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I11A 10 Ecotoxicological studies on the plant protection product @ @@

Fenhexamid WG 50 is a product in the form of water dispersible granu@contamm
fenhexamid. Throughout this summary dossier the product is referred to as@’enhexaml%% %

the active substance as fenhexamid. &% \ )

I LI
n this chapter a risk assessment for Non-Target Orga isms is p]@nted for F exaa \7\7{@ 50,&
including its active substance fenhexamid, for the Q- as a fungl‘de in vine, s@wberr@ and $dma

Ecotoxicity data used in the following risk asse Q"?'? t were d{ld f@@ﬂ sﬂ.@s W@? the éormu]@%ed
product and the active substance. v . &S 6\ AN
'S © N é% % IS A RS

Q) @ w\a @ > o .
Details of the studies are presented under%nnex@” Sec@n 6, @mt 8 th U do&sier @ tt@%in

the context of Annex I listing and th{%’ele%&\ da&\ubn@ted @%ng the EU\pvaluatlon @:ess

according to the Review Report of Fe%éxa%% (6% I/ %%rev ;&\zﬁ@onb@ct ob 00
Studies that have not been evalualﬁ@ the@?nexﬁst@ %& are%ﬁe in t@ updated

Annex II, Section 6, Point 8 in thé@g,ont%t of AJR2 retigwal @mlss@n ©© S

@ .~ TS G O
Intended application pattern§ S S S @ ¢ QO
The formulation contalmr@ 500 @g fe@xan@ is inf®hded f%r us@s f@%‘)sp\gf@ applied fungicide
for grapes, strawberries dnd to% atoes 11%’%he fiehd. @ @% * R @@
The use pattern for t@om@ﬂo&@wmm@me@s fofk;gws C& é& &\
Table 10 - 1: ﬁ cat pat,te@of @wxamld “@%0 a%@ed f% the r@ assessment
Crop © S Tlmnﬁ of & Max mbe&)\\f [}fhca Mﬁnmum application

©© @JQ}W @atlon@ app mn@s S nte @ rate per treatment
& AN W Jd S [g a.s./ha]
S 106879 &7 “BBC

Grape@ . JQ 28d &3 @“2 . ©© mln&l& 800
Strawberry (highraty | 59898 | <7 ¥y ) 714 1000
Strawberry (low r%)e) @ 55@ F@’ o Q> @I 14 750
Tomato &7 @] &89 3 | T7-14 750

D11 days a% considered as @ealm@: min @ﬁm 11@?%1 f@\fhe risk assessment
N &
Gene{Qal Remarks&g ncerning @abo@s \©
In addition to the acti®y su@nce t Ir@abohtes listed in Table 10 -2 were addressed in the
ecotoxwologl&@rlsk ag\seﬁnt. re urt@detalls please refer to Document N, List of Metabolites.

O

o & & &
O
QQ%@
S
c & T
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Table 10 - 2:  List of metabolites and synonymes adressed in the ecotoxicological risk assessment @" @

No. Name used in the summary (synonymes, short forms, code numbers) Occurencé:s P

M10 | KBR 2738-benzoxazole S Photolysi@% S
(synonyme: Fenhexamid-benzoxazole) %J@ relevanttexposite

MI12 | KBR 2738-3-deschloro N Waedi@%\ﬁ o
(synonymes: 2-monochloro-KBR 2738, fenhexamid-%eschloro) D S 2 Qg\”\g

M15 KBR 2738-trishydroxyphenyl @ @Toto@is, no @ @
(synonyme: Fenhexamid-trishydroxyphenyl) < @Q @rele}g}t ex] re §

M24 | [C-C]biphenyl KBR 2738 @ \\ @ Soil Y ¢ @
(synonymes: KBR 2738-[C-C]biphenyl, fen@%md C-C] 1pheny1$3$ & & @}

CQ88719) S

P -
M39 1-methylcyclohexanecarboxylic acid Q @ w\g\J & 3 @§ Watet/sediment
(synonymes: KBR 2378-carbonic acid, KBR @% 8-1 @Q Q@ @

@’
Q N
methylcychlohexancarbonséure, BCR@S; C75999) [ &% § @j @

M40 | 1-methylcyclohexanecarboxamid@®™ — °s, @ A N P]@elysis@%

(synonyme: BCS-CQ6373) %x& . é\g Q\ é\’ @ @%van&%gxposure

SO @QQ >

R @ § ) @@ @@ N
Sy e

Ecotoxicologically s1gn1ﬁcan@meta£\il Q é
Metabolites, for which analytical @ethod&ave 0 be e@abhsh‘éd fop@mto@ng purposes, have to be
addressed as mgmﬁcan@ n@taboh@s F es etagohtes significant q@ntltl@t\have been observed
in at least one env1rongental pargnent (§l‘: @il v@ter plant or air. (©)
However, none of t etat@hte@n b@on& ed g\hazard@ls 0 Q%OSCSQ\I’llghCI' risk to terrestrial

and aquatic organi§tns tl@% the, - nt %pc&nd @ @& @@

S RN Q> v
Ec0t0x1cologly xgkvan@netal@llte& @;% & ©§
None of th etabo@fes oﬁenh@gamld whiclisare addsessed w1th1n’\\t%? 1s dossier and the corresponding

Annex for the ac @e i dle@ 18 considered aotoxgcologlcally relevant. None of the
metabéf‘ﬁes poses a K}?nep&s@to Y&ﬁrres‘m@%nd {gatlc (Y;}’garg{ns than the parent compound.
@

Q\@©
@@@g@@ao*&@@©
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IITA 10.1 Effects on birds

following table. VC@ @&
Table 10.1- 1:  Avian toxicity data of fenhexamid S &©
Test species l Test design | Ecotoxicologic&&@ndpoint Qf e°
F@%xamid N @
o ©
S & & e
Bobwhite quail acute, oral LDso g 000 mg aé&kg bQ@ @
o~ ST b s

8.1!
o
0Cm @ Q)
Bobwhite quail | 5-day feeding @" &00 £ 4wk fe@ V 2

01 (KU pointNIA, 8.1.2/01)

> @ @
"Dso 968\ mg a¥/kg gu/d % @@ﬁa 1-02]
T

\
S Cso @Q 5000 mggs./kg féed | - &  VE008
- D
Mallard duck | 3-day fee(gg@ng @%)D%Q > mg a.s./kg bw/d [SO @ M-008310-02-1

" & MIA 8 int 1A, 8.1.2/02
N S @ ©@ 8J°3/01EU point I1A, 8.1.2/02)

&
2ewecks & % . NS S &h 1997

N
- edin EGe” 2074 lm§.s./k@eed SXR/REP06
Bobwhite quail ﬁror@% N niga.s, gbw/ds @@ M-006223-02-1

A 54
Pqepr@muon O RN IS IIA§8 A4/01 (EU point TIA, 8.1.3/01)
QO & O YV N g O

Q
Dose conV@,}sion @ thegﬁ\IO&g@ of %74 @/kg feed f@)m th&'&uwan reproduction study with

fenheyﬁﬁd S’ Q& @ ©\
The EU tist of endp%@fs fo&%h%amld SABie@VleW repogé%497/VI/ 99-rev.2 (19.10.2000) provides
the NOAEL for L@, n TEQRLT ulatmn for@ﬁds 074 ppm. According to EFSA GD (2009), the

risk assessment i&bas 01nt@nd e@bsur@sxpre@d in daily dietary doses. Conversion of the
diet concenf‘@%n 0@74 éﬁn (i%gng/kg% ed) Q@ror@sed as follows.
) @ %

Table 1@ 2: Dose cou%%smnﬁr ayian rep&i@uct@NOAEL (2074 ppm = 154 mg as/kg bw/d)

Badyweight %”\9 S .0 &7
O
@ kG &@ start(day 0), © 201 g bw
males < N end  Q 216 gbw
o O ﬁ\& hean Mp, 208.5 g bw
NN 0 tart @y 0) 198 g b
N NS y g bw
femaley & o © T end 2415 bw B o9, Tabie |
(\@ S O | MeanF 219.5 g bw
214 gbw
(@all nfgm bod@vmg@ (mean M + mean F) /2 0214 ke bw
(’%9
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Food consumption ° S
. g food / pair / day 31.87 g food RIS
?Ovnesrsrie ?iggagi/};rfzzdweeks g food / bird / day 15.93 g food *1997, Tabey | ©
P kg food / bird / day 0.016 kg food S g\@ [\®
‘o .
B
Relative food consumption | 0.016/0.214 = 0.074 kg food / kg bird/ day & ® @\Q ©
(: °\ o v
V@ & R AN . @
Fenhexamide concentration Q
at NOAEL 2074 mg as/kg feed . @Q @ S g\\g C&©&
@ S Q O
Daily dietary dose 0.074 x 2074 =15 as/kg bw/d NOAEL for TER Y @
& Ll U oo Simalll
R RN RN
LA A N S
Metabolites @}5’ @Q Q@ < @& S o
The metabolism of fenhexamid in plant@s mwstlg@sd m@apes %mat@%an&apples @e of
degradation on plants is quite low an@the ﬁ%ajor%%f I. (ﬁ*oactn@y rem}me @urfa@ of the

fruits as unchanged parent compour(@. %of ghe@den@d m@ wer ydr —de@atlves of
N
fenhexamid, but no metabolite Q%(ceede amo t of @ % the @@tal 10&@%76 residue.
Furthermore, all main metabol@s 1de§mﬁed (g pla@wer@%o cted@l th@t m&abohsm study.
(see also Annex II, point 6. l% %
The toxicity of these met@ohte& cm@% §0 be @Wcluded in ﬁ@ to@ty t%@lg with the active
s

ingredient on birds and nﬁmm& es%emally om@d chromc t&sts. §

% 9,
@ @, % \ @ C& AN
Risk assessment N Q@ @ @ @ b

o)
The risk assesz@ \@duregfollow&the ERSA Q@dan@)oc@ent @@Rlsk Assessment for Birds
& Mammals§ 9) @ k asseysmen ollm\y% a tigred a&@oach&f’o assess the effects of plant

protection pro ucts@l blrﬁsabas% on cyrrent §%ﬁa‘cq§ requlgne%
The risk is considered @%@ept@@ if ToxiCity %posatl&@TER) value pass the trigger values
of > l(ﬁ& acute expdéure a@ 5 for chr@mc egq@sure \
If the TER values@ré beF@W th&rlgg\@vah}%; céataln a%as, a refined risk assessment based on
more relevant ar@real@g cor@ﬁon@& perMe or th@paﬂicular areas.
@ @ N @ v

Calculatio, ?f T0x1c1ty @e (TB‘% @é
The calcyfgtion of acut%and lotg- -tergy ox& to @posure Ratio (TER) is defined as follows:

@\c?ute risk: QXFEI% LI)@ng é? /kg bw]/ DDD

}ong term risk: T@m @ @%(A&@ [mg a.s./kg bw/d] / DDD
a A N

The endpo@ fo r\&cute d long term@isk assessment derive from acute and reproduction studies

respectlv@ an e e ©esseéd§gs dose [mg] per kg body weight per day.

SFESS
@ & <

&
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Calculation of Daily Dietary Dose (DDD) @" S
. N
Acute exposure: Q\ g
@© &@ S
The daily dietary dose for a single application is given by the following equa@n: IS "\@ .
@)
DDDyingle application = application rate [kg/ha] x shortcut@lue (SVg) X N O\@ é\g
@ & S @@
¥ @ N & &
In case of multiple applications the DDDyingic application @s}ould be mu@ ted with a©n@ppro te t1pl&©
application factor (MAFq). Q &' @ % < &@
Q5 @ © o W
DDDmultiple applications — DDDsingle application X MA @Q @f@’\ é\ @ 6\ o\% §
& @ g}’ @j& é@% @Q & % .
Long-term exposure: SN Q%%’ @ Q & Q @7 @&
0SS WD
For a single applicati thd'ld'td °ﬁ§s\'@\%rh&©u§°§?o§é’ ©§
or a single application the daily dietary’dose is given by ollowing
SIS >\\> @

DDD licati 9 [kgfia] <
single application — dpplicationFate a
R

&
s
z
o
%
2
=4
=
T
g
—
E
[¢]

o @ N
For multiple applications tDD?mgle agglgation siduld &e mudg)

application factor (MAFy,). (CN AN )
" M, & & @ T TS
DDDmultiple applications :YDD%gle application x "‘?}‘ F @ § Ko §
v S SH AN N
S TS e § s S«
Where @ g S ©© @ N @
dog® ¥ N @

DDD Dy dg@y
MAF @ulti application @ctorﬁ{@j @;% ©© S @
TWA © Time wei%%}glted %@%@tor ;@\ftwa) Bhsed on a de@llt time window of 21 days and a

o,

&Q\ gl?sooo§ da ea%lg to aé%lue %53 ©\
Shortcut yalue@SV &?IR/@X RUD: Va@ foﬁ@xposm@ estimate based on species and crop.
N
RUD Rezdue uni@%se:@sidyesj@gjn fgd ite@normalized on an application rate of 1 kg
NS >
@ @s./hagy” @) ) g
S v g o

90 90" percentie v for; <@ute osurgy extension for MAF, RUD and SV

S P 5 ©

m @7 mean y{f@es f@eprod@ctiv@ng@?ﬁn exposure, extension for MAF, RUD and SV
v T s
N > N R

o,

Standard exp@ffre scenarig for as’ 1 ri@ assessment

The main p tia&%os route Yor biggs is expected to be consumption of contaminated feed.

The risk sessr@it 0@@1’66@%‘; le\@ as well as the Tier 1 risk assessment is based on standard
scenarrss® (co@nati n of@cator species (screening level) or generic focal species (Tier 1) and
crop, %efa@“s %utf’g)walues for the exposure estimate will be used as provided in Appendix A
of%e EF@ Guidance (§09) representing a worst case assessment.

The sgfening step before the actual risk assessment as described in the guidance based on
indicator species level will be omitted.
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©

& O

It is assumed that: @
¢ animals satisfy their entire food demand in the treated area (PT = 1), S @® @
e over an acute time frame (hours) the animals feed on items containing mégimum residué% 90‘@
percentile), whereas they would ingest food containing mean residues @{er a long—t per, S
% \ Q, '24\9
(days to weeks), ©) & \\ @@ @
o the multiple application factor (MAF) for the acute (Ylong—term éxposure is ba@@& on§faul S

values based on a generic DTso value of 10 days@)nmdermg tb%e©actual (ma)@ium) @mb@@of @Q}
applications and the interval between them, @(@ @f Q % &

¢ long-term predicted environmental concentrf’ns to be c@paré@wﬁh @rom@ ndpom@?s ca‘f@e
calculated as the time-weighted average é&acen‘@@lon D faul&assun@ﬁlon &
21 days and a DTsg of 10 days leading to a tlmﬁﬂ eighred a&@age f or (< fiwa)

a tim& w1 dow of

@%53

This factor is equally valid for feed &féms c\ﬁswtl &of V@tatu{%s Weﬁ@as oﬁgrthropods §
@ A Y %

"\
Avian generic focal species for T&e’ﬁ rl%asseis%ent%
According to the EFSA Guldancgm(@ theé@llow@ ge

Tier 1 risk assessment.

\

\@’
S

(} C

‘”\9
O
S

@Q

@

)

@)
f(&@ Sp@s Ig%”to(&be\addressed in

O

S)
@2

AN .
Table 10.1-3:  Shortcut V@}ues fo&vialéé%eric@%cal sp@ies accordin@o EF&? (2{3&@3
© Za) P
@Q% o S 6@ (§ %o|  :Shortcut value (SV)
Cro Gro stag@j neric foca cie BN Re@entﬁgve For fong-term | For acute
P CH< §e @@ @ § @ specie@ based on |RA based on
R S 2) & @ RUDm RUD9o
@) Swall mSasgvoro&s\blrd O G >
S @@) o 9& e & Bi@ Rei;f%wt 9.9 25.7
% T Sma gff“ffllr‘l“&%s bifd- Ligie 3.4 7.4
Viney3
&%@ ) Sl Ommv‘f,m@@’“d% Widodlark 33 7.2
. $ark* N
§>B ing |Q Fgt bird >
enin vor ir
Ssiss) L @?ms ling” © § Song thrush 14.4 28.9
9
S Y] | Sl O@WT‘@%“@ Woodlark 4.4 9.6
q (S) é@ S S ark’ L/))\ S
Late© . - 2 .
Strawbe @ru Jorous 72d “staifing” Starlin 13.4 27.0
0 | Tl | v
@20 % %mall l@‘)vagc\;‘iﬂ;’ bird Yellow wagtail 9.7 25.2
N
Fruitstage > Frifgivorops bird H
@% (71-89) & @ ‘;&OW” Crow 32.0 57.4
4 S : :
§ <50 w§mall r??r‘lz;’lff’“s bird Linnet 3.4 7.4
N
Fruiti @@ > S SmaTlv“/oerV(z’rous bird Woodlark 33 79
vegetgbics A lark
R O~ Frubsta Frugivorous bird )
Q§ é@@ @_8& _ “tarling’ _ Starling 20.7 49.4
mall insectivorous bir .
(,g@ >20 “wagtail” Yellow wagtail 9.7 25.2

) RUD unit specified for gourds; 2 RUD unit specified for tomato
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Summary of calculated TER values for birds @" S
Table 10.1-4:  Summary of all acute TER calculations as given under point IO.I'IN Q\ @§
(@>
Active substance Crop Generic focal species SVégy | TERA R\e\ffnem@
Small insectivorous bird “redstart” | 25%7 > 175 Ney
Grape Small granivorous bird “finch” |[<\74 | > 2609 @% ©
(2% 0.8kg/as/ha) |  Small omnivordibird “lark” &]” 72 | >267 | < SNo &
Frugivorous bird\éTrush/starli@ 28.9 @\%7 %QD Nrg% ©&

Small omn@%brous bird “la@\”)) 9.6 g 130@

Strawberry Fmgiv@m bird “starliﬁ%’ e 27& > 46

Fo 1

0

i 3 x 1.0 kg a.s./ha) V) D N

Fenhexamid | ( £ ) Small in§égtivorous bir@%ﬁwagt@%@ 232 \;\éo 9 N@j
& Frug%@?ous brd % [w 574 N> 29 No

&

- - o
Fruiting vegetables \\g’maliggramvr@ us b &y 74 9 > 225 @%N 0 ¢ °

&
(Tomato) = S@@omﬁou@ﬁﬁ f’@ >731 | No@

R
(3 x 0.75 kg a.s./ha) 0§ Fr@voro@\bird Q‘%lin@ 7 k494 34e

(\@ Sr@%ﬁlnse@bm@rd “Wagtail (] 25@{@&

>
) worst case, covering lower rate of 4 x 0. Q\Eg asfiy  °N 6& ®\ @\)f N $ %@J
o © U
2 @ @® NS

Table 10.1-5:  Summary of §®‘epro&uctl ong-te@ﬂ TER calc@%m s glvegnde@)omt 10.1.2
ongH

Active substance glrop @ @ G@lerlc fodal spec1es {@ "&\7"1 PERLT | Refinement
N % %mal@sec%ﬁ@rous ird “redstart” 6.3 24 No
. Gr@ @] Sl grapvorousBird Sinch”, | 22 71 No
0.8 kg/a.s mmal@mivo&m bgdylark’Q 31 73 No
S é °\ ”\)ru&orous bid “TI@\(ﬁ/starﬁpg” @92 17 No

§@ Qt @ & %all on&glvo&u\%lrd (gark” 4.7 33 No
ravgyerry

% Frugigorousditd “stayting” 14.2 11 No

Fenhexagid @ 10%:s g " %mau@iffzm@ﬁi @?w;ﬁ%’ 103 | 15 No
&Q\ @ @ @g Frugi%@ous @*@’ “cr@’ 254 6.1 No
1t1n %get (\@ Sm@/gr%inivorou%“@ird 2.7 57 No

Tomat N @all o@vor%s bird 2.6 59 No

% A3 >$7 § s./hajpy ﬁﬁgivc@us bil@ starling” 16.5 9.4 No

\f\@ §@11 1@%%1V%0qulrd “wagtail” 7.7 20 No

) worst case, %covermg lower ra@of 4 @75 kg\%@ /ha @Q

Ko
Conclu$ Accor %Qprexnted K@§as@ment, , the risk to birds from the use of the product
of I"Q\Z%hexamld WG5S0 1?@@8 ep»t% e Q @

% é\@@

ITIA 10. %1 @&cu@om@y exl@sure ratio (TERA) for birds

Tier 1.2 ute icit xpo@e ratio for birds

The ﬁer 1@ q§ it has been performed for grapes for an application rate of 2 x 0.8 kg
fegﬁexa ha ata rnln um application interval of 11 days, for strawberries for an application rate of
3 x 1./ha at a minimum application interval of 7 days covering the lower rate of 4 x 0.75 kg/ha
and for tomatoes for an application rate of 3 x (.75 kg fenhexamid/ha at a minimum application
interval of 7 days.



a8 Page 14 of 75
BAYER

s /Bayer CropScience 2012-02-05

Document M-III /Tier 2, Sec. 5, Point 10 - Ecotoxicological Studies of Fenhexamid WG 50
(Submission for Annex I renewal)

Table 10.1.1- 1: Tier 1 acute TER calculation for birds N (%03
S )
LD DDD § & @Q;
50 5
Crop Generic focal species DDD TI@A l@ger
[me/kg bw] A&l;‘/-};‘e SVao | MAFY L O | (2
F enhexamic‘V%J @ N @
- . . Q @
Small 1gsectlvor:)us bird & 25 {@ ) @Z @@
redstart @ A . L @
Small graglivlcirous bird Q@% 74 ©° Q7 7\@ 260 @}
13 nc 2 . ° .
Grape T : > 200 08 & 13 B Jo
9 S
Small omnivorous bird
“lark” © ”\9@ é\g 7@% ©@ §> 2674
@ 1< <
Frugivorous bird ‘”\% S d N &y28.9 % Q 30, | > 6§ @
“Trush/starling” Q@% K\ %@} NS RN § K% §
Small omnivorous bird N X @)
- G SN AR 54 4% 13
lark _ @ S @&, S @@ ©@§ g O )
Frugivorous bir @) ©
Strawberry “starling” Q{(\\@ &@ 2008y @j@ .0&@ ) 27Q& 15> %& (&>>6 10
Small insectivordus big& § & @ %%5)2 \@ @ 40 Q)> 50
w0 o T PN
Frugivordus bi% @ R §
3 99 I @ 74 9 > 29
Coow) & P O B A
Small@nivorous bigl® @ Q§ N S 9
“fineh) S & L9 74 89 | >225
Fruiting Sé@ll ormjvorous bird f% > > §U %
vegetables S AN q >§'§ 0 =" 0 2 .6 8.6 | >231 10
(Tomato) &) Q %)
o ird® N | N
@ ([Frugivorousbird™ ) S &y @ | 49 503 | >34
QD sigfing” o & SRS B
A Small h%(({@tiveg)%@ bi&iﬁ Q° 0\3 RS N5 2 302 | >66
Ovagl” <] O o & 7 '
) O

N
% & @% N N .
All TER valugg;are a e t]@npe@ I tr@er 0<§) for@cute exposure. Accordingly an unacceptable

acute risk to Birds frdm t@use@en@cami@@\VG 86 according to the proposed use pattern can be
exclude % § @'ﬁ\: N %@

IR Iy s
Acute assessn@ for birds éﬂlnkn% ont@mated water
The acute risk from at@n puddles e@n the soil surface of a field when a (heavy) rainfall
event follows the appli@ion @} a Sthid&@) a crop or bare soil is covered by the long-term risk

assessment u Po%& 1 (g@of gzg@dossf@.

