@@Q@o@\
YRV VS S N\
S
& %@%& (S
Q @ - L& £
o N .U O .0 @
ML IR
&£ o & T
2 Q S
Q% \@°\
Ny %©°\@Q©
@° @j&@ &©
QNN
&§§©%©@
AN
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Study summaries

Data Point: KCP 10.5/01 Cb A§
Report Author: [ N Q
Report Year: 2007 N NS
Report Title: AE C656948 SC 500A G: Determination of effects on r({@fogcn transi@mati(m%in

soil e {)@ 2)
Report No: LRT-N-82/07 A O NEE A
Document No: M-289207-01-1 ™. @ R @ @
Guideline(s) followed in | OECD 216; adopted January 21, 2000, OECDRiideline for (i Testiy of @ﬂ é
study: Chemicals, Soil Micro 01'gar$1s: Nitrogen %‘ansformatior&ést; Q @)

US EPA OPPTS Guidclings&&o. SSOASUPPQ & N & © &@
Deviations from current Current Guideline: OE(@%G (2000) . @ X \Q %) @
test guideline: Deviation: not applicgble 0 \@7 2D o @ W X\@
Previous evaluation: yes, evaluated and a@ptcd@ L S @:\’ @%

nDAROID & & T O -
GLP/Officially Yes, conductedander G{P/Offis{ally %ogmsg%tcsm@@acnmcs IR
recognised testing SN @\ & ©& o é\ﬁ ®, §
facilities: @@ o % ‘S & S S)

LN ey
Acceptability/Reliability: | Yes o A .Y O RS NSNS
~ OO NN
Ve o > & o & N
o v S @S O @@ «
The study above was performéd with‘an outdated fo@ula‘[‘%@n. It '@%ﬂly@}lown trar§parency reasons
since it was part of the first’ lisgg ﬁgﬁ@ss. ]@w day has Been _generate® with the representative

formulation for the acti\é&@bstan rengyval ess&whicl@&preseg ed it@is séstion further below.
D e & P O v
St f§ % S0 :

3

I SN N AN
Data Point: N) QKCEN502Y N, oY 9 oy
Report Author:e? o S RSN
Report Year: < /§ ?2{\5 7 BN @N Af\@ Q) @
Report Titlg: 7 AE C6%9948 500G : Dé@rmination of Rfects on carbon transformation in
\% Y soildy A@% il I @l@
ReporfAD: @ |LE»HC-T00T s © N L, O
Document No: @) |M289388-01-10° o > & AN
Guideline(s) follow& in | OEC 17, Hopted@‘nuary@l, 2380, OECD Guideline for the Testing of
study: © @ Chawicals,@p1l i org@sisms: L&arbon Transformation Test;
@ O |USEPA $PTS QlidelifONo. 85 SUPP

Deviations frosh current @wrenx(luide Ne: OI@D 2178%2000),
test guideke: %evi@ms: ¢ appli€able sife test system is no longer a data requirement in EU
Previm@aluation: . S yes Pvalualéd and@cepl@@w
& |igDARRQOIN & 9O

Gl@@fﬁciany N K, e;g‘ﬁ%’ucte@%de@lﬁ/omciany recognised testing facilities
recognised testing @ o Q
facilities: @"° ENRC A
Acceptabilit)@élia@i%ﬁ @f N s

5 S
The SE@ ab@ wagerforihed with an outdated formulation. Furthermore, this study type is no longer
a dagkreq iteme tl&%U It is only shown for transparency reasons since it was part of the first
listihg pr&ss
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Data Point: KCP 10.5/03
Report Author: o
Report Year: 2019 &’/ ©©
Report Title: Fluopyram SC 500 (500 g/L): Effects on the activity of soil microflora (Ni‘@gen 7
transformation test) @ A
Report No: 19 48 SMN 0050 o L7
Document No: M-674874-01-1 - S A
Guideline(s) followed in | EU Directive 91/414/EEC w) O & P
study: Regulation (EC) No 1107/2009 %@9) & y\g\ \\ N
US EPA OCSPP Not Applicable Q@ & 9 2| &
OECD 216 (2000) N ® S & Lo
Deviations from current | Current Guideline: OECD (2000) ) ) @U @
test guideline: Deviations: None. All V%l' criteria were et.%g 23 D f$ . \(}
Previous evaluation: No, not previously submdted . > N @ 6\ ) %“@ Q>
& &) NI O S
GLP/Officially Yes, conducted und@GL%@fﬁcia@ﬁreco@sed @ng f@ities& % .
recognised testing % Q@ @ Q IS @) @7 @&
facilities: S NN o §
Acceptability/Reliability: | Yes @ ° %@ \& e N L A S
S SIRSERSIE RO
. §, e s TS
Executive Summary & @@;} S o ©© Q) S

In a laboratory study the effee@@ FE&%C
transformation was tested du%hg an expogtise of
and treatment. Two test jtém rate§df 1.59%nd

10 L prod./ha) were tested: Per
meal and a water cor@at of

Y

The study fulﬁug@ validity critgia %@ECD% 6@&%@

Y N o
Nitrogen trans ationy was &dete@ined After 3Q}mrs, % 14,
fluopyram S&300 @nr nitréen t@lsfoﬁ@a‘uor@n
weight/tim 'nterva%ay) were o@erve%at bc& test
14 -28 d@gs after appli@iion@f Q
AN @ O

O

N

N Q
0 on t@actiﬁ% of gofl mj roﬂora@ith @ard to nitrogen
daysgp a silt§-loamy sand&pil by comparing control

238 mg produ%ct/kg@ w&@t sod(€quivalent to 1 and
cﬁgatn%nt thereSwer epli@s. he soil Was er%hed by 0.5 % lucerne
(ﬂ§ - 50:75 of the wat@old{gng capagity v&%@ mai&%al ed during the test.
& @
aftd Zﬁays. No adverse effects of
$0iD(in dgrms @“ Nitrate-N in mg/kg soil dry
cergféa 10n the end of the test (time interval
& N
S "\@
X
IS @ S

N v
I.@ATE{@(LS ASD METHODS

o 10@001@8, BCS-code: BCS-AR83685; batch no.:

S@&é?filcz@@?n @
@zrip@?}:
i

CH~
Test item: FI@T SC @,

EV5700278%) Sample
ﬂuopyran%iensity 1.191

T214%—00;@nalytical content: 42.4% w/w (5049 g/L)
&8

y X
Test desigh: A silty-loathy sdnd soil (@61 4220) vith pH 6.0, 3.68 % Carg, and with the water holding

capagity of 37.37 %7;@;?0 %%%Zi so@v €&POs

or 28 days to 1.59 mg prod./kg soil dry weight and
ates were equivalent to 1 L prod./ha and 10 L prod./ha.

For calculation@ﬁthe test concentrat@ns (mig/kg soil d.w.) a soil depth of 5 cm and a soil bulk density

as
15.88 mg prod./kg . Appfeati
ihe

of 1.5 g dry weight/

wetdassyir d for'Qonversion of soil volume to soil dry weight. The soil was

mixed with &3 % te.'1. 00 g soil d@.) lucerne meal. One additional soil sample (without Lucerne

meal) wasiysed dete@inat@w of thesinitial NO3-N-content. The initial NOs-N-content was 6.55 mg
& @

/100 g d.wQ o

<
The s@l’ of @tr%@em Was tested as a series of 3 replicates. 200 g soil dry weight (= one sub-sample)
el

pe@t vessel was

autoa

d. The nitrogen transformation was determined in soil enriched with lucerne
meal (ceficentration in soil 0.5 %). NHs-nitrogen, NOs- and NO,-nitrogen were determined by an
zer at different sampling intervals (0, 7, 14 and 28 days after treatment).

