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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTI

PRODUCT @©

S

Fluopyram was included in Annex I to Council Directive 91/414/EEC in 2813 (Regulatig® ( §@j
802/2013 into Force on August 22, 2013). This Supplementary Dossier cont only data which
not submitted at the time of the Annex I inclusion of Fluopyram under Council Directivec91/4 HEEC
and which were therefore not evaluated during the first EU review. AIb data Whiph@&/ege@@ rea@f@
submitted by Bayer AG (former Bayer CropScience) for, % Annex I indlusion under @un il Dire @
91/414/EEC are contained in the Draft Assessment Report (DAR) an@ s Addendagitd a@clud@ in &

S) S Q)

the Baseline Dossier provided by Bayer. @& « é\a Q @@ LN
5+65+130a/L) apbreviation BIX +

The formulation Bixafen + Fluopyram + Prothio‘@ole EC 260
FLU + PTZ EC 260, is an emulsifiable concentrate formulat@ con@@lin 65 g/ N0 Big%@@n, @Q‘?i
Fluopyram and 130 g/L Prothioconazole. Thisformulaion isYegistgred thxgugh urépe unddetrade
names such as Ascra Xpro EC 260. BI)(@L%@TZ @@ 260y Wat alfeady @ repre%entativg

formulation of Bayer AG for the Anngz%[

igcf@io&@f Pg@occ&azole @@nder @unc@)ire@ﬁve

91/414/EEC. > .
. NI AN AR S S
BIX + FLU + PTZ EC 260 is an end 63¢ p%(i&lct p@pose@or us&%n the@eld @erz@baﬂe@ based
on the application pattern shown b@@v 70N RN @@ @@ S %@)
@Q & @ @ @§ S -
Use pattern considered in @i} riskoﬁsses%nent v A @Q © S é
L O S S V-
o O N O N
S %1 %9 @ ©@% e $ §
Table 10.1- 1: Il}(&\@ded% cation patt@nlé\@ ‘;\ é& ;i)?n “~
Crop Timi mbe Applicati Maximum Maximum
§ é 0'if\"§ &ﬁg 0& . terv@(@ ell@ application rate,
<O E? appli‘%ati()m& appl%tlons > N (rangg individual treatment
Y & @ ol > & (ranges)
o N 2l S 9 @ [kg a.s./ha]
L9 % S %aysﬁ]@ [IQprod./ha] Fluopyram
N A
Barlegls™ ) QQBBQQBO-&{ o \§ Q0 o6 0.039
D o
N 8
Barley & %BCH@;Qm o LT A© D 12 0.078
ot & .90 o O @
A RSO
O 9 8 @@@ @
<) N @% y %o
@’ 2 Q SIS
i A\ N @§ 9
Ny N \@ R S
o0 T8 e &
s A &SR
@ < Q & ©@
NN
& Q
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Definition of the residue for risk assessment

& &
The definition of the residue for risk assessment has been derived in the environmental fate chapter (seé”
MCA 7.4.1). For ecotoxicology only soil, surface water and sediment areéevant envi@nme@l

compartments. The residue definition for risk assessment is therefore given agy S o\@
< ;S
O I
N PO S
Table 10.1- 2: Definition of the residue for risk assesstent @ ©) @\ @ @
K o § & S
Compartment Residue definition for risk asses@ent =~ é\g Q m© @
Soil Fluopyram, F1u0pyram—7-hyd@ Trifluoroacetic acjrﬁf FAY 6& F S
Groundwater Fluopyram, F 1u0pyram—7-hy&?@xy, Trifluorgggetic agl\cf (TEA) N\ %, &
Surface water Fluopyram, Fluopyram—7&&sdrox1@€?riﬂ%%cet'§\%cid %A) @v S
Sediment Fluopyram AN o S S v (%% Q &’
Air Fluopyram w\?ﬁ NN\ AN Q é N §@
RN RN

> LN

>

@Q Qix S § > § § @ ©

S @ AN NN @ S S %,

EFSA (2019) provided guidanc o% Wto d@me@@m @@%s @%eta@ism&ﬂ residue studies in
o - S

plants and animals for consi ion‘ig the §otox1c@”ogicﬁ risk @gess ent. o

% 0
As part of this guidance, % template w@rov@%d fofi “que%tio@re”o@%’)the @se of residue data
extracted from Vol. 3 B+ t0 support th@cot@olcal a@@ssmeﬁb of p&@imd@a

Y
According to EFSA &Dl%é;ﬁe r&sﬁ@ctive%%@lay °@Q©nSid%\this c&uestie&@lre as useful in their
N N S

assessments. @

S @
Therefore, the q@tior&@r&e w@fh the i%%?orm\%ion fr@ the@eva@&smd@gj with fluopyram is provided
on the following pagesy N WO Y

6 SERSEERCEEN f?@o\’ & @

TN g s

N2 %, @ W

D ¢ & &L ISEER SN

Data Point: @Y [KEPSection 10/04> . © ~

Report Author: Q¥ W_
Report Year: %@) 202 QO

Report Title: i Qj Fl@yrar@:@esicﬁ@@ 1nf0;;@‘tion porting the ecotoxicological assessment
Report No: o2 ¢,° | Eb8a-210155 2 o~ 7

Document No: "WM-763894-0 @ 9 &7
Guidelin@ followedin,_ [ O @' . %
study: ° © Q @ &

& S
Deviations from cu@ @}rrentgghidel@ not'applicable
testguideline: ol N Q <

e
Previous evaluation: Nognot pre@)uslygl\ﬁmitted
AP A
GLP/Offici S, |t applicable @
recognised@esﬁn@ﬁ @)@ §a
facilities® @ S
Accep@%ility@@iabiﬁ%{: e

& @ Iy °
@ & <

&
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Metabolism in primary crops

Reference material: Test No. 501: Metabolism in Crops (OECD, 2007a)

F&‘fl
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 metabolism crop gﬂ@than@e %
GAP(s) under assessment? Please provide an overview o@e available &ﬁ&) ation.! °« \@ é\a

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

/),

@
The metabolism studies are compliant with the use @ttcms sou%@type of ap@atim@osc@tc, @Q}©
BBCH growth stage, PHI). They are presented in ¥9l. 3 B.7 of the DAR: No data gap is ideﬁﬁﬁed&

as 3 crop groups are represented (foliar) and the fgtabolism isSsimilar @ metabolism<tudy®e a;%@

is available in a crop that belongs to the same r;g.taboh'@n cro@l‘rm \the@P(%@Jdef@s esSment
(grapes and apple). Q @ X @ 6@1 @

L (@) S °
The following metabolism studies are av%ﬁbleo@@l:llmg%m%@ S\ ©© © @j g
Report . . @Crop o .5 LY N
reference Author, Year (@Q Catogory é\g %ﬁp S ppl@imn <@§10 m;a@l
- -01- S v Yy oY 7

M282177-01-1 | p—— | : S Q@ | et ghenyl

2006 Eruitgf) [ Grages | Eoftar 2 | &
M-282460-01-1 _w;wﬁ N ol RN SIS (2, 6-F-pyridyl]
M-286400-01-1 O &N ko SaT L9 14

7 o C-phenyl

I @ 00t &Ps ¢ | porars %ﬁm @ [}\7@ phenyl]

M-286531-01-1 g o

Hﬁzop&@ ®e Qb@ \© oF & o\%,ﬁ-l"f-pyridyl]
N
M-283161-02-1 dW‘ v P
GE.201 N Cpusesand S & |«

5 2 @
& oilieds < | Bow BoliasS
& %
M-299067-019 @%? & ©§' o [2,6-14C-pyridyl]

[UL-C-phenyl]

M-298796201-1 DN O Y o |@
D 14
UL-'*C-phenyl
-~ N peppeg\ irrigation
M-298741-01-1 . > O [2.6-1C-pyridyl]
) 72008 = S o Ty
Q) (@alﬂG@s Seed [UL-!4C-phenyl] &
M-345948-4%1 % 2009 %ﬁ‘ops @“ﬁ(}) s @fheat treatment [2.6-1*C-pyridyl]
- - VYR - NZ
M-615284;01-1 . @ @ @Qj Y [UL-'*C-phenyl]
elo289011" @ I\Qisceloléﬁ@})us Rice Foliar
B ﬁmﬁl{@ SRS [2.6-1C-pyridyl]

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 {fop 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 ifi\\grape, potate, eav§®
and bean leaves, collected 4 to 51 days after the last application. Fluopyram was howeverobser}
in lower proportions in potato tubers and bean seeds, representing 5% to 2%% TRR. In thése ma@ﬁs 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§ % &
A similar metabolic profile was observed in pep@ followin@&?@ip irrigatio@%with@uop an, @Q}

@

fl -PCA and fl -PAA-gl ides accounting for 16% todd% in fuits. [..:
uopyram an .uopyram glycosides untmg o& . 2@@4/ T@Im 1 s@[2 @}
Globally, the metabolism of fluopyram can be regarded as mgﬁar 19;&11 plam@gro@ N §
RN &9 o & o
RMS t: Bl US
commen RN @} &6 &% \@ éﬁ N §
@ N o © %, QS Q
LSS & & v o & g
LR N i
R & S} ©© S
@ N
L S @ & @Q & & é
R & &
5 O N W T Q&
N % ) ©§ @ @@% o $§ §
9 . N .
& F L Fo s o

@ N @
@©@©© S @j%&©§%
¥ s SH SR
. o 88 T o ¥
S & & & o &\
A @"\@& @%\© &\@
SIS
5 S & & o &
ORI AN S RN
@ 9O g © o .0 %
TS s
S\ L 4+ 9 @
@’ o & @ &S
°\ Q @\
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
N %“gf&@ N
&§§©%©@
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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 ot@é S

representative use(s)3? N @§
S)

Applicant response: @b @ ©)

The metabolite pattern can be regarded as similar in all primary crops and un@r differentapplicition
techniques (spraying, drip irrigation, seed treatment (see below, quest@S)) Parent@ the Jor&
component of the residue. ©) & v\g ~

. @ © & @
The metabolism of fluopyram consists as a first step, of the hydroxyla#ion of the pdgent c&p to
the metabolites fluopyram- 7-OH (M0S8) and ﬂuopy@n—&OH (M&8), which undgrgo ﬁf@her I@xose%
conjugations. Cleavage of the hydroxylated metaplites and sub ue%bmd@o e two @sﬂn&
groups of metabolites; those containing the tri@poromethyl-pheny] f#Hoie @am-@ua
(M25), fluopyram-benzoic acid (M33)] and g@ose c%ftaml@he rldy& mz@ am A

(M40), fluopyram-PCA (M43)]. o 9 & @ W - .
@raﬂ@gxnﬂﬂm C%ﬁltr@on (fg@r and drip) @

Metabolite o h
@y, mgp rent& @ N Ko
= R gdkg o mm@?’t L & ©
@ 1% \0.4%% \)})\ Gr@eav%@ $ &@9
9 O e (Sumimer leav%s
Q@ S o K O@? ﬁ@g écm éﬁ
U
Fluopyram-7-hydroxy % % @ 4 0.60 I8 %eag llag%
AE C656948-7-hydroxy / M98/ O |1 §5 0.20 Shn stragdy
BCS-AA10065 > Q o150 |o® S Pepperﬁi’ltem@?ate plant) drip
é\a > ) S C%I‘I’lg&OH N

@ ©& . § fé%% 0-24\‘)@ @@ Pepper (@%f plant) drip irrigation
WQ O 20.8 O@ S @tato deaves
@© 6@)@@ Q 0.9 0:35 N NGrape Teaves

N < O Gra }?é(Summer Cut: leaves
Fluopyrani&j-hydroxy-g N0.2 & 0.1%7 @ BBCH71)

N
S)
AE C6§;@48 7-hydrox 8 s @' S —
idipate of M0S), é‘ @ 8.9 @31 "y DPepper (rest of plant) drip irrigation

o Q\) &\ éﬁ . @ g 0.25 Q\ Bean foliage

%Q & 0.7, 0 0.1% O Bean straw
Fluopyram-7-hydroxy, )%(%ﬁ@ i 32 8@2 @§ Bean foliage
AE C6569 “hydr@xy-glcaMA / T2 °
(conjugate of M08) S @ @7 @{@ 0.9&)@ Bean straw
@ © QQ @] 0.8 |04 Grape leaves
D Q Grape (Summer Cut: leaves
Fluoquram-S-hydr@§ % @\ @ N 0.13 BBgH(l
. VN 71)
AENC656948-8-hydroxy @§18 o ©) ,
0.5¢ 0.21 Bean foliage
@° NI
& 4 %Q 0.R 0.17 Bean straw
N @
@@» @ < ﬁ
& S8
tri value@of 0.8 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
M22 &
51.6 0.04 Succulent bean,_ @\ v
© @ §
Fluopyram-benzamide 64.0 0.08 Dry bean 0§ SN - ISy
AE C656948-benzamide 0.5 0.17 Bean foliage S
AE F148815 06 |010 Bean stgaw) QO o |2
f/{czg'AA 10014 10.1 036 Pepp@%{rest of plant)drip m%ganon @
16.1 0.006 Pe(p@r (fruit) drip @1gat1® (&\9
0.5 033 Hetato leaves © N m© %}
Fluopyram-hydroxyethyl-glc 0.2 ?6 ﬁear&hage@ % @ﬂ\\
AE C656948-hydroxyethyl-glc M35 : ' D - o \ XS
Fluopyram-hydroxyethyl-di-glc é& @ %\5} &ie%per ‘,ggm of \\)jt) dr 111*1rr1ga%‘n
AE C656948-hydroxyethyl-di-glc 7.0 Qo O @ S & S\ o
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 SENLUR fybg@ & @
(OB
Fluopyram-PAA-glycoside N) . @ o
AE C656948-PAA-glycoside /M42 ~  [P°0 .9 O'@ ) i{@er %@% drighuigaffon
§ ~ {314 085 & @Jﬁcc@nt bean~ Q
. & L85 G010 Y Dypean. 2 &
N % 206 S| 0Je & Boan straw <
Fluopyram-pyridyl-ca Xyli%g %1050 ®/9 . ~\Bean, foliage )
AE C656948-pyridylgarboxylic acé@& &85 \0.02§ﬁ Pep@r (fruft) drip irrigation
PCA / AE C6571 \6& §\ 08 ) \j@\/ Grape i@@bs
@ ' @ S QGrape¥Summer Cut: leaves
. 21
@ SO © N O ©§®BB@{71)
\@ D N498 | 0006 | Bprato tuber
O X ST TN
'S 2.9 & O O
Based on the me 1snf§data @%ﬂ f 1®res e tr@%, the=definitions of residues in plants were
established by EESA: &, & =
,\@ Rﬁ@due defin nltlQ\ll @ L O o Reference
Monitathie .\ ﬂ@pyrap@pareg@nly) EFSA Scientific
Food of j@t N) . Report EFSA
origin Riosg?ssess@nt \?g;olj@sse d a@iuouoI;Z;zm -benzamide (M25) Journal
Q pressed, py 2013;11(4):3052
N TE oS
@ s
RMS comt@ﬁ é R
@
< Q & 9
S8
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? éf 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?* @)

& & ¢
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, developil@eeds and frt@s

Following application of radiolabelled Fluopyram t apevine, p@toes bean d bell peppq?and @
wheat employing both *C-labels, the highest rad@ive residye level S%ues ere serv

in leaves and foliage of the treated plants, whereas#he fruits ( % tato ers, bRans, bel peﬁr
fruits and wheat grain) contain comparable Eﬁlev Thesmajor Te 1du@ompo§ent 0

TRR is the parent substance Fluopyram. Thereforg high Kb op levets wer@ébs edi ave&

and foliage; low levels were observed i& its,\@ers\a . This rese pattern sHQws t
Fluopyram is xylem mobile, at least to ertayﬁmxte@ & %
However, it should be admitted tha st <Ef%the W\fdue@on aft lia ph t10n is
assumed to consist of immobilize %ges1dué@)’n the*plant §°’Eﬁrfac Th1s @» aV1 ca dera% d from
the relative high residue levels infon faliage 6 gra ato iar application)
compared to the far lower resj leve?% n fol@’ge and lication and
seed treatment). On the otherd d theF ram | res1dues in s% ed;r@crop%(uptak ia the roots)
were higher in foliage than@jl see ndr st1ng certaln xyl@q tra@por‘t (:é@next question).
Ny
s & & SN
RMS comment: N
§ o \Q § \©§ é@@ o 2
N N <SS
o w .9 & 6 &
% A~ S @
S & & & & & &
A @ o\@ Q° \@ B Q\©
PFOUFSITEE S
o O ¢ .09 o O @
QOO O N O D
Yo K &2
=) $ g 2 T
@7 °\@ Q @ @ N
N L9
N I SN Q@ N
o @ &@ @ &©
PR ) SR
& @
LS Q

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 gfrelevance? < IS

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 is the ac&fkm lation observed? N
o @
Applicant response: X @ @
The metabolism of fluopyram (AE C656948) was m‘@ngated in ro&a@mnal crops@prmg@heat &15
chard and turnips) following soil application of either [ph@lyl 3~ ” idyl-$6-14
radiolabelled active substance. The application 45 (534 and ga. " ha, resp ct w@@ sll‘@y
higher than in agricultural practice (2x250 T&SOO ga&s./h th@\au d@ax seasonal

application rate @ NS @’

pp ). f?@ D @ @ é @% %
The plant back intervals were 30, 139 an&?ﬁ(} dQ@ fom& cr%s ©© @
TRR accumulated at >0.01 ppm in all r@nted §g0p mz@lces from al@BIS%&cep & 1pddots the
280-day PBI. TRR ranged from 0. 0@1}1}1& mo@} l ys 1 soilydpplication to
6.156 ppm in mature wheat straw glanted @0 daysafter E:%ll a catl@ R ene y de&%ed with
the later plantback intervals, exceptin wheat fc@gc %ﬂe the I3 §BL But decreased
at the 280-day PBIL, to ~2x tﬁmaj\%lue The T Val& or : en i the following
table (Table B.7.9-1 from DAR)

S & & N
Table B.7.9-1 : Total R@%ﬁna tive Redidues @R qn the er eﬁ%mg@f ll@ﬂhl ee rotations
(exp;%ssed :@n El@(ﬂml@llld \ ale@s l%ﬂcg)

ITRR @ *@’Vhe%@ @ % D Swﬁx turnip

[[mg’kg] S Qo forage ay Dtrawe,” |Grain cfard leaves roots

1 " rotation (30 d&s) S ]Q100  N1'783¢ > |6.158” g@‘i@? «|0540  |0.884  |0.065

™ rotation (3Pdayst O |0785 ¢ |18 [3@50 9054_ [0377 [0113  [0013
3 rotaﬁonéTSU dayy — 0.19 137303 o0 Joies 0103 0.009

< IR

Excerp/@mDAR, \@93 B§ & o S S o

“Parent AE C656 accau ﬁl‘[ed@[ ﬂle@lajow\m‘t of the reéﬁucs in all RACs of all rotations and

covered 56 — 84‘@1‘ the TRR j@the RACs ofthe ls@ma@n 33 — 78% of the TRR in the RACs of
d

the 2nd rotation and 283-59%of ﬂl@?ﬂRm% 1@ e 3" rotation. In general, the levels of the
parent com[@ﬁd eas 1th§ se&@nt %t- intervals. AE C656948-7-hydroxy and its
various c gates w1th@ uc ;l@uc omers) and sulphuric acid were important

metabol amly in 1ss 6948-7-hydroxy yielded 21% of the TRR in the
1 rota increasi to abot 3 % of the following rotations. In the other RACs, the
amomyt of AE C65 droxgras fively lower; <10% TRR, except in wheat hay and straw

fromithe 3™ rotation in v@ch @ C656 8 7@ droxy accounted for 12.3-12.6% TRR. The sulphuric

acid conjugate @f"AE C656948-7- 0Xy. C656948-7-OH-SA, was also a prominent metabolite

in Swiss ch mcre%m 7%,06f TRR in the 1% rotation to 16% and 12% of the TRR in the 2™

and 3™ rot ectiygly. AE C656%7 8-7-OH-SA was also detected at low levels in turnip leaves
- o - -] i

0.7 1.2,@@ RR@ an@139 @ PBIS)_ but not in the other rotated crop RACs.

COENEISEN
§f§@@§§

$

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 residges (uptake ﬁ@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
15, 2 and 3™ rotation, respectively. Two label specific metabolites were identified: AE C68
benzamide and AE C656948- benzoic acid. AE C656948-benzoic acid accoﬁd for 0.6-6,9%6 T
in wheat forage, hay and grain, and turnip leaves and roots from the 30-da

wheat forage and hay, and 13.6% TRR in wheat grain from the 139-day

hay, straw and grain, and turnip leaves and roots, and 11

3.2-7.4% TRR in all RACs from the 139-day PBI; a

grain from the 280-day PBI. AE C656948-benzamide a@umed for 2.
1% 8.0%

grain, and 10.3-11.7% TRR in Swiss chard and turni

The metabolism of [phenyl-UL-'*C]AE C65694,

with the metabolism in confined rotational crops after applicgﬁ“n of fpyridydy2, 6— @\ A
Y
Apart from parent (main component found)S&he Q&@abo]@s (gr@er t@i 10

eaves fro

confined gotatio

|-
e
48- @’
BI; 0.3-0.4% TRR@
% and 13% mQQheat
% TRR m%Whea& ag
TRR in Swags chard fror@% @day P
R@Wheat ford@e, hayy tra@nd @
the 280- day P @ C&
r@j@crop@orre&) ery v@l
i

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

mg/kg) are described in the table below: % S @7 @
AN
) SN Q%rall @nmu@l Coq&ntrat&n (C]@*j % N
Metabolite @ )
&Y %TRR-  <[ing pyfent eqihg | €ommens
Fluopyram-phenol-glc & V104> 0. O§ @\y @Qum@af "\i@
AE C656948-phenol-gle /M6 R ¢ | & O RO RN
Q ¢ & ©
Fluopyram-7-hydroxy © "\& 126 (04 6@1 93 @Q @eat },%W
AE C656948-7-hydroxy / MO&Y N QEEES o 0494 N @Nheat Straw
BCS-AA10065 Lo O ig@ L0160 Y @ s\wgg schard
Fluopyram-7-OH-SA % @ RS
AE C656948-7-OH- @Ml < %@J) @6.8@@ 8 @.OS%& N @ss chard
Fluopyram-T-hydre&fgle s ¢ 0|31 olow3 Wheat Straw
AE C656948-7-hygrox @/ *L R N 9 4
N
A @@' X! M o Nt @052§@ S| 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
(conj;$ of M08) @@% §9 4@% 63 @g@ fé@ 3@7
Fluop 8-hydrox QY 4o 7
AE C656948.8 hyd@%y/l‘e@% ég O 1.@\9\ N 0.087 Wheat Straw
Fluopyram—benz@nde &9 é\g %Q‘ﬁr 4 (\@)95 Wheat Hay
AE C65 6948'%“”2& N <© \2.8 Q @70.169 Wheat straw
AE F14881 C5-GA100 MZ\X Q\ 11@}))\ & | 0.06 Swiss chard
@ Q§ @%V" 7 %w 0.086 Turnip leaf
Fluopy benzoic @d D .
AE €656948-benzaicacid JM33 @ @) 13{;3\@ 0.007 Wheat grain
@ s % £ 0.088 Wheat Hay
Fluopyram-pyri@yt-carboxylic DI6.5 0.026 Wheat f
AE C65694 ndyl&@rbo % ac@%CA R ' o oree
@ 55.9 0.230 Wheat grain
Fluop 1 su 0x1d O
th}@s Ifoxide 49.0 0.035 Wheat grain
44 M4@

@

7o
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RMS comment:

& |

N S
S @® @
> N
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@der 2]
assessment? ©) & %\ S é\”
. \e @ @ ©\ @ @
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

The metabolism of fluopyram was 1nvest1@§ed 1@wh ?ﬂe W\e?ed @atm with [phe lUL-
MC]AE C656948 and [pyridyl-2,6-'*C] AE 656 fornﬁted@ SC ue to @%’ &
dressing rate of 1 g a.s./dt (decitonne = m a i&lltur%practm% onl§ erdose € per' nt
has been conducted with a dressing rat X. I(Q?g a.s. /‘&Lt @ \

Wheat forage and hay were collect@%s 1%rmed‘f‘§e p@ sam@l’es %é)wh%ﬁra@nd Zyin were

harvested at maturity.

Parent compound was the pre 1n@n&€gldu@’n al@ant n@trlce ydro@ylat@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@myl@ m@%ohte@imth gluc Qand onicggcid followed. As
a consequence, AE C656948-7-hydrox§aglc- and&AE C 694858~ yd%&y @AA were detected.
Hydrolytic cleavage qg[he hydroxylated metabo as @ser%&d as 656948-benzamide
was identified as di cled¥age ductp @@656&}8 -8-h rox?@&SubsQEuent hydrolysis of the
metabolite resulte@B@656$eﬁ%lc ac 656 yridyl- C@boxyhc acid was detected
as correspondm@éou e@art @\AE C%5694%§ben2agmde 9489yridyl-carboxylic acid was
further transfq ~©\-» ed l@@ubs@uﬂon@tbe c@brm@é‘&) for@ AE @ 694§§fnethyl sulfoxide.

Because thjs is a seé&l 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 tesgyfem ifghe soit. Uptake of@ese mtabol@s via the roots could be - at least in

part - the reason fo@%elr %%urre&e in tl® pla%}natm@s %\
> @ &y @erall%Maxle C@ntration (seed treatment)

Metabolite 2 © @ o g K&
Q O ©© N %@R cparenty, | Comment
NS G’eq. /K&
Fluopy@ﬂ hydroxy\@ Q e @ S
AE C656948-7-hydtéxy / 1\/%8 / ) 11.]@ @53 Wheat straw (seed treatment 10X overdose)
BCSAAL0065 v . Q
(N @) =
Wheat forage (seed treatment 10X
Fluopyram-7-hydroxy-glc-M o &@'3 Q& 0.017 overdose)
AE C65694 hy%) -glgMA / 1 gﬁ@ 0.073 Wheat straw (seed treatment 10X overdose)
M12 (con& ate 08)® 2.
< N 11.9 0.034 Wheat hay (seed treatment 10X overdose)
Fluo %%m b mi @JJ
AE Q 69 % Snz d% § 10.4 0.01 Wheat grain (seed treatment 10X overdose)
@
/)
)

6 Consideration for the seedling scenario, relevant for bird & mammals and the guttation water scenario for bees might be
necessary.
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AE F148815: BCS-AA10014 / M25

& &
RMS comment: S @@ ?
@@ LS
N
s 95 e
@, ‘\ x> N é\g

Magnitude of the residues in supervised residue trial S
Reference material: Test No. 509: Crop Field Trial (CECD, 2009); Guidelines on compazability. Q&©
extrapolation, group tolerances and data requirements for setting MRLs (Europeasi Commissian, %)

2017)

Question 6: From the supervised residue n&i is @re a@@ndm@on {93 restdiie d{a’me Qyer
time?”8 If so, please indicate the reference téthe ggg@due@m an@th @t of lagts wh%e the
decline was observed. A @ @’ @

Were the residue determinations perfo% af Nays @&1’ th&@st a@% atm@ or a@gwe&tmle §

to the last application(s)?° @ @
C& @ @
Applicant response: @ o8 \ @@ @ §y

Residue trials were conducted all (Q%fesem@we ases f@r d a#reﬁgj ecline data that
Is agg

can be relevant for the ecotoxi€dlogy risk ssment: e§e supe d%mduc ummarised
and referenced within Appeﬁ%hx 2<zgf Thl%@ﬂ mént. %

From the 32 trials condut&tg% fo ter @d s y 2@&31}@%@ the @m@[emdues in green
material. The appllcat@n wa 0®ed a@BC straw u@r only sampled at

harvest. AE C6569 f@md@ton@wus ecl from plmgg from day 0, through
days 7, 14 and 21 mlabl@n trials) fo IIe tment @'}Je residue levels of AE

C656948-benza § typically, below Q% 0@(40 0@ §/) withexception of 11 trials, in
ey rt

which the residue 1 cmtg con@tly ngféteas T s]@wed pturn followed by a decrease
to values below the

The rw@'g field m @ acco dm 0 thdaﬂg@?m place at the time when they
uc

starte 1 of the ma@ were%)nd d aj ates timihgs c,o@)arablc to the requested GAPs for
the ﬂuopyram I e d@l are\y “Suppérted b}&rahdated methods of analysis and
procedural (con ent)recov deep- _fr62en stgrage stability periods for the samples
(from the tlme 0 @g d@xtrmon) #re c%@red by separate storage stability studies.

%

@:A\;O@@%@

X g
v Q
e o <& Q
@@@@%@
@&r&@@\y&@
@CQ@\)«R\@
Q
@@@“

7 P{ése re 1f the residue trials were fully validated in terms of storage stability, GAP compliance, 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: §
Residues trials have been submitted to support the representative use on barle or the pur% S 0@
the renewal, no additional uses for extrapolated commodities have been &gm Th re,, dh°
extrapolation to other crops was not suggested. AN @ %

@ &% v\g\ \@ &

N 2 9 o 9 @

RMS comment: ® Y N NS

Metabolism studies in animals (livestock, fish) .

Reference material: Test No. 503: Metabelism iiz Livesiock (2ECD, 2907c: Test No. 505:

Residues in Livestock (OECD, 2007¢); Test Mo. 305: Bloac‘_umul(u.on in hsh ECD, ‘01’))
LN

@ctm@ If the

Question 8: Is a metabolism study @15
fish metabolism study is availablecyloes it indicate tissties? 12
y it ndica A n G5l s

Applicant response: @@ N § N Q @ K

A fish metabolism study hay noe@een 1§crtal@n fO[@F luopﬁ&ram qg@gcor{@g to thc current EU
guidance (SANCO/111872013 &) 3) .,-Q i L%lll fishis not@m&@n’ th ex I Renewal
because the trigger valuc%f dje@y b%r en w1g§the rcﬁmsen@vc uses.

However, a fish once.@frat stugy is lab@ for @uop@m @-298506—01—1]. The
bioconcentration pdtentiakof fluopyram ftom the aqu@ nment intoBluegill sunfish (Lepomis
macrochirus) W t ed@a contif %ﬂow%rougg:;)oée sy§tem. The bioconcentration
part of the study incl@ded e®28 daélpt% en@andgym-

dissected into dibleand nen- ch%le tissu § © %@

The average perccnt ll@ds 0 fre stu perl i0d ra (f’ f{g@? 8 to 11%, from 5 to 10%, and
from 11% in th@whol in th@olvem com‘@l in the low treatment, and high
treatment, rcspcctl@y The \ovcl@m a§ ce{tﬁhpld\comcﬂgﬁn samples from aquaria A, B, and C
on day 0 and 28 was 7.Q3%. lﬂn&ﬁ% bloc%cent@tlon@ctors based on TRR (BCFTRR,) were
47.6 (edible m@ % ﬁw @ for@?he ﬁ!(§ treatment (6.0 pg [pyridyl-2,6-'C]-
ﬂuopyram/[&ﬁd 3@9 d tissg d@i 7. & ol% ) for the high treatment (60 pg [pyridyl-
2.6-1C]-fluopyram/L). ¢y Q @? @

The ste@ state BCF for par@ ﬂuol@fam@sed @%vhole fish (wet weight) was calculated to be 18
and the steady- statc@F f%pare%ﬂuo@xam nVrnalized to 6% lipid content was 16.

. @ @\@Q@
&@ %&@QQ

angcum L3

depuration period. The fish were

RV
S @
10 The er f supel d residue trials considers for MRL setting might not be applicable for the ecotox. We
might l‘iﬁ\.}ld a rgSidue d wﬁh 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 for fL 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 V@cera respegtively.NIn
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 W @
conjugates compared to edibles. In viscera, the majoX compoundsswere parentey Sdmp
fluopyram-7-OH (glucuronic acid conjugate of fluopsram-7-hydrg%y). Minor m&gaoh det
were fluopyram-8-hydroxy (edibles and viscera), ﬂ@%ﬁram-&o A z%%d fluo am%)yrldyl@cetlc& @
acid (both in viscera, only). @ Q @ @

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 below)% @ \ Q % @ @7 @
Substance uptake and depuration cotstants%nd b@conc&@rah&a actgrs éﬁ X (\§
@ Q
6.0 pg YAV Z6HCI-CY O ﬁu ﬁ idyl2;6- “‘%@ &
Parameter ﬂuopyt@m/L © = - 1o
(based on TRR) Edib%ﬁ %@g)ill;e @@JJ @le @@ Edi@ o é}@x@@ %h ole
i ) tissue Th o ¢ ¢ |tissue O fish
Kinetic bioconcentration N © % 45 D 2 &
factor (BCFrag) 476 © @@.4 8797 5.;\99@ 2167 | 657
Time to reach 95 % of % el ™~
steady state [days] & 3%§§ 181 © (gﬁ 8. é& 1 5N 4@ 77
tas) for clearance 3 R & ~
(days] @%\ 7.1§; S |19 i@ \g@@ 42, gl 1.8
Uptake rate condant ( 4.6 w582 17.8 §% x| 787 25.6
[1/Day] Qlfa 2&@).42) O (2 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«@ted {%etl FTY@R@Vah@\ fortedible e&ns 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§ii 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@S 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@ [pyrigyl-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 in e ;@ 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 @e
& S ~:§
§ 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? Is§° S

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

N &@ S
Applicant response: > N <

Based on the livestock metabolism studies, fluopyram was extensively ‘%@bohsed in @?mal&‘-d %
the main metabolite was fluopyram-benzamide (M25) (4996 to 99% infat and mus&]\\> O&ﬁns of@
fluopyram (M02 and M03) were also detected. The livestock metabo rq_\(\? studies w, e%

2 mg/kg bw/d, corresponding to 21N for ruminant and§83N for poul@/ ith the reg esergjéen

However, in the feeding studies, more parent wa Vered comp@ed teshe n@abohml studitd andy
the only anticipated residues in animal rnatrlce parent a enza@lde M 0 lefn@ (M@
and M03) are expected above the LOQ with tkg repre@gﬂtatl es&, %

There is no potential for accumulation (goat hen) "Ebls wa \ conc@swn b@é’ed g%rat
studies (results of repeated dose study dlg& t sla% ac&g 1 on).

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

“For laying hen and lactating goat @%ab m stﬁles ié?e uc e@wﬁh h [ dyl@_;6—14C]
or [phenyl UL-'*C] labelled ﬂuo m at nomjnal rat of 2 @g/kg /da @)ne abolism study
was conducted with [ pyrldyl— - 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 @J meta@)hc %actlons that are
also observed in the rat:, & I @ v\,

¢ 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 & @
. conjugation&[h ky roxﬂated&ne‘cab&]*%s w&ﬂ} gluctﬁ)m £&id @

o ehmmatu@f W& fro@ com@unds{@dro%&lated@the efhyle bridge leading to fluopyram-
Z- oleﬁ%: and E@leﬁn%é(E and Z-olefine t

7o

Q§©

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@ -benzoic acid.

Parent ﬂuop@m is @te §Eab % aniral. Main metabolites in the goat and hen were
fluopyramsbenzamide ( yramty Z-olefins (M02 and MO03). In the goat,
fluopyr -OH-GA @09 of ggom@ anfk opyram-8-OH-GA (M20b; isomer 2) exceed
10% of TRR.” <& KN

N RAEFSIEN Q
(AN Q

N @
&@)é%fﬂ@%@
&
&%@@@@*\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 assessment I
to plant protection products on bees (Apis mellifera, bombus spp. and solitary bees (EFSA, 2013). Ky
Question 1: Are data on the magnitude of residues on pollen and bee pro 27@ part of theq%r.ldl@@
section? If so, please indicate which data are available and sampling tlmes" ! S

O § &
Applicant response: © % é\a
Residue trials were conducted aiming to determine the Yoncentration-Ji S§ Fluopyr T g
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 logated 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~C656948) its miefabolifes
fluopyram-benzamide (AE F148815, FLU nzal Yﬁi\ﬂ-p yl-c oxyllc\amd
C657188, FLU-PCA), fluopyram-pyridyl- % c-a (B%»AA 39, U PAA) gd flu an&
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 =Q. 01 honcy
samples originating from treated 0§nuea@ tunmiels. De%ﬂled@ta on@st m dings
from these trials are presented in s 101@3A g@@@) 1.,.Q @ ©© @ \

@
Residues of fluopyram and {3 membol ﬂuop@am f)gmdy@%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@. 40 uo am/l@ t@phcat@ ). Ist follar application was
ﬁ” 1i%wen®g (B H 64-65). w
I

performed at BBC and \ lc 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/ke. 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&iﬂﬁ 080‘;01)

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

RMS commént: © ©© \\ N ®\ >

14 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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O <&

R .
7 o @ \Sx
Appendix 1 \\B@ @) Q X \‘i\@
o® O
Metabolites seen in the confined rotational crop study (M-240707-03-1) 3 O =5° @\ -G al v@ o*{g\&
Phenyl label - metabolites %) a7 NN S N Ko e
@, \\ eV @& 2 @& Q N
M-04 01 - -06 G Flugfy'Sh
OREFAN \ Q \S \
Plot | Crop Part P | DAL S N Q& L e @ﬂ@ 5 = EA
%TRR mekegas. | @ne TR ‘@?“' \m%/kg HYRR SRS Pk »&K\ %TRR | mg/ke
equivs N X S equivs % . G . O) Bquivs @ﬁ .
Lettuce 29 83 : e |-e 812 ©° |ogdy | 00D | - & N L) 1.1 0.112
Radish Tops 29 74 - A §) oS3 RSN |- @[ 245 1.644
2 Radish Roots 29 71 - JA@'@ - Q- o sagl e ok V- V- @b A0 479 0.069
Wheat Forage 29 68 P 1618 0% a1\ 0% @5S QY L0049 e | <0051 36.6 1.812
Wheat Grain 29 93 @(V \ P | @™ e M6 \)@K 0.006 0.003% 9] 13.1 QY 0021 ° 0.022 273 0.043
Wheat Straw 29 (}9\?% 13 Q> @1.83%1 0,090Y 3.&@\) 1{%@\\ 028" |- & A - 23.1 3132
Lettuce 133 Q6 - % - 609 Looro & 0035 Lo - - 26.6 0.031
Radish Tops 133 196 - Y N 008 INEE - 15.1 0.036
133 | Radish Roots 133 196 ©7 &8 \- Lsad 813 | ovos NP - - 28.2 0.006
Wheat Forage 133 281 @@@%.9{ 9 0.065 <{91%0.035Q)) 5.1@@© o.o%%Q@ gg'g%@ - - - 233 0.052
Wheat Grain 133 335 233 A4 [ 0003 19. © 0 - - - 7.0 0.001
Wheat Straw 133 P8 o\ide 0123 . Q0067 Q255 @ 0215 x G 0107 - - - 15.5 0.131
Lettuce 30 |21 Y |- oY |-~ 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 365 252 OO - Q7. o [e09d | o022 0.011 - - - 24.2 0.009
Wheat Forage 365 yoo o [ 598 @jh?o SN 0.128 0.063 - - - 48 0.042
Wheat Grain 365 4] 49 o245 f(}\ 0013 7000769 179 0.010 0.005 - - - 7.3 0.004
Wheat Straw 30" 449 8D 30 035 5.1 0.121 0.060 - - - 7.2 0.172
S \ Y Y N
@K\@ o o
e o s e
&) O ©
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& o o
Pyridyl label- metabolites R q S) -0
M-08 M-05 M-02 @MO; @QK?A% @& F@@,@J
- - - - = am
Plot Crop Part PBI DALA /&%\’% (\Q k 3 @ N\
(days) | (days) mg/kg mg/kg mg/kg @&g Cgﬁg g | o
%TRR | as. | "% | oTRR |as. | ™K | oTRR %/% me/k %TRI\ a. mgk | o TRRG) s, \gn\g% %&1@ mg/k
equivs & equivs & Q Z@ivs %@%° A\ equivs %%° (@) equm@ @ &
& \% KJ
Lettuce | 29 83 - - - 130 0039 | 0.026 | 1724 ) 0053500031 [53 | o616 0.008 S Q7 - & 358 ¢l 0.108
Radish @ = ©
Tops 29 71 - - - 33 0.069 0.04@{@ 4 %%2%7 >0'X2@ 48 @ .10%> fs@@z &éj)\@ - - [y . j@@ 1.072
Radish a@ﬁ% 2 .
N Roots 29 71 - - - 9.6 0.\?&1\\)3&@ @%7C 3 003 og O % K P> . L Q@ | 41 0.048
Wheat D
29 68 - - - 38 0 0188 7 43.0 1.844 ) OV . © 1@ 0060 T 0.063 | 33.7 1.445
f"?}r‘zif 29 93 - - - 13‘&% 03 0225 6@3% @g@ %o '\ @é& @; - Q{ - Qﬁ o 1.8 0.046
Grain ) ) A@ @@9' é@; %((6\; O((\@S @(({g@ @{ @@& : :
Wheat @ O
29 93 - - - 77 544 %}3 7.0 0494 %0291 - - - 349 2462
Straw «(ﬂ@ %@%\ @& @K @© \){Q\{@ @
Lettuce 133 217 - -@\)@@ \ ﬁ @@%& R N O [ &K ) < © @(\@v .\%% - - 79.9 0.027
Radish . °
133 197 - © - - - - \} - - - - - 722 0.171
Tops O A N \\»@© o S e 1T &
Ezi‘;h 133 197 WHE o: ) &oo1 | 001 | 96 <0002 &%&@2 19.&\\;@ 0005 £0.003 | - - - 549 | 0014
) AR
133 Wheat W N (@
Forage 133 282 - - & 4%.\0% 0.&24& @’04;;2 ﬁ.& (\)\f%@ 0.005 §o.5 . 0.008 | - - - 26.2 0.041
Wheat \ Q °
, 133 336 - - - 6.6 4 22| 109 0.010 6 - - - 32 0.003
Grain 5@,@ A Pos o | g UO«\@ N@@& ’”&W@
Wheat W
Stramr 133 336 24 | 0033y 000 L@ 0.004: ?.003<Q\ 2 ] 0.807 0,004 21.5 0.075 | 0.039 | - - - 257 0.089
Letiuce | 365 | 421 [ 90 [@pds | 000 78 « $000s § 0003 | 118 S 0.007 ge.004 | 37 0.002 | 0001 | - - - 415 | 0.024
Radish Y © ©
Tops 365 A0 - @3 L) \3.0&; 00158271 \0.©4 0.067 | 6.0 0.025 | 0013 | - - - 252 0.106
Radish R
» Roots 365 421 95 03 f(\\o@@ %g @\ 0.002 @@01 \@»{& 0.003 | 0.002 | - - - - - - 55.8 0.018
Wheat 7
Forage 365 410 ﬂ6.3 v (;@% o.i)g 43 4 @?3 06 82 0.020 | 0.012 | 9.9 0024 | 0012 | - - - 278 0.068
Wheat \S ° s o Y
, 365 - - 6 0. 0077 | 142 0.025 | 0015 | - - - - - - 29 0.005
Grain {(4\@ x % s A (C\@ @
Wheat
saw | JRO] 49 38 @@”X 0PI | 142 043 | 0094 | 41 0.042 | 0025 | - - ; - ] ] 275 | 0277
& O
¢ g R
N AV
A
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Appendix 2 @0 S
N Q§
Summary of the residue decline trials for fluopyram treated barley & @®
Report No. Application Portion analysed PHI & Residues & @w
(Document No.) (days) o (mg/kg) 2
Trial No. AE656948 @ C656948- ¢
gw ° enzamride S\
| Do | memen 0§ 10 G
green materia ) . @ R R N
(M-736932-01-1) green materdal 14 @ 0.16 %, Q <0.0 S)
Trial No green matgfthl 288 0.035 © N < @
12-2130-01 grag 64 °0.0 <0.01
@iﬁ@ 64 @@) 0.05 S) @@).Ok@
Report No 1 x0.078 kg a.s./ha green mate%%le @0@0 C@f‘s @ N <0.0d
RA-12-2130 at BBCH 61 Q grain g, RSN .025 @ <0,01
(M-736932-01-1) strae, 4 & 00587 |& 1 o
Trial No L o Q> 9) @§
12-2130-02 PO IENEES &% Q kS
Report No 1 x0.078 kg a.s./ha @ tegn matefdl L[S 0 © w17 N IS <0
RA- 12-2130 at BBCH 61 Q %@eem matetial 7% | €708 @ <0.
(M-736932-01-1) reenga erial %, 1@ N 0.2%y .01
Trial No @ gre mater% &7 @ (K08 N %%0.01
D O N
12-2130-03 2 % Q N o
Report No 1x0.07 Ua,s./la& ar een ma@’lal &\g 0 Q 18 O % <0.01
RA- 12-2130 at 6§1§ QQ g %@ \@@ <001 O o
(M-736932-01-1) 024 0.17
Trial No @ © @? § & NN é ”\a@
12-2130-04 o D v O
Report No @x g a s, h? Steen rial °x @ RS 7 <0.01
RA- 12-2163 at B @ greepateri Q" 0% <0.01
(M-736963-01-1) < . Q" green mategi @14 @19 <0.01
ThaNo S (O &\ gteen material 7 28, 043 <0.01
12-2163- 01©© ©\ & @ eath %y 0.018 <0.01
S O 9 |« @¢w O| 5. 0.14 0.13
Report% 0’1 x 0125 kg@ss./ha gr;[&:g mater ~0 1.8 <0.01
RA- 12463 «at BBCHGl o)  géohmaterial @ 7 ¥ 0.95 <0.01
(M-7@-01-1) N @ green métdrial 1@\ 0.31 <0.01
fal No RS St terlal e 0.14 <0.01
122163-02 S L & % 362 0.025 <0.01
@ o s:%ram . .
& = & - traw 62 0.066 <0.01
Report No 12 as./hQy| o gtéen rial 0 2.6 <0.01
RA- 122163 @Qat Eﬁ 61 © .%reen @nal Q§ 7 0.62 <0.01
(M-73696356-1) Q \\ greeimater 14 0.3 <0.01
Trial No @ "S) %Q matefig 28 0.062 <0.01
12@03 % NN®) @ graiffy 54 0.027 <0.01
° Q . straWw 54 0.057 <0.01
Report No Y x Oa&ﬁ kg a@‘ha @ gree&ﬁfaterial 0 2.1 <0.01
122163 ) @@ CHOI ) g material 7 0.25 <0.01
(M-736963-01-1 N (@) @ % n material 14 0.088 <0.01
Trial No @) . RS een material 28 0.03 <0.01
12-2163- N § % grain 56 0.014 <0.01
LD straw 56 0.025 <0.01
RepofttNo & 1@\\6»125 @ s./ha green material 0 1.9 <0.01
R@-zm @ at BBOH 61 grain 53 0.018 <0.01
(M-23696 @ ) @ <& straw 53 0.014 <0.01
KTrial
2-2;&}3%5 @ @
Report No 1 x0.125 kg a.s./ha green material 0 2.2 <0.01
RAJ2-2163 at BBCH 61 grain 47 0.026 <0.01
(M-736963-01-1) straw 47 0.081 <0.01
Trial No
12-2163-06
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Report No. Application Portion analysed PHI Residues
(Document No.) (days) (mg/kg) &°
Trial No. AE C656948 AE C656943-
benza,@le
Report No 1x0.125 kg a.s./ha green material 0 24 O < @
RA-12-2163 at BBCH 61 grain @
(M-736963-01-1) straw i
Trial No
12-2163-07 Ve
Report No 1 x0.125 kg a.s./ha green materialv
RA-12-2163 at BBCH 61 grain
(M-736963-01-1) straw@}
Trial No
12-2163-08 @%
Report No 1x0.101 kg a.s./ha green@terial
RA-17-2071 at BBCH 61 green mateygal®
(M-673920-01-1) gfoph matéjal N
Trial No green :ﬁ?«zrial @
17-2071-01 W\%greer& terial,_
Ngrain X\
\)@ & Nostravy, : 5
Report No 1x0.101 kg as./@% cgé%enon@er}al N
RA- 17-2071 at BBCH 61« @Qgreen"material v
(M-673920-01-1) a greegn mater
Trial No @ &@ g mat
17-2071-02 S N reen maf@¥ial
R @)@re en Qaterial
© o N @m T
o % @raw &
Report No 1x0.101 8./ @n ial
RA-17-2071 é\ﬂ at BBCH 61x_ green ggdterial ',
(M-673920-01-1) @) K Q@ greeypateri
Trial No < é . @ ﬁzn mat
17-2071-03 @Q OO <green mfeial
o | & NS
@ < S LN STRW A
ReportNo U1 x0.101 kg@s./ha gréen mate
RA- 172071 “gt BBCEA] &)  grSen material _ {2
(M-6 0-01-1) © @ green @%ﬂal s
@ :
rial No N @greewaterlal
N SN
17-2071-04 ©§ & Q. grefn,mate
rain
5] & & o~
. t
Report Nod@ @§? 0.078 kg aos.ﬁﬁ%@ @greersl ?@aﬁrial «@Q’
122192 O a@Bcrkgl -
RA- 12-21% CH@ Q gregy) ater@
(M-736934-01-1) O A5 grésh matefial
TrigdNo © QQ @ é&een material
128132-01 N g@
< R
Report No ¥ 1 78 ka.s./ha 4@ g Sen material
RA-12-2132 _ t BB 61 grain
(M-736934-01-H A Q@ @ straw
Trial N RS
@
12-213592 A N
RepgirNo @)@ 1@078 kda.s./ha green mater%al 0 2 <0.01
-213 atB 61 green material 7 0.58 0.01
(M-736934-@11 ) @ N green material 15 0.17 0.01
Trial N& @ K green material 28 0.1 <0.01
22 @03 N grain ) 0.028 <0.01
straw 42 0.18 0.015

2O
O
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s Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Report No. Application Portion analysed PHI Residues
(Document No.) (days) (mg/kg) &°
Trial No. AE C656948 AE C656943- S
benz e
Report No 1x0.078 kg a.s./ha green material 0 2 O <@ @
RA-12-2132 at BBCH 61 green material 7 0. 901 N
(M-736934-01-1) green material 14 0. @0.016°\
Trial No green material 28 %.32 Q 0.0$ 2)
12-2132-04 gain - ef 42 o 0.034 NS0T &
straw 42 @y 0.77 da D028 @
Report No 1 x0.078 kg a.s./ha green material 0 XL 2 @ @V0.0I X O
RA- 122132 at BBCH 61 green mat 7 §> 089 5| Q<. $
(M-736934-01-1) green matcHal 15 . 0.58&© 0.@ @
Trial No greer@m 28 @@) 065" > 9019 o
12-2132-05 n o 0.079 011
¢ Straw e © @%2 21 e $§70.0621\7@
+Report No 1 x0.078 kg a.s./ha gfoph mat@jal %, 0 6@& @21 @ <01
RA- 12-2132 at BBCH 61 grz%v @ @ & <001 S 1o
(M-736934-01-1) W\% LN @5 N 0 @‘)@ 021 @
Trial No N AN & o X §
122132-07 @ N L9 N O > S S
Report No 1x 0.078 kg as./@% g@%en métotial ~Q (@ﬁ’ § 2 @ <0.01
RA- 122132 atBBCHGL ~ | @& drin o 35 [ 0 R D01
(M-736934-01-1) ) siraw ¥y B5 O A w00,
Trial No @ &@ (%G Q ) S @ Q
12-2132-08 N ) v o O &
Report No 1 x 0.10%kg a./ha @reenga‘[erial Q \W) 2 <0.01

RA- 17-2018 aBBCH @) L greefmateria 7 0S5 Z) <0.01

(M-656993-01-1) N @ gré&y matetial e 14 7Y Q58 @ 0.015
Trial No @ o nmaféial Q) 22 %037 0.011
17-2018-01 IS S green material | 2§ | &, 03% 0.011
@) & @ gin & 38 O 0636 <0.01

F .9 X wwd D3, 9.46 0.029

Report No @V’ 0101 kga.s./ha den mateyial 70 Q4.1 0.01
RA-17-200&0 @ at BéCH 61 5N (Qgreen &ﬁ%ﬁerialb v 0.63 0.017
(M-656993-0851) N S AN greencgnateri ) 0.3 <0.01
Trial N g e mate$ 22 0.19 0.01
17-20802 R, Ao @5 grodh material @ 28 U] 0.19 0.014
&S & § gr§ 5 a8 <001 <0.01

. straw °~44 <0.01 <0.01

Report No D x 0401 kg @ha | gr mate@b 0 24 <0.01
RA- 172018 @@@ K¢ 33@1 s gebhmaterial {8 1.5 <0.01
(M-656993-01-1) QS @] egréen mferial b 14 1.1 0.02
Trial No @ ) (S © reen Medterial 18 1.1 0.021
17-201 8@ © @@ \\ S gre%\nater@ 20 0.94 0.022
AN § ,%Q gi6gi matefal 27 0.86 0.029

@7 9 @ @ graifiv 48 0.041 <0.01

S N steay 48 1.2 0.034

eport No o1 x 043%1 kg @ha @ gre aterial 0 6.8 <0.01
“RA- 17-2018 @Bcrgfl Q g@n:aterial 7 2.4 031
(M-656993-01-% ;% g @ green material 14 2.2 0.04
Trial No & N N reen material 21 1.7 0.016
17-2018 % RS @ &reen material 23 1.8 0.017
® % g green material 27 1.6 0.011

@) N) grain 43 0.019 <0.01

8) straw 43 0.38 <0.01

@ x 0,0 kg a.s./ha at grain 57 0.032 0.014

§ CH 61 straw 57 0.14 0.091
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B~ Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Report No. Application Portion analysed PHI Residues
(Document No.) (days) (mg/kg) &°
Trial No. AE C656948 AE C656943-
benza,@le o
Report No 1x0.1 kga.s./ha at green material 0 3.6. O < @
RA- 18-2101 BBCH 61 green material 7 1 6,011 N
(M-668264-01-1) green material 14 0. ®<0.01°\
Trial No green material 21 .16 Q <0.§ 2)
18-2101-02 green material @ 28 {*90.074 &:\ <00 &
i 48 0.028 X0.01
i A )Q@ 0046 of Qo.oz\g@
Report N 1x0.1 kg a.s./ha at in_& 44 0.038 X <0.
RAGiplo8-21?)1 i BBéngIlgl e sgtrrzl\n%@ 44@ R 0.14&© Q 0. @
(M-668264-01-1) &> 9 Q § @}
Trial No Q‘? @\ o @ \ w\?@ @
18-2101-03 & PREEINS < O %6 .
Report N 1x 0.1 kg a.s./ha at tétial N 0 1.3 <001
RA- 182101 " BRCHEl ﬁ%iﬁ %%@rizl @@ é@j ©@0.41 © S @1 %
(M-668264-01-1) W\%greerx terial, 1 N (@? 01 @
Trial No grekgmate@i @Zl & 00047 <0.0
18-2101-04 @ gi%enm;p\gﬁ 1S 28 O wd027S é\ﬂ <0
S« iy 42y | Qoo @ 001
Q& Q> staw U § N O&Q} %02
9 o
o O O © O
. N N R Q SEECENN
v & 0 ©
O N @ N &
© O & & S
RPN @ & o & T
W & 9 O ¥ . & O
S TS e S 90 <
@ s .9 K @© @ @
S QO NTN N o 9 N
S\ & N O S @ &
& £ .0 O « g S @
LA S & <
2 N A SIRS @ ©
> o O & [SEERSIIPN
A \@ \Q S O R
@)
§ RENIIAN > & >
2 @ § & S I
o O ¢ .09 o O @
Q0O S & b
9o R & o
=) % N @% y %
@7 o Q @ N
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S @ &@\ O
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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&ﬁue@6
decline in matrices relevant for bird and mammal risk assessment: Q\ g

& @
N & @
e Residue decline in arthropods: 5 experimental studies and 2 kinetic V?uatron rep@s prQ? mg@
12 DTso values for foliage dwelling arthropods (3 DTsos in vines, 3 0S in OSR 4d 6 Bil'sos

apple orchards), 9 DTsy values for flying insects (3 l&' )Pxos in vines, 4, DTso in OSR and\ﬂ)Ts @
apple) and ground dwelling arthropods (1 DTso exte ed lab, 6 oS in apple)@@ § %,

¢ Residue decline in foliage: 143 trials and 6 1@10 evaluatr@ reports pro@amg 50 V@@es f@
various types of vegetables (surrogates f(& n-grass wee & young cerdals
(surrogates for grass and cereals: 25 DTss). Yue to the si@of tk& ineti eV fon g¢ rt ese
DTsos are reported in 4 reports for the Ve§ables @nd 2 r@orts for the&zg&;real

The arthropod residue studies in this evaluation w%? espé%lly Q@?duct@ for the pur@se to @ mh%

bird and mammal risk assessment. @

& \ \ ‘”\9
The plant residue trials for this evalufion Have b&ﬁ ®led @m aisL}ote @évan@yesidue
decline trials conducted with fluopyi@ in ﬂge EU @g 1ﬁ@pec@e of @ @ﬁlate(g/l)product)

S
However, only trials were selectéd where the@jamp cor@pon e E°]"<S\9A bird and
mammal food categories “grasgzk ceregls” arld™ n. @rass@ ds “and where @typ of plant matrix

and growth stage matched those behitd th@Ds fo thes&natrr@s in tghy EFS 9 App. F (e.g.,
cereals only up to BBCH 30 at apgacatl @

9 @ .
It should be noted that the da set of %ﬁrr es f non ss W\Z%ds alg6 inclides onions and leek,
which are monocots. Howe 0 6%? and not r t belong™to the botanical order
Poales which inclu oth nd @eals conducted@nder Sonditions more similar to

the other vegetabl For se rea s ] prﬁosed f@nclu e nloag\s and l@k with the other vegetables

into the group o@urr%tes fo&nongérass weeds @ §

In the summa@%s Q@ies%@ldles Gn atf(émpt 1@nad@ Vls\§i aml assess the influence of rainfall

on the residye time course accotrgﬁ’lg to%e re@rmen@tlon@of EF@A 2019. For that purpose, the DTso

values the trials begvassigited to 3 categQries: @ A
8 o il e b

Q)
Category 1: no disg @@mle i*ﬁﬂue&g of p@lpl@wn N ®
N @ ©
t 2: infl ibl h
Category 2: in € possi e@rg %\9 S S

Category 3: m@rked G:Qn en@© . © ©\ § @’Q
9 P &8 Q é@\ >
AN @ Q @
Inﬂuen@bf ralnfall oR arth@pod r@mdu@ec}k@

The ewvaluation of the arth@od ré@’due @ ials demonstrated that rainfall occurred in the majority
of trials. Thus, rainfall (@fd/or@rgatro dQypical element for exposure assessment in realistic bird
and wild mamr@F scenarios guder A (@2009 However, there was hardly any discernible impact
of rainfall opghe 1 ﬁ? regigie deeline at nearly all trials can be assigned to rainfall category 1.
The differgnce between geamean ﬁgj so for category 1 trials and for both category 1 & 2 trials is
negligibl@(< 5‘§The@fore iV'is proposed to pool all trials per foliage dwelling arthropods (n= 12),
ﬂyrng@?@ct 9)% gro dwelling arthropods (n= 7), respectively.