@
O & 9

2
SN
IIIA 1@2 g@Q Sho@-ter@stoxicity exposure ratio (TERsr) for birds
Tier i\s’hor@?\érm citysexposure ratio for birds
A@din the risk a@ssmem scheme of EFSA GD birds and mammals (2009) a short-term risk
assess@t is not required for fenhexamid.

Tier 1 long-term toxicity exposure ratio for birds
The tier 1 risk assessment has been performed for grapes for an application rate of 2 x 0.8 kg
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fenhexamid/ha at a minimum application interval of 11 days, for strawberries for an application $
3 x 1.0 kg/ha at a minimum application interval of 7 days covering the lower rate of 4 x 0. 7{ /h%@j
and for tomatoes for an application rate of 3 x 0.75 kg fenhexamid/ha at @mmmum a atgl

interval of 7 days. 3 \
3 S & .o
% \ Q, @ '24\9
Table 10.1.2- 1: Tier 1 long-term TER calculation for birdé@ G@& @g}g ®\ ) @@
NO(A)EL| & DDDO® 5 Qf & q
Crop Generic focal species [mg/kg A%ﬂiﬁ Rate SV N M ¢ q DDQ ERgy Tri@%r
bl | kg | SV M| B o e
F enhexamid O S D v &
Small insectivorous bird Q @ X N X
“redstart” @Z}%’ @Q 9® @ “ 6& %@ N
, : S N N @
Small granivorous bird Y N @5 S O s S
i &N B4 K 22 4 71 &
finch @ N @ qQ RS
Grape : —) 1| 08 S 1.@9 0. 5
Small omnivorous bird G & QT CHIRS
3 ekl @ 9 % 3' @ %
lark D 5 N @@ Q) %,
- - D )
Frugivorous bird |, 2 | © @%4.@‘ S 2Poa | 17
Trush/starligg>” o RN o) A
Small omnivorotis buﬁ @) @ Q } 41 “ 1o @7 33
“lark? @© § & ' ¢ <§7 '
Y
Strawberry Fruglvoro%blrd %hni 159 6@1.0}\© 1 &O O\@ 14.2 11 5
Smal@fsect orous® Q@ § §9 %), S S
S« STESGN © 4997 a 103 | 15
ol IR e I
O Frugfoorousbird  ~ 4 %K §
ﬁﬁ,@;o @ O « K @@@ 0| g 254 | 6.1
@7 Small gralg\\gzorous@i@d % & @ 408
S @i o 3 27 | 57
S ECES S A SR
le@ Smallemniv Srous b1@ < N
vegetables @ ‘i k& _ Q54 = 5 33 | 20 (053] 26 | 59 5
Tomato e @ 2 N © ©
( ) =5 & ~ O
F@gwor@ud sulingl 5 | @ | 207 165 | 9.4
N .
%\émall 1nsectf:£®)fr,?u@$d é\\?Q @@ @® o7 79 20
Ky o @ A v
< N xQ N
All FER values are.a ov@)e Iri@er @ fo@ng -term exposure. Accordingly the long-term risk to
birds from the u@s)g of Fetffiex W a@@rdmg to the proposed use pattern is acceptable.
& &8
@

Long- tel@» rlsl@@sessgb@nt f@blrds?rmkmg contaminated water

An asgg sm@ of risk{potentially posed by consumption of contaminated drinking water is
re&@d adin@o th§t}qSA Guidance Document for Birds and Mammals (2009).

$
Due te incidental nature of occurrence of drinking water reservoirs on agricultural fields (as
compared to the contamination of food items growing or dwelling on those fields), a separate
assessment of this exposure route is considered appropriate at least on the first-tier level.
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Two scenarios were identified as relevant for assessing the risk of pesticides via drinking v\%§ry tq§
birds and mammals: S @ S
& ©L8
e Leaf scenario, only relevant for birds possibly drinking water %m puddles @@eaf \orls ©
after application of a pesticide to a crop and stihsequent rair@l or irrigatiéﬂﬁ. T{Ncen@é%’ @
is only relevant for acute exposure. @ @@ § %, &
As Fenhexamid WG 50 is applied in gra@s, strawberrig@and tomat@w, no papls i@af &y
axils where an acute exposure possibly St ight occur ato be)éxpegted. & © &@
e Puddle scenario. Birds and mamma aking wate@om &Jdle@ormon th&%%il Q@
surface of a field when a (heavy)&infal@%n@ow@ﬁe aph¥icatigof a f%sticid&o a

crop or bare soil. This scenari%is onl@elev@:ﬁfor @e an@ongerm e@osu@ @& o
¥ N
SN e
An “escape clause” recommended 1n E G%@nce\ﬁocun@lt fm@nd d N@xﬁma 009)
: : . R .
allows for screening the need forCa qq%tltau\@ rls]§sses\@ent § a pap@n between the
application rate and the toxicity (@he %spectj%e sub@nce. This e e se S@%iﬁ@i’ﬁlat “due to

@ctioﬂz@ sta@’ard@um&tions for water

the characteristics of the expo@ure séenario®i co,

N oéexposur% aniER \(%é neggssary $Phen the ratio of

te X®MAF) (in g/ha) to ¥elevas ndgé@t (in mg/kg bw/d)

4 s%@anc@?(oiz\g 500‘%/kg)§ 3000 in the case of
S QA &\

fkg) T
R

@
e%% foré@&posur@f?f bi @% dri{l;@g water (escape clause)

no spegific caleul

effective application rate & appligatio
does not exceed 50 in the case%of l%gis sor,

©5
&

more sorptive substa@s (Ko >
N
X Y
val Qm ofepdtential con
ayton ofgdten s

uptake by animals ...,

Table 10.1.2- 2:

S @
@ &oc %© Ap];@cati(fikL N@§)EIQ§ atio @) “Escape clause”
Compon%d [L/ke] ratg * Fm %mg asfy’| (Applicatign rate No concern | Conclusion
: & é§pga.s¢@a | Kgbwidl | sHAR)(NO@AEL| i ratio
Q
Fenﬁ(amid . @7 g 19\990 x 2.0 \1@ > °\<f3.0 <3000 No concern

& Q &
D Critical GAP for ap@ﬂjﬁtion in Strawbpries (high rate@’ed as @prst %e approach.
9 N &

° @
This evaluaticon‘@@Qts th@%e &@ for Kirds fréeh drin@fng water that may contain residues from the

use of Fen&emid WG %@s a@ptab%;@
O

&

9

AN

@
N

NS
&

@ .

@
RS

Q

N
11TA-10.1.3 @as@g bcai@the conceptration of active substance in the bait

Not\applicable %1; spray@pl{@on, @Q &©
3 & &8

S
1A 10.1§§ @I} c%@ f @lets,\@ranules, pills or treated seed

Not app@c?abl@ spray ap@dtion.
N O
NS
II@ 10.@@@.1 Amo‘ﬁt of a.s. in or on each pellet, granule, pill or treated seed

S o
Not aable for spray application.

T EFSA (2009): Guidance Document on Risk Assessment for Birds & Mammals on request from EFSA, p. 69
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& o
. N
IITA 10.1.4.2  Proportion of the LDso for the a.s. in 100 particles / gglm particle%\ g

@
Not applicable for spray application. S & ©®

©) <
ITIA 10.1.5 In the case of pellets, granules and-pills, the"ze and se § %@ @
Not applicable for spray application. @} &© é\g R § LN
= Vo & v
NS

I11A 10.1.6 Acute oral toxicity of t@prepﬁ‘ati@gﬁo ét@jlgi%’m se ve &slﬁcie
According to the “Guidance Document %Tege@%al{@btoxi@ogy” of O@ober 2002, @ws @ith
the formulation are considered necessa%’nlywﬁereey wimzleaﬁlg dd\e@ent 1nfqgnatlol§ince

the studies with the active ingredienow%q% acute toxitity, afy her@eute dy irds With the

formulation was not taken into con@@erati@a duedo anirtial we«]{a@e re@ns. @@ S %@)
@@@©©@§&©§©©\
o
SR YR, S

N .
IIIA 10.1.7 Super\%s%d c@e or field t@als » S Q © &

The risk assessment based on % act1ve%ubst§ce 1@021‘[65%%0&%’16 awﬁ, sg-tem and long-term

risks to birds (see Po@s 10.@]§ and@%.l.éy (9 thi@ssig\:l?b For redson and\also considering animal
welfare, no supervysgd cage or figlt studgswith the p atiogywas decmed necessary.
68 cageor il sudgith 68 preger

S) . N @
©©© D < N > § N
SRS O % & @b o @
IITA 10.18 Acce&tanc&g@ b@gra@les o@trea@d se@?by birds

N
Not apéi%able for spté» agp§tion. o @Q § . &

Ys

SEEAEF-IE OX
FE TS & oy
” » N oo
II1A 10.1.9@@ Eés @ecpl@ariﬁisgl@lg @

Substances, with a highoae@’?‘lul%F n pégt@\ntia@%ould theoretically bear a risk of secondary
poisonh@r birds if @eding@ con@min@d ppgy\ﬂlike fish or earthworms. For organic chemicals, a
log Kow > 3 is used@trig r an itxdept Savaluatien of the potential for bioaccumulation.
The‘:\l\z%’g Pow of f%hex@id @gs det@nine@o be 3.52 (see Annex IIA, point 2.8). Thus a risk
assessment for ggeondary poi nin@s pﬁormed for the active substance of Fenhexamid WG 50.

& B

R
N
Risk asse§<§en@er bio@cugﬂatio@nd food chain behaviour for birds
O @ 9 S .
The rl@sseent cordigg to EFSA (2009) follows a tiered approach to assess the effects of plant
u

protgtion d ct@n bird¥and mammals.

Tl@ risk #&>Considered a§eptable, if the ‘Long-term Toxicity Exposure Ratio’ (TERLt) value pass the
triggeues of > 5 for long-term exposure.

If the TER values are below the trigger values, a refined risk assessment based on more relevant and
realistic conditions is performed for those particular areas.
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D
Calculation of Toxicity Exposure Ratio (TER) @\@ §
The long-term Toxicity to Exposure Ratio (TER) depends on the selection of th sultable en@%int@l
is defined as follows (EFSA 2009): @ IS @
%)
Long-term risk: TER(t = NO(A)EL [mg a.s. /@bw/d 1/ DDQQ% °\© Q\@ é\g
X é}g Q\ v\g@ &@
Calculation of Daily Dietary Dose (DDD) for eartl@t@orm eatlng&l@% é\g@ QQ ©© C:§©
DDDecarthworm = PECworm % FIR / bw Q @@Q @ & @Q @&@
\% o S @ D L S
Wi S
Residues in earthworms are calculated accor@g to @@? fol@l}gﬁ ing égjguatgl@% @Q « %
% o
PECworm = PECsoil X BCF % S (\@j \@ Q @ @ @j @&
@’ \\ NS I S
@ o S QN
The bioconcentration factor (BCF = orm/ 1) is @Lcul acc%&hng §%e i W@Qquati
® 9
BCF = (084+0012P0W)/f§ © 5 S & & S
@ v\g@ @@”) S S oD
Where NS @ & @Q S é&
Koc = Organic q&rbon a&rpﬂ@ coe%ment & \@ .9
foc = Oq@amc @rbo@ntf s%l (tak§(g 02 %defa@?t V;ﬂ@&@?
3 S RS
é\g “§ %@ 6 %\ ©§§ é& é\
Calculation of Dﬁ Digtary &S% (1)@%) f\r ﬁsh ing bfrds &
K4
DDDsigh = é%ﬁs &rm @bw N @ NS § %

Residues- Q@%sh are caleulated cor to th followin ation®@’

E@ 't @G @ s <§ g§& O

P PEC%X CF@ s ©@ SN S
& é@Q SIS

Avian generl@ocal @cwbﬁr Tl@&@i rl®asse§ent@§

(©)

According to the EFSA @uda@ Dogiﬁwnt Rls@stessment for Birds and Mammals (2009) the
followi @nemc foca@pem@ave o resséﬁom the Tier 1 risk assessment.

@
N
Tab% 10.1.9- 1: Avian géieric f@l sp(gc% for@e Tier 1 risk assessment of secondary poisoning

Generic av1a1kmdlcg\ovr sp(;ges ﬁdy w@ht [g] Example FIR/bw
Eafhworm eater G400 Blackbird 1.05
@ Fishfater & 1000 Heron 0.159

NN N
5 S
Lor@terrg@@%R @ul ion for earthworm-eating birds

The ri&§se5sment has been performed for application in strawberries (high rate). This is a worst-
case covering all other uses according to the intended GAP.
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Table 10.1.9- 2: Tier 1 long-term TER calculation for earthworm-eating birds

Compound Fenhexamid Origin of value @ @
BCFworm calculation: N &@ @g
Pow 3311 All2.8 'O & &
Koc [mL/g] 517 HA74/dMao3 || O DY 2
foc 0.02 € defoult L O S e
BCFyorm 3.92 R o] § AR
PECworm calculation: @ O R @© @Q}
PEC,i (twa, 21 d)[mg/kg] ! 0.134_ @ 4 Q. @
PECyom [mg/kg] 0.53 R T A §
DDD calculation: Q RN S W@ @§ A > AN
FIR/bw 105 @ @ Q defdlt o, @ & & ’
DDD [mg/kg bw/d] RIS Y
TERLt calculatiO@@ N 0o © N @ é\ﬁ S)
NO(A)EL [mg/kg bw/d] R O ID10.1. &
TERur Vo 3 o & O & O~
Trigger 9 N W & . @~ Q © @@) &
Refined risk assessment requiredy @ fﬁ\f 0 o o & R © & o
D Worst case PECsoil (twa, 21 d@)r the ugyin str@@eni igh rate‘? (covering all%@her 1@9 y\?@
~ 8 LS

@ Q9
The TER value for t@use i@ra@%ms @gh @@) assworst é%e s&gnariooqg%b
Accordingly the rt@to carthworsy ea

ove the trigger of 5.
ti%gi@f)irds%om the usegpf Fenhexamid"'WG 50 according to the

@his is a worst-case covering all other

. NG 9 N
proposed use pa@n 1§@:ept&%. N N NS @ §
O o O ¥ & D ©§ o
Long-tern@TER calculation fo@ish-%ting s ¢§ %,
° R R @ @ @
The ris essment h (;ZS)- eer@rfor& for applion inwine.
uses according to ntetgsd GAP. SN %
NI & >
X
Table 10.1.9- 3 . @@heb @nggjﬁ T@@cal%{a i?n (5@' ﬁsh@ing birds
Cﬁpoun@ § > &nhe@id @ Origin of value
=
o) @TE(@%calwﬁtiom\q
S N3 Sy D 1A 8.2.6.1/02
BCHng N N (EU point 1A, 8.2.3/02)
RECsw (twa, 21 d)imgdt?) R 0.04p7 AllL 9.7
PECq@iig/kg] @x <O 86
Q = A@ ‘BDD gglculation:
CFREy  © & O 0159 Default
BBD [m@kg bw/d] O 0.14
< @?@ @ L TERLT calculation:
PNO(AGEL [mg/Rg bwid] 154 IIIA, 10.1
f@ TERLT 1131
Trigger 5
Refined risk assessment required? No

) Worst case PECsw (twa, 21 d) for the use in vine as given in chapter 9.7 (covering all other uses)



g Page 20 of 75
BAYER .
s /Bayer CropScience 2012-02-05

Document M-III /Tier 2, Sec. 5, Point 10 - Ecotoxicological Studies of Fenhexamid WG 50
(Submission for Annex I renewal)

The TER value for the use in vine as worst case scenario is above the trigger of 5. Accordingly-th ris]g§
to fish eating birds from the use of Fenhexamid WG 50 according to the ptpposed use err@‘s
S0

acceptable. 3 PN
< < \@"\@@&@
e @ ¢ S @ @
K o S & &
& O %o SEIRS)
@ & & VO &
S) Q@&&@&
Q?% \@Q©@@
L @S D LS S
Q%@@iﬁ\?%@\%
v O OB N
3 & @ R s 9 & ¢
NN S .0
@}o\@}§©©&\§9&§
ot & .8 X @O @@)
R O N
Ve o > & 9 .9 &
o = ¥ S @ O 0
N e @’&@Q@éé
RS ONE S I N
o O N O Q& 92
Ny 8 e Y
v\g@@)©©o©(& )
S TS e §¢ .06
& g Y @
SO RPN O e & D
©@\&K@&\©§§
S & o © D @
RN NN
2 2D v T 4 o
> & & & & S
A @ O & = .0
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ITIA 10.2 Effect on aquatic organisms @ @6
Toxicity of fenhexamid to aquatic organisms @®\ ©
A summary of the aquatic toxicity profile is provided below for fenhexamid. & & @g
D
: 3 & & &
able 10.2- 1: Toxicity of fenhexamid to aquatic organisms < % a N éy
Test organism | Test system | Endpommg a.s./L] (Qg@ R%’ﬂ@'enc 9 &@
Acute toxicityto fish & NS é ©
R e w(w%}@ N
. 0k N 2 500 @
Oncorhynchus mykiss Flow through @ Q&
. LCso, o 24 N @ M-qgb071-0¢-1
(rainbow trout) 96 h é @@ N g\a @}7 Jg 22101 v
AN O S (EU pline g, 82@1)
N
U IV NN s 1995
SO o &6 SRS ( )§
Lepomis macrochirus Flow thr@-l S L 3 17\9© LN
(bluegill sunfish) 96 a4 & § S §9
\ e O
@ RS S @E} &0 poi IA,o@fl/oz)
@ %éhror@&toxiﬁﬁl to ﬁ@w @@)\Kf Q O &
& g%(1997)
SN T
. Early e St@§) @  DOM96050
O”if;’;yb’fvﬁﬁo”g)k’” . g@ﬁfrou@ §QOE& Q1017 $ 6184-01-1
“ 96 @) S PO« _ Gla8.2.4/01
QS ST ool & O O A (EUpoint 1A, 8.2.2.2/01)
&g) & . @ute T@icity to\gq invg@brate&s @
SN RGNS
O X L HBF/DM139
Daphnidinagn O st N @
o LBCs & 88 M-006075-01-1
(waggr flea) PBh 1S @ > 1A 8.3.1.1/01
° % % @ @7 e N B
N Ol X @ < X A (EU point IIA, 8.2.4/01)
o P CGhronic @city&%qu%tic inver{gbrates
R NS I 596)
Daphnia ma@@ na @ §;ﬁ- &1?0 [ N HBF/RDM56
P ORI o N§C @ 1.0 M-006068-01-1
(wai ea) <) 2 N N
§© N Q|9 > I1A 8.3.2.1/01
Y 9 & @ (EU point I1A, 8.2.5/01)
<§@j 2 Q Sedi >dv§\/{®ng organisms
N SR o @l I (1999)
N4
S Cliranic e | S HBF/CH35
’mﬁo’””s é’ﬁ“””s apiked vgter ECs 11.4 M-024548-01-1
(chirongfid) §» Y0 BN 1A 8.5.2/01
@ R ) (EU point IIA, 8.2.7/01)
)
& ciimic test I 002)
Chla(sému ibariys iedimert | NOEC 100 me a.s/k 1022.021.173
%chlro@mid) é g@‘ © 226 1 © gas/Ke M-033777-01-1
S 92 @ K\ 11A 8.5.2/02