Soil samples (10 g soil d.w. per replicate) were taken at intervals of 3 hours, 7, 14 and 28 days after

application and the NH4-N-, NOs-N- and NO,-N-contents were determined.
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Climatic conditions: The test vessels were kept in darkness in a climatic room and the temperature
ranged between 19.1 -20.5 °C during the test. The water content of the soil ranged between 42,80 - S
43.85 % of WHC. The pH value of the soil ranged between 6.0 and 6.1. @

Statistics: A statistical evaluation of the test results was performed by means ot’@}Z -sided Stu@ -tes
(for homogeneous variances at 5 % significance level). The statistical analys vas perform @@
software ToxRat Professional 3.3.0 (Ratte 2018).

Dates of work: October 10, 2019 — November 07, 2019 “\% \© o @ %
< & S L0 L@
I1. RESULTS ANDDISCUSSION, Q N ©© Q&©

@ O
Validity criteria: Q @ @ @& © &@
According to OECD guideline 216 (2000), the \g’atlon of t n1tr2ite conggntratjQns bem%jen <?®trol
replicates should be less than = 15 %. In th1 St dyé}n m o ﬁm*-t of \@’1at10n\of 4.9'% was

obtained. Therefore, the results of the study are cor&s; ere 4y ath@ @& %
W7 & e
SN & & &
S > @ N QA
; . @ N 5 %, Q
Observations: Q A % \ % S @ N
S RS SC  S a
Table 10.5- 4: Effects on nitr@n tran@ormatlon ime in@val/ @ in s6il afte@ﬁ‘eat,r&nt with
FLU SC 500 2 & S o ©© o S
5 g ol e T 7 g prod s
. 1.59 mgprod./kg soil dry wei 1888 prod./k@soil dry weight
. Time Control % N eq@lentﬁfe 1 L good /hai A eqmélent@g 10 L prod./ha
interval © ~

o/ 1
[days] Nitratés\ND Niffate- { dﬂfe&‘*“’ tay, @ate@” % difference

A % ol to control
7 5>
0-7 514 6| 080 | 850 [gy| 018] «370m O | Sue | 037 | 462

&
@ o > Sy @s Y ns
714 | 198 = oo Qm& £ 18007 |09 087 & 2429+ | 048 | 1254

\

14-28 b@m @ VES @ 024, @3.2*2\§ @ﬁ’z +| 0.03 5.2n0s
The calculatigns were p&?omeﬁlth nde Value Ro
D) Ra (%mate N in m 5011 tigy wei me i al/day mea 3 rep@étes and standard deviation
ns @atlsﬂcally sig renc the control ( ent- E”\ﬁ for ogeneous variances, 2-sided, p < 0.05)

o o % s ex &
The product F SC% @ed ?ﬁemoparmy mul of the daily nitrate rate at the tested
: -.@ (@ 3 1
concentration gf 15.8%mg @ kg @ry so@t tln@ nter - 14 days after application.
N

However, c@tdverse efl U \50 nlt n transformation in soil could be observed at
both testgfooncentratigns ( 1 5®mg @?5 88y1g prod./kg dry soil) at the end of the test, 28 days
after application (tlme\,lnterva@4 28) D from the control of - 23.2 % (test concentration 1.59

mg pxod./kg dry sail)and % 2 Yagpest @ce 1on 15.88 mg prod./kg dry soil) were measured at the
endof the 28- day incuba&n p@od (t1 1nt al 14 - 28).

@ Q
Reference t % gj

In the m rec@test @@h th&ﬁoxw standard (conducted from 2019-01-10 to 2019-02-07), Dinoterb
caused i effedy of +62.7 % d + 120.9 % (required > 25 %) on the nitrogen transformation in a field
soil aﬁtzf\ﬁe t ’fc traﬁ@ns of 13.60 and 27.20 mg Dinoterb per kg soil dry weight, respectively, 28
d fte@@phca‘u (t@ interval 14 - 28) and thus demonstrates the sensitivity of the test system.

&



B\ Page 181 of 211
BAYER 2021-07-05
\ 4 Document MCP — Section 10: Ecotoxicological studies

Fluopyram SC 500 (500 g/L)

III. CONCLUSION

FLU SC 500 caused no adverse effects (difference to control < 25 %, OECD 216) on the soil nitzfgen S
transformation (expressed as NOs-N-production) at the end of the 28-day incubation period. The Stud <
was performed in a field soil at concentrations up to 15.88 mg prod./kg soildry weight, @h &e

equivalent to application rates up to 10 L prod./ha or 6.73.mg a.s./kg dws. @J@ & IS
SIS
_ &% O 9 &@
v B
Assessment and conclusion by applicant: X Q@ @@ § y\g@ é@
The study and its data are considered as acceptable @d reliable fo@g@se in risk i@ssmé@. ©§ Q
o : & &
The endpoint is: 15.88 mg product/kg dws or 6 ga.s./kgu§ws O @@2 «@Q G@ o @
RN A S
é @@ 2 @% C @§ AN
g & ° & S
= v N < @7 @
ARSI > S O N §
AR SR N SN S VR
I Ry
Ve o & 9 .0 O ~
¢ . T H L YTE s
L & o &
N © N @ S 2
© O & & ST
~ % § @ {° e R N
v 9 O ¥ .0 & )
S T e S %S O
@ S SIS @© @ @
S QO NTN N o 9 N
F D Na s LY §@ N
¥ & O 9O« & D e
DN N N N
SN Y A
&@ \@Q Q\Q Q° \© o \©
SENES®) Q
§ RENIIN > & >
@ 9O g © o O %
QOO O N O D
¥ o K & o
=) S o L2
@7 NS @ @ N
i AN N A0 L9
& R SURPRCPS
N (g @\ R Q
@° N S
PR ) SR
& @
% Q
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CP 10.6 Effects on terrestrial non-target higher plants

& &
For the formulation FLU SC 500 (representative formulation) two single dose studies (testing 1@nd 1.’
species) and one dose response study (testing 3 species) on terrestrial plant Vegélve vigour, 48 wel@s

one single dose study (testing 10 species) and two dose response studies (festing 3 spem%

species) on terrestrial plant seedling emergence were conducted to de%rmme possi @ts on@
terrestrial non-target higher plants. N
& & F5be
S N
Table 10.6- 1: Effect values relevant for the risk ssment for@&on target ter@rial f)%nts @;@' @Q}
FLU SC 500 ¢ &
Test i Study t dpoi N WRef R
est organism udy type % la“%g pongt} S e ex@@\ces N %

Beta vulgaris ¢

Brassica napus % @

Cucumis sativus ¢ <\9 \\

Fagopyrum esculentum ¢
Glycine max ¢
Helianthus annuus

Vegetatye vig %
il

d Tier l&single @ose,

Lycopersicon esculentum ¢ | 21 d & @

Allium cepa ™ @ N @

Avena sativa ™ § S S

Lolium perenne ™ e §) @

Zea mays ™ . 9 O & §

Beta vulgaris ¢ % S

Brassica napus é\a § %@ q

Cucumis sativus ¢ . § Q@ N)

Fagopyrum esculﬁ d e Y @

Glycine max ¢ < \© V’@getatl.ve%lgmﬁ\ \350 =300 &/ha <& I (>020)
. d @ 'ﬁgﬂ\sr 1,%ingle R Ty | M-688439-01-1

Helianthus al@s ©) 2, (all@ecws

Allium cepa @JQ 2! day® & ¢ O @ | KCP10.62006

Avena sqti¥o ™ g, %@ % & © @ @

Loliumggeyenne ™ < L @ AN

Zea n@ 2 S IS S ©

@o

Fagopyrum escule 4 g Ve@ative @our; Rv (2020)
Allium cepa™ @2@ o | T, dosg respotise, E%S‘;;éf’o gas/a | V606933021
Avena sativa ™ Q day;@’ > 4 KCP 10.6.2/07

oot 5] it S | so0gasin | SR
Fagopyru%esculentum d @ ﬁ» osQespoC% ) @0 ga.s./ha - -01-
L ays @, o KCP 10.6.2/03
Beta vidgaris ¢ o\@ Q N
Bra%ca napus ¢ SO N @ @& \Q
Cucuyinis sativus ¢ > § N Q §
d