S F
DTso @uopyram in arthropods

The geometric mean DTS5 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).
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- Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Table 10.1- 3: DT5so of fluopyram in arthropods per stratum and rainfall category
.0
Group Crop Zone | Kinetic DTso | Cat | Rainfall Sou «L&@@
Plot model D
Edition no. o @ A
Ground dweller | Bare na HS slow 5.58 1 none @J\ M- s IS
Extended lab soil phase 5&@0- L
M-545010-02-1 = . & 0zl o
Foliage dweller | Vines | N FOMC 5949 | {9 | No discertible influence saf BnSa- O
plot 1 DTo¢/3.32 g rainfallsidue timeééurse<\15 Q&& S
M-453376-01-2 & Q @ o
Foliage dweller | Vines | N SFO 5.57%@ 1 No%‘écemib@le infg@ce of @%)a- ﬁk@
plot 2 D rainfall ofFesiduyime gaprse | 15-09
M-453376-01-2 & N e /\UQ & @@
Foliage dweller | Vines N FOMC 2.37 @°2 }Fre vent earw}gﬁjainf@ithém EnSa-
plot 3 DToy/3.32Q ‘&9@ é\a cﬁtent telatiGn Wlﬂ&he -0934
M-453376-01-2 > | @ ue time couyzse /@9 A
Flying insects Vines | N SFO g\a ESEN %ﬂlbk@ﬁ]ue ce of
plot 1 o @ | S ramf on reSidue t co 1 34
M-453376-01-2 Q@ NOA D ’@g @ A@ﬁ% @
Flying insects Vines | N @T@ @ | 2839 [ No dlsc@ble m@’uenc§f “EnSa-
plot 2 QDT9%3.32 % E C%infal@»n reséﬁ?e timgyCourse_ | 15-0934
M-453376-01-2 @, Q @5 A D W©
Flying insects Vines | N | DROP 3.3§@y PAN Fr@%ent rly rainfall wl@ut EnSa-
plot 3 > DToo/ § & Ry consistent corre@lon \%‘[h the | 15-0934
M-453376-01-2 @ q 9 resi @rne@rse
Foliage dweller | Oilseed>| N % S(%O S 0.()%@ 1 ©Q No discernible 1nf§ce of EnSa-
plot 1 rap&g @§ . IS o @fall q&remdt& e course | 16-0035
M-544190-01-1 S @ ) R S
Foliage dweller @Tsee@ N . @DHSY%N\ 1.07@% @ dﬁcemlb@mﬂuence of EnSa-
plot 2 ap \ &\ DTo0/3.32 N &1 raig@ll onﬁ@ldue time course | 16-0035
M-544190-0 kD % IS TR WS s
Foliage dwell @eed N ﬁS A 594 & |@o dis@nible influence of EnSa-
plot 3 Z) rape %@ @3 32 E} @ rainfall’on residue time course | 16-0035
M-5441§9-01-1 ol N ESEEN
Ellz)/g%\iﬁgsg:ts $@ed \1@ %sﬁo @@% oz\.@ T <§){y little rain ?2.80%35
Q& - >
M-544190-01-1 | Q] D> Y O
Foliage dweller JAp D) I@ E)@) | IS ‘]@j@ No discernible influence of M-
plot 1 oﬁd (C Q | © rainfall on residue time course | 644049-
M-644049-0121 NS S kB 01-1
Foliage ller | Apple | N Q\y FOMC . D 2.7@\9@ 1 No discernible influence of M-
plot 2 orcga d| Q |D 9&3.@ N rainfall on residue time course | 644049-
M-644049-01-1 | X | 2 Q 01-1
Fa&%e dweller %pple N S ’ FO SK 2 Slight influence of rainfall M-
plot3 | orchar < %90/3.3&© from day 8 644049-
M-644049-01,{0 o e Q 01-1
Flying inse@ @16 <® @OM@ 2.4 1 No discernible influence of M-
plot 1 & Rorchardy %, | DTYB.32 rainfall on residue time course | 644049-
M-644048°01- 1> O 01-1
Flyi Nﬁasect@ Apple |\ SFO 2.2 1 No discernible influence of M-
plo Q @ard N rainfall on residue time course | 644049-
404%31 1 N 01-1
Flying jnSects Apple | N SFO 1.9 1 No discernible influence of M-
plot 3 orchard rainfall on residue time course | 644049-
M-644049-01-1 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 DTs@Jo
Edition no. o &
M-644049-01-1 O
Ground dweller | Apple | N Pseudo 4.4 1 No discernible m@e\ence of &E‘%Sa— ®)
plot 2 orchard SFO DTso rainfall on resid{® time cours& 0- ﬁ
M-644049-01-1 < &
Ground dweller | Apple | N Pseudo 9.4 1@ No discernbte influence 6& %1 a- é%
plot 3 orchard SFO DTso N rainfall ogjesidue time gqtirse <§ -089%)
M-644049-01-1 @ ~
Foliage dweller | Apple | S SFO 6.1 @} 1 No d%kjermble 1nﬂu@ee of Q Mo :
plot 1 orchard % rau’@ll or%emdueégme c&rse @%04&-@
M-644048-01-1 oY N 4011 @
Foliage dweller | Apple | S FOMC 55 o1 @’0 dr%? rnrble@iﬂue@ of , & Mz, S
plot 2 orchard DTo0/3.32 IS @@ %, ram on r }@ cours¥ | 644148-
M-644048-01-1 Ry @) $ g e
Foliage dweller | Apple | S SFO W\% 4\%F 1 NXIIISC 1ble @@uencehjf SM-
plot 3 orchard & 2 g 1nfa¥k couriﬁ 644848-
M-644048-01-1 NN L9 )
Flying insects Apple | S PO & 4K § N@ﬁlsce e infl¥enc M-
plot 1 orchard § © S R nfal res1 t1 urse& 644048-
M-644048-01-1 9 5 A 01-1

ing i @ K @ -
Flying insects Apple S@ Si@? 38y | 1 N Nogi@scermb\\% mﬂ@nce @ M-
plot 3 orchard | % & r&l fall oﬁ@esﬂ% ¢ time codrse | 644048-
M-644048-01-1 A $ |l W 01-1
Ground dweller Apple\ S Psetido SA & |1 sNo d’%s@ernl e infl e of EnSa-
plot 1 0rc§\3ﬂrd @ S@) DTs 6@ . Q raqgfall onre 1due@1e course | 20-0890
M-644048-01-1 I IR S S 0N
Ground dweller le ;| S @g’se \ 5 2 @\/Iodera\fj ramfaTIs on days 4 EnSa-
plot 2 prehar® s | SFODTs N \© § and Scoin with a visible 20-0890
M-644048-01- E@ @\ S 8 @\ & 5 drgp in resigles, influence
Ground dweller | ABple S ¢ Pse N8 % 1 o dl%ermble influence of EnSa-
plot3 N orchard, X S@ Tso > Q@ ra& on residue time course | 20-0890
M-644088:01-1 | O | & S

@it is proposed to useﬁ%ﬁMC"% fﬁe best fit (@%?ead &ﬁDF% as sel&&ed in EnSa-15-0934) because the visual fit
rating is identical b ey - WeT's, @, Q

©®: it is proposed t6use s th Cst fyifor flydag insgcts on @ 2 (instead of DFOP as selected in EnSa-15-
0934) because 1@ visu ratifig’is 1d@tlca1 @“{he Wrerror @lower

©: it is propo$&d to us€DF Ryis t “Best fitfor fly 1nse§ on plot 2 (instead of SFO as selected in EnSa-15-
0934) because the visual fit rdting iidentigabbut @? 2 _ef@or is lower

@it is pr@ d to use th@seud@O D@ of days\\zﬁrstead of the FOMC DTy¢/3.32 of 7.9 days as suggested
in the original report. 1ﬁ ation’ bo&the o- S@of 5.5 days and the FOMC DTo/3.32 of 7.9 days are used
here &g surrogate forgh rea@ﬂ fit @hetl th the&FOMC parameter alpha = 1.6093 and beta = 3.4342 (which
is difficult to apply WlthOL@a suitabte calc tor k¢ TREC, Ebeling & Hammel 2020). However, the surrogate
SFO-DTsy calculgtgd as FOMC RT90/3, f 7. 9days is an overestimation as it results in a 21-d frwa much larger
than the 21d- @A cal a“ted th MC parameter alpha and beta. The 21-d frwa calculation with the pseudo

SFO-DTso 0 @\mll 0 estlmates t%@l -d frwa but is much closer to the best fit 21-d frwa with the FOMC
parameter flpha a eta:
@
p oach “ECalculated with Parameter values Resulting 21-d frwa
@c -DEs 3 3 @surrogate SFO DTso 7.9 days 0.46
Pseud -DTso Surrogate SFO DTS5 5.5 days 0.35
Best rameter FOMC alpha & beta 1.0693 & 3.4342 0.30

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 . @ @©

N
The evaluation of the foliage residue decline trials demonstrated that rainfall ocggyred in the n@dty 0

trials (in vegetables often supplemented by irrigation). Thus, rainfall (and/gxirrigation) i§ a ty
element for exposure assessment in realistic bird and wild mammal scenarios under EF$A GDIR009.
The comparison of DTses for the 3 rainfall categories indicate slower re ﬂ%ﬁ dissipatiofiin catggory,

than in categories 2 or 3, which is not surprising since raififall may influénce residue @in by varid: @
mechanisms beside wash-off (e.g., allowing dilution byant growthgpromoting n@%bo@cti ity of &
microflora on leaf surfaces). & Q® N Q < S
@ S Q S é}
Q o & & ) o
N LY | \© 2 @@
Table 10.1- 4: Summary of DTsos in plant@liageﬁ@f rain@,@ﬁ ca&g}ry &@fee%@tego& b
Category 1 Category 2 &tegyﬁpy 3 @7@ Q@ b@ X @& % & ©
non- non- RN % < @j @
young young W?oun& S QO w §
cereals | 5'2%S cereals | 5% @ cereals gr@s S & N N v
herbs herbs & % herbs ° D Q S S)
460d [339d [3.58d [3.2287]230d {2764 ] geoean BT > & o
11 34 6 3607 L8 o | 48D |ambefofmialy’ < s
) N & S
4% | 29% | 24%  JH1% . 32% Y | 4@% (P%ofmials T o
N\
e N § & [9og AN "\@@ .9
2 O g & LSS
Table 10.1- 5: Over\}ew olia% resid@ic%@%?s@§rtekper iai%llqi:@ence categories
Trial gﬁ) “@one@\l(ine@c D§ gﬁ Inflienceyain and/or Source
Edition no. < O moel | mod S @@rigaﬁon & DTso
R 2006 0655/9 @@Beal&u N SFO N9 729 | 1 ;“fate @n, no S@fluence Ensa-20-
M-290825.0L.07] O N f O N 8029
R 2006 0722/ | Bgans «| N 'SFO™ [ 1388 |4 | voy littlé&ain, no influence Ensa-20-
M-29118081-1 9 N L ey 8029
R 200 3/7 Bea 3.63 1 late fajn, no influence Ensa-20-
M-29 -01-1 @@9 . § @ IS § § o 8029
08-2096-01 T1 |Bgans «J'S & SEOO" | 2969 1 | irbigation dS and d11, no Ensa-20-
M-365542-01-1 F@ AN & o D Adiscernible influence 8029
R 2006 0378/9 [ Bea QFO - |78.87 1 & no rain, no influence Ensa-20-
M-290827—0\J§@ fQQ &@$ O © os%\ Q@’ 8029
R 2006 0657 Beans S N/ H 83 no rain, no influence Ensa-20-
M-29082791-1 S ¥ ,;gg . é? @ 8029
R 20068658/3 Be@@? « SFO & 3. 1 no rain, late irrigation, no Ensa-20-
M-290827-01-1 | 0% o Q influence 8029
R Q@W 0550/6 Beans S N 7 SF@ @695 1 no rainfall, no influence Ensa-20-
M-297564-01-1 AP 8030
R 2007 0551/4 ¥ B&n@ @' SFO Q[ 8.169 [ 1 | no rainfall, no influence Ensa-20-
M-297564-00 e @ 8030
R 2007 035272 "BeansQ°| S &, | DEOP 11.166 | 1 nearly no rainfall (1.2mm day Ensa-20-
M-297564-01-1¢ O m@ 7), no influence 8030
R 2007°9599/99 Ca%)age N SFO 1979 |1 marked decline, unlikely to be EnSa-
M-39; ’,; S influenced by very little early 20-0832
N ) © @ rainfall
R 20068544/7 Cabbage | S FOMC | 3.148 |1 Little rainfall until day 14, no EnSa-
M-293482-01-1 influence discernible 20-0832
R 2006 0605/2 Lettuce | N HS 3587 |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 DTS{Qyo
R 2007 0244/2 Lettuce | N SFO 3.09 1 late rain, no marked influence Ensa>20-
M-304280-01-1 ol v
R 2007 0540/9 | Lettuce | N SFO 1.368 | 1 late rain, no discer@{e %sa-@
M-304280-01-1 influence o 803Q
14-2029-02 Lettuce | N SFO  |2.892 |1 | little rainfall, irigation withoyt)> | Enga20-
M-534202-01-1 @ discernible g}pact. Influence,  |-§031

unlikely. @ oY @
14-2029-04 Lettuce | N SFO 2.034 |1 no rainfaiQintil day 6, wihout §%E§20-
M-534202-01-1 @ discernible impact. In@% ce 8
unli &" %@1 © < @
18-2086-01-T1 | Lettuce | S SFO 8. 1 nearly no @n no mtlue c@ @ Ensa-Z9-
M-675005-01-1 & . &> & @8OQ§§
18-2086-01-T2 | Lettuce | S SFO 754 g1 \n’earlggo ran@?o m%@nce nsa-20-
M-675005-01-1 W] <
18-2086-02-T1 | Lettuce | S SFO&ﬁ 3@@” L7 %\ﬁ/ nc%am no@ifluence  <PEnsa20-
M-675005-01-1 & A 803@
18-2086-02-T2 | Lettuce | S @ %%.04 w1 near@% ra@m l@nce & | Baka-20-
M-675005-01-1 10 é ﬁ«? < &L L8029
18-2086-03-T1 | Lettuce | S SFO U] 43 1 ain, f@influgnge O “Ensa-20-
M-675005-01-1 b o |l L @ ‘s §Lﬁ S 8029
18-2086-03-T2 | Lettuce 9 |.sfo  [433907 1 &Qno reQ no mfrfence?@ % Ensa-20-
M-675005-01-1 M 5 8029
18-2086-04-T1 | Lettucec| S o SFQY” | 1@B6 | 19 nearly n@am ms@f d7, ko Ensa-20-
M-675005-01-1 . 9 & 4  kinflueiwe O & 8029
18-2086-04-T2 Let;gg:e @ &0 @ﬁ.ﬂbw S neatly no rain until @ no Ensa-20-
M-675005-01-1 A . § ©\ in nce/\l\/ N 8029
R 2006 0376/2 tuceg | S & SF 1. tle rain, late jrrigation, no Ensa-20-
M-292050-01-1 k§i@ o °S ‘fa@ P %%ﬂu@i@ @ : 8029
R 2006 0608/7 Let S FO 2.578 7 verghittle r&m, no influence Ensa-20-
M-292050-01@© ©®e S § %{@ oy lﬂ@ S o 8029
R 2006 0640/9 | LEttuce YS & SF% é\ 29 @ late rano influence Ensa-20-
M-292050-01-1 ol S | & NN 8029
R20060611/7 | Letwde |®) | SFO o] 308 [ T laté@ain, no influence Ensa-20-
M-292050-01-1 | 'y o QoS 8029
14-2030-01 Bttuce | S o> | SFQ @04 OI 3 Virtually no rain, no influence Ensa-20-
M.534595.01.1% o~ | Ly 47 ] b 8031
14-2030-02 Le@te ¢y , [SFO O 552" | 197] no rain, no influence Ensa-20-
M-534595-001 | © . @ NN 8031
14-2185- Lettuce”| S O S@% %.%78 @1 virtually no rain, no influence Ensa-20-
M-536968201-1 © @Q N 8031
14-2183:03 [@uce S SFO & 47@ 1 no rain until day 9, no influence | Ensa-20-
M-536963-01-1 |=.° & . 9 O | & 8031
R 2007 0568/9 Onion@’ S¢y” [ SFO°  |@&7203 |1 | No rainfall and no influence EnSa-
M-302325-01-1%[ SO A from irrigation day 10 20-0832
18-2951-02 A Yve&bng é@ﬁ FO_ | 3214 |1 | very little rain, no influence EnSa-
M-6784138001 L Sereal 2 20-0834
18-2951 Your@ NS~ | SFO 3523 |1 no rain, no influence EnSa-
M- 678@ 0149 cereals O 20-0834
E19 @g SFO 6.419 |1 no rain, no influence EnSa-
82 Qreals 20-0834
-02 Young N SFO 8185 |1 no rain, no influence EnSa-
M- 75@ 4-01-1 | 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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- Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Trial Crop Zone | Kinetic | DTso Influence rain and/or Source
Edition no. model | mod irrigation Dng
15-2952-02 Young N SFO 7.59 no rain, no influence
M-566830-01-1 | cereals 484
18-2954-03 Young | S SFO | 3.607 no rain, no influenéd>” %Sa
M-675129-02-1 | cereals 20- Q&%
E19RP087-01 Young S SFO 10.18 no rain, no inﬂg%nce @ g@)
M-758649-01-1 | cereals 20208343
E19RP087-02 Young S SFO 1.782 rain d4 an@s but no %\EnSa-
M-758649-01-1 | cereals discernipfinfluence @ @DZO -0834
15-2952-04 Young S SFO 4.19 @ very I&I‘Jram no 1n®hce Q @
M-566830-01-1 | cereals \g $ @-04&6@
15-2953-03 Young | S SFO 4. neain, nc@nﬂuen @EnSay
M-566828-01-1 | cereals i @@v % @ %\ LN 17,0484
R 2006 0377/0 | Beans | N SFO 674 @ late ra@ 1nﬂu§‘ice pé§ible nsa-20-
M-290825-01-1 <) 29 &_
R 2006 0656/7 | Beans | N SFO, | 2:847 \éent 1nfa11 ght >Ensa20
M-290825-01-1 & N uendg possib A 80
R 2007 0546/8 | Beans N o 5.969% ?req et but Jittle r@nﬂu ¢ | Baka-20-
M-297562-01-1 ot & . & pos@le S ﬁ 030
R 2007 0547/6 Beans N 6 SFO 9| 2.724 irri n an@amfa@ “Ensa-20-
M-297562-01-1 I 9 |9 @sslb@ oht fafluenet’ 8030
R 2007 0548/4 Beans 4 @Sﬁ %639@1 ghttl rly an&ﬂlore@m 01@ y | Ensa-20-
M-297562-01-1 o g < 6,40 mark@> inflggnce 8030
R 2006 0347/9 | Cabbage| N O HS & | 4@29 frequem@infa%‘;@ﬁ in sfall EnSa-
M-292103-01-1 " 2 § q ~emourits whichare udikely to | 20-0832

%, @ © q 6@ hav‘é%markedly 1nﬂu%ed
Q> oA L § residue | s O

R 2006 0543/9 ba, N &) SF 5. ttle rain all ntil day 8, no EnSa-

M-292103-01-1 k§% g©& SN ”Sa@ 8 %%ﬂuqﬁee d11b1e 20-0832

R 2006 0348/7 Calppge | S oM 3.69% Litgerainfall, until day 8, no EnSa-

M-293182-0 1@@ é@ S) § Q‘«i@ @;}\’ ipﬁcq@iswmible 20-0832

R 2007 00792 | (Hbbage¥S & F(%IC 0 84 markeddecline until 2nd EnSa-

M-3020§— 1-1 g}a @9 @7 IS @an’& g but little early rain 20-0832

A @ ©) S Q) untfDday 7 (influence
° &) N questionable)
R 2007 0600/6 bbage™| S N SFQ @981 Moderate early rainfall but no EnSa-
M-302044-01-1 @ % @ @5\9 NEES }marked decline (influence 20-0832
@l QB & & o unlikely)
10-2099-01°Q " | Exdive. O N N w% ’252 frequent heavy rainfall, Ensa-20-
M-423901801-1 NS Ao & influence not discernible but 8029
& o | & |@ xN likely
R 2006 0343/6 I@& N SFO < 7| 8.282 frequent rainfall after day 5 did | EnSa-
M-292101-02-1 | %, P . D @ @ not seem to have any 20-0832
> Qy @\ Q Q discernible influence on residue
@ N @ A dissipation
R 2006 0466 L&%%? é@@ [’SFO 5.836 frequent rainfall after day 7 did | EnSa-
M- 292101 =1 @ S - ©@ not seem to have any 20-0832
S discernible influence
@ SFO 8.99 Frequent late rainfall and heavy | EnSa-

irrigation coincide with a 20-0832
moderate drop of residue levels
on day 15

R 20 44/4 Leek S SFO 6.01 rainfall on day 6 and 7 may EnSa-

M-292082-01-1 have slightly influenced residue | 20-0832
dissipation
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- Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation Dngo S
R 2006 0469/6 | Leek S SFO 7.054 |2 frequent irrigation and E N
M-292082-01-1 occasional rainfall have @%832 o

markedly inﬂuenc@n@,sidue @
dissipation, althoigh this is not o\Q
discernible in the decline patt hS
R 2006 0604/4 | Lettuce | N SFO 1.409 |2 @ rain after 75%already declﬁqg?i/ Enda-202
M-292048-01-1 at most sh@ influence A 8029 @
R 2006 0606/0 | Lettuce | N SFO 2452 |2 some rajfpdfter 2nd sampding @QEn 0- &
M-292048-01-1 ah but nogvisible influengdy ~ Q
R 2007 0011/3 | Lettuce | N SFO 1.048NF2 | littlef@in dysing firstdays, < @sa 2&&/
M-304280-01-1 oY influence Fosible S 08030 @
R 2007 0537/9 | Lettuce | N FOMC | 1.949 |2 Qitle Q@early f@in, m@ncq %] Ensaxd0-
M-304280-01-1 /DFOP |5 bssible” A 803
R 2007 0539/5 | Lettuce | N SFO 2.1%9 2 @© @arly @nfan n9 influéace sa-20-°
M-304280-01-1 )| . discSmible 030@
14-2029-01 Lettuce | N SF@_~ | 2921 2 quenct@lga@f and fainfall, Ens®20-
M-534202-01-1 O ISV L Slight Wfuese pos$ 7 | 8631
14-2029-03 Lettuce | N |GFO %[ '1.688> 2&% litl@rainfalidntil day 6 %ﬁ%). nsa-20-
M-534202-01-1 = @S Shisht infldence possibled 8031
14-2029-05 Lettuce | N _ Y SFG @ <@ @Ver \\agfnfa@nh Ensa-20-
M-534202-01-1 @@ N N dlSC faible impact 8031
N 1n§1 nce ciinot be exclud@
14-2184-02 Lettuce 2 N o SFC@J 4@ b ramfall@lmdegwnh shght Ensa-20-
M-536965-01-1 N 9 & £drop oﬁﬁesm&ﬁ ve fluence | 8031
& e @ 29 Cposible &
14-2184-03 Leftuce |Q¥ Qxs”Fo @ 2406 | 2> | irrfgation SoincideSwith slight | Ensa-20-
M-536965-01-1 @ I é Q& > N drop of residue levels. Influence | 8031
(§ Q N v . ) %‘aossﬂgﬁ% «\@
R 2006 0609/5 Let@e S KSFO o 0.81945 2 !‘1;21§am dudinig first days, but | Ensa-20-
M-292050-01& N S ) N é @ ipfiiiencegpossible 8029
R 2007 001.2/1 L@ftuce "V S & SF% RS13 Z?’ no rainvhnt daily irrigation. Ensa-20-
M-304278- o | e 1O T @l likely. 8030
R 20020245/0 Le‘r@K\c))e @ SFO o 1.2@ 2%y llottl@)ut very early rain after Ensa-20-
M-304278-01-1 | N mQ ‘N agplication, influence possible 8030
R 2007 0541/7 $)€ttuce S AN SFQ @§7 97 35 frequent but little rain, influence | Ensa-20-
M304278.01-1 &° < | L AT T Dpossible 8030
14-2030-03 @, Le@ée i?} s CSFO © 3-283" | 2@y'| Frequent rainfall and regular Ensa-20-
M-534595-001 | © . g N | &y Ry | sprinkler irrigation. Marked 8031
Ol o] K |2 ¢ infl t discernible but
% Ao & @ influence not discernible bu
&y & [\Q @ o N slight impact likely
14-2185:04 Sttuce | S SFO <« 2408 |2 Several rainfalls around 2nd Ensa-20-
M-5386963-01-1 |, @5 . %O @ @ sampling, no influence 8031
Qy N Q Q) discernible
R 2006 0339/8 @)|® Onion @% @ 0) Q 4448 | 2 Irrigation coincides with a EnSa-
M-292098—0§&1 moderate drop of residue levels, | 20-0832
é @@ slight influence likely
R 2007 0§55/7 4 Peasc,” [ NS [ SFO [ 5468 |2 | Only little rainfall but Ensa-20-
M-29 -01-4¢ Q coinciding with residue decline. | 8030

. (O g\% < Influence possible.

%{2 7 05 Beas @ N SFO 7.032 |2 many days with little rainfall. Ensa-20-

986301-1 Influence possible 8030
R 20 57/3 Peas S SFO 3275 |2 early irrigation and rainfall, Ensa-20-
M-297487-01-1 influence possible 8030
E19RP102-03 Young N SFO 7.01 2 moderate rain d4, slight EnSa-
M-758824-01-1 | cereals influence 20-0834
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: Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation Dng
E19RP102-04 Young N FOMC | 4319 |2 moderate rain d2, slight
M-758824-01-1 | cereals influence 834
13-2950-01 Young | N SFO 1.95 |2 | little carly rainfall ety little %Sa
M-471216-01-1 | cereals impact on DT50 w 17- @\\ﬁ
15-2953-02 Young N SFO 4.23 2 heavy rain day%5 visible but @ ?@0
M-566828-01-1 | cereals 74 slight influegtte | 70484
EI9RP087-04 | Young |S SFO 2956 | oS "moderate@in d3, d4; sh@ %§En8a-
M-758649-01-1 | cereals influencg S 20-04834
15-2952-03 Young S SFO 2.86 @ 2 no ram@Jfore day 5, @ shg@ I@a
M-566830-01-1 | cereals influegce 2% @-04%@
08-2034-01 T1 Beans N SFO 4.@3 3 m%ierate @in d3, ff% m&@d @Ensa-2-
M-365530-01-1 ) L, @uen&& %] 802
08-2034-02 T2 | Beans | N SFO  [3:992 @3 modeﬁ@te ran@@ dsgé@arked nsa-20-
M-365530-01-1 o 0@2 inf] 29 #
R 2006 0380/0 | Beans | N SFO [ 1237 [ %ﬁam but mﬂg%\ce hkely Ensa 20
M-291180-01-1 & N A & 80
R 2006 0654/0 | Beans | N & | 0.7187 3 ° mar ﬁ%nﬂ eb rly Q| Ea¥a-20-
M-290825-01-1 OISR hea@’ ram@ 029
R 2007 0014/8 | Beans | N @ SFO 912733 |3 vy rafon days arou@ 2nd “Ensa-20-
M-297562-01-1 Y 9 |9 f© pling celi 8030
R 2007 0549/2 | Beans 7 |-sFo 3172%7 3 N mar@ mfluence of@mfal& Ensa-20-
M-297562-01-1 o g < days and@llke]@ 8030
08-2096-02T2 | Beans ¢|S Qf SFOY | 3@#8 | 39 | imigationds a%dgﬁ 1, métked | Ensa-20-
M-365542-01-1 E 9 | & 4 finfluede 8029
R 2006 0620/6 | Beans @ 850 @‘0.72@%9 3, Q' matked influencep@rly Ensa-20-
M-290827-01-1 N A o § @\ raifefall li? y gD 8029
R 2007 0035/0 ns S &) SF 3.176 {@rge rainfall days 4 and 5, Ensa-20-
M-297564-01-1 &§% é N $ P @nﬂuﬁe li 8030
R 2007 0078/4 Cabbpge | N “SFO 2.063, | 3 earlgrainfall.coincides with EnSa-
M-302101-0 1§I© é@é@ S) 9 K@ (@3’ @b ed dgyp (influence 20-0832

& S N ' | possible)
10-2099:02 Endi& ® @QC %65% 3 Q@eaﬂ&g{nfall, marked decline, Ensa-20-
M-42 -01-1 S o o %, | infl@nce likely 8029
10-2099-03 ive & N SFOo QZQS 3 @y rainfall, marked decline, Ensa-20-
M-423901-01-1 @? S Q D Jinﬂuence likely 8029
10-2099-04 DEnd §' . 1.48 3 early rainfall, marked decline, Ensa-20-
M-423901-01¢k, @ I @@O & § @§ influence likely 8029
11-2029-01°9Q L%ék @C N SF@ @}79 @ Heavy rainfall coincides witha | EnSa-
M-442996Y01-1 NS A= &) @ marked drop of residue levels, 20-0832
& © @Q @ S . v influence likely
11-2029:02 [@z N SFO & 26@7 3 Heavy rainfall coincides witha | EnSa-
M-442996-01-1 | %, @5 . %O Q@ @ marked drop of residue levels, 20-0832
; ol IR © influence likely
11-2029-03 @) Leek @ & ¢} Q 2620 |3 Early rainfall coincides witha | EnSa-
M-442996-04 %% é marked drop of residue levels, 20-0832
é N @@ influence likely
11-2029 - \Leek@w NS SFO 2.543 |3 Early rainfall coincides with a EnSa-
M-44 -01 Z ®© marked drop of residue levels, 20-0832
o> (O (Q\% influence likely
%{2@6 04@% Dieek @ N SFO 2346 |3 Frequent early rainfall coincides | EnSa-

292161202-1 with a marked drop of residue 20-0832

C levels, influence likely.

R 2007 0056/3 Leek N DFOP | 4.184 |3 Early rainfall coincided with a EnSa-
M-304288-01-1 moderate drop (influence 20-0832
likely).
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: Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation Dngo S
R 2007 0249/3 Leek N HS 3392 |3 early rainfall coincides with E §
M-304276-01-1 marked drop (influepce likely) 2030832
R 2007 0569/7 | Leek N FOMC | 3.551 |3 | early rainfall coincides with EfSa-- O
M-304288-01-1 marked drop (inﬂ@’nce likely) 20-&8%

R 2007 0570/0 | Leck N FOMC [3.675 |3 | early rainfall cdincides with | EnSar &
M-304288-01-1 7 marked drop*influence likeky) %@%83%\%
5{230(;)4722; 73 {91 Leek N SFO 2.557 3@ early rainf@xcioincides w@” %§En5a-@ o

- -01- marked dfdp (influence fkely) NP 20-(832 o
R 2007 0573/5 | Leek N SFO 3.321 g3 | early rmfall coincidesywith Q| ExSa-
M-304276-01-1 mark&d drop (influefice likely) | 5608329
R 2007 0574/3 | Leek [N SFO | 2.4 |3 | catly rainf@lf coincides wit® @ EnSa®
M-304276-01-1 ) | .| dffarked drop (in@enc%elyg % 20-69%2
R 2007 0057/1 | Leek S FOMC (5241 73 o early irigatiopoingides with nSa-
M-302775-01-1 X ~»5 ma dro@fmﬂuen e likely 0832 °©
R 2007 0250/7 | Leek S HS )| 14434 |8 rly irrigation c@@cides with EnSa®
M-302780-01-1 & N | mdderate drop(iitluepte likely) | 200832
R 2007 0572/7 | Leek S & o \I’.952w\gj3 o earlx»\iﬁ%%gat’ coing@es with> | EnBa-
M-302775-01-1 © NS Y marked d Q@@Eﬂ ce lik@) 0-0832
R 2006 0375/4 | Lettuce | N @ HS 12198 [37 | caply ra@%ﬂ andcsprinkley’ % "Ensa-20-
M-292048-01-1 Y 9 |9 f© Qpigatiort, magked inflaghice 8029
R 2006 0607/9 | Lettuce 7 |-sFo 1.129%7 3 sgmar$ influence by@prin Ensa-20-
M-292048-01-1 R . imigition @ .. O ] 8029
R 2007 0538/7 Lettuce 2 N © SFC@V 0@55 39 marked@ue@gf ear@ Ensa-20-
M-304280-01-1 . 2 4 painfafs O &Y 8030
14-2184-01 Letiuce @ 850  @1.0987] 3, Q Early rainfall coincillgs with Ensa-20-
M-536965-01-1 | & ([ A g | & | a0 | mdrked degp of residue levels. | 8031

@ & & N > ) @fluence Tikely

14-2184-04 @;ett&c@ I\&\ SFo NL592 3 ?req earky~ainfall may have | Ensa-20-
M-536965-01 -@Q S G e AN mazgedly ifffluenced residue 8031

@ @ © o AN @;3}\9 [r\© 1 S @
R 2007 0246/9 | L&tuce VS & | SE 952 @ early ratg and irrigation, Ensa-20-
M-304278.01-1 LA | @ | nfluere likely 8030
14-20 4 Let@\\c}e @ FOMC_ 1.9 | 3% E}a@\heavy rainfall, marked Ensa-20-
M-534595-01-1 | /Ny o Q) S inftuence likely 8031
14-2030-05 Rttuce | S o | SFQ @79 D3 3 Heavy rainfall before 3rd Ensa-20-
M-534595-01-1 % Q @ @,j\’ . v IS stampling, marked influence 8031

@l o B o O o @liikly
14-2185-01°9Q L@tuc%@ N SF@ @57 @ early rainfall and irrigation, Ensa-20-
M-536963801-1 N & @ marked influence likely. 8031
R 2006 6337/1 Onién @ @MC@b 7.1 8{§9 3 Irrigation and rainfall coincide EnSa-
M-292996-01-1 Q\ 7l Y with a moderate drop of residue | 20-0832

S S . Y [(\@ N levels, influence likely
R 2006 0504/8 Oniorf®”" | N¢, SFO* (@91 3 Irrigation coincides with EnSa-
M-292996-01- 17> SN @@ Q moderate drops of residue 20-0832

A ° g@ levels, influence likely.
&230(?273(;3;@1 @ﬁon § N - S@@ 2992 |3 early rainfall c.oincides With EnSa-

- - Cy N marked drop (influence likely) 20-0832
R 20069505/6] O%)n @ SFO 3282 |3 | Irrigation coincides with EnSa-
M-Zg:@%—%;@ Q moderate drops of residue 20-0832

N v levels, influence likely.

NOO@Z}&@/ 1 Onion S FOMC | 4584 |3 Likely marked influence from EnSa-
M-30Z325-01-1 irrigation at day 3 20-0832
R 2007 0036/9 | Peas N SFO 5287 |3 large rainfall days 4 and 5, Ensa-20-
M-298639-01-1 influence likely 8030
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s Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Trial Crop Zone | Kinetic | DTso Cat | Influence rain and/or Source
Edition no. model | mod irrigation DTS{Qyo
R 2007 0553/0 Peas N HS 3401 |3 Rain on day 2, influence likely Ensa>20- »
M-298639-01-1 8
R 2007 0554/9 | Peas N FOMC |9.837 |3 | Large rainfall on dgys 2 and 3, %sa—@
M-298639-01-1 influence likely 8034Q
15-2030-01 Peas N SFO 3346 |3 | Heavy rainfall-&oincides with@> | Enga20-
M-566823-03-1 @ marked drop*ie residue levéls, -8031

impact lik g}’ @
R 2007 0037/7 | Peas S SFO 3329 |3 Large raitdall on day 3, @ @yEn 0-
M-297487-01-1 b influenc® likely. Ay K

15-2030-04 Peas S SFO 2928073 | Rainfall on days 3 afd 4 @sa-Z&
M-566823-03-1 & coincides @ith a drop n\@due 48031 @

. 1&els, gﬁﬂuencé@ﬁkely% ﬂ@

18-2951-01 Young | N SFO &.747 a3 ﬁrly kain, m@%éd d%{ﬁh bgs&
M-678413-01-1 | cereals 2o € -0834 °

- - O &

13-2950-02 Young |N  [HS 5[ 2037 |3 %ﬁﬁn d%o me ddechne S EnSp@
M-471216-01-1 | cereals & N 17 4
13-2950-03 Young | N dr2 « [3 ° earl&%falgmark @echn@ EnBa-
M-471216-01-1 | cereals o> &7 L1 5 £ 17-0484
13-2950-04 Young | N &pSFO O 125 |3 @y ral?ll magked de@me “EnSa-
M-471216-01-1 | cereals b 2) 9 f© 17-0484
15-2953-01 Young %@ @ 3.48 @ 3 &g earlysrain, maﬁ{ed d@ne EnSa-
M-566828-01-1 | cereals |z, . < 2] 17-0484
18-2954-01 Young 2 S © SFC@U 4@01 | 39 | heavy ra@»d4 mrﬁed d@hne EnSa-
M-675129-02-1 | cereals., 9 & 4 kv XK 20-0834
18-2954-02 Yogig ) [8F0  @3.597 3, O heaty rain d4, markéhdecline | EnSa-
M-675129-02-1 | ceals | A& o N S D D 20-0834
E19RP087-03 nge | S &) SF& 35 5@ twavy rain d3, @a?ked decline | EnSa-
M-758649-01-1 {pereald’| '~ | % P o 20-0834
Z & 7 N
S o &F & &
) S @
TS e s <
2 N A SIRS @ ©
> o O & & N
A L@ \@ & O v O
FEFSIF &S
o & oo &
R D ¢ & @
@ QO g . Q . O
Q0O S & b
AN SRS ,%Q & @
5 & ¢ &
& 2 Q & s
%o N SN
S ¥ o o O
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Influence of the residue zone on foliage DT

A comparison of the DTso values from trials conducted in the Northern EU residue zone with tahﬁno @6
values from trials conducted in the Southern EU residue zone shows comparal'%ity within ea@of th&’
rainfall categories. S &@ &)

It is therefore proposed to pool the foliage residue decline DTsos from trials c@jnducted inghe Nogthern

EU residue zone with the DTso values from trials conducted in the South@EU residug\ @neo. () \245@
@ Y S LG L
O N
S & o &0
17.54 Q& . &© N @© @q}
& <« S - @
15.0 1 @ 6\ RSN
» @g S SN
125 > (e @g S\ %
* & @j @
10.0 4 ¢ O = §
2 S KA
: : & & &
7.51 ! O & o
o S @Q %
5.0 1 @© Q >
SN
& O
2.5 ° \@@ &
S
0.0 RN @
& 8
S @

@
O NTN NN
O N S NI AN
o & S @
Influence of @eta@@e %@yrar@ben%amid@}h t Tso @iy foliage
D Xy
Ina parto%@the residuexdrials evd u?@wre @ the @1 o& of ifforming the bird and mammal risk
assess@, the metaléﬁte pyrarfis enzagni;i@ﬂZ)% S in&ded as analyte since it is part of the

residue definition %%@e toéico ogﬁal as@me% or E&mt me&%ﬁal.

Based on the n@boli%l da@nd xé}ld ggy@ue t@lls, the definitions of residues in plants were
established by EFSA: Q° @@ N SEEN
@ @) < © ) o

N R&e%iduﬁ@eﬁniﬁgn ) @} @ Reference
Food O@t Monoring o’ |iuopydif (pegeiitonly) EFSA Scientific Report
origin I@éasse sment uop§tam ajigh fluopyram-benzamide (M25) | EFSA Journal
- é\ % expgpssed-as fluopyram 2013;11(4):3052
N v o N o



E Page 38 of 187
BAYER 2021-07-05
\ E 4 Document MCP — Section 10: Ecotoxicological studies

Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

However, the comparison of the foliage DTso of fluopyram alone with the foliage DT of the combined

residues of fluopyram and its benzamide-metabolite shows that this metabolite contributes very l@oto S
the potential exposure of herbivorous birds and mammals (typically less than 5%) which ma b@@§
considered negligible. @ S
It is therefore proposed that the definition of the residue for herbivorous b@ and mamm%ls cé(lb\be
limited to fluopyram alone. % § § &
A e o X
@ é : \§\ U@ o
Kinetic # of trials 2 O <
. . . . | Geoméan ean @| Diffe enc@n &
evaluation Matrix with analysis M
report for BNZ D®FLU %Q > FLU+B£1®§ D@O @© @
EnSa-20-0829 | Vegetables 37 2765 8592 O  A~3% S
EnSa-20-0830 | Vegetables 26 2.845 2%&2% O ~ 3% >
EnSa-20-0831 | Vegetables 20 w2688 N 3697 v, &7 | S1% S
EnSa-20-0832 | Vegetables 35 O 13901 ¢, 21440 @ k5% R
EnSa-20-0834 | Youngcereals | 8 = \@.SZ\O@ N 4.821 D D< 190" o>
O N
ST & & vy o & o
S @ AN ®\ @ < S %,
Ve o » & 9 .0 O ~
¢ T HF L YVE
R & o &
N © N @ S 2
AR~ SO &
SN E & S
v .9 O § . S
TS e §5 0 0
@ s .9 K @© @ @
SRR WS
>y & .0 9O «7 & D @
TN g 2 S O S
& NV T e o
S & & & ISER S
A Q\@ \Q o \@ o \©
>y O Q
§ RN > & >
o O ¢ .09 o O @
QOO O N O D
¥ K &2 o
=) N @% W2 %
@’ NS ISEREN
N Q
Q A\ N N
N (g @\ R Q
@° N >
PR ) SR
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o & © ©§’
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Applicant assessment on effects on biodiversity .
Accordlng 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 ofi”

how to address this topic and there is no technical assessment scheme availab how to pefform @y
assessment. Therefore, to formally address these topics the following inforfaation is provided
applicant. Q § @ @@

7o

R v
The risk assessments for bird and mammals result in accepfable outcor@? at screenm&pr t1%\1b lev

The risk assessment for aquatic organisms is accept ble when con@rmg FOCU@ steE@w or©

maximum product PECsw. & @ @ @Q}

The risk assessment for bees does not indicate a @or hlgher{er assQ%znemQ)r m@atlo%meas@s

The non-target-arthropod in-field and off- ﬁelck{lsk asseSSMERty reswl{ed 1ntg&’ept@ outc@mes a§ ier 2
level, without the need for risk mitigation. © @ g}f @ @

The risk assessment for soil organisms re&%ed Q@:cepg@éle %lt m%wnh@g@ge marglns saf

The non-target-terrestrial-plant off- ﬁel@%ml%&gsessn@lts reSulted @ acc@abl tco@ condnlering
tier 1 and tier 2 data, without the ne mltlga 10n© @9

Therefore, the applicant conclud@’hat he use of the ﬁatw@cﬁmla FLU+PTZ
the &dosy,

EC 260 has low potential to cagse unac epta eff@s on ity tem via trophic
interactions. To the best of otikknowtedge and with the presente fet roﬁle f thegyetive substance

fluopyram and the represer%étwéglead §1‘mul@mn thy appl%ant@ges nép fore@ee any effects on

biodiversity and the ecos & o R @
<
N @ & ©§©@ O §
F TS e . %
§ é "\@ § N @@ > v
S\ & N S & AN
¥ SO O N o &6 2
AL o & S 9 = O
SIS &
RS TS
o O ¢ .09 o O @
A N
S L 4+ 9 @
& o & @ E
S N A9
% ~:§ @ L Q@ <
S @ &@\ O
@%
& &0
% Q
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CP 10.1 Effects on birds and other terrestrial vertebrates

The risk assessment has been performed according to “European Food Safey; Authority; @da e
Document on Risk Assessment for Birds & Mammals on request from EF (EFSA Jodgnal

7(12):1438. do0i:10.2903/j.efsa.2009.1438), referred to in the following as g A GD 20% @ %
% o\ Q, @ '24\9
A
R & &S L0 @
i Q @ A
CP 10.1.1 Effects on birds o S . Q@ Q C&©
Q©
%@ Q& . &© @ @
Q.y(‘} N @@ R & @}
Table 10.1.1- 1: Studies for fluopyram and endpoints ysed if@he risk asses§gnent fo¥ birdsy <
py P @%g w\%@h {% &s@a @ ’ v
sul;[; et:::we Test design Test specie?> }(%9 @Q @poin@@ r\@’ ®§ Re ceg °
S S O
) ) Bobwhite quaity, AN &Y X
Acute oral (@ ms S @Dso" S > )@ m r“&s\/ko S| @D
toxicity g mn%@ NS %@ : b{@ -263049-04-1
3 : %, @ D CA®1.1.1/01
Ve o & & O .0 OfEEmOs
@ S @ | CDsn @ 2080 mg kg %@ -307871-02-1
Z"}q i RN P "A 8.1.1.1/02
Acute oral M @SZU};] ggum 4 @ RN % Extrapolated
toxicity® o % m;’ Y . . & @ acc. to chapter
AN £ @EDso @Q =3038 mga.s/ke @ 2.1.2 of EFSA
R é %@J) S} @ S é % N Journal 2009;
A@nQ N @ N Q & 7(12):1438
Soute iyt |2 Chicken QP - 2011)
S > (Gallus\\ \LDso@ > @% mgé /k bw | M-446344-01-1
S ’ o @%mesqc@a S 5 @ KCA 8.1.1.1/03
& @ctaryv\” @obwl te quc%\ @@ @ 5()(*)Q7m(I a.s./kg feed (2007)
o\ t()XiC@ :\ Mmus @_‘DD@ & 4 mg a.s. /kf: M-264902-02-1
&@ (shor@%m:) ©> VIRS ma;((]%s%) b m
)
Fluopyram @tal‘y& Q/lalla&@ducl v %’% % 5000 mg a.s./kg feed (2005)
tech. & toxi 4% @mas ‘&7 N @ > 1643 mg a.s./kg
) 1Ox @LDD@ M-262710-01-1
) (shogsfsrm @}? pl@//ﬂn@»s) bw/d KCA 8.1.1.2/02
N 20k Sov D I
% feeding N (@’%‘7’ 94 “FC <250 mg a.s./kg feed | R (2008)
& chydfe, Q€ ””& %NOFD <23mgas/kgbwd | M-299245-02-1
o repr@iction | 8l KCA 8.1.1.3/01
v AN NOAFC 80 mg a.s./kg feed
S ) gas./kg
o ‘:Fee\ti?f§ @ﬁ%ob 'f%e q c@ NOAED 7.2 mg a.s./kg bw/d (2008)
) oy oliniQ M-298723-01-1
redrod uct" %rgin@ms) NOEC 50 mg a.s./kg feed KCA 8.1.1.3/02
o 2, (\ NO) NOED 4.5 mga.s./kg bw/d
@ @Q @ NOEC 500 mg a.s./kg feed
D % eks Mallard ducl NOED 40 mg a.s./kg bw/d (2008)
< S msf"\g ¢ (j“ ek M-299277-01-1
Q@ & | Crond . ) KCA 8.1.1.3/03
N reproduction pratyriynchos NOEC 200 mg a.s./kg feed DAR
@ NOED 18 mg a.s./kg bw/d
Chronic, Bobwhite quail Lowest 7.8 mg a.s./kg bw/d [
reproduction: (Colinus EC (14-day survivors per | Il (2019)
ECio virginianus) — " eggs set) M-667209-01-1
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Test Test design Test species Endpoint Referenc
substance g P P @o
calculation both chronic KCA 8.1;&3#\04
studies combined

\\@ @® S

Chronic, “@

reproduction: Mallard duck 78.6 mg a.s./ g@ﬁv/d 2
(Anas ECio . @

ECio latyrhynchos) (eggs laid BET en) 6721@501-1

calculation platyriy ©) & A 8%1 3/0@
W ¥

BIX + FLU+ . . LD\S? > 2000apg total a.s./k@

PTZ EC 260 Acute Bobwhite quail /g@ix) bw &@Q ES g} 10. @g 6
Note: Q ° S @
Studies referring to KCA are filed in the dossier for the actj stance @@ Q @&
Studies written in grey type are referring to studies in the co espondlng Ba@‘ne -dosgier, wb@geas s%@es in @%i( typ&re

studies of the Supplemental dossier & B Ry N Y
a.s. = active substance @ @ é*ﬁ @@x & o3 % .
A Factor 1.518 for 10 birds/dose level with a smgl%mortal@smdy@sult lQndlv 1@3 an&l morta@) @7 @&
o 6 DO s
\ X RS &
Table 10.1.1- 2: Relevant 1nd1cat0rc1e orf scré@mn k a ment > <
PO epning ik ssegimendy” &7
@ v \ o D ﬁ@ Sl@?icut @ue (SM?
Crop @ &f@dica@ spe@ @® & Acu Q ong-term RA
G N A @ & 7 Pase 9on RUI% ed on RUDn
Cereals (barley) (é% Sma mni@ous bitd 9 {K\\IS&Q@ ) 64.8
AN
N % § & N T
% @ @ \ & @
Table 10.1.1- 3: @%Vant gene@oc@ecws@r ﬁr% ier l@sk asse@nent &
J @\ Q> O N Q@ @ “GShortcut value (SV)
Crop ©© IS Q Genéc fo&efﬁpe%eg > 8 cute RA Long-term RA
. oS e = @g @ IO)§S7 d on RUDg | based on RUDn
0
D & S ous bird “lack” . Not needed 541
Ceredgﬁaﬂey) @ @ B H &“39 @ %”\9 @ ot necde R
BBCH 30-61 >
§§> &?mal]@hmvo@.ls bied “lark® % Not needed 13
(U BECH = 460
! Shortcut \é@aluéjforé@ﬂ 3@‘) is u@@’m t}f%??k ass@men@orﬁ case covering scenario BBCH > 40
@ RO BN
N &
oY S G
ACUT@IETARY @K A@SESS%EN@ S
AN
@ S
Talﬂg%O.l.l- 4: t%’cree %g a @isk@sess@nt for birds (fluopyram)
" o DpbD LDs,
Crop A@pl. rate DDD | [mga.s./ | TERa | Trigger
@ T&;.S./ha] SV MAFoo kg bW]
Cere arl Small o orous
1 % 0,039 kg é@ﬁa (§ bi 0.039 158.8 1.0 6.19 >2000 | >323 10
BSmaifomni
1&%‘”5 (barley) 58“‘@;?:(‘;"“0“ 0078 | 1588 | 1.0 | 124 | >2000 |>161| 10

7@ a.s./ha
(@
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Table 10.1.1- 5: Screening acute risk assessment for birds (bixafen + fluopyram + prothioconazole)
DDD LDso (mix) o\g
Crop Indicator | Appl. rate pop | [MEOR! | rpR, (rigeer
species [kg total | SVey | MAFs @s./ N ©
a.s./ha] g bw] A
Cereals (barley) . B Q" o
1% 0.156 kg total | DA CMANOIOUS | 156 | ysgg s 1.0 | 248 >2000 > 8074 104
bird M @
a.s./ha X~ m@ Y O
R
Cereals (barley) . & Q) %, N
1x0312kgtotal | oAl G O 0312 @.8 10 495 | >2600 %4910 &
a.s./ha @@) Q \@ & 2
o XS LN
For fluopyram and the predicted endpoint OQIX\&QLU&}Z ‘@‘ 60 TEP@’VM are ove&thce
trigger of 10. Therefore, a Tier 1 risk ass@ien& not&i’ulr%d ©@ @
RN @} & S & o &
Combined toxicity risk assessme&@ % @' @@ @
According to current requireme@ when a duc@ont @ th ®©one @?Ve si;%stance an
additional assessment on com@ed t;,o%wlty Il prod@: ha e @ K

For the assessment of acute &fect%mort ), a errog@? LD5Nm1§?n be@lcu ed for the mixture

risk assessment. The EFS£&GD 2009 i ate ot fat the llowmg tio ould\a used for deriving

a surrogate LDso (mlx) fora mkgure of activeSu bs% \@ kn&wn toxisity a@mng dose additivity:
N

© S & “

<o (mix) = ?%V w5} @x% \\ &\Q & & §
° & & @@ & o
N

X
X (a.s. ,) = Frac of Ve s, ance%) i h fq@l iofPmixture
SR A g%&; B st sty O
LDso (4.8) A% to r the a¢tive sub ance%’) N
oKD

where:

O
@ °\ %@J @) >
The active su tance entf th@%rm@atlon @( F@@JrPTZ EC 260 addressed in this dossier is

65 g bixafendd prod@:t %t ﬂu\mramﬁk$ pro%}gt an&BO g prothioconazole/L product, making up a
total of 26 %g a.s./L prod @

The ta@below shaw W theQalculatlon @ the edlcted LDso (mix) of bixafen, fluopyram and
proth@conazole W@mlx‘é% in t@e pr@m@a@ step 1 in Appendix B of EFSA GD 2009).

Ple%e note that the foll@wn @}lcu@f @sed on the endpoint for Bobwhite quail for fluopyram
(whereas the @tary risk as E%pyram has been conducted with the lowest extrapolated
LDs for Ze ch s t eciéshas @o een used for the studies with bixafen and prothioconazole.

@ S
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Table 10.1.1- 6: Avian LDso (mix) for bixafen, fluopyram and prothioconazole when combined as
BIX+FLU+PTZ EC 260 (step 1 in Appendix B of EFSA GD 2009) @o S
; N
Fluopyram Bixafen Prothiocor@ﬂe %\’
@)
Content of a.s. in product [g a.s./L prod.] 65 65 m)@ 13Q @g
.. . N
Fraction in the a.s. mixture 0.25 0.25 v @%@50 S 2
LDso of a.s. [mg a.5./kg bw] >2000 (% > 2000 520008 O
. @ ] @)
Fraction / LDs, < 0.00(22%5 <o@n012s | @ <ofpass. | &
> )
Sum ﬁ@ &S o.%)oso O = R 9 &@
1/sum = predicted LDso (mix) QX Q
[mg total a.s./kg bw] @ @} o @OOO@E, \ % Q@
A LDso for Bobwhite quail given in EFSA Journal%2012;1 ):291AY R @V A
B LDso for Bobwhite quail given in EFSA Sment@: % 200@1’06, 1 b@ @ & % .
S @ Q o & @
\

X
It is obvious from the comparison of @;e (1@3@ acgﬁpx ral ff&xmlt}@)f thg}ctlv %bst es, the1r
relative proportions within the formdt frted oduct®: EC 0, t elt ﬂu yram nor
bixafen nor prothioconazole contributes tdG@hore than 9(%% to e pre@cted te uret@xmlty (see
next table). Consequently, according to&FSA GD 2@ the @yte &T ass en&ﬁoul(ﬁye performed
using the predicted LDso (ml%hls{%k assessme pr& tei& able @ @

R
& N
& S @ v @
Table 10.1.1-7:  Avian tm@}r fra((%tlon” @§D@ﬂ+§z 1%x 260 (sf%p 1 1I§ppendlx B of EFSA
G§2009
@ @
&y ﬁ& . @ @luopyram@ @afe% Pr@uoconazole “Mix”
Content of a.s. i&odu&g a.s. /]%prodgL @}65 AN N 6§Q Ry 130 260
O S
Fraction in the@s m@re v\}) N 002@ (U Q5 @ 0.50 1
4 9
LDso of af%(?mg a.s./kg b«ﬁ“@ \&\a xé@% > %00 & &ZOO&@ >20008 > 2000
Tox peffraction . @ . O =800 [ > gdob > 4000 > 20000
) N\
Contribution to pre@ed t0)§ﬁ:ity Q) BN 2@ © RZS % 50 % 100 %

A LDso for Bob®hite I giv nEF%?Joum‘zﬁvzmz@(U)
B LDso for Bybwhite3yail in EESA Sc@ fic REYort (20Q7) 106, 1-98

\ N
S § £ &
EFSA 009 reconfmend Qs nex@%tep@a an{%’b in Appendix B) to check the predicted toxicity
against measured to@lty from LBso stu %es coﬁ@lcted with the formulation. However, no study with
the :@%ulation Wﬁ%acon%@? refe@ st@ a and 2b cannot be conducted.
@

&g Q
Acute risk @essw foﬁds ﬁrinki@g contaminated water from pools in leaf whorls

X
For the L@} i @Q\- uigder as@gq\?sgsmen?n this evaluation (barley) the leaf scenario is not considered
relevan”@ccor to%he E@ GD 2009.
% @ o
N) @’
@ & >

&
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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 &
uptake by animals, no specific calculations of exposure and TER are necessary when thegatio of0”
effective application rate (in g/ha) to relevant endpoint (in mg/kg bw/d) does exceed 50 jfZthe (i

of less sorptive substances (Koc < 500 L/kg) or 3000 in the case of fore sorptive glbs,té%es

(Koc > 500 Likg). AN S & .o
With a K(f)oc of 232.1 L/kg, fluopyram belongs to the %Ié@p of less so@}\?ve substan@@f}. \ § @
) g § & &
> ~ S 9 & &

escape clause)

@
Table 10.1.1- 8: Evaluation of potential concer exposure of ‘@‘ds @jﬂn dl@kmg water (agfte,
0

Q%ARW@@ N % % @)’;cap}\

oc 50 Q R 1 9 o
Crop Compound [Ifjk {'} mt)e @6[;1) a.£d Q(‘i; efi] q N::(:l}\?fern @%wl@ion
k D
teasmg [ GO | APUO) raio_ | &

Cereals (barley) N 7, R v S O
1 %0039 kgas/ha | | UOPYRRm @'1 % R §ZOO% <g§920 é@ < @ o concer
Cereals (barley) Bixafen + Q

PR >@§§ > o] © N
1 x 0.156 kg total fluopyrangy 23271 °| @156 N 0 A< 0.@ O<s No concern
a.s./ha prothiocoiazole [ Y| @ﬁz & & é

° (&
Cereals (barley) N Qy N N é
1 x 0.078 kg a.s./ha Flugpyram© 23@59 §@78 >2000 &00% 50 No concern
)

o

Cereals (barley) Bixafeas N & @ © N RS

1 x 0.312 kg total @auopy@m + ¥232.1.8 f\\. >> 2000 @.156& <50 No concern
a.s./ha ﬁ%roth@conaz§ Q> N N @

B

N S
A Koc value given 1:@MC1\9@4 1 ({’&ble 9.2 1)@\\ N Q{@ @ Q

Koc of fluopyr; ' S v
) @ ©) @ N & & § @
oo SO T
Accordir %(’)) the EFS %D § ecific ca l latl U f exp Sure and TER are necessary when
the ratia pf effective app icatiop rate

%@) to evanwndpo@t (in mg/kg bw) does not exceed 50 in

the case of less s ve substanges (Ko©% 5 @L/kg;ig’ ThlS&} the case for fluopyram and bixafen +

fluopyram + pro%% ole refg{ﬁ% the 4dute riSR for@lrds from drinking water that may contain
fen

residues from bi @roth&&ona@le is @eptable.
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LONG-TERM REPRODUCTIVE RISK ASSESSMENT .
EFSA GD 2009 recommends not to conduct a combined reproductive risk assessment for comp@unds @©
not sharing the same mode of action (step 3). Therefore, no combined reprodugtive risk assessthent i§0°
required for BIX+FLU+PTZ EC 260 in this AIR-evaluation but may be cond@d post—AIl&@cor%@ﬁ

to the respective zonal guidance.

D
i R S & .o
Screening step @ {\9 N é\g
% G S & °
Table 10.1.1- 9: Screening long-term reproductive risk assessment birds (fluopgam) S é\g é
& A Q
QO
DDy’ 9 5y Y
Indicator 3 S .
Crop species Appl. rate MAF @v D@@ [m&s/k@TEl@ Trlér
[kgas./ha] | 77" 7" LS @bW/db R
Cereals (barley) Small Q @ X S P A
1 x 0.039 kg a.s./ha|omnivorous bird 0'03: 6% 1@% Oé@ 1'36 (\4@7 q 3'32@ i& °
Cereals (barley) Small S N Q %,
1 x 0.078 kg a.s./ha|omnivorous bird 0@@%8 JOH8 ) 1'(3 &@'53 5&%8 S 45@ (&'68 @§
9 v
U SERCERSIT I gy
The screening level TERLt Value{gare @ylow the tr@r ofi Th&l@br @@l‘leb@ risk “assessment is
required. Q@ \ @ &@ @Q (S é%
. & .9
LN O N @ N L9 %
© O & & S
Tier 1 S % %9 § @ @% e ) N
v, L 9 O %
Table 10.1.1-10: E -tier@’ng-@n rewduc@ ris }sessm@t fo@u‘ds ®opyram)
SO
N 2 Q
D n©eric ﬁg}al A Dﬁ@ @ (07% @@ NOEL
Crop © . & DBD | [mga.s./ |TERyLr|Trigger
o0 | T spegies  PAPRIBALe ko | X, Ly
S [kg N ./hoa]<§ m " " @ kg bw/d]
o2 s ivarous [ o) O] o
Cerealg (harley) m&?igﬁgm 0,030 & T®@ @3@ 0.112| 45 403 | 5
1 x0. g a.s./ha . (%;g )39 ISER K SR
\> N> =
11 othni . ~
Cereals (barley) @?%a o “EIIV ® @,%\0_07&@ %1 @ 0.53 | 0.223 4.5 20.2 5
1X0078kgas/h CW” ¢ (@\ S >
@ © SNN

QO
Vo 8 PS8
The TEREF values cqlc@lated@ the lg—t@ risl<5\§sessment exceed the a-priori-acceptability trigger
of 5 gg?r both applica@n ra%s. Th%, the @ng—te\%@risk to birds can be considered as acceptable.

v N
%@@@\@Q&@@
G @ © 9
gE v,
L O - N)
T & O
N &
@’@@%
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Long-term risk assessment for birds drinking contaminated water from puddles

Table 10.1.1- 11:  Evaluation of potential concern for exposure of birds from drinking water (long%- rm, &

) 5 éj & %)
1 x 0.078 kg a.5/ha Fluopyram |[232.14 %@ 4.5(% . 1@%) | Q<s 6 X9 cor}g\@
A" Koc value given in MCP 9.2.4.1 (Table 9.2.4- 1) RN MESAERN £
é @9@@ @CY}? Q@% @éj}? > & %
According to the EFSA GD 2009 “no ifi c%zlcué% ns %expo he an@gER%re necess @len

W
escape clause
pe clause) N@ &@ é\c
‘E
ARar N OA)EL Ratlo o iscape ‘S
Koc | (Appl. rate clause .
Crop Compound [mg a.s./ |  (AReg Con sion|
[L/kg] | X MAFm) k@w/d] NO@‘S’ No concéﬂl v
[ga.s/ha] | S if ragips \ @| @
S
Cereals (barley) A @ ®)
1 % 0.039 kg a.s./ha Fluopyram |232.1 39 @& 4.5 &@\%7 0 @%0 c@emf
<

Cereals (barley)

the ratio of effective application rate @,/ éz@i to re@vam %ndpoz@ (zn @/k 7d) xceed
does not exceed 50 in the case of les orptive Subs@nce@ ) or 0 i of more
sorptive substances (Koc > 500 L@) » THI is thécase fot ﬂugyram ong risk for

birds from drinking water that Iééa

on@n reﬁgm @n ﬂu@yralﬁ acabl® RS
&Qo 2. &
RISK ASSESSMENT O%SEC@DA& gONH@} @ N
ith

©
<A
According to the EFSA Cﬁ) 2@ tance g Po@ ave poténtial @ioaccumulaﬁon and
should be assessed f@he rigkoof b agmﬁcatl% aquatic ar@® errlal fg@d chains.

S
-12: @
Table 10.1.1 12. og I@f Valug%f fléepyram \© §9 @& N
Sl@ance S %Log P&y g\ompa@ent Reference
O N © O @ )
v . S I (2006)
) @uopyrag o 52 i@%go " | Boil, gyface wter M-280089-01-1
S o ISR NEED N MCA, 2.7
“ \®> S "\U
R S S

The log Pow Vah@%f ﬂl&}pyra@s 3.3&«@\nd thus; effects 011@ ocondary poisoning have been assessed.

o NS & @

Q

@) A
Table 10. 1%?3 Av1an©§1el§)ca %pQ?a J (?\t @éerlrlsk assessment of secondary poisonin
g i > g& h& yP g
‘@enerlc av1a§nd1ca§oﬁpe&1es && ody weight (g) Example FIR/bw
> Earﬁisworm@?&r ‘o @w @ 100 Thrush 1.05
.oFish cater @ > 1000 Heron 0.159
AT &R
& Q% ©§ %& &
& &S
NN % S
S &V
€ o
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Long-term DDD and TER calculation for earthworm-eating birds

Important remark by the applicant: The PEC,.; and TER values as presented biglow are inte@/al S
and are therefore subject to change until final modelling input parameters,tsdn be established.
applicant intends to provide final PECs values and revised TER calculat%)ns latest by @d o@i»arch

2022. - N O, &
AN %, \
N @ & Q\ %@ &@

Table 10.1.1- 14:  Tier 1 long-term DDD and TER cagulatlon for e&l@lworm-ean@mblrds@ bar§ &

(1 x 0.039 kg a.s./ha) Q o A& & < &@
@y N\, Fldbpyram Y95 9
& @°Tier®@ ‘G m@eﬁn&ment h

Kow O D 250 o> B @ 2060

Koc [mL/g] Al Lo 1R T & @287 o

foc Ul 5000 O Y 02 &

BCFuorm o o 38« g & g O

PECsoil, acen (mg/Kg) AR 00198 ¥ ] O Q01989

PECuorn (mg/kg) Qo g oy © [ oloos

FIR/bw RGN O P 405

DDD (mg/kg bw/d) N B N 0110 7 . 2| . 017

NO(A)EL (mglkgbw/d) & © & | © Y45 N 9 45

TERLT S 7 @ 4}(/@ . v (‘r\Q 265

Trigger g\\ﬂ @§ = @ \5 Q NS 7 5

A Koc value given&® MCP 9 2. 4 1 \Ble % 1) @ )
B PECisoil, accu Vall® give 3 3 (cet@s 1 Xg a.sdha): 21-@y-TWA 0f 0.010 mg a.s./kg +
rati @ @ @

plateau con

0 cm§@ mg ask
Measureg @F r&éng f@n a b1 umk@n stu@yﬁgn ea@wom@ease ré%ér to MCA 8.1.3
\ @ ”\7

S @
Table %@1 15: Tleéglon @) and TER @kulzﬁ@l fm?arthworm eating birds in barley
L0078 K a.sh) & ©

C

© I

QO Fluopyram
@@Q f\% é’@ @%\\f\ jﬁj [(\Q ﬁ@l i Refinement
Kow @ O & .0 ©o]. 9 %o 2060
KocmLig] ¥ 0 & © |o o231t 232,14
foc o) S of w,  0.02 0.02
BCFuor> N O] © 51 0.85 €
PEChn accn (mg/kgl, &) , 0 O [ 0.039 8 0.039 B
PECrorm (mg/kgg v o P 0.215 0.033
FIR/bw < e @ X R 1.05 1.05
DDD (mg/kgbwidy * & @ 0.226 0.035
NO(A)Eyﬁ%ng/l%@w/d)@@ N 4.5 4.5
TER 1" @ 20.0 129
[Trigger @Kﬁ @‘) 5 5

B Q oil, accu Value given in MCP 9.1.3, Table 9.1.3- 6 (cereals, 1 x 78 g a.s./ha): 21-day-TWA of 0.021 mg a.s./kg +
eau concentration (20 cm) of 0.018 mg a.s./kg
¢ Measured BCF resulting from a bioaccumulation study in earthworms, please refer to MCA 8.1.3

Koc&lue glven in @9 2.4.1 (Table 9.2.4- 1)
P§
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Long-term DDD and TER calculation for fish-eating birds

& @
N N
@
Important remark by the applicant: The PEC,, and TER values as presented biglow are inter;@/al S
and are therefore subject to change until final modelling input parameters,tsdn be established.
applicant intends to provide final PEC,, values and revised TER calculat%ns latest by @d o@arch
2022. %y \ . %
© N %, \ N
\a @ O @
& F s
Table 10.1.1- 16:  Tier 1 long-term DDD and TER cagulatlon for ﬁ&@eatmg blrdgn barl@ § &
(1 x 0.039 kg a.s./ha) Q S O @
@, 9 o § o
(0l N\, Flopyram Y9 @@
BCFrish & S v, 16Y O %,
FOCUS Step 2 PECsw (twa, 21 d) (mg/L) DT @ S 00017 .
PECrish (mg/kg) > @ K 07067 ~. o & A
FIR/bw LS S 50159 S S
DDD (mg/kg bw/d) @ .° @ S DY S-S
NO(A)EL (mg/kg bw/d) S S X o s & @
TERwt - \ N RN
Trigger X & S O & S~
A Measured BCF resulting from@nocoﬁé@ntratlo @tud \ﬁsh sere \\to MCR.2. 2§)
B 21 d twa PECy value givep Yo MCP 9:2.5, "@e 9. 2 5-Y0 (w1 cere@s 1xg9gas/ha FOG& Step 2, Northern
Europe, autumn apphcatlor%és wd&gc case N . <)
@ Q&S 9
o o < N
§ @ N
Table 10.1.1- 17: T 1 lo:@ ]% n@TE%@lcummn fﬂ&sh e&tmg bl;g@m barley
0.078 a) @
s S o
@ D > o Y 9D o> Flugpyram
BCFrish RN % N & g6 A
FOCUS Step @’EC@@tw%g d) (rﬁﬁ/L) Nl o & & @008358
PECsn (mgkg) N S oy 0.134
FIR/bw, > R) @ & S 0.159
DDD (mgkgbw/d) . @ | O NN 0.021
NO(A)EL (mg/kg b®fd) & @ S b 4.5
TERLT @ “@’ RS 212
Trigger § F@ < 5
A Measu in fish,please refer to MCA 8.2.2.3

B 21dtwa

&@ >
& 0
N
CPI@II@@@

F (@ ma]@?élfar
&

<

a
ECsw value in
E@ autumn apphca ion a;

The KER values fqg{guop sz e
pm%mng for earthworn®@yand @’1 -eatin® birds)

conc tﬁ@ion
%‘ able
rst

ar@bo

;§

& F 3
N @
@%@

V
A%u e @@ toxicity

mter cereals, 1 x 78 g a.s./ha), FOCUS Step 2, Northern

@ger of concern of 5, indicating no risk from secondary

@ﬂeas@ no acute oral toxicity study with the preparation was performed in birds.



E Page 49 of 187
BAYER 2021-07-05
! E g Document MCP — Section 10: Ecotoxicological studies

: Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

CP 10.1.1.2 Higher tier data on birds

Insect and foliage residue decline studies and kinetic evaluations to generate a DTso for higher tigryisk@b

assessment on birds and mammals are in the MCA point 8.9. S @@\
& .
<
CP 10.1.2 Effects on terrestrial vertebrates other than bl;{\g% \© . § %@
A
X & &S L@ @
S SR
Table 10.1.2- 1: Endpoints used in the risk assessn@t for mamrg@%!,s Q Q @© é&
Q &
Test substance | Test design Test species Zg@m %Qndpoi@q@ Q D R@rex&g@
o

S é@ . (2065)
Acute oral Rat O | Gyl 00 Qs /kgbw | M-259398-01-1
AN > S@Q @ ]@ XQCA@@%@
o
Fluopyram @} \\ @\ o w;\ éﬁ I §

Two- . ¢
generation @%at (%éx . @IOA@\ \@.5@1@85./@@ <§008

study S S & OIM-299334-01-1
R o o9 & & © 9 Slkéaseim
SEEEAN NN © h (2013)
BIX+FLU+PTZ N Q %
Acute K RO G Lby &1420@@ prodfkg by, | M-463048-01.1
EC 260 o | © O > KCA 7.1.1/01
°. @) § & Y Q o th
Y
+FLU+ @
B - Aute @% Rat © @)SO ) 212 e LR ISKE | Table 10.1.2-7
O @@7» S—S 5 Q &
Fs 3T T FTF s o
&’ NI R 5
Table 10.1.2- 23 ant@dwat@ specie for%yeeni riskssn@nt
o\@ % % % @ v @ Qr Shortcut value (SV)
&@ Crop @© < @ndic&tor s@ies § . O AcuteRA Long-term RA
2Ny @Q B based on RUDy | based on RUDm
Cereals (badley) @ Sm&l}herb&g@fous n@mm% 118.4 48.3
Z S S
@ @Q @? . o RS S
MINE N
Table 10}2@% 3: Relg ant ge@w foc @ spgcf@ fog%ig%t-tler risk assessment
< N N % 9 Shortcut value (SV)
\YO\CI’OP * @ C&@é“c é’al SPELIes Acute RA Long-term RA
& based on RUDy | based on RUDn
q 113
N Smali¥nse Q%%o];ous E%r(r)lmal shrew” 54 Not needed
& [ 2
¢ @@ SSmalbivoris mammal ol 409 Not needed
Cere&lﬁb@ \) l’ﬁ:;\ . — 113 tL)
ngH 3 § S 10mn1];l](;r(<j);s 3Igam;rglal mouse .6 A Not needed
@ Small ommvlc;;)(lﬁ{ rr;azr:)mal mouse 59 Not needed

A Shortcut value for BBCH 30 — 39 is used in the risk assessment as worst case covering scenario BBCH > 40
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D
ACUTE DIETARY RISK ASSESSMENT S @® @é@j
S N
Table 10.1.2- 4: Screening acute risk assessment for mammals (fluopyram) v Q @Q
R O %
DDD ™MLDs N S
Indicator ) @ N
Crop . Appl. rate N D [mg a.s./c | TERY:| Trigger
species (ke a.5./ha] SV&go MAFo ©Q kg bwi® i§ é\a .
Cereals (barley) | Small herbivorous Y Q . © o @
1 X 0.039 kg a.s./ha mammal 0.039 B4 10 4'@7” >§OOO©§ >43f3 l(é%
Cereals (barley) | Small herbivorous S @ -
1 x 0.078 kg a.s./ha mammal 0'072\% 1(107%40 @ﬁ «55\9'2%%\@ >1§@ xx/’é\\ﬁﬁ&)
v S °
%%\@\@QQ% S °c &
Table 10.1.2- 5: Screening acute ris@ses@t f&gx@\hazéals (B&-FIA@WT@ 26@@ ©§
Ind @Q 03 D@Y\a \3}@7 § ﬁsomié %@9
ndicator t o
C : pl. rate D, 0™8 8T Fpp, | Tri
rop speciesg, @g tofar 90 @%Fo q (2 o
< Q
a.sdhal S B & kgbw] ©
Cereals (barley) . @w @ (g AN N 7 G
1 x 0.156 kg total Smaolga@r;b‘“’@” ©0.15 R4 | ql:0 %18.5&N>@ >211 | 10
a.s./ha § % O @@ S) & ©)
Cereals (barley) | & . @ S Q S
1><0.312kgtotal{@nag$f;zvo @312 M1 @ | 369 g >3912 | >106 | 10
as/ha - {:& ﬂ&% N £\ é@ RS
Q S (og
SIS SN @6 § @
For fluopyfam and the @50 miw{lg@ T ml@ are dBove the tri@f of 10 already at screening level.
Where@ TERA Vas fo%@e pragict (with t Q‘Q stin&@d L@o of 1420 mg prod./kg bw/d) would
require & Tier 1 as5@§ ents s Q° N N
SIS S
TS F s s &
v O & .9 o O @
VW 0O O S & D
¥ o K & o
=) N @% W2 %
@’ NS ISEREN
S NN
¥ N
& A > SR
@ < Q & ©@
&S
<
{x’ O~ @ v
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Table 10.1.2- 6:

First-tier acute risk assessment for mammals (BIX+FLU+PTZ EC 260)

DDD &
. LDso N
Crop Generic focal | Appl. rate DDD |[mgprod./ TER@%’ig r
species kg SV MAF9 bw] & Q%
prod./ha] '~ o
Small 1O &
insectivorous g 607 | 54 {0 10 @gy 1420 3 4340 1§
mammal “shrew” ' Y : Q @@ Q| =
BBCH > 20 < D A O@ &
Cereals (barley) | Small herbivorous @ @ . &Q q @
1 x 0.6 L prod/ha | mammal “vole” | 0.607 %@.9 1.0 @g@ Q120 & 52, @
BBCH > 40 > N\ AN
Small omnivorous N 9 N &l o S S
mammal “mouse” | 0.607° 6 e 1.@@ 5@@ @20 «f 450 19 -
BBCH 30 — 39 | ¢ & O @
SN O 47 .Y A
inseigl\?cious @} i&ﬁé\ @ \& SR N é\g §
X
mammal “shrewi 3Q 1'% \@4 %\ I\Q@ §D §§ 0 217 10
BBCH > 206 IS P - S SR
Cereals (barley) |Small herbw@ous &@ @Wj N @QD N @ Q
1 x 1.2 L prod/ha | mammal ‘Qole” ° 1.% Wo 4 IO@Q 4%6 %20 o 29 10
BBCH'® 40 Q. < N Oy Sk %
Smal] c@nivor@s @© o q ‘27\,‘)/
mammial “mduse” | 1.z1§ 6@% @Ql.(%% 103 0 | 136 | 10
BBCH %@ S G NS
@ & @ @© KN

The Tier 1 TE
prod./kg bw &xcee

There i
this is co

the extra mar
scenarios pro

oy

derate u
pensated

fet

BBCIﬁ% 40) when cots

inste@d of the 7

Therefore the acut
as [ow.

%

Combmed@ncn@nsk

to &ent @qulr@ents when a product contains more than one active substance, an
n commbined toxicity risk of the product has to be done.