@ﬂ

&
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Table 10.2- 1: Toxicity of fenhexamid to aquatic organisms (continued) @" 6
Test organism Test system Endpoint [mg a.s./L] | Reference & Q§
Effects on algal growth < @
—
Selenastrum capricornutum Static % AJO/12 © ©
E.Cso 8.43 v M-006073-01- v
(green alga) 120 h ©) & I 01
T 9 AN o] @
& U poiliA, 82601 | &
@ N I 996) O
. SN R e JAJOME3595 O P
Scenedesmus subspicatus Static v Q/l &7 N
50 >R6.1 % -0 0-01&3 @
(green alga) 72 h . @(@g w;\ @ 1A 84 o :§
& @ w7 7| AYEU pdit 1A 82.602)
. Y Y
Aqua@%lant@v QU ~ Q @ S
T 5 —
SN . . (1998)
Lemna gibba Static @} "\\EC @ R %2 3 1)& W\?\ 3 AAP3 ©§
(duck weed) 14 & s §) @006 -01-1
o T s s Y Y 1A @
S 5

q
Endpoints in bold considered relevant forthe ri assessggent S N © Q Q) AN
1 based on the number of fronds an@t dgy&lg?ght (o4 (@@ @® Q& @ ©©> (N
D N S N
Table 10.2- 2: Toxicity of e%ﬁlexan@d m@ﬁolit @0 aquatic o anism§ @ ”\7@

Test organism 2, | @@t g_y@m @ Eq@;into[@% p.lﬁ%] o DReference
L § M g = h
S (O NN Acm@gtoxm@o fiso o> ©@
7 AN R

NS Noo® I >009)

Oncorync@ my "\g@ St%c N . @%%C @b (§ @ EBKBL003
(rainlégw trout) %@96 hS S o @ é,}z M-350526-01-1
& &l © L N\ 11A 8.2.1.3/01

L9 . D Acute toxipity t%%uatic invert@\\ajjtes
ROR SENAES

N~ I 2009)

Daphnia m@@@za % @ Stat@f LN ECy @© 113 EBKBL002
(water dlga) @Q @Q . o O @ M-345853-01-1
Q O o SN DD 1A 8.3.1.1/02

% N @ O%ffgc@)&n a\]&g@ growth
< @ °

Pseudokirchneri Q ti &Q . ©\ %S)%;O)
" subcapitatax,, <% . %hc Q@ @Ercso >9.25 M-362991-01-1
(green alga) @ @\ Q ) e

=2 N TIA 8.4/03

A N N X
&> ©
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Table 10.2- 2: Toxicity of fenhexamid metabolites to aquatic organisms (continued) @" 6
Test organism Test system Endpoint [mg p.m./L] | Reference & Q§
Mi12 A&
Acute toxicity to fish @
Oncorynchus mykiss Static LC @ 451 g\’%
(rainbow trout) 96 h %0 e @
R
Acute toxicity to aqg\@ic 1nvertebra®° <
)
& o« @ |8 (2909 @
Daphnia magna Static ECs o @ 1 N % é\ BKBL.005 &
(water flea) 48 h é& sg@@ %Q z@ @;\7 @4-345%7-01—%
X OO 5| Cuassgdy
E@ts &&ggal gg})évth (\Q S ©
S §
. . N @ & ®) S N 2009
Pseudokzrcﬁnerzella Stat Q %o D &2 é\? @ E L00
subcapitata @ EC, @25 S
TR S 541791-1
(green alga) ®\ S q ]\51 A 2504
5 & S & S) Q < 84
@ ST oMy @° o O P o
v, @@te toxicity to f\h &@ .9 ©
5 Q N | © L ¢ (2009)
Oncorhynchus mykiss ° %Statlc 9 § LCD) {° ;\090 $ " EBKBLO012
(rainbow rou) =, | o6k O O K OM357294-01-1
s < g & = O 4> 11A82.13/03
\Q <$ @@:ut@um&y to anu@: 1nv@9t)rate§ @
O N
O D S 4 § v I 2009)
Daphnzc@wgna@ O st & @C 26D EBKBLO11
(wager flea) @ v 48h AN 50@, & M-358250-01-1
: N ~ 11A 8.3.1.1/04
N @ . O Effests on@gal gfbswth , O
D O
Pseudokzrchne@a N BN g&’ é I 2010)
tatice S EBKBLO010
subcapitdia . @S B Er%g) S 10.1
(green @ga) Q N 72 o @ M-367188-01-1
gets? O 1 ¢ . 9 . 11A 8.4/05
O © K @@MZ@Q
f@?) 2 @© @ Aé@tae tox@%l?y to fish
N N Q R 2012)
orynchus mykiss 4 c\@tic Q Q\LC .62 EBKBP003
(rainbow trout) o6, Q0 : M-422423-01-1
. > & Q 1A 8.2.1.3/04
f(\@ \ﬁ Atute tgxicity to aquatic invertebrates
S 0 12)
Dainia wfligna O Static EC -2 EBKBL030
w(watet Jtba) @ $ 48 h 50 M-423120-01-1
S 2 & W 11A 8.3.1.1/05
Effects on algal growth
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Test organism Test system Endpoint [mg p.m./L] Reference @°
chneri o >
paddaiees | s |y | e
P 72h a0 ' S M-422987401-1 @@D
(green alga) O A RAI06 S
w ) O @ >
Table 10.2- 2: Toxicity of fenhexamid metabolites to aquativ@'ganisms (c@uinued) g\”\ \\ @@
§) NN
Test organism | Test system | Endpoint [mg p.m@ | @Refg@lce {5\\9
)
M3® (Q% & © (@) 0
Acute t%@ to fish @@ Q © & @}
o ¥ O A 012) >
Oncorynchus mykiss Static L %@ 7, @}0 @}’ ¢§ EBKBLO02
(rainbow trout) 96 h % C&a @ Q @ M-@QZ% 1
o \ R A 8.2.K53/05 &
Acute@xicit@&t aqu@ inveﬁéﬁrat@ 2D NS mé
R S X o O 2012)
Daphnia magna St@ggl? & I% v @173 § @Q KBYP\Q 4
(water flea) 4R h @ o O S B ® 423128-01-1
@ o S @ & O :Onagsiie
L Eg@ts on algal gr g\owth © .9 A ©
o L o S| @ : (2012)
Pseudokzrcﬁnerzella 0 Static & § & S N & EBKBL027
subcapitata % E.C% © >10 )
(greenalga) & | o> AP S AR N L T
S & \@ $ S - o 4 11A 8.4/07
S & 2 s MO & & O
f(\© h\ A g\\ Aguite toxiity to fi fisH § %,
O £ 10 Y Rl e & & o I 2010)
Oncorhygghus my@zgs Stat@limi%st @ LC 04 o > @ EBKBL024
(%@gow trout) v @9 @ @ & N M-369106-01-1
A @ | O ad O v O 1A 8.2.1.3/06

Endpoints in bold con@ red r &/ant he rls@sses \t N
p.m. = pure metabolited « @ \ %Qj © @
2 % @ &
@ & ©\ o @
Q @ Q O\ N D
Metabolit ¥ o K & S
In a stu erformed with fe@xam@ with spe.é\to environmental fate and behaviour in water and
sediment, two maj me@ohte@werc&denu@ (M39 and M12) which occurred in an aquatic
Y .
environment in amounts@ﬁ 9% ari@7 5‘§espectlvely Therefore, a quantitative risk assessment
is presented fo@M39 and A@@éntlt@we risk assessment risk assessment is also conducted for
the major sc@aet bﬁate @
& éﬁ ©© S Q
With the N ot§% %étabo it0s M10, M15 and M40 aquatic studies have been conducted and results
are pﬁ%”ent olysis metabolites are of transient nature and therefore, due to the very limited
p(@ﬁlal g@osure ey@%re not taken into consideration for the quantitative risk assessment.

%D

Summary of data derived from studies with the formulated product
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A summary of the aquatic toxicity profile of Fenhexamid WG 50 is provided in Table 10.2
more details on the respective studies reference is made to Point 10.2.2 of this dossier.

S

- 3dor
&

Table 10.2- 3: Toxicity of Fenhexamid WG 50 to aquatic organisms @ S . N
o
. AN

Test organism Test system [li‘g;fgl/;; g%% Re{e@ence\ 9 \g@

Acute toxicity to?sh ©@ O NS D
= S ﬁ(w@ A
Oncorhynchus mykiss Semi-static e % (& 9504@ 0

(rainbow trout) 96 h (2. 6(\mg pro@/L) Q M-@620 @}

KINA 10:2, 1/0?@

Acute toxici@ aqL@% 1nvs%tebra/t§§ @ @h:@
Daphni Stati % ’ > N Q105 N ( HBF/D%IES) @&
aphnia magna atic q
(water flea) 48 h @} o\\}Cw@} 2 6mg @duct/’&) @f 00634 8-0 1§
K oo | Adgoaad
A Effécts ontalgal g%%wth \U @\y @'§> § ”\i@
N 9 |9 @© S & S (1999)
Selenastrum capricornutum @Staﬁ&& E c@ﬁ Z 6 D 98086
(green alga) &, Zi O < 0 (%6.3 m, prodifét /L) ¢y M-006205-01-1
2 @ Sl.eo @ |7 KA 10223001

S
@
These results indicat@hat t@or%@ted ér@duc@ not'sgore t@'c tlr@zg expiqf , based on the active

substance content. § S & ©§9 @
Therefore, as thesacti e@ubs@ace is "ot e tozg'c Wk@ it 1@%rm<s@a ed, the risk assessment to
aquatic organi§ms f(@pph@tlon 1%\}1 ammiﬁ G@) ca based on the ecotoxicological data
and PEC V%ues of the actf%e su‘Q%anc en e% d. @© é?(;\]@

\
Selecti&l of endpo;n@fon r@k assessme@t% ©© § \6
In general the lo@ enﬁpomt@&alue&@re @Eldeéd HoWever, some special points have to be
addressed. <) @ Y & ©©

o O & .9 & .0 @

Selection %@gae endptﬁs f 1sk ess

Process ecosyste@js ar mm@
(growth Tate) appeac@nore sui abi@gto m
can&%ﬂy be compared

d];lm and therefore, the unit development per time
0 ure é@ects in algae. Also, growth rates and their inhibition
een, pem@, testy ratlons and test conditions, which is not the case for

biomass. After @Nnerous dls@@smn@the %erent test guidelines OECD TG 201, the EU-Method C3,
L

the EC regulation f@%‘@lz&é@icat@p and Labeling (EC regulation 1272/2008) and the PPR Opinion
(EFSA Jo& 14 \1-4@ 007) list g@wth rate as the most suitable endpoint of the algae inhibition
test. O he @rrent @hlda@ Document on Aquatic Toxicology (SANCO/3268/2001 rev. 4) still
states ‘that " ergm no ﬁzr evidence available to indicate which is the most relevant endpoint for

thQ%eld atim@’the @wer figure should be used in the risk assessment". In order to avoid
unnec@ delays in dossier reviews, toxicity-exposure-ratios in this assessment are built on the
lower of the two values, the EyCso or the E,Cso in case both values are available, unless justification is

available.
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I1TA 10.2.1 Toxicity exposure ratios for aquatic species @\ v

Aquatic organisms may be exposed to a plant protection product to some ex@ by spray d m@f
or drainage from treated fields. The provided studies and data permit %rlsk assessm@i fo@vmg@

exposure to the product under practical conditions. < \ @
\& @ S S &
Q S
Predicted Environmental Concentrations in surfa@water bodigg@ é\ﬂ Q

@
Predicted environmental concentrations for the Ve substances%nlr re@van@etab lites @re
calculated in surface water (PEC,y) and in se ment (PE agg@rdmg@o FQGUS, mfac@ater

scenarios as described in detail in Point 9.7 (agftive s@stan@@s n¢$9 = abok@) ~
& @ R 5 Q 2 o
Concentrations in groundwater are al%\fcons@%red\\ gr@ldw%ﬁ% mlg@ be@gme sur ac @ter

leading to exposure of aquatic or fis \Howgver the PE\& Val @ @IVG stibstance
ater Jp al

fenhexamid and the soil metabol&t@MZ@re &%1 m\@ou leva?@ FOCUS
scenarios and application rates (f@deta@j see Byint 9@ an@us n@re%&ft for@ble r1§}gassessment

ARSI Q S &
Table 10.2.1- 1:  Maximum PECuand PE@ values for fenhexamid at{@CU@teps 1.and 2
2T 9 @ - Fenhoumid <
Crop Ste@ o & @Csw PECod1away | PECucq, max
INE \j[u%&l Q' HpgLls [ng/ke]
Vine, late L L 7 [ 35850 o, | 1978 1630
2x08kgha & Q2 (NEUMul) . 2886 9 | 1088 66.85
©© @\ 2 (SSBU Mult) ] < 2586 & 4070 67.03
S & [2@N-EU Singlek | o 21 @ S 65,7958 49.40
. © s EGSingle w, 7.978 49.58
Strawberrg(Fighrate)  J1 &N &) ¥ 619 5@\5@ ‘0 3522 3060
3x1 kg?{jé @© 2 (@}EU Mult) .| ©° 11.88 5.246 33.08
@ ONSTEUMult) & [ 11.88 \ 5.270 33.30
@ 2(N-EUSingte) Iy @20 3.451 21.52
)2 (s@é\ﬁ sm;g)%) & 9.208y 3.476 21.74
Strawberry (lov@ate) Q l Q Q61989 352.2 3060
4x075kghdQ  © @(N E@Mul% oy R4s 4.119 26.01
SN 2 (S-EU Mukyy D 9145 4.138 26.18
@’ . 92 $EU Sitdle) & - 76.90 2.588 16.14
N [2(S-EUsingle)&,” [.9O 6.90 2.607 16.30
Ton@e N LY o7 e 464.70 264.2 2300
3x075kgha W (NBU Mylti)' P 8.913 3.934 2481
@ « [245EU Mult) 8.913 3.953 24.98
@ \% AIN-EUSingle), 6.90 2.588 16.14
%, @2 (S-EU Single) 6.90 2.607 16.30
< N
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Table 10.2.1-2: Maximum PECsw and PECseq values for fenhexamid at FOCUS Step 3 @" 6
Single application Multiple application @§
Cl’Op Scenario PECsw, max PECsed, max PECsw, mab PECsed, l@@ @
[pg/L] [ng/kg] gLl | ingkil |

Vine (late) D6 (ditch) 13.72 14.27 14.0 696

R1 (pond) 0.488 1.403 Oyad O 464c, %@

R1 (stream) 10.06 417 £ 8.879 1.3 | ©

R2 (stream) | 13.49 Y021 D0 | O eep O @

R3 (stream) 14.19 < 3.092 O 1252 «~ 2851 Q

R4 (stream) 10.06 D 1400 A 8.878, O 1.298 7 é}
Strawberry (high rate) D6 (ditch) 6.326_% 2.630 9 4.616) (($ 2.229 @}

R2 (stream) 5.6179 0930 |- ° 4475 9.905

R3 (stream) 5906 | ©&° 1309 S 486 &Y N2T1N

R4 (stream) 4990 [9 1953 of  28B.0440° < 2.209, .
Strawberry (low rate) D6 (ditch) 47T D @994 R 3.188 O 1865 @&

R2 (stream) | %2120 0328y [ 2898 0.838

R3 (stream) | @ 4.43Q, @ 0988 © 2974, A1.1265

R4 (stream) N2 322 & SA51 oo O2.112Y | @ 1.641
Tomato D6 (ditch) &, W747 S| N99a, | T 3483 | ko9l

R2 (streany | 4212 | & 03237 JO 3955 @O  "0.843

R3 (strm) [ 44307 1S 0988 92135« 0.959

R4 (stteam) 342 451 O] ¢ 2282 O 1.649

I AR

9
Table 10.2.1-3: Maxinitun PECsw and @Cse§ fenhéxamiddgot all releva ﬁena@ at FOCUS Step 4
follog&ng ap@ tm@o Vln@nth \ @r zoﬁtg

NS
@ § Sifigle ap@acan@ © Multiple application
Buffer SCC@O 6 E% max \ lﬁjsedé@ @é& PEC @]nax PECsed, max
6\ dug/Ll N | o Inglk hug/L] [ng/kg]
@ © Q" Brift redaetion Oy § Drift reduction
~ @ N | e A R N 0%
D6 (ditch) =, [x.” 8Q07 O 5’83 8@ [0 8.469 10.47
) 567 1648 0.865 2.845
AST [RL(pondy? o L6lg @ : :

Sm RI (stfeam) ‘s, 7333 I 1.037 S 6.452 1.004

R2 (stigam) A 989 o @746 8.649 0.725

R3@treamy) & RN 9.095 2.073

@ (stre@j’» oY @ 328 | © Logg 6.451 0.948

o~
v 8L
Table ]@1- 4: Ma,é\l@um R@sw an??EG&va {i%;?or metabolites of fenhexamid at FOCUS Step 2
% @ [ @4 D M12 M39

Crop FOCUS CPECsw ¥ l@tsed PECsw | PECwa | PECsw | PECsa
@° q u%@ Alpg/kgl | [pg/L] | [ng/kg] | [ng/L] | [ng/kg]
A Q 1 192.5 2.846 <0.001 2.861 <0.001

al
Q2 (NEU Mulfiy 1.109c"  10.12 1.529 13.14 1.701 0.223

Vine @% %$U Mydt)  171.664 15.17 1.529 13.14 1.701 0.223
Q -EUSingle)yY  0.598 5.455 1.423 7.782 1.430 0.186

o> IONS-EQSingte), 0.897 8.182 1.423 7.782 1.430 0.186
NS S 39.58 361.0 1.834 <0.001 1.844 <0.001
Strawh 2 (N-EU Multi) 2.036 18.57 0.639 6.926 0.791 0.104
(high rg@ 2 (S-EU Multi) 3.054 27.85 0.639 6.926 0.791 0.104
2 (N-EU Single) | 0.748 6.818 0.611 3.343 0.615 0.080

2 (S-EU Single) 1.121 10.23 0.611 3.343 0.615 0.080
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M24 M12 M39 °
Crop FOCUS step PECsw | PECswd | PECsw | PECsed | PECsw | PECsd™
ng/L] | [mg/kg] | [ng/L] | [pg/ke] Ll | Ing v
1 39.58 361.0 1.834 <0.001 844 <0901 [
Strawberry |2 (N-EU Multi) 1.943 17.72 0.500 6.171 [©70.587 0.077
(1owwrafe)y 2 (S-EU Multi) 2.914 26.57 0.500 6.171 0587 N 0.07R| &
2 (N-EU Single) 0.561 5.114 0458 2.50% 1 0.461 0060 |
2 (S-EU Single) 0.841 7.671 ©H458 2.507 046k, | D060 @
1 29.68 270.7 1.375 <601 138 | SO.00KY
2 (N-EU Multi) 1.527 13.93 gy 0479 | &5.195 594 R0 | &
N : @) N iR 19
Tomato 2 (S-EU Multi) 2.291 2089 0.479 [R5.195° | 0594 | 0.
2 (N-EU Single) 0.561 518 | 0458 2807 | 04010 | @060 Y
2 (S-EU Single) 0.841 7.671 L 204589 2507 VU 046t | 0.06Q°
9 L@ & S & & N
o (S; & :
For the Tier 1 risk assessment the worst ca% PEG{@ O step or Step 3 Q@lue (z@mar@ n @’\ld)
resulting from each crop is used. & \ @} &6 &% S ég % §
@ S . ®
&N ) S-S W\? <
Risk assessment ©Q (é "\@ § & § N %
S S @ @ %