Fagopyrum escg@gytum

Glycine max % @?edl ; mer@ce; ERso > 500 g a.s./ha I (2020)
Helianthus s é

ier &, Single dose (all species) M-688440-01-1

Allium ce % S Zl&dgays © KCP 10.6.2/08
Avena sd@va ™ @ <€) §
Loliu %ren@‘ % §
Zeaemays §

vul, d " Seedling emergence; I (2020)
% a™ Tier 2, dose response, Elﬁso ~ 5.00 gas./ha M-696931-01-1
Loliufwberenne ™ 21 days (all species) KCP 10.6.2/09

m: monocotyledonous; d: dicotyledonous



E Page 183 of 211
BAYER 2021-07-05
4 Document MCP — Section 10: Ecotoxicological studies
Fluopyram SC 500 (500 g/L)

Risk assessment for Terrestrial Non-Target Higher Plants TS
Kﬁg

The risk assessment is based on the Guidance Document on Terrestrial Ecotoxi §é§

(SANCO/10329/2002 rev. 2 final, 2002). It is restricted to off-field situations, @ non-target @;% &g

defined as non-crop plants located outside the treated area. Thus, effects o g@{ n-target plants ates

concern in the off-field environment, where non-target plants may be expose 0 spray dr@;, @ @
@

\
As it is demonstrated by the available set of studies that@ single appl@%ltlon rate 0@ /ha @%s

not result in effects > 50 % according to the “Guidance Documgii€ on Terrest@al E x1c@gy”
(SANCO/10329/2002 rev. 2 final, 2002), no risk for@%n -target tergestrial plants@ expe @@
for@n

test rate is higher than the highest field apph ) rate and is thus @ﬁmd@ed aé;,ndlcat
acceptable risk. Q)

\ o
PRSI SIS & &
Deterministic risk assessment ©Q (ii% é\a @\ 2@;\9 <
SR ERC S R %

S
Table 10.6-2: Deterministic @essr%nt of %e riskfor no@ﬁrget antséf)e to @ usef FLU
SC500inapple <0 © & @ Q& (& R«

&
Intended use o @@ple gﬁ% g as/ha, BRCH 7489 §@ @ @U
product ‘\@ % FLU S©500 § @& @@% o $ @3\}\7
Application rate (g a@ha) ¢§ 1 %(57@5 @6 \q;\ é é& &\Q
Test species § %lso «ps@ N Dﬂ§ te RERGofr-fiefdy TER
(\© h & (g @gs./ha) (%\ @ N §§@ a.sgj\g criterion: TER > 5*
@ A
Allspecies O o5 o0 =500 N GisyY Of1Le >42.4
-seedling & “ 2 % & 708 @ @
emergengd @@ § @ $ N
All species 500 Q" (1573 N [11.8 >42.4
-vegetative Q\) & éﬁ o\© @ é& S
e P A S Rl
PER: Predict@nwr@)enta@e, : toxigity tg Q)osure@?mo TER values shown in bold fall below the
relevant ¥igger 8 @\ Q\ @\ @@
* TER %@r determml%c rlsessrréi bag@%n ERso
o N
SN
Com,lusmn RN Q <

From the inforgation presen&@éf) aboge it é%?%ncluded that the use of FLU SC 500 will not produce
unacceptable éffects.amterrgstrial @—targ plants growing near treated fields. No mitigation measures
are necess ort 1nte d use rate%

N
&
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CP 10.6.1 Summary of screening data
< @6
Studies were not necessary since guideline GLP studies for terrestrial non-tart plants are @ilabl
(see Point 10.6.2 in this MCP Summary). @ @ ©)
@ Y
N EQGEINAN
Data Point: KCP 10.6.1/01 S O ¢ &
Report Author: [©) N S Q
Report Year: 2007 X @@ n@ NY) 9 <
Report Title: Evaluation of the pre-emergence (PPI) biolog@activity ofvéﬁ//C@ﬁ\@ﬁS SES00 O
Report No: PPI-07002 @ A& O e @
Document No: M-297136-01-1 /\Q}j 9 Q (@& A
Guideline(s) followed in | Equivalent to US EPA GPPTS GuideligdNo. 57.SU i Q
study: G 2 & ;§ %@ {(\6 °\% o
Deviations from current | Current Guideline: &} ap i@ble < @ G o R
test guideline: Deviations: not aghlicablé&y @ Q 6 D é ,@ an
Previous evaluation: yes, evaluated givd aceepred @ <) R Q %,
in DAR(2OI@§ N o & S N & x m§
?}LP/O.ftficially. No, not co@cte%%ez (@B/Oﬁi@lly gni§ﬁtesti aci@ o
recognised testing & %% AN RN @ N %,
facilities: Q z a S ﬁ,@ O @Q (@) °
Acceptability/Reliability: [Yes @ % @ S @° & © O
A v ~
N @ N ©
& @Q o v R
The study above was per@%ne with arfoutd formulatioa.dt is 8nly s@n f@qansparency reasons
since it was part of the firstlistingzprocess, Neatg fas been generated @jth the representative
formulation for the aétive su‘@ta@ene@l pr(@s, W&%h is @sen@ in t@? section further below.
S . O X @© Z @
SO S YN U e o
@) 6\ AN N N & %,
© o & & L &
SEES N .9 S @
TS e s <
9 2 S O o
> o O & & N
A . @ O\@ Q° O\@ L o\@
PSS s
o O ¢ .9 o O @
VOO & D
A\ SRS ,%Q & @
& @ @ 4 o
@7 o Q @ N
S AN N @% 9
& SN S
-
WO
@ < Q & ©@
& &S
S &8
SR
S @ o
¢ & T
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CP 10.6.2 Testing on non-target plants
LD
Data Point: KCP 10.6.2/01 . Ny
Report Author: I N S
Report Year: 2007 < & @\@
Report Title: AE C656948 SC 500A G - Effect on the vegetative Vlgo(tf of ten spe@s of fog-
target terrestrial plants (Tier 1) e 2]
Report No: VV07/038 (’@ & \ °\ @
Document No: M-295544-01-1 @ I
Guideline(s) followed in | US EPA 123-1, described by Horst and Ellwa@ér (1982) a @EC]@@N (J @)
study: 2006, adopted); Equivalent {@JS EPA OPPES Guideline NO 850.4
Deviations from current | Current Guideline: not a&@able N 2 @ &
test guideline: & N @ 9 Q{(\@
Previous evaluation: yes, evaluated and ac&ptad o @V@ 2, ‘P\f@’ ©® °\L\7 b
in DAR (2011) @ L gg ¥ g

GLP/Officially Yes, conducted u%u GL@)ffm@\@ rco@ms d fR2ting faci litie® ) @& :
recognised testin AN

facilgigtics: ’ @{\9 o \\ @} &6 (&& "\@ (&\’ 2, §
Acceptability/Reliability: | Yes Q@ NA D =5 NN

&U & N o \@ § @@ S %@)

9 & O ©
The study above was performedzwith aﬁ%utda@’d fog ulatu@%‘[ isonly sh@vn rangparency reasons
since it was part of the ﬁr@sﬂngﬁ)roc@s New data as ‘%&@h geﬁ@rated with the representative

formulation for the active %lbstar@ reneéﬁl pr@ss wiliich is ese@i 1no sec@)n further below.

X
S § @ § % N
& S 2 ©***o\ &« \Q

&
Data Point: €y KCREJ0.6,2/02 < N2
Report Authop® & ﬂi}ﬁ S N
Report Year: @ 2007 N © N
Report Tj{@ v AE Ct@fé‘)@ 500G elleéfon $@dling@nhergence and seedling growth test of
AN O 1eq§ec1es non-target lﬁ\‘@sma ams@%er 1 and 2)
Reportﬁ’o: o = S@U%/OQ\J NN

Document No: 97 [M-295406-01° 2

Guideline(s) lollq@@ed in % UsS @% 2% ’\ des@%ed Horsg.8ad Ellwanger (1982) and OECD 208 (July
study: . (\ 206%, adogigd); EQuivale A OPPTS Guideline No. 850.4100

Deviations fx@n curr€pt @%re&&uldelm not &gpllc
test guidelige: D S [ Qﬁ

Previou@luation: & ye@alual@ an &ueple&
N |In R(2011) ¢
GLRQfficially v\g\ %s, co@ucle @nder P/Officially recognised testing facilities

recognised testing @ & o

facilities: @ & @ S

Acceptability/Reliabilyyr [ Y& S X
SV SN
& & & s ©

The st@@’ abo@»@)va erfo@ with an outdated formulation. It is only shown for transparency reasons
sincegd wa@%@ t e, flest listing process. New data has been generated with the representative
fo, latl or thé tl@ubstance renewal process, which is presented in this section further below.