Accordi

additiegdl a me

F as@%men@f ac%@
risk’ass

a surr

Bk

oS

o Q

\
calclﬁated n the
a<priori- @ept&@
mammals f@j the 1n@nded%§e o@w pn%luct ereal@y

@h I&ﬁ& est@ate with non-linear interpolation, but

ncmt@out precision
N oS

5
&Eou f@ctor 3%r the®host

n@@gmsg saf

potential@o den@lstﬁ@@%urt{és increa sed rglrg
ter@@ptlon

id
0%@@1clu

g that

@

@ &

Q

é. ess&ent @

te r}&k asse&ne cith

@gger

Ny
&

tft\l? estimated LDso of 1420 mg
10 dlca@ig an acceptable acute risk to

%mcal scenario (voles) at 1.2 L/ha (all other

f safety for the most critical scenario (voles at
cereals at BBCH can be considered to be 90%

in th@l"ler@short\c t value
t@gam@s fro@ the@? of the representative formulation can be considered

effects (mortality), a surrogate LDs, (mix) can be calculated for the mixture
ent. The EFSA GD 2009 indicates that the following equation should be used for deriving
te LDso (mix) for a mixture of active substances with known toxicity assuming dose additivity:
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L X(as.,) B @ S
LD,, (mix)= Z— &
~1LD,,(as.) S ©
@ @ @
where: @JQ & 'S
X (a.s.i) = Fraction of active substance (i) in the formulation m1xtu% § @Q\ &
LDso (a.s.i) = Acute toxicity for the active substance (i) {N y;\ \°\ § @
X Y 5 N &
S < & P
The active substance content of the formulation B gﬂFFLUJrPT C 26Q add @ed n%m dgssier &
65 g bixafen/L product, 65 g fluopyram/L prod d130 g Qothlo zole@ pro@ct, r@ ing gp a
total of 260 g a.s./L product. %\ 6 ‘”\7 §

The table below shows the calculation 0&1 @dlct LD &(mlf bi§fen ﬂuop)%am and
prothioconazole when mixed in these pro;%tlons&ep 1Gn App@dlx BYf @A GI&O@

&\\ §

AN
SN @ ©
Table 10.1.2-7: Mammalian LDsi@mix) leﬂ@l, fl uo yr 10 zol en @nbmed
as BIX+FLU+@ EC 260 (step 1 1r%§ppen B 0
&
& N @luoﬁam o 1xafe Q Pi:gthloconazole
Content of a.s. in product [g\%’s /L%ggod ] \/@ @§ 65 @y & %&Q? . @) & 130
Fraction in the as s%mlxtl&re ©9 § 0.%&( ISK %0.2;\\@ %\7 0.50
LDsg of / 9 1O %0007 | & 50000 P > 6200 B
50 of as. [nia.s. l%@v] ) 28 < | © Z3000A «
Fraci@ /LD & <o  £0.0004 P 000005 <0.00008
QSu% QL > D §@ <0.50026
1/sum %redl@s\é LD@(mlx)@ o S
mg tota@i’ S. /kgz%w] @ @§ © @ 3912
T(ff/r rat given in EFSA al 2 WO(I 1)@17 @ o

A
B ;@for rat given éEFSA@ﬁﬁ eport (2007) @1 95% &

§§) O & § O
It is obvious frofy the pa&n 0 e (1@@/ acute o @xwlty of the active substances, and their
relative propogtjons wythin forru ate@rod BIX$ LU+PTZ EC 260, that neither bixafen nor
fluopyram nép protﬁ%co%@ole s\}trlbgs to @@re t]@n 90 % to the predicted acute mixture toxicity
(see next t&le)

78
P

@
/?2
éf
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Table 10.1.2- 8: Mammalian “tox per fraction” for BIX+FLU+PTZ EC 260 (step 1 in Appendix B of

EFSA GD 2009) @ S
O
Fluopyram Bixafen Prothi&)nazole @flix” g
Content of a.s. in product [ /L >’ 7 O
ontent of a.s. in product [g a.s. 65 65 @0 & 260
prod.] A N
Fraction in the a.s. mixture 0.25 ~ 0.25 % 050 @) . &1 y\f)@
LDso of a.s. [mg a.s./kg bw] > 2000 50004 [ @ >6200%¢ N=3a2 @
) @ S
Tox per fraction >8000 4 >20000 @F  >12400° A »Q0400 O
Contribution to predicted toxicity 198% N 495%Q | - 309% o | Q1009
A LDso for rat given in EFSA Journal 2012;10(11):294)” N Y G @
B LDso for rat given in EFSA Scientific Report (2 07) 106, 1-98 Q@' %\ %@ 6\ o\% ;§
RN W N
(O S

S
@ Qo .
EFSA GD 2009 recommends as next st&ﬁ&a a;g@me Apr%ix &%to c@k the predlﬁ QQS?-" ity
against measured toxicity from LDso s@les cc%duct@mth@ e .

S
According to EFSA GD 2009 the fomd%equatr@i shoﬁ@ be @d forthe cﬁari e

NN @
Q o © O § o & &
@ N @© S @ S ©Q
X(@si) _ RN @ & @Q . &) é&
—LD5p(a.s5)  LDso(mix®) ' § N @ $a %
i e O N W Q & \25@
N % ) <®§ @ @@% o §
With: é\’ ¢§ w\g@ @6 \q;\ é é& &\
X(a.s.i) ﬁctu&wt‘ apt@ su%%nce [ﬁn @©m1
| T & &
LDso (a.s.i) &Ac@toxm& Val%@ for @Ve gjb\sta ce?i] § ”\g
LDso (mlx)@b l\@gsurédgacut%toxw ty Valu\f@)r tlg§nlxtu@

X e
S & & & N

A greater value orrthe ri%g side of th <%quamgn indicates that the formulation is more toxic than
predicted from the@ucny fth %dwfé@al co@one (active substances and co-formulants of known
toxicity). This Gmay du fuither taxic ormulants, toxicokinetic interaction or
synerglsm/pot@tlatl@ fe t It@may @% reflect thef@nherent variability of toxicity testing. In all
these cases, the use the 50 f@g\he fort o N ulat is r@)mmended for the first-tier assessment, because
it cannot b%excluded th fec \— opl@also Seur after exposure of animals to residues in the
env1ron@mt Dlsmlssl@ the 50 of He fo@ﬂatl@m from the risk assessment would only be acceptable
at a higher tier if arf;@s) served gr er t 1ty r'the test could be clearly and unambiguously ascribed
to ax@%étor that would no%;% rel‘@gant ul@er e@onmental exposure conditions.

If, in contrast, @e measure %ch ulatlon is lower than predicted, the predicted mixture
toxicity acc@ng t tep oul@e u@d 1h the first-tier risk assessment.

@
Lefts%@oft&cqu on
@
E&Ka @@% @ &Jz 0.25 0.5

@g )~ >2000mgas ' >5000mgas | >6200mga.s
kg bw kg bw kg bw

=< 0.00026
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1 1

Right side of the equation: LDy (mix) =< 7662 mg total a5, =< 0.0033 @ @@

kg bw @\ v
N & ©®

0.00026 < 0.013 N S &
% o\ Q, @ '24\9
\& @ @
The greater value on the right side indicates that the formulation BI LU+PTZ E@ 260 Qnor xic
than predicted from the toxicity of the individual co@nents bixﬁn, ﬂuopyran@ d pr
Therefore, the use of the LDs for the formulation jSyecommendedsor thg risk@sessnt (ple se r er
to Table 10.1.2- 5 (screening step) and Table 108G2- 6 (Tier 1& Q\@ \ % @
N9 YN % @6 %
Q @ v & @ o %
Acute risk assessment for mammals drimkin tam ted water from ddles@
ute ri intking coitamiga @a U & o

D Stenihiol o &
ue to the characteristics of the exposu @\ cenaﬁo in nect wit st@ ard mptions f ater
uptake by animals, no specific calcy (;3‘ 1on(§\of sur: md TE) ece the@atio of
effective application rate (in g/ha) @e evaht en @i‘[ @ %@bw/ oes§ (é 50@@1 the case
of less sorptive substances (Ko&€Q< 5(%0 or @OO 1 ot‘ﬂore tlé@ &vsubstances
(Koc > 500 L/kg). @ @ @ Q @
With a K(f)oc of 232.1 L/kgﬁo%ram b@'lgs g) the oup o&@ss so@tlve@lbs‘[anc@s

2 & ~§ QS

SN § o & NS
Table 10.1.2- 9: E ati(gﬁf pqt\é?f)tlal concer ex {Qﬁure anfmals frem drinking water (acute,

@ pe clause) SO @ S N O A
N OIS N

N ) S N 2 “Escape

@© ) s Ko, @ AM> N S Rﬁ clausg’
Crop & ompound @ L /li (A lé,a; rat&) LD Resi/ Conclusion

AN o [ MAFw) « LDsy) | Noconcern
.9 @ S @ o if ratio
Cere@barle ) ¥ %§ < > § X 200@
y @Flu(jﬁgr my 232.§ 39gas./ha mg a.pkg| <0.020 <50 No concern
1 x0.039 kg a.s./he%? & IS @;\7 & b

& jxafe I 0 mg
1 XC(;% rggéséb@)/ha op * ;@72'1 g 63&%21 @@id./kg 0.427 <50 No concern
: £ ' Cﬁrot@@onaz&% D p@% TN bw

| 519 O >2000
Cereal rley) N
1 x 0.0‘@&5.&21 @uop;@m @Z-lg\”@fi %g\s a |mg E;;./kg <0.039 <50 No concern

@

Clreals (barley) %ﬁ?ﬂl £ R Shizg | 1420 me ) )

1 > 1.213 kg prodzha ' prod./kg | 0.85 <50 No concern
' Rerhlo@ zoled

& bw
A Kocvalue n in\CP 9. @@ (Table9.2 2.4
B Koc Of ﬂ&@n@ @ % @

O

&

%@mg t@%@ A G 2009 “no specific calculations of exposure and TER are necessary when
th@ ﬂecttve appRcation rate (in g/ha) to relevant endpoint (in mg/kg bw) does not exceed 50 in
the ca f less sorptive substances (Koc < 500 L/kg).” This is the case for fluopyram and bixafen +
fluopyram + prothioconazole. Therefore, the acute risk for mammals from drinking water that may
contain residues from bixafen, fluopyram and prothioconazole is acceptable.
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LONG-TERM REPRODUCTIVE ASSESSMENT s @ @6

EFSA GD 2009 recommends not to conduct a combined reproductive risk assgssment for C(@?OU ds
not sharing the same mode of action (step 3). Therefore, no combined reprodictive risk assgssm
required for BIX+FLU+PTZ EC 260 in this AIR-evaluation but may be condtcted post- A@R ac@dmg
to the respective zonal guidance. %

RS
© & o \\ & o
Vo8 @ Fs s
Table 10.1.2- 10:  Screening long-term reproductive@’k assessme(né&g?r mammal@ Q é&
_ @ @@ NOEL Q @
Crop I's'glcc?ﬁgr Appl. rate MiAE DL, DDD | e a's& TERur | Trigger
[kg as.map) Y g M AL Fwac b bwar |
Small > Q1 q >
Cereals (barley) |} 4 iorous 0@ 483 | N0 [r9.53 0998 Siass 14@ &
1 x 0.039 kg a.s./ha mammal @ D g § N éﬁ s
Small ) N & Sy & &d 9
lgeortz)a;; g;baralzy/)ha herbivorous ©0 7%\} ¢&©3 N |8 @QALS § 7‘2\9@ 5
. gas. mammal & G S N SRS O 1S

o .~ 0 S @ SANS)
NS KRN @Q & S
The screening level TERy. Value@cee e tr@er of @, Therefore@ risksassessigent at Tier 1 is not
required as the risk to m‘a:mmal%ls consfdereddcceptable. QO *> $§ @y\’
NS QNS \© & w
Long-t k@fQ f §lﬁ@@d §g@nt ted wateg from pudd]
ong-term ris a@ ssm@e@ or @amyfials rinkin apiina e@ wa e@}rom puddles

N3 @
Table 10.1.2- g EV ati Ofp &tlal (@acergébr exgsure @uamn’ﬁvls from drinking water (long-
, e& e clau X @
9 R «
o Ko % . Escape
Q\ O X @i; QRefg N@AEL Ratio P

&Srop . @Com@%d 4 Appl

clause
°si§ (ARer/ Conclusion
ULk MNF m) kg bw% NOAEL) | No concern

S N . .
g§ %& @? > [g@'&'/ haQ) if ratio

Cereals (barleyY S A \L\? N

1 % 0.039 ke 42 /ha (&uo m @@1 9 3@ 6§4 5 2.69 <50 No concern
\4

Cereals (barley) N Q O

L 0.0%@ o gﬁmy@ 23@% @@(?8 14.5 5.38 <50  |No concern
A~ Koc value given in MEP 9. 24%1\\(%19 ¢9.2.4- 1{
%, @
S Y S s ]S

According to thg EFSA GD %@69 “ spe@c calculations of exposure and TER are necessary when
the ratio of ctlv&%ﬁpll !(n Q) (z g’ha) to relevant endpoint (in mg/kg bw/d) does not exceed
does not exéeéd 5@1 thegase qf less tzve substances (Koc < 500 L/kg) or 3000 in the case of more

sorptive @sta o (Ka@ 50@L/kg).” This is the case for fluopyram. Therefore, the long-term risk for
mammﬁ@ frondd rmk%g w

hat may contain residues from fluopyram is acceptable.

%
ALy

&
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RISK ASSESSMENT OF SECONDARY POISONING
According to the EFSA GD 2009, substances with a log Pow > 3 have potential for blO&CCHIHul&tl(@Hd@b

should be assessed for the risk of biomagnification in aquatic and terrestrial foo%chams @
@ @
Table 10.1.2- 12:  Log Pow value of fluopyram @JQ S O\@
L> X P,
Substance Log Pow Compartment ~ Refédence @}\' 2
@ & 200 N'\\
Fluopyram 3.3 (20 °C) s@b surface Wagﬁ gig@?oo@u % &@
Q C@ 7 @gg\ S)
% N < @
The log Pow value of fluopyram is 3.3 and thus,@%cts on se@dary%g@g’isogﬁg %@eer&a es&&
@ @ &>
& & Q@ o %
Table 10.1.2- 13: Mammalian generic f%a%spefeges for%@e T11 rmk%sess@t of secondﬂ@
poisoning @} \\ @ S K \ @ 5 ((\\§
Generic mammalian indicator sné\@es @dy v@tght @ S Eﬁple @ glR/bw

Earthworm eater & oS Y00 O 7 Coprdon shrgw |« ~1.28
Fish eater R g |6 S0y O[O0t [N 0142

T TFTIF s

S © :
¢§ %@ @ @6 o> ©§§ C& N
Important rema @yt ppll@lt PECioi an R%@le a@prese@dbelow are interim values
and are theref0@ untll Q%l n‘gdd lingdinput @araniéters can be established. The
g&lde@inal apd re

applicant 1nte§ to sm%@’ues wiged T. calculations latest by end of March
2022. 2 ~ ©o b
% % SRS @ @
& & S S
Table 1&1 2-14: er 1 léggg termg DDD, 3 T?ER, cal ulatlongr earthworm-eating mammals in barley
>< 0.039 kg 43./ha
2 @ $ @’)\ . L @© Q% Fluopyram
Y m® K SRS o er 1 Refinement
Kow D @ L [[9 92060 2060
Koc [mgg) o S @ A % 21h 232.14
foc & RS 0.02 0.02
BCFVorm NSNS 5.51 0.85°¢
PE Cioit, accu (mg/Kkg) v N ~ 0.019 B 0.019 B
PEChorm (mg&% « & L N 0.105 0.016
FIRbw & S Y 1.28 1.28
DDD (mglkgby/d) <& O 0.134 0.021
NO(A)EL (n@g bwid) O 14.5 14.5
TERbr @ N 108 701
"Ié{{gger Q 5 5

A @@value given in MCP 9.2.4.1 (Table 9.2.4- 1)
B Csoil, accu value given in MCP 9.1.3, Table 9.1.3- 3 (cereals, 1 x 39 g a.s./ha): 21-day-TWA of 0.010 mg a.s./kg +
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plateau concentration (20 cm) of 0.009 mg a.s./kg

¢ Measured BCF resulting from a bioaccumulation study in earthworms, please refer to MCA 8.1.3 @° @
N @
)
Table 10.1.2- 15:  Tier 1 long-term DDD and TER calculation for earthworm-e@g mammals % bar@
(1 x 0.078 kg a.s./ha) > N @
Fluopyyam @ @)) e
Tier 1 <[ Refinemerit. O @
Kow 0060 &2 20600°  « 7 | «
Koc [mL/g] < 23214 O &k & O
foc 002 Q .} & 002 N
BCForm Q@ 55, Lo N Ve @
PECioil, accu (mg/Kg) S &°0.038 % O 00.039F  w
PECyorm (mg/kg) O Y s o P o 0033 &
FIR/bw S . O Fag N Q> @1.28@ @
DDD (mg/kg bw/d) [N 5027 &0 LT A 0042
NO(A)EL (mg/kg bw/d) Q & B8 o o & des Y
TERLT NS EEN 257 TN S 49
Trigger R & © @ 5 @ B @) >@U < 5\

Koc value given in MCP 9.2 4@(Tabl&9.2.4- 1§07
B PEC:soil, accu value given in %) 9.1.3.Fabl 3-
plateau concentration (20 cm) of (%Ql 8m

g
C Measured BCF resultin@om a bidaccy §atl dy in e

~ N
S @
%, @ @) o B S & \@

Long-term DDD 2@ TER calc@tlo@ ﬁsh§atn®han@nals S AN
N . o & Y

@9@ MR N @ v &

Important re@ark @the dpplicahi: Thk%%c @ﬁnd T @s @esented below are interim values
and are therefore s@]ect chapge until final modelling input meters can be established. The

applicantsntends to prgvide 1P valugs a rev1sg@ [E Iculations latest by end of March
2022. /\@ @q @a S o Iﬁ% N
@ N & O o & D
\ 63 ©
Table 10.1.2- 16: T1 %onﬁm D a &TER lcul%j@n for fish-eating mammals in barley
Q@ (@ 003@(g as,/ a) \ 5 S

6 cereals 1%5 78 Q%'na) @j day-T\%& 0f(@21 mg a.s./kg +
9
S, pl %grefe \MCA&@S
% $

arthwgn
S
A

%

\

@ W \) & @ Fluopyram
BCFrisn &0’ 9 o R 16 A
FOCUS Step 2 PECgw(twa, 21°d) (mg/L) &_ Y 0.00417 B
PECin(mg/kg) =, & , 0 9 [ 0.067
FIR/bw Yoo © 0.142
DDD (mg/kg hW/d) o O 0.0095
NOAEL (piglkg bwid) & o 14.5
TERLr S % @ Q 1531
Trigger @ (% @ 5
A sure @gtmg a bioconcentration study in fish, please refer to MCA 8.2.2.3
B Csw(@ e gi%en in MCP 9.2.5, Table 9.2.5- 10 (winter cereals, 1 x 39 g a.s./ha), FOCUS Step 2, Northern

Q§Eur0@5, autum ppl@on as worst case
N

&
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Table 10.1.2- 17:  Tier 1 long-term DDD and TER calculation for fish-eating mammals in barley

(1 x 0.078 kg a.s./ha) @"
Fluopyram D

BCFrish 164 O @7 A
FOCUS Step 2 PECsw (twa, 21 d) (mg/L) 0.008354> NS
PECrish (mg/kg) 0.134 S & )
FIR/bw _ 0442 AN
DDD (mg/kg bw/d) D 89190 e o
NO(A)EL (mg/kg bw/d) X Q145 RS
TERLT @7& &U 764 f(%\o\\g Q Q
Trigger Q @) AZ (@

A Measured BCF resulting from a bioconcentration s in fish, pleasg refer to W’A 8. 2% @
B 21 d twa PECsw value given in MCP 9.2.5, Table 9.25- 15 (winter g@ieals, Wi% 78 g agg/ha), @CUS S@p 2, N@hem

Europe, autumn application as worst case
e S s

v
R o O
The TER values for fluopyram are abovg\\ﬂle tlsg@er @&\nce@of 5 %dlqat@g nowisk from se@dary
poisoning for earthworm- and fish- ea@g mg@nalk@ A %© w> @Q é\ﬁ ®
@
NI R
Q @ & & & 9 .9

TS S YE s
CP 10.1.2.1 Acute oﬁﬁtqgaty @§mal§mals®g &@ \@ g@ o
An LDsg study accordlng%%> OEC@ 42@0){1 ¢(Class method) has b%@QIl coﬁ@hct ith the formulation
BIX + FLU + PTZ EC 260 @lud twocgose @éls (@mlmgls treated withy300 mg prod./kg bw,

S
3 animals treated wit 000 forg p@ kg ‘@V) & N

The results from are @su@ to&alculaﬁ@ pr LDso (0 of# animals died after dosing
with 300 mg/k anlﬁaals ed af‘tgr do rﬁ w1t1§20 @ng/]@%w) Employing non-linear
interpolation 1d sug gest@420 ) pro@ g b%sas LD%y estm§

For the gengric mammal focal &@cws ‘s%enar@ of re@’van for t@nsk assessment conducted in this
dossier @ with 90th pe eni§sho t Values ra@mg 5@ or the acute risk assessment, TERA
Values&lth that LDses 142 bwjxﬁwo range between 29 — 217 taking the
intended apphcatl tteI% nto &e 0u11t %%rod ha, MAFg = 1. 0, product density: 1.011 kg/L).
Thus, a quantitatiie ris sses d ongthie product w@tld not change the conclusion derived from
the risk assess ent b@ onsthe m@ ctlv bstaf§es Furthermore, wild mammals will not be
exposed to ﬁ@ iquidy tlo&*ﬁathe& d% resgues of the active substance on/in foliage, seeds

7
Uy

or arthrop% 2 @
y Y
& @ Q & @ &
Tabléd0.1.2- 18: @mr@nn tokicity @a of@e formulated product BIX+FLU+PTZ EC 260
& Y
Test substanc§@% st desi > Sp@les Qldpomt Reference
ST
BIX+FLUAPTZ <, t@© Sy Q > 300 - < 2000 mg prod./kg bw I (2013)
EC260cs @A GFRat IEDso 450 mg prod./kg bw M-463048-01-1
& < ' KCA 7.1.1/01
& A
cL T

&
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CP 10.1.2.2 Higher tier data on mammals

o

Insect and foliage residue decline studies and kinetic evaluations to generate a DTs for higherotigﬁisk@
assessment on birds and mammals are in the MCA point 8.9. S

S
& N

<
CP 10.1.3 Effects on other terrestrial vertebrate wildlife %Q;%ptiles and\ @nglﬂjﬁan@)ﬂ@
A

Information on effects of fluopyram on reptiles or amphityans is not avble. No gu@'lin rstullies , @
with terrestrial amphibian life stages and reptiles ar&avallable and3io risk asse% ent @chen@” are ©
established so far. Therefore no further studies can%@suggested f%\these groups©f orga Smb© @Q}

@

Q & &
o 2 Q o &
\ o @ @ \ @ @
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CP 10.2 Effects on aquatic organisms

The risk assessment is based on the current guidance: EFSA PPR Panel (EFSA Panel on Plant Prp&on @6
Products and their Residues), 2013. Guidance on tiered risk assessment for plaﬁotecﬁon pro@ts fof0”

aquatic organisms in edge-of-field surface waters. EFSA Journal 2013;11(7):3 & ©®
SIS
‘&% O § ‘”\g@
Table 10.2- 1: Studies for Fluopyram and its metaboln@ and endpo é(s used in rlslgﬁses@nt for>
aquati & @ %)
quatic organisms
Time
Test Test species scale/
substance P Study @
type
Q
Fish, acute 96 h/
Oncorhynchus mykiss 5 ic o
v& \

q S SEERS
Invertebrate, acute @< % 0-48h/ & 0@9 (n § m&
BIX+ FLU+ | Daphnia magna @ Bitic SRS @ O M-4%6467-01-1
PTZ EC 260 9 [\6 @@ & V@ m@ KCP 10.2.1/02

@
Greenalgae 2 .|V v Q ISHEEN
Pseudokirchnegella ErC ?@, ?prg(pﬁL (ngm)
subcapitata@ & @}2 h @ E.C10& 1. 48 mg pr@L (m\g%gl 9| I (2013)
(currently<kriown.as 9 stat§ EgCso= 1&Pmg ﬁ%@d./@m)@ M-475997-01-1
Raphidgcelis é 2 o s0=180 mg prod./L (nom KCP 10.2.1/03
subc gata) 2o > Q NN
\\, Yy Y ¥ @ ~ I (2008)
j )l“;“t@” S 1 ﬁ%s @t()th% I\z@o> ]§9 me @}L () o272 704122
- NS ’@’& @ SN - § KCA 8.2.1/01
> i S I (2008)
% Els)@ﬁ; j\/’ i %ﬁiﬁlt}: N L(@ 5.()89&{ a.s:x\\/%(nom) M-278441-02-1
@ por &;(( OCRITES Sy St S e @ @ KCA 8.2.1/02
A Fish; %le \Q % @Tw" oo "\@ B (2008)
0% o A
PiaS halesoromg® Satighy | S 4.95%ng a.5./L. (mm) M-298918-01-1
2) @ & @ S KCA 8.2.1/03
ZFish, RQite (G © $h/, D" f@j ﬁ 5 I (°006)
Q Cy /‘@/) ] @ \\ atic N L(,éf 30.5 mg a.s./L (mm) M-280108-01-1
YprInus ¢ 10© Q @ @@ @ KCA 82.1/04
Fluopyg@ o & ¢ & % E—
tech. Fish§mc D N &§/ O o 0,08 e a1 ) I (2006)
R, CyrehodopSyrieg@s | @tatigry| 07 700 ME S (mm M-279167-01-1
N > NOIR S KCA 8.2.1/05

2

@®ish, acute -\ @@ 9@ /| Geometric mean
Geom%ﬁic g& B, | St ic LCso=4.37 mg a.s./L

N > Q I (2006)
@@& o & § M-279440-01-1
KCA 8.2.2.1/01
g\’ @@ F1sh@ronF&(ELS) %3(“(1_/ NOEC = 0.135 mg a.s./L. (mm) Recalculation
Q© &) Pm@})hu@)/ omelas throush ECi0=0.162 mg a.s./L (mm) by
N © . (2020)
% M-758375-01-1

KCA 8.2.2.1/02
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Time
Test . scale/ . gf S
substance Test species Study Endpoint Refer?\ §
e O
typ S w@
28 d QS ©®
exposure — O N
Fish, BCF flow-through +14d BCF (whole fish, v&e.t el ht@j 18 2 } 7
. . . BCF (whole fish, nOIlﬂZ{,&g‘ to
Lepomis macrochirus depuratio % 1i _ M-298306201 - I*4
n/ flow- | © % lil@content) = 1(32} EKCARD 23
through Q @J \@ A S
N ~ v (208p) ©
Invertebrate, acute 48 h/ R%) % Q)
Daphnia magna static % 50> 20 mg dQ (n(%n) >
P s ‘ A S @ N =
Sediment dweller, . S
sub-chronic LN ) N %@ @6
’ , 10Q° | 195> @Q mg @§/kg @) @y
Leptocheirus . .,
static @’OE(@ 100 1@ a.s./kF(m
plumulosus % . N
(spiked sediment) gj\? @ & . S X
@ OS> Y .5 0O o AN
[nvertebrate, acute @ﬁg 9&‘%—/ . &Tsn >@ mg;@s.é./L @1) @ Q.
Crassostrea virgini e (sllell%%posgon an@lorta@ QP M-282691-01-1
R Jeroug |- & O O O K 824202
K N 7 © ©
4 & o’ [P F R S| —
Invertebrate, aglite % 007)
vicamysis Bahicd - g LCsn@O.SO g a.s.Ak (hm) & ) 01,
Amer lc,am),%s ba/zzc@ Droueh@ Q ° | M-282839-01-2
. ) § PPN X | KCA 82.4.2/03
Invertebrate, a 2 Q ometfi megn N (©)
- <, @ O\
Gez&#n@lc mea §a @@7» s Cg@\ﬁg g a.s\% &
&L (2008)
SO TN SO e & M-282102-02-1
OEENEE N
o O T S Y KCA 8.2.5.1/01
E}l nveghebrat @ronic S %aticv ;”NO =1. g agy/L (nom) Recalculation
& | Daphnia s/\oizgagna %@ ?b‘ene “@\ ECy not@eterm ¢ by
N N I (2020)
AL & § 4 o SEESEES M-758376-01-1
QY D | \\y @ N KCA 8.2.5.1/02
S »AS | © S I (2008)
. WC]@@ F Sl M-298809-01-1
Q@Cm o \@ @\d Lo @ KCA 8.2.5.3/01
S O NS S NOEC =26 mg a.s./kg (mm) Recalculation
% (54_ d, L” cle)@ E&tau%@ E% not deter;lined ¢ by
@9 Ch{mnu piuLs teniQys q ne@ % B (2020)
(spiked Bimehy oL M-758550-01-1
\& NS A R KCA 8.2.5.3/02
@?ﬁzzm@mlz@ a <O | NOEC=139mgas/ (nom)
408 X 3re & | 2R/ | ECi0=0.54 mg a.s./L (nom) (2008)
B d’é% N %o @ptatic ECis =1.37 mga.s./L (nom) M-298266-01-1
U&k NOMEY P sQ ECso > 32 mg a.s./L (nom) € KCA 8.2.5.4/01
o [@ked gt & 0> S2mgast
S §édi nt dw@r,
{N @QJ\CM( e y\ﬁ 22? (.1 ‘/ NOEC = 38 mg a.s./kg (mm) . (2008)
Q© % Le@%hez@s Static- | 1 04 mg as./kg (mm) M-298810-02-1
L | plumulosu renewal o KCA 8.2.5.4/02
(’@ (spiked sediment)
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Time
Test . scale/ . S
substance Test species Study Endpoint Referen@ §
- S —
(o8 2 070 &
Green algae
i - 654 5
Pseudokirchneriella E.Cs0=8.9 mga.s./L (n ﬁ% 7 30D | ,0 %
subcapitata® 0-72h/ | ECio=5(#! mga.s./L (1) é S @
- R St @ ecaltulationg,
(currently known as static E,C: ?’% 97 mg a. ) {mm) O &
Raphidocelis Ey%o =4.26 mg a. L (nom) t4\9@ by o)) ®)
subcapitata) %@ Q& & &© 7576@ 011
o @ | \&w&z 6.1
. YN @
@ﬁi)x & %Q & & @6 (200
e 508 v oL B X -289899-01.1 -
Cso @y n@d.s., L thm) C 6260
Freshwater diatom (&%Z hind ECdS 5.23g a.sA\ (mn $ y
Navicula pelliculosa C@ sta@ti&\ EL@) 105 % mg @//II: (nﬁqsg; é\g
%&1 =§b mga.s.
@< R N ¥ 6§ S @ (2020)
& © vy g S 99-01-1
Rl el & & O o &lkeasareo0s
@ N Oy @ (CIEENS)
§ § 4 N h @Q @ (2007)
o O |8 Grcfis mg a@ (nf &| M2
. . .2.6.2/03
Marine diagom D& | ER0> 1@ mg a¥/L (p) .
Skeletagema ((@1//11 G stddc , \)°>\ 3 niga.s./ (mm) E;Cﬁlculahon
v N C >1 mm.
@@ § & SPEVY )* - (2020)
o N @ o & @ M-757680-01-1
& N >l Y @ £ KCA 8.2.6.1/06
Q & O] &, ARCss2 51@as/17nom) B (2021)
DA 3;1%7@(fgi&g@hyle ?q‘l‘]/ G Fﬁ 1.58Ghg 2.5 % (nom) M-283647-02-1
O\@J) Lemrtu gibba /% i E,(%)= 2¢2 mg ®@y./L (nom) KCA 8.2.7/01
@ SEIRNERY .
'S Amp% N Ni 48/, @L ~%0 ®?S 1L (aom) B (2010)
s la&gzs @ Statiesy %& M-395416-01-1
T & KCA 8.2.8/01
° S I (2020)
@%‘;;”&te @}te O\S%g‘/\%c%@w mg p m./L (nom) M-759029-01-1
a mdgna N Q9 KCA 8.2.4.1/02
Q INaY ®
P! Q_/g —
@ Green afgac N) @' / &:850 20.9 mg p m./L (nom)
Pseuddkirchyeriéll §tatic §E «Clo=20.2 mg p m./L (nom)
Fluspyram- | subegpi % @ E,Cso=13.0 mg p m./L (nom) I (2020)
ipitat, R 1-1
7-hydroxy (currentl}@mow@ @ E.Cso=21.1 mg p m./L (nom) w
@dphidocelis @ 0 -9@ / ErCIO—_2O.4 mg p m./L (nom) KCA 8.2.6.1/05
d subc&%’?atcf)@ & sfatie EyCso= 13.7 mg p m./L (nom)
§ * @ EyCso=12.6 mg p m./L (nom)
Q E:Cso=9.2 mg p m./L (mm) B (2020)
@ a“" Cr"p&%e 74/ =52 mgpm./L (mm) M-759030-01-1
Q& &mn glbb static
& ”@ E,Cso= 7.1 mg p m./L (mm) KCA 8.2.7/02
S @ LCso > 1200 mg p m./L (nom Na- | |
;%éﬁc(::é@ Fish’ acu§ 96 h / TFA) W (1992)
(TFA Brachydanio rerio static >1008 mg p m./L (nom M-247889-01-1
@) TFA)E KCA 8.2.1/06
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Time
Test . scale/ . D
substance Test species Study Endpoint Referf’i@ §
type )
ECs0> 1200 mg p m./L (nom{Na- w
Invertebrate, acute 0-48h/ TFA) (o8 W (1992) -
Daphnia magna static > 1008 mg p m./LL (%m 789 -1 ¢
TFA)E % KCA 8221/03
NOE 30 mg p.m./@(nom Na- q
Invertebrate, chronic 21 d./ TFA) R y\g@ ) O é
. Semi- N >25.2 mgp:m./L (nom
Daphnia magna . @ E Q | M=®b151 1-1g
static % TFA) Q %° < KCA 85 1/
AEC o not determined R D 2 éo%
E:Csg > 1. @’gp{yﬁ& (nomyNa- xp |, " §
& | TR < S
v, >401 m./om © & % %
SR g
T > 1. -
N
Green algae 4 g&\ v, IF, 2o 3) ©
Pseudokirchneriella ©Q ‘S 01 .m./§ﬂom @ @VI- 47818-02-1
subcapitata® & | 02/ FAR S Kclé@%z.é.l/%
(currently known asQ Gstatic) | E @ > 1.§g p ( O@Qf\la— & | Résevaluation
Raphidocelis @ | % (g g§ TF&) Q % @©> Ly I
subcapitata) ‘2§ Q> >%01 %@p.m./%nom Q@2021)
é& §9 op  GEA)E & o\@ &| M-762268-02-1
\@ & & BCo> Lamepai/L %@1 Nazto | KCA 8.2.6.1/07
T
« & g O I o :
Q > @9 o 4 < .OIEI@ p.m (noni\
FA)/!
<@ oS “@i 1(5)957 m /L Na-
@@ \© SO O | B gpu. @m
o SIS 134 4§ b
q Q © © v &134.4%% p.m./L (nom
A SN N4 orpa© &
D Xy
2 &7 o U B8i-209 mepinL (om - | I
Q\ Green afme O é N ) AN .

A o) N O S M-247820-01-1
Pseudokirchue llcg\ﬁ L - =1.88kmg p.m./L (nom A 8261/
subapitata® < | R72pL]  STFA) KCA 8.2.6.1/08

. @ Re-evaluation
(eurrentl\know \  stafic EpCso > @ mg p m./L (nom Na-
@@ubc ata@Q N \© ° >4.03 mg p.m./L (nom M-762208-02-1
QL9 OTFA)E e i
S (SN 5N o0 | L@ KCA 8.2.6.1/09
@, % Q@ @ @ £y 5O;F4;3 90 mg p m./L (nom Na-
o N
S )
AN AN @ o =3.52 mg p.m./L (nom
N\
N > § & s S TFA)E
. > Q@ @ 2017
S Greenglgae % E.Cso = 237.07 mg p.m./L (nom) I (2017)
; . @ _ M-615180-01-1
Pseddokirchneriella S E.Cs0 =241.95 mg p.m./L (mm)
| s@bcapitai® §’ QO -72h/ | E.Cio=5.59 mg p.m./L (nom) KCA 8.2.6.1/12
@ . Dl o Re-evaluation
S &urre tly kn@ as Static E:Cio = 5.80 mg p.m./L (mm) by I
{% @@N’?ap celig EwCso = 26.866 mg p m./L (mm) 2021)

Q@ & Suﬁ@%plﬂ@ EyCso = 18.956 mg p m./L (mm) M-762267-01-1
=y KCA 8.2.6.1/13
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Time
Test Test species scale/ Endpoint Refer e
substance Study &
type % d
N O
EyCso= 1100 mg p.m./L (110@21- S
(1993)
TEA) 790001-1 ¢
— 924 mg p m./L (uo TFA)E OM@Q—%L%@
. E:Cso @2016 mg p (nom RCA &'% 03 N
Aquatic macrophyte 7d/ r % ;\\Encéﬁt @
Lemna gibba static N %« c- 2 52 mg 10 ;’L (nom v\j rec atiothby
E
o & (2021) @
10 =308 mg II@@Jom
a Q PR-768038-0
4 TFA)B\, \
@ \ gy »)] KCa 8.2.7/65
Note: N N

R R @
Studies refem.ng to KCA are filed in the dossier for ththn S@st&mc@ 6& b@ 0oz

Studies written in grey type are referring to studies %the col@pondl@ Basel@ dossier, wh@s studi@xm blagltype @%
studies of the Supplemental dossier

a.s. = active substance, pm = pure metabolite, pg pa@ﬁct @\ & & BN @y\g 2y
mm = mean measured; nom = nominal Q & R S %G @3\9 @ N Q
Bold values used in risk assessment @ N R < § o <> D @ ©
A Practical limit of water sohlbl.hty @ S ®\ @ O @ e
B In all test levels precipitations m:gobsa@ble scChe LC‘@@% clea t@ytbov&@e wa@@.olub 5 of thétest item.
c Not determined due to mather@lcal réhsons O > @ Q @ (5&
D Formerly known as Selenagirum capﬁtvom AN %
E As the study was conduc te%l%& rith §leum Gtate uk@h is thz:{&sodlmfkg tof n@um o%g.tlc acid, the endpoint
was converted to T1‘1ﬂut§@acet1c Gid w ~@ @ %,
"~ SIS = S
S ¥ .0 s U9
v @ °\ @ Q& °\
& §e 5§ o0
. SO
Metabolites O O O R \ @ é@ @& @@

Metabolites pyr@?-h@imxy&d 1@11101@@@1:1(:@:@ @%ﬁ%) @zg%rclcvam for the aquatic risk

assessment, No metabolitéis rel ant for 5cd% t nsﬁssess Nt
The EFS&@AGD (2013:%5tep [ ap@ch s used for @l m\l%olltcs to be addressed in the risk
assessg@@t @ @

\ S
Step 1: Are thy stuch& Wi Q\e amve sw@anc@de(wte for assessing the potential effect of the

met@ollt @ R
> > & &
Mamags 58

Step 3: %Is it clear tlu?the@opl@k@has feen L%@ﬁ'om the molecule?
No or m&q@m Gto step 4. N

NN & @
Step;%: Identi% th@‘@eci or ta@non g;loup determining the lowest tier 1 RACqy ., for the
pa@m compound, s thegcute fetabolite L(E)Cso > 10 times the a.s. L(E)Cso (on a molar

515)? A\ ©
@ O § S @
& O VRN
@ ©
Sl‘lldle @ algae arg¢ @vailable for Fluopyram and its metabolites Fluopyram-7-hydroxy and
Tﬂﬂ&&?ﬁacci A} Jhey are used for the comparison (see table below).
& v

&

&



B Page 65 of 187

HANER 2021-07-05
! E g Document MCP — Section 10: Ecotoxicological studies
: Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Fluopyram-
Substance name Fluopyram 7-hydroxy TFA @ @
Endpoint (mg/L) 8.9 A 20.9 SN
Molecular Weight (/mol) 396.7 41270 1407 &,
® 3
Parent endpoint recalculated on a molar basis (mg/L) N L
:-Jrv-- = % 'S @ @ ‘2&@
W——LCs; Cp NA £ 92.59 WO 25\?5@ Q
Mai - \ Q@ @@ NS y\g@ S
q Y JO

& S L
The bound value for green algae is used for this assessm@t. The unbour@&alue of >1.13 r@a.s./L from S onenegy
costatum is not a direct comparison to the green al%@ies available foithe r@gaboh@gand %ﬁpt an EUdata @&

requirement. Therefore, the more direct compariso more discreBtyalue i \ W\? N
@ > Q>
N % o
@ % N

S
The green algae endpoints for TFA and FI opyra1@7 hy@y 1@& ater t@n 1@§im@ pazerit

endpoint recalculated on a molar basis % P 5\ N > &% §

. X
@ @ SO O o~ & ©§
% Kf s o &
For TFA and Fluopyram 7- hydroxy N%Q 0 t@ ep 5@ > § S @ %
S O N LN
For metabolites TFA and Fluopér%n 7- @dro%gz @6 @@Q &© ©@ @@Q A
v ) S
Step 5: Identify the sﬁﬁeg&r taxo@mlc group de ﬂ‘érmlm%g tl@@owe% tieré @ACsw;ch of the
a.s. & @ N
Is RACswhac >%ECSW a%d R§sw,@h > P EE swc& $ §
Y N ‘.
For the metabolites GFA anc@ lu r%@hydr@ asses@men& perfmmed with available data
on fish as the mostsensitiye orgamsm,using the geoMiptric me an. \Qhen nfetabolite endpoints were not
available, the pa@nt e%@pomt &Vld%&by 10us use% @ §
>

Table 1(%»2: Sun@'«)ry@% r@bollte endp@nts us(p in ng(@z;ssessment

$ S Endpoints [mg/L
Species Q\) & Q\g _Q N %ﬁp [mg/L] —
WQ ) S Fluo@fram @hyd@xy Trifluoroacetic acid (TFA)
Acutefish o 2 O @7 & LCgs043 LCso> 1008
cute fis @ o~ @ 5 %a 50
Acute inveriSbrates © K© & @50 > 88.7 ECso > 1008
Chronic fish O g7 NBEC=G0135 * NOEC = 0.0135 *
Chroniinvertebratess~  ~ < SNOEG=0.125 * NOEC >25.2
Alghe NS o’ <®BCs=209 E.Cso> 1.01
Macrophyte v © @ &U E,Cse=924
@° N E.Cs0=9.2 —
a0 & (& QR ECso > 2016

a
* I ti&@'ﬁre %ﬁdpo' itdivided by %

< g iy
Se@&mn@ndp@nts <Yier 1
Acute dRicity to fish

The acute toxicity 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
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water and warm water species, differed by a factor of 30 (LCso values ranged from >0.98 mg a.s./L to
30.5 mg a.s./L, whereas the standard test organism used for its known high sensitivity, the trout, re@ed S
ina 96 h LCsp of >1.98 mg a.s./L. N §

As acute toxicity data are available for five different fish species a geometric H%E§ endpoint \l? erivgd
according to the Tier 2A approach of the Aquatic Guidance Document (E PPR Panel ui&@f}ce,

2013; 11(7):3290). Therefore, a Tier 2A Geomean-LCso of 4.37 mg a.s./L.was calculat@nd @d for;
the fish acute risk assessment in connection with an asseS@ent factor og’sﬁ . \y;\ N é\a
vo& TS
Table 10.2- 3: Summary of acute endpoints for S é\g Q @© >
Test species %ft system @ °\@ oy poin&\?@ N
Fish, acute Q . @ v @ S
Oncorhynchus mykiss LC%@ QQ @ ” }&S@an @Hd (2 O% )
) TS = .0
Fish, acute N 6 & RS
Pimephales promelas m@ @&:\ g@c%& ) \\3;’%4.95@,@;@ a.s./ég mm)©§
Eisha acute . &© % 96 h L& \@ Q> m$m @%?n)
epomis macrochirus Q p X NROE ey
- o7 =S O
Fish, acute @ N (g ~ @ D 9 B
Coprinms carpio < Ve 963 LCsa_ ) oR e, 303 ®g 258 (mm)
. © SN SN
Marine fish, acute o O & (Do LK(Z%};O & Q098 mas/L (mm)
Cyprinodon variegatus °~ g § @& @“ e % X
] v, L) .9 SIS N D
Geometric mean @@ o8 @7& o & h L@ S) S &\4.37 mg a.s./L

A Practical limito¥ waterSolubility? Q @
B In all test le@ pr%@@éon&ere bsS}ravabi&% the g&o is ck«}@y @ the Q\&@r solubility of the test item.
S o © & & D
(7] %, o\@ N Q @
One of th® metabolites (Trimﬁ%)ro@c acd (TF@) Was acuéé'y tested using Zebra fish. The
Triﬂug@%etic acid ('@J\) h LC value%>100 g p@L. "@s metabolite is far less toxic than the
parent molecule to tflg heigs ea%minn@by EN{ 9@&’1 . g\
v

The existing acytefish study i Qestigéjing @ toxic@y ofgthe fluopyram metabolite revealed clearly
lower fish toxicity of Hiptabolijes ¢ ared\to the &Ctive CZ§bs‘[ance fluopyram.
Y O~ ¢ . © , 0

© S
Chronic toxicQ?tv to fish @© ©\ Q\ @@\ @@

Accordig®to the AQ]ﬁECm@ues e pr&@ned@%’er NOEC and should be used for risk assessment,
when robust Values@ available. Ya the ELé@tudy, the NOEC is 0.135 mg/L based on length and
mmﬁﬁblogical and*beha rakgffectshe loWest ECyo is 0.162 mg a.s./L based on fry survival. It is
proposed to use@h@ NO fo&@i%k a@ssm@@(refer to MCA for further explanations).

SN N
Acute toxicjfto im(e%teb s @

N Xy

The acut@ﬁbxic' of ﬂ@gpyr to invertebrates has been investigated on Daphnids as well as on the
estuarifie specids My%d Shegmip and Eastern Oyster. In addition, subchronic tests with spiked sediment
havegheen u@ on ‘two sediment dwelling organisms: Chironomus tentans and Leptocheirus

plaptilosy§? Chronic tes@g was done with Daphnids and Chironomus riparius.

The Efor the standard species Daphnia magna was > 20 mg a.s./L. The LCso 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 > 0.44 mg a.s./L for mortality (i.e. no effects on mortality up to the highest test concentration) and
shell deposition.



E Page 67 of 187
BAYER 2021-07-05
! g Document MCP — Section 10: Ecotoxicological studies
Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

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 SA S
PPR Panel Guidance, 2013; 11(7):3290). Therefore, a Tier 2A Geomean-ECsp of 1.638 mg a.8:/ wa§§
calculated and used for the aquatic invertebrate acute risk assessment in conneciipn with an a sm@

factor of 100. @JQ
The subchronic tests with sediment dwellers C. tentans and L. plumulosussshowed a Veéﬁ 101t§@

of fluopyram towards these species with NOEC values of@ and 38 mg@ g, respe{gtqyely N %

The metabolites fluopyram-7-hydroxy and trifluoroacetic acid (TFwere of lopr=acu ox1 to &
invertebrates with ECso values of >88.7 mg p.m./L an&to >1008 m&@ m./L, resp?wel;@ @ c&

Q . & @) @
Chronic toxicity to invertebrates @@ R & © @}

Chronic testing on Daphnia magna resultedsin a NOEC 0@ 25 m} a. %@7 T \1fe tg?ie t&@wlth
Chironomus tentans revealed a NOEC of 1.3%3ng k@i an@an Eé@@%of (@ mg &g./L @at 1S c%mdered

for use in the risk assessment. % Q @7 @
\ \
PSS I g
Primary producers Q (Eig é\g @ @g é\y @ § Q)
Toxicity to algae & ~ § @Q @

5 Becon 1l
Following current state of sciengg, th%@t gl@ehn SOECB,PG and@ 1, EU Method C3, the
Regulation for Classification¥id Labellin egula on (EC) Na@272/ 2008), t Pléﬁplmon (EFSA

Journal 461, 1-44; 2007), they]x:’FSk\supﬁng p@@hca‘u@a 2015&6E §4 pubf@ g December 2015)
L3

and also the EFSA Aqua Guidince on July 10-11th,

2014), list growth rate as th %leV@%t endpoint ef¢the d the Lemnac¢growth inhibition test.
Therefore, the risk aS@ sme@ S basg on the E&p wh&ﬁ» ava11 é& &\

@
Extensive testmg?as %\ien dongo green al % bl e\greenﬁg@sh@r algae and marine diatoms.

In total four studies opglgaeidiato re ay able@r theparentgdmpound fluopyram with E.Cso values
ranging from > 1.1%mg &s./L %9 .08 mg a, s\/@ T@ost @nsm&gspemes was the marine diatom
Skeletoneq%)costatum % @a S S @ @’

The gl/ésn algae wer@testgd%llth the tw, eta‘t@%tes ﬁuopy{% 7-hydroxy and trifluoroacetic acid
(TFA). Comparlse@%f thg\72-]@fr E.) V&@ defwonstrates that only trifluoroacetic acid (TFA)
showed a similag¥xicity to §par@m; onlyé@’ one @udy@lth a 72-hour E,Csy of >1.01 mg p.m./L;
however, the 72-hour I&50 valptes r &0 23 m m /L. The metabolite fluopyram-7-hydroxy
showed lowxic'@ tha@ e pa"s@nt Wt@ 2 h&ur E.%o Value 0f 20.9 mg p.m./L.

@*@@

Tox1c1tw®%quatlc ma@ophv %

The aqu atlc plant L@ma ibba showed geom ﬁable toxicity as for algae for the parent with a 7-day
E,Gsq Value of 2.12ng %@@’L and an EQO va§0f2 51 mg a.s./L.

The aquatic pl@nt Lemna a ¥ al Stested with two metabolites (fluopyram-7-hydroxy and
trifluoroacetigyaci @ﬁA) onsistent \@th metabolite testing in algae, the metabolites (fluopyram-7-
hydroxy a @iﬂw@yoac aci¢ (TFA)were far less toxic than the parent (by a factor of ca. 3.3 to 475
or 3.7 to @93). < )

The @yﬁ ues %@9 the metabolites were 7.1 mg p.m./L (fluopyram-7-hydroxy) and
>10 uopoucetic acid (TFA) and the 7-day E.Cso values of the metabolites were 9.2 mg
p.@ (f&@pyram- -hy&xy) 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 performe@ ith
the racemic mixture. Therefore, for this metabolite an additional uncertainty factor of 2 will beogp 163@
to the RAC of the Daphnia magna acute and of the algae and aquatic plant stugies in con51

enantiomers. @JQ N
\
S
Predicted environmental concentrations used in the ri@ assessmen& 5}”\ \°\ @@
Predicted environmental concentrations of fluopyram and its m@)olites in @fac wate ereé
. X
calculated according to FOCUS Steps 1-2 for the useggi barely. Q& @ ©© @
& & Q & o

@ %
Important remark by the applicant: The P sw valggs &en@bel v@re rinryalues and are
therefore subject to change until final modefing @t P met Ca%@ est heg The%)phcarg[

intends to provide final PECs, values lates‘t%y end@ Ma@ 202 S Q @7 @§
& O
@ \ @} 7S & oo &
Application in barley, 1 x 78 g a. s/h@Q é’ Q\ @
& @’ N X ®\
Ve o > &

Q
Table 10.2- 4: Initial max PB.Cs, values — @)Cl@tep @and Sin l@appwnﬂg barley
(Spring cereals, spﬁng /\@mmer, x(\p as.
) @ . sm@a
S @ § o S [ S
M 0§JS %@?) 6 B \I'ejy é W Barley
Compound S cenar'© 0 pr%ylcereals - O & (Spring cereals —
@ & . ]@)D § Spring; Mar, Summer, Jun. - Sep.)
@Q © Q> \\ "%, 78 g /ha@ Qe 1x 78 g a.s./ha,
o .Y N e BCH 30-6 > BBCH 30-61
Vo g [ STEP1 L9 ©06 O @ 20.6
Fluopyranto STER22 Nogthy|  © ‘U374, @ 3.74
& ) STERY - Sabth S 680 A 531
I STEP I ST 138
Fluopyram-7-hyd1§\7) STEP 2&North N 29221 0.221
e STEg@ SO% b v 0.44> 0.331
Trifluor i@cid O STE%I S S (\\& kﬁ}e‘ LI
(TF :)0 Oac%@c O | saEP 2 North N 20177 0.177
» @"EP§ SOI@Q:\) & @0.353 0.265
Bold valug&Qised in risk ass€gsmen % 1 .
S & T TEe
N N S & &
S ¥ & Q
. & Q
S ®,
&> 4 <
S &
O Q
&% O @ RS
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Table 10.2- 5: Initial max PECsw values — FOCUS Steps 1 and 2 — Single application in barley
(Winter cereals, autumn / spring / summer, 1 x 78 g a.s./ha) @o
PECsw, max Q\ d’§
[ng/L]
Barley Barley @y S Ba*ley @
Compound FOCUS Scenario|  (Winter cereals, (Winter ce %als, (Winger ce@s, >
- Autumn, — Spxin . —@urgnﬁ@l‘,
Oct. - Feb. h@ Mar. ay) P ;Fun Sep ) &
1 x 78 g a.s./ha, 1 x 7§¥a.s./ha, @@ a s /&a@ g
BBCH 30-61 BROH 30-61 |« 30@ JO
STEP 1 2080 o 206 O 20.6,° @)
Fluopyram STEP 2 — North 8346 1% Q] & 374 o
STEP 2 - South 689 > 689 oo W31 O
STEP 1 4 1389 o138, e N1.38
Ehﬁim‘n'% STEP 2 — North O 0857 | @ 0P B <« 023, . .
yHORY STEP2-South | = .02 9 | N @42 o] © o1 o
Trifl . acig |LSTEP 1 o LIy P L Y 111 S
(T“F :)Omace“c WIC T STEP2 ~North P &> 0.441° - Vo017 g L0170
STEP2-South©Y & 053 .S | @ 0353 & &9 oass
Bold values used in risk assessment v © < N R
Q @ § O O O
& Y O
§ S
Table 10.2- 6: Initial mak, §‘: val F()gUS S s 1 alézzﬁ —%@le a@yhcatlon in barley
Springcereal ring); sumifter, 1 X a.s./ha
(Springg g ) O $ %
PECse ma!@
& «§ & F O g/t
@ @OCU@ QQ N Barley
Compound S X %, @  (Spring cereals —
cen&ho S
< 6 & L Summer, Jun. - Sep.)
©© @Q Q Q 1 x 78 g a.s./ha,
@ A BBCH 30-61
\“@ STEPL,” o) 47.3
Fluopyifn o P STER2 —North 8.57
. STEP 2 «South @Q . 159 & 12.2
N | STEP S @ a  O'1.39 1.39
Fluopyram-7-hy@pxy +\STERT— N@h N A 022Y 0.221
@ OY STEP2-Sauth [ O  0@43 0.332
i Q ,d© STEP 1 N x0.001 <0.001
7
(Tri: :)Oma%e“c acl STEPR Nortv] . @ @<0.001 <0.001
& STED? - South | &« ° <0.001 <0.001
Bold values used in r1sk%@sessm%t @ Q@)& @
@ & - &©
N N
2 A N
R
@ < QO & ©@
NN
&S S
S
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Table 10.2- 7: Initial max PECseq values — FOCUS Steps 1 and 2 — Single application in barley
(Winter cereals, autumn / spring / summer, 1 x 78 g a.s./ha) @o
PECsed, max Q\ d’§
[ng/L]
Barley Barley @y S Ba*ley @
Compound FOCUS Scenario (Winter cereals (Wlnter ce eals (Winger ce@s, ,@
- Autumn, o un}n@',
Oct. - Feb. h@ ay) P ;Fun Sep ) &
1 x 78 g a.s./ha, 1x 7a.s./ha, @@ a s /&a@ g
BBCH 30-61 H 30-61 B 30@ JO
STEP 1 4780 3 R 5" 47.3° @
Fluopyram STEP 2 — North 193 Ol & 857 25
STEP 2 - South “95.9 9 oo w22 O
STEP 1 4 1399 J3130%, e SN1.39
Ehﬁim‘n'% STEP 2 — North O 0857 | @ 0P B < 023 .
yaroxy STEP2-South | = .03 9 | N @43 o] © &% o
i o neiq |-STEP 1 N <0.00%, P <0001V [x. U <0.001N
(T“F :)Omace 1€39¢ 1 STEP 2 — North P & > <0.00 - Oc0.080” @ $20.00D
STEP2-SouthOY & <0901 & | @ <aw01l &) &9 <omp1
Bold values used in risk assessment v © < N LS
R o D § O O &
o & &> 2 Q SRS
Application in barley, 1 x 3%g a. s@@ < g &L e &
o @ < %
© 9 Sl QSIS < &
S < S
Table 10.2- 8: Initigl ma:@lew@@alues ©FOC Ste&g an@l lee ap&@tmn in barley
rmg c eal ring@sum gas./lia) Q©
i g@ K %
N @ S N O{E ax
Ol K N
o B §
SRS (QUS % ley Barley
Compoung@ @ Scen % % ' (Spripg cereals - = (Spring cereals —
° %{9 @7 Spring, M. DK}@’ Summer, Jun. - Sep.)
A @§ S . 39.g a.s./hi) 1 %39 g a.s./ha,
. N AST T BBCH 30-§1 BBCH 30-61
S LSTEPES ] @ Q103 10.3
Fluopyram & éﬁ\sﬂﬂ@v— Neth | o 18% 1.87
@  OY STEP2-Sth | O 34 2.66
O Y [ SPEP K D o 29692 0.692
Fluopyraniy7-hydroxy STEPSL NoethY &~ @0.110 0.110
& % STERZ - Sothh | & - 0.221 0.166
D
. . QT [ SEKEP 1 U\ L9 0.553 0.553
(T;g#f)proace“c acid,” "eTPP 2 Northy] SO 0.088 0.088
'STEPY- Sogth | <~ 0.177 0.132
Bold values use Hlsk sgssme N R
sk ags N
@ < QO & ©@
& &S
& S8
S
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: Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Table 10.2- 9: Initial max PECsw values — FOCUS Steps 1 and 2 — Single application in barley
(Winter cereals, autumn/ spring / summer, 1 x 39 g a.s./ha) @o S
&
PECsw, max ® g
[ng/L] @~ &
Barley Barley Barley Q7
FOCUS . . . ¢
Compound S . (Winter cereals - (Winter cereals — (Wintgr cer@
cenario . %’l €5)
Autumn, Oct. - Feb.) |Spring, Mar, ~May) Sum,m Jurf@- SepQﬂ
1x39gas/ha()| 1x39gas./ha, As. /ha@
BBCH 30-61% BBCH30-61 @ BC -61, &
STEP | 103 < E NS SRS
Fluopyram STEP 2 — North 4.23.9 o 1.87 g > ﬁ.S@U @
STEP 2 - South 3@ 349 Q] o 266 o
STEP 1 Q8092 gy |n 0692 O
El‘a‘;gzram'% STEP 2 — North %0276,9 .1 J0110% & N.110
yHor STEP 2 - South 022 O] @022y G & 0168 |, -
i o acid |STEP 1 = 058 (TN 0853 & Y 085 @
(T“F :)Omace €99 STEP2 ~North [« 0221 5 O 088~ |% . 0.088.¢>
7
STEP 2 - South RIS a7 £0.130
Bold values used in risk assessment © N N @ D
LT o S § S § o
N Q O N
- @f @ (3 2O .
Table 10.2- 10: Initial ma: Csea\y&’lues — OC@ Ste an Slngle app atloén barley
(Spring@;%l:,ealsé)}prmg @mmg, 1x % g a.s.ha & &
N © & N ed@nax R
@ & § S o %] <<‘§
SoUS. Biaxdley © ~ Barley
Compound § gcenar Qb §Spr@ cer@vI - & (Spring cereals —
S 2N Spring) @ Summer, Jun. - Sep.)
O & 7 %39 gan 'S 1x39gas/ha,
Q @ 5 6§ ”
N & &) ) X BBGH 30- BBCH 30-61
@ | SPEP 1. N ®37 N 23.7
Fluopyram L STEPQ - Nogh)|  © 4280 @’ 428
N o STEP? - Scuth S 193 o 6.11
N STEP | 4 N 0693 O 0.693
Fluopyram-7-hyd STEP 2~North, | g7 QU.1L] 0.111
% 4STERT-Sogih [ & o 0239 0.166
Trifl KRS SEP1, O | O <6wol <0.001
(Tri: :)Omaw@ O TSPEP 2 North} ¢ 50.001 <0.001
STEPRY Sm;ﬂ\% 9 D01 <0.001
Bold val d in risk assted °
old va sed in ris Qi mentQ &@ @\
AN % AN & -
5 S S
N (g @\ R Q
@° S @ S
PR ) SR
@ < Q & ©@
& ES
S &S
N @@ N o
@ & v o
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Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

Table 10.2- 11: Initial max PECseq values — FOCUS Steps 1 and 2 — Single application in barley

(winter cereals, autumn/ spring / summer, 1 x 39 g a.s./ha) @o S
PECsed, max Q\ d’§
[ng/L] @7 &,
Barley Barley @\ Batley . IS
Compound FOCUS Scenario (Winter cereals (Winter ce%als - (Winger ce@ls L
- Autumn, Spring, . —@umn@', %@
Oct - Feb. h@ Mar. s’ﬁay) @% ;Fun Sep ) & -‘@
x 39 g a.s./ha, 1 x 39¥a.s./ha, x 39@21 s/hay |
BBCH 30-61 BEOH 30-61 |+ U BBCH 3061 O
STEP 1 230 o 237 23.2,° @
Fluopyram STEP 2 — North 976 48 A 428 oS
STEP 2 - South 993 > «J93 oo 6dl
STEP 1 &, 0.699 CM.69%. I 'N0.693
Ehﬁim‘n'% STEP 2 — North 90277 & @ o W« 018, . .
yHORY STEP2-South | = .021. 9 [N 21 o] ©O od¥% o
i o neiq |-STEP 1 N <0.00%, P <0001V [x. U <0.001N
(T“F :)Omace 1€39¢ 1 STEP 2 — North P & > <0.00 - Oc0.080” @ $20.00D
STEP2-SouthOY & <0901 & | @ <aw01l &) &9 <omp1
Bold values used in risk assessment v © < N R
Q © & @ N @) N

Q O
@ V&S VS
v & o &
8 @ Qy N 2
Predicted environmental c@cent@ion@%r thefo rmulation ,BI\X+F?I§ +P§Z§EC 260
& @ & 9 6 & w \@

@ o &

Application in bar],@ 1x,1.2L Q& /h’((&, N8 g a@/haL@ @
N) DERNEEYEN
Table 10.2- 12: ©© @l PEC& valikes for form&ilatl n §X4§§%+P TZ EC 260 following the single
%ﬁllcau@ in barely -4 X 1 2

L
A

D A @) . .
Compos. v Mayjitrum No buffe& D&@i’educmg PECsw*
ngj @§ . ate & ( ) wo| . Qnozzles [ng product/hal
R0l & JOT n &
BIX+FLU+PTZ EG360| 12 L{@d./ha HomO 0% 11.202
2) 4
Bold values used in risk a men @ N\ ©>\ (0]
A Calculﬁ, based pn Ra nn d&@t Valu@@r aragle cro%assuming a specific density of 1.011 g/mL (please refer
to study 475973 01 R Z)
o 5, 6 @

N
e Q@ P& o
Application in barle\@l X Q&Z L p@ /ha@% g @s@ha)

N

Table 10.2-13: 5 » Inltla@E(&w Valu@for %@Qormulatmn BIX+FLU+PTZ EC 260 following the single
applica in 1% 0.6 L prod./ha
S @ Q% y- p
S R SN ﬁu . . A
QM axithum us No spray buffer Drift reducing PECsw
Compou@l @Q i

% o ate (Drift) nozzles [ug product/ha]
INEN

Blgﬂugrz E&O §2&’6 L prod./ha 0m 0% 5.601

Bold valyes'used in risk assessment
A @ulation based on Rautmann drift values for arable crops assuming a specific density of 1.011 g/mL (please refer
to study M-475973-01-1).
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Risk assessment for aquatic organisms

According to the Aquatic Guidance Document (EFSA PPR Panel Guidance, 2@43), the ris Q@q @

organisms is evaluated based on the derivation of Regulatory Acceptable centrations
follows:
% & @
@ {% %\ N
Acute risk assessment: X Q@ @@ § y\g@
RACqy, = LCsy or ECs0 / 100 @ §© o° R @<§ &
The risk is considered acceptable, if the RACqy, @CSW’ maxes @@f @ @& . @§
RN I S
LA A N S
. Q @ N N W&
Chronic risk assessment: % @9 @Q Q@ & @g @% @
RACsy. sv=NOEC or EC1o/ 10 & S Od &% S . §®@
. ~
RACSW ch= ErCSO/ 10 @ K\ ég@ %\& ?4\9© 69 § éﬁ @
The risk is considered acceptable, ﬁﬁt@te R&sw, 2 PECH, max §@ § @Q § %@)
RNe o & 8 09 &
@ N U S @ D
To summarise, these abbreviations ar} use@@n sugscrlpt f(ﬁiOW@t ¢ téym P%C or RAC
N
ac: acute, ch: chronic, sw @@Jrfac@vate@@%a - 174 o § @ @\v\,@
R
% @ 9 é& “ \@
S RS
g O X @ o« @
ACUTE RISK @SER@/IE&FF(Q{& ANISMS; <
RS
S @ O SEEEN ] @§ @
Important@gemark by (%e app{gﬁ@nt e P]E@w and lues resented below are interim values
and are~therefore subj€gt to ¥lhang til ﬁnal n L@parameters can be established. The
apphcﬁb intends tO% vi %aQECS d TER calculations latest by end of March
2022. IS il v\,
@ N >
% % & I~
a R’ & o S
Application@arle@q @ﬁé& as¥ha
S

Table 1(@4: Ac% rlsk§§essn@1 ba@ on FQCUS Step 2 for the application in barley (1 x

7\%@ a.s./ha & @
S ct Q" dEndpoint RAC PEC RAC>
C d S \ Sw,max sl
omipoun . [freds o . Olng/L ng/L]  |lpg/L]  |PECay

S N ‘@ S&@ QSpring cereals
: D
@V %, Flsh§'ute %,

LC 1770 17.7 Yes
BIX+ FLG P75 |Oncorhynclyis mykiss 50 A
0@ 11.202
EC 26 N Verte@tje acute
O b g ECso 3390 33.9 Yes
% @) aiPaphiia magna
5
FiskMacute
729 Geometric mean LCs 4370 43.7 Yes
Fluopywaim tech. N b 6.89
nvertebrate, acute BCsy 1638 1638 Ves

Geometric mean
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Compound Species Endpoint RAC PECswmax |[RAC>
P P [ng/L] hg/l]  |ingL] |PE >
: N
Fish, acute LCso 4378 2196 Oyes P
Fluopyram-7- &b 0.442 @ (;B
hydrox )
ydroxy Invertebrate, acute ECs, 88700 ~ 4440 ¥ed
Daphnia magna NS L
. ) —© %)
Fish, acute v ~ S
’ . LC 22!9)8000 >10080 Yes
Trifluoroacetic acid |Oncorhynchus mykiss > N~ § @3\”3 5 @Q
(TFA) Invertebrate, acute S @ ~ é
S ECso & >1008000 , O >10080 =, Q es
Daphnia magna @ & Q Q &
Win@reals @@f @ & e (0§
. . @@; N N Lo @
Fish, acute . LCso &°1770S % «zf% Q® N | “Yes
BIX+ FLU+ PTZ Oncorhynchus mykiss o @ & . @} Q@ 116202 4
EC 260 Invertebrate, acute N~ Q = Q R
Daphnia magna W\ﬁ% E@S 3@@0 % 33©@ @ Y&
Fish, acute @ & O S S > )
Geometric meanﬁQ 5N LC& 0 w\ﬁ C}Af 3'7@ N Yes
Fluopyram tech. > S 46 G
Invertebrate, e E C 1638 ®\ @P 3 ﬁ@ 2, Yes
Geometric mea © @G @ ©) &© @ Hs
2 i G ~
Fish,acyf&s ™S o LCS@ i R £ 2.19 & o Yes
Fluopyram-7- & @m @j\ I @ & % 0552
hydroxy Invertébrate, 4eute A < c '
Daginia m%m 2) §EC50@;§ >8{8\@@ %o 53;@’3.5 <& Yes
S P o
0080 >1 Y
Trifluoroacetic acid ﬁm’ hynchuﬁ@yklsg& 5 50@§ s 9 x 0441 °
TFA S @ '
(TFA) S I“V%@\e.bratwcute O EC{ ~1068000@° | “S10080 Yes
A nia magna D G
A Formula@m-spe@@l PECS) © & S @
B 1 tier parent end@point divided l@@ ¢§
C Fotet ‘metabolite ﬂugpyram&@hydr@e RA%hasgen corrédlied in a@ﬁtlon according to an uncertainty factor of
ﬁ@onmderanon Tomer: % @ N " @
For the appllcatlo@ ( gate“@rops @%ﬁng &nd winter cereals) at 78 g a.s./ha the acute trigger
is met for all aqlfﬁlc s am a%d its @etabo@@s as well as for the formulation.
@ @ @
Applicationin barlev. Clg@x 9 g@./ha@% %@
. Q N
Tablg\alO.Z- 15: @te @( asseggment@sed &ﬁ‘OCUS Step 2 for the application in barley (1 x
N et R §
@° . & @ & |Endpoint RAC PECswmax [RAC>
Compound cies
pound & B¢ @ NI gLl |isglll  |PECw
&@ Ao @ % Q" Spring cereals
@ @ [Fisk acu®)”
BIX+ YRI?H— l@ @ycorhj@chus mykiss LCs 1770 17.7 5601 A Yes
EC @ :
Q$9 ¢’ finveitsbrate, acute ECsy 3390 33.9 Yes
N Daphinia magna
\9) .
Fluopytam tech. Fish, acute LCso 4370 43.7 3.44 Yes
Geometric mean
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: Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Compound Speci Endpoint RAC PECswmax |[RAC>
ompon peeies [ng/L] ng/L]  |lpg/L] |PE
Invertebrate, acute :
Geometric mean ECso 1638 1638@ @@CS@
R 24
Fish, acute LCsp 4378 2.19¢ Yes
Fluopyram-7- N 0.2 § @@ L
hyd o o
ydroxy Inverteprate, acute ECs 88700 <>\4 435C N Yes é%
Daphnia magna S 7 RS @
; R @ N
, ~ |Fish,acute . LCso & >1008000 . O >10080 =, QQ Kes
Trifluoroacetic acid |Oncorhynchus mykiss ﬁ@ § &Q %177 \J© @
(TFA) Invertebrate, acute X ' N
Daphnia magna @ >1008£$0 . @ >12g@ © 9 g@@y
: N R RN o
Waer giftals. > & &S
Fish, acute . % & @ Q 176 Q @5’ Y®&
BIX+ FLU+ PTZ Oncorhynchus mykiss%, N N a % Q 5 6% A
EC 260 Invertebrate, acute @° ° @ NS Q N QT
Daphnia magna S BC 3 v Q) 33 ° > OYes
- . m D s &@ <
Fish, acute Q LCso @4370 ®\ @@P @ N LR Yes
Geometric mea S O A O < AY A
Fluopyram tech. @ S @ Q S, %3
Invertebw@ acute & |ECso 1638 @ 25 16. 38 Q Yes
Geometite me@p § N @j\ S & o & -
N
Fish\a%ute 2) §IC50§ 378 | K ‘& Yes
Fluopyram-7- @ S ©§7ZJ) S i Sy 0.276
hydroxy rteb, acu\ge Q c .
ﬁ;}mla magf@ «(\@ @0 %\?}8700 g >44&§ Yes
S Q
, D F‘Sh@‘:ute%\ o \\ LCsss >1@000@§ @10080 Yes
Trifluoroacetic éﬁ rhynchus nigkiss o & - S 0221
AN S .
(TFA) gipvertebrate, acte - 7 o <Soogho . @ 10080 Yes
aphnia magmn P ~
A Foptaulation-specifig: PECs N
B Hter parent endp@nt divi by 10@ @Q § Q

C

For the metab uopytam-7
2 in consider: of two enantj
9

For the appl?@tlon 1@bar§@€€sm&§ate

1s met forc%l

v

CHRONIC RI@K ASSESSMEN

Impo

and aré@re
apph@ t 1@

2
<

&

@~

aquatic spec

@
[QFC su

o

>

\

s fo uop@%a

o

N

Q@ﬁ

. O

roxy 1@ ACQP?as beq&conect@n addition according to an uncertainty factor of
ers.
A

ing apgd winter cereals) at 39 g a.s./ha the acute trigger
ar@lts m@abohtes as well as for the formulation.