10°2- 2) and the

Based on the representative most%nm@@'e € 01nt@@ues @bl%@
@ase), the TER-

PEC,w values (Table 10.2.1-<{to T’aﬁge 1% - 4@1ghegt Valsel cted

values have been calculate% Y%asen th&@@ lov@ng equ@tions: & @ @f@ %@
E N S S NSNS
TER, = LCs0 or ECso Km\lgnmal @Cwatg@ o ¥ .0 &« &
TERy = E,Cso/ initi ECwater @ § @Q\a o «
TER;; = chronic @ng tt(% PE@Water Q f@@ @& @@
The risk is coné?ere ceptab e, 1ﬁ@t§he T@ Vahf&? forbﬁﬁ a@werﬁé&ara‘[es are >100, and the TER
values >10. v\g . O @
2 b\ & o é&\’

Summ@ of calcula@%} TE@ alue@fn‘ &q@atu@anmg s

Table 10.2.1- 5: §m
alu

maf}y of ¢ lat @E
if no dlc%gd othey)

lues éﬁ’ agua?xc organisms based on FOCUS Step 2

se) for the lication of Fenhexamid WG 50
Compound |@ppl. rga isth @‘1mg-@ Distance [m] TER Trigger | Refined risk
|g as a] @ D @» > assessment
Vine % § & o 2 &
Fenhexdnid 800« RFish ) L acuf Step 4: 5m 120 100 Yes
. S Q) F B @) longtetm | Step4:Sm | 9.8-178 10 Yes
N 3 nv@ebrates@ ute - > 727 100 No
@° Inxertebra@s dong-term - 39 10 No
& ediment 4410
é§ O dwellgr @ long-term - 14922 10 No
& é’ @© Gr§ algae© long-term - 326 10 No
& @ A@ ic plants | long-term - >89 10 No
M24 =, N @ Fish acute - 1575 100 No
§ @ 703 §§gﬂvertebrates acute >12019 100 No
@ T Green algae long-term - 8534 10 No
MI12 @ Fish acute - 2950 100 No
Invertebrates acute - 8241 100 No
Green algae long-term - > 16351 10 No
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Compound | Appl. rate Organism Time-scale | Distance [m] TER Trigger Refg&%ﬂ risl&>
[g as/ha] assessmen®>
M39 Fish acute - > 5879, | 100 & No @
Invertebrates acute - 811298 100 |© %@
Green algae long-term - > 5809 10 o
Strawberry (high rate) = Q) f@ &
Fenhexamid 1000 Fish acute @ - N 04 0 P NS
Fish long-t - 16 10 )
Inverttasbrates OIalf:uteer "y Q@> 1582 @©100§ é;@; y
) @ O
Invertebrates long—tern@ - 84 IR | ONo &,
Sediment R 960 & © @
long-temy - 9 R St l@b
dweller Ly’ N @3003 Q" ¢
Green algae long-term | @6@’ T E} 10" @ o
Aquatic plants | 1 —tern@;} =& @%194 & 10° No
M24 Fish acut O O O8s8 T 300 ) Noo
Invertebrates % aouls 2 Q % > 2@% OO é@j
Green algae <_| lorgsterm < S 4 46 A 10 0
M12 Fish o7 [ clcutes T - o] 29058 9 | © No
Invertebr@% &, acytedS Q. é\g §%971 0 g No
@ % 2
Green glgae long-térm N O > 39424 R 10 % No
M39 Fisk © @te RSN @@342 P 100 No
Tnye@ebrates Cute c(§ &@- @Q 1 4463@© égo No
Ggcen algae zJﬁ?)ng—}zerm ) - q % 12@%2 0 No
Strawberry (low rate) 2 O ) @ o K 5 9
Fenhexamid | 750 A ish @ @u‘ce QF (;4\3\\36 [ 100 No
N ish & | ©ng-teds? O S 10 No
& Ifverteblates g, ac§ Q- O > 2036 100 No
@ Invert€hgatessY long- er%® @ 09 10 No
N O Sgdiment v | S\ S §9 @& 70
S D dvellgr, | Jone-te sk 10 No
> @J@ Green afghe onggdgrm @ S @ 922 10 No
2 quat@plangs% lo%)jgsterm Q@ @- & >252 10 No
M24 ish t - 899 100 N
S S e | 1O | ses6 100 No
A @] . ngrtebrates A acut®) v, - 0
j@\ . Greenalgae loni%erm N 4873 10 No
M12 SY \ ] et Q7 o - 9020 100 No
&) QQ% Inyétebratgs’ |, “acut &7 25200 100 No
2 @@< en alfiac Slong-té@h | @ - > 50000 10 No
M39 ©©: Fish> Q aglte O >17036 100 No
% nveiiebrated=S|  @gute @ - 235094 100 No
& &) Gegn algh® | fong-teriy - > 17036 10 No
Tomato N é S
Fe@amid 750% [ J«‘\l“ﬁ Q “Qulte - 139 100 No
U @ish Sak-term - 11 10 No
@" | Igyertebrates §acu‘ce - > 2109 100 No
é§ \% vertebrates | long-term - 112 10 No
: h
IS i i e I T S
AN Q@ % en algae long-term - 946 10 No
&% ON S s quatic plants long-term - > 258 10 No
1\@3} 2 ‘o] Fish acute - 1144 100 No
N Invertebrates acute - > 8730 100 No
CS? Green algae long-term - 6198 10 No
M12 Fish acute - 9415 100 No
Invertebrates acute - 26305 100 No
Green algae long-term - > 52192 10 No
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Compound | Appl. rate Organism Time-scale | Distance [m] TER Trigger Refg@ risl§>

[g as/ha] ment>
M39 Fish acute - > 1683 100 | & No @
Invertebrates acute - 23233 | 100 | g(%@
Green algae long-term - > 16885 10 8
1) Based on PECsw N\ K
2 Based on PECsed %% °\© " ) ‘2”\9@
3 TER based on FOCUS Step 3, D6 scenario as worst case VC@ @ é\g \ @
Conclusion: @Q @ Q§ é\” é
lites @eet tl@

For the use in strawberries and tomatoes, all TER es for fenl«@s\ mjd.and &@net&bo
required trigger for acute and chronic risk based@F OCUS Step 2 ang 1nd1at1n§@1 acoéptab @Sk
to aquatic organisms for applications close to Qrface @ater 1es. v\,\ IS \

For the use in vine, all TER values are met af® OC@ St and@a I@m a@ite and lon égrm risk
of fish exposed to fenhexamid. Thus, to @ect{@ a Q %1 ni uffer z of @1 is gor

application in vine. \ \

In conclusion, the risk for fish expo@to Eé%hex@fd V&@SO 1§§ccep @%fe f@l § n strawberrles

and tomatoes without further mltéanon fi&asurés and for thguse 1n®me en er zone is

applied. @ & @,@9 @j@ @® @ ©© @@
NA 102.1.1  TERafor fisky & @ @ fe S R

\ L I L N
Table 10.2.1.1- 1: Téy@calcq?@ong@s{\{%g@tﬁ';@h@1 Z:::V agl"n%um;EC:w :éﬁ%les agﬁqy ing to FOCUS Step 2
Compound m@ S@les é\ ﬁlg /I&N \@ § ng/ ’ @@ﬂl‘ ERa Trigger
Crop: Vine A© ((\© &) 6\ &@’ , S
Fenhexamid V0. iykiss ¢, [KC ol ” 12497 [2386:° |48 100
M24 o Oemykigy QCs0 7 2620 (YGleed” 1575 100
M12 . Q0. myliy Lo , Q4510% |15 2950 100
M39 Q0. Aykiss & L& v >F0000 [#701 >5879  |100
Crop: Strawbergy (higl=gte) @ N ®, A @©
Fenhexamid @ q m)@%ij’g R Te5) s Q1240 |11.88 104 100
M24  VowkissyT 90 & 2690 [3.054 858 100
M2 o) ©, mykis> QLCspa, 4510 0.639 7058 100
M39 N @0 mgkﬁ LGy~ O™ 10000 [0.791 >12642  [100
Cr@&Strawberryt%mw ) .0 @w Q
Fenhexamid _ . |Omykis®  @[LCsoe ® 1240 [9.145 136 100
M24 & 0. mylids S [LCso 2620 [2.914 899 100
M2 & Owkiss, s 4510 [0.500 9020 100
M9 @ gy |@mkisy  |[LCs >10000 [0.587 >17036  [100
Crops magq\z S S
Fenhexamid? @ [Ozsykiss LCso 1240 [8.913 139 100
MM & O. mykiss LCso 2620 [2.291 1144 100
M2 O O. mykiss LCso 4510 [0.479 9415 100
M39 O. mykiss LCso > 10000 [0.594 >16835  [100

Bold values do not meet the trigger
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The worst case acute TER values for fenhexamid applied in strawberries and tomatoes o@@fog@@@
fenhexamid metabolites in all three mentioned crops are above the trigger of 189 and there Q}% H@Ed

for a refined risk assessment. @JQ S0
However, the worst case acute TER value for fenhexamid for the applicati%i in vine do@ot @%‘[ thez
trigger based on worst-case FOCUS Step 2 PEC values(4herefore, ir@ﬁe next ste&:“EER ralues

calculated based on more realistic FOCUS Step 3 PEC values: Q@ @@ § v\g@
& A s 9 & «°
Table 10.2.1.1- 2: TERA4 calculations for fish based :@@aximum ;(j@ val%ss acc&%@ini (t(&F O(;;@Stepg@
. Endpoint . sw,iay <
Compound Species [ng/L] & & %g /I&]&f @ERzz&\b @“ggery\g
Crop: Vine M O m@ > ¢ D ,@\% &
Fenhexamid IO. mykiss |L® °\@124ﬁ§ |§0§11§9 1)% |§ |10§§ §@

D R3 (stream) as worst-case scenario covering &@other ROCUS @narioosé,&bold vébies d%%t megfthie tri@t ®)

Q&S AR
The worst case acute TER value far fenh@&amidnfor thésapplisation @in@es @e%@e trigger
based on worst-case FOCUS Ste @ P%@V&lh}@ Th@ore @Qyﬁn@sk ssréﬁt baséd on FOCUS
Step 4 values is presented in ”i@ foll@wmg@ O« @Q % (S é%

N N o2
@ 9
Refined risk assessmeng%r fgngxalﬁg § S § &

v o X
The exposure of non-target tic @rganists ca@)}@@e si\@iﬁcly I duced{@mitigation measures,

such as a buffer zong, These Hre ‘%§?§’n i%@aoco@ for g@CUS tep 4PEC Values.
The following Tﬁalc@hﬁon& T femhexad%id arg"based 6n thespec worst-case scenario from
FOCUS Step 4cdlculatjons: ST S =
>y & 0 9O «7 & D
LS . N N
Table 1052\.@1- 3: TERAf%lcul:&% S f()}%@h ba@ on &1@1{2{(@ PEC&values according to FOCUS Step 4

S @ |Endpwint © S
. )1} mn tEOCO[I PECsw,max
Compﬁnd Speg& [{{EL] & @éscen&ﬁo w %uff"g& (ng/L]
Crop: Vine %© -~ @((\@ %}9 & < Y g
(&) N buffer
Fenhexamid@%. y@% Lé% \\1240 \%3, S’@t@?m 1@ no drit.‘t 10.34 120|100
S Q i & @ reduction

TERAa |Trigger
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IITIA 10.2.1.2 TERvt for fish @ >
N @@
Table 10.2.1.2- 1: TERLT calculation for fish based on maximum PEC;w values acc@ing to FOC&@%&E\@
Compound Species ﬁ:;ﬁ?mt ][?lfg?i‘iv’max NTERLT o @gge@r@\ 2
Crop: Vine © S N o @
Fenhexamid |0. mykiss INOEC 01 % 2586 Q o @ oY & &
Crop: Strawberry (high rate) @ [\& Q R m© @
Fenhexamid 0. mykiss INOEC @1 [11.88° 9 8.8 10 e o
Crop: Strawberry (low rate) o AN SR <&
Fenhexamid |0. mykiss INOEGY”  ®f =048 oftl o> |10
Crop: Tomato ® @ K S O I
Fenhexamid |O. mykiss I&&C N 10% ﬂl@913 &ﬁ J@ A L}O
Bold values do not meet the trigger Y Y R N RS
S IS S SN

The worst case long-term TER V@es for@énh x?mi?folie& stl@ben‘@@ (10@&&)\%1? tomatoes
are above the trigger of 10 and ¢ghere isg0 nes%or $efinedy a@essm . @©
However, the worst case acu&?l"ER %lues@or fenhexamid- for &l@ apopﬁ@atio%in vind@nd strawberries
(high rate) do not meet th@trigg%basee@%)n W@%t-case@ OCUS Ste@ PEC valués) Therefore, in the
next step TER values aré%alc@ted ‘tégs%d OCI§§)R© @hsﬁ@@@@éﬁ%tep@ E@lues:

v % N0 A S
Table 10.2.1.2- 2: T@QLT ;\&lcﬁti@ for base§1 @ml&@’ECiw v©alue<gb z;%cording to FOCUS Step 3

Endpoint @(}f E%Fenarfa t @%app@%ﬁon N §@ lﬁﬁtiple application
[ng/L] > @@ © O [PECh gl PER S JPECw Ingl |TER
Crop: Vineg, - © D v oA @;\7?
S @@ § 13.72 § 74 <, S |10.07 7.2
RIS 0488 -~ 207 & 0.744 136
SFRT & Jwos > Ol 8.879 11
NOEC  |101 ¢ & S
R 0w o 11.90 8.5
S I " NN 4] 1251 8.1
4 R O dose” @10 8.871 11
Crop: S@Jberry (hi%k@te) QV © @ N
N 7
N Spes > FoLERN 16 4.616 22
N R o N 567 18 4.075 25
NOEC  [101_ . @
@ R3S 9] $906 17 4.286 24
S :
R4S N [ 4190 24 3.044 33
Bold valuesgo'not the tfidger Ko
@§ @;@g & ©©

S

The @Tst 4S8 ac@TF&gvalues for fenhexamid for the application in strawberries are above the
tri@r of & and t@re i@o need for a refined risk assessment. For the application in vine the trigger
is not for FOCUS Step 3 scenarios D6, R2 and R3. Therefore a refined risk assessment based on
FOCUS Step 4 values is presented below.
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Refined long-term risk assessment for fenhexamid based on FOCUS Step 4 §f S
The exposure of non-target aquatic organisms can be significantly reduced by mitigation m resé§
such as a buffer zone. These are taken into account for FOCUS Step 4 PEC valugs. @
The following TER calculations for fenhexamid are based on the respectivedgyorst-case scé%arig\@m
FOCUS Step 4 calculations for the use in vine. S\ § L 6
% o\ Q, '24\9
Y @ NN @
Table 10.2.1.2- 3: TERLr calculations for fish based on ma%um PEC;w es accordi@o F @JS tep 4 é
for the use in vine
@ & Y R § @Q}

Single a@jcation R @ﬂtip]ﬁ%ﬁpplicﬁion & <
N O

$

Endpoint Buffer . & NN N\ 9 Q
(ng/L] (m] Scenario PE%%/I% TElg@f 0 PEC@f[pg(/f@)> TE\& N
D6 (ditch) [82%7 « 7 122 @ %4690 o & | .
RI (pond) J0.567. 0 <178 . ¥ { 0£65 117 & @
> RI (streag|7.333>  @[13.87 & 6452 I
NOEC 101 no drift S
reduction |R2 (str@é%) Q&\&Q é\g @ @§9 ©8'64’§2 i®'7 f

R3 (sheam) (034 S Jo8 & @7 9495 OfiLn”
R4 (streant?]7332  [1380 < 7| o8¥s51.0” 157
Bold values do not meet the triggersQs N S ‘o & @)% & © o

W OO o SN L9
The TER of 9.8 obtained\ for the @)C@tecelgrio Ré(sing@ppli@ion %@Just slightly below
the trigger value of 10, All ot@ sce@rios arg ab he tfiggeref 10. Tf%refo@g the long-term risk to

‘2”\? o
fish is considered Eﬁacce@abl@hen z@uffe@ne § m is@ppli@for t&e\use in vine.
s .9 X < 2 @
NS NS e
Conclusion © @\ AN & N & %,
Q @ . .
The long ten@rlsk ISI@)OSGC@O Féﬁhexa@ W@ is epta@le for the use in strawberry and

tomato withgut further r?r&ligtigati&ﬁ%&neasﬁzges a@for tH®use @ Vine@hen a 5 m buffer zone is applied.

3

N N
A . & . § ISP & N \©
ITIA 10.2.1.3 A for Daphnia©" = S

- (&
C0mp0111(é$ %}@iesf\ § Oc%(gié@ %@ ][E;Fg/cls:iv,max TERA Trigger
Crop: Vine @ & Y
Fenlitxamid % |D.fuadna O |EE5 QO > 18800 [25.86 > 727 100
M24 o D mage®  @]ECsie T >20000 [1.664 >12019 100
MI2 R} D. mgha S [ECso¥ 12600 [1.529 8241 100
M3 & D nugna, JEEx 138000 [1.701 81129 100
Crop: Steawberjy (highrate)
Fenhexaiid o {D. mifgna ECso > 18800 [11.88 >1582 100
M4 @ @ |Diwagna ECso >20000 [3.054 >6549 |10
Mz & D. magna ECso 12600  |0.639 19718 100
m39 O D. magna ECso 138000 [0.791 174463 [100
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Compound Species ﬁ:;ﬁ?mt ][?lfg?i‘iv’max TERA Trigger @
Crop: Strawberry (low rate) S @?b
Fenhexamid D. magna ECso > 18800 [9.145 2956|1008 &
M24 D. magna ECso >20000 |2.914 > 6863 W & e
MI2 D. magna ECso 12600-, [0.500  *o[25200 {100 - 7 &}
M39 D. magna ECso 138000 [0.587 @ [235094 <710y @
Crop: Tomato & . O NSRS
Fenhexamid D. magna ECso < 18800 [8.918)° . [>2109 100 © g
¢ 4
M24 D. magna ECso  @F>20000 [2291 @ [>8%0 Olioey @
M12 D. magna ECso « 12600 §».g479ﬁi§, %30%\® 1@% B
M39 D. magna ECso © .« 138000,70.598  29]232923 &lioo %

% . “@ \@ X % @
The worst case TER values for fenhe@%md Jmeet th@eqm@@ trlger md%catm@n a@c\;geptabl§cute

risk to daphnids for application of F@exa@iﬁd W@O @, § @ @
S
@)

Q 2 @’@ @ § o @@ @? \%
A 10214 TERwr fo@apl@a CEF IR L R
S &@ @@ . O

Table 10.2.1.4- 1: TERv.T, c@ulatw&for @ﬁhmrgsed@n@;;ax gECs@ues@org&;g@ to FOCUS Step 2

% Q
Compound @gﬁpecie@@ {&\9@ ﬁlngi]@nt \@6 \O;\Q fll v]”"aéx I@LT Trigger
Crop: Vine S m& WD > @V @77@ & @
Fenhexamid r\© ;}@ magnts & |NO]%§ &?000 ©12§8@ Q |39 |10
Crop: Straw@rry@@hra&gg SN © @® ® @
Fenhexamiéy D, magngf@ NOECEY 1600 ol11.88py 84 |10
Crop: $ftawberry (log@ate) Q @Q N Q
Fenhexamid  \[D. magna =, [NOEC '~ 1000  [93+45 109 |10
Crop: Tomato @g N (3 © S
Fenhexamid _ @@ m%@z @@%VNO,Q\@ @000%Q [8.913 112 |10

Q
The Worst;%ase TER mh@s f@e -\- 1d @eet t requlred trigger, indicating an acceptable long-

term IIS@ daphmds appl@atlon 0 Feﬂ@xa@d WG 50.
% § @
N \ Q @
IT1A 10.2.1.5 @%TERA for@@l aquaatic insect species
No spemﬁcg@%dl %n tl@ute&oxw@ of fenhexamid to aquatic insect species were conducted.
However,& ron@tudl@addgssmg ﬁ@lg term effects on the sediment dwelling insect Chironomus
rzparzere @for&e w@the active substance fenhexamid (please refer to Point 10.2.1.6 of this

d ‘erv (O
ossn§ @@ @@
& &

&
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IITA 10.2.1.6 TERwT for an aquatic insect species @ S
. <
N
Table 10.2.1.6- 1: TERLT calculations for C. riparius based on max. PECsw values a@@rding to F(i @
Step 2 (3 o\@
. Endpoint PECsw,ma % Q... 2
Compound Species ’ TERLr °«_ |Trigger Y
P P [ng/L] 9 |ingnl < B ES
Crop: Vine Q\g @)@ NS ©&
C. ripari EC 114 25.86° 4415 0 o
Fenhexamid rparts = % X 0 9 @© g
C. riparius NOEC @OO ug/kg 6763 ngtks <]5%92 & |10 &
Crop: Strawberry (high rate) o  ° 9 o 2 @g

C. riparius ECis S 11440 \\}11@%& oS 96@U 1o

Fenhexamid
crexam! C.riparius  [NOEC 180000 witke 3330 gl V 3063 S |10 o
Crop: Strawberry (low rate) O‘?\?} ‘N Ny % ® AN §@
, Cripariis  [BCis .~ 11460 |, S loaes O g &o §
Fenhexamid —— = %
C. riparius  ONOEC™ 140000 kg 2618 pglik V 1820 & |19,
()
Crop: Tomato Q & N Q@ (®© f\\@ mQ o
. , Cripariggy  {ECis @ 1140 @?lsofs o [120 . Jio
enhexamid - ~ o .
C. riparius NOEE 100000 pprkg 2498 pghke D 14003 O |10
D ©O D o 2
PECsed max. & ) @@ @ wwr § @ .
. X

~ NN
The worst case TER xalues @fenl@xami@neet re&@red ggeg&indicai@ an acceptable long-
S

term risk to aquati@%ecti fg@r) ?p§ai fie@xm@d W%S 0. S

O o & O
NN O Iy
IITA 10.2.1.§ T@A fopan a&ati&@us%cem@@seci(e@§ @
%

No studi@es@on aquatic gé:grusta%‘?ﬁls o&?r th@ daphaids gre req@ed since the product is not an
insecticide’and the active subStanc o not show i@i@tici@k mode of action. The risk for these
organisms is covereéd. by thaxaquatic risk asSsessrfrent provided idwthis dossier.
g ykqgo\@@@% pé i
@ & o
ITTA 10.2.1.8y TT f@} an _dquatiotrustacean®pecies

S S N
Please ref ?point IHA2-§ ,§ . @@@ @6

& o Q& Y&y
N . Q .
I11A:10.2.1.9 @RA @[ an@uat@@%as ropod mollusc species
No}udies on aquatic g@tro @ molluscs &@ deemed necessary according to current requirements.