©®

sheskeoskoskoskoskosk
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Data Point: KCP 10.6.2/03
Report Author: o
Report Year: 2012 &J S
Report Title: FLUOPYRAM SC 500B G - Effects on the seedling emergence and growthef one @y
species of non-target terrestrial plants (Tier 2) @ A
Report No: SE12/006 @§ S N
Document No: M-428356-01-1 - N
Guideline(s) followed in | OPPTS 850.4225, US EPA Ecologlcal Effect Tmt sundeline, Apml @96 %@
study: Seedling emergence, Tier II and v\g \\ N
OECD 208 Guidelines for the tc&%lg of chcml@ Terrestrial B¥dnt T§ Su% g
Emergence and Seedling Growth Test SRS
Deviations from current Current Guideline: OECD %@(2006) @U @
test guideline: Deviations: Tcmporary%@m ion from cl1md ¢ cofgitior ht) e ran ge ofl@%,t
intensity was not reported) However, n; ral daytight was Su emen y Q&
artificial lighting, wh& n light @énsm@was 2J50 % rlng%Q ddy Ifght

spectrum 15000 lux @sult 1945 I/s/n
density. All valid] % cnte@%\/ere@et Tl
on the reliabilitrof'the study anthendpints.

plant

o
Q
UCHSE

De @’on fr@a rec nmenc%1
eviation listgd abov€dad n
- &

&

Previous evaluation: yes, evqlunte@nd a@&%ted @ & @ S Q> X
in Addendu®? to,fhe DARROIR 5% (‘z}\? ((@ @}'@ ©
GLP/Officially Yes, con&Med ua@%r G{i%ﬁlm\zﬁy IK(U) 1118@ tm@cilif&w 9
recognised testing Q % o O ©@ 9 o\”\a
facilities: O % Qy Q @7@ 6& [ Q
Acceptability/Reliability: | Yol 'S, o @ & @8 Y o
7
Yo O S o Yo .2 o
: Q @ NS

Executive Summary o § SR $

The objective of this
emergence and gro
pre-emergence a

with 8 replicate fots,
species were tgated @1
made 7, ¢ and 21 day

14, on
after application.

cifi
of non- ta

catigy 3of the pto t;g; to

125; 250 a@g 500 g@s /haThe app 1c§10n

ant emerge@e su@yal a
ass s\sme

growth stage, sh%ﬁng h and

N

&
dy w%)s to e@ﬂua e p’@@enha@ffect%)f FLQ% 500 on the seedling

e soi] %@fao antmg de included 5 seeds per pot,

ectivély, f a tot {40 sgeds ety ht lexet. The sown seeds of the plant
5 @pllca@n rates and ate ntr he application rates were: 31.3; 62.5;

a Volume rate of 100 L/ha. Assessments were
fter lica aga del d treated controls. On day 0, 7 and

tox1c®y weregrecor@d The study was terminated 21 days
ere@ de &éeme@encegﬁfant survival, visual phytotoxicity, plant

d@bwe@ ©)

The study fulf@ all V@hty erla& OE@ ZO@Udek@%

No visual @[otoxw@lty @Qog%@f the \atmé& grofips were observed on day 21 in this study. The

NOER a

survkx@l shoot hei @and@hpot @we
@

Test item: @U $
descrlptl RO'15
density: 191L)%
Test«desi g0§
The gerna tion rate o
70 %.

determ1§é%[o be 50

s (ba

e, syrvival, shoot height and shoot dry weight) were

LOER Va% er
O-g-a.s. /hisand > 500 %é s./ Q\respectively The ERs value (based on emergence,

0.:

5@ a@@ve sub

@

e seeds used in t

)w@@ 500 g a.s./ha.

102000018148 - 01; batch ID.: 2010-008479, Sample

é’ MAQ:RIAL AND METHODS
ﬁc ﬁcatu@

stance (analysed content): fluopyram: 42.2 % w/w (502.4 g/L);

t%”ulentum (buckwheat) was tested in this seedling emergence and growth test.

his study, observed in an annual germination tests, was >

seeds were sown one day prior to application of the product to the soil surface in 10.5 cm

plastic pots. The used soil was a sandy-silt loam with washed sand.

Planting density included 5 seeds per pot, with 8 replicate pots, respectively, for a total of 40 seeds per

1al phant F@"o ef%m escz@ntum&(buckwheat) following a
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treatment level. The sown seeds of the plant species were treated with 5 application rates and a water
control. The application rates were: 31.3; 62.5; 125; 250 and 500 g a.s./ha. The test solutions were S
applied at a volume rate of 100 L/ha. Control pots were sprayed with 100 L/ha of deionized wa}egy IS

Assessments were made 7, 14 and 21 days after application against the delonlse@ater Heated@trols@
On day 0, 7 and 14, only plant emergence, survival and phytotoxicity wereffcorded Thegstudy,
terminated 21 days after application. Final assessments were made for emergertice, plant syvival - ¥isual
phytotoxicity, plant growth stage, shoot length and shoot dry weight. totox101ty @g. c@os&@
necrosis, bleaching, wilting, leaf deformation, stunting%@s recorded{rom the llvmgg pl 1ts at ﬁh
assessment time following a 0 - 90 % rating system in 1% steps. A r, plant consi ed @em&ﬁ ad <

was not rated for visual phytotoxicity and removed fgoggn the pot. &©

Climatic conditions: Following application, the o with plantstere@ﬁam@aed der grgénh s@g
conditions with natural daylight supplemented Yy rtiﬁ01a1 lighting temp gv

maintain 10 to 31 °C during the light cycle (1@@) and@jrmg@ daﬂ@cycl@ h) @e rela@ve h&gmdlty
was regulated to maintain 70 & 30 %. % S @

Statistical analysis of data was performe@ 0 a@% NQE’R OER, LR/ERssand L @al
emergence, survival, shoot length and %oot d@%welg@ usng oxget ta‘m&hcal @t arg\ﬁ

Dates of work: February 15,2012 - @rch{% 201@ S & o &L
S

@

'

Validity criteria: N 9 )
@
The validity criteria O@EC]@S w@e fulfifled. &

The seedling emer ce of contr as >§ % @’[ual 92.5 "/@ The%lean survival of emerged
control seedhngs lly% "/QZl da@aftg@t leag,SO ‘@nergence in the control.

There was no&ual toto 01ty eed;lgﬁ%gs a con@ plan‘%”exhlblted normal growth. The
environmenta ons ?erm%tfle test mc Were k idedfical. "@e pots used for this study were

filled in @q?@l manner Wgh the.gatne s @ @ @7

IS & & o @QQ@Q&

A S
Analytical results Q\ A éﬁ N S é& @Q

@f/

The analysis of F/F& rﬁ so@g on e highest t&sted application rate (500 g a.s./L) revealed
measured C(@ntraﬁ 6@ no\ fhinal.cShcentration.
&
S, e e
& © § Y&
Biologiéal findings: < & ©\

No V’f%ual phytotoXieity 1@%ne’ oﬁhe tme;@roups were observed on day 21 in this study.