\
@ N @
e @@ "\@ Q@ §
T@)R @QUATIC ORGANISMS
% N g

by @e ap ant %e PEC;, and TER values as presented below are interim values

ect

ange until final modelling input parameters can be established. The

ovi&@, final PECsy values and revised TER calculations latest by end of March
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Application in barley, 1 x 78 g a.s./ha

Table 10.2- 16: Chronic risk assessment based on FOCUS Step 2 for the application in barley € §

78 g a.s./ha) @ @® N
. Endpoint RAG®  |PECsw.na|RACS
Compound Species
/L /L / PEGsw [
[ng/L] [&% | [H% LIS ] 2
Spring cerea\lg) g*f S N S
¥ g
BIX+ FLU+ PTZ |Algae o NS &
EC 260 Pseudokirchneriella subcapitata E'CS()& 2970 . @Q 297 4 122@ /(@S S
Fish, chronic - 135 Q e I@U & & Vet @
Pimephales promelas % @ Q e @
Invertebrate, chronic «[NO &° @Q%\Z) %\ %@’2 5 E} o\% %?es
Daphnia magna Q %@ AN o3 @/}:@ &
X S & & Q s
Fluopyram tech. Invg riebrate, C.h rome % J4EC0 @ 540Q & Q.89 é;}’ Y®&
Chironomus riparius A S ﬂ% Q §§
- @ s A v
Algac Q@ « > |E, 11300 v ol & | Oves
Skeletonema costatump K 2 g @ ¢
. > 4
Aquatic macrophy; © E\Cso N ©© %51 N Yes
Lemna gibba & G J(\b S < r\ (\\@ A
. O, O G Q ~ N
Fish, chroniesy " T INGBC S 1358 ¢ 06715¢ | © Yes
Pimephales promelas Cs N . 8 &
Invertebrd, chrofit O N g
AN 2 §’NOE§ d2s® T NS Yes
Fluopyram-7-  |Daphnia'magnd & &, SRR RS
hydroxy Algaey @% "\Z@ N PESEEN RN :
P@k@chnen’e@sub ’(27’ ata $ %0 §’ 22 ?@ S 1@ Yes
R o 2 S @
Astuatic@icrophyte % | o 00.@ 460 € Yes
ALemriggibba @§ r@ (@ 1y
ST ® O & S
Fishy chroaie” . ?OE§ 1530 @ 1ss Yes
&  |Pimephales pronfdas D ~ S
" :
. &? . Inverate’§°n‘°§@ . INoEC S Shs 0 2520 Yes
Trifluoroacetic  |Daphirtia mgg) L R 0.353
id (TFA 2 S & L ’
2cid (TFA) Algle NI (XS 231010 >101 Yes
@seudp@gchn@m subeapitong | A
@ |Aquiie magipphye©  ©  [EEs  © 924000 92400 Vs
Q |Ledagitn <> N JECad,  >2016000 | >201600
NS @
]@ & N @ R@nten&ereals
BIX+ FLU+ PTZ |Alga NS N
EC 260 Pﬁoki@erje@ subg@itat@&w 2970 297 11.202 Yes
Fish, chf@nic © S)
&@ﬁimgpgcﬂ%@mel@@) Q& NOEC 135 13.5 Yes
@ Invertebral®y chronit @) NOEC 1250 125 Yes
& &aphni@agm\g\a Q
Fluopy® tc invertebrate, Chronic EC 540 54 846 | Yes
]‘z&ﬁ @ Chg om&s@d‘parius 10 ’
N @@@ Aae <
Q N Skeleto§na costatum ECso >1130 >113 Yes
@ Aquatic macrophyte E.Cso 2510 751 Yes
Lemna gibba g
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: Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Compound Species Endpoint RAC PECsw.max|RACZ |
P P [ng/L] Ing/L] |Ing/l] |PEQY
Fish, chronic B C X o
Pimephales promelas NOEC 135 0'67% @@es@
; N D
Invertebrate, chronic NOEC 1258 6.@ c ¥ed
Fluopyram-7-  [Daphnia magna é A 7S
hydroxy Algae W N 9 9
, . : ECso (920900 &171045C | YesQ
Pseudokirchneriella subcapitata S @ < @
Aquatic macrophyte ECal 9200 ©Q 460 € 2 § S
Lemna gibba % & Q Q| O o
. . % % ) x &
Fish, chronic @EC 1357 @% 1R o ol Y @;&
Pimephales promelas N o 'S O
R Q @ % £\ Dy o\ %
. ' Inverteprate, chronic é& N O$ «52 9% &2 5 2§ Yes
Trifluoroacetic ~ |Paphnia magna R, ©) Q @441 S
. Y% \\)
acid (TFA) Algae W\% g%\j \\@ o ﬁ A\ &1 T @
Pseudokirchneriella subdapitatd~, " 50% &@ L N §S
Aquatic macrophyte QU & By @QM)%U @§9 < ©Yes
Lemna gibba < ) (%% ECso  w >Qf@000 O >2 0 @ G
Formulation-specific PECsw ) N4 © N, Yy
1% tier parent endpoint divide 10 %@ 9 @6 @ S ©©> @@ o
For the metabolite fluopyrane=? ydp%y the RAC has Bgen cowe ed i@dition accordil@to anéswertainty factor of
2 in consideration of two en@yntiorgirs. § g & . 2] 2
5 © S o © < N L9
N S T
)
Table 10.2- 17: ﬁnic 1@ assg%)nent f@‘ se@ent tmganis@baséQ on F&% S Step 2 for the
lication in e 1? 78 g3s./ha
ST O °C§§y @@@&@@ < TRl
A Endpeint PECsea RAC>
Compound cies & A @ secmax =
pound gg ' & @ |inghal & |ing/kgl |ngikgl  |PECwa
@J@ (N & ﬁi\ S@}{@g ce&@ls @© @7@
. : 0
Fluopy@ech. Sefhmen elle@ NOES 850005, | 2600 15.9 Yes
rono@ys tentavis . | Q R @)
@ &\ éﬁ S Wm}:r c%‘ﬁgals S
N o
N Q
Fluopyram tech, 2 @“eﬂt&“er@ - MNOEE Q%oo 2600 19.5 Yes
@(% ongh@s tenfgins [®) Qy
Q > & D
& ,%,Q & @

For the %ication in %rely@lrroe c@s:
triggg\i is met for al

Y

R

<

v o
&
)

;&iﬁg and winter cereals) at 78 g a.s./ha the chronic
ati%speci‘%%for f@opym\ nd its metabolites as well as for the formulation.
@ N

&
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Application in barley, 1 x 39 g a.s./ha

Table 10.2- 18: Chronic risk assessment based on FOCUS Step 2 for the application in barley (£§” §
39 g a.s./ha) @ @ N
. Endpoint PECsw.max RA@
Compound Species
[ng/L] fug/ll |lng/Lf P;)@sw -
Spring cereig) (*9 NN &
O & @
BIX+ FLU+ PTZ|Algae 0 § &
EC 260 Pseudokirchneriella subcapitata Ed S 2970 @Q 297 %@5'6@) m@es ©
R R \@) I o
Fish, chronic Q SN @
Pimephales promelas O@EC 135 @@) 1@ & © Y
Invertebrate, chronic « [NO (3. @2 50 % %@’12 5 @? o\y\’ W\es
Daphnia magna Q @§ o
Invertebrate, chronic Q &
Fluopyram tech. Chironomus riparius fq\% . @Clo\ 54@ % ©@?4 3.44@ Y@
Algae N @ A SRS @g
Skeletonema costatur@Q R %50 Q\ >1 kéé@ @M >1§y § ¢ Yes
2
Aquatic macrophy; K& EC 10 @; | DR Yes
Lemna gibba & S [ @ § Q r(\\© A
. . O =
FI.Sh’ chronlC@ S NS N@EC & 1 @ & 0.67@: é Yes
Pimephales promelas Cs o i 8 &
Invertebrdfe, chrohic ¢S §@ NQEC 425 NS 2@ Yes
Fluopyram-7- Daphma%nagn@\ @ (mQ N b AN 0221
hydroxy Algaey @% "\Z@ N SN | N :
P@k@chnen’e@sub ’(27’ ata @§rC5§g 02(@00 S IQES Yes
5 4 @
Aguatic@acrophyte v 8 o~ @ 0 SN @ 460 € Yes
Gﬁiech ibbg) & K@} g
' |Fishychroni (% B @
© Pz%ﬁl?ejphales pronfdas h\ NO§ @ 5 135 Yes
S
. &? . [Invertébrate %"mc@@ . &Ec&g 26300 >2520 Yes
Trifluoroacetic  |Daphttia mgg o KN 0.177
acid (TFA) | Algle U O B %1010 st01 | Y
@seudp@gchn@m s&%paplm@g ~ [(\© e
@ |Aquatic ma@ﬁhyte@ © | (Bs U 924000 92400 Ves
Q" |Lea gg@z Q ECRy >2016000 | >201600
Y%
{(@% oA [\Q\Q @ j&@nten@geals
BIX+ FLU+ PTZ[Algad NN R
EC 269 Pﬁoki@wrie@ subg@itat%\\ %rCSO 2970 297 3601 Yes
Fish, chiBnic © O
&@leigf’al“@m‘iz@ Q& NOEC 135 13.5 Yes
@ Inver m@ chroni¥ @ NOEC 1250 125 Yes
& &aphm@agm\g\a
Y @invertebrate ®\rjonic
Fluopyram techd| -, . @ . ECio 540 54 4.23 Yes
i‘\ﬁ @ Chifoypomys yiparius
N) @@ Aae o
Q N Skeleto§na costatum E:Cso >1130 >113 Yes
@ Aquatic macrophyte E.Cso 2510 251 Yes
Lemna gibba '
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: Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
C d Speci Endpoint RAC PECsw.max|RAC >
ompoun pecies [ng/L] ng/Ll |pg/Ll |PECH
Fish, chronic B
Pimephales promelas NOEC 13:5 0. 67%} @\(e A
Invertebrate, chronic NOEC 1258 6@5 c Vel 7
Fluopyram-7-  [Daphnia magna ] 0 & AN 2
hydroxy Algae ECsy (4 20900 P loase | S @Yes&
Pseudokirchneriella subcapitata 0 S @7§ g}ﬂ Q\ @
: Q %) X
Aquatic macrophyte . @Q G N
Lemna gibba Er 9200& 460 é\g R P©@es s
; ; X > &
F 1.sh, chronic Q@EC 135 B @@) 1% o Y@
Pimephales promelas _ o> ° & N O
Invertebrate, chronic @%& N (gc %\3225 B §7>25 § S y\\g(es
Trifluoroacetic ~ |Paphnia magna B @O B @ »1 . °
acid (TFA) Algae R @c 010 % Stoi ' Z
Pseudokirchneriella sub@@pn‘ata\ Ed & &61 A ®,
Aquatic macrophyte Q &S @G;g S 924@ & ©Yes
Lemna gibba (%% «|B¥Cs0 «y\j >2@600® > 00 @ &)
A Formulation-specific PECsw N @ © N, Y
B 1t tier parent endpoint divide 10 %@ 9 @6 @ ©©> @
¢ For the metabolite fluopyrane=? ydp%y the RAC has Bgen cowe ed 1@dltlon accordn@to anéswertamty factor of
2 in consideration of two en@ltlol“%s § & @ & \ &
@ @ @ o R @ y\?@
§ o & “

anis bas on F S Step 2 for the
oxg

& A @
NS \ Endpoint &7 @ RAQ“” PECwcamnx  |RAC2
Compound ~  ( g&“‘es Sl D [ng/kg] & |nigkel |Ing/kel PECua
B Y @ o @\{@g ce&@ls S) Z
Fluopyr °\?ch S e”e NOET \@%OO 2600 7.93 Yes
2@ ) rono. tent o %, .
@ & % . @ Wm}:r c%‘ﬁgals
@@ ﬁnent ellel‘?@a %, Q@
Fluopyram tech. o« |NO 000 2600 9.76 Yes
py @ on;;?@s tenfghs &> i @%QS @:
Q NN @

=) it
For the ication in %rely@lrrogg{e c@s

s
ati spem for pym?&
% c%“ g

trigger is met for al

S Q

@’@

Q@ §
N &
&@%%g@Q
@ v
Q@&g@@)
@ & O
Q
QQ%Q
S G
o

g and winter cereals) at 39 g a.s./ha the chronic
nd its metabolites as well as for the formulation.
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Combined toxicity risk assessment .
& O

N @§
According to the EFSA “Guidance on tiered risk assessment for plant protectigp products @i@u ic
organisms in edge-of-field surface waters” (EFSA Journal 2013;11(7):32 chapter 1 )
products containing more than one active substances, the mixture toxicity shall be addlgssed via the
Concentration Addition (CA) Model. And, following the recommendati f the EFSAY Outepine
the pesticides peer review meeting on general recurrin@sues in ecothxicology” E@SA ﬁppo @
publication 2019: EN-1673), it is necessary to consider Whether theulatlonl ore esstoXic &

than the parents. When the endpoint of the PPP (expr ed in terms 6Pfluopyram)is at least thr
lower than the equivalent endpoint for the active snce it sho@ be cons1d% to be mor@omc& @

The measured toxicity data (ECx) available for @ given end int IS @ow @le g@)w ot &he
formulated product (PPP) BIX+ FLU+ PTZ Eg 260 and the@ctlveﬁw stagy s b@en ‘&uopy%m and
prothioconazole. @

%, o

§ S Q)
Table 10.2- 20: ComparignQ 0 %ndp@ ilal@ for&@ne mul&’d roduct (PPP)

BIX+F PTZ EC 260 and t@ actl&e ubstadce fluopyral@

N
o El | T [Somiion; [ Huenan
. Endpoint and Fluopfdam e P
Test species test s %m > PI@ 6@[ LIS recalculatédfor | Recalculated
ng «§{ “ [meprod. /§ né e %ﬂuop{t;am A formulation
) § g@r w@ @ | S) [mé as./L] endpoint
S QS ~ L @ S
0. mykiss© \LCSO’ deute, 1 > 1%9 ifot calculated -
v
ECso, ai L@, % \ @ g
D&%ﬂa g}g 48@% @ 3. 3@ N @ N 0" not calculated -
9 o @% D Y
Pseudokirchneriell®° E.C%, sho S AN
subcapitata term, 7&§ \Q 97@ é 8& 0.06 142

A Amount of fRiopygam in est itgn us din fo 1at101@{1d1es 6.35 % (please refer to study M-475973-
01-1) @ 6@}1 @@ . © é\ @r@
AN @
L 4+ 9 2

O
adpoints are available for both, formulation (ECxppp)

<)
Regard@ fish, aquallgﬁfnver@)rates@nd a«@e, &

ande}& (ECX as). @ % @ @ N
No %eamngful Compan@n ca@e perf@mec&r fish and aquatic invertebrates due to unbound values
for the active s@stanc% fluo amQ@ Q&

For algae tl@ormﬁl,a on, dpofq\t7 ssed in terms of fluopyram) is more than 3 times more toxic
than ﬂuo@gam ref@@ a r@ﬁ assessment for the formulation is provided.

@ @ % @
MD&caIC@@mn @’ @v\g

Th cal@mn is performed for fish and aquatic invertebrates due to the unbound values for the active
substatiee fluopyram. As a conservative approach the lowest endpoints for fish and aquatic invertebrates
are used in the calculation, therefore different species are considered.
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Table 10.2- 21: Overview of endpoints available for the formulated product (PPP) BIX+FLU+PTZ
EC 260 and the active substances fluopyram, bixafen and prothioconazole @° @

. Measured S C@@
Endpoint toxicity of A B
Test species and test PPlzl FLU B@ @Z @
system [mg a.s./L] [m@ya.s./L] mg a.s,/
[mg prod./L] @ L
O. mykiss (PPP /PTZ / BIX) | LCso, acute, L7 € > 098 % ) 0005 ™~ "1\% &9
C. variegatus (FLU) 96 h : S : @ ' O & @ &@
D. magna (PPP / PTZ /BIX) | ECso, acute, 330 & 04 o | Y Q@ SRS
C. virginica (FLU) 48 h ) ’ é% : ®
A

& @) @
Please refer for endpoints to EFSA Journal 2012; j:2917: Peer review he p@cide @ asse@mem e
active substance bixafen Q‘?

o S
Please refer for endpoints to EFSA Scientific K@ort (2Q%) 106;\{}@8: i%\clusi%@gar g’ the péeo\{revim of the

pesticide risk assessment of the active substanc&prothidnazo (o3
el & TS
@ R S
N \\ \\ o &% o O X
Table 10.2- 22: Summary of re@%s Btained i# the Studies @ith the for ate(@f’rod (PPP)
BIX+FLU+PT@EC%§0 a@%om@ison@f ca§ﬂate d r{@sur%i mixture
xici : ® )
toxicity & S NS S
Q A <)

9 Y S © w)@ '
@ %eas@d toxicity @lcu d mikyure §© N
N : iyt P
N N of (converted () M d@d - )
Endpoint and g&s: 6.be a@%ased@a (as. in duggf@ odel deviation ratio

Test species «Gem Q & (LG ar o LCstgica 08> R = ECs0 mix-ca /
% <0 pei) S Copri 55 C@ ECso prr)
%, @ &) ) #’/ . & 50 mix-CA Q\Cb
ESl: 5%&\9 i[@g otaka:s. Ij} Qg@ totaks./LE
N > Q ; @
Fish L te, o 227 9 H313 1.38
is @@Q (é(@cu e&% } «@w RS [(\ Q
Aquatic @ Q & @
invertebrates @50’ @e, 4@;}1 04& @g o 0883 1.98
A The\mig(ture toxicity wf the fi ulati as re-edlculated based @h the\ln%ﬁsured contents of fluopyram (64.21 g/L),
@xafen (65.61 an@ioc zole (128.5 g§ withig the for@plation and the product density (1.011 g/em?)
(please refer to y M- 3-Q1-1). ° INS
o o L0 O K D
N RIS N

9 S
The calculate(@/IDR@ues bcet@;@e?n O@and @r ﬁ%ﬁnd aquatic invertebrates, indicating that the
formulation @es ndPcaug®an (@%Xpe d) ing ase@oxicity compared to the active substances for

these orga;%sms. No synergismior additi qal@xic{g@bccurs due to the co-formulants.

@ ¢
Therefo@ the evalua{%n of the safety @1&: ulation can be based on the risk assessment of

fluopyram. Nevert;l%g €ss, aaform tion@ase@s assessment has also been performed for fish and
aquatic invertebrates andyyvas @senteov@
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CP 10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic algae
and macrophytes ©©
° %>
>
Data Point: KCP 10.2.1/01 N RS
Report Author: o — o .
Report Year: 2013 aQ X )
Report Title: Acute toxicity of bixafen + fluopyzgm + prothioc ole EC 260 (@+65<+\1 0g /@
to the rainbow trout (Oncorhynchgis’mykiss) undgy static condl‘q@%s N @
Report No: EBDRRO01 S o & 1
Document No: M-475973-01-1 o > R Q0O
Guideline(s) followed in | FIFRA 72-1 [9], OCSPz;;@yehne 850. 105%2, @) (,) Gu‘chne 203[4] © &%
study: @ @
Deviations from current | Current Guideline: 203 (201 \ D % ©
test guideline: Deviations: The fis gth @%ﬁ%st s%?was fot re @&d. T issing\info mation
was not expected to have ,iﬁspacte e st@@g resultsr All va dityfféiteri@@%e met.’
Previous evaluation: No, not prev1m®ubﬂ%t%d N 6 % § @
& A
GLP/Officially Yes, conduc@%i9 und&\GLPkQ}%Claﬂgg recog\g\éed t@&ng t@\mes O
recognised testing @) . § &
facilities: D @ \ \ @ @ @ L
Acceptability/Reliability: | Yes & 9 é’@ & w@ <> %@ A
N e @ & R, OO
. *o A %
Executive Summary (& @ Qo

An acute toxicity test waMerf ed Wl%)l the§1 Tro Oncmyn@&ys m y\&) in a static system.
Juvenile fish were ex edt + @U + +65 30 g@) in g@@ of 10 (one replicate
of 10 fish per test leygt) to an /§s sol@tion (@ uct at nomn@ concentrations of 0.313, 0.625,
1.25, 2.50, and %ro forwa>petiod of % ho 5 & Ad@tlonal@ a control was included.
Observations ofgiorta ty and%thegglgns of 0x1§ﬁl wer@n@@ppr@nmely 4, 24, 48, 72 and 96
hours after te@utl NS Q q&

Concentrat%s of ﬁ@opyriﬁﬁ wetg V@fd b %L% M$%§S on %ys Q.and 4 for each concentration and

the contral, Measured ion ¢ in -1 rang® of nominal concentrations and no

res1due§§$ere found i@fhe c@rol sa le@bove e LOQ (1 0 @ a.s./L).
The study fulfils @hdlf& crit of Q@CD @3 gué%hne

In the control an®in tl@%&to est 1@t co@n‘[ra@ns (033 and 0.625 mg prod./L), all fish survived
until the en the @erl u t and 1o idms of ifrtoxicaffon occurred. All fish in the third highest test

concentration’(1.25 mg [ howge@d sublé¢thal effects like loss of equilibrium, laying on bottom,
laying (@e remaini at susfrce, @ureg spi ion, quiescent behaviour or darkened colouration.

In the t#® highest tes&concet@atlons (2.50%nd @mg prod./L) all fish were dead after 24 hours.

The\e\%fdpomts bas€d on r@ma&@ncanm@were LCso - 96 hours (95 % C.1.): 1.77 mg prod./L
(1.25 - 2.50 mg prod. /L)@TO]&@?l 96@ours§g5 mg prod./L and NOEC - 96 hours (based on sublethal

effects): Ozg&mg pr%dm/L § § .
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I. MATERIALS AND METHODS

Y

Test material | BIX + FLU + PTZ EC 260 (65+65+130 g/L) 5 S ©
Specification No.: 102000027828 N &@ ©®
Batch No: 2013002135 v & &
Content of a.s.: 6.35 % w/w fluopyram &% . Q § %@é
6.49 % w/w bixafen (9 & PO S
0 : % @ @) A @
12.7 % w/w prothiocona2ble Q @ § 5
Density: 1.011 g/mL S % <
y g @ & SR Q&
Guideline(s) None specified ) R o & A © &@
adaptation Q%@ N N O o @
; : N ‘o (g @ Y
Test species Rainbow Trout (Oncorhynchus mykisDy N S Ry D N v
Acclimation At least 14 days to test condftl%ns . O & @U v <\ o
Health during acchmatlorégo mo@hhe&@r 7 da pri%to testig, no tr tme for @
disease. g\? \ \ R o & S @
Organism Mean length: 57.6 i@? mrﬁ@%the (§@Jt of study\g W\? @
age/size Mean body wengQ 57 %29 gatth of Q@tud}g\ @ @)
Test solutions = Nominal concen’qtlor@@o 313¢5 0.6 1 § d./L S
Mean mea%@ rec%%’rles ba@d OIS, co&@ht fo G' opyra ranggd frofa 88 and 102 %
of nominakgoncentration & & S)
Control'@yater & N v @ N @
Evidefise of %dlssolv% mal reci@?es Weré ob ed (@ng the exposure
perigad Q) @ .
Replication of vessels @atmr@phc@%) 1 O S
0. ssels§g r@ghcateﬁ)@ @ N \\((@
Organisms %© @@ org61¥ms g Vesse§10 %& @V § R
replicate S AN & S S @
Exposure® Stath&g @ % & ‘o @ oy
@\ To%iﬁxp%@ dur@n: g hours & &Q S
Test Vessel 2 g fi ShIL testnediug) N RN
Loatng SO BT &
. ) SIS L i
Feeding during ¢ No Q) 403 N Q>
test Y f,:©Q @© O O O @
Test condjtions Tempe@ure 5@ @©
@7 Pho@yerlo hm@ gh @?ﬁogr&dark with 30 minute transition periods
ﬁt 1nt 3 - s64] ©
Ro \
N &

Water@érdne@s 4248 m &Cos/L

Digsglve %’ge - 108% of saturation
“Conducgvity: 13?%9- 150ggmhos/cm
Qlkag@ty: 3%940 mgﬁ%

M%%are('i (ON
@@erva@@ S
&

ParafdCters Q@

Fish wer erved for mortalities and sub-lethal behavioural effects after 4, 24, 48, 72 and
90 ours,

eas@ments of dissolved oxygen and pH were obtained at test initiation and once daily in
all test levels with surviving fish. Alkalinity, hardness, and conductivity were determined on

day 0 and 4. Temperature was measured continuously throughout the exposure.
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Sampling for Samples of test solutions were taken at test initiation (0 hour) and at test termination (96
Chemical hours) for analysis of the active substance fluopyram. @
analysis The chemical analyses were performed by Liquid Chromatograph/ Tandem Mass I @f
Spectrometry system (LC-MS/MS). S PN

Data analysis The 96-hour LCso value and the 95% confidence intervals were @culated by a feso B 7
computer program developed by Stephan et al. using binomial probability, méQing a@age c
or probit statistical methods. Based on the pattern of the data across the ra Sof L9 w7
concentrations tested, the slope of the do%é@sponse cu@ould not be caigulate{.\Fhe < @
@al
N

NOEC, NOLEC and LOEC were empiricélly determinegdybased on mo@ﬁes@ su <
effects. & RS v o S D
@ ©
QN Q o & & < &@
Q,;@ @ R © & @
II. RESULTS AND DJSCU@DN N @y 6\ AN
Table 10.2.1-1: Validity criteria © ?&9@ éﬁ\ﬁ @jx b@ @ S % <
. Y @S D e O &
e EUREIEN . d .
Validity criteria AN @> li@ulre(k o &Obg@ned \J§
Mortality in control during test QQ S @&9 Q\S 1Q7§§9 @ é‘p % >
Dissolved oxygen saturation é K ~ > %@% m& ’Q\Qj &-10&}%
<) ) S5 S <
¢ N VE TS VP
Analytical results: v % @@ @g @ A @ .9
D
Full details and accepta@%’)e V§gtior@lam su%rt thevanalytical @hod@e presented within
document M-CA 4, whicles tomply with they EU Gegulatory  requirerfidnts outlined within
SANTE2020/1283QRev. 10" & g & §9\ SISO
Recoveries for fl yra@n da&@ndtd?y 4%ere betWeen @@fmd 102 % ominal a.s. concentrations
(see table below§sBio}ogical r%sults&re ba%% on nQﬁinal @odoncg ations of BIX + FLU + PTZ
EC 260 (65+ 130¢ - O O ¥ & & -
No residueof ﬂuopyra,g werg ur@ the &ltrol @mp]@ abo@\?‘the limit of quantification (LOQ:
1.0 @A L). O X <D
ng ) ) @ - @% . @Q R Q\@
§§D N éﬁ °\© €§7\ & @Q
Xy
Table 10.2.1-2: 9 A @ §1 fl
able 10 8 l;\\ lC; uts(@r uf@ramﬁ@ mj@
Q © S Measured "~ Mean
Nomil%l concentratio§ Q\con &nfrati @6 % of nominal measured lr)/lean
&y 2 > I@%:a.s.ﬂ{(] 2 concentration nofl)lionfal
[mgprod./L] | [ngas/Ll® | Day0 | Day€)’| Dayo | Day4 | Ingas/L]
313 %19.9@ . 8.6 of ¥ 93 88 18.1 91
0.625 L 397 J[Qa0p, | <380 101 96 39.1 98
125 & 994 & B0 [R79.1 99 100 79.0 100
250 &7 D 1598 1629 159 102 100 160 101
5000 B 3® 4D 321 320 101 101 321 101

“

A Sonsidering f 6:35% of the active substance.
§@151 éai@u@i § of the active substance
@ & <

&
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\ E )

Biological results:

Observations: . @ @©

In the control and in the two lowest test concentrations (0.313 and 0.625 mg prgg./L), all ﬁs@viveé@j
until the end of the experiment and no signs of intoxication occurred. All fi the third kighes
concentration (1.25 mg prod./L) showed sublethal effects like loss of equilibrium, laying.on om,
laying on side, remaining at surface, laboured respiration, quiescent beh %lr or dark@n@ col

In the two highest test concentrations (2.50 and 5.0 mg pv@ JL) all ﬁsl@yere dead aftfe\r?24 l&ﬁrs @

g Sy ¢ §F &
Table 10.2.1-3:  Mortality @% R o S ({%

@ ¢ 0&

AN <
Nominal 8 D" NOL(%) %@ @6 %o
concentration I %\/ %ﬁosu@@i’me @U w ©§ X@% &o
h
W

N

[mg prod./L] @y N &
4h %24 R 48h T2 96 he”
Z g . % ) %)
Control 00) A g%(7)%0) “ 0) 1, 0( 7 0Q
0313 00 OFf 200 [ Soop IS o & 40
0.625 0 (00 To00 0 s W of 00 Y] oo
1.25 0@ L7 0w S| s | Sod 0(0)
2.50 o) Y swaog | S L@ g q }
5.00 S lay [Slogey [0 -7 & " L9 -
- No observations, all fish dead. 2 § N {° % NN
& @ @2 6@ \© \@
@ o @ @ I. CLESION @, N
The study meet V%@[y cr&erla &ccordmg\o D 20§Z(§nd ﬂ@endpomts based on nominal

trati
concentra 10% ereQ @ @@@ S

& A\
S . @y N 1.77 mg prod./L
'S L% - @0“”@7 > HGL): Q (1.25 - 2.50 mg prod./L)
OO QBEC hou@ »
highest cop@ntragggn w1th@§i§l @?&ct (b@@’d on r@)r‘[ali@g
j)N(® 96 Burs s,
highest cntrat@n w1t1%§fi’t an ‘éﬁ%ct (b@@d oanalegha@éffects)

TOEG 96 hows: 2 @
@ lowesy) conc@a‘cior@mth gf@ef?feqt Y 1:25 mg prod./L
N N @
Q A\ N N
%o %) S
AN - r§ & &

Assessment afid conclusion by “\Q'
The study@ 1ts§d@% ar@&ﬁgﬁmdered éﬁcceptable and reliable for use in risk assessment.
The en@omt ]@?Q,Cso ©l1. 77@{; prod./L

TS
@ & GRS -

&

1.25 mg prod./L

0.625 mg prod./L
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Data Point: KCP 10.2.1/02
Report Author: I /@
Report Year: 2013 w§
Report Title: Acute toxicity of Bixafen + Fluopyram + Prothloconazole%C 260 (65+6 30
g/L) Daphnia magna under static conditions & A
Report No: M-476467-01-1 @
Document No: M-476467-01-1 = e oS 2)
Guideline(s) followed in | EU Directive 91/414/EEC N0
study: Regulation (EC) No. 1107/2009?Cﬁ @ g}’ Q\\ @Q
FIFRA 72-2 (1982) R v & &
OCSPP Guideline 850.1010 £1996) « S | ©
OECD Guideline 202 (20%% Q .- & 9 9
Deviations from current | Current Guideline: 04) N @ R © %) @
test guideline: Deviations: None. ALI validity cmterla@re rg\@t% o @\ S &
Previous evaluation: No, not previously s@mtte@ % & ] N
oI f\@ (S v a @\% & °
GLP/Officially Yes, conductedig?})er %&Ofﬁ%\ﬁy %(Enls%tesmé@acﬂmes & @
recognised testing @ N é\ﬁ % §
facilities: @ \ w2 o W o O
Acceptability/Reliability: | Yes x® z} ESERYG @Q\\J Sl
Ve 6 » & 0.F O
¥ S SRS
Executive Summar @ X og @" Q S AN
y s S @ Q
An acute toxicity test w. %erf@med ﬁh d@hnids@@aph%a @na)og%)der static conditions to
determine the 48-hour-ECso. First-ifgtar ate&daph@s (<24 hduts were exposed to
BIX+FLU+PTZ EC 2@ (65+ 13@/L) 1®grouf 20@ repticates of 3 orgapisms per test level) to
the nominal concentrafions @O §1 .8 } 13, 999, a@QO %ﬁg prod./L Additionally,
a control was 1nclv§ Ir&mobﬂ@‘uon%d sub %@ehav@ural effectS@/ere determined after 4, 24
and 48 hours. @Q © & N @ @ Q

Y B
Concentratlol%c%f fl] yra@were@erlﬁ@é@y @-M SIS o§y nd 2. Measured concentrations
were in the 96 - 1{07% raige @)nom%al c%entr s and'no é’ggsldues were found in the control

samples acQove the LOQ¥¢1.0 8./
Gy ﬁ(%;é g&;a & < S
The study fulfils all vél d1t5§c eria of OF@]‘?‘) 2(@111(16 ifie. \

All control daphn@ W g he ’fh Da 1ds ifthe I est test concentration (0.177 mg prod./L)
were normal. Subfeth ect /o@mm& 1sat@a Wer@) served in all other test levels.

The endpom@@mse@on %) éonce&tgatlo wer Cso — 48 hours (95 % C.1.): 3.39 mg prod./L

(1.88 - 9.09 mg prod. /L) .38%1ng progt/L OEC: 0.177 mg prod./L.
5 S %"‘ \%
\ KQ
S % SN
B % ) @’ I. MATERIAL AND METHODS
N & 57 g
@S & @ &

Specifigation No.: 1020@0027828-01
~Batch No.: 2643-0021

Test mam@ BIX+FL TZQ@ 260 (65+65+130 g/L)
@
@ Content of €.:  6.35 % w/w fluopyram (64.21 g/L)
N

N @ % 6.49 % w/w bixafen (65.61 g/L)
N) @@@ O 12.7 % w/w prothioconazole (128.5 g/L)
Q Density: 1.011 g/mL

@
Gui@%e(s) None specified
adaptation

Test species Water flea (Daphnia magna)
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Organism First instar neonates, less than 24 hours old R
age/size at @
study initiation ‘N @é
. Nominal concentrations: 0.177 - 0.389 - 0.855 - 1.88 - 413.89.00 - @~
Test solutions 20.0 mg prod./L Q O @g
Corresponding mean measured concentrations: not relevant N @\ 2
Control: water % © &) \y\f

Evidence of undissolved material: No pre@tate was obs%gved during e@ure\\ N
©

Renlication No. of vessels per concentration (rephcaté\éb 4 %,
P No. of vessels per control (replicates): @Q @ mQ <
Q \V)

Organisms per = No. of organisms per vessel: 5 % @ & &Q & @) &@
replicate @7@’ @ Q N o & @
Exposure Static N &’ @K@ %g,\ %@J @6\ °\% ©

Total exposure duration: 48 Kdurs " @ g}\’ Q@ K@J D < U .
Feeding during = None w\ﬁ% \@' \@ @Q % @@ S) @ @
test & \ N é % D é\ ©§
Test conditions | 1emperature: 19.6 - R

Photoperiod: 16 hotaps hg%S hqufﬁsdark\éﬁm in. fan m%@@peri @ ©

Light 1ntens1ty - 662 @@ S @@ @Q o\”\a

pH: 8.3 -8. 5 & o

Water hard t0\174 mg@: as &03 @ Q @ [ é&

Dlssolved?Q;yge g/I&(SS 949 § of % @@

Conduc# 1ty 4 - 43 /c 9

Alkahmty 133 - 136 GaCO$” IS @ Q
Parameters Ob wa‘uo@r m@oblht@md s@ethal@havi&ural effects we@nade after 4, 24 and
Measured / 48Gours oftexpg C&

Observations disgolved a&ygen %@anductl% ess @kahnlty and pH values were measured at
Sest stdd soluttens andvat testend. A ion wa ures were recorded
ht nsﬁy%@s measured at test start as close

G co uously&throulggout t@?exposﬁ{e The
6® as@mbl@o the Surfacéo the 165t sol

Chemica](r’@ ngples were @ken at%st st rom fi@shly epare 1Yy tch solutions and at test end from
analys'@ com@mte s@tlon@m all rephc@@ sany
A Ih heml@ analyses w@e“penfo@led b}%ﬁlqm{@hromatograph/ Tandem Mass
@ctromﬁry s@'ﬁém gL@-MS/M%) S
Data analysis & Th 012?50 Veﬁ%we wa alcul@ by a LCso computer program developed by
@ ne %} usingbino pro ility, @yoving average or probit statistical methods.
Q " an %’)EC re engpiricalfysdetermined based upon observation data including
r@ﬁ
1ethal al
A\ @ gects, ¢
N N @ ©\

N
% "N % o
> I@%Siﬁs AND DISCUSSION
K
Table 10.2. 1@ Nﬁldl riteria” | @

Validit 1ter|@$cc. to@@EC@}Z Required Obtained

Mortality i})@%htr@uringﬂ est <10 % 0 %

I@olvgﬁ@)xygelal@éon@tration at the end of the test >3 mg/L 8.3 -8.5mg/L

&

O
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Analytical results:

Full details and acceptable validation data to support the analytical method are presented @un &
document M-CA 4, which comply with the EU regulatory requlre%nts outhned@vﬁhn@j
SANTE/2020/12830, Rev.1. & &

<
Recoveries on day 0 and 2 ranged from 96 to 110 % of nominal values. The b@loglcal res@;ts ar@aased
on nominal product concentrations. o

Given that the toxicity cannot be attributed to any one ofé@ a.s. comp@lds buttot \y\fo tlon@s a @
whole, all results were based on nominal concentratlois of BIX+FL@TZ EC 26(@@65+ 3(@#&)

Ffen were r@analyosed s&@e it is pres 1n tl@

The other active ingredients prothioconazole and by

added formulation in a fixed ratio to the analyse@t ve ingredjent. @@9 Q @ - @}

No residues of fluopyram were detected in th%ontro&;jampl@ abom}he k@t o@antl&catlonﬁg?OQ:

1.0 pg a.s./L). % @ @% S (Y % .
W\% \@ \@ < ) < © @j @§

Table 10.2.1- 5: Analytical results f@uo \am @> &6 & °\© éﬁ v §

S AT O
. . egsured,concentration N) .
Nominal concentration (@& %’[%}.s./%}% § QJ@ QQQ% gﬁl%@

[mg prod./L] [ng as/L] g D%%(Ne@ (@ayl@d)@% D@f (N&@ Day 2 (Aged)
0.177 12« |, 108 108 91,9 9 P 9
0.389 %8 |0 289 O] s Sl 9 100
0.855 553 542 o 5597 T w1008 101
1.88 MY > ] 71207 g0 N9 O | & 108 100
4.13 L6 By @9 ] O, | T 103 103
9.00 N B N Teu s [T 6P gf ¢108 106
200 O @0~ | & 1399 2385 & 110 109

NS4 9 @) @
(N . S
- o & & & N
A @ o\@ Q° @) B Q\©
FIEFITs s
@ @ § & ~ S @b
@ O ¢ .0 © .0 @
QOO O N O D
O K &2 o
=) N @% W2 %
@’ 2 Q SIS
S N A9
@ D
> S S
N (g @\ R Q
@° & >
@ \%% § - @Q
LS Q
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Biological results: .
Observations . @ @6
@

N
All control daphnids were in good health. Daphnids in the lowest test concentragign (0.177 m@%}d/ )
were normal. Sublethal effects and/or immobilisation were observed in all @er test conégntratiiis.

N
O . & & 0
Table 10.2.1- 6:  Immobilisation of daphnids ©) @% f%;\g\ \°\ @@ @
No. of immob(j@ﬂd (cumulati¥e %)Q\\Q X &
Nominal concentration . )
[mg prod./L] \)@ %posure tlme(«© A @»@ &@
o3 L e Qo #n g
Control 00 U 00 D 80
0.177 O o | o oy o] 0w .
0.389 = B0 P [N o8 | Y ) @
0.855 ol oo < S0 g 16
188 N e 0 [ o o ] & 240
4.13 S |9 o T § 0.0 S (6
9.09 @ N @51‘”1@ P S50 G . 20000
200 o« & 000 U@\ D 10%0) & ©720 (100
o O N W < N 9
N N 2 § S % %@ <&
& @@ %@) e Co@@ws@ é& N \@
The study meets tl'@?alidi&y crit and@@é end&)int&&%ed@l nomi@dl pro&ct concentrations were:
S O TR N W0 © o &
S S @Q S
o ) v 3.39 mg prod./L
) @csoz@ho%@(% @;@L).K 2 SIS @%879.00 mg prod./L)
N X % y ) Y 9 ‘0" 18.4 mg prod./L
S ECSO‘%}@"“@”’C@ ST S 0 (13.6-33.9 me prod/L)
C —48 hours,, N O
lowest Qﬁfmm on \yjﬁ an e"ﬁ&©ct @§’ q @Q 0.389 mg prod./L
9NO 48 ours: Y
highest, congﬁo&a&;o@@ effeot § @ﬁQ 0.177 mg prod./L
Y
%Q ©© ©\ § @@\ @6
@ ’ QQ < é\\ .
Assessment and c@lusian by %plic@: LQ
N S . .
Thesstudy and its data agp congidered a acc®<§able and reliable for use in risk assessment.
The endpoing@. %EC@%Z 3.§®§ng -@Qaj Q&
) Y
< Q & ©@
<
{x’ O @ RS
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Data Point: KCP 10.2.1/03
Report Author: — <
Report Year: 2013 o
Report Title: Toxicity of bixafen + fluopyram + prothioconazole EC 26§(65+65+130
the green algae Pseudokirchneriella subcapitata during a our exposue A
Report No: EBDRRO003 o
Document No: M-475997-01-1 e < 2)
Guideline(s) followed in | FIFRA Guideline 123-2 (1982) [9@)CSPP Gulde{%ﬂe 850.4500 %@12) [IQ]Z,/ @
study: OECD Guideline 201 (2006) [6]
Deviations from current | Current Guideline: OECD 20 2606) Q @
test guideline: Deviations: The pH increaseg@ythe control was 1.6 units an@ius h1@er thz@%e
maximum 1.5 units as rec ended in OE@) 2 °Thlsv1at10Qwas ot &
expected to have impac he study res%@ts All@alidity Ci ter@@ere néet. @

. N . \ \
Previous evaluation: No, not previously sq&mltted &° @ &% %@’ @6 N %,
GLP/Officially Yes, conducted under GL(%@fﬁcél%/ rec@%sed @tlng fa0111t1e® > g
recognised testing %, N N @ % ©@ @j @
facilities: & N a L7 e D §
Acceptability/Reliability: | Yes ®\@ G S ‘N Y AN QD < S

O Y S S
§@\©%§@§©®§O%®
Executive Summary @j@ @ @ N >
The green alga Pseudokzrch@ella sEbca ere e %ed X +PTZ EC@60 (65+65+130
g/L) under static condltl%ls fo @%al cuffures W1th @ 1n1t<@ nongnal cell count of
1

approximately 1.0 x 10%¢€lls/mL Wer@sed test ﬁlge nominal cBacen ons@’o 375, 0.750, 1.50,
3.00, and 6.00 mg pred./L. study design 1nced 3 @phc‘ﬁﬁes r each t€8p concentration and 3
g pred

replicates for the conftol. AtQ% h@lﬂte@als t§cell s1ty 1ls/mf>) of Q\ch culture was counted.
Concentrations o were em@ed bggLC N@/ n da a for each concentration and
control. Meay ntrations were in the 96& 106 of ngthinal concentrations and no
residues wereyound@n the @ntrolSamples ab the s./L). Therefore, and since the
toxicity hag to be aftfibutedto tlig test fon%latlo a who e, g@1ologlcal results were related to
nommal@pcentratlon%f th mu FI_@-FPT 2& 65+65+130 g/L).

The stﬁjr fulfils all- §%dlty\<;%terg&ﬁ of O 20%%u1dehne
No physical abn@ahtl S Werg@%ser&% n tl@’conu@s or@y test concentration during the study.

The 72 ho en@nts %ased@on @mm@ prod@ﬁ concentrations were: 72 hour — E,Cso:

2.97 mg prodJL (2. @ ﬁéjmg@sod ; 72 hvur — %Cso 1.91 mg prod./L (1.77 - 2.00 mg prod./L)
and 72 ho%— E,Cso: 1.8 g@d /L %89 m@prod /L).

&

©\
% @ % >
R @ ° I. @TE@L AND METHODS
N > @
@ AN @
Test materi + RO + B@E EC 286’»(65+65+130 /L)
peci No.: 1 0027828-01
@ @@ Batch D 0021 5
& N %ﬂten .S.0 6.35 % w/w fluopyram
&% @@ Q> 6.49 % w/w bixafen
Q© 2) v @ 12.7 % w/w prothioconazole
$ Density: 1.011 g/mL
20
Guidefines Not specified.
adaptation
Test species Freshwater Green alga Pseudokirchneriella subcapitata
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Culturing In-house 4-day old pre-culture held under test conditions.
conditions A@ i
Test solutions Nominal product concentrations: 0.375 —0.750 — 1.50 — 3.00 and 6.00 mg prod./L: @
Corresponding mean measured concentrations: not relevant @ @
Control: untreated medium & @
Evidence of undissolved material: No precipitates were observed during expQsure. @
Replication No. of vessels per concentration (replicates): 3 %ﬁ Q\U .9 %,
No. of vessels per control (replicates): 3 AN Mo > m@
Exposure Static Q @ § o S
Total exposure duration: 72 hours <\ &© N Q @Q G
Initial cell 1 x 10* cells/mL in each test gr;\:@ Q &° N & © &@
density Q @ K O 9 @
Test conditions | Temperature: 22.6 - 23.8 ° &° o 6\ b\% %,
<\ .

AN
&«
Photoperiod: 24 hours lightQ @ é\g @j& @C@% @@
Light intensity: 5580 - 5 omeg%f @
S
N

Type of light: bank lighi¢.c ntaﬁiung x%% whl@uorei%nt lar@% §
H of control: 7.6 - N AN ) N
p ° © S Q

Conductivity: 84. @ 4. &@ée%lhos/@' & é\’ S
Growth mediuntsame alultur&mediuny Yes\\ @ m@ S

e

Parameters pH- and condu\éw tyGgalues G@re n@ured @yest %9 angtest (72 BMS)
Measured / Temperat rmineby a@pntin % meremen on@ d1t1@ga1 incubated
Observations glass vessg]: @ &

Cell d%srty mé%uren@{s wem darly e manual @ns viq light rderoscope and

hemegy ometer shde@iellu@obser%atlon@ere dche w1@5ua®pectron via light

MiCroscopes & ©)
Sampling for @ples @F test Sdtutio ng,were &n a&@t initiation (@ur) @\n batch preparation for
chemical ch leyel. Atdgst ter%@latlon l@) san@les were coll@ted from composite samples
analysis O of alfQeplicates for ach teSteoncentrati

©© S@ les were anglysed @smg\jﬁrq% hro@graﬁﬁé Tandem Mass Spectrometry
Q em (F0) - MOMSE, &7 S

Data al}al%is Raw or transférmed-data fr treat@nt ups W, compared to controls for normality

an@io @elty@ Varlance heNShapito-Wilks test and Bartlett Equality of
V@lance@espectl ely, morm@rty arfébhomo@nerty of variance were demonstrated for
raw Or tra rmeddralu then rametely analyses were conducted using analysis of
Varl%xce (A A leowe@y Durinktt's test. If normality and/or homogeneity of variance
onstr@ed orgﬁw or@ansfor@ed values, nonparametric procedures were used.

S i
dhe E(&zo, sivaluessand thewespeative 95 % confidence intervals, were calculated using
linear@a erp@tl ell %@1 ative biomass, and growth rate.

Sta@@trcal@luau&s w@done\%th the software CETIS (Tidepool Scientific Software,

@smn@ 8.7.4% & Q

a
%
"
® @@
%,
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I1. RESULTS AND DISCUSSION .
Table 10.2.1- 7: Validity criteria o\@ 6§
Validity criteria acc. to OECD 201 (adopted 2006) Required @,Q Obt%ined Q@
The biomass in the control cultures should have increased % & @ &
exponentially by a factor of at least 16 within the 72-hour test® >1 N 84\@ é\a
period. @ NI @ @
The mean coefficient of variation for section-by-section Q @ Q\\Q é\a q
specific growth rates (days 0-1, 1-2 and 2-3) in the contr@% S 5% 9 Qﬂ %Q N
cultures must not exceed 35 %. Q o < O 9
The coefficient of variation of average specific gro%&a{tes N @J R @) © @
during the 72-hour test period in replicate control culfures must §@’ ié\? % Q 6\ 0.4 %§
not exceed 7 %. A @n@ & oy S S
MESENOECERS -N-TE
R TR @Q S & M)
Analytical results: LN \ % g y\ﬁ .
@ ~ QS Q

Full details and acceptable Validat@ da@éxto s@orﬁ@ an@tlc @wth are @ese ed within
document M-CA 4, which cply @ith the E reggatory equ@en@ outliged within
SANTE/2020/12830, Rev.1. @ @) @ @ @ S

5 5
Recoveries for fluopyram on@y 0 and dagr 3 were(@etwéen 96 % of rnnéconcentratlons
(see table below). Thereforg\’and@sgnc toxy hasjto be ﬁtrlb to, tke tested formulation as a
whole, all calculated resul@were@lat nognal %)ncen&aguon the@mul@&gon BIX+FLU+PTZ

EC 260 (65+65+130 g/L) @ D O @

S)
X
No residues of fluopsram w&e de@ted@i@the c@rol g}ple@z @ove@e lirrm of quantification (LOQ:
1.0 s./L). & .
ugaS)@?\@@&\\é\@é@@&@@
RS
@© @© ©) & K@j SRS §

; 2 S @
Table 10.2.-8:  Ahalytical resujts NS ~ -
@ ominal cgn@trgt@ N ggast’lre@#ﬁgsa cégf?entrgaon % of nominal
[mg prod./L] § [&g a.s@ s ]}@ 0 & NDay 3 Day 0 Day 3
0375 72 |9 288 O] 2318 S 230 99 97
07507 ) (W6 |7 4ns 45.6 100 96
1,50 O30 N &5 @ 94.7 99 99
A0 9 9l D193 200 101 105
6.00 81 o | 381° 405 100 106
N ® & N o
© @ 4
$A0 gf N
@ < Q & ©@
@ o O
S S
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Biological results:

©

Observations: @ @6
No physical abnormalities were observed in the controls or any test concentrati@s during the y. S
& ©.8
AN S I &
Table 10.2.1- 9: Algae growth rate s g\g a @ é\g
A D (]
Nominal concentration Mean g:f/‘;l’;h rat: X ©Q % lnh@@l%ion é\” &
f\
[mg prod./L] 0-72h @ S 6 72k X9 g
Control 0.0616470"" 2 L o i >
0.375 0062328 . W] SN @ @M <
0.750 0.063632 @ & |S @ a-le,
1.50 00558660 @ Q@ Y o 94® & S
3.00 0.030611 < Ol O . 02+ S
6.00 D 0.002564 7 O« @58 O
A Growth rate [ 1/h ] is calculated froré3he ce[f'density data. 3 N § &y &
B % Inhibition=100-((Treatment gr@ paraméter mean¥confrol parameder me: @IOO).@ N N
* * Statistically significant from confrol (Ifznnett’ S@lltlpl@ parg test&@ 0.056D Q) N
@ & U S @ S«
N o @ N
Table 10.2.1- 10:  Bioma NI L N L9
2% %© = PO Sl ~
. RS % ibition of
Nominal cong"/‘i“ @ %@mula@'e b(l{@’l RN Q %, cuniulative biomass ®
%
[mg pro @ NIRRT ) . 0-72h
Contr%ﬁ“@ @ O 15442 Q{@ RN -
030 O K o Jwe31a oy @$ . 6.0
0750 T N o N 16138 -5 5 45
° 1.50 o LS &) e (9 30.9 *
A30 @ O a22920° G 85.2 *
600 > & & L0 133 & 98.5 *
Cumulative e armpnder@iéqgrowth curve.@

@f’hass %equal
% Inhibition= 0@ At

grou;

Statisti signj t frofy contr&
QR
3 & ,@ & &
@’ & SR @ o
SRR
S @ &@\ o O
@%
y & SR
@ Q Q & ©@
o & o
Q
< N) % S
§ s
¢ & <

ramé&gr mea@ntrol meter mean)*100).
e@s muyltiple comparison test; p < 0.05).
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Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

Table 10.2.1- 11:  Yield
. . Mean yield * % lnhlbltw@f ©©
Nominal conce/r]itratlon [x 10* cells/mL] yield
[mg prod./L| 0-24h 0-48h 0-72h0 O 0-2kF o,
Control 2.84 19.67 83.670° RN
0.375 3.22 21.00 8809 52> B
0.750 338 18.78(9 90117 SIS
150 2.61 14.45 ©34.83 o R5* &
3.00 1.59 391 810 & Qo3
6.00 0.32 055 R 920 & [ o 998+ Q@
A Yield is determined from cell densities collected a leately everng4 hour%hrou hout the\dﬁ)atlon & the
* Statistically significant from control (Dunnett's ]@iﬂtlple c&)mpans st, 05)% 6 o\% N
o @ &N A & S
< @ @ S % & ¢
S99 R s 9O & ¢
Q@ H@; Ncis1 @\\ O & VOIS
The study meets the validity criter; idind @ endpoints ba sed n on@l pr@§i § entréfions after
72 hours were: % % > @Q o ©©© S \”\9
& S QO
N o > & 2.97 mg pro JL
E:Cso 72@1;0urs8§ Yo C@@) @& Q @ (2.94.3.02 e prod./L)
S 1 NS «_1.80 w8 prod./L
E.Ca -72 howty 952 CLYSS 2@ O [ (%5 18 me prodsL)
(o8 N S 2o © L@\g’ mg prod./L
@% 'g hours (95 % C8): O 2 (1.;,\?%1 ~'1.55 mg prod./L)
N N @ Q191 mg prod./L
&C%H hodxs (9§§A’ C. I% AN N & .77-2.00 mg prod./L)
S (c’@ @ D @ 1.17 mg prod./L
- 0, (1)
B 7“"“%;95 & CK) @ % (0.984 - 1.26 mg prod./L)
- @ (g
D NS 0.948 mg prod./L
N Ebc@% 72 h@ (%@C L § Q" (0.719 - 0.982 mg prod./L)
Y AN 1.80 mg prod./L
EQs - 72““""@5 %\@‘ ): & (1.67 - 1.89 mg prod./L)
) N 1.12 mg prod./L
@@ E@@Z byt S%%’ Cldy \§ v (1.04 - 1.18 prod./L)
] o YRS 0.926 prod./L
E,Ca-2ho w95 %&): (2 @ (0.833 - 0.951 prod./L)
’ . @OEC&ET2 houts: N
lowest toncentrati ith ec&@;ased&n grqv@@rate yield 1.50 mg prod./L
X v bion{&s s) & {g\\
NOEC -@ S: Q
highest concéfitration withogian e \/\»\Q' (basgg®on growth rate, 0.750 mg prod./L
& %%. .
R yield@nd bigmass)
S 0 & 9
>y S D
FTF S
RS IS
@ é@@ TS
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Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

Reliability assessment (EFSA 2015)

The following table provides reliability indicators for ECio values for Pseudokirchneriella subqa&Za.@b
M N
Biolog‘ical ECio 95% CL NW R&ionship O\@
endpoints [mg a.s./L] &Clo/ECzo/so § @@ &
Growth Rate 1.48 134 1.55 @@ciﬁﬁm @\‘C”’fhf;}%g? Q\ %@Q X
Yield 0.926 0.833 -0.95 1% (efc;ﬁznth© EC”’g@% :‘VQ @<§ é}©
Biomass 0.948 0.719 0. @ @())277 (go0d) . @ C%(hi;];i’@ < §

3) °\
Assessment and conclusion by appllﬁg_ N @} &6 x% O éw N §

'~ . O
The study and its data are cons1der@s a C&%ptab@nd ﬁ@able@r uss@yv}? risk@%es@%ﬁ. %

o
The endpoint is: E,.Cso = 2.97 m@&od./L@j ™ Q\ A O LN
@ >/

Q o R
CP 10.2.2 Addl}i -term and clwd nic@xi ity studies o§sh, aquatic
n@rte d g dime -Q Hing o@anl ns
{

@
No new studies W§£CC§S&I’}/ b@d @le c\urrent d@ req@@%me&ts Ple@e refer to Document MCA,
\

Section8.2. ¢ N\ & N r\g
©© & o & v §
RS ~

CP 10. @ Fu@ler @tmg@i aqu%w Q&gamq&s

BN

No studles were n%gssari%base@n th rreﬁk?at requlr@ents Please refer to Document MCA,
Section 8.2. @ @ BN Q S
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CP 10.3 Effects on arthropods .
& &
CP 10.3.1 Effects on bees @\ >
@ @ @
N & QS

The risk assessment has been performed according to the existing guidancg in force at th@-tim ~f the
preparation and submission of this dossier namely the EU GuidanggYDocument Gh Té?@estrl&f@
Ecotoxicology (SANCO/10329/2002 rev 2) and EP Standard 3/10 Enmonm@al @ %)
Assessment Scheme for Plant Protection Products — Cha er 10: Hon@ ees. @© § %

Where bees are likely to be exposed, Commission @e:gula‘uons ) 283/2013@1d 282/!%01 @équ@
testing of both acute (oral and contact) and chron1c1ty, including s rleth As there arglno
current testing requirements for any bee other thiw for the hongy bee within egul Ql&gon EI{?@@I 0% 9,
and as the target crop (cereals) is non-nectariferous arig considered fo be unattra to bees for'pollen
collection, the risk assessment for honey becSis cen 1der®o b@@rote@e ofBees in geneﬁ% and no
additional studies on bumble bees have beé% cam@ out\ Q @ @§

In addition to the standard toxicity stu@%s pe@érme@/lth t h@ey bees (OE@D 21%&9and the
following studies are also provided: ©Q N @ @ R é\’ @

4 & y &P @ &
SHENS)
- Chronic 10-day toxicity tesggvith the repr@nta@ fort@%ltl IX @LU@TZ@QC 260 on adult

honeybees under laboragé? con(ﬁtloné§@ECD M-688385-01 ) &
N
- Toxicity to honeybee@arva@%de b@ry con@dmons fo@rmg@pem&g@exposme (OECD

guidance documeig%% 1\4%7046@9)1 1-1 6@} \@Q é C&% \§
>y T e § s SR
& 9 Y @
N) Q N RN Q@ 9 SN @
S NN
& £ .0 O « 6?@0\9 & @
AN . & O
& & Dy @ v
N ) > @ o
& F§ ¥ s e
AN RS Ry
§ RENIIAN > é@
T e &
@ O & .9 © O @
Q O © SN S D
¥ o K 2
3 S & W2
@’ NS @ & "\%
S N AN
> N S & &
> . @ﬂ&@\ O
&@ %%gf § N
@Q Q & ©@
SN
AN
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Table 10.3.1- 1: Ecotoxicological endpoints relevant for the risk assessment for bees for BIX + FLU +
PTZ EC 260 & D
Test substance Test species/ Endpoint Refer jﬁ}s §
study type P @ 6@ A
> d (2008
Apis mellifera, LDsporal (48 h) >102.3 pg a.s./bee 94— L
Fluopyram tech. acute test LDsocontact (48 h) > 100 pg a.s. /bc%% Ko( 161/0 1&@

KCA 8 2.\.1.2/04@ @

\@ (03 | &
Apis mellifera, LDsooral (48 by > 312 pg prd./bee -468974- S)
acute test LDso contact (4%@ >200 ug@md /bee &© KCP 10. 3@ 1/01g)
KEP 10 3.1.1. 2/@4
. . Dsp > 50
Apis mellifera, QQIOED]@) 20. @tg pr i%; ’ﬁ ee/e&y (ZQ%%@

10-day oral rod dlet@ M-688355-01-1
BIX+ FLU+ feeding test L&EC mg\@rod Kkediet . I&P 10 @2/0(& o

PTZ EC 260 %7 NOEC 417 fng progkg die© N’
@} \\IOE@% 66 &% pralangs . Qs ©§
Apis mellifera, Q % § mg d /kgddiet @ m
@)
larva 10 %86.6 ug a
22-day repeatedQ EC 650 m¥ prodKe di .
feeding tesiy, &@ E[@ 102,Phg %d./lar@j& S KCP% 3.1.3/01
N N @ E@go 842 mg giod./kg diet @ é
v ¢y «EDso 5:J33.1 fig prody/lirva &
Bold values used in risk assessnfegnt Q N Y S N 9
a.s.. active substance = N ) § SN QD *o $ @\y\?
prod.: product % @ © Q) @@ . @) &S . @
S SN QO A N
§ é °\® § N e Q@ 9 N
Risk assess eé) for & s N @ < v § §
S S <O @ & @ o
The risk as@ssment fo ees is by \ed o@t’he (@e—tim@liar application of the formulated
produc &ﬂ + FLU+ P ley at rates@f 1.2 @rod /ha (corresponding to an application
rate for uopyram %/ ) and@% Ly Soduct/ita ( esponding to an application rate for
fluopyram of 39 /ha% The@ute (6% ndp@ats Values) for both the active substance
fluopyram and t]@ atlo X+6§L + used as part of this risk assessment.
Hazard Qu@@nts @ @Q O\

\

Q @

The rlslt}é@essment is based @Qgﬂa@ﬁ Qugtent Qg%roach (Qu) by calculating the ratio between the
application rate (ex %?sed g a.s. or @du@er ha) and the laboratory contact and oral LDsg

di S b
(expg%sse in pgas-or pr@yct pey ee)Q@

Qu Values are ggjeulated usin %ata m th&studies performed with the active substance and with the
formulatloi@ V&lh@@hl@ 0 indicate the need of higher tiered activities to clarify the actual
e

risk to hon es,
T &y O
s& maximum application rate [g a.s./ha or g product/ha]
S =
Hazar@@uoéy@ Ora% "Quo= LDg, oral [ng a.s./bee or pg product/ bee]
Q© % @
J) . maximum application rate a.s./ha or roduct/ha
Hazaruotlent, contact: Quc= P - _lgas/ EP /hal

LDs contact [ug a.s./bee or pg product/ bee]



E Page 98 of 187
BAYER 2021-07-05
! g Document MCP — Section 10: Ecotoxicological studies
Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

Table 10.3.1- 2: Hazard quotients for bees for application in barley, 1 x 78 g a.s./ha — oral exposure

Oral LDso Max. application Haz?rd ‘ -pnon@y
Compound [ng/bee] rate quotient | Trigger | acceptabléyisk @y
ne [g/ha] Quo % for adulybees~ |
> S
Fluopyram tech. >102.3 78 <0.76 %0 des @Q
BIX+ FLU+ PTZ N ) O f@
EC 260 >312 1213.2 @ <3.89 &% 50 S oyes
A Based on an application rate of 1200 mL prod./ha and a prodd¢t density of 1.@%19 g/mL @@ § y\g@
O SERS)
@ < S R O &
K\ S o @

o & &
Table 10.3.1- 3: Hazard quotients for bees for@watlon in b@rley, 1%39 g /hx—@ral @os@

2
Mak, application Ha d v~ &7 d-priori
Compound O[r a/lblggso S) ra&@ quptient @?f‘l‘rig@? cceptalile risk
2 [g@a] @ Do a Clor ad@lt begs™
R O _pexd |L O
Fluopyram tech. >1023 . \ 39 @\ 7 < (88 S0 & %, yes§
AN o Q
BIX+ FLU+ PTZ 2312 OY & es%r o8| @ToaS § @? s(\
EC 260 & TN N 8 g@
A Based on an application rate of 6@mL %)d./ha %l a pro@ct de@ of 1.0)1 g/m@\\jj @J
@ @ N @ Q& S «

The hazard quotients for 6§ e osure r b th 51 e appilcatl @ate@t 78 %d 39 g as./ha
corresponding to 1213.2 aagl 6066 g pr%&lctgfespe Vely, are b%@w @ahd&f@d trigger value for

higher tier testing (i.e. Qi < 5% @@ @
S \ @ NS
S & S
& <
able 10.3.1- 4: azafd quotients forsbees for applicatio ar a.s./ha — contact exposure
Table 103.1-4: €0 quofients foibees fo pp@t g@b@s x@g /h tact exp
b)) &
@ Q Co@act L@o @x a Tlcatl@ @zard A-priori
Compound Kf /e . @uo@&@ Trigger | acceptable risk
Z) ng/beg] /ha] G for adult bees
») @
Fluop \{§ tech. @ 7 00 & N N § &.78 50 yes
q & :
BIX+ FLU+ PTZ QY| < 4O N
£C 260 S > 13260 <6.07 50 yes
A Based O@an appl@%n r@\,of 12@9@%& pred./ha w“a pro density of 1.011 g/mL
Q @ N >
S\ @ @ Q @@@ @
Table 1(@1- 5: I-[ai@‘d q@nts @ be@&)r a{é\gﬁcatlon in barley, 1 x 39 g a.s./ha — contact exposure
@lax application Hazard A-priori
\%Compound > @%{tact EDso Q rate quotient | Trigger | acceptable risk
ug @ & [g/ha] Qnc for adult bees
S)
Fluopyram ?@ N ﬁ 100" @Q 39 <0.39 50 yes
BIX+ FLISOJTZ QO _ X N R
EC 2 6Q{\ @ c5” >0 606.6 <3.03 50 yes

A g@ﬁa ed o@ applieation tr&iﬁe&of 600 mL prod./ha and a product density of 1.011 g/mL
& o
&S & T
The hafard quotients for contact exposure for both single application rates at 78 and 39 g a.s./ha,

corresponding to 1213.2 and 606.6 g product/ha, respectively, 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 @ @6

N
Both the active substance fluopyram and the formulated product BIX+FLU+PTZEC 260 of 10@%xi it
to bees. The technical material exhibits acute LDsg values for adult bees of >@0 ug a.s./bede (con@
and > 102.3 pug a.s./bee (oral). The formulated product BIX+FLU+PTZ is of lowgexicigpwith
acute oral and contact LDs values for adult bees in excess of 200 ug pr(ét/bee HQ values Based @{f@
the use in barley for both the active substance and the fg ffulated prodget are cons1d<e§bly%)\ver
the levels regarded to indicate a risk to bees. As per the GAP, a max1 of one foligi=spraynapplieation &
of the formulated product is intended in cereals betwe %&BBCH 30 @61. Cerealsire noxiectagiferous
and generally considered unattractive to bees forgg llen collec@n t%tw renQermg@xposu@ to {@
formulated product unlikely. )

Although the probability of chronic exposureito the f@l’mulag prdﬁuct f@@lth@oneNee aﬁﬁs or
larvae is considered to be low, the applicant r@ogn& th@éw T 1rel@s fof@hrondc effee% data as
stipulated by Commission Regulation (EU%&NO 284/201 0 As s@l a chroniggoral to@mty @ (@”&y
feeding) as per OECD Guideline No. %45 a&}vell&s a cl@)mc arvag, | faboratory study (é§ated
exposure) as per OECD Guidance D ‘I%No with ith> the 1@mul°a@d proctuct @( FIQJ+PTZ
EC 260 were carried out. These stu w11‘kg, dres%ot \@1 ch@uc té%lty eesand effects
on honey bee development and o@r hon@ bee Tife st tages, @’pect Y, 1@000@@nce With the data

requirements as set out in Com@l on %gul@zﬁén ( No @4/2@% @ @@ «
@

Chronic adult toxicity %

A 10-day laboratory fee&?ng s y 1nvest1g @%fec %BIX%LL&TZ 260 was conducted
to assess chronic tox@tyy to ey @ S 1n a ord e wi«th OE Guxgehne N0 245.