The risk for t}@@e or%nisrg co%;%d by@e aquatic risk assessment provided in this dossier.
N

S &7

& ¥
IITA 1@1.1(@ TERYr fO@%ﬂ aquatic gastropod mollusc species
Plea&%fer@oin@/\o &1.9.
N o TS
y
IIA 102.1.11 TERur for algae

The risk assessment for algae and higher aquatic plants is conducted together. Details of any higher
aquatic plant study if necessary are summarised in section 10.8.2.
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& &
Table 10.2.1.11- 1: TERLr calculations for algae based on FOCUS Step 2 N\ é§
. <
Compound Species ﬁ:‘g‘;{?mt f::gﬁiv]v’max T C?T Trlgg@r O @Q
Crop: Vine é i,@ @)
Fenhexamid S. capricornutum |E,Csg 8430 (4 |25.86 ¢ 7326 O N o
M24 P. subcapitata |ECso 14208 [1.664 o7 [8534 O (100 7| «
MI2 P. subcapitata |ECso 25000 15290 [ le3st | o 40
M39 P. subcapitata |ECso 10000 [1.70R o -[>589 <Jl0 © ¢
Crop: Strawberry (high rate) & N - @ Y9 \@@
Fenhexamid S. capricornutum |E.Cso &, 8430 @1.88&% 710 @@ N S
M24 P.subcapitata  |ECyp ©  «5 14200 3.0 & J46500°  &J10 =)
MI12 P. subcapitata |E&s0d >« >25000 [0.639 2So124 108 O
M39 P. subcapitata [5Cso + > >@P0O00 @’7910 126827 1O ﬁ§
Crop: Strawberry (low rate) QQ @\9 N <) &1 @ .
Fenhexamid S. capricornu@n ECY S 8430 &45 m@ N 108,
M24 P. subcapitgra® JECs0 o7 14200 914 Q{81307 |10
MI2 P.subcaptata “NECso, 925000 (0500 o [>50000 OJ10
M39 P. subcapitargs  [E€S) o> > 10000 0387 S 17036, |10
Crop: Tomato N 9 § KN SN v\\x @
Fenhexamid Ssgapric@muun|ECsO 3430, Y [8.918 |46 10
M24 QP subcapitaS” |E@h O 14280 2291 O 6198 10
MI2 S|P, swbeapitara”  FECso 295000604798 G>52192 |10
M39 7 |RSubcapitata S ECgy 100007 0.5 [>16835 |10
Voo = S 6 & 0 @
The worst Ease TER values fordg hi@ld n@t the r@ﬁulr@ trlig@’s indicating acceptable long-term
risk to ﬂ@ae for apph@@l%on enhéxam &\NG 5@
O O & S oS %
TER for aquatlgﬁ

TER calculati%s for @na 8§re@ted@mthe @owm§ fable:

©)
Table 10. 2% Jd1-2: TERLT@lch S ns f@;gﬁl:ﬁquat@%lants based on FOCUS Step 2

o, En lnt PECsw,max .
Compoind QSpec [ . @ (ng/L] TERLT Trigger
Crop: Vine @@% @Q\ R &
Fenhexamid @° [Lemngbibba [YECse>  >2300 [25.86 > 89 |10
Crop: Stray@rry&ﬁh r@@ )
Fenhexamid” & |Léwina gi TeC >2300 [11.88 > 194 |10

S &%ba 0 :

Crop: @‘awb@g@y (low rateg@
Fenfexamidg,~ @Lwﬁm gibba  |ECso >2300 [9.145 > 252 |10
Clop: Tamgito =5
Fenhegipid |Lemna gibba  |ECso >2300 [8.913 > 258 |10

The worst case TER values for fenhexamid meet the required triggers, indicating acceptable long-term
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risk to aquatic plants for application of Fenhexamid WG 50. @" S
. 5 &
IITA 10.2.2  Acute toxicity (aquatic) of the preparation @,Q &@ ©®
IITA 10.2.2.1  Fish acute toxicity LCso, freshwater, cold-water gecies ©® @§\ &
% ° Q %
© KN AP
Report: ki 10.2.2.1/01; | ¢ S’ & o &
Title: KBR 2738 WG 50-Acute toxicity @6 hours) to @fﬁbow trout é\a Q @ &
(Oncorhynchus mykiss) in a semisgtatic test. Q s° & & © @

Document No: | M-006209-01-1 (Report No: DQM95042) ~ L @ % (O o @
Guidelines: OECD Guideline No. 203 "QECD-Gtidelipe for Testing 6F S(?}ca]&'\ﬁ]ﬁsm

Acute Toxicity Test", upd4ted apddopsd version offaly 171992, .
GLP Yes (certified laboratory}, , @ @ ) - S ’ Q
3 Q RS
. NI & S N & &
Material and methods: A O N & Q" O
Fenhexamid WG 50, purity: 49 %, @@eciﬁ%ﬁom{@toh@%: %@ basedt on &8/&&, Déyelopment

No.: 170928), rainbow trout (Oni@rhyr@hus W%kiss/ Iop F3/:96): 10dish test ncenézftion (mean

body length 4.7 cm, mean y w\é‘fght 19 g) § 96&@ un@ semistatic ndiggns to nominal

concentrations of 0.94, 1.88,%.75, 7.50 an .0 test substaneg 7 L.. S %
go0mghopg gl

o O Q&S 9

. . 2 § & N S S

Findings: Toxicity to fish® N v NS
& Y S g & ¥ O & S
Test substance A/«@Q v @K’ Y § & ~ @W G0
Test object § ©§ {;\w) NG Q @U O§Rain\]€g&' Trout
Exposure A(@w {(\© S & &@' ﬂ%& e 96ﬁ§§emi—static
LCo(mgai/l) © % o %\”’ o 2l 130
o, = ) N J &)
1 t d. . wit t EC Ai/L 0.92
o.wes t@ conc wtg@’fic }r@ )@ a.l . r\}@ K Q o)
highest tested conc&hou‘c &eﬁfect (}iQEC) § a.i/IN G %\ 0.46
Threshold effect @cen‘m&ion, 1@ (me@LO&@QOEC@mg %/L 0.65
) O °

N

e O .0 o . O @
Observations O O O S N
The results\in summary a pr@ed i%%e QT@@% a%g(@e. Nominal test substance concentrations ranged
from 0.@0 15.0 mg@@ Ané@tical (%ta sl@ve “tnean measured levels from 91-96 % of nominal, so
nominal values wercsuse Sl rep@ing. @e Z§l1our LCso, NOEC and LOEC values were 2.66, 0.94
and T.88 mg test substari@/L, eghivalenito 1

N & @
s & &SR

Conclusio N @
The ECs@as be@calc@ed 6@5\2.66 rﬁ product/L (corresponding to 1.30 mg a.s./L).

, 0.46 and 0.92 mg a.i./L respectively.

&
§§9 @@ @@@
@ & <

&
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ITITA 10.2.2.2  Acute toxicity (24 & 48 h) for Daphnia preferably Daphnia magna @ S

s @
Report: K11 A 10.2.2.2/01; || 095 & R QQ
Title: Acute toxicity of KBR 2738 WG 50 to waterfleas (Daphria magna) Q \@
Document No: M-006218-01-1 (Report No: HBF/DM 144) %ﬁ © . <) %@
Guidelines: OECD 202 and EPA FIFRA 72-2 VU @ D @Q @
GLP Yes (certified laboratory) 'S ©¥ 9 @@ <3 C&(@&
%@ Q &' &Q % & &@
Material and Methods: ‘(} N @ RO o
KBR 2738 WG 50, purit: 49.6 %, Spemﬁcatlo (Batch @ 02%% ac@ing®452\3%021 %:sﬁrst
instars of Daphnia magna (< 24 h old) 1n@ stati @test &St@ﬂ@’@f@@@pOS@%@Of @ h to%l ominal
concentrations ranging from 2.02 to 202 mg%form%tlon/@ Q N

)
T e s §,.° €

<N >
Findings: Toxicity to waterfleas ,\Q@ (5%\ (§9@ {&\& 2‘”\9@ @}\ @Q é\g S)
Test substance {(\&\J RN X D &&G 5&? S %@9
Test object @ © 5@@?) @@ @® @K\ajphn@agn@& S
Exposure 'S S NS %N P 4&8@, static > é
ECsomg a.i./L © Q @U @ K Q 1%0"65\% 7 G
Lowest tested conc. With effect (I%EC) rng a.i /}@ @ § 32 §
Highest tested conc. W@?éut tOREC ei@ (NO«%C) m@ /L Q é& 18 g\ -
Threshold effect co@/ﬁtra‘%@@ TEC%wa ROEC- NﬁE&@Fg a.i 28

O s N S8y

Observati0n®© @6\ @) & ﬁg@j @ § %

’f(l);e relsulgign summary ?gfe pr&@eﬁg@e T@e abo@ A]@lytlcag@ata showed measured levels from
- o of the nofinal. Nomina} values Wer§he Q@e ap@e)prlate for use in reporting. The 48-
hour ECso value fap ia magna ex@sed te Fe@&exam@WG 50 was 211 mg/L test substance,
equivalent to 1053 a.i/L. \ @’

The NOEC and L uesyvere é@’and 6§ mg Nfest @tance equivalent to 18 and 32 mg a.i./L.

In comparise@®to th€ECs § d I\QEC valyes fompad 1n§51m11ar test on waterfleas but using KBR 2738
technical a% (> 18.8 and+10. l§g a.idtresp S nne@ll chapter 8.2.4) there is very close agreement

with th@?lues from @%)50 WO stud}@ ©\
AN .

S

R R . @ @ N

Contlusion: § @\ N §
@* S ol S _

The ECso has keen ¢ eulatﬁm 21“§ng pf@iuct/L (corresponding to 105 mg a.s./L).

N @
%©%©

SN N
) @
ITA 163 2. Ef ects Igal growth and growth rate
ML Ellects ailenl g .

S @ ~
N
Képort:? KII‘I§ 10.2.2.3/01; || G999
Title‘©>) KBR 2738 WG 50 — Influence on the Growth of Green Alga, Selenastrum
) capricornutum
Document No: | M-006205-01-1 (Report No: DOM 98086)
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Guidelines: OECD 201, EEC 79/831/E, ISO 8692, ASTM-Guideline E 1218-90 Q0D

GLP Yes (certified laboratory) = \ §
Material and methods: @’Q & ©®
KBR 2738 WG 50: a.i. content, 50.3 %. Name of sample: 50 WG 0425 8/0%2 Batch N& 299@00 9
Selenastrum capricornutum was exposed under stati (@nditions ke cultures%ﬁor {% h @
following concentrations of nominal: 1.0, 2.0, 4.0, 8%

16.0 and @ 0 mg pro@ct/L@re §ste

Analytical determinations of KBR 2738 WG reveahat all me%ured concent@ons
day 3 ranged from 76 to 105 % (average: 99 %) rmnal Calculatiof@are do &ﬂoml al valysgs.
@ S 1@% O %s

Q @ \ 6\ %
Findings: Effects on algal average growth ra& @@ ", &% @%7 S
~y ROl v S S °
Test substance w\ﬁ °\@ NN Y (égBR 2738 WES0 Y
Test object @} N @ |\ Q t@Iena%@n ca&momlﬁ
Exposure Q% XN SEANN @ 72@@&&0 &
E.Cso mg product/L Q % - D ﬁr@ @© @Q @.30» *

Lowest tested concentration w@@ffect (NDEC) @mg Q@uctﬂ@ 4 @% O @Q 8.00
Highest tested concentration v%thout&gdverse@ect (NOEC) in mg p&%»uctl& 2 4.00

Threshold effect concentratich, TE@geO@gic & L%C —NOEC) $ @
in mg product/L S % <

S Y Q"

2 S ;
S S QA N
Conclusion: > § @ § §9 @ © &

The E,Cs has b@cal&@ted &%%36 3 mg pr\%uct/l_&% 26§>g a. s@)
N
& o & &
IIIA 10. 2%4 D@rm&r eﬂ}larl%e or%msm@ute %Xlw LCso/ECso

Accordj \to the curref dat qu1r$ nts, no st S 0 “@arm@r estuarine organisms are necessary.
The potential risk ~£q this& orgmlsms § coveged l&i the @latlc risk assessment provided in this

dossier. @@@ %\ 0 @’ @) @@
ITIA 10.2.2.5% Né@ e @imi@t in@tepr&s, #éute toxicity LCs0/ECso
N

According¢o the current @ta r@ire S, n@udi@@n marine or estuarine organisms are necessary.
The po@i 1 risk er@ﬂlese@anis@s is@over&g\ﬁby the aquatic risk assessment provided in this
dossier. Q\ AN AN @K o

¥ - O
A 10.2.3 o @M crg o@esoc@m study

No mlcroc@ \nes %udiere performed with the formulated product. Based on the
toxicity @ta a@apph@&tiov@%te of the product, the risk assessment (TER calculations) presented
abovesgdicateyacc bl@i@k to aquatic organisms. Therefore, microcosm or mesocosm studies with

th@@mud prod@uct @not deemed necessary.
&
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IIIA 10.2.4 Residue data in fish (long term) D

The steady state bioconcentration factor for fenhexamid in a laboratory study with Bluegill: nﬁsl§
was determined to be in the range of 132 - 185 for whole fish (mean 159, see@ 8.2.6.1/01 @BU pabyt

ITA, 8.2.3/01)). When exposure ceases, the radioactivity is depurated with a H&If-life of le than-d day.
Additionally, it was considered that the BCFs obtained may have be&i%pverestimgé@ bgc&e gg@
calculations referred to total radioactivity (including nt compo and meta 1tes)\ﬁshis 5 @
confirmed by a residue analysis. The BCF for the parent compound@whole ﬁsl;\g@as eate@@ be é

about 80 (ITA 8.2.6.1/02 (EU point ITA, 8.2.3/02)). @} S Q @© @Q}
Therefore, a study on bio-accumulation of the foted prodict% ﬁ%@is no@onsi@red 1@0essa@&
0 .
) é@j O %@’ @6\ \% :§
I11A 10.2.5 Chronic fish toxicity data %@ @é’ Q@ ©@’ v é S\ %
Chronic studies with the formulated sproduct, we@not 6onside§d n@%ssag, as f@ r§ ant
information can be obtained from studi@s W]%i&he a?cq\g@e 1n§§edle£9© %, § Q ®)
<
IIIA 10.2.5.1 Chronic toxic(28 éy e?@pQ()suﬁ&)@to § eniléfish @@ § %@2
See statement provided under P@in II@ 0.2@ @6 Q) © ©© @©® S

@ $
o R
IIIA 10.2.5.2  Fish earﬁf%ét}ge @icit{test @ﬁ &@ 2 o
See statement provided u{%%r Po@ IIL@;?O.Z§§@ o o § @ @y\}@
@ RN
A 10.25.3  Fighlife (@e wt  © Qb \ig\© & IS Q\@
See statement pro@d u@rgder I:0§ I .2.5,@ V> N @
N o
O N S NN N
S T &

IITA 10.2.6 (Zﬁonig@oxi@%i to %uqﬁ@mv@br@s %@

N
Chronic zg%dies with the ula&@proﬁ:t ere @ COQ@Qred necessary, as the relevant
*Subs

informﬁgn can be gk@@fnecd fom studies &Q&h the@ctive tarteks.
X

SO Q QB
ITIA 10.2.6.1 @@ro ic :g@?ty @Dagﬁ%’m n%gn%gzl-day)
See statement @rovid@lnde oint@?A 1@2.6. § @§
S Ch O NN N
I11A 10.2.6. Chro to@ity @a r%?ese@%tive species of aquatic insects
i int IffA 1026, -
See stat@ent prov1¢<3\(%ndel@mt (@6 N

MIA0.2.6.3 Chronit tox

(/@@

N SS9
ity f oith representative species of aquatic gastropod
B

N
@Qmolll@’cs &Q @
See stateme@rovid@ur@l’oi@lA 1.6.
N @
%o Q

S O
IITA 16.2.7 & A umt@on in aquatic non-target organisms

O

)
Bas@mﬁmfo@tio S0\fven under Point IITA 10.2.4, considerable accumulation of residues of the
pr%uct /or metabolites in aquatic organisms is unlikely to occur.
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IITIA 10.3 Effects on terrestrial vertebrates other than birds @ ) &

Toxicity of the active substance S
The summary of the toxicity profile of the active substance fenhexamid to ma@@mals is prm&%d u@
following.