&©
N N
& - < Q
Y
Table 10.6. @ Y ect p%otox@ of Fagopyrum esculentum at the final assessment on day 21
J N Phytotoxicity summary [mean damage in %]
ot spee o
&ﬁ t ses % K [g a.s./ha]
< @ S| Control 31.3 62.5 125 250 500
~J @

F%opy@ esculentum 0 0 0 0 0 0

Ya

&
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Table 10.6.2- 2: Effects on growth stages (BBCH) of Fagopyrum esculentum at the final assessment on
day 21 o

o

Growth stage (BBCH) Min - Max at test item rates [g a.s./ha] - < §
Control 31.3 62.5 125 2250

@ U
2
Fagopyrum esculentum 51-55 51-55 51-55 51-55 @&51 -55 &&51 —OSQ

> 9
oS s
The NOER, LOER, LR>s/ER»s and LRso/ER s for surv1vammergence ot length asho ht
expressed in g a.s./ha for Fagopyrum esculentum ar%summarlsed e follow g tab@@or thed 1n%lx©
assessment (on day 21 after application). %@ Q @ @
@

9’
Q@ S
Q @ % o
Table 10.6.2- 3: Effects of FLU SC 500 on é\'ival@@mer ce, 0t e@t an@mot d
Fagopyrum esculentum QZ}\? @ Q

o A D =)
Endpoints Survival @} e, Nme@nce &é @aoot fen
a

LRso/ ERso >500®) 500 S o x990
[g a.5./ha] (n%?B - Y @; (n. Q) " U@n.d.
LRys/ ER»s (95 % C.L) >5 NEE
[g a.s./ha] & A YT e &@ ES % :
LOER ] I
[g a.s./ha] & > SQQ ’ @Q @é% > 00y
NOER

[g a.s./ha] %OOB § ®0 @Q

0

N

Calculated value: re ou@e ed or @ete ed ©O
No computatio S@;ffoged due§l obse§ % @ ©

@ O SRR
S ©© @ [E C(@%LU%}ON § >
In this seedling emg@encéﬁnd g@wth tudy,& S 00 was tesnder greenhouse conditions for
the effects on the see @ urvi owt (@)c sh&@j dry weight of the single species
Fagop%@n esculentug, foll@gmg a rgenCe apphcatlgn@f the product to the soil surface. No
adverse effects @rge&% post-eme %%ﬂakgy shoad® height and shoot dry weight occurred.

Plant species

Therefore the E ased on ep@ergence, surv@’al stoot height and shoot dry weight) was determined
tobe>500ga.s % gﬁ @]& @\ @@ @§%
@ . 0
& & ©@ O oD
O o KR &£ o

) N @ .
Assess@?nt and con\cg?usm&v applican@ ©\
Th{%&udy and its'data ar ns@ed apacce;

le and reliable for use in risk assessment.

skoskoskoskosk ok
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Data Point: KCP 10.6.2/04
Report Author: ] o
Report Year: 2012 &/
Report Title: Fluopyram - Peer review of new active substance - Request for additional o
information - Ecotoxicology - EFSA Letter Ref D(2012) @JS/al/(ﬁOOZ"@ < atc@
January 24, 2012 oS BN N
Report No: M-428668-01-1 ~ S A
Document No: M-428668-01-1 = S & &
Guideline(s) followed in | Data Directive 91/414/EEC @ & % S Q&
study: Bee Studies, not yet Peer Revie @@ o@ Q\ @
Deviations from current Current Guideline: not applicable Q s"\g\/ Y S
test guideline: $ g&x S R @'n© @
Previous evaluation: yes, evaluated and accep 1’ 2) Q é N
o @@% @ > & x«@ &%é@
GLP/Officially not applicable 2 AV N
recognised testing & %@ g}’ @% b@ @Q & % N
facilities: A Q @ Q A o & N
Acceptability/Reliability: | Yes SN00S 5 S O §
R @ & SN &
S sy && g S
The document above was only induded for traﬁ%par n&” reasons sifoe it @ partypt toheﬁust listing
process. It does not contain inform ion@mlevfor @curr act@@sub@me ewal process.
o .> T e &8 SN
v & 0 ©
5 S SR 0 N
Q S B Q N 9
o & 9 & > o < N
S ¢ & ~ 8§
v .9 O o . N O
F TS e § .00 <
@ S & X @Q @ @
N Q N o AN . 9 @} Q
(CIEENN A AN &\ @ %,
S SRS S
S £ .© N o S @
5 T Ve A s T g &
S & & & o &\
&@ s @ o\® @Q o\© v °\©
D) SENES®) S
§ RENIIN > & >
o O ¢ .9 o O @
QOO O N O D
¥ o K 2
3 F o E T
@’ 2 Q @ SR
S NN
o S & ©
S ¥ & O
SRR A
@ < Q & ©@
¢ & ¢ &
S &S
(SN
S EES
Q@ £ <
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Data Point: KCP 10.6.2/05
Report Author: I o
Report Year: 2008 &’/ S
Report Title: Non-target terrestrial plants: an evaluation of the effects of Fluopyram SC588G in 47
the vegetative vigour test (Tier 1) @ A
Report No: VV08/01 o S N
Document No: M-301453-01-1 - A
Guideline(s) followed in | OECD 227 (July 2006): vegetative vigour test (Tie&ﬁ . O & %@
study: @) > o\ <
Deviations from current | Current Guideline: OECD 227 (m@ w &
test guideline: Deviations: Temporary deviation from chmat@%ndmon (temgeratu@un@lgh O

Y

period).. Light intensity an%@mmny was reported D& tlon fro
&

recommended plant den51 ,‘,y
All validity criteria were@et but the g 1nata&§z¥ate

us
study was not reporta& How@? as rQpitine Berminag te ere @@med &u on
the seeds to ensure thdir Vla@lty t@wger con&dered %be in

n@tlonp Qe can
the acceptable range. @ Q © h@ @& :
The deviations Hst absye h@w 1nf@§nce ongtbhe rel@%htygf the s §
o

endpoints. (7% ° @ S

Previous evaluation:

No, not pre@uslg&ﬁbmlt@ﬂ @ @7 @‘\9 §y @ @U

GLP/Officially No, not@ndug@ed und@% GLP@fﬁmeco@”sVed t@@ng f@ﬁtles»

recognised testing @

facilities: <& N & 2 @Q &

Acceptability/Reliability: | Yoy % RN YEEYNENEG

© Q N G S 2
~ TS SIS
S & KO

Executive Summar& ¢§ %\ Q & é\
The objective of th@tud was t(@yaluﬁ@ the p%n ffect@of FLU SC 500 on the vegetative vigour

of eleven non-t t t
the product ontdthe
and 4 monoc

Avena
Planting density i
treatment level.
(equivalent to

100 L/ha. A@ssmé@ts
survival a
phytoto

ledgpous sppmes from 9

vulgaris @ar beet), B&sszca@@%us

(soybean)y % Helzanthu @mw@sun wer), Lyco
1

va (oat), 1\ um"g@ enge (rye@s) #ea mays cog% Fagopyrum esculentum (buckwheat).
ded &

visual phyto

@ty, plant gr@ﬁ/th stage and?noo@y

tr13®ant s&me&% a himt tes llo g a Post-emergence application of
pla -4 @9 st of eléven species, 7 dicotyledonous
an‘g f%mlle@vere @ted ifZthis vegetative vigour test: Beta
see pe witter) @ ucunggs sativus (cucumber), Glycine max
tum (tomato), Allium cepa (onion),

SZC @SC“
? len

nots, respectively, for a total of 32 plants per

(.:- application rate of 500 mL prod./ha

pla er pQ replicite
ts were treated at the
mln@ 50 @ S. /he(i;and @ater@) trolhe application was done at a volume rate of

maQ% 7,

Q\' %% daygfter application. On day 7 and 14, only plant
ici

ordég. Flnz@assessments were made for plant survival, visual

The stydy fulfils a&ﬁal W@ crltﬁ of @CD Q guideline. However, germination rate of the seeds

usedyin this study was n.

their viability, tgg*>germinati
$ %“
There were @adv&gs eff

ted

ofthe 11 ecies@s
the ER@ase@h survival a
SRS

WS

epo@d As sutm

ermination tests were carried out on the seeds to ensure
idered to be in the acceptable range.