The study conclud@” tha&contm@s 71N/ bztum feedi at %38 mg proc@ct/kg diet over a period of
10 days led to 4@6 marfality.The LDDs; wis. determine ug fiteduct/bee/day. The NOEDD
was identifie @ 0.7 pr duct/bes/da @ally@s ith 2§’ ug preduct/bee/day of over 10 days
(total dose = %e d1 ot ifduce g@:er @prtalitYcompared to a single acute oral
exposure &0 104 4 ug &oduc b ich r@esent@ythe @cute @él NOED as identified by KCP
10.3. 14% 1, M-4697%4- Ol—§l heréfore, study reSults d&hot @103& delayed or cumulative toxicity
effect 110W1ng Ch% ic exp to B §FLL& Z EC 26§ompared with acute testing. Details of
the study are pres@ in KCP 1

S 5 o

@ R Y @ s & o
Chronic laoxlc@//ef & 50 %ood\ °\ @
A hone‘}%ﬁﬁ larval toxicity t&@ ass &@eft‘e& t of BIX+*FLU+PTZ EC 260 on adult emergence
followiigrepeated feeding ex sure was ¢ to address effects on immature honey bee life stages
and their developr@é&} 2- d@ labo@ory se-response test assessed larval and pupal survival as
wellas adult emergenceyfo llgwing ex sur§ nominal concentrations of 108, 237, 522, 1147 and
2522 mg produgt/kg diet (corkespo g t@i&cmal concentrations of 88, 199, 417, 937, and 1993 mg
product/kg di&$). The%f?)rr nding nomln cumulative doses were 17.0, 37.5, 82.6, 182 and 399 nug
product/lar (wi@ctu nsy@qed d eé« 5 0f 13.9, 31.5, 66.0, 148 and 315 pg product/larva). The 22-
day NOF@(em ence) yvas identified at 66.0 pg product/larva (with corresponding NOEC of 417 mg
product&yg diet); indi atingisk to honey bee development. Details of the study are presented in KCP
10.3.@/01@-70%§ Q1%L

@ & <

&
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CP 10.3.1.1 Acute toxicity to bees

CP 10.3.1.1.1  Acute oral toxicity to bees Q\@
@b <& @ &)
Data Point: KCP 10.3.1.1.1/01 o .
Report Author: I @$ <
Report Year: 2013 Ca 7N
Report Title: Effects of bixafen + fluopyram othloconazol@c 260 (65+@?13% (Acu®
Contact and Oral) on Honey Bees'(Apis melh;@ L.) in the LdBoratoryy” A
Report No: 81781035 o Y A QRO
Document No: M-469774-01-1 AN R s’ N & © &%
Guideline(s) followed in | OECD 213 and 214, 19@©U ~ L@ N O ¢ @
study: oS o \ N 8
Deviations from current | Current Guidelines: @CD @fﬁ (199§Yand QFECD @ (19
test guideline: Deviations from QECD q%dehn @ewat@ls to th & ©
Guideline 213 ed Al vahidity erl met
Deviations frofiy EC&Guld@me 21@ atl olu f5 L was
in dev1at10nhe gg%ehne@pemﬁeg valug reha@e dlsp@swn
This devia is %t exgec{@d to?g e 1m@cted sult 11 Va@jhty
criteria )@%re met.
Previous evaluation: No, not previo@sly s itted O U
g PRy e C&
GLP/Officiall Y ducted G P/Off Y d@’@ ti iliti
aLPo 1§1a y s, cowc e L@@r & 1%23 y re&fms@\ s tng%gam ities?
gnised testing % N N Z)
facilities: . 9 & o oo X’
Acceptability/Reliability: [Yess) ¢, © o2 O « S
2 ©) S
> TS e § & o
Executive S @ S \Q S @@ <

The purpose @hls y w@s to c@e @the ute cOntact § tox101ty of BIX + FLU + PTZ
EC 260 (65+65+13@’g/L) o the gpney bee ( mel ra L) 1ty of bees was used as the toxic
endpoint; § lethal effegts, sughvas ¢ es insbehay 10ur,@' a{ assessed.

Underﬁ%boratory con@f‘uon&% worker WE{@@XPOY\\@(], fo&@& hours to a single dose of 200.0 pg
product/bee by to \I apﬁllcatlo&co ta@ li test)%ud 30%orker bees were exposed for 48 hours to
doses of 312.0, %6 6 ug produc /be@y feeding (oral dose response test, values

based on the a@ual ingake ogfﬁe tes@ m)© @ >

The contact t @t com%nse@ watky cont‘@grou@ In tral test bees in the control group were exposed
to 50 % aqueous s(%gar solgfion. @ﬁ)ot %&ts ic reference item (dimethoate) was included.

The contact LDso v. (48.h) as\determ%ned t@e >200.0 pg product/bee. The oral LDs¢ value was
det{ﬁsnned to be >312.0.ag rgxf@t/b@ @

The study fulﬁl@ﬁll validity c@%’na@@he ©gnt Guidelines OECD 213 (1998) and OECD 214 (1998).
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I. MATERIAL AND METHODS

& D
Test item: BIX + FLU + PTZ EC 260 (65+65+130 g/L); Specification numbeg; 10200002782 01"
Batch identification: 2013-002135, Sample description: TOX10113-00; ﬁr\ical Vah%be.@blxa@l
6.49 % w/w, 65.61 g/L, fluopyram 6.35 % w/w, 64.21 g/L, prothioconazolépi2.7 % w/w, ZS&QL;

density: 1.011 g/mL; % § L o
9 S
Test species: Honey bee (4pis mellifera L.); female Work@ees from a éealthy and qu@}n r@t colg oy Ay. @

Test design: Under laboratory conditions 50 worker b s were expo@ for 48 hour@to a s@gle @e of @
200.0 pg product/bee by topical application (contact it test) an worker beé\@vere pos @
hours to doses of 312.0, 165.7, 104.5, 53.9 and 26, Ott product/be by f@ﬂm ral g %se respons

value based on the actual intake of the test item)&)

The control used for the contact test was tap@ﬁter @@1 0. 5\9@ Adli%lt prea(ﬁhg of %e test
droplet on the water-repellent hairs on the %ﬂrax %?bees \ ] ate@ntrol@mu %ra 5@

the control group were exposed to 50 Yo W s&ugar 10 Thﬁlc referenc ate
(Perfekthion EC 400, 400.0 g/L nomu@L 411% g/L 1yt1 % pplf

ina dosel s of
0.30, 0.20, 0.15 and 0.10 pg dlmetthe/beé&m the %@ntagﬁ@test a 3(@ 15 8a 1n the
oral test. g‘@ @)
@ %,
In the contact toxicity test each t&tm@gt gr (te ntr @dnd ~ fere 1temNomprlsed 5

replicates including 10 bees . In t’ﬁ'e oral xicityrtes gdh tr ent g oup@est i IQ.« , controls and
reference item) comprised 3%pllg{es 1nc@1ng {0 bee%each &

%
Application in the contact fét: A@lgle et f the c rol teﬁ 1ten@1d @cstandard (vehicle:
0.5 % Adhisit) was ‘iélced dors rax 1n a Burkard §6 plicator, following
1th

anaesthetization of t@b Bsed ora &al exp@len & roplet was chosen in
deviation to the g llne&reco@nd 5O %@ropl@ since hl%@er volume ensured a more
reliable dlspersm@of t&@st 1@3& \ @ @

Application 113\\@1e op@test@ he tesf ite @1’1d r&ﬁerenc@tem §re a ﬁﬂled in 50 % w/w sugar syrup
(30 % Saccharose & % Glucosg, 39 9 cht%@ Untieated @gar& ution was offered to bees in the
control g&(%p The treated f w fferéd’ in_syrin whiélr were weighed before and after
introd n into the (@&)S ( tion“ot feeding b@een mingies and 6 hours). After a maximum of

6 hours, the syrin co}tfﬁimn he treated food were re&eved weighed and replaced by ones
containing fresh, eated Too % w/w sw@‘r sol@gion)
Dose levels: 2 Q @9 Y < @

‘e O &.O O O &

Nominal do$&8 of th@test&@m QNOO @g p@@uct/bee (contact limit test)
-\
@ 4

S
@ 2 N , 206:0, 100.0, 50.0 and 25.0 pg product/bee (oral does
@ N N e8P on@est)

Act%éf’dose of the test it@or@é@ét) Q@SIZ 65.7,104.5, 53.9 and 26.6 pg product/bee
Nominal dosei @fthe rgfege itep© @0, 0.20, 0.15 and 0.10 pg dimethoate per bee (contact test)

N ® @0.30, 0.15, 0.08 and 0.05 pg dimethoate per bee (oral test)
X
Actual d@s ofﬁ refﬁe©nce (oral test): 0.32, 0.16, 0.08 and 0.06 ng dimethoate/bee

Test @m?dltl e@era it 24 - 25 °C; relative humidity: 52 - 82 %; photoperiod: 24 h darkness
& du@?@ ob@vaﬂ%@

Statisti %esults obtained with the bees treated with the test item and the reference item were compared
to thosﬁbtamed with the control in both the contact and oral tests. The oral LDso, 20, 10 values of the test
item were estimated with Weibull Analysis. The contact and oral LDs values of the reference item were
estimated using the binomial distribution (according to STEPHAN, 1977). It was not necessary to correct



E Page 102 of 187
BAYER 2021-07-05
! E g Document MCP — Section 10: Ecotoxicological studies

Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

the test item and the reference item mortality, since no control mortality occurred in either the contact
or oral toxicity tests, respectively. The NOED of the test item was estimated using Fisher Exac@st S
(pairwise comparison, one-sided greater, a = 0.05), which is a distribution-free test and does notLequ @§
testing for normality or homogeneity prior to analysis. The software used toggerform the istical
analysis was ToxRat Professional, Version 2.10.05 (® ToxRat Solutions Gm?@@

n

z&
@2

Dates of experimental work: June 3™ to August 7, 2013

¢

II. RESULTS ANDDISCUSSION

S R
o
S

&
%\

Biological findings:

R

@
%y

Contact test 6\

@0

At the end of the contact toxicity test (48 ho@ aft&@ﬁpph@ 0n @»%0 %@

product/bee. There was no mortality in tl@ntr&@ro&%ater 0.59 Adh@t)

During the first assessment (four ho
(moving coordination problems and

apathetic.

Since 4.0 % mortality occurred 11‘@16 2%) 0 pg%produ@!bee
as > 200.0 pug product/bee.

§@
N

ursiatter %pp

Y

S
S

9

GEa

ath& After 24 @48 hoQuirs o@khe

@ﬂ&@
@

of%h begs

&
N

N

eh%ng a

%@ one @ée was

@up, &t@ con@@t L% can Qe considered

@%

o

S
rtalify’occurred at200.0 ) e

@

rmal

9 S
Table 10.3.1.1.1- 1: Morf&i?y a&d behavi6ural @or%ﬁties ofthe bées in @cm@ toxicity test
@) S

& @% AftePah  >© O o Afterdd h f;§ - 7 After 48 h
av. Yy . Behdv . Behav.
Treatment gr(§ m@/l ortbal§ abnorm. ali abnorm.@ Mortality abnorm.
N o SRR -
©© @ - Meaa [%] % S ﬁean 7, Mean [%]
Water control (&K' v\g\j().O ‘ 0. 0, 9 @>\6 () 0.0 ‘ 0.0
Test item [@ product/beg] sg;‘/)) % é v @ g
+200.0 af @ Qﬁ 580 © 20> | 20 40 | 20
Reference item [ p@/bee&\\ P~ Q S G Q\
0.10 N i 2,80 N O.Q@’ Os.0 & 0.0 12.0 2.0
015, U@) o R IS 12.0 40.0 4.0
0.20) € Q2.0 | N42.0 ] 3820 2.0 60.0 0.0
430 ~ 4. A= 7%.(%// @74.0 12.0 84.0 10.0
Results agéMean values of 5@eplic (controf, test@n and@?erence item) containing 10 bees each

Behav. abnorm. = behawy

Testi\?&m: BIX + FLU%PTZ

Oral test
The maxi

over ap r10d
mo@gty leggls of]
Ngftnort

aqueo

%%
n \mal se leyels ofy
achwved@ecauﬁe bees di

six

al abgormalities

0 g6\§@65+1§§

<

o
SN

R

SN

QO
S

N

/L)@erence item: dimethoate, water control = tap water

%e test item (400.0 and 200.0 pg product/bee) could not be
ot ingest the full volume of treated sugar solution even when offered

hkgurs AQtual oral doses of 312.0, 165.7, 104.5 and 26.6 ug product/bee resulted in
67, 3.3 and 3.3 %, respectively (48 hours after application).

occurred imthe 53.9 ug product/bee treatment group as well as in the control group (50 %
gar solution).

During the first assessment (four hours after application) moving coordination problems and/or apathy
occurred in 40.0, 63.3, 40.0 and 13.3 % of the bees in the 312.0, 165.7, 104.5 and 53.9 pg product/bee
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treatment groups, respectively. During the 24 and 48 hours assessments, behavioural abnormalities were
only observed in the 312.0 pg product/bee treatment group. @@

Since 30.0 % mortality occurred in the 312.0 pg product/bee group, the oral LDso can be consi%@red agy

>312.0 pg product/bee. @,Q &@ O @@
S < o
Table 10.3.1.1.1- 2: Mortality and behavioural abnormaliti@of the bees inglye oral toxicit%%st c\@ &
After 4 h CAfter 24 h O Q§@fter§®1 9] @
Treatment group Mortality a];f]l:;;. ]@rtality @%ﬁgﬁ:n M@mlity@ a];e rn;.@ ©
Mean [%] @@ Mez&[%] @@9 Q @an %)] @}
Control 00 [ 00q | £p0 &F =0 - e
Test item [pg product/bee] Q sz\@ g}’ @ %@’ D <« .
26.6 0.0 9 . P 0¥ [N o0 [o 339 &g
53.9 0.0 133N 500 9 a0 P &
104.5 0.0 B 400 |5 33y | 006y | &33O %o
165.7 0.0 <7 &3 " 267 7 o7 O 268 [[D 00
312.0 67 X | 4006 | Q00 & 83 .9 0 < 67
Reference item [ug a.s./bee] \@@ o v @ {\@ . o s AN
0.06 %00 « | 0 67 007 [e 100 0.0
0.08 9 00 O | M33a7| | 100 3« 267 33
0.16 ) 4 3q§ D46 |o 167 V| §p6.7 0.0
0.32 ol w1 & 00 & w7 O 1y [ 833 33

Results are mean valu 3 re&licates (@trol,%@t item and re ce itef@) containing l@ees each

Behav. abnorm. = behgvioural@bnornialities; v &, -

Test item: BIX + ELU + P@Ec 260°65+G5+130 g@
N

}e item%met§u§%, co@ =50 % w/w sugar solution
F & o © o

referég
& &

RN . S)
2 2 i et @i h B
The endpairits for the cntact or. icitytest are sh in th&able below.
A O @&\gd ® o \§ vg@ \ék
SIS
9 & RS ©©
o N F.O & O @
A N
S\ L 4+ 9 @
@7 & N @ y Y
<2 R S o
Q N S0
= N S & &
S @ &@\ O
@%
@ O é@ < @Q
N Q
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Table 10.3.1.1.1- 3: Contact and oral toxicity of BIX + FLU + PTZ EC 260 (65+65+130 g/L) to honey bees

Test item BIX + FLU + PTZ EC 260 (65+65+130 g/L) & @©
Test species Honey bee Apis mellifera L. ﬁ& [iog
E Contact Oral S @’ @
xposure (solution in Adhésit (0.5 %)/ water) | (in 50% w/v@%ueous sugar &1utior@
N
Test duration 48 h @ 48 h @i&% . § ) § K%F@
Nomigpl dose: NN @
b X 4009~ 200.0 — 106~ 5042 25. N
ose rate [pg product/bee] 200.0 & al dose: 5 @&” ©
@ %z.oé 1657 < 104.5- 530866 @
pJ J Q
LD duct/b >200.0 & >31% o
so [Lg product/bee] ) . & 2 @ Qb\ %, Q
LD duct/b >200.0 SR 0220 @ .
20 [g product/bee] 5 &S \@Q é& %© @x @ é
Bl US S O
LDy [pg product/bee] > 200.0Q@§ N N@} N y; 160 - @ N f(§
L
NOED [pg product/bee] > 20&@ % NN @104%@ S §” &
R S VY O ’
@ 2 o7 @é @® @ S ®©© . o
Reference item § N @ v o @ & o
The contact and oral LDse(24 h)&luesé‘g the @erenc@item (%im@@)at@%%re cédculated to be 0.20
and 0.17 pg a.s./bee, resp@ctiv%r. ) @x Qv o @y\’
Validity criteria: &Y ¢§ %, © & \@ Q A \@
N o £ = Q" &
m

The contact and oﬁest&werg &id&@ valid as t@con ogality i@each case was < 10 % and
the LDso values @ain@vith@ reference@m (c&metho wet@withifthe required ranges.
@ B

8
©@©®Kf§9@§©©@

S o
TablelOSf%l-& i@ir ity cri @{i S O o @
Sl < @)‘@” & ST SN
> kg
Validity Criteria /s /S« Recominended O Obtained
@@} U (&@ U% ] ‘© > C(@act Test
. ST R T | 0
ono mo’%@y O © SN D Oral Test
< R = o@
% Coptrol o7 | D F<10% | 0%
@w @ 2 R . S @ Contact Test
LDspof reference s, Kiﬁimet@ate f\@ ‘ .10 - 0.30 pg a.s./bee ‘ 0.20 pg a.s./bee
iten¥ (24 h) ¥ o _ >~ .0 Oral Test
N
&@ o J@-eﬂg@\e@ @Q 0.10 - 0.35 pg a.s./bee ‘ 0.17 pg a.s./bee
S8 ~ o
N
o @ ©9 S II1. CONCLUSION

NS
The ‘Q@?ﬁcityBIX@%F L&ﬁPTZ EC 260 (65+65+130 g/L) was tested in both, an acute contact limit

te@\d anégcute oAl to@ty dose response test on honey bees.

The cofitact LDso value (24 and 48 h) was > 200.0 ug product/bee, respectively. The oral LDso value (24
and 48 h) was > 312.0 ug product/bee.
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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. o
The endpoints are: § @
p @,Q & ©®
LDs contact (48 hours) > 200.0 pg product/bee % Q @ i
LDs oral (48 hours) > 312.0 pg product/bee < {\9 °\© o\@ é%
@ € @
S ¢ & &
SN © NQ <
@ S Q Q X
QN Q o & O @
& T F VO e &
CP10.3.1.1.2  Acute contact toxicity tqi bees, . & & @ D Ly $
A
@ N S & &
Data Point: KCP 10.3.1.1.2/0\ > @ N o R A
Report Author: . N S o S g
Report Year: 2013 @y ° @ S Q N N N
Report Title: Effects of fe J&ﬂuop@m + hiocSrazole EC 26(@?% 30) G\(\“JAcute
Contact andOraljgp HO@y Beéﬁim@fif .) inthe Lalysratory
Report No: 81781053 Ny N O & ¢ -
Document No: M-469774-04-F @’ S @2 & [ O .
Guideline(s) followed in oﬁ@ 213%nd 2%} 1998 @ & @° ¢ )
study: R S S 9
Deviations from current . |@urren{Guid s: OQ\ {1 (1998) and @:@D &@(199&
test guideline: Devidtions from O RS QD G%@y ine : No deviatidas to thexCurrent OECD
é\a G 1nqg&?95 occuited. AWvalidity critesja werg met.
Deviatighs from@EC idel 214 An appligationwolume of 5 pL was chosen
© (2 %
§ C‘ﬁn deyi % 1dehne$@01ﬁe%value f 1 uL @ ensure reliable dispersion.
N\ Thls@\ewa‘uon 1S n@g;%xpe(i%d to havg imp d th@udy results. All validity
@ /@ criferia weke met. P
Previous evalugtion: 7 |Np, not previously subrifitted L ©) <
g}gf ; Ol d. t ;ls}tling < Y@’ondu@d undfr GLB@@fﬁc@ roecgnised testing facilities
S R, SN N\
facilities: @ & D O Q
Acceptability/Re],;ﬁ@hty Yes & & Iy
(G S
Q 5 & 9. S o
A N
For the sh&z summary o@acu la con%@ tox@y of BIX + FLU + PTZ EC 260 to honey bees,
please r@ o0 section %’ 10. é@?l 1/@ @ R
N
NN N
* v S L@ N
N (g @\ R Q
> & @ A
SECSIV N
@ < Q & ©@
& &S
& S
&g T
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CP 10.3.1.2 Chronic toxicity to bees

Data Point: KCP 10.3.1.2/01 QN
Report Author: I N R &)
Report Year: 2020 @ N
Report Title: Bixafen + fluopyram + prothioconazole EC 260 (65+§5+130 g/L): (@nic@ 2
toxicity to the honey bee Apis me],;;fera L. under labgratory conditions . N
Report No: 19 48 BAC 0033 o> S o>
Document No: M-688355-01-1 U@Q RS
g o R anon (PO No 07 009y € o V&4
: & & & a
US EPA OCSPP 850.8 @ R 9O o @
OECD 245 (adopted 9 o ber WD N ap N w8
Deviations from current | Current Guideline: 201 & @;% S S
test guideline: Deviations: None. A ahdgy critétia weréGnet. & © & % . °
Previous evaluation: No, not prev1oui§\1‘?§\§ubm1 d \V N N ) @@ @
@ &% o S S @
GLP/Officially Yes, condu(g@ un@&%GLPQéﬁmallg\reco% ed tesying t@ties Q Q)
recognised testing Q . 3 § @ ©
facilities: S @’ \ y\’ D [ > R

C
Acceptability/Reliability: [Yes X ¢ 2 © S O ) Q)

Executive Summary ¢ & @Q @& v h @ \@

o @ S R @ X
The purpose of this stl}ly to deter@ t @}chro@ oral toxicity (L@mdecmm and
NOEDD/NOEC) of U @ Z EC2604655+65%130 g)°) a@wd on, 10 consecutive days to

young adults of theone bee ( m@gﬁ‘em ). M&faht)@)f beeswas used as the toxic endpoint.
Sublethal effects ch a@ an n b%hawoag, Were SO @sse@ @

Worker hone @es @ em wo @%s cggfss w§ orallt;}\’exposed to a daily application
of BIX + FLU + EC& 0 5+65+ %@?dll in the beg ®od (50 % w/v aqueous sucrose

solution).af#ominal cogwentrat@ so 269, 6 , 31@&and mg product/kg feeding solution,
correspofiding to 50.1,935.3, and 5.88 roqg@/bee@ﬁy (actual doses) for 10 consecutive
days. An'untreated e«% ntrol (Q A) %V aq@ls sugrose solutlogund a reference item (dimethoate) were
included in this st

S 4
Mortality and be%aw %I lﬁn s We\{e ased (}@ The concentration of the test item in the

feeding sols W@ eri analg ica

The LDD§§and LCso we@ de 1neég=% b@ 50.%2ng product/bee/day and > 2538 mg product/kg
feeding g8fution, respe@ﬁvely I@D @ LC \Were determined to be 37.5 pg product/bee/day and
1457 mg product/@ foo. resp tivel The “BDD)p and LCio were determined to be 31.1 ug
proek%’t/bee/day aﬁﬁﬂlOl@s& uct/kg teed -(\) solution, respectively.

The NOEDD ai@ NOEC wer ete@ed t@be 20.7 ug product/bee/day and 634 mg product/kg feeding

solution, re@twelﬁ @
The study@ ﬁls@ﬂ? Val@y cr@rla 01&@6 current Guideline OECD 245 (2017).

& & .F
§ @@ @ @ I. MATERIAL AND METHODS

Te% it QBIX + FLU + PTZ EC 260 (65+65+130 g/L), Specification No.: 102000027828; Batch No.:
EM4L§5147 Sample Description: TOX21235-00; analysed content of active substance: bixafen 65
g/L (nominal), 6.44% (w/w) corresponding to 65.10 g/L (analysed), fluopyram 65 g/L (nominal), 6.56%
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(w/w) corresponding to 66.33 g/L (analysed) and prothioconazole 130 g/L (nominal), 12.5% (w/w)

corresponding to 126.7 g/L (analysed), density: 1.011 g/mL. @ @@
Test species: Honey bees (4Apis mellifera L. subspecies Buckfast); freshly emerged young femal@rorke@’
bees (max. 2 days old); healthy, disease-free and queen-right honey bee colon@ &@ @@
Test concentrations and dose levels: %@J Q @ o
Test item concentrations: 2538, 1269, 634, 317 and 159 mg product/kg f¢eding solution\© N

® S Ry > @

Nominal test item doses (calculated based on meak expected take of f@ing @utié{% of
33 mg/bee/day): 100.0, 49.8, 24.9, 12.5 and 6.23 duct/bee/d
mg/bee/day) an ug%@ uct/bee Q@ S 6 @g}

Actual test item doses: 50.1, 35.3, 20.7, 10.2 and 589 pg product?@ee/d@f S & © &
Reference it tration: 0.696 mg di thk feeding Yolution - N 2 E
eference item concentration: 0. mg dimethoate eedin@solu
& ° @S %PQ,H v 6 KN A

L
Nominal reference item dose (calculated l@%ed &@mz@@vexp@@ed @ke §fee@ng S(%tion f

33 mg/bee/day): 0.0273 pg a.s./bee/day % . @

A
Actual reference item dose: 0.0148 pg be;iﬁay @} &

. ) w\?\
Control group: 50 % w/v sucrose so@m QQ% é\” Q\ @9 § @ @ %
° Y
Each group (test item, controls a@eferen@é it%m\) co&prise repl' es Q{.g» ain@ IOJ&&’S each.

©
Test design: Worker honey (4py mel@ém & < %s @) we or exposed to a daily
application of BIX + FLU +PTZ EC 260 @@+6§r130 o/ dil& in e be%@food (5¢"% w/v aqueous
@ NI

sucrose solution) for 10 c%secut' daysy Q 9
i o % ) > K., < y\’, .
Brood combs with capp&l celk%wer taken ffom @1(16 @es nd différent celonies. Sufficient food

supply was ensured extler bysironey and pollen w; was,on thg)Samébroodepmb or by an additional
comb containing fogd. These fra§ wlace@with@? adu@worke@oees itva “five comb hive body”
and incubated un con@lled°@ 1r0mmenta>l§condjt?@13 ingrclimatic :ﬁer at 33 £2 °C in darkness
for one day. A a@ the n%wly Q@tche@worke&%ees re tyansfe into the test cages in groups
of 10 bees pe@age.@)@ %© Q (;@&9 @b @

The expositie took place for &@(@ri(@ 10 @ys. D@iy deose rat@%’were based on a theoretical food
consun@n of 33 mgleee/d est4tem solutionsWere Qf@pare@reshly every day. The reference item
feeding Solutions was prepated onge for v h&@@eeding peimi and stored in the refrigerator at about
6 °C. The respect@ eedi%g zgﬁons&est it%@ﬂ, congpl and reference item) were provided ad libitum
in a plastic syringg, w@ hadcbeen peighedbeforg appligation. The feeders remained in the cages for
about 24 h (=& h). Thg cgcops@npti@\vas @ptermiged by reweighing the syringe containing the
remaining te$Osolutioh e ay %t%r repioval fz theyest units. Any unconsumed food was discarded.
The evapetation of test sotutionssro feeders wié®investigated in additional test cages which were
set up with the main te$Pand was subcte@om the calculated food consumption to give the corrected
food %?nsumption a@unti for los evapotation. The food consumption per bee was calculated
. S .
by thé’number of %rvw@ e@ er a@ess and the amount of food consumed on the following

assessment day,_ . & @ &
0

Mortality a@eha{%ﬁralgf rmgl(f\ties @/ge assessed daily.

Test conditions: Aemp regd.?a —°83.6 °C; Relative humidity: 55.0 — 62.8 %; Photoperiod: 24 h
darkne@géxce uring ObsefVation).

Stati%%s: S@ov@ocﬁ%%rmitage Test Procedure was used for mortality data (one-sided greater,
o .05%and de ermi@ion of NOEDD/NOEC (no observed effect dietary dose/concentration).

Mortalitgy>data were arcsine-transformed for determination of LDDx and LCx (lethal dietary
doses/cencentrations) by Probit analysis using linear maximum likelihood regression. The statistical

calculations were performed with the computer program ToxRat Professional 3.2.1 (® ToxRat Solutions
GmbH.).
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Analytics: For verification of the exposure concentration, all test item solutions as well as control
solution were sampled in duplicate directly after preparation on day 0 to day 9.The chemical a §SIS S
et

was performed by using High Performance Liquid Chromatograph (HPLC) w1th mass spectr 1‘1@§
(MS-MS) detection.
Dates of work: August 06" to August 16™, 2019; March 03 2020 (analyticalﬁase comple %n)
S o & e
© N 2 O\ @
IL. RESULTS AND DISCUSSION Q@ &’ § é\g@ é@
& © 8
Analytical results: %@ Q& &’ @ N @© @Q}
Full details and acceptable validation data to&poﬁ the lytl,c;@ meth% a&@rese?@ed
document M-CA 4, which comply w1tbx the Y r atm%\ requr m@ outlined Wlthm
SANTE/2020/12830, Rev.1. 2 & > Y
The concentrations of the active 1ngred1q@% b1x%@1 ﬂg@ﬁyr %nd oth1 azole Wem@%
in feeding solutions of all treatment gr: The me eco e d betwee ‘V nd 10k% for
bixafen, between 98 % and 103 % fo@g K}n a n 90 andé§ % rot cona@le
None of the active substances bix ﬂu@yram%nd rothioc azol @de ted 1@9@1%6 control
feeding solutions above 30 % of the Liggit of Quant] atlo 30 m}a s./kg diet,
fluopyram LOQ: 0.00540 mg{@/kg,cﬁ‘et pro@ioc ole& Q @0103
S
< SN
2 > & @ % @ @ \25@
S = S &S Y O ©
N 6 & ¥ .0 « &
N . .
§F TS e S %0 <
@ s .9 K @© @ @
@) \ A N &\ @ R
& £ .0 O « g @
TN g 2 S O S
@ S O T e o
QY & & & SEERANERIN
A \@ \Q S \© v \©
>y O Q
§ RN > & >
@ @ § > S SE ~
@ 9O g © o .0 %
QOO O N O D
¥ 9o KN & o
@7 o Q @ N
S A\ N @§ 9
& v LB g ©
b @° v &@\ &©
PR ) SR
@ < Q & ©@
@ o
&
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Table 10.3.1.2- 1:

Analytical results for bixafen, fluopyram and prothioconazole

Treatment group * Nominal concentration Mean meast‘lred Mean recqv@ «g@@
[mg product/kg concentration from tal;gﬁt
diet] [mg a.s./kg diet] [mg a.s./kg diet] @ [‘Zo@\@ @
Bixafen v a °N
Control 0 <30 % of LQQ) .9 - P
2538 163 © 160 & N
1269 81-7 80 o I 1S
634 40.9 @ 40.1 q Qg0 O &
317 20.4 s 2019 o] & 982 &
159 10.2 9 @ 1637 g5 B\ «10 ©
chluopwram 7 < gy O
Control 0 @%%9 @U <30% ofL@Q r\w @ /@ & ¢
2538 A S 18 O 080 &
1269 RO N 9 LS 86 O oy 1030
634 @v & O S on £ & g
317 Q208 sl O Y O | Ll
159 o 18687 o S @2 1 © @O o 103
S @rotl&ioc:)/nazole &@ S @)
Control e O 0 @ [T <joweLon.” |9 -
2538 S 3177 o] 7 W6« 90.1
1269 S S (B YO T e, 91.9
634 & . Al v g 7Y 92.0
RIS RN T 92.9
159 . O & o 98 @ O b S1set 95.4
LOQ: Limit of E){lanti tion:shixafen = 0.005301}155 absﬁ@ diet @opyra@= 0.00%20 mg a.s./kg diet, prothioconazole =
0.00163 mg a.s./kg. %@ % & (03 @ (@,y\?
Biolog@results @© o § @ L ©© S A ©\
D O O Dy N
Summary of mean@n?ort lity an, xicg'@bof Bi¥+ FLO + P%Z EC 260 (65+65+130 g/L) to adult honey
bees after 10 day@?of ic pos%gﬁ \% Q N
@ " ¢ . Qo 0O o4
Q 0O JO S & D
O K &2 ¢
= S @ W’
& SN &@ o)
T & Q
o S E S
$A0 gf N
@ < Q & ©@
¢ & O
S QS
SHRY
S LY s
¢ &£
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Table 10.3.1.2- 2:  10-day chronic oral toxicity test with BIX + FLU + PTZ EC 260 (65+65+130 g/L) to
young honey bees @o S

Daily dose At day 10 S §
S
. Consumed | Concentration Mean Number  DeeS I\@an @
Treatment | Nominal A mortalit with beligvioural beﬁavnocul@l
group y abnormalities ® | abnormalities >
[ng product/bee/day] | ™8 Product/ke b o %?No] 1N g% S
ke P y diet] {0 .~ INo. S
N\
Control - - -, 00 [Qoouor30@| So0 |&
N X
100 50.1 2538 i@ 40.0 %) O.ou of 8 0y @
49.8 35.3 1269 100* | @0outof27, O] 600 @
. o SA Tora |-
Test item 24.9 20.7 w34 | W0 b oantofid” | b
X O ¢
O 3 30 g .
125 102 NREIT S OFET Woutofd & P &
6.23 s88 [0 0% O @0 {9 oofore. | 008
@ . «
Reference [ng a.s./bee/day] U@% [mgas./kgdiet] | f\} AN
Item 0.0273 o.mfeg@U @ 0.69 9@@ 570 Ot 3 § %@o.o
. © N O © N
Eadpidl g7 7 0 & |5 07 wd
LDDso Z)gwrodgggmeeg@ P NG I 50.1
o 0 '\ N ‘27\9 @ ?’7\7 375
Test item LDDadfug i@\ducmj%a‘y@ > I') ST v ((§ (30.8—41.1)
doses v 5 SO - ERN 31.1
{J@m[u@md@‘@%ei&j@] (@i@§9 - 9 @& (21.9-35.6)
ONOEH [ Droduct/bée/ ay}c s é@ @& § 20.7
@KQ 5 g@ S % > S =
1@@1@0[ 2 P oduct@g fee%%ng soligion] S ® @ > 2538
% A 1457
. . . Broed
Tes @\ Lcé@ﬁg p((@ct/]@ah@ng solu‘um@s,] ( C'%% (1067 — 1721)
concentrations |~ ° SO o) 3 1016
@qo [mg%rodl@kg feéding %@tlon}é{(% /ot&ﬁ.) (589 - 1295)
@@NO® @d B8 foediie soltion] CC° 634
. OF [mgro uc@@g e?\g g solg tion] @§

Results are mea@/alues@ 3 reg@%es, c\i@&tainiﬁbee&ach, %culations are performed with non-rounded values and

corrected for gvaporation Q @
Corrected: ected mortaljty (accordipg to @NE} @-OI 1947), negative values are treated as “0”, due to 0.0%
mortality. e control ggu no co@ction needed& NS

C.I: Confidence inte % N N . Q

A “WMean dose per‘bee per fay? doge easurey ased@ consumed feeding solution

B Lethal dietary dose/cdf¥entr % (95 %-C.1. lo$r/upper) were calculated by Probit analysis using linear max.
likelihood g@gtession after afks ine-@form n of the mortality data

¢ No obsered effedt dietagfCdose/goneentration (NOEC/NOEDD) was calculated using Step-down Cochran-Armitage
Proce ; (onSssided 5."(‘} er, o E%9.05 @
Numher of b%ﬂwith seb abnormwalities referring to number of remaining bees
Stafféticall nificand differditce in pairwise comparison between test item treatment and untreated control group

(Ste wn hran-Qimitage Test Procedure; o = 0.05; one-sided greater)
N 5 TS
Takin '% account the actual food uptake the bees consumed doses of 50.1, 35.3, 20.7, 10.2 and

5.88 pgproduct/bee/day, which caused mortalities of 40.0, 10.0, 0.0, 3.3, and 0.0 %, respectively, after
10 days. No mortality occurred in the control group. The obtained mortalities in the two highest test
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levels (50.1 and 35.3 pg product/bee/day) were statistically significantly increased compared to the
control group. @ @

Behavioural abnormalities were observed at the two highest test levels. Single bees were deseijbed ag@’
being affected in terms of uncoordinated movements or moribund on D3, D5, P&and DS. N atm@}t
related abnormal behaviour was observed in any of the test item groups in tho final assessm nt& the

last day of the test. S\ ) @ @ ©

Reference item: ©Q
0.

The reference item (dimethoate) was adrmmstered ne dosage u
average intake based on food consumption wa 8 uga. Kbee da@?WhléQcau
increasing mortality leading to 90 % mortahty at ay 10

Validity criteria: W\% \@ \@ S % ©@ © @j
The study fulfils all validity criteria of @% m{mnt i )

Q S
Table 10.3.1.2-3:  Validity crit@ia ) &@ @@f) @m@@ n @®

(@) q
Validity criteria according ME@Q GD @ (20@) Q Qecon@nded@ Obtained
A o,

9D J N
Mortality after 10 days of%xpos&e § N m@%ntrof% § < 15@ 0.0 %
S NS

o D)
Mortality after 10 da@f expasure_ 5\ ‘?\9 @ Q “SDimefBoate (é% é%O % 90 %

T
@Q N\ O N @

O ©© IE CQﬁeLU%}ON O

The chronl%)oral to@’cﬂy KP BD@jr FL + P3¢ EC %& (65Q5+1 g/L) was tested on young adult

honey begs (Apis melly@sa Lg@va 1 @a feeding @de T 1&@5tory conditions.

The LI’§]§50 and LC Whre %ed to B> 5%@@ rgﬁuctfb@e/day and > 2538 mg product/kg food,
respectively. The 20 %nd 0 WEIT de 0 be%7 5 pug product/bee/day and 1457 mg
product’kg feeding seii%mo espgttively, T e LDBo and LCio were determined to be
31.1 ug produ@bee/ ancb 16 r@gpro@et/kg dingggolution, respectively.

The NOEDD@nd N&C ﬁ rmgf@to b(g@@ @roduct/bee/day and 634 mg product/kg feeding

solution, ectively.
Y - ), ¢ é
%y .
Assessment and conclasion b%appli@nt: §

The study as d%a%ar@sid as a@%ptable and reliable for use in risk assessment.

©

@
The endp@s alggﬁ S ©

@al (@@ﬁys) ©s0. 1@ product/bee/day
LCS&%Tal (@@day@%@@%&mg product/kg diet
P2

©®©




B Page 112 of 187
BAYER 2021-07-05
! g Document MCP — Section 10: Ecotoxicological studies
Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

CP10.3.1.3 Effects on honey bee development and other honey bee life stages

& &

Data Point: KCP 10.3.1.3/01 S P
Report Author: ] N R &)
Report Year: 2020 @ N
Report Title: Bixafen + fluopyram + prothioconazole EC 260 (65%54-130 g/L) - eatedd> 2
exposure to honey bee larvae (Apis mellifera L.) uride 1aborat0ry@pnditior%? N
Report No: 19 48 BLC 0046 v o> S o>
Document No: M-704601-01-1 Q RS ©&
Guideline(s) followed in | Regulation (EC) No 1107/200%(2009) &U é\a Q ®
study: Directive 2003-01 (CANADA/PMRA)  Q o & & O &@
US EPA OCSPP 850.8 <~ @ R 9O 6 @

OECD Guidance Documént 239 201650 ° Qy A\ Xy <
Deviations from current | Current Guidance Dg¢umen ‘(@ECI%?%@ (2Q1\6) &% Q& S
day 7

test guideline: Deviations: The relative humidity Ketween‘@ay 8 @wazﬁ@— 0 %=and t@s
lower than the rec%nm@n@’d I of 80 &5 Yxdue to d&malfunction e @
climate chamb{r%”l"his%&iati@g 1S not@pect& hav@imp@ed the study @lts.
All validity &@eria@;}\jﬁre I%’@ LSO @”\ é@“ SS

Previous evaluation: No, not pr uslyzsubmit &

&@ﬁé § N~ Y \@ § S §? &@)

GLP/Officially Yes, co%cte@mder @P/(@ially@%gr&é@i te%@ faces N

recognised testing @ N v @ @ Q &

facilities: > O o ©

Acceptability/Reliability: @YJ es N O @ R 2 &

S % % § @ @QQ " § §
Executive Summary."’ ¢§ %@ © @6 ~ é NN
< o § & Q &

The purpose of thi§Studywas %@ter@ e t%chrgﬁ@%oxi (ERs020110@8Cs0120110, NOED/NOEC for
adult emergenceCa d§ ) of BIX ¢ FLU A PTZ @@ 260 @5+§@1 30.g/k) applied to honey bee, Apis
)

mellifera L., fat¥ae imah in @ifro te@afte@g@ea&%@ expé@re. @
First instarchoney bee larvae of 2pis %le‘f@g@ L. weére tr@sfen@@’ﬁom brood combs of 3 hives to

polysty@ grafting c@' in %ﬁwel@ll culture &es 2{ays before the start of the exposure period

(D1, géﬁtmg). Larvac&ere.cxPosed to 5 cQutenfrations (%fﬁBIXQ LU+ PTZ EC 260 (65+65+130 g/L)

(nominal 2522, 1 M@\522,&2 7 al@l 08 r@ product/kgWdiet, cG%responding to nominal cumulative doses

of 399, 182, 82.%%7.5 d l@mg duct/latva) via th Qarval diet on 4 consecutive days (day 3 to
th

day 6). No ad%ﬁonal@ in@ ae@ok p@e aftgtday 6.

A referencei@m (dimetheate te \at a@muléﬁ}\/e %@3@ of 7.6 ug a.s./larva) and an untreated control

were it@d in the experime de@h 9 %,
The la mortality ¥as recc%ed\daily ﬁ@§ d@@ to day 8. Additionally, other observations such as
smalfbody size oruncon edci@ on B¥ w oted. Pupal mortality was evaluated at day 15 and the

adult’emergence rate wa¥assessed OI@M 2&@

° N
In the analyti @pha%%)f ﬁm%ﬁde condentration of the active ingredients bixafen, fluopyram and
prothioconagdle invthe latval diet of gd¢h day of the exposure period was determined. The mean
recoveriesyange etw@ 82@i 91.2% for bixafen, 86.3 — 97.5 % for fluopyram and 57.2 — 70.0 %
for proﬁ]@ocole i the f'@diets.
The N%ED QED ,were determined to be 66.0 pg and 148 pg product/larva (based on adult

er@%en(@ respec ivel@ he NOEC and LOEC were 417 and 937 mg product/kg diet, respectively.

The E ED»o and EDy values (based on adult emergence) were determined to be 133.1 ug, 102.7 ug
and 86.6 pg product/larva, respectively. The ECso, EC2 and EC;o values were determined to be 842 mg,
650 mg and 548 mg product/kg diet, respectively.
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The study fulfils all validity criteria of the current OECD Guidance Document 239 (2016).

Qb

N
I. MATERIAL AND METHODS @ @®

@
@© &

Test item: BIX + FLU + PTZ EC 260 (65+65+130 g/L); Specification No% 02000027 Bag\No &
EMA4L.025147; TOX No.: 21235-00, content of bixafen: 65,g/L (nomma A44% wiw ¢ e&rres

65.10 g/L (analysed), fluopyram: 65 g/L (nominal), 6.56%5 w/w corres ndlng to 6 g/ \' nal

and prothioconazole: 130 g/L (nominal), 12.5% w/w&correspondin 126.7 g/&@nal \;a ty @
1.011 g/mL @ $

Test species: Honey bee (Apis mellifera L., subs es BuckfasQ sync@mze@irst 1@%{% &l one@%y
old) larvae originating from three adequately fed, healthy (f of hmcal @npt@s) qu%en rL&g 1t bee
colonies. The larvae were taken from hlves had@ t re@glved éj@eatm@@g J@heml\al s%bstances

& <
for at least one month. % @ \@ Q & o @j @&
Test concentrations and dose levels: & \ N % @

5 test item groups; concentrations (no@mali&%ﬂ %@17@2 23%and @8 m@ﬁod @g d1e1©
Cumulative doses (nominal): 399, 482, 8246 37. Nnd 179 pg odu @

One reference item group exposed-to a@jzum ive Q@e of@6 M e%@te/léﬁa (co%entratlon of
dimethoate: 48.0 mg a.s.’kg & @

One blank control group (un?ﬁ-ﬂeate%feedlr&let 4yas al@g assessed. \@ @@
Each treatment group (t@@tem @0ntr@§%efe§nce @m) cgapnse@% re@%at% 1th 12 larvae each

(each colony represented a re ate)@ @ c&

Test design: First ingiar hon@ be@rvae@f Ap ell a L. were tl@lsferr%d from brood combs of 3
hives to polystyrede> grafting cell®in 4@?@11 cell cui@re Egﬁ’s days befre the start of the exposure
period (D1, grafgijig). From da§® until day é\\fthe test, 5 different@on ?@a‘uons of BIX+ FLU + PTZ
EC 260 (65+63+130gi.) mixed 1ntr.5§h I@él digt,(aquegus y %Za?r solutlon mixed with royal jelly

1:1 (w/w)) were feto latvae o he te t1 %u One sindle goncentration of the reference item
dlmethoak@l%lxed into Ts@ larv fed the larvae @®the réference item group. A blank control
(larval with Wate |§® the exper nta@ggon e volumes and contents of diets are
presented in the tab e%belog\ é\g @ %\ é . RN
@§§ X
Table 10.3. 1.3\@) din em%\ N @\\ 5
Test day SRS 1'e&° | @ 32 472 52 6?2
ArtificidRdiet 9 o 9 & - B C C C
Volume of diet perdatva ,21(;} uL & - 20 uL 30 uL 40 uL 50 pL
C%ﬁ?position of ditts: @ \g@j %
oyal jelly v %, WA - 50 % wiw 50 % wiw
Sugar solufion &S Jdso %@%«/w 50 % wiw 50 % wiw
Compositi @f s&%solu A @
Glucos O % wiv | 15%whv 18 % wiv
Fructpse SRS 12 % wiv 15 % wiv 18 % wiv
Yéhst extr? §@\© 2 % wiv 3 % wiv 4 % wiv

i Day Sﬁtmg@ N
Q© ay@ xpos@ @

The daily feeding volume increased from 20 uL to 50 uL diet per larva over the application period.
After the applications, no additional feeding of the larvae took place.
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The cumulative feeding volume from day 3 until day 6 of 140 pL diet per larva and the density of the
diet (diet B/C:1.13 g/cm?) were considered for the calculation of the cumulative doses per larva. @ S

Assessment of larval mortality was performed during the larval phase from day 4 until day \Pupa@’
mortality was assessed at day 15 and emergence of adults was evaluated at 22. The @enc@f
unconsumed food was qualitatively recorded on day 8. Other observations andginy other adv%se eft cts
were qualitatively recorded to aid in the interpretation of mortality in com@snson to the @en@ntrol@

sroup: ©, < N

Test conditions: Temperature: 34.0 — 35.0 °C; relative }Wmldlty dayd”to 8: 90 - é@ %. @y 8 thQfS
30-70%. day 15 to 22: 56-64 %; photopeno%z}%h darm@ (except d mg ndh@ n&
assessments). % Q @ g

Statistics: For each concentration the cumula@ mortaliti wene\%’orre % fo&@onpﬁ@ mq(!hty
according to the formula of ABBOTT (1925), @dlﬁe@y SC IDEE& ORE% (1@

The Step-down Cochran-Armitage Test wa ©s>ed stat @sm the ac@t e @ata and
the estimation of the NOEC/NOED and } OER_ as the data monotom @he
accepted significance level was o = 0. O one;s! Med ter) Cmm/so % s were detefmined
with the Weibull analysis using llnea axnﬁum 11 egresg;on 1@" sta@ca ulatlgs were
performed with the statistical progg To s1m V&@ n 3

Analytics: All final diets of the 3ntr@and €st 1te@lreat@§nt @p ed 1Mupllcate as
analysis and retain samples d & tly. gr%m the rep@d @The @emlca ana@w \ﬁ/’performed by
using Reversed Phase High Rerformance I@%ﬂd ghrom%’ograplg RP; C)@glth S detection.

Dates of work: Septemj&e@OZ“d t@Sep@be 2%19 o w\g @ @YO\,

@
s & & @ o~ &« o\@
@ @ @g §} Q &
I @II RESULT AND CU@ION @
> @ &\ R @ @ <
Analvytical resud@ ' \ v

o ©O
Full details and a@@ptabkz Valgatlon data t&%}up the @aly&é@l method are presented within

document M-CA 4, t@hlch?&@om wit the \i@gul tdBy requirements outlined within
SANTE/2020/12830, &v. 1. ¢ o Qa\

The analytical do rlﬁ@mn@the 1@Val &1}[ frofn day €§untll day 6 resulted in mean measured
recoveries of 8 ‘V@r bm}fen,%@@é 7.5 % for fluopyram and 57.2 — 70.0 % for

prothloconazoég Q @ @ ©\ o @j
In the contr&@samp@s @onc&gtratl@was b§10w 39 % of the Limit of quantification for all active

substancess\(LOQ blxafen @ @%ﬁg a,s@kg, Y&g Q fluopyram: 0.00512 mg a.s./kg, and LOQ
prothiogeiiazole: 00% mgQs. /kg)

Q o <
~ f@@@\@j@Q&@@
G @ © 9
@@ék@%@
Y O & 9
> O o
s &
&% @@%
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Table 10.3.1.3- 2:

Analytical results for bixafen

Treatment N‘:)T::;:L;g:c' Sampling Measured conc. Recovery Mean rec{<§;
group [mg a.5./kg Time of bixafen. from tar% from t@et
diet] [mg a.s./kg diet] [%((_!§ [&@ Q@D
D3 <30 % of LOQ - Q N
Control 0.00 D4 <30 % of LOQ =) o & 9
ontro : D5 <30°%6fLOQ | & - O -
D6 <30%ofLOQ |o° - S
D3 & 132 O 813 =, Q\f @Q
16 D4 Y 141 o 86.8 ¢ 0§ 2)
D5 &) 132 2 S 20
D6 133 @ | 859 AN
D3& @))6%@ RS gg&z(g\“’ \%
D4 « - 6 Dl %9.7 &
739 DS, .0 s N pa | @2 o
D% 5960 k) 868« S
N3@;\ Y 296 A &g\?.9§7$ Q O
. OD 4 & 05 o 87.9
Test item 33.6 < D% 590 @ 86@? F@ %@8
S @6 9| O273) J[F &3 9] S
Q@ D3 Y[ o 4% Q Y46 O | &
1530 S 145 2. 9 959 O s
P DS @ 3.9 209 G '
° Do & & 128w b B3 A
N @ & D3O |87 683 « 942 O
@693@’ S DA Q 628 O | A 906> 90.0
&% & w3 6.27@) 904 '
> (Q %5\” Do S | Y 5882 oF  «c85.0
LOQ:  Limit of Quantifiga¥ion: 0.00502 itig bixaf S 2y
FIEERETER S b & o
KO S S § X
~ & & @ o o & "
A 7.8 IS
SENES) R
RN SR 5
iy §@ AN S
o O ¢ .09 o O @
QOO O N O D
¥ o K &2 ¢
=) N @% W2 %
@’ NS ISEREN
Q\ % N 7 Q
% LS IR S
> v & N o
@ N >
S N
@ Q Q & ©@
¢ & O
< N) % Q
S
&
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Table 10.3.1.3- 3:  Analytical results for fluopyram

Treatment Tytfnt{llli::;)lyi(:rls. Sampling Measured conc. Recovery Mean re V§;
group [mg a.5./kg Time of ﬂuopyral.n from tar% from t@et
diet] [mg a.s./kg diet] [%((_!§ [& Q@D
D3 <30 % of LOQ - Q N
Contral 0.00 D4 <30 % of LOQ = O & 9
ontro : D5 <30°%6fLOQ | & - O -
D6 <30%ofLOQ |& - S
D3 < 143 O 862 =, Q\f @Q
165 D4 D 154 o 92.8 ¢~ 269 2
D5 o' 135 D8RO o &
D6 140 @ | 848 AN
D3& @7%;@ B 225.6$V S
D4 N Dl a95.2 &
753 DS, .0 B3 gogs  |O @ o
D% 628 O k) 884 % S
¥3&°\ @ﬂ@ ;éé\(l)\ q §§3é@$ @@ Q
. QSD 4 @ 93.8¢
Test item 342 < D@ M3~ @ 9]@§> S W\?@@O
S @6 Ol 0293 [0 &6 S N
@@ D3 U g5 159 O 01 Q| &
156 S D 160 .21 9 103 O s
% DY @ ‘05,1 973 G '
. D6 & & 138 b 888 A
N @ & D3O |87 16« 101 &
6@ & D4 & 1099 O | o 990¢ 974
LMY g B £76.990; 99.0 |
S O %5\ D6 N é\"’ 639  oF 905
LOQ: Limit of] nti ion: 0.00512 fl /k R
Q to@@\fa tf‘Q@io o @ﬁ&g ucéi@n %N S § .
O SE
~ & & @ o o & "
&@ \@ o\@ o SN v §\©
S N
§ RN S >
iy §@ AN S
@ 9O ¢ © o O @
NI R
9 XN & @
<) N @% y %o
@’ NS ISEREN
Q\ % N 7 Q
Y LS IR S
N ¥ RV 9
@° N S
S N
& o &
A
O Q
< @ o
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Table 10.3.1.3- 4:  Analytical results for prothioconazole

Treatment Nomil}al conc. of Sampling Measul“ed conc. of Recovery Mean reoc()@ffy IS
group prothloconaz.ole Time prothloconaz'ole from target from gﬁet fod
[mg a.s./kg diet] [mg a.s./kg diet] [%L@ [ A
D3 <30 % of LOQ S A \QJ
D4 <30 % of LO -
Control 0.00 D5 <30%ofL08 = . § o-§ 2]
D6 <30 %BFLOQ L NWROEES
D3 ¥14 o 680 o § 5
315 D 4 £ 004 D7 70 o7 Qe
D5 209 R L 66.2 & @
D6 A7 210 @? 66RO & @
D3 106 @ ° 73.8 Y LS %@
143 D 4 & \J@ 106 ¢ AT38 & S 700
D5 v 1@ @ 77060 & % .
D6 | O &7 X o P & o
E@ﬁw ] ®ﬁ1.7 § éﬁ Qg@.9 &1 o Y
~ & g 429 %,05.8 @)
Test item 65.3 @\é 5 g SIS B %U 63® H@Q @6)3@
S D6 T S /A S IO B S w
D% b 01898, «FP @36 O] S
506 0D . D4 9 g 18¥ ) 63.90 f$ 633
% D58 |, 190 2 | D 640
. |1& pey @ ‘8.3 68 9
N 2R @x 8.?@@% M 0.0
g SlLRe O EF S o el o,
PSP 1Y S YT T
LOQ:  Limit of%ﬁ@tiﬁc&t@l: 0,0@&2”22 Yp%othi@gazoli%?’ Q{@ o @U
S & o & WP & &

Biological results: @ % N S) @

O © S & @
On day @arval morta]@’ Waﬁég %@he control group I'g) in the reference item group. In the
test iteéwgroup larvalort% s on day @ere\l .0 "/&41.7\00, 8.3 %, 0.0 % and 0.0 % following a
treatment with 399382, 82.6, 3"@9and\@0 u@)md%&/larva%espectively.

In the final assesément dayé{ an @ult emergence ra;eg 7.8 % was determined for the honey bees
in the control group.dytth t itefh trea@%l gro& theadult honey bees emerged at rates of 0.0 %,

25.0 %, 77.8%, 80%9% 91:7% exposed fova cunlative dose 399, 182, 82.6, 37.5 and 17.0 pg
product/laa%a, respectively; durig the al stages. Be to lower recovery rates of prothioconazole the
doses e correctedfor Qe actil r@s regﬁiting in doses of 315, 148, 66.0, 31.5 and
13.9 pg product/ larv@\On %y 22 N;arvaeated@ith 399 or 182 pg product/larva (corrected dose rate
@ N ! . T
of Bff and 148 u%vpm@ /lar&g&f shawed emergence rate, which was statistically significantly
different compared to the on{@. Du@lg th&sessments of mortality and emergence no other test item
related observatrons %ush as@eviatihy size§appearances and malformations of the test organisms were
made. @
0, s O . .

On day §:X5.6 %&Qof th@%ma@ g larvae treated with the second top dose of the test item (182 pg
producﬁ@arva)ere %bserv@o have food left. They did not emerge successfully until day 22.

N OS

& SRR

cL T

&
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Table 10.3.1.3-5: Mortality and other observations of larvae and adult emergence in the repeated

exposure toxicity test @° >
: S
Day 8 Day22 & @&
Treatment | Cumulative dose | Concentration Lar szl Mean a! @%lt @ @
rou mortality 00 Hprtality emerge&
sroup D3 - D8 Day3-22 | raﬁ@ %
nom. ‘ COI'I'.I nom. ‘ COl‘l'.1 abs. (’A) corr. Q& wavbs. I corr. a‘%llal R
[ug product/ | [mg product/kg @ C) 2 @
larva] diet] < 7l 6@ [%]@ §[/°]é\” N é
Control - - - - .98 [ 00 900 [[222%0, [ g @
Testitem | 399 | 315 | 2522 | 19335071000 [1000] 271009 1000°| «90* @
BIX+FLU | 132 | 148 | 1147 | 937 | 417 [ 460 |36 [ 790 [ &9 [ 2508
+PTZ X
EC 260 82.6 | 66.0 522 | 407 | 43 @%5.76@&0.0%@22.2 00| 798 u
©65+65+130 | 375 | 315 | 237 199 © 009 003 00 | 19&| 0.60] Lo g
g/L)) 170 | 139 | 10gg " osse] B0 [ 60 w0 [83 | e 91,8
Reference [ng a.s./larva] [u%@s /k{g%et] ~ @ f’ N [6@ @% S
Item 9 &
(Dimethoate) | /-© ) {)& a8 [0 ng& 8§6 %ﬁ? 9@ 2 LA 28

(according to SCHNEIDER-O: 19 treated grou ere

(@
Results are averages based on 3 repllc@s (hlv&?@contw@ﬁg 12Qarvae @\9@ no nomlr@/cor ©prrected mortality
1 “mortality in te@énd reference lbv

ere performed with

S@&rected by the
mortality of the control (A€); abs,: absolu Sortality as co nted frOQ e resﬁ@ cal%latlon w

non-rounded values; O
Statistically mgmﬁcan& ference compépd to

; Other rvati

(e.g.

ainin, ood) negati

lueswere set 650"

ol (&ep dov@@ochr 5 rmlt’i@ Te@ﬁo .05; one sided

greater)
1 Values were corre, for @al re&i%%ry rates (me@@coveﬁa@s ofa %tlve %gbstanc@@
& & S
N @ °\ R \ Q@ 9 SN @

Table 10.3.1.3§®@© C@llat@ endp@ts OK@E re

SN %,

<
(g}%ed @)osur§rvae toxicity test

Treatmentc, Endpoin®: Aduilt em@nce 4vday Y23 g\?}
A O @@ EI§@5 %EL) 2 . ©© § \& 133.1 (121.2 — 146.0)
Test item cumula @@\ ®zo (98% (;.1@> S & AN 102.7 (90.9 — 116.2)
doses 5% EDQ@@S - SINLE NN ®© 86.6(73.7 - 101.8)
[ng product/l@va] O I@%D 1O o ® > 148
Q O e :
>oepy N 92 o 66.0
Y e N/ @ y
@’ @ P BEQYS %%.I;} N 842 (767 — 924)
Testitem | B (95% C.J¢ 650 (575 - 735)
concentrationsgd% CEC, W5 % el O 548 (466 - 644)
[mg product/ iet] Q
@{ g 18EC ' © @Q 937
L | SNoegr © 417
C.lL: @ﬁenc@tewal © Y
! $ ochrap-Armit@ge Test; o= 0.05; one-sided greater
2
3

ym@s ng lthear maximum likelihood regression

aseg% corrd@iad V@

alldlrlterla.
All validity criteria of the OECD Guidance Document 239 (2016) were met.
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Table 10.3.1.3- 7:  Validity criteria

Validity criteria acc. to OECD TG 239 (2016) Recommended Obta&@y J@@
(O
p p 3 2]
Larval mortality betv&{een day 3 and day 8 in the control Control §5 o Q8% ©®
group (across all replicates)

D

Adult emergence rate until day 22 in the control group
(across all replicates) @

$4hy
fa
@\1

Control % >70 %
N

- - @ O &)
La;rval mortality betweenliiay ? antd day 8 in the ) Dime thoa‘@@ > 50 %D 8.9 @9 é
reference group (across all replicates) ﬁ Q D Q @@ .
o & &
? QO

1L CLUSION Q} \@ @ 6\ %
N 9 @ %
S) @ &
In a repeated exposure larval toxicity stud%frfo d1n @%ose-@spons@ies nw1th®X %H—
EC 260 (65+65+130 g/L), the NOED=and L'QED %@re ermm%i tohe 6 O pg and 148
product/larva (based on adult emerge es;}ctw@r Thé&WN OE@%nd OEC re %Z and 937 mg

product/kg diet, respectively. ©Q % é\” S

The EDso, ED2 and ED values (@%ed on Gdult e\mer% ce) 1nt0 b § 3.0 i, 102.7 g
and 86.6 pg product/larva, resp tivelg&g@he 0, EG9 an 10 \‘Lues S d t@nlned to be 842 mg,
650 mg and 548 mg producté\j iet,"mspe%vely

&
& ((%% @ @9& @ § ° @

N K\
& & T8

Assessment and COIlCll%lOIl v ap ll%mt

& 5 .
The study and its are c@ﬁsu@d as @cep@ an@ %ha 1&For @in n&%assessment
The endpoints a@, %j \ N §© §9 @& 24\9@@
NOED - 6
em%@ﬁnce@ a@) @9 M%g@a uc& va ©§ @

NOEC - e(%ergenc@’(ZZ days) =417 r& pro%’%@ /kg @

@ O
N
/\Q @© § @@@ o©© <O
S O W D
CP 10.3.1.4 &ub%ea \ > O >

There is no pa@cular@ gn /@@SE g@ehne& asse@@ sub-lethal effects” in honeybees. However,
in each labor&bory sty %@ell Qﬁa anghe{%&;er st@y, sub-lethal effects, if occurring, are described

and repo ,%:,

@1@1@5 @9 QQ @ @ o\"%

&
%y
CP10.3.1.5 t%ag@nd @mnel @sts O
Further testin&as t,necegpary w@%n co@%dermg the outcome of the risk assessment and the results
of the lowe@r studies )
q éﬁ Q §9 Q

N
CP§3.1. Q@ld feﬁs with honeybees

FL@@her tegting was not §essaw when considering the outcome of the risk assessment and the results
of the @er—tier studies.
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CP 10.3.2 Effects on non-target arthropods other than bees

& @
N <
@
For the formulation BIX+FLU+PTZ EC 260 Tier 2 studies (extended laboratorygtudies) Wit@hid jus
rhopalosiphi, Typhlodromus pyri, Chrysoperla carnea and Coccinella septewipunctata ardd an &

residues study with Typhlodromus pyri, the most sensitive species tested % ler 2, Were@ondw@sd to
determine potential effects on non-target arthropods. S &

% o\ Q, '24\9
A
& @ SN & @
S o &S
Table 10.3.2- 1: Ecotoxicological endpoints releva r@)r the risk Qﬁgessment for @ﬁi targ@ art@pod 1N
for BIX+FLU+PTZ EC 260 @f Q& &
. . N \‘{ . @ fJ <
Test species, Tested formulation, stu&y@ Ec030x1c0@1cal en pom@, 6 Y AN
type, exposure s <) N g\a IS N Y
Reference O @ @Y}’ @y N@J o4 &
Aphidius rhopalosiphi | BIX + FLU + PTZEC 260%f L @2550% %;uct/h@ @@? X
I (2014) Extended Lab., t%osur%% E&o > 25@ mL & uct/Ka) %, §
M-480611-01-1 potted barley @ns N é\ﬁ

255 mL prad./ha @y N o 0.0,

453 mL p‘é\ﬁ /h% 2 S @b @Q -0
806 migprod./hg v 1S @ & (& @© .
1434%L prodvha &

25501mL prod/ha S| gp 008 i & 3

Typhlodromus pyri BIX + FI'¥ + P@?E § R
H (2014) Exten d%i laborafory,

‘”\9
KCP 10.3.2.2/01 Control cgix <@orm®rtali®%] %@ffec@‘ﬁgduction [%] B

M-480613-01-1 M exppsure 0 g@tache«@ea 5 N °
KCP 10322002 & | leave % @w © & &\
@ ntrQI @ @\9 Cort. My Hlity %)] A Effgct on Reproduction [%] ®
> 0 mL pro NN O Q 233
& B 3l 0 > 9.0 § > 263
@ @ pr K @ . .
@ 3§\9gmL ro ha f@ & 6D @ 37.9
9 éf75 % Q@ S | @ 2 40.4
Typh/(gr\?mus pyri, @ BIX@FLU Q‘PTZQE@ 260@\ .6\® =
B (2015) @ E&g[ende orat@/ v\,\ &, Com Eggs/Female/ Effect on
M-535877-01-1 = < to age\\?rem Qona@ [%]4 Day Reproduction
KCP 10.3.2.2/037 @ d ap@@’ seee&ngs [%] B
(S @é 7% 1.2 71.6 **
Q @1 5 rodu@ @\ Q0 DA(L)T  atODA(L)T  at0 DA(L)T
S\ (1nter$f 14@%@5)0 D2 4.1 19.7
@’ . S at 4 DA(L)T  at14DA(L)T  at 14 DA(L)T
< S S @ 9 23 53 - 160
> SIS @ at 28 DA(L)T  at28 DA(L)T _ at 28 DA(L)T
g &@ PN
@%
R ) N
@ Q Q & ©@
NN
> Q
&S o<
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Test species, Tested formulation, study | Ecotoxicological endpoint

type, exposure @
Reference o
Chrysoperla carnea BIX + FLU + PTZ EC 260 | LRso> 2550 mL prod./ha @ @
I (2013) Extended laboratory., QS &@ Q@\
M-476030-01-1 exposure on detached bean w o
KCP 10.3.2.2/04 I Corr Eggs/Female/ I@‘ﬁ\c’hin%@

eaves @ahty (262 {% ay N X ] §

Control - @ 280 N R34 o

255 mL prod./ha X g3 S 314 @ 916 &

453 mL prod./ha o 28 &© 085 Q8.