° %”\g
RERS
Toxicity of fenhexamid to mammals VC@ & S @Q @
A summary of the toxicity of fenhexamid to mammals 1s provided 1@&: followm&@

%@ Q . & O

- : : D" Q & 5

Table 10.3-1:  Toxicity of fenhexamid to mamm selected stl%ies) . @ &
@3

Z
Test species ‘Test design‘ Ecotoxiﬁ\ﬁlogic;}ﬁ?ndpg?} g\’ % @%efe‘}%ﬂce
Fenliesami @“@ O TS & o
TS s a8 -
Rat acute, oral LDs %500&5@ as\ﬁ%gb N @ 20640 @
N & & d 8-01
& @ % N N 52.6

Two. R & Q | (1996)
. NO@Lrepm%ﬁlon and 76. %‘@‘\, g a.s %bw y O B&8008
Rat generation Q& pup ( 50 mg /k%b oo d&@ @ @M_ 060352-02-1
study v
I 5 @ cJIA5.6.1
~° % § - o~ &S
ndpoin @. 0§al for@ild m@e ! Ag uctn ris} @essment

Justification of the e

% o &
The EU list of en 1nts r fen@a ﬁEFSA rev@rep 0649 IV1/99gev.2,(19.10.2000) refers to
two “short-termeyal t ty &t}dles conci%}d w thdogsgsepo g a NOAEL of 500 ppm (18 mg/kg
bw/d) in the ar ﬁ d) iii the 90-d study.
These effect ons%d;ered pI‘OpI‘l e fo\ se 1§ERLT®310Q{7 ton for wild mammals under the
EFSA GD %09 for rea&gns suymari below:
S N $ § &
The entry in the EUlist of «endpoints fo %hex@mid is base Son the most sensitive parameter in dog
toxicity studies, @101’1 was t 1ﬁgmc@ance @gf “H ies”. “Heinz bodies” are small round
inclusions in er%oc aggassoctated to the jydrer surface of the erythrocyte membrane.
They develos a® seq@lce &b lon@astl@ oxid@tive stress to the cell by means of drugs,
chemicals of$ 1ns @é’spe \ S
@
In toxi@glcal studlg@wnh@nhex@fnld,@lch formation of “Heinz bodies” was only observed in
longer lasting studi€yin s (after > @%veekg@but not in mice, rats or rabbits, even at markedly

highé%’doses or aft%?lon@ e)qg@ures Q @

@
glléﬂ e exﬁ%ure of dogs would be expected. Under EFSA GD (2009),
the most cptrcal twil mal long-1&m risk assessments are usually conducted for herbivorous
mammals {w 1c}§§fe b epr§e’nted the rodents and rabbits used in the toxicological studies). The
t

expos \g) fs \;’ wild ma s to fenhexamid in the field is not long-lasting (eg, mean DTso = 4.7
dagg Q‘Qﬁ' tiong 2010, KIIIA 10.3.3/01, M-384914-01-1), and rodents

In the field, if@@y themonl

or its digf not I@sen@einz bodies in the studies with fenhexamid.
<
@
Thus, t& occurrence of effects on “Heinz bodies” in species represented by the critical generic focal

species scenarios is unlikely in the field. Furthermore, the wild mammal risk assessment should be
based on an endpoint more clearly related to population sustainability.
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It is therefore appropriate to propose for the TERLr calculation for wild mammals an endpoin@ N
the more relevant studies including reproductive parameter, i.e. the devel()&nental tox1c@;®)> (DT

studies with rat and rabbit, and the reproduction study in rat. @@ & Q
N
The endpoints of potential relevance from these studies are presented in thfégable below.§ § 2]
< . IR
2 e g S N
Table 10.3-2:  Toxicological endpoints including reproductive parame R
g P g reproc parameteys @ S & o
Study (overview) LOAEL @ AEL Q X O 2
Rat reproduction pub bodyweight reduced by % over 500 g/kgdbw/d N
@
(Monograph p 65) lactation days 7-21 at 500 % (dgs durmg lactation 9 N
Rat DT Very slight maternal toxq%lty lo%fng/k@ @Q{lSld%&r acc le twithout fteed for
(Monograph p 158) bw/d (limit test) S) o %OAE@Quan ation
Rabbit DT Food consumption %atern@awelg@gam Q100 méfkg @/d Q @ﬂ) K
(Monograph p 159) |, placental Welgh 30‘6\mg/lgg%bw/d D §

Based on these results it is propose@ c §E§1der N&@L Qggl rr§,g/kg @/c@@ﬁeved%%e by

females at 500 ppm) during lacteg@n as @onséiwatwé&i“ler $65t1 man%%fal TER¢t
calculations. @@ @
@ & @

S i TS @Q @ $ &
Toxicity of the formulated%i;rodgt Q
The acute oral toxicity of the fo ate%b as de@{:rmmed 1n“@tu(®n ra&@

S N
S & @ § & @

VoS
Table 10.3- 3: Ma}@ahan @xw ata (@the f@ula@ produ@ Fen q%mmiﬂ%}\/G 50

Test species @%t des@@n Q\E))cot&ﬂcolog%cal en\@‘%mt @2 @§ @ Reference

)
g & S < -
Rat @ a@% orzzil\aD %}% %20%@%@ ?Zgbkg bv@§ y\?@ 24227

S

M-010213-01-1

D S S & & Q@ \@’ KIIIA 10.3.2.1/01
@ @) IS Q o
%, N . %? .
For the risk asses ent oéﬁfen @amu&@e acute en@mnt has been chosen from the study with the

active substance %or theSfollowdng re@‘n Y
S
The formula G w @sted a L@ dg@)f 2&@ mg/@ bw, and the LDso was set at > 2000 mg/kg

bw. Howe%ejr the study @ a@/e i dlelé@hOW@ at the compound is clearly less toxic than the
tested li ose in the@judy @1 the@orm@a‘uon\%
S o a b O
Me&%olites > @@ "\@ Q §
Please refer to r@marks for bi@g? poimt 10.1.&
R

Sinsioe meimat, 2
Risk Asse en@ maipmals Q
The risk @ssessgient précedugedfor wild mammals follows the same principles as described in detail
under@nt ]@ fo@&grds $&! EFSA Guidance Document on Risk Assessment for Birds & Mammals
SO L

$

Mam lian generic focal species for Tier 1 risk assessment
According to EFSA (2009) the following generic focal species have to be addressed in Tier 1 risk

assessment.
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& &
Table 10.3- 4: Relevant generic mammalian focal species for Tier 1 risk assessment N\ N
A @
Shortcut Vall@\@V)m
Growth stage . . Representative @r long-erm [“MFor aQute
Crop (BBCH) Generic focal species species o RA based o> se
- RUDy, U]iggf
i )
> 40 Large hflrblvoroushr,{lammal S° Brownh {g) 3@5@ ) 8%@ &@
agomorp « A Q@ ©(<\ c&b
Small insectivorous mamgjal & Q
" s >20 “shrew” Comm@ shra}v@ ES 1.9 o < 5.4{\@
ineyar . N i O @ @
> 40 Small herb‘{vorogs %mal@ @lmoﬁ\mle o @7 %, 360
vole't RS S *
1 @ Y U@ @7 ©
> 40 Small om‘1‘11V0r0u§ mamymal O W o@mous@ o 2.©§ <@% 5 é
1 (VS \1 @ & N N O
> 20 Small 1ns@vog:§s %@ o\&mn&@shre% Q_g éﬁ § 4
s I SO S @ &
Smalkherbiv@ous mammal N @'@ $ 2
> 40 voron S oncyole i 54.6
~ Goled SO 1O & P o >
Strawberries % D @ S S S N
> 40 ~arge 1@”%“5 marfifal <, deivbit & 570 14.0
@; ) sl C - >
>40 | Small omévoro am’@l SWood Souser ] <1 6.9
ESE mo 2 |9 & \@
Fruit Stage 1vor@ys ma N . & N b
_@ " §g i nial @ @Arowil@ i 9.3 23
~ S K2R
sy Sl Wectivious magy \‘al Comgfion shrw 1.9 5.4
Fruiting | Q D O “shr ey éP A @
vegetables o R
G 250 S‘@” he]%"oﬁo'@mmn@p @ omm@ir vole 217 40.9
> @ @ W o 1S
AN T 1 N
@Q AN S Omnlg. o %mma Wdod mouse 2.3 52
D Shortcut value ba@ on unit 01ﬁe tomi%t@ acco mgt A (2009) Appendix F, Table 1 (RUDm=12.8,
RUDgo = 30.6) at@an FI fo tead@RUD it spegitied for gourds (RUDm = 34.3, RUDgo = 61.5)
¢’ \°
% SRS %ﬁ f@
o & @ & . %
%o < SN
. CANO RS
N N
C &S 8
@ < Q & ©@
& &S
S o ©
@’ @@ N o
S
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ITIA 10.3.1 Toxicity exposure ratios for terrestrial vertebrates other than birds@
D
@ @® @
Summary of calculated TER values for mammals @JQ & S
D
3 o &
Table 10.3.1- 1 Summary of all TER calculations as given un@ points 10.3.@1M y;\ KN é\”
@ 2
. & ) Q
su?)zzl‘;fce Crop Generic &cﬁspecies @Q SV §9@ERI.:{\ §eﬁfr{\\@£en&
Large he h Forous mamn@ o & @
e @%@
Small i ectlvorous Timal's, fo
Vine N W W\’ %@4 @89@ No
(2 x 0.8 kg/a.s./ha) Smll he@lvoro@nam n’Z‘ @U@ 01 o
i
i\’Sm \nmvg%us m@nmalg ) " ©
& al omnisarous S @.2@@ 925 | 6§
% &Qb\ll 1ns@\ivor®® ma 1
@ ' “shrew”” m@é @@ f?;§ g@g % No
@ Smaﬂgher?@o ma] © <
Fenhexamid Strawberry @ le” @@% ) §4'65§Q =Y No
3x1.0kg a.tsj%) D Jaarge herbworou%ma]&fg%f L9 > %23 N
o é& o dagonférph” &) 0
. & Smalomniyorous &lnmal\ﬁ S
SN §>\’ @%use§ N N 6.9§ > 453 No
Q (3 Fru@({ us tammé4D N 5 ) =187 N
& & = mjw e 0
Small
@11‘(1 %{iet %s v m& msz%hrer‘zlg@'amrgl 5.4 > 772 No
E ?é% s/ha) Ké%auc%e” bivorys mazs 409 | >102 No
9
o 2 ?”\9 Sm&¥ omnivorous@amm4D’
> oS @ i Ou&g& { 52 | >80l No
) worst case, covering lewer rate"@g”\fjx 02%5 kg a,
2) Shortcut value base@ Snit spesified fog tomat cord endlx F, Tablel (RUDyo = 30.6) and an FIR/bw
for rat =0.73 mstea@ RU nit sp. ed f( ourd% Doo 15)
@? ?%
& & Q < N O
¥ o K& @é
<) N @% y %o
@’ NS ISEREN
Q& AN NS @
. D SN o
N (g @\ R Q
> @ A
@ < Q & ©@
S
<
{x’ O @ RS
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Table 10.3.1- 2 Summary of all TER calculations as given under points 10.3.1.3

s

or g&lﬁl S (%Dm

Active . . N @
substance Crop Generic focal species SV% TERLT Re@ n ment
Large herbivorous mammal 3@§ 36 & N Q\@
“lagomorph” (&
Small insectivorous mammal < g ©
Vine “shreg?) <Y 1.9 635 °\@QO é\g
(2 x 0.8 kg/a.s./ha) Small herbivo%s mammal & © N Y
21.7 5.6 &
égole” @Q 4 D @I)%g Q
Small o orous mam S S @
Q@%mouse @@Q 23¢ \;{ @@No <
Small ectlvorous ma& N\
‘@m 9 38 % N&
& I@V @@ - -
S lhe oro l 0 O
. Strawberry @53 “vo Q g 2§'\9 3'36‘6 3 /@%Y S
Fenhexamid )
(3 x1.0kg a.s./ha) Par &herb@fous mal% @7 k13 ) §
§ R
Q all opwivorQuyma 1 §/
3 No
§© @%% ‘mouse V S \gj 9
ugivorpys marnm al ) o
o 12 % é@fw L9532 (©10 No
° @fa NSy
Fru1t1ng vege ables &%ﬂin 1nsé@21}:/;r§ys ml lo %) L9 9 No
(3 % 0 %a?s By 67 S‘§§ herbivorous mammal’s" keoy 5 4% Yes
RQke % o ayvole’ @ Ly
N N C@ﬁall ivorQl Us mapimal o D)
@ @ @Kﬁ & 4cm®se” @ & &% 42 NO
) worst case, coverin er r&of 4 x 5 kgé /ha
2) Shortcut value ba on N unit &Q}mﬁed for tor%f acco g to E&A % A 1x F, Table 1 (RUDm=12.8) and
an FIR/bw for r% ad ogUD ux@%pemﬁ
@’

Conclusmﬁ@

Accord@ to the pre@%ﬂed

@ ass@rilent an
after use of F enhez@md V&@ 50 @desc

exg@ur

@2
& &
@ ©© @ .
Q A
IITA 10.3 1? Acutedoxici
) © S

Q

Tier 1 acute toxicit{lex rer fo
& Q,@e ) @J“’

@

& @

d n%ﬁlns d@gswr cag\be excluded.
&

0&,
©\@@@

e@g@tlo @:RA)
&
]* am&ﬁs

cepét?le r1® to mammals from dietary exposure

N
The tier 1 rls]@assessment Qgﬁ been perfg@med for grapes for an application rate of 2 x 0.8 kg

fenhexamlc@at a
3 x 1.0 kg/Ha>at aqiini

and for @rmatogs®for 4 ap;@@a
interval,0f 7 dgys. % &
A PN
¢ £

&

ppl@%lon 1Qerval of 11 days, for strawberries for an application rate of
gg}lcatl@@fnterval of 7 days covering the lower rate of 4 x 0.75 kg/ha
tion rate of 3 x 0.75 kg fenhexamid/ha at a minimum application
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Table 10.3.1.1- 1: Tier 1 acute TER calculation for mammals @" @
LD DDD 9\ §
i i 50 W
Crop Generic focal species [mg/kg bw] Appl. rate SV | MA F§?>DDD TER< 1gg@
[kg/ha] . <
Fenhexamid i é f/\@ &
Large herbivorous mammal @ . Y
“lagomorph” \a 8.1 (@Q 8-‘&} = 5<® S0\9@ &@
Small insectivorous mammal & 9 &,\g é@?} < ©
“shrew” @ & - 901 © q
Vi >5000 ) 0.8 Q 1.3 = ~ 10
e Small herbivorous mammal Qg ' & 8 ¢ @}
“vole” & é@ 0.2 (ox %\ ] §
Small omnivorous mammal é @ o @}’ S
« ” < 2y 075.4 <> 925N
mouse \ Y \@ 8) N S) @ @&
. . °\
Small 1nseSt1vor0}’1s mammal [ RN N S 5 %% (\@ ?6 2579 §
shrew @ N @ S O N Q)

: S N 4
Small herbivorous mamr@% % 4q Q © Q
fvole? &[N Ty @54% 87'4@ i
>

!%ﬁ N
Strawb 5000 1.0 10
rawberty Large herbivorous @ammal &) 9 @6 O > ) @Q 3
« N @ @ @»0 422.4¢> 223
lagomorpht?” - @ OIS o D™ A
Small omnivorous mammal 9 ¥ %
Wy o @ 6:9% 1 | > 453

“m@e” @ 2 §

, S R
Frugn;\gr‘?us" mal@ S é@ L QO ko3 . D068 |>187
Q7 Tatgy %, >

w2 @ N 52 AN
Fruiting Sm‘g e maN ~ & P s4 @ |65 |52
vegetables Sh @V < 0 &%OO 0.79 §” ?1.6 10
(tomato) %@a @;@“v?igs mamiha 4 & @@ 09, 49.1 |>102
. % Small om 'Vorous&@??nm & v @
& %}mu = § 4 < (<§@i 6.2 |>801

N 22" - 3
DS s |
All TER values above t lﬁer ofN 0 forggcute @pos&e. Accordingly an unacceptable acute risk

to mammals frm@the @of e)%@‘% %@‘”’ 50 <%>®ordi§‘to the use pattern can be excluded.

@ O .
R ARSI
& o R o
IITA 1(@2 Sho%—term egﬁ%ure@ tio (TERsT)
S

Not required under Directive 91/444/EE LR
galred under Breolog SV B

N
> o [ &

IIIA 10.3.1.i@%L ng-te tox’@%y e@&osure ratio (TERvLT)

Tier 1 reproductive/longSterm toxici Xposure ratio for mammals

The tier risl@@ssessg nt hds been performed for grapes for an application rate of 2 x 0.8 kg
fenhexamid/halt a mi imwm@application interval of 11 days, for strawberries for an application rate of
3 XS@ kg/h@at a@ni@% application interval of 7 days covering the lower rate of 4 x 0.75 kg/ha

ands for tQratoes for an application rate of 3 x 0.75 kg fenhexamid/ha at a minimum application
- 7S
1ntervf 7 days.
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Table 10.3.1.3- 1: Tier 1 long-term TER calculation for mammals © @
NO(A)EL DDD - R
Crop Generic focal species [mg/kg | Appl. Rate O DDD | TERZxr | Trigger
bw/d] kgha) | SV | MAFn & & Q@
Fenhexamid é o &)
Large herbivorous mammal ©) & X N N
“lagomorph” & 33 Q@ i@}g <§ %@ v
Small insectivorous & 1.9 &© &:{2 §63 @N c&@
mammal “shrew” @ IS q (@) @
Grape : 766 | 0.8 165" o@ & %
Small herbivorous mammal 2%@ %1 7| @ qé% % @@
“vole” . S o R LS
Small om‘Iclivorou’s’ mammal é @@ @&J 23@% b@ 1. % 5% .
mouse @%%9 @ Q A Q| & é
Small insectivorous g\ﬂ N \\ < 9 @ O ko %38 N
mammal “shrew” @ N @ .8 7q S-S (§>
. DN R Q> N
Small herbivorous mamm@g %ﬁ% Q § <§@ § T3 %5
“yole” N l ’ § NEES
Strawb 76.6 04953 5
rawberty Large herbivorous m @mﬁal ”\9@ @@f) @@ @§®5 7 &© @3 )©6 ™ 13
“lagomorphi’ @ O & @nQ o Ql %\%
Small omnlvolrlg;%\\man@al @@ q Q> %1 '~ | © a3 ’
“mo il @\ <
Frugivorous ma@%@al ¢ ©§ 6@ @ o o S 74 10
i A A SR AN
. S inse thOI‘OL@ Q& AN D19 15 51
Fruiting O maral s o | e Q 4l @& @ :
vegetables 766~ | 0075 Y2 235 0.53 5
(tomato) S@fherl@oro @mamrék N S | AW 173 | 44
Volg\\" AN O\C@ § S @ . .
@ N
N Small om‘r‘m{%rou’s’ m&%ﬁmal @% @ @ 2 Qy 18 4
Rl S P
Bold values: TER does ot meethe ti o K
S & TS

All TER values ¢ abgye th &geﬁ%f 5 iﬁﬁ@the @ng -texs exposure apart from the vole scenario for
application %Qtrav@@me@@nd Q%atc\@ThKQ% refifled risk assessment is needed for the vole
scenario. & ©\ %’Q @g@ @
Refine %( assessm@ for@all h@i‘bw@us Jé%mmal

reggned risk asge me is tr@ere@or e&sure of small herbivorous mammals (“vole”) to
fenhexamid in strawben& an@ﬁmtmg ege@bles (tomatoes), where Tier 1 TERrr values of 2.5 and

4.4 were obtali@l % @@ Q&
@

R

. Ren@ﬁ a@ po@lal @reco&ry of vole populations
The Joifit an roup@the Guidance Document on Risk Assessment for Birds & Mammals
(SA @/2 %rai%d the question on the “need for the vole scenario... given the resilience of
tthole @pulations”; é§ well-known fact that voles are able to recover after large population
breakd@@ns, or despite eradication programs with targeted rodenticide use. This implies that the level
of protection required for this scenario may be low, so that the achieved Tier 1 TERrr values

(10.3.1.3- 1) may be considered acceptable.
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= Exposure of voles in strawberry and tomato fields \@ @§©
The available information about the relevance of row vegetable fields as halitat for vole @.@@; J
very limited concern for exposure and risk at the local population level.qFhe optimumﬁlabjt@of
common voles (Microtus arvalis) comprises large open, dry, uniform gras@g areas. Orig@ly ined;
to small-scaled habitats such as riparian vegetation, stepggs and naturai%rassland, \g@%s successfi
colonized some agricultural habitats when crops and gra@and replaceg-the natural yebetation. %@ &@
Annual crops are considered to comprise secondary @Je habitats. K@y are char@erize@y pe@ds (§§©
immigration of voles during mass occurrences @ﬂe habitats ﬁem@ng w§ mulQ—annua@periQ%

of almost complete non-existence. The commoO®/vole may @onizg@@ropg@,w e%)e pi]%%s de

sufficient cover, and is forced to retreat at hest t@@Q A&@ma@%’t su 'Val Q@/olesoﬁn arable land
with annual crops is not feasible where easonaggagric@ﬁral raticas (harg%st, @@ug ifj2) prove
detrimental to their populations (eg, ﬁ%‘&). N > % @Q N @
N RGN SR R
- . . o f B reld e 3 O . ©

Similarly, in a review on the biology of the fieldSYole @@sent@ in @Da Gt@nce@ocument
Pesticide Risk Assessment for Bi@ and Mam a}s (A&gust, @10) @s ped @hat{ﬁe field vole
can be found in farmland whergjit maigly océurs ir%@g@t—asi@nd@erma@t g@langkwhile numbers
in cereal fields are low. N RS N @ o S

& e
In several studies the captgges of&ld v@%s@j§@§able c@ps are fev&?@ g. &991& _

S R
I <. IR 1) ¢ i st s it prfiy o
"\i% SR }é N N

& @ Q @ 3o S
In conclusion, pegxgﬁen Vegg@@ed @%16 halﬁats@ the@@urce&for angcolonisation voles of other
(secondary / sg@@opti ha‘bﬁiats,gi.g. anm}l ﬁilﬁ crop@ The $rime habitats that generally are of

smaller scaletyompédred toQurrodndingis con@ry ats eS@ntial for the survival of local
. . 9, . . '\' .
populatlczn@jmd serve as tEoncgf@abﬁa% for @conda@? ha@tats ig years of mass occurrences in the

. >
rime ats. (O é L L S
pime s & & o O O
DA O a & D
Therefore, if consfgerin ‘%e vode® as 9\; Nleva@focal@peci at all, protection of voles in the off-field

habitat seems to%g)e the key. otec@@h gei%’ To Qredict{ealistic exposure of voles in the off-field,
primarily s drif@@ter @” ap ﬁcatiow@ould%be ta§n into account. A refined TER calculation can
be based o a drift factor'ef 7.28% (S%Qefc@%le fé®?2 applications in vine), 2.01% (3 applications in
field crggd, 77" per@ile) @ 1.85@ (4 @31&&&%%5 in field crops, 74™ percentile) applied to the
inten@d applicati(g,i@ate. I:Q}s ob@us t@ theER values would increase by a factor of >> 10 when
thesedrift rates are consigérd, @s a qu@n‘[it iye risk assessment is not deemed necessary.

N

<

N
. Reﬁnegﬁ‘so m%ie osure-assessment of herbivorous mammals

Residue ine@‘ta oéﬁ@nh@nid g@er application on grassy ground vegetation are reported and
evalua{i@b for @@ivatﬁ%n of@so. The mean DTs over all trials is 4.7 days (_2010,
KIII 10.3&, }%@84 T4-01-1). Considering that DTso and the different time intervals, different
reﬁ@ed s and a refined 21-d frwa are calculated with a moving-time window calculator (Tab.