s of thi singg treatment at 500 mL prod./ha on the survival and dry weight
no Wsible otoxicity was observed in any of the treated crops. Therefore
shoot dry weight) was 500 mL prod./ha (corresponding to 250 g a.s./ha).

ate co
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I. MATERIAL AND METHODS

TOX 08109-00; active substance (analysed content): fluopyram: 42.2 % w/w (501 g/L); densrt
g/mL) o

Test design: A total of eleven species, 7 dicotyledonous and 4 monocotyledo@gls species fr%m 9 ﬁ(ﬁnt
families were tested in this vegetative vigour test: Beta vulgaris (sugar begt), Brassica us (Qilsee
rape winter), Cucumis sativus (cucumber), Glycine max:(soybean), H&ianthus annuys (s% ow
Lycopersicon esculentum (tomato), Allium cepa (onion)gd¥ena sativa (@at), Lolium @ﬂenn egrags),

Test item: FLU SC 500, specification no.: 102000018148; batch ID.: 2007-011657, Sample deser@@ &§
18y

@

Zea mays (corn), Fagopyrum esculentum (buckwheat). The planfdpecies used2in this” stu areé

representative of a wide range of plant families and wgre chosen begause they are@'adrly@ﬂtrv@d te
organisms and widely used in research. Routine (-(:;-r ation tests were casried it on thie seeds% ensnre
their viability. The plants were grown in a gree House in com*ercm,l .5 and 3 laitf@ po% Bhe
used soil was a sandy-silt loam. @ @

Planting density included 4 plants per pot wrtﬁ? 8 W 1cat @ecu&, for@tot@mf ?@ntsgger

treatment level. The plant species were Y&%‘[edo he% 4 at a gle applic & of
500 mL product/ha (corresponding to 2%0 ga s\éha) a 1 The test @ﬂatlon@ﬁwere lied

onto the foliage of plants and above &gportr%s at @@ umevrate @\100@ rol p@s were
sprayed with 100 L/ha of deronrze(k ter@, N @

Assessments were made 7, 14 an%l days aftépapp @tlon n d @ﬁ 0 plan"&survwal and
phytotoxicity were recorded. | assessment§ werepnad @pl dsurviv vi@ phigtotoxicity, plant
growth stage and shoot dry weight, Phytotoxicity,were gésesse(& %uah@we rating: 0 (no effect),
A-E rating (slight effect toggnoribupd). Adty plag@considered as belnﬁead@@s not@@ted for symptoms

of phytotoxicity and renioved t%nn the%b & @@“ @

Climatic conditions: llov&r@% 1cat1n the (. ots with plaids’ wefe, maifitained under greenhouse
conditions and nat da}ilght § p atethentedb y a&’icial@'ghﬁng ight tensity was not reported.
The temperature s 1030 31° % duﬁﬁaog tthght cycle g@h) @d d ¢ the dark cycle (8 h). The
relative humidéz\v t reported. %g @ & ”\g

Statistical an§ sis @s cafied o for sugar be\@oat (] rye@ss &s&lg the Pair wise Mann-Whitney-

U-test (or&%ﬁded smalle@ us1 @ 1st1ca soft\@re \@’
Dates é&ork Januar@lS 2@8 Fe rua@g%B 2@2)8 % \©

@ éﬁ )
n> o
@@2 @@ @@@ 4, Eéﬁ%rs @Q' DI%@JSSION

@) \ °
Validity crrtﬁa @ Q\ @’@\ @@

The Val@ criteria 9f@EC@7 wéte fu@ied

All plant species in this s m@he é}drt 1terron of at least 90 % for survival in the control. In
accordance with OECD@;urde@?e (OE , there was no visible phytotoxicity in control plants.
Normal growth@e¢curred in t eleven species tested. The control plants of each species

NS .
showed no@ variation i

owﬂ% an elopment and morphology. The environmental conditions

during the tn@zver pt rgentlc 1th1n each species. The pots used for all species of this study
were ﬁll in e mafner w ki the same soil.

The errmna th %eds used in this study was not reported. However, as routine germination

ere 1ed e seeds to ensure their viability, the germination rate was considered to be in

cce le range
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Analytical results:

No chemical analysis of the initial test item stock solution was performed. gf S
5
N & @ &
Biological findings: @ & IS
No visual phytotoxicity was observed at the final assessment (on day % fter apph@on)@ thls@

vegetative vigour study for the control and the treatments R

&
There was no adverse effect of the treatment at 500 mL {rod./ha on tg’survwal alédry W@\ght &@he &@
11 species tested.

: : . 9
The survival, shoot dry weight, phytotoxicity and plant growth sf%es arlzeQ for each of@%
plant species in the following tables for the finalkggsessment (*day 2%fter ap 11@& n) @2 @

N 9’ @ > @

Table 10.6.2- 4: Effects of Fluopyram S§§OO O@urvkﬁ and s@mt &y we (@t © @7 @

@rvwa& @ & (<§ “Shoot@ry weight §
Control Q é‘eo mlérod.@ X COI@ & @ prod /ha
Flantspecies 1 o, %Q% Nl | W R © g M dry<3ﬁea‘@;y o,
plants Sup@iva &F@hts @'Vi\;g@\lnh‘ n & [1gg] @ Y E’ih ﬁlhibition A
Beta vulgaris 32 |w Y00 32 100 0, @ 1.904 1.7290 9.2
Brassica napus 32 1005 ] 389 | dpo [@ o 2883 «|” 2.925 -3.2
Cucumis sativus 32 100 32 |£100 ¢  ps [22205C 6 0.9
F. esculentum 32 R by 32 @ 10%\@ ) 2.842° | &y744 3.4
Glycine max 32 | @100 2 3%, 0 [ S0 Of 2905 [S2.564 5.2
Helianthus annuus [£932 | 1087 427 | W0 O~ 0g; 23838 2.626 7.5
L. esculentum 3207 1907 | %32 100 @ $1.8987 | 1.866 1.7
Allium cepa O | 3R 100 325p 108 ~ § 0.066 0.071 -7.6
Avena satity. | 32 |O100 Y 38 7] @0 | O 0 ] @924 0.848 8.2
Lolium pegnne @J?;;% 108 82 \}100 @ 0 Uz% 337 0.309 8.1
Zea ‘mays 302 100 | ¥ 2.628 3.029 -153
A BQE%&'[IVG figures 1@cate tl@here was an @r@ase 1@0mas&fﬁry w@ht) when compared to the untreated control.
Ad *\a RN R\,
@ . &,

@)
Please note: Phy?@tom ﬁ%es@sﬁ%usmé\a qu@anvmg 0 (no effect), A-E rating (slight effect
d

to moribund @Jont 6D andceate lant@mw@ no s@’nptoms of phytotoxicity. Results from the
phytotoxicity“assess ent paaented Q nthe t@ e be@w

N N
%o %, %@ @ S
@@&@\ @Q@@
@%
&\%%§§@Q
§%©%©



B Page 193 of 211
BAYER 2021-07-05
! g Document MCP — Section 10: Ecotoxicological studies

Fluopyram SC 500 (500 g/L)

Table 10.6.2- 5: Summary of phytotoxicity and growth stages (BBCH) following exposure to FLU
SC 500 at the final assessment on day 21