806 mL prod./ha A} 5.6 Q o 318 g 89Q Y

1434 mL prod./ha @ 230 @@) 3 © %)9.2 @}

2550 mL prod./ha 4 S #-9 K\ 2 86.5 &
Coccinella BIX + FLU + PTZEG260 |ERs> 2550 meprod i & ™
septempunctata Extended laboratory, 9 < AR © & % <
I (2013) exposure on detacled bean¥) \@ N % N © @
M-476172-01-1 leaves O N o Eg%@emg,é Iggchin@
KCP 10.3.2.2/05 @ . O Mortatity U = Day NS

Control @Q & 4 K - > § 1 @ @ i

S @ o A

255 mL préd./ha S -2 S B3 S =869

4symLpsd/hey, & | & O G19 O 855

806 miZprod. /e~ A S 01320 o 871

143 proa%/ha S 35_§@ & 129 O 848

2550 mLﬁ@d MmO N @ 13 @\ 05 ¢ 86.4

DA(L)T Days after last apphc%%% n.a. not assegsp N

Positive values indicate incréased %ftallt%compar@§ th%@ntrol @aﬂve values indicate befter survivorship compared
to the control v N % N
Positive values indic educe@pro@ﬁon C(@pared@e c§91 Nega@ve vafps indidage better performance
compared to the ¢ 1 N

*  Statistically m@;@ntly d@eren %}%mpared% conttdy, (Fls QExac t on ed QQ@YS 05)

mpeﬁgd to co@ol (Wd@h tesg 0§

**  Statistically si cantl fferent

N
5 o
The expdsyre scenario bas e pa@ g1V oSt T @710 1. The product BIX + FLU +
PTZ EL260 is intendgd to l@appl at @ﬁate 6 L%prod)u(@ha (1 application in barley) or 1.2 L
product/ha (1 appl@ﬁon Q\barl@a w\ﬂ\ & QS
According to thez5uidany menon Tm@)strl Ecotgdcology (SANCO/10329/2002 rev. 2 final,

2002) and thgz(Gui \)Q Dgstimentson r@ulato@ testigg and risk assessment procedures for plant
protection p?@ucts@lth-tag@t aﬂ&opod@éESC@RT 2, Candolfi et al. 2000') the exposure is

calculatzé%?. @ @ R %

In-@zlﬂ: Mix. sn@pp&@tmt‘é’te x AF
Off-field: @fax smg glc@ rat@ MAF x drift factor/VDF x correction factor

Appllcat@s rate@i@% L @Qdu%&a or I?L product/ha

&
v

o

?@ y

€

15 Candotfi 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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MAF (multiple application factor) = 1.0 (1 application) .
VDF = vegetation distribution factor =5 (Tier 2; studies with 2D exposure systeg) and 1 (Tleré”tu s
with 3D exposure system)

Drift factor = 0.0277, 90" percentile for one application (according to Ganzelmeier)

Correction factor = 5 (Tier 2)
N
©
The risk at Tier 2 is considered acceptable if the PER i g below the a@caﬂon rate
@ Q&
&
Exposure calculation for in- ﬁe d assessment% ier 29
c°
@ppl @ate
[L prod. /ha@@
N6
Barley 1 0@ ggo;\ 1;%0@ N S
MAF: Multiple application factor; PER: Pre@ﬁd e}%sronmiﬁl rat@

NS
Q S

2 & &P
Exposure E@culatﬁm for@he off

Table 10.3.2- 2: oy

Crop No. of appl.

Qp-

Barley 1

Table 10.3.2- 3: f@d scé&aano

@%r 2)@

No. of
appl.

Crop

Appgrate
[L prod./ha]

%A@

’igst
@%systen@“

D
o]

VDQ
S

PERGft-field
[L prod./ha]

Barley 1

(@

K

%@
@10

3RX

ol

0.083

2.7§ L

5 ©

0.017

1@@

Barley
8

©\©1 2 &

IN
4

&
B
‘&10

ar

0.166

S
\}77 3D AD
Lo 2R P

8

Y
N
2

<
5
5
5

0.033

MAF: Multiple Mllca

fact \VDF Vegetatl

dlstrlb@lon fadtor;

t: PEROPredic@ environmental rate

s 7ho, 0szphl@[ 480611-01-
odromus py@M -4 -01

o O
RO

A Relevant fo@gle extended lab study
B Relevant

Aph
@; the extended ith
eptempunctal@\/l 47@-01 1)
AN

R
Risk assessmen€for r@yta1§ art@pod&y IS @b
The risk assens p rmed acc @g tQ @e ul@dnce Document on Terrestrial Ecotoxicology
(SANCO/ 03 9/2002 re dance Document on regulatory testing and risk
assessm rocedures T pl b r0t oducl&ywth non-target arthropods (ESCORT 2, Candolfi
et al. 2000'9).

, Chrysoperla carnea (M-476030-01-1) and
Coccin

€

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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Tier 2 in-field risk assessment for non-target arthropods

Table 10.3.2- 4: Tier 2 in-field risk assessment for non-target arthropods N
S @&
Crop and Soecics PERnfieta LRF;’;?” @PERm fieta be&v ra@
application rate P [mL prod./ha] prod./ha] K with < S@A) effeet
== ; RN
Aphidius rhopalosiphi @ > 2@ S Yes ey, &
Barl : X § < 9
arley Typhlodromus pyri 600 @/’?5 2 Y;;@
10.6 L prod./ha Chrysoperla carnea @} &92550 Ay Hes é
: Q () @
Coccinella septempunctata % > 2550 S &, Yes
Aphidius rhopalosiphi @Lj ) > 55550 > @@ \@@
Barley Typhlodromus pyri ‘ @%)(;O %Q o> 675&7@ @@ ‘No &
1 x 1.2 L prod/ha  |Chrysoperla carnea S @Q @> 2@5” ‘o N Ye%k% < °
Coccinella septempun&@% S N N\ 23550 Y@ @
PER: Predicted environmental rate @ N @ ~ N 7 %, §

oo &8 & fe,

The PERin-ficla is below the rate wi@ < 50% efft t}or spe & Ap us ridpalosiphi, Lyphlodromus
pyri, Chrysoperla carnea and (gccinelld septggnpunélata f lication of IS 0.6 L prod./ha. For
the application rate of 1 x 1. 2L prodha indarley, the PER,field @ elogy the rat€’withes 50% effect for

the species Aphidius rhopa?%’szph‘& Chr§perl@cam@ﬂand cc@l a se{gﬁmp%ctata but not for
Typhlodromus pyri.

\ %
Hence, an aged residug stuc@nh @phlo@omu@nyrz 15@pre § dem @rate the potential for
recovery of in-field gon-targ art @pul ns a§gthus a ept e rlsl&,

é@ & &
Aged residue é@dy v@h Ty, iﬂodt‘b{nus 1@ & %
An extended e%ed régrdue kaborat ry stud;%vas @forr@ witH¢he ogf sensitive species Typhlodromus
d

pyri. BIX £FLU + PTZEC 26Q wa 1ed ott ppl@eedh@s at arate of 2 x 1.5 L product/ha.
The ex re of the tegtbrgaaisms t esh residu aftegghe second application of the test item
(0 DA(D)T) resulted\m a carrected mor@y of\l5. % Aftegs14 days (14 DA(L)T) 7.2 % corrected
mortality occurreghgnd 2.3% ¢ ctedgnorta@ etegted in the final bioassay started four weeks

after the second @plicatipn ofithe te@%’[em 8D L)T) the first bioassay (0 DA(L)T) a reduction
in reproductivgsuccess rel to the con@l of @6 %Gould be detected. The effect on reproduction
decreased t6099.7 %Qed\.@n cﬁ@\lpare@to th@ontr@after two weeks of aging (14 DA(L)T). In the

third bioasdgy (28 DA(L) @duc@%ﬂ wa@oun& ymore.

Since effects on mg hty an%re oductQ We@o longer statistically significant after aging of the
residues for 14 days, it ude @hat thspotential for recovery is given within two weeks after
the %pllcatlon Therefo@’ the @ults of'this &udy further support the conclusion that no unacceptable
effects on non-t@rget arthrop %@n f@ﬁ area are expected from the intended use of BIX + FLU +
PTZ EC 2605 g N
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Tier 2 off-field risk assessment for non-target arthropods

Table 10.3.2- 5: Tier 2 off-field risk assessment for non-target arthropods c\@
S S+
O
Crop and . Off-field PERmax. | “RVERS (CpER e befg”w %@
application rate Species [mL prod./ha] R with < 50% effect
PP proc. prod./haj =

Aphidius rhopalosiphi 83 /4 >25£5@93) °\Y€So 2 A
Barley Typhlodromus pyri N~ 3\@\5 @) Y@ @
1 x0.6 L prod./ha  |Chrysoperla carnea o7 2550 v\g@ @% N

Coccinella septempunctata & @> 255Q &Q < Yes @U . @

Aphidius rhopalosiphi 20 166 > @fo R O Yesy @
Barley Typhlodromus pyri A3 @U@ v\%\ 675, 0 [\6 i%’s 7,
1 x 1.2 Lprod./ha  |Chrysoperla carnea @ ?2\@33 g}’ Q§> 2@’ o g Yes .

Coccinella septempuncta%g . v Q@ R >2550 ¢ O Y@ @
PER: Predicted environmental rate N N S &W o Y S

o N DN oS S ISEES
SIESIRSIRSIT IRy
The PERostfela is below the rate @t < $0% effect g%’all ®016b®ld intghded\ses. m? cating an
acceptable risk for non-target a@ @ @@2 IS @@ < ©© ©©
< RN @ é
& & .9
Conclusion: o é& §9 I <
From the data and risk\asse ents %es n§ a it§s conc?ﬁided?&that ﬁcceptable effects of
BIX+FLU+PTZE % et arfht in the n- ﬁ@ anal;@ff ﬁe& vironment are not to
be expected for the nded uses@ I@F PT@C 2%9
N é \ o @@
@ N\ A \ &\ @ @ %,
)

(og
CP 10.3.2. lb @nd%@ lab(@am%& testing f ogon -9 et@rthropods

Standard- g%oratory studies wie n @fon@d fi %n@get&t@ﬁopods since extended laboratory
studle%@ve been per@‘]ﬂ §£ h‘are s &CN 329
Ry S
N @ %\ v O
2 @ N S I
o O ¢ .09 o O @
NN I
¥ o K & o
<) N @% y %o
@7 °\@ Q @ N
S T o
S ST RS
@ &@ &©
@%
& TS0
L Q@
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CP 10.3.2.2 Extended laboratory testing, aged residue studies with non-target

arthropods
Q\ v

Data Point: KCP 10.3.2.2/01 N RS
Report Author: [ 53

Report Year: 2014 a @ 2
Report Title: Effects of bixafen + fluopyram + prothioconazole 260 (65 + 65@ 139%%7%4) S

the parasitoid Aphidius rhopalos@ extended 1 ratory study 0se 1y pons@
test
f\

Report No: 83871002 o & A Q. o
Document No: M-480611-01-1 RV Lo & & © Y
Guideline(s) followed in | Mead-Briggs et al. 201(Q§@\0 N o X O o @
study: O S @ @\ N 8
Deviations from current | Current Guideline: ]@d Bl@gs et %\(EOI&L Q S

test guideline: Deviations: None. All valjdity cr1 qp@iﬁet. @ © N @% & °
Previous evaluation: No, not prev1ou®ubn§ d & S Q @

< NI &

GLP/Officially Yes, conduc@ﬁ9 und&\GLP/ﬁQﬁ\f‘ﬁmaﬂ% reco&%ed t@ang fa@lities Q
recognised testing © < § TS S &

facilities: S @ N N S S =
Acceptability/Reliability: | Yes 9 f\@ g(\© S &U RQJ m@

0, & &) Q e
S \ <« @ & P SR
v & 0 ©
. O N > -

Executive Summary @ @ Y @ @

In an extended laboratory tes eff ts on § al a@%pr ductlon?%‘f BIX) FLU +PTZ EC 260
(65+65+130 g/L) on lts alo i W % 1nve@1gat Fiv ?roduct rates from 255 —
2550 mL product/ er tested ct rate 6 1 cate@)f 5 female parasitoids were exposed to
BIX + FLU + PT@ (6&% 1?‘9 g/L?x\on treated é@y pl@ts. ality was assessed after 48
hours of expo@ ntlng the mbe d &an 0r1b wasps. Number of aphid mummies
was counted @ - ays.d &fer th 4 hdurs p@s1t1 pesiod ir@all replicates where the females

were allve @ter the 24 hour par&gﬁlsat@% per@ @ @,
All of y@ahdlty crlté% @ne‘[ &rdéng to l@d B{ﬁgs e@vl (2010).

No mortality Was%@%ervéd in t@ﬁcon‘a@ as \ll a§m the%roduct groups. The settling rate of the
parasitoids on ﬂ@ lant§ wa ‘§9 %t"«\a} 255&@1 product/lid; 56.0 % at 453 mL product/ha, 67.3 % at
806 mL produ t/ha é@ %0 préduct/ Ghd 445 % at 2550 mL product/ha compared to the
control wit \Q, 5.0 %@ram@ﬂs ofnthe plants dusing t% irst 3 hours of the study.

The reprodiyjctive capacity of /@r szpézz@@}as t%?@d at all product rates. The effect on reproduction
was - 6.8 at 255 mk%oduc@la -1 ‘V 45 product/ha, 7.2 % at 806 mL product/ha, - 17.0 %
at 143{! mL product%@ an(%32 8% at 2@0 mL@ oduct/ha, respectively, compared to the control.

The LRso for mortahty e@écts Q}the %uct@as estimated to be > 2550 mL product/ha. The ERso for
reproduction Q&i@cts of ghz@duct%@ t@ated to be > 2550 mL product/ha.

RS
@

N
O VRS
@& @Q © § I. MATERIAL AND METHODS

o o 7
Test jtem: B+ F@T + RTZ EC 260 (65+65+130 g/L), Spec. no: 102000031262, Batch No: 2013-

O% 101 183200, gnalysed content of active substance: 6.49 % w/w (65.61 g/L) bixafen, 6.35 %
(6@@ g/L) fluopyram and 12.7 % w/w (128.5 g/L) prothioconazole, density: 1.011 g/mL.

Test design: Under extended laboratory conditions adults of Aphidius rhopalosiphi, not older than 48
hours, were exposed to dried spray deposits of 255, 453, 806, 1434 and 2550 mL product/ha (diluted in
400 L deionised water/ha) on treated barley plants (Hordeum vulgare) (6 replicates each containing 5
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female parasitoids per treatment group). Deionised water was used as a control treatment and Dimethoate

(Perfekthion: 10.0 mL product/ha diluted in 400 L deionised water/ha) as a reference treatment. Su, val S

of the parasitoids was assessed after 2, 24 and 48 hours. At 48 hours, for treatment groups with' 50 /@§

corrected mortality survived females were removed and their reproductive capgcity was asggssed by
confining them individually over untreated barley plants infested with ¢ host ceréa ap
Rhopalosiphum padi. The adult parasitoids were removed after 24 hours and the aphid- 1@6:ste ants
left for further 10 - 11 days before the numbers of aphid mummies that a developed Were > agsessed.
The number of aphid mummies obtained from maximu; @ replicat treatment up /38 use
calculate the mean aphid mummies production per femal® 1§ within the @urs para at1@erloa¢a
fecundity assessment was performed for the referencguem é\g Q @ c&

Test conditions: Temperature: 19 - 21 °C; relat%@lmldlty 62 QS ‘V@accl@ﬂsa&n and %{po
period), 72 - 85 % (post-exposure period, withintfe test units); hot g‘m ar ht
intensity: 620 - 780 lux (acclimatisation and @@osur@goerlo@ 18@» 218@ ux @asﬁis&tlon period),
9500 - 16480 lux (post-parasitisation perlod)© %@ @ @ o

Statistics: Mortality data were analysed fe&%gnrﬁ@ance\gs@mg e% is )@ Test. Setthi&at ere
tested for normal distribution and hom neity ;of Var@tce using th@%ha L@ test(o = 003
the Levene’s test (a = 0.05). Beca se ﬁng d @a y d1 Pxfb moge us the
Dunnett’s t-test (multiple comparlsQ ded"xx 0.85) was_ @Eﬁtm & value of
parasitoids were settled on the plaf% Wlt%prod resu@es alcu@m ea@valu&g parasitoids
were settled on the plants witlreferénce itéRi, th@@gtude@ -te pal 1se pa&son one-sided,

a = 0.05) was used, becausexse thng a%ta w@e normally d%trlb&@%i an@om%enous @vo.

Reproduction data were te&ed fo@lo 1st thIl and homoge ﬁy 0@1‘131}%@@1811@ the Shapiro-
Wilk’s test (o= 0.05) and th t evene s t ( 05) se rept‘ﬁductl data were normally
distributed and homo@eﬂous u@ﬁ et s t-test ltlg\ﬁe%com Igne -stded, o = 0.05) was used.

The software use@o pe{form @ stﬁ@tlcal %alg@? Wa@Toxiat Pr@essmnal Version 2.10.05,
® ToxRat Solutjons G%

@ @
Dates of Worganua@l 21, @14 lé%rua&%4 @44 ©§ @%
R

9 S & @
S & @\9 \
&@ ®@ &\Q @ §MT&@JD DI&’JUS&&O

In this extended &g ora@y tesgQHe ¢ ts 0&7@3( + IQ,U KPTZ EC 260 (65+65+130 g/L) residues on
the survival o phid@ hopatosiply er@e r@ed 5, 453, 806, 1434 and 2550 mL product/ha,
applied to tre@ted batley S ( Ndeumvulg%g)

The cor@d mortah in all & 1te@ﬁat Was Q@@ At 255, 453, 1434 and 2550 mL product/ha the
settling(rate of 46.4¢ 0, 56@%, 7 % parasitoids on the plants was statistically
mgm@antly lower, é@npar% tot ontr@\mth@ 0 % parasitoids on the plants during the first 3 hours
of the study. At the prodgist ratésof 806ShL @uct/ha a settling rate of 67.3 % was found, which was
not statisticallypsignificant. kn the @ferepte item group the settling rate was 51.3 %, which was

statistically giﬁc&%ﬁ’ lo co@re%&t he control.
The repro& ti pacitpyof Azzhopdfeyiphi was tested at all product rates. The effect on reproduction

was - 6,8%% at &bdu a, - 15.6 % at 453 mL product/ha, 7.2 % at 806 mL product/ha, - 17.0 %
at 1434 mL and@Z.S % at 2550 mL product/ha, respectively, compared to the control. All
pro@et ratxce L product/ha were statistically significant.

As m@ of the effects observed in this study is given in the following table.

@
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Table 10.3.2.2- 1:

Effects of dried spray residues on treated barley plants on the parasitic wasp,

o

Aphidius rhopalosiphi (Hymenoptera, Braconidae) in an extended laboratory stu@po

Test item BIX + FLU + PTZ EC 260 (65+65+130 g/L) Q\ C}@@

Test organism Aphidius rhopalosiphi ©© &@ S

Exposure on Barley plants @ @

. . ttlingsrate &
Mortality after 48 h [% Repr %non o @’e §
Y el pred! (st I
) V Rat @ | Reductign Qy @ o
Rate 2) 3) S relativto | % on @
Treatment Uncorrected Corregted [mum@les
[mL product/ha] @ 5) @bl Q pl@
% per ale] 19
X 2 A§@ &
Control - 0.0 Q - N4179 ] (P 9. @
255 0.0 0®° | sre - N 46T
Y X ~ ©
453 0.0 U@.Jo S &2 5.6 S EYERE
Test item 806 0.0, | Y0.0n W [ L2 £$673.9
1434 08 > o k7 ss® T L -1g0 k, 526¢
2550 A S Jpo & 84 O] P8 g 44T

Toxic ref. 10.0 29000 | 5000 | - [ -S| w313

LRso: > 2550 mL product/ha 9 @@;p @Q@ S &U ©© © S

ERso: > 2550 mL product/ha & - o @ &@ Q S N

1) Application rate in 400 L wager/h: U 9 N~

2) Mortality: after 48 hour%f expo& to s resu@} on pl@t surfaces (F@’s Ex‘&c@Test,@: 0.05, * =
significant) @ y\a

3) Corrected mortality accor Abb tt and i ove @ts by @el T- Orelh %

4) Settling rate: mean¥alue of;parasitoi settled n t nts frem 5 co; cutl\ﬁ%observag s during the first 3 hours
of the study (tes Dun ett st@st a —@05 * gmf@m reference itef) Studéﬁtt test, o = 0.05; * =
significant)

5) Reproductioziy @mer aras1t1§%’d a h\s/fem&%un@ S t-t %ne a =0.05)

6) Calculate the %t raw da tlve V%s mdl’&ste better perf@nce c&mpared to the control

SIS N e &8 e
9 3 SR AN >
Validity geiteria: S @@ @ Q Q& \
.@. Q %
All of & validity criteria \i\?@re rr&(acc@?lg é&Mea{ Brlg@et al ,2010).
N SR EES)
Table 10.3.2.2-3: dity Eviteri O . o @
S @ f"‘ n” e
Valltﬁyty cr@rla & % <) @ Required Obtained
KRS RN

Mortality in water conirol <10 % 0 %

& (@ @)} U\ (7$ §© 0 (1]

Corvected mortality referefite ite@ @Q &© >50 % 90 %

@
)
Mean repro?@ﬁon &ﬁemﬁ water con@% >5 47.7
Number asps@s the @er c@’ol prohﬁcmg zero values <2 0
for re ction@ O
S )
R AN
Q0 L I11. CONCLUSION

The Lfor mortality effects of the product was estimated to be > 2550 mL product/ha.
The ERs for reproduction effects of the product was estimated to be > 2550 mL product/ha.
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The figures obtained fulfil the validity criteria of the laboratory method for exposure on plants according
to according to Mead-Briggs ef al.(2010).

S SEN
Assessment and conclusion by applicant: S &@ @@
The study and its data are considered as acceptable and reliable for use in ri@ assessmer@ @ =
The endpoint is: LRso > 2550 mL product/ha 7 v ~ .9 A
)
T ¢ o 9 8
: R F S
5 TE S
%@7 @n@ X S) 22 @
Data Point: KCP 10.3.2.2/02 QD N Oy N RS
Report Author: . C& o2 @ & NS
Report Year: 2014 Y o AN .
Report Title: Effects of blxafelﬁiﬁ flug %@am +ﬁ§¥othloc\(§§132%c§| EC 269 (65 +%% + ]@%/ @1
the predatory I& Typeg droﬁws pyrl ten abpr ry y - Dose re se
test ((\ o
Report No: 83872062 @N @ @ @, <3 @ &,
Document No: M-480618:01-1 ‘@ S NN N
Guideline(s) followed in Blueme]\ét al. @)OO arfehOo 1988 © Q O ~
study: 2 TP & O 9
Deviations from current C@nt Guﬁehn Iue 1 et al. @000 ad Oo@n (1 %38) ©
test guideline: ,Dev1at1 All ygfidity Hteria were met> - &
- — " R
Previous evaluation: No %t prev1@ly s@ltted& @ R $ QO
& Q @0 %1 @ IS
GLP/Officially Q| Y coni&pted der G fficrally redelznis sting Yacilities
recognised testing l@ @1& eé& &
facilities: S d N 9 o & D
Acceptability/Refiabilityd Yes& & N & Y §J
& @@ % .9 8 @
2D v % 3
Executive Summary % @ & @ N
Q
In an e&nded labox: %%ry te&%e &fﬁfects 71e sg@wal and rggoductlon of BIX+ FLU + PTZ EC 260
(65+65+130 g/L) e predato 1te\ L@ym were investigated. Five test item rates from
120 - 1200 mL pggdu w er pr@ ate 1 licates of 10 individuals were exposed to
BIX +FLU + BTZ E g@ on t&ed ban leaves. Survival of the mites was assessed

after 3 and 7{ays. Kor t@pr ﬁetlo sess@ent s%vwmg mites from the control and from all test
item groupy where the co was< SO@Were sexed and the number of eggs per females
was rec@ d on 3 assé@mentdays @' in @ weg

D
All validity criterig.a cor@g to @mel @al @O) were met.

The\ mortality of two h@hes @odu@ rates 975 and 1200 mL product/ha is statistically significant
different to th&@)ntr%l The &Rso w@ estimated to be 1191 mL product/ha.

The reprodt@on@ﬁe W% tatl%cally gnificant at product rates of 120, 213, 379 and 675 compared
to the cm@ol alue@f thedeproduction rate of the highest product rate (1200 mL product/ha) were
reporte@‘l“he v%s est ed to be > 675mL product/ha, the highest dose rate where reproduction
was Q?sﬁ’ed

@@

L I. MATERIAL AND METHODS

©
Test it BIX +FLU + PTZ EC 260 (65+65+130 g/L); Specification No.: 102000027828-01, Batch ID:
2013-002135, sample description: TOX10113-00, content of a.s.: 6.49 % w/w (65.61 g/L) bixafen,
6.35 % w/w (64.21 g/L) fluopyram and 12.7 % w/w (128.5 g/L) prothioconazole; density: 1.011 g/mL.
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Test design: Protonymphs of the predatory mite, Typhlodromus pyri (less than 24 h old) were exposed

to dried spray deposits of 120, 213, 379, 675 and 1200 mL product/ha (diluted in 200 L dei ed S
water/ha) on treated bean leaves (Phaseolus vulgaris). For each treatment and control 10 replicatgs wit

10 individuals were used. Deionised water was used as a control treatment and Dipethoate (Pe thl%
40.0 mL product/ha diluted in 200 L deionised water/ha) as a reference treatm@@

The number of living, dead and escaped mites was counted twice in the firgt week (on d@ da)@

7) after test initiation. Dead mites were removed, esggped mites \@ﬁe consideréd, as .
reproduction performance of the surviving mites in the rol and all f@dduct rates @ valugted @
by counting the number of eggs laid and number of live and dead wv£ e stages p @émale@wm@/ere é
removed afterwards, on 3 assessment days from day@on with a r@i{imum inter@l of 3 @ys od

14 (inclusive). Eggs laid until day 7 inclusive w@moved fro e té@f are@\\and re not counted.
No reproduction assessment was performed for the reference i \ % @

v
Test conditions The climatic test conditions (@mg t@tu@ere @\\’ 26 te ature%nd 7 74 %
relative humidity with a photoperiod of 16 hours lgght an@@@ hglé@itensﬁ range of 4@» 94

Statistics: The LRso of the mortality w c%\’ed bgg\ppl}@g th&%@’elbt@ Analysis. Morta §data
were analysed for significance using Tes&whlc@ls a @}trlb n- fr est ggd does
not require testing for normality o m@ge elt}@rlor\@alys@y Rﬁ%uct §N tested for
normal distribution and homoge@ty of Dariance usi g the Shapi test and the
Levene’s test (a = 0.05). Becaus r@luct dat ere _fopmally=dist ted d hoﬁogenous the
Dunnett’s t-test (multiple c01son§ e-sided, a &0.05 Was ug The software uséd to perform the

statistical analysis was ToxRat Pr essmn§v %on 2. J@j 5, @oxlg Oh@@ons GmbH.

Dates of work: January 2@014 erl@% 014§ @% v\g %@ Q‘&
% @ L 0 Y . N O

SIS $ @ o & O
§ & @ 0| T@sum AN@SC@[ON& @
In this exten lab§tory@est tl@ efft n the' surygval a§ re rc%fuctlon of the predatory mite
Typhlodromus pyri @y expésure BIX + U{@TZ 260 @5+% 30 g/L) applied on treated bean
leaves weé@letermmedz@ 1202, 675%nd 12 mL, oduc@ﬁa

The coﬁected mortall@ W&,S 45 % at 120 proc@ct/ha?@ 0° @213 mL product/ha, 6.7 % at 379 mL
product/ha, 11.2 %@675 fQ pr ct/ha@nd 5%% % 4£.,1200 fﬁ% product/ha, respectively, compared to

the control wherg™1 % y WRS ob ed. The mogtality of two highest product rates 675 and
a 15@ tisti

1200 mL product @ﬁic@t dlf@‘lt t@e control.

The LRso for\‘Qortal@/ ef@s 18 Q]\\ﬁl n@prod@/ha (®$ % confidence limits could not be determined).

The rep@ctlve capagity of yrl @é at $20, 213, 379 and 675 mL product/ha. The effect on
reproduction was 238 % at IR0 mL pr ct/h@% 3% at 213 mL product/ha, 37.9 % at 379 mL
product/ha and 40&/) at ml%prod ,@spectlvely, compared to the control. The reproduction
rate Was statlstlcally sig can@ produ trat@ of 120, 213, 379 and 675 compared to the control.

The ERs for rg| odu tion ¢ cts was estni@ted to be > 675 mL product/ha, the highest dose rate where
reproductio@as tested. Y @

. Q) & N o :
A summ@ of the effecs obs§ed in this study is given in the following table.

§§9 @§@®§
@ & <

&
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Table 10.3.2.2- 3:

Effects of dried spray residues on treated bean leaves on the predatory mite

Typhlodromus pyri (Acari: Phytoseiidae) in an extended laboratory study @o @
Test item: BIX + FLU + PTZ EC 260 (65+65+130 g/L) @\ é§
Test organism: Typhlodromus pyri @ @ @
Exposure on: treated bean leaves m:@ i N
Mortality after 7 days L N L
Rate (%] %eproductmr@ § 2
Treatment [mL ) y & R @ed tion @
product/ha] Uncorrected Correcte leggs @female] 4 @atﬁ rol | «
& Q) \J@ JO
Control - 11.0 < o 8.8 . -¢y @
120 15.0 &% 642 Q| & 233 o
213 19.0 9.0 @ €5F gv B\ w63 O
Test item 379 17.0 6P Y S, N SN379
675 21.0 * N 12 @ 5220 B &« 404\ .
1200 64.0 * A B96. O | R - o O & 9
Toxic ref. 40.0 100.0 *¢ 100:Q o O L9 Tk i §§§
_ 6) @ o\ o, S} %, N Q
LRso=1191 mL product/ha Q BN S O @ N
ERs) > 675 mL product/ha @ R § O I & o
9] Application rate in 200 L water \J @\y N
2) Mortality: after 7 days of exposure to $PT: resi s on surf@ ish&s’s Ex@@‘est & 0.05; * = significant)
3) Corrected mortality accordiqg Abbgttand improveni@its by chnei relh @ é
4) Reproduction: mean numb¥gof e%is/femalzj%unn tt’s t- test a 0 = §1 1can%
5) Calculated on the exact zaw data N ©
6) LRso was calculated w'{ elbuﬁ@Analy@s 959 onﬁdglce lmgecould%&gt be i@g@mlr@due to mathematical
reasons @
S O o\ N oW S
§ TS e & S MEOEEN
& @
Validity criteria: @ & &\Q Y \ \© §9 @& @@
All of the Val cr@a wege me@ccq@g toBlimeker al @00), A
%, @d o\@ ¢§ @) %@
Table 10. f@ 4: Vall cri
i diyoiteria oy O Y ¢ @
& @lldl@ltel‘la “ R S ﬁ o\@equired Obtained
Mortality/ escaplg\flte in the c@l gﬁg}) on&%@ﬁ o @ <20 % 11.0 %
Q
Corrected lity @@w ré@ence"i{@m g@@ on%@y 7 @QF >50 % 100.0 %
Cumulatjzdymean number of eg Ber female i in {ke cog{icérf
group @ day 7 to @@14) Q @ﬁ, @ S 24 88
N Y
5 @ KSR
N @\ R Q
& @@) I, CONCLUSION
The LRso w %d t(ﬁ 119%umL @oduct/ha (95 % confidence limits could not be determined).

The ERsos esn@a‘[ec@@be §WSmL§roduct/ha the highest dose rate where reproduction was tested.

£2000).

@ - gy

tal
&

ulﬁthe validity criteria of the laboratory method for exposure on leaves



B Page 131 of 187

HANER 2021-07-05
! E g Document MCP — Section 10: Ecotoxicological studies
: Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)
Assessment and conclusion by applicant: @o
The study and its data are considered as acceptable and reliable for use in risk assessment. o o
The endpoint is: ERsp > 675 mL product/ha @b &@ @@
O o N
S o & 2
Rk Kk ok o N S
< & &S Lo
vV & &9
Data Point: KCP 10.3.2.2/03 @ < Q. RO
Report Author: I < R g S & e
Report Year: 2015 Q. N ) v o9 W
Report Title: Toxicity to the predatpry mite Iyphl @rl (&i@’ seu(g%) um%\m
extended laboratory @St witliZaged résidue appl@pixaf ﬂuopyra
prothioconazole EC 260 Q%H- 65130 %ﬁn % % &’
Report No: CWI15/037 w0 N A Y
Document No: M-535877-015% . 2 &U S ’ o
Guideline(s) followed in | EU Directive91/414/EEC %, \ % @} 0O
study: Regulatigi ¢EC) K. 1107 5"2\009% \@' S $ & o
US EPACSPP not a hcab @ ©@ @Q O\W\?
BLUMEL ET&L 2@%) ied NS
Deviations from current Cu@ﬁt Guig\ime Bluemef@t al. @%MO) Q < é
test guideline: Deviatiqps: Non@ﬁll validity c%erla wére me{\@ & -
Previous evaluation: . &o, not@ewc%@y tei& o § § {é\’
GLP/Officially % co@lcted {ider (@\}"/Ofg%?ﬁlly ogngﬁd testm@hmhtles
recognised testing N @ @ @ R
facilities: @ & @Q ~ . &
Acceptablllty/Rejiﬁlhtx{ Yes > N & ﬁ@ @ >
Y
@ @6 O & K@j SRS §
L9 & O @
Executive @mmary @ \ © %

e
In an e;f@lded labora@%' test¥he effeets on the su@%al a§ rep@uctlon of BIX+ FLU + PTZ EC 260
(65+65+130 g/L) e prédato ite § yrz were investigated. One product rate of 2 x
1.5 L product/ha (i erv%l of 1@: Was tes Pe@es m rate 5 replicates of 20 individuals were
exposed to aged Sld BI P MC 260 (65€65+130 g/L) on potted apple seedlings. On
day 7 - 10 — @ an @t in the 1%a 3“‘@03%@ and #&y 7 — 8 — 11 and 14 in the 2™ bioassay the
number of d@d and [i Vln§ as coay ed the de@ntes were removed and the number of escaped
mites waggalculated. In all th epr@g tion rate of surviving mites was evaluated over
the peri@d of 7 - 14« i s aft exg)sure cm@ng the total number of offspring (eggs and larvae)

produced. v\g > @ N
All%ahdlty crlterla acco@’lng t@}lm@el et %@2000) were met.

The exposures the sm %fresh%mdues (0 DAT) resulted in a mortality of 15.7 %. After 14
days (14D 7 % mo 1ty occurr d 2.3 % corrected mortality was detected in the final bioassay
started foils weeks aft% nd apphcatlon of the test item. In the first bioassay a reduction in

reprodu€iive \)@ esselativeRb the control of 71.6 % could be detected. The effect on reproduction
decreé%ed to 3.7 "/@s duction compared to the control after two weeks of aging. In the third bioassay

no@uc‘u@@g was found @lmore
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I. MATERIAL AND METHODS

Test item: BIX + FLU + PTZ EC 260 (65+65+130 g/L); specification no.: 102000027828; bate@o @©
2015-000475; sample description: TOX 10922-00; analysed content of actlv%substance 6@5 o/I%
bixafen, 64.82 g/L fl 129.2 g/L prothi le; d 1.011 g/

ixafen, g/L fluopyram, g/L prothioconazole; density: g mIQ & @@

Test design: The product was applied two times with 1.5 L product/ha dlﬁj‘[ed in 40%1, dejquised
water/ha on potted apple seedlings (Malus sylvestris). The application %i%wal betwqe@vas da

The control was treated with deionised water in the safi® way as the %test item. ThQ}OX “referefx @
dimethoate was applied at 0.0476 L product/ha (20 g a. s%a) diluted im#00 L deionjset watey/ha @ e &
day of the second application on potted apple seedh%s as well (for'the first biogssay). $ rther ©
exposure dates it was applied directly on detached a leaves (with 0476 L dituted i 1&0 L ({@mms@
water/ha; under laboratory conditions). It was 1n@§%ed to mdl&te the atlveQusce 1llt@of th

d the test syst S
organisms and the test system. @ " (o 6 \

Aging of the spray deposits of the test 1tem &th @tted@ple @dh %ook ace nder %nl -field
conditions with UV permeable rain protectivn durfog the @hole stidy. Three higassa er rforééd
the first started on the day of the secon(ﬁpph&ﬁon AT@}- @JS aftéy trea:t@ent 2) and § last
one four weeks later (28 DAT 2). @ K

K
Predatory mites (Typhlodromus py@@wer%xpos\%to b@e . s@ d§i§ the ate @f su%ces (day

0). Onday I and 4 the number of‘dead and 11V1@§ mlt%was nte removed and the
number of escaped mites was c@culat 7On @Gy 7, 10, 12 @ the @}and bioassay and day 7,
8, 11 and 14 in the 2" bioassiy the an f dea d li%ing n@e wag counted, the@lead mites were
removed and the number of esca §9 wa %alcul@d The m@ber of @mal@ﬁ males, eggs and
juveniles was counted. and vent rem@/ed %ortaht%of lmro‘%ymphs was assessed

up to 14 days after ex&gsure 1@31 bl%lssays. c& @

In all three bioassays the rq@)du@n ra@ of s 1V1n 1tes was ex@luatedxover the period of 7 - 14
days after exposu§%/ c@ntm&@ to‘% ur&er of offspring egg&and laggae) produced.

Test conditions“The @lmatlc&condmons @mper&ture I‘%HV @ humidity and light intensity) in the
outdoor area % in @1y re rdecfi%lsmg ata Jogger.Jhe teggperature ranged from 9.5 - 42.0

°C and the@ela‘[lv mldlty fréin 13% 9&4 dufing t agi ime of the apple seedlings. The
laborat(@phase for %h eﬁ@sur ate was performedsin controlled environment room with
temperatire of 25 £ 2@C and% - 90 % T @ﬁve h@mdltﬁ\ﬁ

Statistic: The mo Qlty da{ﬁ ﬁ anal’yssed f(p&lgm@&m ﬁlng the Fisher Exact test (one-sided with
Bonferroni- Holrﬁ@dju ent Th&epro@ctlo@ta were tested for normal distribution using
the Shapiro-Walk test@n omogénelt@f varfance uéig the Levene test. As the reproduction data in
the 1 bloas§9 Were@ﬂor y dfs@fbut ut n@}hom@enous the Welch test (o= 0.05) was used. As the
reproductiey data in the @say Syere, née noly distributed the Wilcoxon test (one-sided with
Bonferrgai-Holm adgg@menl@x 0 5) v@ As the reproduction data in the 3™ bioassay were
normally distributed@nd homogendus on@&w ~ANOVA and the Williams test (one-sided; o= 0.05) were
usety The computevr\brog§n SAS (VeIQ)n 9§2002 -2008) was used to perform the statistical analyses.

Dates of work: @aﬁe&% 2@ m\ 20@@15
Dates of work;
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I1. RESULTS AND DISCUSSION .

In this extended laboratory test the effects of product residues (aged under semi-field conditions, w1t1@§
rain protection during the whole study) on the survival of the predatory mite Tgphlodromus @%z were

determined after two applications of 1.5 L product/ha with an application 1nte§l of 14 days@nto q@@
seedlings (Malus sylvestris).

In the 1* bioassay started at the second application day ;%i@e test item, %’rected md&@ﬁy @5 7

\

@

occurred which was statistically significant compared t control. Ingfie 2™ bloas @d 14 days
later, a corrected mortality of 7.2 % was found. Only 2.3 % correcte@ortahty wet@detee@d 1n@e 3rd

bioassay started four weeks after the second applicatign of the test «it,em @ @ @Q}
In the 1*' bioassay a reduction in reproductive suc& relative txthe cpl@ol of % 6 %Q@oul Be de@
which was statistically significant comparedgto the egntrol eﬁ;ect ou teproduction decreased to
19.7 % reduction compared to the control after tw&@eek@ff agu@ In @thlr 1oasiay no %ductlon
was found anymore. % @ Q @7 @
A summary of the effects observed in t stud?us gl@a in Q@‘ollgﬁg ta@@e é\g ©§
@Q NI @
AN RN
Table 10.3.2.2-5:  Effects of drleaprapgepos@ on p@ed a@ atommlte
Typhlodm@pyn €Acari: @yto@ae) ian e@ ded aﬁdstugy
Test item: BIX +&LU + L7 EC260 (6§$p5+13Qg/L) 2
Application: e x 1.8 pro%&t/lg@mrval 14 days) @ y\?@
Test organism: N | Typlilodromird pyr @ NS
Exposure on: p apfle seedfidigs & @ N . @
SR o/ S v S .
£ E Mor\@y [ \ N «&@ @ R{;E)%duc.tlon
treamen | NES i,
Uncorrected | OCorrected p-\%&u ooy control p-Value
o T T o o S [%]
D Y o &L 0DAT2 @we el@i’/
Cofitrol 7.0 | O - e QO R LAY - -
Test item 309 57 Q 042 C& 2 71.6 0.004 *3
Toxic ref. 7.0 Q5.4 v - - - -
7 Q) & W 1°4®’AT2@ weeks) V
Control JO 178~ |G o~ SR - -
Test item 230 o %2 9O Q@S K 4.1 19.7 0.148 %
Toxic igt) 100.0 ST00 o - - -
N « 2 N Z@Am4 weeks) V
Control ESEEN A @) 4.6 - -
Test item 5.0 7 23 Q ,Q@ZZ 2) 53 -16.6 0.1119
Toxic ref. $99.0 | (M988@, | <« - - - -

* signifi nt & < Q

1) Day @er second tregthent B @

2) Fi Exm test ( —sid%gx = 0.68)) p-values adjusted according to Bonferroni-Holm
3)

h te@ =0.0&
4) @ﬁlcox est, §ne md@-values adjusted according to Bonferroni-Holm

5) %ne-v&@AN Willigins test (one-sided, a = 0.05)
@ & T
Validigy(oriteria:
\®

All of the validity criteria were met (according to Bliimel et al., 2000).
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Table 10.3.2.2- 6: Validity criteria

V@
Validity criteria Required Obtainoedgg/
D )
Mortality/ escaping rate in the control group on day 7 <20% S < &@A) @
@ N
> 3
o . N
Corrected mortality in the reference item group on day 7 >50 %% @%6.4$ G
Cumulative mean number of eggs per female in the control v@ S @ g}a 5 @Q
group (from day 7 to day 14) @ NS §
) Y
& o V& &

Two weeks after the application of 2 x 1.5 I&prodyéyha @ an.d plicgtion ingerval of 14 ddys, the
effects on mortality and reproduction were B tha& % @ @ ('S

@ ©)
The figures obtained fulfilled the Validitin‘;ﬁterfag)@tz tl{\abor@)ry me%glod f&xp@ure on@sﬁtes
according to Bliimel ef al. (2000). @ \\ (NN o W;\ Q> é\g S
> D
K &9 &
A AN Y
@ NI

Assessment and conclusion l@ap})ﬁg}{nt: @@5) N @® @ @© @© N

o
DN
The study and its data are c@ﬁid@éed as @epta@e an r§iablé%r u{@n rigk assessgent.

WO weeks aftter the ap, ation . odugt/ha w; an 1ca’ nt al o ays,t (§]
T ks after the appfieati Q2 15 @d%/h vith @ﬁ'@'@gl f 14 days, th
5 O

effects on mortality and repr@c‘[i({%were st @Q’ 0% &

& 5 E Ty, T

o,
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Data Point: KCP 10.3.2.2/04

Report Author: [ ] &

Report Year: 2013 o &

Report Title: Effects of bixafen + fluopyram + prothioconazole EC 260%5 + 65 + 130 ¢)) on

the lacewing Chrysoperla carnea, extended laboratory study - Dose resperise te
Report No: 83873047 & .
Document No: M-476030-01-1 e < 2)
Guideline(s) followed in | Vogt et al. 2000; this guideline w@lodlﬁed for %%sure of Ch@operla&amea@
study: on natural substrate.
Deviations from current | Current Guideline: Vogt et al. (2000) this gul@ﬁne was mod@éd fo@pos@of
test guideline: Chrysoperla carnea on natur bstrate. é\g Q
Deviations: None. All val@§y criteria werteet e’ @ & &
Previous evaluation: No, not previously sub d ” @
P Y subrgi S > D . RS
GLP/Officially Yes, conducted und LP/@?ﬂmal&recog&sed %ﬁgﬁlg fa@nes %

recognised testing <’
facilities: % @ @ f@ @j r\@
Acceptability/Reliability: | Yes N \ o) &U SE A N

\ZJ o N\

S &8s §’ & § -
Executive Summary & @’ ~ * @ ‘”\9@

In an extended laboratory test tl@%fee&%n t@urv1@§an@ @ctlon §BI .%L&%TZ EC 260
(65+65+130 g/L) on the laceWdng Chwysoperla carita weke inv Flve t ite@ rates from 255
to 2550 mL product/ha were%stekPert Shitem fate 4()@epllca‘%es of nd1v1@lal re exposed to BIX
+ FLU + PTZ EC 260 (65%65+150 ¢/L3on trd bean leayes. The numer of iving and dead larvac
and number of pupae de%lcg@wa dete d @@ast ]é?ne a Week%ﬂfter start and number of
adults emerged was @mke gutarly. The number of eggs @s c guted After 24 hours egg-laying
periods (checks) a checks were donew 1th1r&§ne week. The numb of larvvae was determined after
hatching of all la an@ e hatc 1ng%te W% calc@@ted 9 @ @

All validity c1a a@@rdn@Vog@ al. qeg@OO) m&e m@, §

Statlstlcalljgjlgmﬁc@)lt different &fectson m hty v@re erve two highest product rates of 1434

(32.5 ‘V@ud 2550 (47&%)@ pr ct/ha compated ~Q- 1 The LRsy) was estimated to be
> 255040 product/h@ @ I@;

The reproduction @s no%t %ta‘u@lly shgnlﬁc@ dlffént (‘bmpared to the control at all product rates.
9
R >
©@ @ @'@ D&@ERI&@AN I%THODS

Test item: Q%IX +FLU + @Z EG260 65@4%0 /19, specification no.: 102000027828-01; Batch ID:
2013-0 S, sample %scrl@ 1@’3 0@, Content of a.s.: 6.49 % w/w (65.61 g/L) bixafen,
6.35 % w/w (64.21 @) ﬂl%pyral%and ]@%7 %, %@v (128.5 g/L) prothioconazole; density: 1.011 g/mL.

\
Test design: Undgr exte@ed g@ora co a@lons 2 - 3 day old larvae of the lacewing Chrysoperia
carnea were x| sed ta driedsprayQepositof 255, 453, 806, 1434 and 2550 mL product/ha (diluted in
200 L deioni %ha) treated bealeaves (Phaseolus vulgaris) (40 replicates, each containing 1
larva per t@a megtgroup}De &iﬂed water was used as a control treatment and dimethoate (Perfekthion:
140 m Q.Jo ha diluted in L deionised water/ha) as a reference treatment. Exposure time (12 - 20
days; e ere@ ite nlyy;@days) lasted until pupae were transferred to the reproduction units for

deyspmefforadis. 3

Durin assessments the larvae were fed with UV -sterilized eggs of Sitotroga cereallela.

Mortality checks were carried out regularly until eclosion of adult lacewings (up to 23 days after test
start). In addition, for the control and the test item treatment groups where the corrected mortality was
< 50 %, the reproduction performance, i.e. egg deposition and larval hatching rate, was determined (2
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checks/week, 24 hours period each check). The number of living and dead larvae and number of pupae
developed was determined at least 3 times a week after test start and number of adults emerge@ras S
checked regularly.

The number of eggs was counted after 24 hours egg-laying periods (checks) @ 2 checks V@% dapg
within one week. The number of larvae was determined after hatching of all 14&vae and the he%chl ate
was calculated. No reproduction testing was performed with the reference %m § @ (@
> S
Test conditions: The climatic test conditions during the s@l were 23 - @"C temper@f
relative humidity. The light / dark cycle was 16:8 h W&h a light mtel@/ range of 1620 - 1340 ll@g
S

@ @
Statistics: Mortality data were analysed for s1gn;@ce using the@she@ Ex@Test Swhich is7a

N
distribution-free test and does not require testingpr normality or hom@genelty sl alysfo. @@
The software used to perform the statistical ara&lysm wegs To;@t Pr@essmg V@on 2:10.05,®

ToxRat Solutions GmbH. @ @ b@ G <

Dates of work: September 25, 2013 - No&e%lber O@ 20% @Q % ©© © @j §@
\ o S N
@ & @ %\ N é\a S
@%‘F%LTSQ%D DI@JS&@ S’ @ @ 2
In this extended laboratory test th@effe@y of BPX + @ 60 @@%5 930 g/™) residues on

the survival of the green lac g G YO?f)vsoper% cangea w, @ det 1ned thetates & 255, 453, 806,
1434 and 2550 mL product/ha,appked on t@ed %ean le«%\:es (PQ lu@ulg%ls) @

The pre-imaginal uncorﬁe@ted 1%3 ahty% the st product rdtes 0f@4 a@SS 0 mL product/ha
was statistically s1gn1&ant w@h 2. S@nd 4'@ %, ect{@ly N “
The reproductive ¢ 01‘[ of C. testeE’ at al@s‘[ itgm rates@here%fere no adverse effects of

the test item on t]@ epr@ctlv&p rfoffmance\ 9 SN

N @
A summary %@e ef@ls ol@erved@thlkﬁdy @Vﬂ@}l the @owm%’table
& K b\ & o é?
o\ Lo R \
IS \@Q \§ %&@ o \§ <9
@ S
§ RN > & >
% @ & > . s &
o N .U O .0 @
Q0O S & b
SRS %Q & @
<) O @ %o
@’ o\@ 9 L N
2 ¢ S @ @§ S
S ST RS
(AN &©
N N
&@ A" gf § N
& S @
LS Q
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Table 10.3.2.2- 7:

Effects of dried spray residues on treated bean leaves on the green lacewing

Chrysoperla carnea in an extended laboratory study @° S
; N
Test item BIX + FLU + PTZ EC 260 (65+65+130 g/L) 5 @@ ©
Test organism Chrysoperla carnea @JQ & §@
Exposure on treated bean leaves § //@\ &
Preimaginal mortality @] S Reprodu«i\gﬁbn S =
Rate Q Eggs Zyy Fextility 2 N
Treatment [mL Uncorrected ? Cected 3 o er female % chi c&©
product/ha] Y " and day &©  ratein®] @
o)
Control 0 10.0 Q.S@ o @80 R |9 mu @
\\}% Lo & N ° $
255 17.5 B3 LY 3 o] 916
453 7.5 w2807 B Wis U & s o
Test item 806 1505 [ 56 3783 02 O
1434 256 - @50 <~ | 3 & 89.2f\§
2550 . 4 > 9l & @ 865
. Qr N 4 N3 S 2
Toxic ref. 140 éwoo@* N 8% QQ\ m@ -\\)) < \J@ Y
¥ S SRS
LRso > 2550 mL product/ha @ Y S &@ @Q S ;\\x

1) Application rate in 200 L?i‘d,elonhgﬂ wate
2) Pre-imaginal mortah‘q@fter expysure t ray re@ues on@af surfaces (R@r s %@g@ct Testap = 0.05, * =

significant)

§§b#ﬁd 1m}@§em%ts by Scﬁ?lélder@lh negative values

3) Corrected pre-imaginal m ordlng
indicate better syy¥vorshy to control '
Ta S5, 88
Validity criteria: @ & §\ R \ \© é@ @& @@
All of the Val cr@a wete me@ccoqrgﬁig t();oi?)gt %al , 2@) X
% 2 & o @
. @ %, % (S © @ fog
N, > o & S
Table 10.3.2.2- 8: ity efigeria & . O w7 O
"D O =
@ Va%ﬂity ﬁéﬁeriﬁ\U & S I Required Obtained
f@ o
Mortality in W?}er con@ $ @@7 (®\ § @§ <20 % 10 %
N
Corrected m@allty re ere@tem\ Q J@ @n@ >50 % 100 %
Mean n@er of eggsopg@femak\e)?nd ddPin w@r cong?\)i >15 28
©
Meag hatching rate@qe e@ (fert@r) ir}(\ @}ter &Z&g}ﬁol 270 % 89.4 %
v

@° N
S

QO
S

% CONCLUSION

<
@
&
S

5

The Lngéu&?es@ate@ be &550 Q product/ha.

The figy eﬁame&fu
accotding t ogt6§al.( %}60).
grmgTEet g

&

lﬁNﬁie validity criteria of the laboratory method for the exposure on glass
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Assessment and conclusion by applicant: @o
The study and its data are considered as acceptable and reliable for use in risk assessment. o o
The endpoint is: LRso > 2550 mL product/ha g\b LD &
(o8 N
X ©@ (7@ Q N
@)
Data Point: KCP 10.3.2.2/05 & O NS
Report Author: [ 9 O > < @
Report Year: 2013 A7) o2 Q o - o
Report Title: Effects of bixafen + ﬂuo\}%ram + proth@onam{le EC @O (65 65 +s<@‘fj g/I5¥dn
the ladybird beetle C%&gmnel%’cpte&@ncta{ﬁxexte fded labgratory ‘Study - Deose
response test % @’ & o
Report No: 83874012 o @ Q O L g
Document No: M-476172-01-4" Q ) @

Guideline(s) followed in | Schmuck et ;@OO Sthis g%ﬁ@hne@s modified @xp@ of % QO

study: septempu a onnaturalQubstrated> @§9 .
Deviations from current | Current GuidelinéSchiuck et ﬁ*’(Zi& @\jj @@) $ w\:@
ORI

test guideline: Deviations: Nage. All@@ihdﬁ;@lten re m@ Q
Previous evaluation: No prgv?wsly suBmitt @7 © Y
& ISR, VS
rC;I;(I)’/O.fﬁgially. %e not&nduc §9und@%LP/O@“imally$eco@sed teé@g fagities
gnised testing . § & S S @to\a
facilities: Y S @ S NS
Acceptability/Reliabilify? | Yes> 7 &N Q A ~
% O
@ & N N @Q @ @
°\ v \ 9 &
Executive Sur@ary@ K %,

In this extended lab§atory§§tud the eff%‘ts Qf @IX & +P@ E%@GO (65+65+130 g/L) residues to
larvae of, tle ladybird beetle V%zne ept@zpunct W@e det@mined at 255, 453, 806, 1434 and
2550 product/ha. ap@tlo as done on Ves @haseolus vulgaris) with 40 replicates,
each containing 1 darva per treagment ort 11ty of adults was assessed daily except at
weekends. The nu@er of fiving and de& arv%ﬁand zépae and number of adults hatched were counted
daily except weekends % &

Number of WaS@@unt ally@xcef@wee{Qﬂs w@jhm the subsequent two weeks of oviposition.
The number of larvae hat cou

All Vali@ criteria acc@dmg@ Schrﬁﬁck @zl (Q@b@) were met.

At the second hlghéé?pro t rat&l%f@nL %ct/ha) a statistically significant difference in effect
on mertality was observ m@red to @e cogirol. The LRso was estimated to be > 2550 mL product/ha.

No statlstlcallﬁggm&can@reri@ n ha@%‘ung rate was occurred at all product rates compared to the

control N @
@§§ S
S S)

% @ @ ?§ I. MATERIAL AND METHODS

T em X +@LU$PTZ EC 260 (65+65+130 g/L); specification no: 02000027828; Batch ID:
2013-0 5 Sample Description: TOX10113-00; content of a.s.: 6.49 % w/w (65.61 g/L) bixafen,
6.35 %w/w (64.21 g/L) fluopyram and 12.7 % w/w (128.5 g/L) prothioconazole; density: 1.011 g/mL.

Test design: Under extended laboratory conditions 4 - 5 day old larvae of the ladybird beetle Coccinella
septempunctata were exposed to dried spray deposits of 255, 453, 806, 1434 and 2550 mL product/ha
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(diluted in 200 L deionised water/ha) on treated bean leaves (40 replicates, each containing 1 larva per
treatment group). Deionised water was used as a control treatment and dimethoate (Perfekthion: @nL S
product/ha diluted in 200 L deionised water/ha) as a reference treatment. Exposure time lasted wat th%j

hatching of the adults. S @ S
During the assessments the larvae were fed with live aphids (Acyrthosipho@%isum, Me%o a vz\é%e)
each day until larvae had entered the pupal stage. % ® @Q )

v
The adults were fed with broad bean plants (Vicia fabaf4nfested wit (;Z\. phlds Acynd}sz pistia, @
Megoura viciae. The infested plants were replaced once'a week by figsh ones. If r@éss@add HIO a
aphids were added. Fine ground pollen and honey W%Q given ad lz&@lm @ c&

@

The number of living and dead larvae and pupae da@@;mber of adlﬁs hatefied v@re coifated da@ exe@pt
weekends. Mortality of the adults was assessed except at %@eken(@ an%jh

was determined. % @
Number of eggs was counted daily except at weeke %, Wl@n the@bse t tw@weeks of 0\%081&011
The average number of eggs laid per femal%beetle@er da@was determ %}ed by ividin®the t @er

of eggs laid within each group by the a %rage%ﬁmber\o vialle fe s in@iat group. The nuni@er of
larvae hatched was counted daily. eﬁn Gﬁon @ perfc formed 1gﬁrre@he ﬁcte@hoﬁ was
9

ith @ refé@nce itgHh. @ @
S O N R
Test conditions: The climatic test %ﬂdlt@ns d Wﬁ @yre @3®26 el}gﬁture and 70 - 80 %

relative humidity. The light / ¢ cye{\vas 1 isHt 1n@%1ty (r@ange of3000 £2410 lux during
A Y %)

the study. % &

i @
Statistics: Mortality da‘e&%’?ere a%lys f(§mﬁ@nce ing the FISI@S E t Test, which is a
distribution-free test and doesEypt regquire teSting 8@ norn@lity Qr homo neitgyprior to analysis. The
software used to per@fn thé&gtati @gal al@lyms r@as T fRat P ess@ml Viérsion 2.10.05, ® ToxRat
Solutions GmbH. @ & )

<50 %. No reproduction test was p

Q @
Dates of work: @%‘[er%&er 04 &EB %Octobeg\ﬂ &O% é@ @& %@
S © & O & @
@ & . & O
& 9 N D o2 v
& o & HSRESULTS AND DIS e SioN "
& @ @ N @) R Q

In this extended 1&®ator§g}tud e eff@@ts o@IXJr@RIJUJrP@ EC 260 (65+65+130 g/L) residues to
larvae of the lad%rd lm%etle czne@ Seg&eq@fpunc@ta weye determined at 255, 453, 806, 1434 and

2 L Q P
550 m prod@ '.Qc atlcé@(las dane o@bea@aves (Phaseolus vulgaris).

The pre- 1ma§@131 mgxptah as &?% 1\%‘6 co@’ol 58 % at 255 and 453 mL product/ha, 0.0 % at 806
mL produ&g{ha 40.0% a uctfha, wiieh was statistically significant compared to the
control 20.0 % at @50 merodu /ha @pec&vely This resulted in corrected mortalities of - 2.7 %
at 255 and 453 mL @uc a - 8.h% at@6 m@oduct/ha 35.1 % at 1434 mL product/ha and 13.5 %
at 2& mL produc h @pecﬁw y. T@e L@was estimated to be > 2550 mL product/ha in 200 L
water/ha.

The reprodu 1ty s@§ nctata was tested at all test item rates. Reproduction was > 2
fertile eggsper viah C\F pe(\ﬁday tested test item rates, so the reproductive output is within the
historica for @ntro Beetles and therefore this parameter is considered as not impacted by the
treattr@%(&@uck% 0) up to and including 2550 mL product/ha. No statistically significant

diffefences gy hatchng r t”\'vvas occurred at all product rates compared to the control.

N $
Z)
s
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Table 10.3.2.2-9: Effects of dried spray residues on treated bean leaves on the ladybird beetle Coccinella

septempunctata in an extended laboratory study @ S
: <
Test item BIX + FLU + PTZ EC 260 (65+65+130 g/L) Q\ g
Test organism Coccinella septempunctata 6 @ @@
N & @
Exposure on treated bean leaves w
Preimaginal mortality [%] ?R%)roductlon @ @ 9
Rate @ Eggs per Fertile eggs
Treatment [mL Uncorrected ? | Corrected 3& female p Q@ per fema$ 1[1;/11 8@ &@
product/ha] » < day ©°| and day’ A @ﬁ S
Control 0 75 - @ 164> 13.9 82F @
255 5.0 - 27 14T & @33 869 4
453 5.0 %“@“7 9.0 - 7 &1 F5.5”
Test item 806 0.0 -816)° | IS 13.2Y [, 87.K
1434 40.0 * @ 3509 ey 15 j@’ 12% 84\8 X
2550 200 X 1 @ & 405 9 &4 o>
Toxic ref. 50 100.0 * 57 . 190.0 - Sl O- - &
@ S @ N Q S8 & ®
LRso > 2550 mL product/ha NN N N
P mQ NSRS & & o,
S.D.: Standard deviation @ N @\j @ $ W\:@

1) Application rate in 200 L Watet‘@ @) (@RS
2) Pre-imaginal mortality after @posure\go spray@sldu@l leaf@’aceglsher’@xact , (&0 .05, *=
<

significant)
3) Corrected pre-imaginal nifertali accordl@ 0 Ab@tt and jn (‘Jproveﬁ&gnts b&@neld@;@relh negative values

indicate better survwo@np cory red tegontro
§ie/da@§

4) Reproduction: meamgumber of fertlle@gs/f

S Y .9 & &
Validity criteria: > . v § Q@ @ §9 @© & S
All of the Validi@rite%@weriﬁ et (acC ord{% to S"&h?nucl@ al. @%00).@@
o X SR A
D & 0 9O «¥ N O
(N 2 & o (@
Table 10333- 10: Validi o oo ¥ T ¢ @&
able 8% aligity cr@ma @ N
@Vah@@ criteria Q" © ~ Required Obtained
Preimaginal mortal@i\bn water com,@l o NS D <30 % 7.5 %
Preimaginal mort&ity refetpnce éy LN A @© >40 % 100 %
Mean number & fertl;@ggs @emal@and d@ in w@r conffl >2 13.4
8 S Ny o &2 &
@’ @ Q I@ CQ@LUSION
The ERso was estlmg@ted @ > 2@0 f\ ro /ha
Th&eproductlve erforf@ince @ no to be impacted by the test item.
The figures o @ned fulfil vali a 1a of the laboratory method for exposure on glass plates
according t c et 000“‘)’\9 @
\@@ @

\Y)

\] TS
As é;\sgmend @ﬁld s%n by applicant:

Z) . . o
ﬁ{e studyrand its data are considered as acceptable and reliable for use in risk assessment.

(Q

i

The emdpoint is: LRsp > 2550 mL product/ha
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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. \@ @6
@ @® @
& N
CP10.3.24 Field studies with non-target arthropods S @ %
In view of the results presented above, no field studies wets, deemed necéSsary. S \@ é\ﬂ
e @ & S O @
. &K @ Q§ s &
CP 10.3.2.5 Other routes of exposure f@{on-target@%th%pods§© & ®© &@q}
No relevant exposure of non-target arthropods i pected by @aer I‘%l@s 0%@%0%{9 3»5@ @@
MRS NS
& & A S
s TGRS S & o
NN SRS S
RN RPN O i S
RN S s 080
RV o D § O o O
o & TS S U
v & ©
© O & & S
~ % 9 § @ {° e R N
v 9 O ¥ .0 & )
S TS e e %0 <
& 9 & @ @
S QO NTN N o 9 N
F D Ve LT §@ <
& £ .0 O « SIS, @
TN g S S
N & & @ Vo &
A 2 O & O 8
>y O Q
§ RENIIAN > & >
@ 9O g © o .0 @
Q O 0 SN S D
¥ 9o KN & o
=) N @% W2 %
@7 °\@ Q @ N
Q AN N @§ 9
B v S L@ N
N (g @\ R Q
@" N >
s A &SR
& o &
& &EF
O Q
{N O @ N
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CP104 Effects on non-target soil meso- and macrofauna .