2 -(2003) Short-term effects of farming practices on populations of common voles. Agriculture,
Ecosystems & Environment 95: 321-325, M-414511-01-1
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10.3.1.3-2). o @" &

S
& @
Table 10.3.1.3- 2: Refined long-term TER calculation for voles exposed to fenhex@d in strawbegfry @n(@
tomato fields calculated with the measured residue decline DJI'so = 4.7 d of fé@lexa@
P

N N ~
SRS > & & &
Based on the measured DTso of 4.9 days,Cthe réfined T‘ERLTSQIues cre 3.¥- 6.3¢ealculgted for the
use in strawberry and 5.9 for the use in fomatg Fhdicatifg agpceptable risk’ SR
& N gyt o> &b‘ ish SIS
Q \@@ @)

Overall conclusion -~ é& O @& & N Q \@9
Taking into account the @ resilience@nd p§ntial{0r regovery Gﬁvolc;é(}?eci@me low relevance of

row vegetable fields ag habitéffor @e populations and\e@nor ali@&ic resig@ decline of the active
substance, the risk @smal@heoro@na Is f@ﬂn th@use ofFenhekamid WG 50 is low and
acceptable. S & N N 9 SN @

NV e Y @S
Long-term rl§( as@m%@‘or %:amméﬁ drirfking contaminated Water
For furthetetails, refq&ence ig_mad % Poi@\ 10.1P of ilys dosgier. However, according to EFSA
Guidaxg@)ocument @Bir@?nd mmals (20@, ur@l\z{%e fo@rds the scenario of pools formed in
leaf axils is not reléwant @ﬁ% manfmals. eref@% the, risk ass®ssment for mammals is limited to the
scenario of pudd%}fongd on gr%ﬁl a%@ppli@ion@
The acute risl@from @er i@pudc@@ fof@ed o;@@le S@§ surface of a field when a (heavy) rainfall

event follow&the a&%lic%@% o&a\pes@ide tg;;a crg@@or bare soil is covered by the long-term risk
%)

. ¥
assessm@ %

@"@\%

Ly, b

N A
Table 10.1.2- 3: E@uaﬁ@pf Po&tial@%@nce@or exposure of mammals drinking water (escape clause)
‘Applicdtion gate* | < NO(A)EL Ratio “Escape clause”
Compound | @li(/oc N gIVIA]"W@ Q [mgas./ |(Application rate*| No concern | Conclusion
s kel Nigasihal® o | kgbwid] | MAF)/NO(A)EL if ratio
©)
Fenhexayfid @@f 7 & 1(%@ <20 76.6 26.1 <3000 | No concern
4 Q
D Critical SAP fgrdpplication in sftawberry (high rate) used as worst case approach.
g

>
Tlﬁ@geva@%ion conﬁm@that the risk for mammals from drinking water that may contain residues
from t@se of Fenhexamid WG 50 is acceptable.

2

Strawberr Strawbe g ° Y
Crop high ratey = low ratrgy @ @\2}} om;a\{)\ @
Application rate [kg a.s./ha] 3x1.0 2 4 x 0.8% K X@%S D é
Interval 7d 14d | @7d 108 [ 14d ©° Rd O é}
MAF 1.48 1.14 A 1.53 1% |el14a] & 148 7 4
21-d frwa 0.54 049D 059 [N0.53, ¥ 0.49 ~05% Y
SVm @ 289 & SIS EEWEENS
DDD [mg a.s./kg bw/d] 231 | 1€ |@19.6, 148 | @21 g . 13.0
PT > @ Vv & O &L
NOAEL [mg a.s./kg bw/d] WY N 866 N S V)
TERLt 33 &y 4 L&g@?.9 4 5] a3 T %89 A§
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I11A 10.3.2 Effects on terrestrial vertebrates other than birds @ S
IITA 10.3.2.1  Acute oral toxicity of the preparation Q\ @
@ @ @

Report: KA 10.3.2.1/01; || 995, a1so filed undé‘I KIIIA 7. @1/01@\
Title: KBR 2738 50 WG 04258/0214 - Study for acute oral sg?\icny in ra‘r‘%U f@
Document No | M-010213-01-1 (24227) © o> NS o @
Guidelines: OECD 401; US-EPA FIFRA §81-1; Directive 67/$48/EEC, Am@x VBt BA | &
GLP: Yes (certified laboratory) @ A Q RO

R S ST

A study conducted for purposes of labelling alasmﬁcat@l has\g%:en @;%msed }z{%nn@@fﬂ
point 7.1 (KIIIA 7.1.1/01) of this dossier, an@s not eat@ere @ﬁe stg@vy W onduéfed ordlng
to OECD 401 shwoing that Fenhexam%i W%SO 1@Q)f 1@@9 tox@fty & rats %‘[e &gal
administration at a dose of 2000 mg/kg Q@w \\ @ % @ §

The LDsois > 2000 mg/kg body weig \ w\g@ \ @ é’ QO
= & .& S8 o § §
IITA 10.3.2.2  Acceptance oﬁ)ait@gran@ajes (@rea@ see&(@ ©©@ @@ \
Not applicable for spray app\}i@tg@ionf’ \% S @ & @Q 2 & é
N §9 @% @ S @ ., 9D &
9. O <  x
IIIA 10.3.2.3  Effects of s conda%if p(@mr@% @@“ T

Fenhexamid (log Pc@s = 3¢§) w&i@b evc?lua fogq\g‘potenté ef@s oixe@condary poisoning of

mammals. For det@ple&e ref III 0 1. 9® NI
@
o SRR R

N\ &
Risk assessn@ fot@)au@mula@)n a&@bo%&ham@@ehav@ f(@ mammals
The risk a@ssment pr&gedur%@r mar@als f(@yows@le sa@ principles as described in detail
under P&t 10.1.9 b1r SA Gu1d§ D@gmel@ on Risk Assessment for Birds &

Mammals (2009). \ \ Ko @ S (& %
> O F s

Mammalian @nerlc@l %s @ T1®1 rls§sses§ent

According t@he EP%A @Doc@qent (@@\Rls@&ssessment for Birds and Mammals (2009) the
follow1r@nerlc foca@pem@ave be a resse&m the Tier 1 risk assessment.

fe1 s % X ol @
Tahle110.3.2.3- 1: Mamm eneric fo e for the Tier 1 risk assessment of secondary poisonin
g 13 s i s psoning
Generic fgcal species & %@dy w t[g] Example FIR/bw
Earthform edtet &Y [ Common shrew 1.28
@Eh eag%ﬁ S ~H000 Otter 0.142

&))
Long gggm ca@latm@@or earthworm-eating mammals

sk a@@ssme@ ha@een performed for application in strawberries (high rate). This is a worst-
case coygring all other uses according to the intended GAP.



B Page 51 of 75
BAYER
Bayer CropScience 2012-02-05

Document M-III /Tier 2, Sec. 5, Point 10 - Ecotoxicological Studies of Fenhexamid WG 50
(Submission for Annex I renewal)

Table 10.3.2.3- 2: Tier 1 long-term TER calculation for earthworm eating mammals © @
&4
Compound Fenhexamid Origin of value Q\ @
PECyom [mg/kg] 0.53 Table 10.1.9- 2% &@ S
DDD calculation: (58 \Q
FIR/bw 1.8 Default, S S o
DDD [mg/kg bw/d] 0.67 7 N N &
TERLr calculation: @ c| Q\ @ @
NO(A)EL [mg/kg bw/d] 76.6 HA 103 7 & & &
TERy1 14 o Y ol R 0O EN
Trigger 5 4 R o & SN
Refined risk assessment required? No Q) N LY 9 @
9° S x&f@y G \% §
The TER value for the use in strawberries (}@h re&& as @fs‘c c@ scenatio 1S@bov e trigger of 3.
Accordingly an unacceptable risk to earti@g)rm e@ingmrg@fro%the & of Fe d W@%O
according to the proposed use pattern c@a be c%lude & & \

S é” S
@
Long-term toxicity exposure rati for ﬁ@’-eatlﬁg maf%nals\ @§ > @ @
The risk assessment has been performedsfor agplicatid®in viaig. This=ls ag rst covémng all other
. . o %@ &% 1& S é@@ o
uses according to the intendedd&AP o« S O« @° o o
W OO o SN L9
o N 0 Qo
Table 10.3.2.3- 3: Tier 1 long-term TER c@cula@ for@sh eat@g blrdyg\ﬁ 7 (ﬁ@
Compound>’ @ @% Fenhexa \o;\ @)n@of vaéﬁ
PECrish [gg”g] S D 086 7 [[D Table 1049-3
N N °
@) <> DDD caleulation; @ RS
ERbw O A | & . Wi42 s . Defdult
DDD [mg/kgbw/d] 0. R & O |9
9 %E@alcul@on Y o %
NQ@EL [mg/kg Jc@/d] ’@ & 766 & N A MA 103

TER(1- L5630~ N
TriggdQ” & S-S
Refined risk assegsiiient Iﬁlulre NEERNEE S

TS T
The TER V&?@e for@le ©in vw% as @@rst q@}e sc@mo is above the trigger of 5. Accordingly an
unaccez@ risk to fish eatigg ma@ﬁals@ fRom 4;{1? use of Fenhexamid WG 50 according to the

proposeduse pattern‘gan be e%lu ed. A
@ Q.
IITA 10.3.3 @‘\Sup%erw & ca
Report: O |KINA 10:3.3/017 2010

Title: @& @ﬁ\\bet@?{inati@a of the residues of fenhexamid in/on Grass after Spraying of
NS F@hexam@ WG 50 in the Field in France (North), Italy, Spain, United Kingdom
Docutnent Ng?~ | #1:384914-01-1 (Report-No: 09-2041)
G@glin@@ The study was especially designed to generate residue decline data on grass for use in
©® ecotoxicological risk assessments; its methodology is based on EU-Ref: Council
Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6 and Annex III,

part A, section 8 Residues in or on Treated Products, Food and Feed, and the EC
guidance working document 7029/V1/95 rev. 5 (1997-07-22).
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GLP | Yes (certified laboratory) &° L@
D Q§

Material and methods: S @

Test item: Fenhexamid WG 50% w/w; Batch-no.: EM20003983; FAR No @1445 00; co&tent (@@)

Fenhexamid (KBR 2738) nominal 50% (actual 51.2%). D

The aim of this study was to generate DTso values for dissipation of Fen e%armd from, g@ss fépuse g%@
exposure assessments on birds and wild mammals thaéﬁay feed on@&mh ground @\geta&%n 1n Qe @
field. ) v\ﬁ

The study was conducted in four different regions o %Europe (Fra&@Qltaly, Spai @Um@ @om)&(@
At each study site, three ground spray applicat were scheduled in weekly 1 tervals @ith tl@
Fenhexamid WG 50% w/w applied at a nominaggte of 1.5 k rodu@a (w@r catl% rate O
L/ha). The application was performed on established grass 0%@1‘10 s%helghﬁ@wnh@ yer
After each application, and frequently be en & atiofs un one Qeek a he third
application, samples of typically 1-2 kg g%?n pl matg coll@ted fr(@ th@%reaf@rea and

subjected to residue analysis. DTso values were €a cula“bQ assumi t or@ kinetics (SFO) @
<N i S

S
@ S . Q S & S
&N ) \ % W\? <
Information about the Analytical M;%I@s ? ) 'S Q @ § § o
Active Analytes etho Limit of Q@ntit CyMea ememPrlnclple
Substance QNul@er b\@? A @(g] & %3 (\\Q
fenhexamid fenhexamid{\g Qﬁ 80 U @ &, 0.05 @% @ P& MS/MS
v O & o SN .2 o

Findings: o\@) S @Q @ S § S @y\]
The mean of the conqurrent @Ver@ Wer§ #ﬁatnc@ anéli\for a&%rﬂﬁ\@on levels, within the

acceptable range of 70> 110%. @ @ Q &
§E 55 o

o @
Application and md%gmnfgry 11}0\\Grass in] ortliim Eur@e (N@J)
Location @ A[&@atw& Portion Appl@tlon @Q}LT @mdue@mg/kg] DTso [days]
Trial No&) gf@lyse& SNo. @y fer@%xamld appl. | trial | N-EU
- NS
S| &5 L 8o s
S SO Ay
§ ST L o ol 47 79
N - IS § 41 '
da NP IS 18
O Q& B 7.8
S 51,9 9o 56
QT @ |& &) 52
-4 49
@en @ ;5 0 75 | 62
@aterlalQ &Q)@ 1 14
09-2041-01 &@(3»4 % @ Q -0 12
ha) > & 0 a1
N 1 34
@ § @ 5 2 32
S S N 3 3 17 3. 4.9
S @ .
S & (o D 6 6.1
& 7 43
&% 13 14
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Location Application Portion Application |[DALT| Residues [mg/kg] DTso [days] §° @
Trial No. Analysed No. fenhexamid appl. trial - -EUfé
-14 44 D oP S
-13 2 g SKS
-12 37 Q N
! 11 P S R (S & ~
AN N S.@
LA & ¥l &
3x e -7 « 43 o IR $ &
1.5 ke/ha 7 6 Rs0ee & & &
. o R O @
Fenhexamid 9) SN 3w N @?
WG 50 green 2 2 5y | B LTS
: CMIC S SN NS
material é& @ _@& SN @@
(3x 0.75 kg » > | @ Q@m@ 4 9 @ &
a.s./ha) @} o \\\ E S §§B (\@ éﬁ N ( §
SIS &l s0g & & @
SO A T TN 57 2D W\g@
o | © X 2d & S
AN V| 1] @R g
N R S - RN
DALT = Days After Last Treatifiént, " - “2 D fore@ast Treatment 2,
a.s.=Activaey;ubsteancé:iS N @ @a@é §as 65 e@ C&% $ §
X :
Application and Re e Sum@ar %Gr nSm§ern 0 S-EU é &\
Pe pmmarg Gragl Pe{S EU)
Location @plie%@n &%Portion 0{\,“3 ion DA@ Res@es [mgkg] | DTs  [days]
Trial No. D @ A Anahded Y nhexanid appl. | trial | S-EU
NN . SIFREEN
.9 %@ % & ( @ @87
S & S & o &
A o . » 10 @ 64 43
N e iy s '
S M ST S g 33
D S > S A IS 2.2
%Q > o\@ ® \@ g 51
1.5ke/ N > -6 45
Fenhegmld § ’%T’Q o (@@ @ -5 39
’%0 Q greef) a2 D > 37 | 39
% ma&rlal a ©\ -2 58
o . -
(37?90.7 @\@ SRS 0 25
2)° a.s./ha & Q& 0 54
N 1 53
@ ‘Zx\% §@ > @C@ 2 54
Ol FLS 3 3 50 3.6 45
@ ©
SR S 5 48
N % A
NS S RN 7 39
S LY
2 N 14 3.8
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Location Application Portion Application |[DALT| Residues [mg/kg] DTso [days] §° @
Trial No. Analysed No. fenhexamid appl. trial - -EUfé
14 50 S oP S
-13 47 ) SKS
-12 46 Q N
1 iy a | 7)o & @’@
49 365 NN @
o | & F s b
3x o -7 < 49 o IR $ &
I kg/ha 6 Q'ss &° § 4 &
I i G s 4P - g
Fenhexamid . g %)
green 2 . 3 oy % {0 [
I WG 50 ; ch° -4 «J1 . 3
material LN D S Ry S
I O 9 ¥ 3L o 4 4| ..
09-2041-04 | (3x0.75 kg D QBT 4 O &L g
a.s./ha) & o\\ < 0 &@ @%\é \@ é’ N ( §
Q@ N N O35 = @ SIS
N S B S B SR RS & o
o 2 & &iP SHRARS
NN Yl x|l @R 7 J
o £ & gt | 1P 4
DALT = Days After Last Tregtifent, " - "< D fore@ast Treatment R,
as. —Actlviy;ubste;nczs l’e@ % a@é 0§& i ;@% men©© e $ §
s S S N :

% S0A S
Conclusion: > @ § S @ Q A
The aim of this s§ W@O generdte § lues foﬁ@lsson <:Z

Fen mid from grass, for use in

exposure assessient s bird$ an d.wild malzg\that fge { on:giich ground vegetation in the
field. The meay @vas 49 days@)r trials co No 'Cg ope (UK, northern France) and
4.5 days fo&}rlals c%duct%! in S@lthel%Eur It paln) hesaverall mean DTso was 4.7 days.
S &Y @ NS
A @O & o N O

N R
@%@%Q% o
e NS F o & e
A N
S\ L 4+ 9 @
@’ o & @ &S
°\ Q @@
Q@ @&
N Y Sy 9 F
¢ . @ & Q
&%gy&
&§§©%©@
& ge
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I1IA 10.4 Effects on bees @ S
@

Studies on effects on bees are available for the product Fenhexamid WG 50 38 the active in }(ﬁ) dient
fenhexamid. The results are summarised in the following table. N & ©®

S S & o
Table 10.4- 1: Acute toxicity to honey bees ‘”\9 N

©
Test species Test design | Ec0t0x1cologl§l’ endpomt @ ‘ %g&re 9 @
N

Fenhexanhid ﬂ @
\<}

% &

te, 48 h oral LDso 02 1 S. /bee@
Honey bee acute, § M 0sQf-1 &
acute, 48 h contact LDso > 2% a.s. /g} @ 801
%aj(EU@int IEA, 8.3.1/01)
o 0SS ¢
©) 104805
?a s/ \ Y%; 01- §

Honey bee acute, 48 h oral %Dso \ @

acute, 48 h contact Q@LD%\ \ ug a%

) 1/02
P h@ @®p01n§ﬁ 2.1/02)
R @Fenhe@;}mld ‘@ 50 (4\ S) Q>

@ \\ (&7 %(2009)
acute, 48@211 % > %6 7 & ug aee ¢ EBKBLO021

acute, 48 h cont §%0 > 10007 g s, /b@ @2 M-360877-01-1
2 o) g M & KINA 104.2.1/01
Bold values: Endpoints co;ildered @yant % risk a@ %@ & @

Honey bee

AN

N % @ @ §a © & A S

I11IA 10.4.1 ﬁza@k Qu&%nt% r Kes Q @@ & @
~
An indicatio @az@(Hamrd tlent @.) cambe dglgzd ordlﬁg to the EPPO risk assessment
scheme, by ¢ cul g th;e@ratlo betwee%the E@XIU@I@IH sifigle ication rate (expressed in g or
mlL/ha) a&g@he lowest 1@@or @500 @ and al LDso (%@ess d@i ug/bee).
AL o S w N ©
Quo and Quc resp. @ppl&\lon@e [g @mLA@ / L&o oralt%r LDso contact [pg/bee]
& S RN

Qu values canghe caley ted@t}mg @xa fr@ the &dies f@erformed with each of the active ingredients
and with th@ormu@tlo @H V‘&Lues l‘@her t@ 50 @re assumed to reflect levels of concern which

trigger @r tiered te@t@s for clay Qﬁca@?n 0 éﬁ@ rls@%honey bees.
N Q &
Q @ & N
1A 10.4.1.1 %ra@po ure Qs S

Table 10.4.1.17&@Haz§\gd q A@nts ﬁ@géees @ral exposure

Crop @y @pfism@ LDso @JApphcatlon rate | Hazard quotient | Trigger | Refined risk
N I rouy;e@ @/hee] [g a.s./ha] Quo assessment

Fenhexamid 50 O

StraybBerries O~ N) N

(hj ate)ﬁl@ @Qﬁra{& >106.7 1000 <94 50 No

Fﬁhexal@ef/

Strawlgeiries

(high rate) ! oral >102.1 1000 <10 50 No

1 Critical GAP for strawberries (high rate) as worst case approach that covers all intended application.
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The hazard quotient for oral exposure is below the trigger of concern (Quo < 50). Thereforggho S
unacceptable risk to bees is expected using Fenhexamid WG 50 according to the proposed use em.§

& @

& < P

IITA 10.4.1.2  Contact exposure Quc Q @ %
Table 10.4.1.2- 1: Hazard quotients for bees — contact exp0s1<l<re g\g% °\© @ %
Crop Exposure LDso Application r% Hazard qugtient Trigéﬁ @ine l%’k &@

route [ng/bee] [g a.s. /hg] Q& sses@e Y
Fenhexamid WG 50 Q D cy @
Strawberries 9 Q @ N
(high rate) contact > 100 @b @} <1@ o 5% 9 No@@
Fenhexamid > < %, @U Y
Strawberries < @ @U@ T & o
(high rate) » contact | > 188 1@ @l Q< 00O @o o
D Critical GAP for strawberries (high rate) as wo{?%ase ﬁg}proacwat covéyall 1%\§edoap@icatiom §

The hazard quotient for contact ex@% «% belo@the %gger or ¢ S (§ @ Thegefore, no

unacceptable risk to bees is expee@ us%g Feq%exam@WG acc 1n%éfhe @osei%{se pattern.