‘@0
. Phytotoxicity 4 BBCH growth stages L N
Plant species Control 500 mL prod./ha Control 500 mL pro@a K
Beta vulgaris 0 0 16-18 & 16 - 187 S
Brassica napus 0 0 16-18 0 1618 -
Cucumis sativus 0 0 63 - 65 63y 65 S &
Fagopyrum esculentum 0 0 r~a 61" ’ S 61 o 2 R
Glycine max 0 0 © ) (MO @
Helianthus annuus 0 0 %@ 26 @ 24@% A Q
Lycopersicon esculentum 0 ) Q\T - 60 Q @ O Z%}
Allium cepa 0 =y K12 af 12-14Y
Avena sativa 0 Q0 }7) O21-69 @
Lolium perenne 0 & 0,0 4 «;@E— 2.0 [ 29({—\27
Zea mays 0 Q) @ v, | A58 oy 15-16
A Phytotoxicity: 0: no phytotoxicity or effect % @,‘L\a @w Q@ © o @\75 <’
%, o\> \% é} é% <§§ QQ
LN S ST S
Phytotoxicity was recorded at each asmggktlme&h tlg&follov@lg aw@%in%@em‘@ Q
0:  no injury or effect @ RSN @9 §
: N N S %
A:  slight symptom (s) Q SRS <) SO
B:  moderate symptom (s) © @@9 @6 O & ©© @Q >
C:  severe symptom (s) Q@ \w\’ @ &@ @Q (S é%
D:  total-plant symptorn % AN & - 9 2
% O o @ S %
E:  moribund N @ < NN
Codes for visual 1nJurles\ %e % § @ ©@% ® N X
a: chlorosis (yellogwing o egé@oot t1@ue) @6 N é N \Q
b: necrosis (broygi shoot tiss |§ N) §a Q S
. : ]@&1 @
c: bleaching ot t@u %1 ut e@tmn}@ & & @
d:  wilting (lass of furgor ofs (%gussu% QO > W N
@
e: leaf de@natl N (leaf@url, atmormalfeaf %ﬁ pe) & @
f: stuntér)lg (plm@hmg%ed@;d W % shorterinte @)de le@gth
@
N S SERNE
N @ @ o CoNCLUSToN %\

plant species wa§estedtnde een@use onditi erse effects of the single treatment at 500
mL prod./ha ofiithe @wal d@ % f thdd1 spe@’es were determined compared to the control.
Therefore the” ERso I’VIV nd W@@ht) was determined to be > 500 mL prod./ha
(correspogding to 250 %a S. /ha@

As aresult of this @g é}ve vi stuﬁy in v&@och théff@f FLU SC 500 on 11 non-target terrestrial

@ N

@ A o% 9

Assessment and concl§on apph%nt&

The study anQ its d@aﬁmd@& as a@eptable and reliable for use in risk assessment.

The endponit is; i@so> g@\.”s./ha{)@
o o O o

skoskoskoskosk ok
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Data Point: KCP 10.6.2/06
Report Author: o
Report Year: 2020 &’/ ©©
Report Title: Fluopyram SC 500 g/L: Effects on the vegetative vigour of ten non-target 7
terrestrial plant species under greenhouse conditions (Tier@) @® ’~
Report No: S19-22934 o L7
Document No: M-688439-01-1 - QA
Guideline(s) followed in | EU Directive 91/414/EEC w) O & P
study: Regulation (EC) no. 1107/2009 (9 & \:4\9\ \\ N
US EPA OCSPP 850.4150 (201% Q@ @@ NS y\g@
OECD 227 (2006) N S & Lo
Deviations from current | Current Guideline: OE:é)ﬁ (2006) & @U @
test guideline: Deviations: Temporary ion from climate c1t10 ht) 1 validity &
criteria were met. The ations 11ste ove no %q@fjluen%\on th%@abll@g‘f
the study and endpoints. @@ %Q % —
Previous evaluation: No, not previously s@mltt ]
> @ Q@ © o /@% S
GLP/Officially Yes, conductedtnder GEP/Off? tally @ognlie%testlr@%facﬂ&es §\J
recognised testing @} \\ @ |, v S
facilities: Q 5N A @ % @ J@ ,@}@
Acceptability/Reliability: | Yes R Ry EENEN S 9
N > & 9 O O 0~
@ ‘”\a @@J@ @ Q& (S @© (N
Executive Summary @ S @ o @)
The objective of this study@/as to.val th entlal @fects of FIS@\SC 00 on,tfe vegetative vigour
of ten non-target terrestrial pl t specic a& fo@vmg a“post %e application of the
product onto the foh of p @ge ot ?@\f peme&k icotyledonous and 4
monocotyledonou re t ed 1n vegptativéwigour test: Beta vulgaris

(sugar beet), Bras
(buckwheat), Glggine
(oat), Lolium

water Q@01 The app
21 days after applic;

assessments were@ de forpla

at fhe 2 @le
1es frm g ilie
(01 s ragﬂ wi ter) Cﬂ@mls vus {eucumber), Fagopyrum esculentum

X (soy%eankHelza»@us a% us (suh
egass), Zey m S co 1

10 or 5 replicate p(@’ res&ctlv
treated with-a single ap cat

g) A@n cepa (onion), Avena sativa

antipg de included 2 or 4 plants per pot with

, for tota ts pe rea‘e@ nt level. The plant species were

ate .995 pr duct/h @equiv&¥Ent to nominal 500 g a.s./ha) and a

atlo e at yolur@ ate f 200 IZha. Assessments were made 7, 14 and
day%% and

@plan surv1v®and phytotoxicity were recorded. Final

urvumd ph xic@y, plgt growth stage and shoot dry weight.

The study ﬁll%g all V@%ﬁy erla@@7 OESD 22@1@@

Symptoms oﬁhyto‘%‘hm@me effe

ed to the control) only occurred in Fagopyrum

c@f 14 @com

esculentugsyThere were no advgfse e s of fRe si treatment at 500 mL prod./ha on survival, shoot
height shoot dry. &v%%ght £Bove the 50 @effe level. Therefore the ERso (based on survival, shoot
heig%and shoot d@elgh% was \O 99@& preQ t/ha (corresponding to > 500 g a.s./ha).
A @@ o\ @
Y @
N N
@ %“ § MA@IRIAL AND METHODS
@
Test item; &§U \500 ecificatiom@o.: 102000018148; supplier batch no.: EV57002782; Sample
descriptién’ T 1456200; avtive substance (analysed content): fluopyram: 42.3 % w/w (502.7 g/L);
densit&ﬁ. 18%¢/mL O
OF o

rape

species, 6 dicotyledonous and 4 monocotyledonous species from 8§ plant

Eﬁ@g@@% tofdl of
fa 'lire tested in this vegetative vigour test: Beta vulgaris (sugar beet), Brassica napus (oilseed
%

ter), Cucumis sativus (cucumber), Fagopyrum esculentum (buckwheat), Glycine max

(soybean), Helianthus annuus (sunflower), Allium cepa (onion), Avena sativa (oat), Lolium perenne
(ryegrass), Zea mays (corn). The plant species used in this study are representative of a wide range of
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plant families and were chosen because they are readily cultivated test organisms and widely used in
research. The germination rates of the seeds used in this study, observed in a seedling emergene@st, S
were 87 - 99 %. The plants were grown in a greenhouse in commercial non porous 15 cm plasti ots &
(filled with approx. 1.5 kg soil/pot). The used soil was a loamy sand. S Q\ g

Planting density included 2 or 4 plants per pot with 10 or 5 replicate pots, resp&ctively, for aQ%@tal

plants per treatment level. The plant species were treated at the 2 - 3 leaf stagwith a singge appli tion
rate of 0.995 L product/ha (equivalent to nominal 500 g a.s./ha) and a w;, ‘l%r control. TK& test splut tiqr?
was applied onto the middle of plant height at a volume(¥ate of 200 Lﬂga Control g\zﬁ w%ewspra @
with 200 L/ha of deionized water. X &

After application, the pots with plants were transferr@back to the @gce@enhouse an@laee&n t @z@able§©
An independent set of LED lamps above each cultizat Ation table ensired a@appr iate &xposure to i

The light intensity was in the range of 240 - 33 0@0/ ol/m?¥s. @e po& ere@\et up.so d&g@ tre nt
group after application. All pots were repositianed on the firstand s¢eond ass ssrn daytg compensate
for potential variability in growth conditions.© ' @ & b@

Assessments were made 7, 14 and 21 da%%fteré%h@a@on ay and only Sant @g
phytotoxicity were recorded. Final a nt MVrva@hyte@xrcrt lant
growth stage and shoot dry weight. P oto %Jty \/ rec d from the l@ng §ﬁts afzach assessment
time following a 0 - 90 % rating sy r& %-°steps, tedesc l:@th ent frth al sy¥mptoms in

comparison to the control, takingGto agcount ecros@ def atror@nd ge inycolour.” Any plant
considered as being dead was n@s rated%r visual p@tom emo fr(@the c&ot