& &
N N
The risk assessment is based on the “Guidance Document on Terregtrial Ecotoxg 0%,
(SANCO/10329/2002 rev. 2 final, 2002). @,Q S

o,

Predicted environmental concentrations used in risk a@ssment > RN é\ﬂ
. . . > SN o @
For details of PECs,; calculations refer to MCP Summa& Section 9,6@@& 9.1.3. @

Important remark by the applicant: The PEC,i V@CS as presed below are@a\t’erim%lue@@nd a%
therefore subject to change until final modellin%@ut parameters cartpe e@bhs . The applicant
intends to provide final PEC,.i1 values latest by eénd of March %%2. R N\ @@
. S D LS
RS R A ¥ >

v O & S & o

Table 10.4- 1: Maximum PECsoil va]&% fonQ@pym&m, its metabolites a;@lX+F@U+ EC 260
in barley (for details@g)ge M@Sect@; 9, P& 9.1<§Q 9;\ é\a I f§
Compound R SR Ba@y O & @

&ﬁsoil, @hl N PE(ZSDH, au, 5 cn@\ @ I 4 oil, acg{i@
QUimghkel ¢ | & (mgwg O | & o
L

2 K 9g@s/ma P Q . VYA

Fluopyram @w & 00 A\@% @ 0.009 & %;(\\@ 9.019
Fluopyram-7-hydr%y\ @ @).301@ Eg} o &00m %% <, § <0.001
Trifluoroacetic ac@TF%{ yb § <0s@§f N ©§’ <0@01 &© @& <0.001

2
& @ S “@wsg&.s.ﬂ%@ @@ R

a O
N 9 @
Fl%opyram@’ g Z’\%ﬁ & ~ (@0@8 i 0.039
Fl@ramﬂ-hygr@% ) S @%01@% @ @o.o&@ 0.001
A
RORRN B
Trifluoroacetic ggﬁ (TE%) @9 @/\}7%01 iy (&@&001 <0.001

NN
Q@ ©© @)@@ N ¥@x 0.&L©pr(%/@;
BIXT@HPTZ EC 260 § @“\%2 1)@ % <, %@

Q
B § @@ . @ Q@ ><%Lprod./ha

BIX+FLU+P@Z2 EC 2660 247 &@)
+FLU+ 25@ i
J(@}

& o

* PECsoi me s\ﬁhe S f PE soil, initial@d PECsoil, plateau

D The soil VEye for tfigproduey, BIX+KDU+PTZ EC 260 is calculated based on the initial rate of the product
(0.@§/ha) igw singleGpplicatieh, the portion reaching soil (BBCH 30-61, worst case interception of 80 % for spring

o&als), @stand%d soil ity (1.5 g/cm?), the standard soil depth (5 cm) and the density of the formulation

{&011@&). IS

) ©The Csoil Va@é for@ product BIX+FLU+PTZ EC 260 is calculated based on the initial rate of the product
12Y¥ /ha) in a single application, the portion reaching soil (BBCH 30-61, worst case interception of 80 % for spring
egeals), the standard soil density (1.5 g/cm?), the standard soil depth (5 ¢cm) and the density of the formulation
(1.011 g/mL).
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Uncertainty factors for isomer composition of metabolites @ @
The metabolite Fluopyram-7-hydroxy has a chiral center. Ecotoxicological testing was perfo Wltl@’
the racemic mixture. Therefore, for this metabolite an additional uncertainty faetor of 2 will l@appl@ﬁ

to the TER available for earthworm, springtails, soil mites and nitrogen transfé@mations in co&sme@ on

of enantiomers. S\ § § &
% o\ Q, '24\9
A
& 9 &S Lo @
R o & & &
CP 10.4.1 Earthworms ES ~ S Q& «
Q o & @) @
N @ R S o &
The risk assessment (calculation of TER values) was based $tr'the NOEC@alue leyléted fi of the
studies performed with the product and the méﬁboh@ ECyg Val @wer than the OEC
and the calculation was reliable they were %sed fo%he caéﬁlaﬁ@@? of T a@lu @&
@ O > &8
Table 10.4.1- 1: Ecotoxicological @mm& > ear: %Orn@eplﬂ@@tlogﬁldlfgﬁh +F[%+PTZ
EC 260, Fluop)&%@m andGts nﬁletaboll\t)ets\\ﬂ Q\ m@ S \)@ K
Test @ 9 %) N @ S @M @\J
Test item spe . xEc(%)ﬂcoloé@’al enonmt@Q (S Re&ence
testdesign Ca O& 9 & -
Edenia © @© C < 178 prod.@ws@ (2013)
+ + etl rod./kg dws
BIX+FLU+PTZ Vetida| @89 Jkgdws 89
. '@ " Q) M-476477-01-1
EC 260 é\a repgductiqn 4 136, mg pregt/kg dws KCP 10.4.1.1/01
@ | 564, mi§ @ECI@T @mg prod./kg ds A@& -
oY (Sisenia [ NOEC—134 P kgdws B (2020)
FLU SC 500 5O O} fetida N @ Q&g& mg a.s &g dws?P M-680776-01-1
& oS SroductiSn | B 'S mgs./kgadws A KCA 8.4.1/02
2 56°d, mised AN E%@wm mgas. /kg@&éys AB KCP 10.4.1.1/02 ¢
D Ch eSS 7 Q
A ol £ NOE@©— 18mg pom@(g dws (2021)
o | fe |
Fluopyram-7-hydr<@§ réprod @%Dn &O@m =9 mg p@’kg dws A M-762139-01-1
N 6 do o d S @Cio @alu@tlon not possible KCA 8.4.1/03
) f5¥ ,@@&e ©@§’ N
T Eigaita - @ @
. Qe @© Eigpia - @ . (2005)
Trifluoroaceti€ acid da X\ &@E
X C 0 mg p m./kg dws P M-251328-01-1
(TFA) % repro ion
@’ % 56 damixed C & KCA 8.4.1/04
o \
dws = dry weight soil, Y6, = uct
A ~, Endpoint corrected by@ctow @due 1pop§ substance (log Pow > 2)
B Endpoint c&l}culated ortthe ba@@ of a@ysed f& ram content in the formulation (42.4 % w/w; as given in study
report)
¢ Full detatls on th%tudy e descmﬁ in Q)rrespondmg MCP for the formulation FLU SC 500.
D NOE Q@/kg d {S s based on e s on the body weight in the concentration 1000 mg/kg dws.
N
F ¢
<
{x’ O @ o
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Risk assessment for earthworms .
& O
N @§
Important remark by the applicant: The PECs.i and TER values as presented Gglow are 1nte(@val es
and are therefore subject to change until final modelling input parameter%@@n be establig

applicant intends to provide final PEC,.ii values and revised TER calculatjons latest by @d o@arch@
2022. ©
o & o NE
v g &g o
X
Table 10.4.1- 2: TER calculation for earthworms fo&BIX+F LU+P"@ C 260 (tg\g@ QQ § Q&©
Compound Species, study type E int §i’EC TLT rﬁﬂlggel&\g
[ prod./kg] S\ [mﬁamd/ Q O v @

S <a SO

Barley, 1 x 0.6 L prod./ha 'S @ N g\? /‘1\%7 IS S RS

oy
BIX + FLU +PTZ . Sl .
EC 260 Earthworm, reprodu(i%l N@C @ 89 162 549 <@ AN

S )
Barley, 1 x 1.2 L prod./ha @} N @ . &\j & N QY

R
Q \‘/\9
BIX + FLU +PTZ Earthworm, reg@%uct@ Q%\ \ o, @Q § é@ 2]
I\ N

EC 260

Y

N 9 9 @ S Q Q S
Q
@ X @’ @J@ @ Q (& S

Table 10.4.1- 3: TER calcuﬁlo for ea orms for ﬂuo%yr @5n itPmetabolites é
R foF agfivorgsfor fnbyragtind ety
Compound Spec@s, stu@f typ@ § int S l@ksou@ &aﬁm Trigger
A &] . [mg/ ké]” d
Barley, 1 % 39 g a.s./h) @ %J @ S) & é\ -
Fluopyram § Ea@i&vorn&%pm@lo I\\Ii)E@Q\y = %1@ Q019 @ 3526 5

Fluopyram-7-hyé8xy @rthwor% reﬁ\@duc‘u@ NO“EE =§ $<0.0@§L >450004 |5

Triﬂuoroacetic@cid %

\—y
Eartﬁ%@orm@prom%ctlon ;}N%EC@@ = 326® %%’01 >320000 |5

(TFA) & 5 o
Barley&@@ 78 g a.s. /hz@) <§ éw @Q N ©\
Fluopyram @%‘Eart&%rm @produ@on J;@@ Cy, = 67%\ 0.039 1718 5
Nopc™ =& A
Fluopyram—7-hyd@(y Eai%hwo@repr&%uctloﬂ% O}:xc =® 0.001 45000 5
Trifluoroacetic@gid ©
(TFA) Q @%artl—éﬁrm f‘&produ% n i&g%c =320 |<0.001 >320000 |5
A For% metabolite ﬂuopyr
24 0n51derat1(,)§%f two
& S
The TER Value@qlearly @cee e trigger V&@e of 5 indicating that no unacceptable adverse effects on
earthworms are to be expec frorﬂ@;@ée 1nf@1ded use of BIX + FLU +PTZ EC 260 in barley.
< @
&S
Y <
&% O @ RS
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CP104.1.1 Earthworms sub-lethal effects

Data Point: KCP 10.4.1.1/01 S P

Report Author: . & 97 O

Report Year: 2013 @ LS

Report Title: Bixafen + fluopyram + prothioconazole EC 260 (65+§5+130) G: SL@@hal @
toxicity to the earthworm Eisenia fetida in artificiakgp RN

Report No: 131048183 S J o Ao >

Document No: M-476477-01-1 U@ RS

Guideline(s) followed in | OECD 222 (2004), ISO 112682 (1998) NS

study: @ Q& . © < Q @© .9

Deviations from current | Current Guideline: OE%@”Z (2016) @J R @) © @

test guideline: Deviations: None. All validity cglterla\)@re mét, @ h\ . O

Previous evaluation: No, not previously s itte v S

GLP/Officially Yes, conducted@er GL(i@?Off ﬁ(r‘fly é\énls%testn@cﬂm es” @M @

recognised testing \ \ X §

facilities: f\@ W %@ @ ‘z”\ﬁ @DQ @&’ «)

Acceptability/Reliability: | Yes <®% & @ Qr \U S A Ca

N S O o & S
. Ve o » & 9 .0 O ~
Executive Summary @ & @ @Q @ & @ ©©> (5%

In a laboratory study the eﬁfects of BI @FLQ + P EC &a (6%6@65%%0 g/L)©on survival and

reproduction of adult eart}@gorm isenj tzd as tested during aﬁ@&p of 4%eeks (first part) in

artificial soil by comparihg co ol and treat th1 riod, e a @oms were removed
S

from the test vessels and the @ Gnd Ju\@uﬁ’t wﬁ re@ame in the essels for additional

4 weeks (second pa he t 1on ébthe W@S weeks. Fn@test item rates from 100 to 1000
mg product/kg dr eigé%soﬂ e t@d &r testtpm r re hcate@nd for the control group 4
replicates with l@eart%yorms %@ch ere ex(%sed tQBIX +®4U @‘ Z &ﬂ 60 (65+65+130 g/L) mixed
into artificial S

After a peripd of 4 @eks ﬁ%e sur%vors ere %ted @d thm@fres]@@elght was measured. From these
data mortality and biomass ¢ @

det d. Af@ @mnal four weeks exposure of the
cocoog%@ld juvenile é%hw s the'xépro I&CUOA&S detg @) y counting the number of off-spring
d

hatched from the cgggons g%r tes sse1© N %
3‘ %@ 2o K
s S 3
The study fulfill&d L %dn teri &TOJQ@D 22@guﬂ@ne

Y
The endpom@were%o mon >10 \ng \ /k @y weight artificial soil, LOECnortatity >1000 mg
prod./kg weight artjficial s¢j g th éﬁg prod./kg dry weight artificial soil, LOECgowth
= 1000 prod./kg- Welﬁt art1ﬁc1al s& Creprmjumon 178 mg prod./kg dry weight artificial
soil, %OEcrepmduct%@s 16.shg pr odvkg doyw § artificial soil.
TheEC o and ECyo relat@@o réproductién agedetermined to be 136 and 195 mg prod./kg dry weight

artificial soil, r ctively. < @
SR
A
@ % @ v\ﬁ I. MPATERIALS AND METHODS

Test 1‘(@x BI @ C 260 (65+65+130 g/L), specification no.: 102000027828 - 01; Batch
No.: WJ‘ 35 Xl@J -00, analytical findings: 6.49 % w/w (65.61 g/L) bixafen; 6.35 % w/w

(6 g/ % uopy@’m @7 % w/w (128.5 g/L) prothioconazole, density (20 °C): 1.011 g/mL.
Tes de% Ten adult earthworms (Eisenia fetida) per replicate (8 replicates for the control group and
4 replicates for each treatment group) were exposed to control and treatments in an artificial soil (with
10 % peat content). The study consisted of 2 parts: Adult earthworms were exposed to the test item for
a period of 4 weeks (first part). After this period, the adult earthworms were removed from the test
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vessels and 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. ’ S
During the test the adult earthworms were fed once per week with approximately 5 g food/vessel:(a ima§
manure). The offspring were fed only once at the start of the second 4 weeks exposure period ixing
the food into the soil. The artificial soil was prepared according to the guiﬁe with theékfollo
constituents (percentage distribution on dry weight basis): 68.5 % i l%dustrlal quart@san%\l 0%
Sphagnum peat (air dried and finely ground), 20 % Kaolinite clay.

After four weeks, the adult worms were removed from théf2st vessels. Fhe number oﬁ&gprw ﬁg wo

(adult mortality) and their biomass change were determined, behavio ? cludlng f 1vity),and &
pathological symptoms were recorded. The adult wo <=Z)' were disc 1@ after co Wei ng.e
At the end of the test after 8 weeks, the number Of% rviving Juv@lles %er testeye sse&was de@rmli@
and emerging earthworms were removed and co

Test conditions: The climatic conditions were in the te%perat@an&?&w .6 422.0 "@mth %phot@%rlod
of 16 hours light and a light intensity of 570 %

Statistics: The statistical analysis was performed th tl'é%oft To@{at Prg@éss@a @6 {he
ECio and ECy (number of juveniles) werg estimated bNrob@analys% r@e maximu ,.7 od
method. Confidence limits (95 %) of t EC \hles e co&pute Y noimal a xmmion. er's
Exact Binomial Test with Bonferr tion gnd t \Wlll s-t- t@ we compare the
control with the independent test 4t g@ s. ‘Ko staﬁ@tlcal\ alu of®ie b asswf@ange, the

@

changed mean fresh weight of suf@vm ormgper replicate Qs us
i % 8‘?§1 @@ § @© @Q o
Dates of work: September 113 a\?ﬁov%nber 0822013¢_ @Q o (S é&
N §9 @ @ S N ) ©

S TS e § Y8
&  .§ % Y @
SO RPN O e & D
©@\&@§\&\@@§
S Fo & &
¥ N 9 & o 9O
% I TN
S & & & o &\
A @"\@& @%\(@%\@
SIS
& & & & .~ o
QRS T LS
o O ¢ .09 o O @
MRS
AN @@@@
@@@"oy\a
& SR IR &@Q\
> ‘2§@0@’Q@@
S @ﬂ&@\ O
@%
§\%Q§§@Q
% Q
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I1. RESULTS AND DISCUSSION .
Table 10.4.1.1- 1:  Effects of BIX + FLU + PTZ EC 260 (65+65+130 g/L) on Eisenia fetida ﬁ%@ >
(@&
Treatment QS @ 7 S
Parameter [mg prod./kg dry weight artifigial soil] S S
Control 100 178 316 562 L 1008
Mortality of adult earthworms L) 1 .9 %
\ Q,
(%] aftor 28 days 1.3 0.0 CE 2@9 250 (N3 ¢
Significance (Mortality) - - - - @M NN o
Mean change of body fresh @ &Q X {%\J & £
weight of the adults from day 0 57.3 56.7% 57.7 Q 55.9, &Q&O& 40.1 %)
to day 28 [%] * ey 2 K o . )
Standard deviation 33.1 179 121 | 215 g9 387 1630
Significance N 7 N Xy @V
(body fresh weight) ] © - w\\ﬂ@ @% q % §@ S %'_ e
Mean number of off-spring per Q% @ N " N @Qf @
test vessel after 56 days * 119'03\& IZ(Q’%} > 99'6 &QEQ'{ @ %3 10.
Standard deviation 28 [ J018. 9 455 91927 | o099 &
Coefficient of variance (%) 1®% 18.1> G3%.6 o 3@ Q 2050 | 595
% of control 00 P 10N 83.8 | &B2 F 40> [x.78.8
Significance (reproduction) X . © D ;VJ Q O +.0 & +
\®)
g@ o Adul%’[or@lty 9 @Q Growth @ Reproduction
NOEC o @ N @
[mg prod./kg dry weight s@i] & ) 2 @90 v 562 N ¢ 178
LOEC '\ K §$ Q° NS
[mg prod./kg dry weight soilLQ% 9 10 % g imﬁp . O 316
ESEC SEIFSI N
EC1o[mg prod./kg @welg@ art1ﬁ§ s01 (950 @ce lif@jts) @ 136 (73 - 252)
EC20 [mg prod. /l@ry \&@ht algﬁmal sc&ﬂ & ) conﬁ ce@utg § 195 (124 — 308)

* Statlstlc@ signi antl different anar%’&to congep (W@Es -t- @, o = @95, one-sided smaller)
** ECio, Probit analysis usin@tinear.fikelihopdyegres
010 @20( %y %@ % @f g @n) @ ¥

N
Mortaﬁ%? @© @ @ S @Q § o ©\

No statistically 51g ant@\rta com@red Q}he céutrol weds observed at any test item concentration
(Fisher’s Exact miad Tes %rro @orre@on @&y 0.05, one-sided greater). 1.3 % mortality
occurred in the contro (‘ ;§ exccgp 1on §F2.5 ortality at concentrations of 178, 562 and
1000 mg prg §ﬁ sof@o m&@lhty\ bserved in any other test item treatment group.

Therefore, ¢he endpomts :@ : 21000 mg prod./kg dry weight artificial soil
and LO§>IOOO mggrod./keidry vegig 1ﬁc1&£ﬁ8011

No effects on behav@gr (inclui &feedm{% tlv@ of the worms were observed during the test.
SIPA Y &
Eff%ts on growth (AN

The test item c&Sed no statisfis allg&n ifi t change in biomass compared to the control group up to

Q
the highest t ite i%?e ( {\{'\'\)l mgyprod/ke soil d.w.). At a concentration of 1000 mg prod./kg soil d.w.
the bioma £ 4Q5)>% was statigjically significant (Williams-t-test, o = 0.05, one-sided smaller)
compare@} th ntrol@ro up @herefore the endpoints related to growth were: NOEC: 562 mg prod./kg
dry W@@&t alal %11 anEC 1000 mg prod./kg dry weight artificial soil.
$ 2 e
)

&
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Effects on reproduction:
Statistically significant effects (Williams-t-test, a = 0.05, one-sided smaller) on number of juv, les &
compared to the control group were recorded at the three highest test item rates (316, 562 and FQ(

prod./kg d.w.). Therefore, the endpoints related to reproduction were: NOECg;178 mg pr g

weight artificial soil and LOEC: 316 mg prod./kg dry weight artificial soil. ECio (C.1} and

(C.L) values were calculated to be 136 (73 - 252) mg prod./kg dry weight so % and 195 (1@4 @ m%f@
prod./kg dry weight soil, respectively. &

Validity criteria: X
All validity criteria of the OECD 222 guideline Wereet.

~) : &
Q,;@ @@ R © %@@

)
Q@? 5
S

Table 10.4.1.1- 2:  Validity criteria

@ &
Validity criteria acc. to OECD 222 (adopted 2@16 QORe ed
y (adop )5 | o Reqifted &

2D
EUREIRN
Mortality of the adults in the control @} @f\\ Q@ . &_@10 (y&% NS @éﬁ 1.%% ©§

Q
Number of juveniles (earthworms pe&@%trol%sselé\Q § >% @@@ § éyl 109
)

9
Coefficient of variance of reprodggtion i&%e coftyol S <30 é? Q
\@@ ¢ v &@ @ @

Ve O o Voo R
Reference test: S
The reference item Nutaamm%o FLO% (G§en 1m 500?)4\9was%t@sted§ a separate study at
concentrations of 5 a @/kg S @elght%

In the most recent dy wit u?c Zi (@9 projéet No. &R 13 10 48 005 S, dated
November 22, 20 th@umb&r Lh\\(%ll was réduced by 9 and 100 at concentrations of 5 and
10 mg product/k& so @§y weight (mean number oﬁﬁveml@ nd @fter 8 weeks of test duration

when compar ol (f@ean n@lbemg uv%ﬂes —@7)
& T oS & éé*/@
o %
&@\ @@ i @7 III CON@LUSF@ ©\

N

All validity crlter@re iet. Th@end&@ts V}%;;e @%

NOECmortahty @2@10 %g gg&, ﬁma@ @jQ
LOECorais®S > 1600 Od@g d. W\@mﬁ%i SO”@

NOECg@% =562 ﬁ% pr g d . artifteial oyﬁﬂ
LOECgrowth = 1@ mg %rod Jeg d.w. @ﬁgtlﬁcﬁ@oﬂ

NO\Crepmducnon 178 m@prod@kg d w. artifiéal soil

LOECreproductlo& 31 %lilg pregvkg &w. artificial soil
ECIOreproducnon d /ng% W. @1ﬁclal SOll

ECzorepmaucug &95 m@prod§g d.wrtificial soil

Acc@dmg C’j S §z\\fhe level of protection for the EC10 1s classified as “medium”. The normalised
of @ ﬁdence intétval (NW) rating for the ECois “poor”.
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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. o >
SO
D

The endpoint is: NOECqeproduction = 178 mg prod./kg dws @b &@
() B
S S & .o
% o\ Q, '24\9
@ @ R \\ @Q
CP10.4.1.2 Earthworms field studies X ©Q @@ § é\g
In view of the results presented above, no field stud@®s were 11ec§sary Howevéﬁg fuﬁh@ i 1ati(@
on the formulation FLU SC 400 is presented in tht:ive substan 0@@561 8. 16\ % @}
Y R S N
& &) N é% % IS N RS
Q. @ XN Y o8 AN
CP10.4.2 Effects on non—targ%soﬂ I@eso— é&i m@oﬁl@a other @n @j %

th
earthworms) g\? \\ \\ S ) N
P PO 6
The risk assessment (calculation oi@ER %uesﬁ\ﬁls based on the T‘@C valtes célculagéd from the
studies performed with the produé®and %e mefgpolitegyln c C m®alu§ere lgyer than the NOEC

and the calculation was rellable@heyo were usé@tor g§calc@a 1onspf TERval &
N B Lo o ©
N
Table 10.4.2-1: S]ﬂgngtal@nd %}B’ plodl@l{)n studl&g&\qth EEX+F%@I—PTZ EC 260 and
@:‘luog%m met 011 \J@ (@@ . %, (?
t spegies, S .
Test substance D'test design ﬁ\@ §®@ E 0x1g19glcal @dpo& & Reference
Springtails, r EpL@ltth@ °\ v Y 2 @& ,«\@
) ) EC %% l 1g pro dwiy
BIXAFLU +Pﬁ @mm @yndidady N‘fg]?ij m@ g p! cﬁg&@ I (2014)
@produdtion M-481544-01-1
EC 260 \@ 28 dmixed o %@ @%E - y Smgém(:ldz{ A KCP 10.4.1.2/01
10,com 1
A HHN@“,I § EC 75 Sme a. %ifg dws® I (2019)
FLU SC 500 odu on @ Cone > = 348 mg ay kg dws M-675002-01-1
2 d med \ E@a = {02 mga.s./kg dws B KCA 8.4.2.1/01
% “% @, EC10%0n @51 1_11@ s./kg dws A-B KCP 10.4.2.1/03 ©
Fluopyram- 7©@ F@on@ndﬂ@% @C =5 2 mg p m./kg dws I (2020)
: AN /kg dws 4 M-755397-01-1
hvdrox reprodggjion © ,@ % mg p m./kg
Y 3;@% 28 d,mixed ECu0 1 mg p m./kg dws KCA 8.4.2.1/03
Tri%oiaceﬁc K@omi%amﬁ% %EC ©> 100 mg p m./kg dws (Na-TFA) | [ (2012)
acid (TFA) ‘feprodyCtion ° > 84 mg p.m./’kg dws (TFA) © M-436127-01-1
28d, 1@(6{1 (@) b, @10 calculation not possible KCA 8.4.2.1/05

Soil mites, refr odu%cm @ w R
%ﬁhpo YNOEC =178 mg prod./kg dws
X

BIX+FL@I:PTZ < > acule @ OECewnx = 89 mg prod./kg dws 4 (2017)
EC 26@@ @ odu ECio =281 mg prod./kg dws M-473037-02-1
S @1, I4KE ECiocor = 140.5 mg prod./kg dws A KCP 10.4.1.2/02

(2020)
M-678468-01-1
KCA 8.4.2.1/02
KCP 10.4.2.1/04 €

AZ
N 2o
Q Q& &Z%.'p@w NOEC =424 mga.s./kg dws?B

FLU @00 aculeifer NOECer =212 mga.s/kg dws A3

reproduction ) .
14 d. mixed ECyp calculation not possible




B Page 150 of 187
BAYER 2021-07-05
! g Document MCP — Section 10: Ecotoxicological studies
Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

Test species, . . .
Test substance test design Ecotoxicological Endpoint Reference oy
Fluonvram. - fcyfl‘ég,iﬁ " NOEC > 1000 mg p.m./kg dws . (202@ o
by drgzy emroduction NOECeor > 500 mg p m./kg dws Qb M-754291@ Y
14 d, mixed ECjo calculation not possible @ | KCA 8 4.2:1/04 @
Hypoaspis NOEC > 100 mgp m./kg dws % % @
, , ; ) % 01,2)@
Trifluoroacetic aculeifer (Na-T % 5 363 VL1 @
acid (TFA) reproduction > 84 fyg p m./kg dw @FA)P A 8359 1/0 @
14 d, mixed ECio calgulation not pOS@%e N
dws = dry weight soil, prod. = product @ @ X @U @
Endpoint corrected by a factor of 2 due to lipophilic sgbsgance (log Pow Q) N
B Endpoint calculated on the basis of analysed fluop, content in th%{ormula@n (42 4@ w/x@s givefpin st%gﬂ
report)

g_ FLUKE 500 \
D As the study was conducted with sodium trifluoroacetate whlcl@ the m 00 trlﬂL@’oacetﬁgamd endp&m
was converted to trifluoroacetic acid with fa&gr 0. 84@' Q @

~ ©)
SO P
SR

¢ Full details on this study are described in the co&spon i MC g the (i)%ﬁula "

Risk assessment for other non-tagget soibmesé~and ﬁiacr@ @n e wq&@s)
o © O DN
@ N (g Q @ @

Important remark by the a@cant\’rheﬁcm ar(l%j TEI%VML@@AS présent g@below & interim values
and are therefore subject o cha @ﬁnaéﬂod@l@ig input p ete@ can Bg established. The
applicant intends to prowide ﬁgl EC&i V&l@ and&gewse@TER %alcu]{‘tﬁ%ns @s‘[ by end of March
2022. & S % Q @@ & w \@
LT 550 70
& o %, S

KN @
Table 10.4.2-2: & ;@wlculﬁtlon r otheNlon t&}et s011§1eso§$bd macrofauna for

S FLG$PTZ
@ @ Y @b @) @
Compound®) Sg\eﬁcies, sit\ﬁl@y ty E?ndp(@’t S PECsoi TERvLr | Trigger
N [m%@orod ("‘ mg prod./kg]
Barley% x 0.6 L pre@fﬁa N (\@%
N

BIX+FLU+PTZ
EC 260 o F%gomzaé@ndzda% %%OEC© @ 0.162 309 5
BIX+FLU+PT# ; :
EC 260 Q q Hy@zs &c%lelfer\ %@EC@ =89 0.162 549 5
Barley, @.2 L prod./b3 @ @ ﬂ&
BIX+FLU+PTZ . e | _
EC 980 N *Fozs@%za fa@ada Ke @@Ec =50 0.324 154 5
BIX+FLU+PTZ NS 9

Hypoasgis acu r N |NOEC =89 0.324 275 5
EC260 P @{éf {é@ Q

N @
@ N O S
@ o O
Q
<



BAYER

Page 151 of 187
2021-07-05

Document MCP — Section 10: Ecotoxicological studies
Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

Table 10.4.2- 3:

TER calculation for other non-target soil meso- and macrofauna for fluopyram and

its metabolites @
| , & &
Compound Species, study type Endpoint PECsoil TERLT ger 47
[mg/kg] [mgkg] O o &
Barely, 1 x 39 g a.s./ha w A o\&
Fluopyram A Folsomia candida NOEC =37 0.019 19890 | o35 P
Fluopyram * Hypoaspis aculeifer NOEC v&a&% 12 (@9 > I@SS o 5 @
— S Zeo0 2> 5
Fluopyram-7-hydroxy | Folsomia candida NOECg =281 ) &0.001 +40500 S f(§ O
Y J

Fluopyram-7-hydroxy | Hypoaspis aculeifer NO@Q >500 Q <0&)®1 & 250%)0 Bl Os &@
Trifluoroacetic acid . . NI D D @

Folsomia candida NOEC  >8 <0.001 000 %y N
(TFA) o %5@ o @@ o]
Trifluoroacetic acid g < D> 0

H s aculei N 4 <01 |40 |5 5o ¢
(TFA) lypoaspis aculeifer (%:C @5@8 Q d 7 @@ {(@9 @%

Ry S = , 0O
Barley)J x 78 & a.f./gg A7 e Q U§
Fluopyram# Folsomia cand%@ N NO@ @7.8 oy 0.(@ §@ 9@? i 5
Fluopyram # Hypoaspis a@%ifer K NOEC. 221 @\ m@oj_’@ Ol 2 36, 7 5
& \ ) =
Fluopyram-7-hydroxy | Folsomia @ndidaé@ @% E@ —@ § 0.0(@ S 05@8 B 5
Fluopyram-7-hydroxy Hypoa@ a%yle?er @ NQEC >500 &Q ,0%01 ez 250@0 B 5
U 0

Trifluoroacetic acid %}n @ L D 2

F Swid OEQ, > %,<0.008" 84000 5
(TFA) ols w&an ida © §I Q@& f@g 01 §
Trifluoroacetic acid S o
(TFA) @Iypoa@’s a@vzfer I@@Ec >34 O oot L =84000 5

A
B

cons1der y of t

All TE

soil m organls

endpoint deri
For the me olit g&uopyraﬁ% -hy roxy th@@,

lues clearl

fro \\Eudy

nant@mers

K

@
rfdtmedyyith FLU SC 5@@ &

@
R l{%been @reccor@ to an uncertainty factor of 2 in

f@

S

&

xceg er Value of @mdl@@ng t
e t% ex&gcted o th& tend& u

®

A\

@
X

no unacceptable adverse effects on

sef BIX + FLU +PTZ EC 260 in barley.
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CP10.4.2.1 Species level testing

Data Point: KCP 10.4.2.1/01 S P
Report Author: [ & R Oy
Report Year: 2014 v S
Report Title: Bixafen + fluopyram + prothioconazole EC 260 (65+§5+130) G: Inflyence @he 2
reproduction of the collembolan species Folsomia gandida tested m\artlﬁclf@soﬂ RN
Report No: FRM-Coll-166/14 J o Ao >
Document No: M-481544-01-1 Q RN S
Guideline(s) followed in | EU Directive 91/414/EEC &U é\a Q o
study: Regulation (EC) No. 11072009 Q o & & @) &@
US EPA OCSPP not appjf@ible <~ @ R 9O 6 @
OECD 232 (2009) AR I\ NS
Deviations from current | Current Guideline: 201@\2> & @;% S S
test guideline: Deviations: None. A ahc@y critétja weréGnet. & v & % . °
Previous evaluation: No, not prev10u{f§§§ubm\1%d N X % @@ @@ §@
& &Y v
GLP/Officially Yes, condu(g@ un@&%GLPQéﬁmallg\reco% ed tesying t@ties Q Q)
recognised testing Q 3 § @ ©
facilities: A @’ \ w\’ D [ (5? N
Acceptability/Reliability: |Yes N & @@ o o D O O N

"\
~ § S @ @‘)) %
‘ +§TZ Q260w\z§5+6@30 ) on survival and
reproduction of the collenibol pecies F ol ia dld&&S &sted dufing ans¢xposure of 28 days in
artificial soil by com@’ing trokwayid treatmen theL™ testQ@un f ve test Ttem rates from 10 to 100
mg product/kg dﬁlgh soil w§ test@ Sincethe lé’est 3p on th test 1‘%m did not provide a final
result, a 2" test waserfoimed stiidyinghighe st ¢ ent ionsdth four test item rates from
178 to 1000 g dry Weight 5011 r teskiite hcates and for the control group 8
replicates with>10 %g’ mbdlins edeh wéke exp@}d §’ U ¢y PTZ EC 260 (65+65+130 g/L)
mixed 1nt0@j11ﬁ01a1 ortal@ and%pro%@tlon he @llemns was assessed after 28 days.

NSRS
The st@ fulfilled all@ahdlt%rlterla of (@@D 282 gul(%hneq ©
N S N
NS Q O
Concerning the ben of j 1les<;g$at1s i1 ana@ms reyealed no significant difference between
control and any treatm&at’gr 10 G00 n gg pro @g d eight artificial soil) in the 1% run. In the 2™
test run stati 1 ang@}ysi ﬁealé&statl Ily-significant difference between control and all treatment

groups (178 - 1000 mg p @y w@ﬁ a c1al ).

Therefore, the No: served%ff ct- Con§§raﬁ® (NOEC) for reproduction is 100 mg prod./kg
artifigial dry weight_Soil. Lofest- erv@Effect -Concentration (LOEC) for reproduction is 178
mg}od /kg art1ﬁ01al dr@@velg@\oﬂ

Q gj L @ MATERIALS AND METHODS

Test 1t§@@B 0 FLUQ @C 260 (65+65+130 g/L); specification no.: 102000027828-01; Batch
No.: 13 0 Xl&\lﬁ 3-00; analytical findings: 6.49 % w/w bixafen equivalent to 65. 61 g/L;
6. uop@am @nvalent to 64.21 g/L; 12.7 % w/w prothioconazole equivalent to 128.5 g/L;

Executive Summary
In a laboratory study the@éffects@)f @

de 1ty E 91 g/mL (20

Test désign: Since the 1% test run on the test item did not provide a final result, a 2™ test run was
performed studying higher test concentrations. In the 1% test run 10 collembolans (9 - 12 days old) per
replicate (8 replicates for the control group and 4 replicates for each treatment group) were exposed to
control (water treated), 10, 18, 32, 56, and 100 mg prod./kg artificial dry weight soil. In the 2™ test run
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10 collembolans (9 - 12 days old) per replicate (8 replicates for the control group and 4 replicates for
each treatment group) were exposed to control (water treated) and 178, 316, 562 and 1000 mg pr kg S
artificial dry weight soil. During the study the collembolans were fed with granulated dry yeast. Th@a@j
artificial soil was prepared according to the guideline with the following c@gstituents (pgteent
distribution on dry weight basis): 75 % fine quartz sand, 5 % sphagnum peat, ried and ﬁrfely gr@%

and 20 % Kaolin clay. Mortality and reproduction were determined after 2§ days. @

Test conditions: The climatic conditions were in the temperature range 2;Q\9 +2°C wtth@ pho@@perl%@

of 16 hours light and a light intensity of 400 - 800 lux. & & > N @
Statistics: For statistical analysis Welch-t test, one-sided Ealler a = 0d3, for the ls@§3n a@ 1111@@ s- &

t test, one-sided-smaller, o = 0.05, for the 2nd run \g.s applied to I@)roductlon 6&&1 T@ C)@ alue&
were calculated with Probit analysis.

Q o & A
&
Dates of work: October 21, 2013 — February 20@4 Q} o\@ @Q ©\© 9 @@
RN A
S @@ S oS W
II. RES%JLTS @«ID DISCUSSION
> D
N N

Table 10.4.2.1- 1: Effects on mortah%@%d re"p{\oduct@n of %lsomt@:and@ af@eat@m wi§

BIX + FLU + PT 260(65+65¥130 Yy QO
?\@% . @) IR N @ &
Test concentration Adult Mean number \\, r o@% i (@) NY Y
[mg prod./dry weight | mortalj juv@iles test sel LIy, P %@ éﬁmﬁca\ce *)
g . o o @ % gfcontr
artificial soil] [ %S > 5
S

1% run RS @

@
Control . 963 91 § 7&1 o N @ A
10 108 @)4 7 6@5 D w970 ¥ |8y -

18 Q] B0 437 @ S8 S S -
2 &7 ] a0 @ > D 1018 g, -
s6 ¢ 158 \§ VKRS -
S N &
100y o] &0 3149@,@ £ ST | S 978 -
(¢
& v 2| & (ag o~
3 = \@) &)
2% run RS @ ISR N
Eontrol 2R S+ \©86.8% °\v
178 7| S50 71 4% A 2 80.8 +
316 @ 5 32§§V 53,5 4076 & 343 +
5@ O O 3280 =, O380 v 2.2 T
1000 &0 Qq £ 0.0 0.0 +
@ 2 ®© Endpointe |, *v Reproduction
NOEC [mg prod./kg@ weight artifigjal soif} . Q 100
LCN%%’ [mg prod./kg try w&ﬁﬁt arti\ﬁ%){al so@ NS 178
ECio [mg prod /Rg dry weight /@ﬁm ofl] D @ % confidence limits) ( 281 4_191 67)
ECy [mg &I@ /kg® we@m%}al so;:@@ (95 % confidence limits) a 621 E_§11 97)

Calcula%ﬁ? wer @bne w1th\dnrou@d values.
tand

am’s-t test one-sided-smaller, o. = 0.05, + = significant, - = not significant) 2nd run

ar iati
Cx =@jobit VSis.,
§@ -t test one- s1d@maller a =0.05, + = significant, - = not significant) 1st run
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Mortality: .
In the control group 6.3 % (1% run) and 7.5 % (2™ run) of the adult Folsomia candida died wl@ is &
below the allowed maximum of < 20 % mortality. N §
. & & ¢
Reproduction: N & @
Concerning the number of juveniles statistical analysis (Welch-t test, o&; -sided smal 05)
revealed no significant difference between control and any treatment groupin the 18 rynSn th

run William’s-t test, one-sided smaller, o = 0.05 reve %@statls‘ucall}@&gmﬁcant d@ renK\betv@ @
control and all treatment groups. %
Therefore the NOEC for reproduction is 100 mg 6‘ Jkg artlﬁc§@ ry Welghgs;oﬂ @% L@ fq&

reproduction is 178 mg prod./kg artificial dry welg% &
\ . @ Q \© 9 @
Validity criteria: A I S TR <&
Validity criteria for the untreated control of @ stugy acc@ng D @’2 frgﬁ]ul 2\9, 2 l%were
used. % S S .
W\% \@ \@ - = § @j
N PR

Table 10.4.2.1-2:  Validity criteria @Q @%éx . é\g Q\ Q}S\ﬁ <

@ S @@ 2
R o S § o & & Obtained
Validity criteria acc. to OECD 232 (adepfed 2 S @ R@ired S ®©
AN S Q AN @° ¢ éﬁun 2" run
Mean adult mortality in confiol o S @@ <209 N 2 63% | 75%
ean adult mortality in conl < 0 3% 5%
ty %: @ (@@ 6} §% 2\9 ‘&Q §
Mean number of ]uvenk}gs per r@l ate é@lth 1 . .
collembolans 1ntrodu);@) @ < w\g\ & 10% §\ 1526.9 1504.0
Coefficient of variatidn ca ated f@he ﬁgber of @\y @ o, @ o o
juveniles per reph§ gﬂ ; é@ %‘) 7 AN 3.0 % 12.4%
R
S & o 8 @’ & §
All Vahdlt)@grlterla@fj’the w@ECD@% dehr@zvere t§ﬂlle@
& & < \
Refere@ test: , @ @ Qo O % ‘. ©
The most recent no@LP&est (F@I-Col@Ref-&}M) Suith théseference item Boric acid was performed
at test concentra @2 origyacid/kg artificial dry weight soil.

Boric acid ho ﬁso 0 st 1t§sg q%?ry weight soil (95 % confidence limits from
68 mg to 119y ic a atificial %@1ght% for reproduction according Probit analysis
using maxignum hkehho@regr%’l @

The res % in the re@mm@}ed r@e c@h g\ uideline (about 100 mg Boric acid/kg artificial dry
weight seil) S

The NOECrepmducm@s c late@o b orlc acid/kg artificial dry weight soil and accordingly
the%OECrepmdumon is 44%ng B@r}% a01 ar icial dry weight soil accordlng Williams multiple t-test
procedure, o &@@5 one- ngm Th@ hows that the test organisms are sufficiently sensitive.

S

> @@ ¢ §9 9 11 concLusioN
&
All v&‘ﬁdlty c@%na @ @Fhe endpoints were:

Crepiaduction: 100 mg prod /kg artificial dry weight soil
LOE bduction: 178 mg prod./kg artificial dry weight soil

ECi0 reproduction: 149 mg prod./kg artificial dry weight soil
ECa20 reproduction: 181 mg prod./kg artificial dry weight soil
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According to EFSA (2015) the level of protection for the ECy is classified as “high”. The nogn&ed@©
width of confidence interval (NW) rating for the ECjois “good”. 5 Q\ g
@
S O
@ S8
N
%j) Y N\, @ @
Assessment and conclusion by applicant: ©) & %\ \"\ @@
<
The study and its data are considered as acceptable a&d?eliable for @ in risk as&g@smen@‘@ é\a é
The endpoint is: NOEC = 100 d./kg d @ $ S O q
e endpoint is mg prod./kg dws A\ ) @@Q @ & @@ @j@
@ L@ N @ D L S
S M A O Y A
Q¥xx@x R, S 3 @
N O & S &
Y &% R s 9 & ¢
Data Point: KCP1042.1/62° ' on O .Y N S
Report Author: o SN NS
Report Year: 2017 @ N NI
Report Title: Amend; t no. I@leaf}\i + uopyramy; NS pro con@e EG3I60 (683$65+130)
G: Inﬂue ce o@mor rod @) on of the sqifvhite @%ies Hypoaspis
acr tested in art Q > A
Report No: E428 4570- -0 @ (Q \g . 9D A N
Document No: -A7387-02-1y T 9
Guideline(s) followed in *~,EU %recﬁve /414 ulat1 @¥EC) No. 11@2&0 S EPA OCSPP: not
study: w, | applicable; QECD ¥ fro@ tgb@ 03, 2Q08: OEC gui@lne for the Testing of
Q7 | CHemic Pre@tory @ (H}q&(ﬁ) spis (@eola%ps) a&ﬁ%lfer) reproduction test in
@

&L

Deviations from c@ent
test guideline: (\ h\
Previous eval@ation: 6§

soil CQ\
QCurrént éuld%hne OECD 2@%(201

@
Dev%tlonKN one«%l validity cgterla W&@met. v
N®) not previously subr@?’ed o @
= 3 i %
ndu nder GLP/Qffici ecagnrsed testing facilities

SN S

)

N

©Ye

)
P
Yes o

§

s
GLP/Offisially
recognised testing @
facilities: A
Acceptablhty/ReI@l@Q\}ﬁty

)

In a laboratory study the
reprod n of the
artifigial soil by Cor%@drm
drysyeight soil werd tes

)
R
Executive ma

soil mites each pyere exposed&

Mortality of thi¢ soﬂ%ﬁes

The smdyﬁll@l v

©)
@Q O @
effecfs % + @LU +§Tz EC 260 (65+65+130 g/L) on survival and
1te@601es pls @,{ elfer was tested during an exposure of 14 days in
ontr nd t tment.“Five test item rates from 100 to 1000 mg product/kg
erest 1ter@rate§ephcates and for the control group 8 replicates with 10
IX@ FLUG PTZ EC 260 (65+65+130 g/L) mixed into artificial soil.

asseSsed affet 14 days.
ty ctiteria @%ECD 226 guideline.

<
No staall@gmf cant c@rences compared to the control occurred.

rodn @
ly51s ill

d the three hi
for reproduction i

siditon
COIltI'O
(NOE

of thesoil mites was assessed after 14 days. Concerning the number of juveniles

s t-test, one-sided smaller, o = 0.05) revealed significant differences between
ghest treatment groups. Therefore the No-Observed-Effect-Concentration
is 178 mg prod./kg artificial dry weight soil. The Lowest-Observed-Effect-

Concentration (LOEC) for reproduction is 316 mg prod./kg artificial dry weight soil.
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I. MATERIALS AND METHODS

Test item: BIX + FLU + PTZ EC 260 (65+65+130 g/L); specification no.: 102000027828—01;$ch@©
No.: 2013-002135; TOX10113-00; analytical findings: 6.49 % w/w bixafen equivalent to 65@1 g/L&
6.35 % w/w fluopyram equivalent to 64.21 g/L; 12.7 % w/w prothioconazole@ivalent to, 128’5 @;
density: 1.011 g/mL (20 °C). > S

<
Test design: Ten adult, fertilized female Hypoaspis aculeifer per replica@i% replicates ®@r thecg ntrf@
group and 4 replicates for each treatment group) were eed to con@and treatrnem} (s Ehron

@

0, 178, 3165562 &l 1000 thg <

culture at an age of 3 days after start of egg laying). Con&entrations o
uring thidest, Hy@aspz}&©

prod./kg dry weight artificial soil were mixed into the artificial @
aculeifer were fed with cheese mites bred on brew%@yeast. The4ytificjal soil was prgpared dccording
to the guideline with the following constituents entage di ibutio@ dr&ei& asisy; 75 %@w
quartz sand, 5 % Sphagnum peat, air dried and finely %rpundQ@ %@olin ay. \% <
L

After a period of 14 days, the surviving adufs au%@he li@ﬂg juq%nile Were @%act@ by &Qlying a
temperature gradient using a MacFadyen-apparatds: Ext\t@zted rifites %ctre coldected ifn fixi sol@von
(20 % ethylene glycol, 80 % deionised wgter; 2 “etergent/L fixing soMition Were added). AIl' Hypaspis

lfer, 2 trgen, g o e 34ged) Aty

aculeifer were counted under a binoculé@r. %, Q

Q N QA O
Test conditions: The climatic cond'&@ns w%ﬁﬁe inogl%temppram@an@.o °C & a @atoperiod
of 16 hours light and a light intensiyy ofngO toéjOO lugs, S O ©@ @Q N

Statistics: Williams t-test (oned @ller, a@— O.O@Qwasglie re ucti@@latb@ he ECx values

were calculated with Weibubanalysis. & .

Dates of work: October @2013& \@% v @ \(@ @

Dast sk Onobr 2208 Noafibogfiots ™ o0 & F o
Q

& & £R@2T§?D goS\CUSSIé?\I 5 \@

& § @

pro
9

o s

S Y @
Table 10.4.2.1- 3'©©Eff @ on I&Oﬁ‘t:lliti%ﬁd é?‘()d ction O@poa %s ac;i@ifer after treatment with BIX
Q + + RTZ EC260 (65565+ /L
& W &6 < ol %b Sauma
Test congcentratio dulg; § . Ko .
[mg prod./dry weight [ mortali @3%6 ar;lfi@h;l:,er @:g@les © [I:/eporfo f;l:tt;gﬁ Significance (*)
aptfficial soil] P [ per test Y& g "
Control 2 | N0 o] @459 # 188" - -

S

100 & 250" [ O32780 9O 13 94.8 -
178~ Q" @ U 323 S+ Sise 93.0 -
I > =)

3 O | o5 N 228205 s 386 81.5 +

562 C 000 | 2196° @ 79 78.6 +

&ooo . P & [T 183 T+ 255 35.6 +

N A\% @ Engpoinfs, Reproduction
o eNe N
NO}C [mg pro%.ﬁ/l%(g dry @1gh£\ thﬁm@soﬂ] N 178

LOEC [mg Jp{éﬁ./k&d%%vei{g@%ﬂif@ soi(gnQ 316

NR S 281
Q WD) (00 .
ECyo [r\@od.\/@w wEg i@@mal soil] ¥ (95% confidence limits) (26 — 448)
X N4 . o . .. 434
ECy&[m, ) eighitartificial soil] " (95 % confidence limits
2] gg@gg@ 17 (95% ) (105 — 598)

S St d deviation
M)

@ = Weibull analysis
*) liams t-test, one-sided smaller, o = 0.05, “-“: non-significant; “+”: significant
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Mortality: .
In the control group 0 % of the adult Hypoaspis aculeifer died which is below the allowed maxim@ of©©

< 20 % mortality. N @
. § R S

Reproduction: N &

Concerning the number of juveniles statistical analysis (Williams t-test, one-sided smal@r a—@\@ 05)

revealed significant differences between control and the three highest tre t%ent groups. O o
Therefore the NOEC for reproduction is 178 mg prod @ dry Welgltartlﬁmal soﬂ%\fhe\ﬁ@EC @
reproduction is 316 mg prod./kg dry weight artificial soil @Q @ v\g &

& %y L Q
Validity criteria: @ S Q Q Q A

R N
Validity criteria for the untreated control of the@dy according OECé}Z% from J@ 29232016 @%re
used. & > «:0\7\ v 6\
> @ O A S
All validity criteria of the OECD 226 guid%line wete fulfifféd. Q@ o
YOS DD
NN
@ SN
Table 10.4.2.1- 4:  Validity criteria @Q &L L @9 §J
S ©

Q2
Validity criteria ace. to OECD 226 (adoptgd 201

i T T T
Mean adult mortality ‘2§ S § « S & o @)
1§ @y i

Mean number of juveniles p@rephc@e (w 0 §é§> O N ‘”\?)
introduced) @ @§ m@“ >350 $ IS 345.9
2

Coefficient of variatiopgalcul forg@i?numbe\\rj of | S ‘S N
Jjuveniles per replica}}(@ %ﬁ %\Q & § S @G@:’)O S 54%
RGN
o &I S S
Reference tes @,@ %© &) K @ Q@ S @
The most régent non- GLP-test @/H 12@’) Wlt@he r@eren@’tem dimethoate was performed at
test co@ratlons 1.0.8, 3§5 6 10.0 mg d ethgg@/kg @f weight artificial soil.

Dimethoate show C5 ,0f 4.3 ga @g (&5*% c%ﬁden@hmlts from 4.31 mg a. s./kg to 4.32 mg
a. s./kg) for mortg@@y of the ad ite Eecord@g Probit an@ms using maximum likelihood regression.

The reproductign of @sm
i

tes \@s no gmf@tly f§uced in comparison to the control up to 3.2
mg a.s./kg %@' We@ht 01a §®11 refo the OEC is calculated to be 3.2 mg a.s./kg and
accordlng the LOEC is no@varla@es of the data were homogenous Williams-t test
a=0.05 e sided sm@der way ed @1m 4-‘a ate Q%MOOE G showed an ECsp of 5.67 mg a. s./kg (95 %
confidente limits fr@ 5.5 mg axs./kg '\ .79 T@ a.s./kg) for reproduction according Probit analysis

usuzgémammum hl&hhoo@r gr&@ﬁon Q @

This is in the @mmmended Q@nge the §1dehne indicating that an ECsy based on the number of
juveniles of 39 - 7. Q%‘ng gﬁg dry e1 rtificial soil shows that the test organisms are sufficiently

Sensltl ve. %: >
‘?\9

@ § SRS TI1. CONCLUSION
All @11dlt¥@@1terl§ere§get The endpoints were:

NOEduCnon. 178 mg prod./kg dry weight artificial soil
LOEC eproduction: 316 mg prod./kg dry weight artificial soil
ECi0 reproducion: 281 mg prod./kg dry weight artificial soil
EC20 reproduction: 434 mg prod./kg dry weight artificial soil
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©

Assessment and conclusion by applicant: ©) @é @3;”\ N @@

The study and its data are considered as acceptable a&d reliable for@ in risk as?sg@sme

The endpoint is: NOEC = 178 mg prod./kg dws @ {QD& . &© A @© @
2

AN N\ @
N 9 & O g @6 N N
CP10.422  Higher tier testing. > -7 < s A & . & §@
In view of the results presented in Se C %4% fu@er tg\gs@%g 1&1&1}06@ é\ﬂ ®)
@ N L& X @ § &
R O N
Ve o > & 9 .9 &
o = ¥ S @ O 0
N e AN o SIS
Y O A & S %
e QO N O QN 9
Ny 8 e Y
v S 9 O ¥ .9 & )
F TS e g %0
@ S o @© @ @
N Q RN 9 SN
F D Sa o ©§@ <
& £ .0 O « SIS, @
TN e SN NS
N é}”@’@ P
N T8 Ve &8
© Q
§ RN > §®
T FEF s 8
@ O & .9 © O @
Q O © SN S D
¥ o K &2 ¢
) SRS AES
@7 2 N © @ N
< AN £ .9
v SOV BRI 2R
. @ & Q@
N SN
5 5 & &S
& S @
X Q
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CP 10.5 Effects on soil nitrogen transformation @
@\ (g
Table 10.5- 1: Studies on nitrogen transformation with BIX+FLU+PTZ EC@ F luopyra{@nd 1@
metabolites O\Q
Test species, . . . % - 2
Test substance test design Ecotoxw%t%glcal endpmgt\g \@efe,r\ e &
N-transformation X ©@ o@ NS @
. No unacceptabig, © N q(zo
EICX; 6FOLU+PTZ ‘S‘;u((ily duration effects at an Q% 20.22@% pr(g)d,/kg d@@ -47271601-1 @
rate of: 2 R P 10.5001 o
L No unacceptable . @ d%ﬁ@
Fluopyram §;u((11y duration effect$as an a@ @33 %& S. /I%@j s @é M-281177-0¥-1
B rate 0@ Fe @ RCA 8.54\ o
‘ No%pacge%bl h%@fm)@
Ell(lifingam'% g;ugy duration cts apgs @}mg ]&%/kg (@s M-754927-
yaroxy te Qf\ @k @ KGA 8.5/

. L . @ acc ﬁ)le @ 1 % gdvu@y 013)
Trifluoroacetic acid | Study duratl e ffec s at an a ~ TFA -4 3-01-1
(TFA) 28 d R Gte of 2 p Q m§@ dws@ KCAS.5/04

< @ &

S O
dws = dry weight soil, a.s. = activé%ubstag%de, p m. ﬁure r&taboh rod. =&produe

A As the study was condu%d with@dium uorod@state which is the sodlL&@salt (@gﬂuorogﬁtlc acid, the endpoint
was converted to trlﬂﬁ%oace&amd w1§@facto§4 & @%

S é@ Q RS
2”\9 @ © K °
N < @ SO S-S

2 o «
Risk assessme or l Nltl’*hgenq{rans%gmat } @ § N
@ & SO @

% . .
Importan{@i))emark by the a%&t @e P@m alues @resg@’d below are interim values and are
| final m g§

therefg@ubject to dellingg@nput spatamet@rs can be established. The applicant
intends to provide @gl PF&&M V%@S an re\g\ﬂ%d rm{ asses@ent latest by end of March 2022.

A
& o & & o &
Table 10.5-2: @ 1&@( Ass@nent@r BIQ\FLU@TZ FG 260 for soil micro-organisms
@) &) S °
Compou Q @%pe @S @)@ @ Endpoint PECioil, max Reﬁne‘ment
& A &N, v |Imgprod./kg]| [mg prod./kg] required
Barley, 1'x 0.6 L pr@ha N (7& . Q
S % .
BIXYFLU+PTZEC 260 ¢~ }Soil mifcto-orggnisms | 20.22 0.162 No
S & (@)
Barley, 1 x 0.1&@ pr%l%/ha & Q> Q
BIX+FLU+@ C%? @ Soil mjé€o-organisms 20.22 0.324 No
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Table 10.5- 3: Risk Assessment for Fluopyram and its metabolites for soil micro-organisms
. Endpoint PE Csoit, max Reﬁnen&é @6
Compound Species ’
P P [mg/kg] [mg/k% reql@ed o
Barley, 1 x 39 g a.s./ha @U & &\Q
oy -
Fluopyram Soil micro-organisms 3.33 Q.Ol9 & N@ -
Fluopyram-7-hydroxy Soil micro-organisms | ~, 10 {\@.001 No O@{%
Trifluoroacetic acid (TFA) Soil micro-organisms | X 1.344 @@ <0.001 @@ @\o y\g@ &
) R D
Barley, 1 x %@ a.s./ha A i %© : Q f@ o
Fluopyram Soil mlcro—organ})\@s 3.33 @@ 0.0Q o @No @%
Fluopyram-7-hydroxy Soil micro-organisms | . @ N ol . R No§
Trifluoroacetic acid (TFA) Soil micro- 0@1115!&@ @344 @a §@0 00D 4 No
A For the metabolite fluopyram-7- hydr%yjhe a\s@}ssm%%on%%n I%IGS ob@ unceﬁfamty @or 0@ in
consideration of two enantiomers. N

3 @ S SRS
@Q@ K\ w\g O\ %© § QS Q
Accordmg to regulatory require S, the@isk 1s}cc t&ﬁle @e e@t on ogedy ran§£o@r)mat10n at
the maximum PECi values i 1s < / &hter %ays@ , d Vlatl e control exceeded
25% at concentrations which Q re cie@r y igher tl@h the_ 1nd catln @N %%to soil micro-
organisms. X %
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Study summaries

Data Point: KCP 10.5/01 A g
Report Author: [ [(\\© @ Sy
Report Year: 2013 (3 . N
Report Title: Bixafen + fluopyram + prothioconazole EC 260 (65+§5+130) G: Efs om@ b
activity of soil microflora - (Nitrogen transformatiog,tést .9
Report No: 131048 115N Y ES N o
Document No: M-472714-01-1 Q o N5
Guideline(s) followed in | OECD 216 (2000) @} &Q éxg Q\’ @K
study: Q . & . @) @
Deviations from current | Current Guideline: OE 16 (2000) @VJ Q % @
test guideline: Deviations: None. All validity criteria Wgre mbt, Oy N\ %y <
Previous evaluation: No, not previously s itte@@ N Y @JJ >
’ %m 2o S
e GLPOMCleh %ﬁ@ S i @ 5
GLP/Officially Yes, conducted er GLPOffictatly recognised testingacilitie
recognised testing {N \\ f\ % F %, §
facilities: XS @ . & @ w\\o\ A@nQ NSRS
Acceptability/Reliability: | Yes S ISR SES O & Q&
N N 2
@ % N @\ & §\ S’ &
Executive Summary % Q’ @ RS ®©

In a laboratory study the eff@? 0 I} + + PTZ %%60 @@%65@30 @}) on t@ activity of soil
microflora with regard to @roge&ansﬁ@smat was tested durmg*@ ex ure 42 days in a loamy
sand soil by comparing &entrol @nd treatthen t itenfrates of2. 02-and mg product/kg dry
weight soil (equlvalengo 1.5@nd 15% test @m/h@ywep festediPer tmex& re were 3 replicates.
The soil was enric @% L\@éme @eal @ a vg@er contént 0& 44 % of the water holding

capacity was ma1$ ned&urmg\t@ tes&

@
Ny @ @
The study ful@d a@ahd@ crlte@ of %@D %L% gul@lme § %
N e &
Nitrogen.{r: sformatlonggvas determi aﬂe@ hours 7 & 28 d@s and 42 days. No adverse effects

of BI U+ PTZ 5+65130 g/L) o 1trog§ tran rmation in soil could be observed at
2.02 mg prod /kg d W(%l%ksoil 28 days@er app 1ca(g§)n (tn@mterval 14 - 28 days after application).
The test item causggf a temporagy™nhibition amgh’a ter@po stimulation of the daily nitrate rate at the
tested concentraffdn 0£29.22 pra@(g 55%47 dry@gelgh@tlme interval 7 - 14 and time interval 14 -
28 days after @phc%@ re@ ctlove@ @

O
S\ @ @ Q @@@\ @®
@7 \@9 Q I%A]@IA@AND METHODS

Test;ﬁg : BIX + @ + E@@ @ 30 g/L), Specification No.: 102000027828-01, Batch
ID: 2013-002135, Samfle d@‘lptlo TOXR10113-00, analytical findings: 6.49 % w/w, 65 61 g
bixafen/L, 6. 35@/\ w/W 64.20>g ﬂrar@ 12.7 % w/w, 128.5 g prothioconazole/L, density: 1.011
g/mL.
Test desi @ loamy sangdsoil @QIN Jg with pH 6.5, 1.47 % Cor and with the water holding capacity
of 15.62 %6 00 gdry s as exposed for 42 days to 2.02 and 20.22 mg prod./kg soil dry weight.
Appll atio §s equialent to 1.5 and 15 L prod./ha. For calculation of the test concentrations
(mg/ 1ght a50tl depth of 5 cm and a soil bulk density of 1.5 g dry weight/cm® were assumed
n of 5011 me to soil dry weight. The nitrogen transformation was determined in soil
enrlch ith lucerne meal (concentration in soil 0.5 %). One additional soil sample (without Lucerne
meal) Was used for determination of the initial NOs-N-content. The initial NO;-N-content was
2.16 mg/100 g dry weight soil.



B Page 162 of 187
BAYER 2021-07-05
! g Document MCP — Section 10: Ecotoxicological studies
Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

The soil of each treatment was tested as a series of 3 replicates. 200 g soil dry weight (= one sub-sample)

per test vessel was weighted. NHy-nitrogen, NO;- and NO,-nitrogen were determined by an autoan@zer S
at different sampling intervals (0, 7, 14, 28 and 42 days after treatment).

Soil samples (10 g soil d.w. per replicate) were taken at intervals of 3 hours, 7, ¥4, 28 and 42 @ %
application and the NH4-N-, NO3-N- and NO,-N-contents were determined. @

Test conditions: The test vessels were kept in darkness in a climatic room ar@j the tempe@ature ged
between 19.3 -20.9 °C during the test. The water content of the soil ranged between 42 39- 44 % &F@
WHC. The pH value of the soil ranged between 6.1 and 63 & g}g \ @Q @

@
Statistics: A statistical evaluation of the test results was performed @eans ofa %ﬂ@idedQ §dem@f &

test (for homogeneous variances at 5 % significance @vel). N

R s
- . o & &
ates of work: September 16, 2013 — October 2@ 3 @ Q Q @@

R

Validity criteria: % @ N %

According to OECD guideline 216 (20 @ ) the\'arla of Q nitgate-congen tra@ns b@ween§ntrol
replicates should be less than + 15 ‘Vn thi&stud um\:gpefﬁ@nt o@ria‘[' of 2.9% was
obtained. Therefore, the results of @ stu re e@ de va x@' @@ N)

Q 9 .
Observations: @ @ ©© ©© N

©
Table 10.5- 4: Effects ofsﬁl r or jon/ tl@e 1nte1§%sal/ @ in so 1 fter@geatment with
BIX+FT@U+P +130 g/L) s N &

S

Time C é?t’rol ¢§ 2.2 mg ;@)d /@/}y e@ht s@i é&ZZ :lgﬁ@)d /kg dry weight soil

interval & @ eq“l@lent .5 od /ha equiyalent to 15 L prod./ha
[days] @ﬁrat\e@%‘) ° Nitrate-NO %@\dlffe@ﬁ{ce t@& cate-ND % difference

c ol to control
0-7 @@937@§)j o @Qo w %@ Q§®51§ @@.97 +| 049 +17,815
7-11\ 176 | 45, 01637 L8g b+ | Q7 @ @@ 091 |+| 049 482"
14 ¢ &@ 0.96 | & 0.2<© . BTN 117 || o014 +34.0°
28 - 42 003[@© 2 @ | O 2 071 |+| 0.06 -8.0ns

*s statlstlca y signi cant ffe 0 CO (Studént-t-tesfor homogeneous variances, 2-sided, p < 0.05)
D) Rate=Nitrate-N in mg/kg soil wei%ﬁbﬂimq ilﬁ@rval/ ay, mean of 3 replicates and standard deviation
2 SiA&e in this treatm groufithe deviation f@the cqntrol was below 25% on day 28, no further evaluations were

rmed.
peoe @ % @

No\dverse effects of B@ + F@ + "l% £@60 (65+65+130 g/L) on nitrogen transformation in soil
could be obse d at 2,02 %ro dk - dryQweight soil 28 days after application (time interval 14 - 28
days after a 1cat n

The test 1t§ a te@ipo 1nh11?@ion and a temporary stimulation of the daily nitrate rate at the
tested ¢ entr@ n of 80. 22 prod /kg dry weight soil at time interval 7 - 14 and time interval 14 -
28 days, fter@)hc n, ré§pectively.

However, n&adversg eff §on nitrogen transformation in soil could be observed at tested concentration
Of@ 22 prod./kg diySweight soil at the end of the test, 42 days after application (time interval 28 -
42).

Differences from the control of + 9.8 % (test concentration 2.02 mg prod./kg dry weight soil) and -
8.0 % (test concentration 20.22 mg/kg dry weight soil) were measured 28-days (time interval 14 - 28
days) and 42 days (time interval 28 - 42 days) after application, respectively.

N
n.s.  No stat ffere%e to ﬂx ntr%@ldegt-t@-@cjst for homogeneous variances, 2-sided, p < 0.05)
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Reference test §f S
In a separate study the reference item Dinoterb caused a stimulation of nitrogen transformation 0§
+33.7% and +42.6 % at 16.00 mg and 27.00 mg Dinoterb per kg dry w@ht soil, res@ivg,
determined 28 days after application. @ & 'S

D
S G

B

BIX + FLU + PTZ EC 260 (65+65+130 g/L) caused n@verse effec@%dﬁference@ congdl < 25%, @
OECD 216) on the soil nitrogen transformation (meaired as NOg-@oductlon z@the of 42-
day incubation period. The study was performed in a €igld soil at coficentrations u@o 20 mg@od /@

II1. CONCLUSION

dry weight soil, which are equivalent to apphcattes up to 15 pro@yha Q &
v &y 2 E
S-S S & S N
O T & S P & PR
Assessment and conclusion by apphc@ © \\@ @Q % § N é@ §@
The study and its data are considere @§ ac@bl%@d re@%ble @se C?}}Q}isk @ss O
The endpoint is: 20.22 mg prod. /l@ws \Q § \@' @@ c S %@)
| S & L0 .o T~
o & TS S U
D N S N
2 O & & A
Ve L& e &S VS
X N ) © 6 N é S N
ST e § & o &
&« .9 % & @ @
SO S YN U e o
S P R O
& £ .0 O « SIS, S
TN g S %
N & @ PSR
A 2 O & O 8
SENES) R
§ RN & O >
@ 9O g © o .0 %
QOO O N O D
¥ o K 2
3 S .9 9
& L Q@ Y& O
i AN NG ERAN)
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N (g @\ R Q
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CP 10.6 Effects on terrestrial non-target higher plants

&

For the formulation BIX + FLU + PTZ EC 260 two single dose studies (testingyl 1 and 10 51@6 %
Terrestrial Plant Vegetative Vigour and two single dose studies (testing 11 an species) arfd one @@
response study (testing 2 species) on Terrestrial Plant Seedling Emergence were conductedcto detgtmine
potential effects on terrestrial non-target higher plants. In none of the studlzg%)lsted below @Vers@ﬁffem\f@
> 50% were observed in any species tested. The only e @ptions are %cme max agg Allk&% cep

the seedling emergence limit test (M-688446-01-1) at 5 L prod./

reduction of 66.7 % and for Glycine max a reduction gkshoot heigh §967.4%w eas&@d 0
up dose-response study was conducted for both sp es (M-690883-01 ,,1) shomng a&ERso of> 159

prod./ha for Allium cepa and for Glycine max. @s the reles@nt EF@ - for tha rl@sseS@en‘%@ 11

species is set as > 1.5 L prod./ha. “ & @ %\ %@J @6 \% N
ST e T
A R SRS I 5
LSS FTESS

$ TSNS N TS
Ve o > & 9 .9 &
o = ¥ S @ O 0
SSTEEN ¥ @R ©é
%, AN .9
v O & o SN L9
e QO N O QN 9
\ I S T
&@@©©@Q©K )
S PTE e S %o ¢
&« .9 % Y @
RO R - NG S - M N
D Ss N ©§@§
> & .0 O «7 & O @
XN & O
S & & & SENERS
A \@ \Q S S O
Q AN
§&©\@’%é&©
T e &
@ O & .9 © O @
@QJ@\\\@
¥ o KN & o
3 SNPGRS
@7 °\@Q @o\
Q%\@&Q
5 SRS
> ¥ o O
° SN
&@%%é@é\Q
§Y§©%©@
SN
&g

@

or Allm ry weight &
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Table 10.6- 1: Effect values relevant for the risk assessment for non-target terrestrial plants for

BIX+FL

U+PTZ EC 260

Test organism

Study type

Endpoint

Beta vulgaris ¢

Brassica napus ¢
Cucumis sativus
Fagopyrum esculentum 9
Glycine max ¢
Helianthus annuus
Solanum lycopersicum
Allium cepa ™

Avena sativa™

Lolium multiflorum ™
Zea mays ™

d

d
d

Vegetative vigour;
Tier 1, single dose,
20 days

Beta vulgaris ¢

Brassica napus ¢
Cucumis sativus
Fagopyrum esculentum ¢
Glycine max ¢
Helianthus annuus
Allium cepa ™
Avena sativa™
Lolium perenne ™
Zea mays ™

d

d

G

M69694 2201 -

CKCP 19.6.2/05

Beta vulgaris ¢

N
Brassica napus ° 7,
Cucumis sativus ¢ &
Fagopyrum escule

Glycine max ¢ = \©
Helianthus aprgyis ¢ O
Solanum lyc;@rsic@

Allium cepay”
Avena sdgiya ™ g}ﬁ
Loliu%ﬁiﬁﬂomm "@ |

d

(2014)
M-478325-01-1
KCP 10.6.2/01

a s

Zea mays ™ N X

Beta vulgaris ¢ S

Biais‘;ZagZZSMS d@Q @ § @9 N GERso 25 prod./ha
Cucumis sativ@y® O <& . © ©\ X Q (all épecies except Glycine
Fagopyrum@’ulent@h d N N N and Allium cepa)

I (2020)

3Se ge enc<§@
. 0,
Glycine ) Tid ’Sié@i BRs0 < 1.5 L prod/ha (674 % | \RSSEE ™
Helianthgg¥ annuus & & o Meduction of shoot height for B
. . MRdays . KCP 10.6.2/02
All m N Gl ; 66.7 %
ium cepa Q Q% & &7 QI Glycine max; 66.7 %
Aveha sativa™ & Lo Q@ @ reduction of shoot dry weight
Lolium perenne ™ Qy @\ Q for Allium cepa)
Zea mays ™ d&@“ % S o0 A
Glyci
Olvcine masgd < eeatii emgence (2020)
@& éﬁ ©© Tidn2, doseyesponse, ERso > 1.5 prod./ha M-690835-01-1
@ ays KCP 10.6.2/03
e
m: mogo otyl@us Y
d @%ym@ s o D
N
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Risk assessment for Terrestrial Non-Target Higher Plants

o

The risk assessment is based on the Guidance Document on Terrestrial Ecotox1c£gy,@
(SANCO/10329/2002 rev. 2 final, 2002). It is restricted to off-field situations, as non-target p@ts arél’
defined as non-crop plants located outside the treated area. Thus, effects onggn-target pl&@s are@f
concern in the off-field environment, where non-target plants may be exposedto spray drift.

\
A SHEP SN
As it is demonstrated by the available set of studies that thé€4ingle applic &on rate of lxéﬁ; pr&d%/ha 2@(\
not result in effects > 50 % according to the “Guidante Docume on Terrestr@§=f> x1c 08y” &,

(SANCO/10329/2002 rev. 2 final, 2002), no risk for sion-target terréstrial plants @ﬁxpe @’hm ©
test rate is higher than the highest field applicati QS rate and 1séus (%(msﬂe@ as 1ndlcat@ for, &t
acceptable risk. N @
& é@f «:»;,\ @ 6\ \& N

A detailed deterministic risk assessment is& addi@on ent@belﬁﬁ To @wve a congise risk
assessment, the risk envelope approach is pphe@l—leregz asggssment’ for the hlgést I@ate s°0
covers the risk for non-target terrestrial ga &mn tl\\ise ra@wuh Fﬁy 10w§ app{acatlon te §

@ . @

De,

o s e L
&
Deterministic risk assessment &© fé N % @ § @ @ %@9
9 © @ @ ~
Table 10.6-2: Determmlst@ssesm@ent ofhe rg@or n@%ar@plan@iue e uge of
BIX+FL% z E6 260dn barley % )
Intended use Rz @rley% rod /ha BBCH 30 %@ @ y\?@@
A
product S BD%FLU S
N ¢§ \ NS
Application rate (I@d /ha) 12,0 §9 @ Q &
Test species O é ° %150% N §@rat@f@ gl{of TER
©© @\ Q& (L&god./l}% (@{% > LML prod-/ha) criterion: TER > 5*
Allspecies O @« P15 S e ©loome ~45.13
-seedling & “ 2 SRS 3 @ é&\’
emerge@ QS @ L X 4
All species 7 P las & B 100332 >45.13
-vegetative §) S JQ °\© g&’ é =
vigour & [(\% é @%\9 v la
PER: Predi en @nmer@%at %R\(@cny t@xpos@ ratio. TER values shown in bold fall below the
relevant trigger. @ Q (f‘@\
* @ > 5 for det@mms 1sk a@essm (%ase(‘&en ER5so
S N @

5 S I
Conelusion: ~ § N Q @
From the informggtion presenteé%bo it is cluded that the use of BIX + FLU + PTZ EC 260 will not
produce un @ptabl%é‘ffe ,xi"\’o t strlal on-target plants growing near treated fields. No mitigation

St
measures i ec@ ssary (.é\ € §end€@%e rates.
<

$ﬂ 6. 1@@ @m§v§”ry of screening data

Stu &§ e not necessary since guideline GLP studies for terrestrial non-target plants are available
(see P 10.6.2 in this MCP Summary).
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CP 10.6.2 Testing on non-target plants .
& &
Data Point: KCP 10.6.2/01 S P
Report Author: [ & D7 O,
Report Year: 2014 Q N
Report Title: Effect of bixafen+fluopyram+prothioconazole EC 26Q (65+65+130 gif) - O@t\\he 2
seedling emergence and seedling @Wﬂl of terrestrial plants (Shori%code Qt(@st
item: BIX*FLU+PTZ EC 260) o @
Report No: AS317 @ @V NS é
Document No: M-478325-01-1 N Q @%
Guideline(s) followed in | OECD Guideline for the T%mg of Cheml@s ideline %J/ &@
study: Terrestrial Plant Test: S@’@ﬁng Emerge&e and %dlmg@rowtléest (@opted@
July 2006) - - \)j % \ <
Deviations from current | Current Guideline: @
test guideline: OECD 208 (2006) @ & @x b@’ @ S\
Deviations: Temp%ary d@iatianFom clﬁate ondltloﬁhumlc@l) L@
intensity was i%fepoa@ glon re %m feu pla den51ty §
All validity riagWere mgt the &&%a‘uon@lsted@ove no i ence@n the
reliability e s&%l and@adpoﬁ@ @(\w \J & &
Previous evaluation: No, not %@Vlousfg@ﬂsub(%fﬁed ®\ @@ @@ @ w\?
GLP/Officially Yes @nducféd unde@LP@ﬁma{l@recoed teésf%g f@){tlesx
recognised testing g§
facilities: E O D @& & @
Acceptability/Reliability:- | Yes = & & NSRS

& D
S @ o N
%6@@%@@@6%\ éé&é\@
The objective of @ﬁc stu@ waé% e&luate %@ pot At al e@ects ofZBIX + FLU + PTZ EC 260
(65+65+130 g/Lgon't @ eedhﬁg em&gence&nd gred wth of eﬁ% 6§e01 non-target terrestrial plants,
following a emeggence@pplicaion &f@h duct@s) th ce A total of 11 species, 7
dicotyledo%us ancf@f moﬁ@coty%edon%? sp frofy 9 pla fa@ ies were tested in this seedling
emergeneg nd growthsxtest: is var. altissimq g%@’et) Brassica napus (oilseed rape

Executive Summar

winter)XCucumis satippls (cagnmbe prru@ esculentum@Puckwheat) Glycine max (soybean),
Helianthus annuus (sunflgiver), &glanu@ sic (tong}o) Allium cepa (onion), Avena sativa
(oat), Lolium multifforu (rye ), Zéa may ornPlanging density included 6 seeds per pot, with 5
replicate pots, r¢specti a to seec@per tieatment level. The sown seeds of the plant
species were @eate@ 1th @sm l@ap h@tlop Gite of 0.5 L product/ha and a water control. The
apphcatlon as do n 0 L@ Assessments for seedling emergence and
phytotoxij were don 14 and % aft 90 % of the seedlings in the control had emerged
(speciesidependent).-. A day@ after 50 Y, nce of the control seedlings, survival of emerged

plant&shoot dry Wé@l‘[ and%plan‘@evel en&g CH) were determined.
The\study fulfils all mh@y cr@rla O@BC%C@% guideline.