Analysis of the product solutien a%i the c@rol Qlutrowere eQnduc&%’by kg - UV©

9
Climatic conditions: Folo]g@mg ap%hcaﬁyn thy ots 1th S We@%am@rne der greenhouse
conditions. The temperature ri r@le 11 yq§ (16 h)i%nd ng the dark cycle (8
h). The relative humi % &\

Statistics As no alit %ccurr\@ no:§t tlS ical evaﬂ@tlor@fﬁs p forme@for this endpoint. The data
of shoot height @jid shivo dry&zvergggwere& ested ut §@and homoscedasticity using
st

Shapiro-Wil s@@ d Legyene- @ectl%ely Foy all tested both requirements were
fulfilled, therefore @ﬁlden%test as co duc @uﬁca el qyet was set to o = 0.05 for all tests.

dry w , o statr@”al eygluatio analysis was performed using the

In case &f\@d increase imghe t 1tel@ pare to t@I group for shoot height and shoot
was gond str(é
program ToxRat Pr; @%ssro@&l r&on 3. § S (& RN

v
Dates of work: @eml;% 19 @9 Qecen&@’ , @19@@
@ @ @ o § v
ARSI >
S\ S IL@SU@ Allg@)ISCUSSION
.9
Vahdltvgterla @\ Q \ ©\

The\galldlty criteria of QﬁD @Q Werﬁulﬁ@

All plant spe ci&in t 18 stu &met%@e val %y criterion of at least 90 % for survival in the control. In
accordance &h @%hn&OE@ 227), there was no visible phytotoxicity in control plants
Normal gL th oSeurredy ontrdf9 of the ten species tested. The control plants of each species
showe al rlatlo@m g&ﬁh plant development and morphology. The environmental conditions
during:hte te re ké@ identical within each species. The pots used for all species of this study
wer@ﬁlled i@equ an§ W1th the same soil.

The ge@aﬂon rate of the seeds used in this study was > 70 % for all species included in this test.
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Analytical results:

Full details and acceptable validation data to support the analytical method are presented 1in S
document M-CA 4, which comply with the EU regulatory requirements outlined-y 'thil}<§
SANTE/2020/12830, Rev.1.

The analysed concentration of fluopyram in the product solution corresponde 0 101.9 % 0(%%6 t@t

concentration. N
3 & & o
©) < OO S
Biological findings: X Q@ @© Q\ @ %@

Q >
Visual phytotoxicity observed at the final assessme@(on day 21<after apphcat@l) in fhis Ve@ ati A~\
vigour study occurred in Fagopyrum esculentum a -@ﬁ ncluded chl@osm@fd ne@@sm with a méan ef@

of 14 % compared to the control. Q) ) AN Q\ @ 6\ ks §
All plants survived until test end. @CS% @@ & W\’ S
There were statistically significant redugtions (@’ sho@ helg@ for @e nt sp®1es @ P
esculentum (27.8 %), Helianthus annuug®.7 %ﬁ} Av%% sativg (6. 6‘?% and@olmwerenn (7
the single treatment rate of 500 mL pra@i/ha .S @ % N
K K 5 @ YO
S \ @
The effects on shoot height, dry W%ght,@hytot@gucn gro st re stﬁmrnarlzed for
each of the plant species in tl@llowﬁ&g tabl& for <ﬁ§ ﬁn&@sse&;@wnt (oH day fg application).
'S S °\@ @2
& O @ <

Table 10.6.2-6:  Summary o@ghytotoxmlt gg s (&B%H) f&ﬂown@posure to FLU
ay % @

S(@éﬂﬂ agﬁe ﬁr& ssess S

e

Plant spec § (O Ph@ﬁotoxnc“f@ A Q@ BBCﬁ rowth stages
P O] Control™~ | ~.500 &N a2 | Contrel’ 500 g a.s./ha
Beta vulggtis & 0 @y L B/- L1535 15-15
Brasstc@zapuﬁg\, O 0~ & 0/ 1&@ N 1& 15 15-15
Cucumjs sativus 0 0/ 263 - 63 63 - 63
Fagopiaum esculentupiy> | o 0 &7 | V14 /INE, Ce& 67 - 67 65 - 65
AQlycinemax @ | S 0 de Q- O e2-62 62 - 62
Helianthus annes o O N0 /6 S 18-18 18-18
Allium cegey @0 > | &% 0P »n, 15-15 15-15
Avenasaiita Q)| & 0@ O/ - O 55-55 55-55
Lolium frenneQ " (<5 .0Y D™, Q/- O 26 -26 26 - 26
Zeamays =~ P N0 o] & 0/ 16 - 16 16- 16
A Ph}@city: 0: no phytotoxi@%or ef £ Visu ym%%s None (-), CC = change in colour, NE = necrosis
SN NN &
= NS Q@ N:
S ¥ & Q
@° s & Q
£A0 § N
& S @
2o Q
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Table 10.6.2- 7:

Effects of Fluopyram SC 500 on shoot height and shoot dry weight

Shoot height Shoot dry weight ¢ >
Control 500 g a.s./ha Control 500 g a.s./ha - N é§
Plant species S
P Mean Mean % Meain :try M ﬂ:y 9 ) ©)
[cm] [cm] Inhibition* | '8 & Inhib iou‘*‘<
[g] [g] & S
Beta vulgaris 14.3 14.9 4.2 1454 <) 1429 | O L7¢y %@2
Brassica napus 14.5 14.8 -209 0.910¢ 0.902 o> 09 Q
Cucumis sativus 61.8 73.6 - 1xT 41340 3.950 ¢ @3 Z IS
Fagopyrum esculentum 122.2 88.2 27.8* 2.03% 2.3?&@ [\@6.5 N Q)
Glycine max 37.5 341 | (@01 EST 2,809 600 | o
Helianthus annuus 18.6 168 |509.7* 201297 | 4p88 A l161F K
Allium cepa 42.0 418 U 05 A 0337 0548\ | 256 * o
Avena sativa 57.4 53.6 @Gb* O W03 w0789 | ~29.0 F
Lolium perenne 433 409D [ Dr2%> | 086650 04759 12 4 .
Zea mays 82.2 291 W 3.0 [Q3591 7| &302 Q@ £
A Negative figures indicate that there was airy c%e&%n biomass (dry@e' ght%ﬁ%sn co@)aredg\@gthe untredted c&trol.
* Statistically significantly different compgied tOOQe contr&tudeﬁ’s t-tegt) ne—id%d smaligr, o = @QS) S
N QN
&CQQ %% "\@ § © §© N S 9
Q' ¢, 1L EONCLESIONSY &© S
. . @ Q
As a result of this Vegetatlveouroi#d grov@; stt@% 1%%%1& effec@ of FbU S¢%500 on 10 non-

target terrestrial plant specié&was&ested
treatment at 500 mL prod.dsa on the'su

er g@enho@l?ge condifio
1, sh@ot heiglit and shoot\@ry weight o

Ao adggrse effects of the single
10 species above

the 50 % effect level occirred. %@refor the ERso b@}d 0 ?Vivaylo\?’sho eightand shoot dry weight)
was determined to be&O.%@@ rodt/ha @orre nding to >é§0 g %s./ha)\
K @ S > @) AN
@ s . 9 @© @ @
O QN > . 9 D

N S
Assessment%@d c@usim by a%pﬁica«n@?> ((F@&a
Y .
The studyénd its (@‘Ea are con&iﬁ@red ay accepfable

R
> & g
a§ rel@ble f@se in risk assessment.

The e}fﬁﬁ\oint is: E}{@QS?@.&/ o~ QQ < \&
IS s
) % @ %O%****** @
LS F S
@ O ¢ .0 © .0 @
Q O © SN D
Y S K 9 D
N P .9 9
% ) %
& S S @ &
N @g&@\ Q&©
@%
N %%é@ N
@Q Q & ©@
¢ o O &
Q
SRS AN
$E
¢ LT
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Data Point: KCP 1