Only minor @oto (ﬁty §@ h&&ed W%h single species. No adverse effects on emergence, post-
emergence Bs and t dry we occurred. Therefore the ERso (based on emergence, survival
and shoo@wy w@ med be > 1.5 L prod./ha.
N @ & §
S @ .
S

&
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I. MATERIAL AND METHODS

Test item: BIX +FLU + PTZ EC 260 (65+65+130 g/L); specification no.: 102000027828-01; bate@D @©

6.49 % w/w  (65.61 g/L), fluopyram: 6.35% w/w (64.21 g/L), prothi
(128.5 g/L); density: 1.011 g/mL).

2013-002135; Sample description: TOX 10113-00; active substance (analgsed content): afen’s’

azole: 1<@ 70 WOy

Test design: A total of eleven species, 7 dicotyledonous and 4 monocoty@@nous spegiéd fron& pl
families were tested in this seedling emergence and growtl{ f2st: Beta vulgqris var. altm@a (: u}ar bet)
Brassica napus (oilseed rape winter), Cucumis sativus (c%mber) F VIUm escué?tum w@at)
Glycine max (soybean), Helianthus annuus (sunflowegr), Solanum persicum (tomatodyA//i
(onion), Avena sativa (oat), Lolium multiflorum (ryegrass), Zea m@ys (corn). The'seeds were fown 0@
day prior to application of the product to the soil acein 13 plast@ ots @led \'%) appyox.

fresh soil). The used soil was a very silty sand. @’ i,;?\ 6 \%

Planting density included 6 seeds per pot, wifR' 5 ate %ts r@ectl fof@@totaiof 30%eds er
treatment level. The sown seeds of the plaxd speci@y Wer@reate@wth a sing pphc@mn g
product/ha and a water control. The tes %lutl&ﬁ Wer\\appI@ at K lum©ate @ 200 L @trol
pots were sprayed with 200 L/ha of d Qe, izedswater, @ N C}

The control pots of each species W&@ obs%ed fi Qhe &b @ Sfygs alp rge&tll 3D % of the
seedlings had emerged (= day 0).<Assessments for se 1ng ﬁrge ytotexicity.y were done 7,
14 and 21 (+ 1 day) after 50 % @f the sg¢dlinggin tl%§ontr ergedXspe de endent) At day
21 after 50 % emergence of th&ontrod see%mgs su Val‘&feme@ d p@lts sél)o t dryQveight and plant

development (BBCH) Wer% deteed §) @ @ N ©
Fagopyrum esculentum”had t%‘;)e rep@ted&or@g to @?udy phin ame d@ no. 1 (insufficient
germination in the control theQirst te§prun).© \ é& RN

The phytotoxicity @% rat&d in % ectlantﬁatper @phcate@om&a%d to the control.
Analysis of the @du t\©lut1®3g an(lihe cong%l so@t&on w@’e corducte, HPLC -UV.

Test _conditiots: Foflowi g@apph@tlon@”\t e p@ with?' plagty’ werg, maintained under greenhouse
condltlons ayd natural dayllght W su eme by duifici light . Light intensity was not reported.
The te ature was r@%ﬂa‘[ 1n 18 t0 24C duwn theilght cycle (16 h) and during the dark
cycle BH). The relati¥e hun@hty was re@kategi {0 maititain 5\@0 75 % in the first test run and 38 to
61 % in the repeat@@ﬁest wt Fq@pyrm@esc%@tum&

Statistics: Statistfeal apalysis @ for the mean valuey, standard deviations, analysis of variance
(ANOVA) folipwed &y Stugert-t, T@ﬂt (a ®\5 %) ©r Martt? hltney U-test. All calculations were done
using Microsoft® Exeel sare@rsm@ 010@’2 angyToxRat Standard 2.10.05.
Dates of@k Septem@:r 09@13 @zeceg)er 19&%13
i NI
D

@
& f@@@\@@Q@@
G @ © 9
@@ék@%@
Yy O & 9
> O o
s &
@’@@%

@
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I1. RESULTS AND DISCUSSION

Validity criteria:
The validity criteria of OECD 208 were fulfilled. @b

A Y
The seedling emergence of the control plants was >70 % The mean sur@{/al of emgrged Qtrol
seedlings was > 90 % 21 days after at least 50 % emergence in the %trol There @as n@ﬁ? ngf@
phytotoxicity in controls and normal growth occurred ifi%the controls<of the ten s Oles tested. e
control plants of each species showed normal variation mrowth pldevelopme nd rphy
The environmental conditions during the test time WerQ(ept ldel’lth&@/lthln each 8&)01@&§

for all species of this study were filled in equal ma %f ith the sgane 5011 @
p udy w qu 1% w @ @ & (@) &
A N\ 9 @
. é@f BT S @
Analytical results: é& @@ N @% R @ A

Full details and acceptable validation data to g&)’port e an@lytical

et d are@res
document M-CA 4, which comply, %Vlth\?he &ﬁ regylato
@

men{\ﬁ outhned §thm

Cp 8 B%z

SANTE/2020/12830, Rev.1. RN SO S Y
Q 5 L
The analysis of bixafen content 1&@6 aq%ouso @utl ﬁev @ redgbnce thIl@@Of 98.0 -
101.7 % of nominal. Q o O Y LN
9 9 @ o L
o = ¥ S o ° S
N N e AN @Q 2 é
Biological findings: & §) @x Q @ \@2 &

S
There were no statisticalig?si ificant e@ﬁ"ects§ see -\ e@ﬁgen& and.s| oot@ weight. Inhibitions
in shoot dry weight were detémed@ﬁor all@lant §f uj- CIGS @cep fof Sgélalr beet @)ybean Tomato, Rye
grass and Oats. No effects on an@f’rvw@were d and only inophytotQXicity was observed with

single species. Alg@yno #cts o@laqg@welopmen C%&rer&found@
Visual phytotoéé‘l g obsétved W Bra a nafws at te% te natlcm, The observed symptom was
t

growth reduction he@vera@ phitotox %gn Glycine max the observed
phytotox1c@ was 4%, The obsépved %mpt ecrgsis anéhgrowth reductions. In Helianthus
annuus ptoms of b@tlty re observ in repckg te of the test item rate of 1.5 L

produ at test tem@latlol@ he obse W@symp@m wé&grow@reductlon The average phytotoxicity
score was 6 %. Nm@ltot%lclty@as ob@ved@\the @{her pl@§§i S.

The effects on nfortali 1&1 ytotéxlclty ﬁwth stage and dry weight are summarized
for each of the@lant é@ @he f(ﬁbown@able r thé@inal assessment (on day 21 after application).

i Ny
N f@@@\@j@Q@@\
G @ © 9
gE v,

O - N
T & O
N &
@9@@%
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Table 10.6.2- 1: Summary of seedling emergence and shoot dry weight following exposure to BIX +

FLU + PTZ EC 260 (65+65+130 g/L) at the final assessment on day 21 @ @

Seedling emergence | Shoot dry weight-\
Control 1.5 L prod./ha Contro]¢ 15L pr(@.\fﬂa A
Plant species Mean Mean % Meap,> > Mean |S Y IS
[number of [number of Inhibition dry In Kion
seedlings/ seedlings/ A “% weigh® %A &
replicates] replicatesL@ \Q\k[) lgl S Q>
Brassica napus 5.8 5.2 10 ) Y 2.782 @%}46 Q lv\g\g
Cumis sativus 6.0 6.0 0 3 4331 |24.19
) N @ S
Beta vulgaris 6.0 0R 354, . 2.366 Y1 9
Q N
Glycine max 438 X NI 624 621 27 o7
Helianthus annuus 5.8 &, 549" NS 3‘@03 3183
© S @Q
Solanum lycopersicum 5.8 q & @}649 . %- Te°
= y @ Ly <
Fagopyrum esculentum 54 % °\§% AN N 3.2@ 2.856 §
Allium cepa 58 @ |« 560 |43 o] g3 Qx| A
Lolium multiflorum SQ@Q @” Q —% Q.470 @Q 1@ . -10
Avena sativa 4] ‘@ 5.8 N §\JZ.4 20 @J -1
> S
Zea mays 260 9| 958 |93 ] 5834 |o3087 1
A Negative figures indicate tha@%fere Wwag an i%ease in %massé@ry we@i{) when compared to t@ntreated control.
T O A e SN .
e QO N O N
KN 9 IS R <

Summar')‘;g%hyt xicit srgWth stages (BBCH) folfowi xposure to BIX +
F@% PTZLEC 26 (65<-565+13 5/L) &Nhe firal assé&men&&n day 21

Qy

Table 10.6.2- 2:

$ N @hytgﬁ{@ﬂaty [Yo] A \f\ f@ < BBGCH growth stages
Plant spe © «Control | 15E prod/ha |7 @ontrofY 1.5 L prod./ha
Brasszg@apugg\ SN 14-15
Cupis satinf® S| 0 0 o Y 123 12-13
Bea vulgaris 2> | (S0 &Y Yoo &@ Fuis 13- 14
AGlycinemax @, [ 0 S L L Bl wst 13 - 14/51
Helianthus aifns | <& . [0 =6 5 14- 16 14- 16
Solanum lycoﬁg\\)r{vicq}(% &0 @§9 &@ 0~ {(\© 14 14
Fagopyrun@sculer@%z ;Q} 00 Q (S) @714 - 16/21 -23/59-63 | 14 - 16/21 - 23/59 - 63
Allium cepa > N D S 11-12 11-12
Loz@kmuhwom% S0 g7 w0, 15-17/22-23 15-17/22-23
Stvena sativa A = Q = 4@\ 15/21 15/21
N Zeamapss, S L0 40 e 15-16 15-16

A Phytotox1c1ty 0: no ﬁ@totox@ty or @)ffect Q

% § @III CONCLUSION

In a see@g e rgen@ and wth study, BIX + FLU + PTZ EC 260 (65+65+130 g/L) was tested

under ﬁ dltlop@ or effects on the seedling emergence, survival, growth and shoot dry

ﬁ of 1 o —@et tefrestrial plant species, following a pre-emergence application of the product
soi

No ade effects on emergence, post-emergence mortality and shoot dry weight occurred. Therefore
the ERso (based on emergence, survival and shoot dry weight) was determined to be > 1.5 L prod./ha.

rface.
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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. o
S - S @
The endpoint is: ERsp > 1.5 L prod./ha IS o @@
( N
XY S &£ o
seofeokokokok ok @ > A N é\”
v g S e
~ 92 & &
Data Point: KCP 10.6.2/02 @ < Q. RO
Report Author: I ) R o & & T
Report Year: 2020 Q. N @ v o9 W
Report Title: Fluopyram + bixafent proth@onaz@gﬁ \@(65&6@1 3 @i} F{Fécts oa@he
seedling emergence @d seedling gréwth o%gen rge estrial plan‘&)ecws
under greenhouse @ondm%@ (Tiegy o) @ & Ky °
Report No: S19-22929 V) ° N A Y
Document No: M-688446-01% IR YE R
Guideline(s) followed in | EU Directi 1/4 4/EEC %, @ % @‘}a @ O
study: Regulati 110% 09 \ § D §y ©
EP PP 4100 (2012 N
UsS CS 50.4100 ( %) @ o @) S N

OEC]; 208 (2 6) m,

Deviations from current Cu@nt Gmg\ime OI:fCD 708 (ZOQB% Q

test guideline: D%Math&s Te (@Vlatlorom c&gmate g@dltm@éhgh%%l validity
@giteria@gre med Th iationslisted above n n the reliability of

“Spthe study and @dpog S N

Previous evaluation: s« @t pre&gously @bmlt@y U N

e @; i ot C\\\
GLP/Officiall Y t der GLP/ 11 d testing faciliti
recogniselzl?es}‘:in & q QP er (@a %@ Og%e %@g o
o2 & \
facilities: Q) @\ N ar & <§ A
Acceptability@liab%%/: Q(@ RN © @@ ®) @
S >

L9 W 2 A T Y 4 o
Executl@Summary Q) @@ § ©\
The objective of thisspeci was é\se?/alimte t}%l}“)oteng%l effects of BIX + FLU + PTZ EC 260
(65+65+130 g/L)op the se mef”gence gro@th of ten species of non-target terrestrial plants,

following a pre-@@ner of the preduct texthe soil surface. A total of ten species, 6
dicotyledonougand (féhous@pecw rom ® plant families were tested in this seedling
emergence and gro BetNulga (sug@\bee rassica napus (oilseed rape winter), Cucumis
sativus ( mber), Fa Opyrugs; Sczgﬁ un g@uck at), Glycine max (soybean), Helianthus annuus
(sunflo Allium. cém (oRion), vena@tzv @at) Lolium perenne (ryegrass), Zea mays (corn).
Plan%g densr[y 1nc ed %r 4 s@d @ot %S% 10 or 5 replicate pots, respectively, for a total of 20
seetls per treatment & eve gyn seedl§ of t 1ant species were treated with a single application rate
of 1.5L produ and a water-control. Th&apphcatlon was done at a volume rate of 200 L/ha. Plants
were assesse or segdhing ﬁerg&ﬁ@e pos(@emergence mortality and visual injuries 7, 14 and 21 days
after at least§0% ginerge f the see s in the control group. Additionally, the effects on the BBCH
growth s@e Sh@ he1§@ an@oot d%@gelght were determined for day 21 (21 DASOE).

The swdy fulfils al @%;ldltg@qtena of OECD 208 guideline.

Vi ‘@ phyox1m@’occ§ed only in Helianthus annuus (deformations) and A/lium cepa (necrosis) with
a ntean ct value below 10 %, respectively, compared to the control group.
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Adverse effects on shoot height above the 50 % effect level occurred for Glycine max. Adverse effects
on shoot dry weight above the 50 % effect level occurred for A/lium cepa. Except for Glycine m nd @
Allium cepa the ERs for all species (based on survival, growth stage development and shoot dry-wei ht}@j
can be set to be > 1.5 L product/ha. S @ S
& ©.8
<
I. MATERIAL AND METHODS % o @)@ &

‘”\g
Test item: BIX + FLU + PTZ EC 260 (65+65+130 g/ spemﬁcatlo no 10200@@7 SQ\sup 5 @
batch no.: EM4L025147; Sample description: TOX 21¥35-00; act substance éﬂaly congent): &
bixafen: 6.44 % w/w (65.10 g/L), fluopyram: 6.56 "é«}w/w (66.33 g@i prothlobmaazolQ 2. 5§w/v&

(126.7 g/L); density: 1.011 g/mL. %

Test design: A total of ten species, 6 dicotyled@ ous and 4 noco&led ous 1es 8 .s.
families were tested in this seedling emergenge and @f)wth@st B&;a vmég ris ar beet) B?sgsszca
napus (oilseed rape winter), Cucumis sativus Quc Ber r), @gopy entu u Kwhea Glycine

max (soybean), Helianthus annuus (sunflower), Alfgam ce@ (oni6Y), Avena sagiva (0af) Lolj per@n

(ryegrass), Zea mays (corn). The plant @me&ﬁed ﬂ\t is sty ar&%pres@tatmggof a wi §e of
plant families and were chosen becays® the@gare realfily c@ﬁvate@est e@a nis d@]del;@l d in

research. The seeds were sown on thg app@eatlo?@)f th@rod@ soil rfac%ln 15 cm
plastic pots (filled with approx. 1 @kg sm%ot) The e s011§as a @ W\?

Planting density included 2 or Z@eeds&% pot@wth g‘?or 5 @w@pots @spe ely for a total of 20
seeds per treatment level. The'§dwn seeds he plant species wef® with a smg.apphcatlon rate
of 1.5 L product/ha and a water c&ytrol §he te olutl@as were ap@ed at, af@olur@ rate of 200 L/ha.
Control pots were spraye(\f@lth 200 L/lgof d mzeiwate@ %@ X

Ny
After application, the éﬁp @i seed@ Were@ansf@red «1@@( to the g enhouig%l" he pots were set up
o

sorted per treatme up fte@ plic@bion. p@ were repos@ionedion the first and second
assessment day to. mp@sa‘te fo oteigl V{lﬂblll@@n grggfh c%dltlor@

Assessments V\é@ ma@ mdlv%ual&for e@ speéies on this dagt= %ﬁ and 7, 14 and 21 days post
emergence of50 %SSF t e@:ontro see&ngs @ antsaWere @ss esse@ for seedling emergence, post-
emergence@ortahty and Vlsual ifjurie @d 21 days a %@r atl 50% emergence of the seedlings
in the c@trol group. A@ltlox@fy, fects on the BB grom stage, shoot height and shoot dry
Welght&sere determinéd for % 21 (21 DASOE). @ gradival ra&& was assigned to describe the extent
of the visual phyt@@mt}&} CO]@‘&H&OI@O the contr taku‘% Into account necrosis, deformation and
change in colourf¥g. c%oros@)leaehmg 1&@enmg§t Theyatings referred to the whole plants within
areplicate and@ange @n 103p 90 é@’ ©\ § @j@

Analysis of té proc@ct s@wns&{n\d th@ntro@lut@@ were conducted by HPLC — MS/MS.

Statistic§ he data of @fdhn@nerg@nce post%mergence morality were tested with Fisher's exact
test. Thexdata of shogtheight and s@ot dry wei g@ere tested for normality and homoscedasticity using
Shapizo-Wilk's test, and enelgst. @ oth requirements were fulfilled, Student t-test was
conducted. The s1gn1ﬁc@e le@ was set to @= 0.05 for all hypothesis tests. In case of an increase in
the test 1tem 1Bup compar ot g\? ontrglgroup for seedling emergence, shoot height or shoot dry

weight or if po t- erglhce ntbrtality, occurred, no statistical evaluation was conducted. Statistical
analysis Wﬁ erf ed g the progr@m ToxRat Professional Version 3.3.0.

Test ctlon@ Fo owm@)phcatlon the pots with plants were maintained under greenhouse

condiffens arihnat ays]% t was supplemented by artificial lighting. Light intensity was in the range
of @ moln?/s, %§§he temperature was regulated to maintain 16 to 31 °C during the light cycle
(1

) g&uring the dark cycle (8 h). The relative humidity was regulated to maintain 48 to 79 %.

Dates of work: January 27, 2020 — February 2020
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I1. RESULTS AND DISCUSSION

Validity criteria: Q\ >
The validity criteria of OECD 208 were fulfilled. @b &
The seedling emergence of control plants was > 70% (actually between 85% and 100% tr

seedlings of each species did not exhibit visible visual injuries (e.g. c@e in colou@necr@ ] apgf@
deformations) and control plants exhibited normal vafigtion in growth and mo 10 for ﬁt
particular species. The mean survival of emerged control%edlings W90 % (actugf¥ s @
after at least 50% emergence in the control. The env«'ﬁgonrnental cq fditions for ez

were identical and growing media contained the sar% amount of s@}'matrix, supg d1a or@u tra@
from the same source. N @ N @ @§
RN I\ *&, &
: Q @ N N W&
Analytical results: % Q‘gj&a @Q Q@ o @&
Full details and acceptable validation &&@ta t&\upp&ﬁ§ the @mlyt&%j m Qd are prese gd §ﬂhln
document M-CA 4, which complg Wlstik the ®U .régulatoty re@ iremghts inedSwithin

SANTE/2020/12830, Rev.1. @

¢ LY
The analysed concentration of ﬂu@yra%m the@grodu%solu%@i\ﬁ co ongd to @% %ﬁhe nominal
concentration. @ v S @ NS ®© N
FNe T8

Q N
Biological findings: o\@) S

Visual phytotoxicity @sewe@%t théstinal @sess nt (\d@daycigl after apph@lon) in this seedling
emergence and gro study@lcl chl@osw rosts, deforniationgnd st@mg of the plants. Visual
phytotoxicity occutred o@ly ia ?@s annuus @%ﬂ ns and Alfium cepa (necrosis) with a
mean effect Vah@ el %&%Spectlvelyx\mpgsd to thg co gro@

No statlstlcal®s1 Zﬁﬁcant &fects @ theﬁgara rgegge were observed for any of the
plant spec1@§ tested?The h; gheﬁ@lnhlglon 8@urre C@yczne‘%ax with 26.3 % compared to the

control p. @
No statisfically s1gn1f@ant e@ts on r§amet®post %mer e@e mortality were observed for any of
the plant species te@ﬂ Tl@ 1g ity @g}urre@gfor Crdumis sativus with 5.6 %.

No differences inthe grawth s@es be\{?eer&t@ test {&m angl the control group of all ten plant species

tested were observed N

Statlstlcally & 1ﬁ0@§ nces in sl&@ hei @ c pared to the control group were observed for
Brassica ngpus (11.0 % S S % agopyrum esculentum (19.5 %), Glycine max
(67.4%§hanthus anauus @ ﬁ perenue (21.8 %) and Zea mays (11.4 %).

Statistic¢ally signifi dlffere e&n sho% ht compared to the control group were observed for
Alli{%cepa (66.7

The effects on Qrtahty,@%jmeggénce@hytoQ901ty, plant growth stage as well as shoot height and dry

weight are summarizgdfo 0{2@ plaﬁ@spemes in the following tables for the final assessment (on
day 21 afte ph(ﬁm ) @
e o &



E Page 174 of 187
BAYER 2021-07-05
! g Document MCP — Section 10: Ecotoxicological studies
Bixafen + Fluopyram + Prothioconazole EC 260 (65+65+130 g/L)

Table 10.6.2- 3: Summary of growth stages (BBCH) and phytotoxicity following exposure to BIX +

FLU + PTZ EC 260 (65+65+130 g/L) at the final assessment on day 21 @° S
Phytotoxicity: §
BBCH growth stage [Min - Max]| )
. mean @@ / Symptomg; A

Plant species . S dte D

Control Test item Control¥’ Testitem <
[1.5 L product/ha] [1.5 L&§wdugﬁ§m]

Beta vulgaris 12-12 12-12 %ﬁ o S /- © &@
Brassica napus 12-12 12 - 1% @§® g}ﬂ 0 >
Cucumis sativus 12-12 12 .12 @Q 0 @ @J{ g\\” é

Fagopyrum esculentum 55-55 5@55 $ 0 . ) N/ -@9 @

Glycine max 14-14 ﬁ@- 14 @%@ Q & 0/- (07%

Helianthus annuus 16 - 16 16-16 O |.)S 0 @ | ) 44DE O

Allium cepa 11-11 o 1l = KT @7 IS 8/INE

Avena sativa 13-13 (&3 - 13@\\) Sl N Q Or@>> P~
Lolium perenne 14-14 TN 1402 @ &% 0, ©) % 07- @

Zea mays 14-14 O] > 14940 O e p 0/-0
* Statistically significantly different confpared tGthe cqnt‘{@’ (Sng‘\:&nj’s 1683, one-@%d S T, O -{@K)S) &

A Visual symptoms: None (-), CC ange in@olour, DE = defo at@ @ < N Ro
NGV BF S Sl Ca
@ N S @ Q SHIPS
Table 10.6.2- 4: Summar %(}shoofheigh@nd shoot dry%veig t%na cakyesponding p&icent inhibitions
1

following expo%xe to gcx + @U + PRZ EC 260 (65365+ @/L)@j the final
assessnient on dy 2k, N D S
N o COMIINN

L @ %hoot @ight @ o @| %& @ Sho%%y weight
[ Gntrel] @5 Lprpd/ha> | Contfol |& L5 L prod./ha
Plant speci 9 (&;@ Mea @ C@\g Mesda dry @ Mean dry Y
O D I\I%m] [cm% inKibition A A ght&@ weight | | oA
O &g g NS | S gl lg]

Betaf\;ulgaris@ o 5 | 34 & 7 osgy Y oée@? 0.061 - 60.5
Brissicanapus S| 89 J@97 YV Ho* &P 000 0.130 -30.0
Casiimis sativus © |, .4 sae |, QL1 [ M54 0.194 -26.0
Fagopyrum esculfanm & 23.6€7 | . 190 [ 195¢ 0.133 0.119 10.5

Glycine my” | 601 1965 674* &) 0925 0.924 0.1
HelianthusggnnuusO @%.40 d 6. Q9.0 *@° 0.330 0.379 -14.8
Allumeepa > 9 880 @0 o 9.0 0.009 0.003 66.7 *
Aygpu sativa . | 300 |9B7.6a =J.6 0.169 0.179 -5.9
Lokium perenng’s. | W4 | 222 | «p1.8* 0.060 0.049 18.3
N Zeamaps %, 4595960 | ¥ L 114+ 0.571 0.779 2364

* Statistically signiﬁcar{{@ difféfent compared t control (Student’s t-test; one-sided smaller, a = 0.05)
A Negative {@ﬁes indicate t herean iréase compared to the control
&
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Table 10.6.2- 5: Summary of emergence and cumulative mortality following exposure to BIX + FLU +
PTZ EC 260 (65+65+130 g/L) at the final assessment on day 21 @° S
: <
Seedling emergence Cum&ative mortal@ %\7
o
Plant species Control 1.5 L prod./ha Contfpl 1.5 L prod,/Ha’
% emerged | % emerged Inj,li‘z‘; tion % @tality R ‘@Qm(:r@y %?@
Beta vulgaris 95 95 <=0 @ 0 @\2}” oy @
Brassica napus 90 100 o -111 @Q 0 2 [\Q 0 é
Cucumis sativus 95 90 O 53 é 0 &© N5 @»Q @
Fagopyrum esculentum 100 95 @@ 5.0 @@ 0 Q Q 2 @§
Glycine max 95 70 o 26{@ N @y <) LN LS
Helianthus annuus 100 @ @ 20 N @§ B N
Allium cepa 95 100 @'\9 @53 Q 7 0@ Q & 0’ @%
Avena sativa 100 v 8e> ko 20 Oy 0O 0 &
Lolium perenne 85 oF qso\fi Q lx\L\\S D ;\b @ L& 00
Zea mays 95 &© 790 - N \5.3 Tl .S o $ &z/ &)
& > III@ON@USIQ@ @ & &
In a seedling emergence an}gro stu FL@ﬂJr PTZ E%éo (65@654@50 g/L) was tested
under greenhouse condlg@s for ffec@ 0§ seedling e&ergena@@ suf\@ml, wth and shoot dry
weight of ten non-target terre t sp g§@wm@ pr%merge%e appljcation of the product
to the soil surface. A&erse fect ot hei

e the 80 % &ffect %1 occurred for Glycine
max. Adverse eff§§on shoot dr; elg@a ovethe %o effegt level occu for Allium cepa. Except
for Glycine max add Alliton ce@bt e ERx forall sp& Ig@d o@urv growth stage development

and shoot dry, @éfgl%&@\ be@ se to > 1@5@ prodh cﬁslct §

_ N e :
~ - @ * @
. X
Asses t and con io a ant: AN
@Q %, )

@ .
The study and its _d $a are&mnmd%ed asé% epfable ag&l reliable for use in risk assessment.

v
The endpoint 1@50 Al 5@g@§d /h@ v @© &@
@ Y
@ @) Q o4
@ SN
R e
5 S & N
& 2 Q SEEN
< NGRS
N Vo .® g e
A > N R O

*

@

f
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Data Point: KCP 10.6.2/03
Report Author: I &
Report Year: 2020 &
Report Title: Fluopyram + bixafen + prothioconazole EC 260 (65+65+l§9 g/L): Effect @ the
seedling emergence and seedling growth of two non-tai errestrial plQ spe(@
under greenhouse conditions (Tier 2)
Report No: $20-03149 S X b
Document No: M-690835-01-1 ’a K NG
Guideline(s) followed in | EU Directive 91/414/EEC N @ < Q\ @
study: Regulation (EC) no. 1107/2009 ©Q @ S é\ﬁ
US EPA OCSPP 850.4100 (212) « S | ©
OECD 208 (2006) S Q o & o v 9
Deviations from current | Current Guideline: OE 08 (2006) ~ @ X © & @
test guideline: Deviations: None. Al] validity cmterla@re rg\eﬁ% o @\ S &
Previous evaluation: No, not previously s@mtte@ % & ] ¢§
oI f\@ (S a 4@% & °
GLP/Officially Yes, conductedig?})er %&Ofﬁ%\ﬁy %(Ems%testlré@amhtles & @
recognised testing @ N é\ﬁ % §
facilities: @ \ w2 o W o O
Acceptability/Reliability: | Yes x© z} ESERYG @Q\\J Sl
R
Executive Summar Q @ 9 & § © ©@ QQ ~
y ¥ S & 0

The objective of this spec1ﬁ§ud \%s to@aluate(%jle %entl IQ ect$of BIX + FLO + PTZ EC 260
(65+65+130 g/L) on the s&)edhn g&@e a@row of ten spee@ of nofi-target terrestrial plants,
following a pre-emergenge appl icatior@)f t rodggt to @@ soil'surfag&s A 1 of two species, 1
dicotyledonous and 1, mono ledagous @mesé%m 2Plantfamilies Were%sted in this seedling
emergence and growfhtest: Glyci ax ggoybe d@lzum @pa (@ on).@lantmg density included
2 or 4 seeds per paﬁtb{@ or 5®phc§@pots resp@ely @or a total of @) seeds per treatment level.
The sown seeds gfthe 1@1t spg&es we%é trK%d wﬂh e %hca@ rat&yof 0.094, 0.188, 0.375, 0.75
and 1.5 L prod@t/ha ter c app{ﬁ tio pywas @ at a volume rate of 200 L/ha. Plants
were assessed™for s hngf\c;me ence, -em@enc@morta@y and@isual injuries 7, 14 and 21 days
after at least50% emergence ofth s@pgs 1 ﬁde cottttol @ 1t10nally, the effects on the BBCH
growtl&@e shoot he CJ t andshoot welght W & de@gﬁ 1ne@§0r day 21 (21 DASOE).

The study fulfils a@ahdlq\crlte@ of O&D 2% gul@hne RN

For Glycine ma@% 0d /h@ an O f 0.188 L prod./ha based on shoot height
were determ1 lm @epa OE@\?OM@t begalculated and the NOER is considered to be
the highest taie test@i 1 prod dvha. The E Rso could not be calculated for the two plant

species te%d due to a 1 %@mm ol

equato o@a ove 25% and is reported as > 1.5 L prod./ha,

Q, %
respectl@ \ N &@ N
A (3 @\ I ATF@L AND METHODS

Test item: BI F IL + P ECO (6@65+130 g/L); specification no.: 102000027828; supplier
batch no.: § rnplg\deSC@)tlon TOX 21235-00; active substance (analysed content):
bixafen: @éw (6 0g §$} fludpyram: 6.56 % w/w (66.33 g/L), prothioconazole: 12.5 % w/w
(126. 7{@ d 1.641 g/@

Test losi n@ota twdﬁspemes 1 dicotyledonous and 1 monocotyledonous species from 2 plant
fagities wépe tested in t@ seedling emergence and growth test: Glycine max (soybean) and Allium
cepa (9 ). The plant species had shown relevant effects in a preceding limit test and were therefore
investigated in this rate-response study. The seeds were sown on the day of application of the product
to the soil surface in 15 ¢cm plastic pots (filled with approx. 1.5 kg soil/pot). The used soil was a loamy
sand.
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Planting density included 2 or 4 seeds per pot, with 10 or 5 replicate pots, respectively, for a total of 20
seeds per treatment level. The sown seeds of the plant species were treated with a five applicatig ate S
0f 0.094, 0.188, 0.375, 0.75 and 1.5 L product/ha and a water control. The test solutions were aled a§§
a volume rate of 200 L/ha. Control pots were sprayed with 200 L/ha of deionized;water. @ S

After application, the pots with seeds were transferred back to the greenho®§ The pots v%re EY up
sorted per treatment group after application. All pots were reposmon% on the ﬁr§and@;@cond@
assessment day to compensate for potential variability in @wth cond1t1g%xs

Assessments were made individually for each species on‘this day (= @ 0) and 7, %ﬁa day\g‘st
emergence of 50 % of the control seedlings. Plan& were assesi@ for seed enc

emergence mortality and visual injuries 7, 14 and 2%{’ays after at gast 50% emer r en of he @@edhn@
in the control group. Additionally, the effects o @’e BBCH %Wth stage, sh‘@t he ang,shoo

weight were determined for day 21 (21 DASOE)."A gradual t@ing @s assigned t@lesgrﬁ% the Extent
of the visual phytotoxicity in comparison to con@ congidering necg%as d ation @e ange

in colour (e.g. chlorosis, bleaching, reddening). Th tlng@%%fen@o th@vholep antsvithi plicate
and range from 10 to 90 %. % %@ @95

>
Analysis of the product solution and -"J on{sl sol t@n w&fé conc@cted@ H§
Test conditions: Following apph Qon @e pats Wlt&la s@wer aln éﬁer @eenhouse
conditions and natural daylight w@ su leme d by @ﬁi ghtl@ Th ure G Vs regulated
to maintain 19 to 28 °C durm@the 1 t cyé@ (1%@ an ri n@the d @ (8(5]%) The relative
humidity was regulated to m{@am 56 to o
Statistics: The data of see@ng e@rgen@ ested @ith Flsher S@xac §s‘[ %sfﬁo post-emergence

@rm qr this' ndpQg t. Tidata of shoot height

ho

mortality occurred, no statistic evalua@tjfon
and shoot dry Welght\:sgere teédred fo@norm@ity 1c1t using. iro-Wilk's Test and
Levene-Test follow, net@st -tes@in ¢ that th requlren@ts were fulfilled and the trend

analysis by contr t sign an@m Multipl lct -tegt with Bpnferroni-Holm adjustment
was conducted ig £as ﬂ%e data&yere@i rmahsg%trlbl{tid butabt ho l'gé 1;&% If the data were not normal
distributed b §OUS@IC1 if thy tre@é@nal%&s y goptras ot significant, the Multiple Mann-
Whitney U-test witttBonférronizHolm adjust, ondutted. @tlstlcal analyses of shoot height
and shooat\g?y weight algp inc %etel% nation of effect a@’s (ER2s and ERsg) and their 95 %
confid limits by é@bit lys1 ased on %s) u@ng linear max. likelihood regression,
where possible. Ie of an incregse inthe tesNte%roupsggmpared to the control group for shoot
dry weight, no stafistical evalgation "was cogducted® St%stlcal analysis was performed using the
program ToxRat@Profe@naIQ rsm@ 3.0° A

@ N
Dates of wm@i\/{ay@@ 2(@9 Jume 29 %@0 >
@
)

v

= . § '%f' &
@7 N Q @ N
A I R@ULT@ND DISCUSSION
o RS <
N (g @\ R Q
Validity crlterl% N g @ &
The Valldlt}@%erl\‘%b%@m&were @%h&d
v Q

The seed@ng e enc@)f @01 plants was > 70% (actually 75% for Glycine max and 95% for Allium
cepa) eco 1 s 11ng ach species did not exhibit visible visual injuries (e.g. change in colour,
nec s an nd control plants exhibited normal variation in growth and morphology for

artl r spemes mean survival of emerged control seedlings was > 90% (actually 100%) 21
days a@ at least 50% emergence in the control. The environmental conditions for each particular
species<were identical and growing media contained the same amount of soil matrix, support media, or
substrate from the same source.
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Analytical results:

Full details and acceptable validation data to support the analytical method are presented wgﬂm
document M-CA 4, which comply with the EU regulatory requlre%nts outhned@mthn@j
SANTE/2020/12830, Rev.1. @

The analysed concentration of fluopyram in the product solution correspon e@to 115 % (@he @mal
concentration.

% \

Biological findings: VC@ @ g}’ \\ @Q @
No statlstlcally significant effects on the parameter seeghng emerg I@Qi were obsemed f@ \@)b@&@
species tested. No post-emergence mortality and 98 difference§)in the growt {i stage of tite plar@
compared to the control occurred after treatment@ the test ern at rate %ted &o v1%al 11’1_]
occurred in the two plant species tested.
Statistically significant reductions in shoot ght pagg?to the co were obs rved for
Glycine max. A LOER of 0.375 L product/ha and@q\l Féﬁo L ;@duct/ w de@ne for
this species. For Allium cepa a LOER cau calculate o a 1s con51de t

50 co not@e ca ated@or bo ant

hlghest rate tested, 1.5 L product/ha. @rehabi%»ERz%nd
species tested due to a lack of 1nh1b1t«@n

respectively.

No statistically s1gn1ﬁcant dlffere@e
for both plant species tested. Thys, f

considered to be the highest e testctd, 1.
the two plant species tested due t

product/ha, respectlvelyq

S

shoot

oth sfigcies @LOE@ oul

SN

@%
S Y \© &

egzal to %’a 0\% 5% ag

produg@g /ha. The ER@ and

%&lack§@ 1nh1@$10n e@ual to or ab@@ 2

ot b¥alc

&

&
S

5N

@brte @)@L prc@uct/ha

We%ht con u,,." @@he @trol @up Wﬁ’e observed
d d the NOER is
so could notde calculated for
5%%1d 15@5ep0rted as>1.5L

N
Table 10.6.2- 6: ry of e 01r seé&mg &@erge@e follov@ng exf%sure to BIX + FLU +
é 260 é 54130 L) at t@naggg pent o:§@y 21
N R2s ERso
Spec@s «;4\?© LOER N f@ NO@ Q1 (95%% confidence | (95 % confidence
9 O o | &Y limits) limits)
@\ @Q <§ @QF chotyled\@)us @ies &
SR, N N\
Glycine ma@ & ISR O /L&/ 2&& S >1.5 >1.5
2l @ §y on&otyle@nous@cies
@ O U O O O
Alliun@ggpa @U @© S [XU é\\w g >1.5 >1.5
\j I~
5 ¥ &L L

Table 10.§.2- 7.

9

B Z @260 65 /L) at the final assessment on day 21
N +d f\ @0 g/L) i y
a & @ ERus ERso
Specigs %% L@ Q NOER (95 % confidence | (95 % confidence
L @ limits) limits)
@)
@& L @© r\§’ \QDicotyledonous species
i yczgg ax&\% Q AT 1.5 >15 >1.5
N A v @ Monocotyledonous species
@ium cepa - 1.5 >1.5 >1.5
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Table 10.6.2- 8: Summary of endpoints for shoot height following exposure to BIX + FLU + PTZ

EC 260 at the final assessment on day 21 @° S
ER2s E@ %
Species LOER NOER (95 % confidé¢uxe | (95 % contidence
limits)> Hmits)
Dicotyledonous species < Q\
?\i Q" & G
. A \ K
Glycine max 0.375 0.18809 @% 5 %\g &?1».5 @7;@
. @ 2.
Monocotyled()@l?)us species x@@ S A@ § .
, - ] @
i Allium cepa % 5 Q @% 1.5 S & @>@5 @{\
Multiple Welch's t-test with Bonferroni-Holm adju@%rent; one-sidedismaller, 0.05
. S @ 6\ LN
S & Oy ST
Table 10.6.2- 9: Summary of endpointzz%“ shootdry Wéﬁn fo@ing osggqjo B§+ F P@]@ °
EC 260 (65+65+130 g/ t t al assessment on 21
( /it the fhal sssessmenton dyy 21 § &
@ O & | O ERs S 0 ERy
Species LOE@ @)E@ 5 % @Dnﬁd&e § % confidence
& ‘% NN p? mits)Y Ifrits)
R @ @) RN
- @)mo%@don speciey § § @@
Glycine max A 1.5 S &@% ¢ 1.5 © >1.5
© L0 ) A 2
.9 Q %}nocg@edogous species O @ X\y\?
. B @
Allium cepa @ & q LS, ©) . ;0%17.50 (©) >1.5
> o MEEOEERN

o & X
@ S . § § CQ ﬁ? @ I @
@@ \@ N Ig\ ONCLUSI RS
In a seedlingerﬁe an@grow@stu%@BlXéFL%+ PT&C 2607 (65+65+130 g/L) was tested
under greenhouse ditisas for effects on the@eed]i em@gen%@survival, growth and shoot dry
weight of %o non-targ@t\\gterresig% pl spec@, follo ir%@pre-@ergence application of the product
to the urface. Q % . &
For Glycine max a R of 0.373 L pé@h& a NO?OET{ of.188 L prod./ha based on shoot height
were determined. Allium cepsw’a L c@ noée calculated and the NOER is considered to be
the highest rate €ested QRS L od./]g%Thp%Est dE could not be calculated for the two plant
species tested dye to k ¢f¥hhibifion ec@l to @dbovéR5%/50% and is reported as > 1.5 L prod./ha,

respectively’ @  ©  .© O D S
3, o R & e
& a0 b o

Assessment and cﬁ\clus' nbv%plicaﬁ}t: \©

v
Th%study and its data a@Qcon@ered a@ac&@ able and reliable for use in risk assessment.

@O SN
The endp012$@ ER%)Q 1 j@ pr(@la Q

N X
S FITe 7
@ seskeoskoskoskokosk
NS

=z
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Data Point: KCP 10.6.2/04
Report Author: [ RS
Report Year: 2013 &
Report Title: Bixafen+Fluopyram-+Prothioconazole EC 260 (65+65+13§/L) On Veg{}@ve
vigour of terrestrial plants
Report No: AS318 @
Document No: M-476483-01-1 e N 2)
Guideline(s) followed in | OECD-Guideline for Testing of icals, Guidefitre 227: ~ ‘\ IS
study: Terrestrial Plant Test: Vegetativep¥igour Test (a@pted July ZO(@' @
Deviations from current | Current Guideline: OECD 227 (2606) @Q IS é
test guideline: Deviations: Deviation from %mmended fant den51ty Ll@gmten@y waddot Q
reported. @ &
All validity criteria wer@t but the geﬁgmatlo@rate of@e s @ used@n this @
study was not reported. Howe er, as raine eﬁmmat@l test%ere cﬁmed qQuton
the seeds to ensure t Q%’r vialgglity, thgﬁgermuﬁ@tlon cangg considered t be in
the acceptable range. heﬁmatl listeghgbove no in @()n th °
reliability of tth%dy and*endpoiitts. S \ U
Previous evaluation: No, not prev1%?y suﬁmﬁted@\ RS ©& N @ ®, §
&2« LN DN @
GLP/Officially Yes, condd&ied u&r GLF%fﬁ@ rec@msed@itm 111t1§9
recognised testing @ @ @) "\9
facilities: 2 @2 6 o) 4@© O m@ S
Acceptability/Reliability: Y.ag@@ . @ RS YDA
", N AN ) ©
R R ISR
Executive Summary \@9 © © % @ @YO\,
The objective of thwgtudy@% tdzevalubte th@pot t@l %cts f BIX 1@7 LU + PTZ EC 260
(65+65+130g/L) o vege tlv@gour@f ele rgett stri plan&spemes following a post-
emergence applicafion ofthe pro ct @ the foliage® § e 2 - 4gleaf stage. A total of eleven

species, 7 dicotylgdondus and& ocoty«]g no %spec@ ffg p it families were tested in this
vegetative Vi@ tespBeta @lgarzé% et) ‘Zﬁmssz@ napugXoilseed rape winter), Cucumis sativus
(cucumber), Fagofyrum “esculgntum (buck ﬁ@at) Q‘}lycm m%@(soybean) Helianthus annuus
(sunﬂowe\jf@ Solanum @copemcuﬁ@mat@ Allium @ offion), Avena sativa (oat), Lolium
multzﬂ@ (ryegrass s (cotwr). Planting @sn}@\g plants per pot with 6 replicate pots,

respectively, for a fetal of 30 plants perdyeatment leyel. The@ian‘c species were treated with a single
application rate ofyJ¥5 L p%) a arfdia waﬁ%’conk& ¢ application was done at a volume rate of
200 L/ha. Assessfients ghph x10k®ive1;e*ﬁone Ted4 an days after application (DAA) for all plants.

Final assessm@nts w@ a(@ or &@n su@lval @sual phytotoxicity, plant growth stage and shoot dry
weight. @ \

The sm@lﬁls all v aidity erla @:’ OE 227”§gu1dehne However, germination rate of the seeds
used in this study wa&not rgported, As routine e@matlon tests were carried out on the seeds to ensure
thelr%ablhty, the n@n rat®was su@d to be in the acceptable range.

Wlth the exception of Avena sé?ﬂ/a foy each@g@the tested plant species symptoms of phytotoxicity could
be observed. £or n sp s tes@i, effects on survival, phytotoxicity or shoot dry weight
reaching or@ceemg thﬁ % thresholdfor further testing were found. Therefore the ERso (based on
survival a %d drelg@vas @fterm1 d to be >1.5 L prod./ha.

§ @ & @
Q§ @@ @’ @ I. MATERIAL AND METHODS

Test it@ BIX + FLU + PTZ EC 260 (65+65+130 g/L); specification no.: 102000027828-01; supplier
batch .: 2013-002135; Sample description: TOX 10113-00; active substance (analysed content):
bixafen: 6.49 % w/w (65.10 g/L), fluopyram: 6.35 % w/w (64.21 g/L), prothioconazole: 12.7 % w/w
(128.5 g/L); density: 1.011 g/mL.
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Test design: A total of eleven species, 7 dicotyledonous and 4 monocotyledonous species from 9 plant
families were tested in this vegetative vigour test: Beta vulgaris (sugar beet), Brassica napus (0} ed O
rape winter), Cucumis sativus (cucumber), Fagopyrum esculentum (buckwheat), Glycine " m
(soybean), Helianthus annuus (sunflower), Solanum lycopersicum (tomato), Alliggn cepa (oni Av%f
sativa (oat), Lolium multiflorum (ryegrass), Zea mays (corn). The plants were 8sown in a greéenho
commercial non porous 13 cm plastic pots (filled with approx. 875 g fres&soﬂ) The usgd so@as

very silty sand. N %
Planting density included 5 plants per pot with 6 rephca@%ots respect@%ly, for a to@“of lants@)@er

treatment level. The plant species were treated at the 2 - 4 leaf stage @1 a single icatiQn rat 1.5 é
L product/ha and a water control. The test solutionggwere appliedionto the plan@ at a @lu@ate @z&

200 L/ha. Control pots were sprayed with 200 L f deionized w& er@@) @ & o @}
\ Ny
% back @e @enhou@ "\7

Assessments for phytotoxicity were done 7, 19an ﬁ’ day er @hc ,@ fo&all pla%ts Final
assessments were made for plant survival, z%ual p@toto;@zlty, p@nt g%owth s e andShoo e@ht.
The phytotoxicity was rated in % affecti&\p an&%atem& er @hcatg m&@d tosthe control. §

Analysis of the product solution and t/@ con@ so on @e cocte@y H%V d&ection.
d

Test conditions: Following appli tlon @e pc%s gt wer%mal engg‘l?eenhouse

conditions and natural dayhght wassupglpme fici §y wasnot reported.
The temperature was 18 to % dag g the Yightdycle & ’3- dur1 th arkgycle (8 h). The
relative humidity was 59 to %9 o

Statistics:Statistical anal&@ was@mde@ th ea Val §tand%§de@10n @nalysm of variance
(ANOVA) followed b Smiﬁ%t Test (o= cal& ons were ‘done @ng Microsoft® Excel

software Version 2 d ToxRa Stan 2%&05 @mts wargNAlsdorf, Germany. All
. @ @f
calculations for st ﬁlcal ssess@ts tanalysisof v @@106) were don us&g the maximum number of

After application, the pots with plants were trans

digits available fetyeach € W&f& prog?ﬁm \ @ & @
%@ % 0oigh 3030
Dates of wor ept er 0@ 2013y ch& T 3N 13 @
.9 2 @ @’ @
QO @ Q@ N
A @ @ R@LTS @JD DISEUSSION
S % > R,
Q & ISR SN

Validity criteria: . @ %\ @’ @ S

The validity c@erla C@EC@27 x@@é ft@lled @ﬁQ

All plant s ?es in %115 @%y the @}Mltgnter of at least 90 % for survival in the control. In
accorda %Nlth OEC guld e ( D there was no visible phytotoxicity in control plants.
Normalgrowth 000@ in th cout trols o @% n species tested. The control plants of each species
showsed normal vaiation rowﬁ@f pla ment and morphology. The environmental conditions
durihg the test time wer@Kept @%ntlcal withiéach species. The pots used for all species of this study
were filled in equal manner h t}@ @}1.

The germi n ratg df th&seeds Uged ithis study was not reported. However, as routine germination
tests Wereﬁgame t m@@e se@s to enstre their viability, the germination rate was considered to be in
the acble ge. Q

O SEN
&@@o
¢ g v

&
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Analytical results:

Full details and acceptable validation data to support the analytical method are presented wgﬂm &
document M-CA 4, which comply with the EU regulatory requlre%nts outhned®mthn@’
SANTE/2020/12830, Rev.1. @

The analysis of bixafen content in the initial product stock solution revealed@‘leasured C@cen@tlons
0f 101.7 % of nominal.

)
© N \v\g\ \ @
¥ < @@ § N
Biological findings: @} @ @
Mortality was not observed during the test. Withsthe exceptlon% Oatg, for h o&the tes@d pQ@%
species symptoms of phytotoxicity could be obseived. Stat stically slé@lﬁcant 1 on%@ sh ry
weight were observed for Oilseed rape, Cucugber, Tomato heat; howewer, all
inhibitions were much lower than the 50 % trigé@ fo%}‘urth Stesti No ear foects%n plant
development (BBCH) were found. % @ @ @7 &
The effects on phytotoxicity, plant gro 4\ sta?@ and oot 1@ we@ht areQum ed @r eac@f the

plant species in the following tables f@

Q

ﬁgal as&ssm @(on

day 20 gter a@cat
@

\

osur 0 BI@ FL%@ PT&EC 260

Table 10.6.2- 10:  Summary oot dry welg@f fol@ng
(65+65+130 /L) at'the ﬂ@al assessmentg da{
S @ @ [(\@ Shoot dry %@ghg@\\ i
Plant species > “Confrol o S 1,5 L pfod./ha
2y 47 Méan drydvei Y Mean dryweightg?] % Inhibition *
Brassica na@ s @.841 N 4.488* N 14
Cumis satils D 6480 O |2  S.067F@ 22
Beta vulgiiris N 2747 S > @3y 14
Gheifd mayY & o JOT40x, & & 10.15% 5
Helianthus anfiitus %.503 2 < O 49638 10
Solamf lycopersicum 72 6.88% ) &.476* 20
Fagpyrum esculenfium o 6583 & N Q4975 24
Allium cepa_ > ° 0130~ ' 0.964 5
Lolium multifeyim S | & o 52780 A 5.178 2
Avena seiiva v % 5.245 O 5.634 -7
Zegays A2 ¢y B804 A 6.186 9
A Negan@ ures@\dlcagﬁt thetsgvas anJncreasinn biomass (dry weight) when compared to the untreated control.
* Statistically significant de@est %@mded@@alleréow)
@7 °\@ Q ©\
N ) @ @§ S
N SN S
. w &@ @ &©
&@ A° gf § N
@ < Q & ©@
¢ & O
SRS
< S By
@ & <
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Table 10.6.2- 11:  Summary of phytotoxicity and growth stages (BBCH) following exposure to BIX +

FLU + PTZ EC 260 (65+65+130 g/L) at the final assessment on day 21 @°
. Phytotoxicity [Yo] 4 BBCH growth stages (%03
Plant species Control 1.5 L prod./ha Control O 15L prot@ij%
Brassica napus 0 20 15-16 @y 15- 16 S J
Cumis sativus 0 30 16/53-54, 15/32> 53-8 %
Beta vulgaris 0 28 145 ) 4 9 K,
Glycine max 0 30 9 [16-1786-27 165 17/26 27 A
Helianthus annuus 0 20 @ @7}\) 1@
Solanum lycopersicum 0 33 . Ors ) @%V /($ Ny
Fagopyrum esculentum 0 &éﬁ @ - 17/65 Y 16 -17/68) O
Allium cepa 0 /®’§ 135 4 O'13 - 24 @
Lolium multiflorum 0 W15 -M22 -84 | 45 - 1127 - 248
Avena sativa 0 Q& Qf@ N Y6/34% D 15/34
Zea mays 0 e @15 -y O 15,
A Phytotoxicity: 0: no phytotoxicity or effect% «@’ \@ N 2 @@ @
< \ > @ OO & &
@ @ ~ N X

ch US L X SIS
XK @L > & § o
As aresult of this vegetative VigO%ﬂd gr@vth st}dy, n Wh1c ee t of @( + +RIZ EC 260
(65+65+130 g/L) on eleven n & et @rest@? pla@pecas ested @er é@nhou& conditions,

for none of the species testeg, effeg? on_survivaly ph}@ oxi @ or_shoot (@ w?ht reaching or
exceeding the 50 % threshold-for further 1ng ere fq@pd Therefor: & e E§o (based on survival and
drey weight) was determm’gl to b&> 1 %E prod%ha.

%@»(@k@”@

&x
O
The endpoin@ ER@@ 1.5 prodJha gg@j %\a & m§ @
& 2 A& T 4 &
N Lo R @ N
& FEE e
SIS &
Q @ @ °\ @
@ S g Q\@ Q O @
9 S Q 9 D
N Y 5.0 @
% NN®) R
o < @ o@ Q@ S
> @ &@\ O
@%
& &0
%o Q
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Data Point: KCP 10.6.2/05
Report Author: I &
Report Year: 2020 &
Report Title: Fluopyram + bixafen + prothioconazole EC 260 (65+65+]é§) g/L): Effect @% the
vegetative vigour of ten non-target terrestrial plant speciégNinder greele
conditions (Tier 1) w
Report No: S19-22930 R f@ &
Document No: M-696912-01-1 A K NG
Guideline(s) followed in | EU Directive 91/414/EEC N @ < Q\ @
study: Regulation (EC) no. 1107/2009 ©Q @ S é\ﬁ
US EPA OCSPP 850.4150 (212) « S | ©
OECD 227 (2006) S Q .- & 9 9
Deviations from current | Current Guideline: OE 27 (2006) @ X © & @
test guideline: Deviations: None. All Vahdl‘%cmterla@re ngeﬁ% o @\ S &
Previous evaluation: No, not previously s@mtte@ % & ] ¢§
S &R a @\% &
GLP/Officially Yes, conductedig?})er %&Ofﬁ%\ﬁy %(Enls%testlré@amhtles & @
recognised testing @ N é\ﬁ % §
facilities: @ \ w2 o W o O
Acceptability/Reliability: | Yes x® z} Dy S S & g
R o O & S S’ & O
2 P & L0
E . @ | Y S @ Q S &
xecutive Summary SSHERN Y o g S
v, &
The objective of this stu%f wasto ev@a‘[e @ pot&itial e%ect Lg@r FE}J + PTZ EC 260
(65+65+130 g/L) on thewy¢getative vigeur o no&targe@erresﬁ%l p followmg a post-
emergence apphcatlo%)f the @uc‘@mo o fo of plants atthe 2 lea stag@A total of ten species,

6 dicotyledonous an morf(&ot onO@ spec @fror@} plan@amlés we&e\tested in this vegetative

vigour test: Betaulgars (sugay bee); Brasyi ipus @)ﬂseed rapg, winter), Cucumis sativus
(cucumber), F yrz& esc@%ntum@\{b&i%whea& Gl (s&ybean), Helianthus annuus
(sunflower), @Am cépu (opjon), na sagva (a %ﬁ) L r@iﬂoriﬁn (ryegrass), Zea mays (corn).
Planting dens ed 201 4 plants peqr&pot vx@n 10Q¥ S re@cate Bbts, respectively, for a total of 20
plants per @@eatment leyel. Thg 1an %:pecm@\vere @eate@ w1th@§’smgle application rate of 1.5 L
produ%@ and a wate \,' ont phcatlon dopéiat a ¥elume rate of 200 L/ha. Plants were
assesse

or mortal %hd vigual i 1%111rles ay L 14 an&%l § itionally, the BBCH growth stage and
shoot height were rmﬁed fo tre& n];%roup day The effects on plant shoot dry weight
were determine

The study f@% all@ﬂﬂ 1ter %’f %@) %@ulde@e

For none of the species @ted@fect su@g?val ytotoxicity, shoot height and shoot dry weight

reachin exceeding €he 50 thres@)ld furb]i%testmg were found. Therefore the ERso (based on

survival, shoot height~and weight) wa terﬂ@led to be > 1.5 L prod./ha.
e %@ B

@® M@RIAL AND METHODS

Test item: +§F%I%J @ iZ EC 2 5+65+130 g/L); specification no.: 102000027828; supplier
batch IDZ\201 @52136. Sa e descnptlon TOX 21235-00; active substance (analysed content):
bixafe /wq(65.1 ), fluopyram: 6.56 % w/w (66.33 g/L), prothioconazole: 12.5 % w/w

(126@&)51@01 kg/mL.

T& de & A total 0f§1 species, 6 dicotyledonous and 4 monocotyledonous species from 8§ plant
famili ere tested in this vegetative vigour test: Beta vulgaris (sugar beet), Brassica napus (oilseed
rape winter), Cucumis sativus (cucumber), Fagopyrum esculentum (buckwheat), Glycine max
(soybean), Helianthus annuus (sunflower), Allium cepa (onion), Avena sativa (oat), Lolium multiflorum
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(ryegrass), Zea mays (corn). The plants were grown in a greenhouse in commercial non porous 15 cm
plastic pots (filled with approx. 1.5 kg/pot). The used soil was a loamy sand. @ @

Planting density included 2 or 4 plants per pot with 10 or 5 replicate pots, respegtively, for a t of 2(@’
plants per treatment level. The plant species were treated at the 2 leaf stage wit ingle appl @tlon 1@§
of 1.5 L product/ha and a water control. The test solutions were applied onto tbe plants at a Y lunsg ate

of 200 L/ha. Control pots were sprayed with 200 L/ha of deionized water. % @ @ )
° . X
After application, the pots with plants were transferred b@ to the greew\?)guse v\g\ \\ @Q @

Plants were assessed for mortality and visual injuries on day 7,1 d 21. Addl@)nagﬁghe CH &
growth stage and shoot height were determined for atptreatment g@@yps on day 2&1" he éffects Gh pla@%
shoot dry weight were determined for day 21. Q o &

Analysis of the product solution and the control s Q7 ution wer&@)ndu&ed by#:C — @S/MS& @

N
Test conditions: Following application, th@pot @nh nts @n‘cal@ u der g nhouse
conditions and natural daylight was supple%nted@y artifidial hg@mg t eratu@ wa °C
during the light cycle (16 h) and during &ﬁe a&%yclei h). The rel&%e hu@dlty@yas 50 to 77

@ S
Statistics: As no mortality occurred, r@@ta‘u@gcal at waiégfor e 1nt @
{\ t 1bu

The data of shoot height and shoot @ we@t werg'tes eQﬂ mof@dastlclty
using Shapiro-Wilk's Test and Le€@ne-Test, re ectw spe@ equ iréments were
fulfilled, therefore Student t- -tespyvas Qr ductégz Th gmf Ch ce el w@set @ 05 for all tests.

In case of an increase in the té@ltemﬁrou%@mpar to tﬁe cont@ gng%p for shoot h&ght or shoot dry

weight, no statistical evaluation ‘?AQ_,&& ndfieted. SN @y ﬁ
Statistical analysis was p{@)rme singjhe @ramg oxR@Rrofe@ nal@ers@? 3.0.

N @ 6 8 )
@Q v UL@ND@@CU SN
& @ION
& 7 N N @ & &
Validity crlterla\@ \ &

S

The Vahdlté)crlterlafﬁ OE@D 2?(% wer fiﬁﬁl f@@ @

The see@ag emergen(@%vas § % dor all speme@nclu m @s test. The control seedlings of each
spemeééld not exh,lb@ws,l\ visual injugi€s (e\ change our, necrosis and deformations) and
control plants ex %d ndrmal @ha‘uo@m wth dad moi%hology for that particular species. The
mean survival o d contrel seedlings.was > 90 % for all species included in this test (actually
100 %). The egvironpmental ebnditi@j@ forseach iculal species were identical and growing media
contained theame @mun@@ soi\{*matrix%supp%gt me%a or substrate from the same source.

S S 7
Analvti@}esults: @ Q @ @ \%

oS e

Ful] Wetails and a@gepta@vah@’tlo ta @support the analytical method are presented within
document M- CA 4, @Which @}om ly W@ the EU regulatory requirements outlined within
SANTE/2020/1@830%R%6V.1 N SRS
The analys@ ﬂuﬁpyra ntentwl\ral t}%@ﬁltlal product stock solution revealed measured concentrations

0 Q X
of 103 Aéf nom@al S S

O
@ % S
BN

Bl;ai@glca]@g{dmg@’ @

Mortali®was not observed during the test. Visual injuries occurred in all dicotyledonous species tested
as wellas in Zea mays with a highest mean effect of 30 % for Cucumis sativus, Fagopyrum esculentum
and Glycine max, respectively.

Ay
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Differences in the BBCH growth stage with BBCH 54 in the control group compared to BBCH 45 in
the test item group occurred for Avena sativa. In all other species tested no differences in growth ge S
occurred between the control group and the test item group. N §

Statistically significant differences in shoot height compared to the control p were o @f@ved@
Beta vulgaris (6.3 %), Cucumis sativus (16.7 %), Fagopyrum esculentufty’ (7.4 %), Gl czne Snax
(27.1 %), Avena sativa (9.0 %) and Zea mays (13.7 %). % § @ )

B A
Statistically significant differences in shoot dry weight cofifpared to the dentrol group x@ e %rve ~i’o @
Beta vulgaris (35.4 %), Cucumis sativus (9.6 %), Fagopy%m esculent (7.1 %), G@ne @c (229 &
and Lolium perenne (25.5 %). @} @ @ c&
The effects on shoot height, shoot dry weight, pl@@mcny and p@nt i}@@vth e a@summa@ized{%
each of the plant species in the following tables f&p the final a%ssm,e (on %% a&@ca
2 R
S b@’%
Table 10.6.2- 12:  Summary of shoot heliﬂ nd @ot @veg%llo ing e ure t(@BIX@ LU @
PTZ EC 260 (65+65+&§ g/ISkat th%inal a@ ssmeig d% 5 §
Q Shoot height> & A}O@ O Shgﬁ@dry ,@ight
Control | @ 1.5’k prodha ” Control L préd./ha
. Q L @
Plant species Me%%n 5 M <A S llgf%ln dry) Me@? l(liry %
m]c\& [c @?hlb&@n @Q [gi &gg] K Inhibition A
Beta vulgaris O133. 8] @®3* N 0995, P 0643 35.4 %
Brassica napus ., 2| 16% &)’ 15 o 12 L5008 %440 4.0
Cucumis sativus <37.1 ;§§ @ 161" 2273 | A2.055 9.6 *
F. esculentum & |> 888 ° | 882 &Y M™* Q) 1435 N 1.333 7.1 %
Glycine maxQ 1088 97840 | 7.1%, 3347 1.810 229 *
Helianthus agiuus | =35 =l 142  [9Q 520 | &1.6753@ | 1917 -14.4
Allium d&pa >\ £30.4, 206 280 ~F 0.39F 0.295 25.7
Avengsdtiva & O 44.0° |« 40.6 2 * §§ 0,393 0.369 6.1
Lolizgn perenfle N 461 446 7 | o033 2| «0627 0.467 25.5 %
mays 658 4 568 13. 7\@ @’1 495 1.543 32
* 1stlcally s1gn@%ntly erent @npared to the eontrol (Stadent’ @- est; one-sided smaller, a = 0.05)
A egatlve Value% cat&t t Te Was 3 .Q‘ crews&com ared to t&e@ontrol
@ \ >
2 % ST ©©

Table 10.6.2- 18 S
Q

mar@f ph @toxw@ and @owth@’ages (BBCH) following exposure to BIX +
65+@ﬂ g/I@t the final assessment on day 21

ZEQ 60(@»
@

@ species . S ]@Ttotmatyj%t} A BBCH growth stages

\ Control o 1@ prod./ha Control 1.5 L prod./ha

%, Beta vulgaris_ D @& D] [20/CC,NE 16 - 16 16 - 16

Brassica napus Q|  ¢30/-- X | ¥/ CC,NE, DE 15-15 15-15

Cucumis s@fivus $ 0D 30/ CC,NE 65 - 65 65 - 65

F. escilentum" A@J &= 30/ CC,NE 65 - 65 65 - 65

Gly&ine max N 0/- 9 30/ CC, NE 52-52 52-52

Helighthus gwus ¢y” | S0/ - 10/ CC, NE 18- 18 18- 18

QHliumssgha D 0/-- 0/-- 14 - 14 14 - 14

< Mvenddutivacs) 0/-- 0/-- 54 -54 45 - 45

< Loliggr pereiiie 0/-- 0/-- 23-23 23-23

a mays 0/-- 10/CC 15-15 15-15

A E@J/totoxicity: Visual symptoms: -- = None, CC = Change in colour, NE = Necrosis, DE = Deformation
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II1. CONCLUSION

As aresult of this vegetative vigour and growth study, in which the effect of BIX + FLU + PTZ E@@
(65+65+130 g/L) on ten non-target terrestrial plant species was tested under gregnhouse COIldl s, fof®’
none of the species tested, effects on survival, phytotoxicity, shoot height andﬁt dry weig @each@g
or exceeding the 50 % threshold for further testing were found. Therefore thé¥Rso (based 0 sm{ al

shoot height and dry weight) was determined to be >1.5 L prod./ha. &% ) @ \25@
< & @\ S
Assessment and conclusion by applicant: @Q %@ Q§ § é

The study and its data are considered as acceptabl d reliable @ se in risk as essgent. @) @
The endpoint is: ERso > 1.5 L prod./ha

O @ XA S
NG IRy
CP 10.6.3 Extended laborat@y stt@ies (@g\on&%rge& ant\@ é\g o §
In view of the results presented undeln @ 10&2 ab@ no ﬁg%her@dle@e dﬁed ne@ssary
% AN

& ~ § (SN

| 9 @© ©) @ @ @Q S
CP 10.6.4 Seml-ﬁnd @‘ld tes@ on‘@on- @@ge& @nts - é&
In view of the results presented under Poify CP 20.6.2 dbove, no*fu st aregleemed necessary.

AR S

"~ SN
S & O ¥.0 . S
CP 10.7 gects (6)@ or t@str@or lsm@sj %\zlor@nd &una)

In view of the é{, y %@ts p&ésented%abov&no s&gﬁs 0 @@ther@rre [ organisms are considered

necessary. H er, fyrther invest tlon®s b e‘ﬁ conducted fungwldal activity with no adverse
effects obser@ ogﬁetallig@e MCA 8.7 f@ ég §

& 2 T T o, é?
N o R
CP 10.8 @Qpnlt@smg data § ‘f;\ . N

No monitoring d@? has en cgiiecte \y the\?@phcar@ nor &iave they been reported in any of the public
literature refer@lces a@@valua@d in , @n 9. No monitoring of non-target organism

is deemed tod®e necéssa @ AN \ @ @

& o

Ve,
@@/
S
Sy
. @
@
f@
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& 4
@@ o
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