Q S
Conclusion: %§ (& § o @j& &@ @ % S}
No major acute risk was ghown @ith t%@actl ngredlent on begi% o@and &@taat conditions of
exposure. Based on the Tow tozé%?lty f @%dw@nd the fact that theproduct contains only
one active 1ngredlen®can @vco@ded @hat th &Nnmd@ed a@eptal&%%for the proposed use of
the product. @ & ©) @
SO S YN U e o
O \ S PSRN

”\g

o
1A 10.4.2 © A@te @%a%q thé&pre&@n@% bees

7
i @ W

ITTA 10 4321 Acu&mra@exw N

Repo%. KUTA 18.42. 101; ] N

Title: @'ffe fe WG w (@ute&omact and Oral) on Honey Bees
ellﬁﬁ L fan thei%’bora@ry N

Document@g. 1\@}}608%%01 1° éRepoN\\ﬁo. EQRBI;\ZY)
Guidelines: OECD-Guidéine 2134nd 244 (1998)
GLP @ ’ Yesf@:em@ 1abo%%tory® N\

N N
S o @ &
Obj%ctlve Honeyt%ees@ m@@l fem)Qan @ affected by pesticide residues as a result of indirect
contact on plan@surfacgs, vigseral igtéke ofgontaminated food or water, via inhalation of vapour or by

direct oversgé&y in\?% co of a*ﬁvapp]@aﬂon in the field according to normal agricultural practice. If
the proposQ use@atte@f fe@@xam@WG 50 W indicates such a possible exposure of honey bees,
acute cdm fact @ on%l toxi data is necessary for the registration of the pesticide use in question.
This st {ﬁ’dy@l g§ Y

t@gcut@@%xwlty eve@f the test item to honey bees;
* toxi information comparable to expected residues from standard rates, for assessment of the
potential hazard to honey bees;
« information to support precautionary label statements;
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* information to indicate the need for further testing e.g. semi-field or field studies. @" S

N @§
Material and methods: Test item: Fenhexamid WG 50 W (Specification: Batgh ID.: EMZ@%@,
Sample Description: FAR01338-00, Specification No.: 102000007271@® content: 4&.7%0 Srw
analytical. S\ § @ S
Test organism: Honey bee (4pis mellifera L.), female wogkgr bees, obta@d from a hg@kthy {Bﬂ que@-y\y @
right colony, bred by IBACON, collected on the momin%f use. @@ § y\g@ &
Under laboratory conditions Apis mellifera (50 work@%bees per do&e@ 10 individ@bs in @eplic&s pé.f\©
test item dose level, controls and reference item ggs) were exp@ed foy 48 rs ‘%@ singl@dos%
100.0 pg a.i. per bee for topical application (contégt) and feed@ (OEQ@alu%tgase%%n tl}e%(@uake

A

of the test item) with a single dose of 200.0 uéprodlég@ﬁeré)]%&, @g% @@, @@ . 5

v @ Q &
Oral toxicity study g\% N \\ bQ &% § . @j @
Aqueous stock solutions of the test itef@ an%ﬁ&ereg\gc@ltem\%vere peepared in sugh'a W@tha‘[ @i had

the respective target concentration the%@st iteRy on@hey 6%&6 @se tly @(ed %ith sugar
syrup at a ratio of 1 + 1. Af@ mixing O%EGS test tion@ it @;%ady@%use\%gar syrup
(composition of the sugar component;"30 %’ saccharose@3t % 1uco@, 3 frq{tose) the final
concentration of sugar syrup@%\the test itensolutions offered t&@e beépwas 50 %. )

For the controls water andegpgar @m w@@ u&@ﬁ the s@ne ratio (1@). N %@

The treated food was offered %syring S, vg@ w@ we@%d bew}\‘cg)re a§ aftgiintroduction into the
cages (duration of 1@&&1{6 y@ 454 inuéjs for testvitem @eatnfents). After a maximum of 45
minutes, the food@ aké&wasb c@pl%@wig@d repl@d lg oneS@:ontaining fresh, untreated
food. > '~ S @

The target d@ve@e. g .@0.0 @a.i,{g@ nofm%al) would @e beg?f obtained if 20 mg/bee of the
treated food was in@stedf*hi pragtice, %ighe%@r 10@ dose@evak@ were obtained as the bees had a
higher o@@wer uptake@the@t so@ns than th@omis@@o mg@gee.

The méasured dose Je%l W&S@)6.7 ug a.igbee. \© o \©

\e)d in‘dar Kj temp@rat@was@d@(ﬁ%nd humidity between 47 and 74%.
Biological obse@tio@lcl ly51n§falit{§@nd avio@ changes were recorded at 4, 24 and 48
hours after @g. 1@1 % bi%gjon Q@sug\t@ong%atlons of the a.i. per bee.

Contact #&xicity study@ § @ﬁ: s o\%@

A single\\' 5 uL drop@of f%hexa%id W@&SO W\\\@ an appropriate carrier (tap water + 0.5 % Adhaésit)
Wawﬁ\ﬁced on the rsa]@ﬁe thorax. Q §

For the control gjte 5 pL droplet of (4 watghcontaining 0.5 % Adhisit was used.

The referen@ten&w%? al@pli@d n S@L tap water (dimethoate made up in tap water containing 0.5
% Adhisig> N © & 9

AS ul‘&’opl @was ch@sen i® deviation to the guideline recommendation of a 1 uL droplet, since a
high@volu foens a mgre reliable dispersion of the test item.

T]Q@est T@s con@cte@n darkness, temperature was 25°C and humidity between 52 and 67%.

The test was cond

Biologi€al observations, including mortality and behavioural changes were recorded at 4, 24 and 48
hours after application. Results are based on nominal concentrations of the product per bee.
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Findings: The results can be considered as valid, as all validity criteria of the test were met: cogjfol
mortality is 0% in the oral and in the contact test, LDso (24 h) of the toxic standard in the ega tes§§
equals 0.16 pg a.i./bee, the LDso (24 h) of the toxic standard in the contact test @uals 0.18 u.

A summary of effects of the test item on mortality and behavioural abnormﬁes of the bees is, g@en

below for both tests: S\ § § %
< < SN
Mortality and behavioural abnormalities of the bees in the%al toxicity t © Q\ @ &@
A 9 & & o
after 4 hours @after 24 hm@% . Q) after% ho @g}
ingested dosage . behavioural @E?ﬁ . ehaaou@ . b avio@l
[pg a.i./bee] mortality abnormalities rtallfy a%orm%@tles @I%rt%@ m%:)rm@ties
(mean %) (mean %) S (me@@’o) 9 (meaén&%) ) (m%@ %) S (meg\l\lg %)

: > © ) °
test item > @ Q AN
o 0.0 0.0 W\% o0 hQO.O A S0 0.0@
water control 0.0 (3)@ Y 0@ S0 N ,&@ N
reference item O &« RS $ ] @Q § @ &

0.33 40.0 Q8.0 T \96. S o.(@@ 96057 1.5 0.0
0.16 140 g 687 @ s@ 0 IS 0.0
0.08 0.0 00 P o @ & 0 © 0.0
Mo 00 | & Soos” | @
0.06 0.0 A 0.0 @y 9.0 @ 0.0 - 0.0, 0.0
results are averages from ﬁw&réf)licates\(/ten béep eac§ T do%e / co@@d R N Q\y\a
@ o )
Mortality and beha{y@ral ab@)rm@ﬁes ofdhe beesin thgeontactgxici est &
Y & f(\g <§@1 S @ Q
©> C}@afte@#hours&” = °\\£1fteg§@ l@ $ after 48 hours
Dose Q S be@vio r . behkavioura . behavioural
[pg a.i./bee] @ @;@ rtag\zg@ %%normall%ies . @Mta@ a@orng\a?@&ies mortality abnormalities
o (meag %) |7, (m%%ﬁy) E? (mear@ 0) F@ (medir %) (mean %) (mean %)

itofns AN S
test tgfyy %0. S oo e .00 ] - oo 0.0 0.0
100.0 D N TS IR
water control ((,;5 (&1 @ U%& D 0@ &y 0.0 0.0 0.0
reference item@ ©Q @ o ©\ § (7]

0.30 Q G400 S 18, N 92.% 6.0 94.0 0.0
SN o

020 407 | .G 160 2.0 80.0 0.0

015 &Y B0 g o & S20 6.0 46.0 2.0

0.10, 0.0, | & 00g° 720 0.0 2.0 0.0

resulgs are averages from ﬁv@plic@s (ten b& eachyyper dosage / control

Q

e g Q
Observatio &At\ﬂ% endJof th&con@ct toxicity test (48 hours after application), there was no
mortality at 00.08ug a.i¢bee. N mortdlity occurred in the control (water + 0.5 % Adhasit).
In the toxigity test%e m@ximum nominal test level of fenhexamid WG 50 W (100.0 pg a.i./bee)
correiﬁende an@%tuoal@cake of 106.7 pg a.i./bee. This dose level led to no mortality after 48
h@ No@mortali@j occ@ed in the control (50 % sugar solution). No test item induced behavioural
effects@re observed at any time.
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Conclusion: ¢
&
® g
Toxicity to Honey Bees; laboratory tests @@ . @ @
Test Item Fenhexamid WG 50 W @ O\Q
Test object Apis mellifera < O @SQ %@@
Application rate (ug a.i./bee) | 106.7 ((190.0 & SN Q @
I uti contact S S y\g@
Exposure oral (sugar solution) ' ¢, jution i Adhiisit (0.5 %@%at@ S O
Z 1>100.0 ) o @
LDso pg product/bee >106.7 % R AN &
Q//Z/@? _ ((77@:@ ) Q & @&
AR I TN
The toxicity of fenhexamid WG 50 W was tésed i@tb a@%cu‘%%bnt@ nd §0ral t&icit% tést on
honey bees. Q%%ﬂ @Q Q é &’
@
PR

The LDso (48 h) value was > 100.0 pg a,i¥bee jrithe &Nact t@:icity% t.

X
The LDsn (48 ) value was > 106.7 ug & /beéin ﬂégal %ﬁfcityiﬁ@- @}\ § SRS
@ K P % @ @ @ @ @
Q% oo > S @@ © @@
o e @
ITIA 10.4.2.2  Acute cont%t oxiéity @@2 IS @@ S

o > Q
Please refer to point Point 1({)5{?2. LS S S @ ¢
LS X

o QO N
I11A 10.4.3 Effeét\s 0 es ?esi§§ rop@Q
A nres of iero

N S
In view of the ﬁrﬁ repo@ed t@’er 1@A.1 a§ 10.@2, and based& the éig?quirernents of Directive

&)
Q
Vai

& /?/

91/414/EEC (Annex II1, Bpint 40)ho further studiessave required. The alue is <50.
( Foint 10) o furthe studies e rgfed, T U

< N\ N AN &\
ITA 10.4.%©© (@ﬁ@it&% (z’@© %ﬁ‘«{@j > & - §@7
Please&@‘ to poin‘fi@é; li§%@§% O @@ § O ©\
I1IA 10.4.5 ﬁel&%ﬁsts@Q éﬁ\ b %@%
Please refer oint@int@l@@ﬁ&o\@ o . O

=) : %,
1A 1@6 In&e@@tiga@n of %O?f)eci@ ef@is

N N
Pleg%vrefer to pon@oug@.ﬁé\. Q §

ITIA 10.4.6.1 @“Larva'lﬁgciq%@ Q&

toki

& B

Please refer@poin&%ﬁn 43,7 @
N é\ﬁ Q S Q

IITA 104:6.2 @ Lon@resi@al effects

Pleasg%eferoin@@intt@l&

S 5

II% 10.3 Diso§nting effects on bees
Pleaseer to point Point 10.4.3.
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ITIA 10.4.7

Tunnel tests - effects of feeding on contaminated honey dew or flowe@

Please refer to point Point 10.4.3.

ITIA 10.5

Toxicity tests on non-target arthropods have been ca
indicator species Typhlodromus pyri and Aphidius rhopadlosiphi. F

Effects on arthropods other than bees

&

O

i

out with F@ﬁhexamld W@ 5

S

N
O &

Oc%l e@

o}

r studies h&@&e be@@con ted©

on two additional ground/leaf dwelling arthropods, @§ represente&by Coccznell@septe@un@a a@%
Aleochara bilineata. A summary of the results 1@@& in Table 10@@1 N

&

&

%
R

@
S

@
o) N
Table 10.5- 1: Effects of Fenhexamid WG 50 OWn T@i@et A{ﬁi‘ﬁmp@’l rato@b tudl&
Test species Test design 4 Qﬁcotm@ologl@ endpomt D Q" R \e>nc N
Aphidius WG 50, laboratory, sprays_ LRs%ﬁ%g a. &@a >® =S | © I
rhopalosiphi | deposits on glass plates.@ @Effe{g}n N Q7 (1995
©Q &)rr l\@talit 0] @prod 1onA& @ BAY-95-1
0.3 kgas./Ka BN N ®\ D92 @Q S M-606379-01-1
1 kg a.s. 0 O S OB & 11a88.1.1/01
2 kg | V0SS @ @ 50 29| (U point 1A,
S S @ ¢ Q" 83.2/02)
Aphidius WG 50, la%)rator,&ray @%Rs@g asfMm >5 S Q\““’/J & 2009
rhopalosiphi deposits% glass plates. & orr S ffecton %\ CWO08/069
2 rtalgﬁ %] © qieprodugﬁbn‘* M-327444-01-1
g l@s./h@ § SO VA IR 1A 8.8.1.1/02
@.9 kg a. s§ & 7S g 93
OkgasMa 179 o & 13@
kg“&s /h%% N l%% N @ @
AC g a.5./h@ 2l S _-33.0
Typhlodro%{s W®§O laberatory, spray. [T, Roso [Kg a.gytha] > 37\7@ -W
pyric deposit@n glas@at@ Cor . @ Bffect on 95-001-1022
&@ Mortal@%] <5 Reproduction® [%] M-006380-01-1
ha Q X 513 TIA 8.8.1.2/01
©\2 &kga R a1 S 57.5 (EU point I1A,
& @ 8.3.2/01)
7 yphlodromuS@ WG @Qﬁlabm@bry, @g}’ §§R50 ]@\\‘1 S. / -(2009)
pyri Q| depGsits o@ass {Iﬁtes Ny °s Co Effect on CWO08/068
% @ %Y_’Q @rtal [%] Reproduction”® [%)] M-327443-01-1
@7 cg? k ;ﬁa@ 05?%9 —lé.g 1A 8.8.1.2/02
.s,/ha .
Q6 Nga. @) °§ 1 212
& %2.8@@1@@.% Rl o2 -16.5
s 5 k§ s./hag, & 1 -3.2
Aleochara .| WGS6, ié@tory Spray [BRso [kga.s/ha] >2 I (006) |
b,;mea,(@ deposits afjuartz sind. @ SXR/AL 30
NS S & AS) Effect on M-006378-01-1
Q@ ) Q Corr. Mortality [%] Reproduction® [%] ITA 8.8.1.3/01
N @Q Qéyso R as/ha 0 11 (EU point IIA,
N @ g a.s./ha 0 -8 8.3.2/04)
N 9D
N
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Test species Test design Ecotoxicological endpoint Referencg ‘
Coccinella WG 50, laboratory spray | LRso [kg a.s./ha] >2 @96) @%
septempunctata | deposits on glass plates. @ SX 10
Corr.  Eggs/Female Hatchi@%] M-006377-0.
Mortality® [%]  Day 1AS8.8.1.401
Control - 525.9 65 (ED poighliA, 9
0.3 kga.s./ha 5.0 (54998 &%7 \zég\ 8.3°2/03) @a
0.6 kga.s./ha 2.4 T 6413 @ 63 < ©\ @
2 kgas/ha 5.2 7333 N 0 O S &
A A negative value indicates a higher reproduction rate in the tregfihent than in thetcontrol Q R @@ N

B A negative value indicates a higher mortality in the control thdx in the treatme@ ° &N
o & & 5

@

&) o \ @ @
It has been demonstrated by laboratory studiQ that @nhex@d \K’é’ SOQ@ted @ to éi’ kg ?§./ha)
has no negative impact on representatives ©f th% ur @or fi tio@’ arthfopod %roups;¥roun(1-
dwelling arthropods (as represented %%Aleg@iam\@zlmea ), hage-@&lelhn@ arﬂ@od as
represented by Coccinella Septempuna)”@edato@%mit§§as r@resen@ by@phl%z’rom VL),
and parasitoids (as represented by Aiu{(g%oqa\l@ph%& @9 &Y & O

SEEN @ S
@ o O 5 S’ N
2 SO B g
(SANCO/10329/2002) and “to the Guidagce Dacumegy on regulatary tesémg a%d risk assessment

D
; S O @Q N
Risk assessment procedures @
The risk assessment was pe \\@’ ed@cording to Guidang er% on Te@striéxEcotoxicology
. %)
procedures for plant pm@:tlon @rod w§> nonctarget arthropgds (@O@ 2, I 2
S < S

2000°). S ¥ O « )
In-field hazard qu font (}f@@) fe@fﬁr lavisk a@bss@ SENOEN
The following equation éused\t@calwfgte t\he TERPToxi Exposure@atio) value for the in-field
exposure scenagéz @\ S & Q} QO @ § §
In-field H@% max. singLeﬁ apph&@io@ * NGAF / L&, @ é&%
> QNN S & o

The risk is considerid a "m% i€ the caleul xHQQg?z N
€ I'1SK 1S COonsi acc () ( ulale S %
W acegt . Q%%, S

S S
Fenhexamid r?end@%o bétjﬁli@&: th@f%llo@g co@%ons:
Maximum applicatiéa rate€) \°§ x és g a.%%a ingrapes
S Q § 3 ;9 (Eé@s./@&@i strawberries (high rate)
@7 o\@ Q 4x 750& .s.@in strawberries (low rate)
\v\, § @ O\% x r g %%ha in tomatoes
(AN Q

@

Therefore the {zw%g mgle acati@ factors (MAF) were used for the risk assessment
c

MAF (mui@ aglic tio@ t?o&rg)wz\” Q@;Z (;1 app?cat%ons)
@ @ < N .3 (3 applications)
Q .
AN % Q 1.7 (2 applications)
@’ @@ @ o v
@ e T
N
o

3 -et al.: Guidance document on regulatory testing and risk assessment procedures for plant protection products with
non-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), _, March 21-23, 2000, _publication August 2001
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Table 10.5- 2: HQ for the indicator species Typhlodromus pyri and Aphidius rhopalosiphi for the in @d
scenario
Crop Appl. rate | MAF LRso/ ERs0 | HQ Trigger ¢yRefined rlsl@ @
[g a.s./ha] [g a.s./ha] assessmentl @

Grapes 800 1.7 <027 27 Noo 4 .

Strawberries (high rate) 1000 2.3 > 5000 <0.46 @ @%) .9 3,

Strawberries (low rate) 750 2.7 VC@ <041 @} 2 \y\No @Q @

Tomatoes 750 2.3 < < 0.3@% 2 NQ\Q é\g é

@ & O N0 &
Conclusion: The in-field HQ values are below tg@gger of co c\ncern @ﬁmaﬂ@ an @ept@le rls@or
&

non-target arthropods. % @ N

This conclusion is further supported byé\the%@sultg&of
septempunctata and Aleochara bilineata. ;%or boflr spec®@s no Qlaccep able@dvers@effe

l@orat g stu@

1th

C ccmellg
&@% %)

could be observed up to the highest rate{%ﬁted@ﬁg @s}‘la) & & \ é\a N §
~ . S
K Ko S é\ﬁ <
Off-field hazard quotient (HQ) tlggl rlmassesgment% \@ § §‘9 § w
The following equation was useda calgylate t@é@ haz, t (Ii@ fo%@e offfield s¢enario:
v & S SEF
< AN
Off-field HQ = max. single Eﬁyphc%on rg§ MAF * (@@ft fac@/V%ﬁ%cor@ﬂon%actor / LRso.
R
MAF = multiple apph@tlon % (©)
Drift factor = (82“@&0@?16 fap,2 ap@atu@& in V1n9 acc&mg @QHESCORTZ)
%0, (@ il 3 Qphcat‘i@s in gield chps ac@rding to ESCORT2)
85‘V 74 p&cents{e for @pplloglons 11%161 Srops,:agtording to ESCORT?2)
VDF = Vege g@rlb%@l fact@ K (C’@ @ @
Vegetatlon@lstrlbutlon ;;;ggctor @;\’

Correcj@ factor = ler 1@&
N

A§ dlus +T y@dr@?

RO &> Xy
The risk is conm%&d a%epta@lf th@alc%ﬁ@d H(@s <&
@ S S S &
Table 10.5-3Q" HQfor tl@%dlcamr species 7 yg@lodr%us pyri and Aphidius rhopalosiphi for the off-field
scenarub Q\
ST [T
. rate Drift| Correction | LRso/ ERso .
RS L%Xs /hﬁ\ MAES 1560] YPF | factor [L/ha HQ | Trigger
Grapes S Q7 |23 ] 10 10 <0.02 2
Strawberries (hjghrate) 1@6 % 2.3[\\2.01 10 10 <0.01 2
Strawberries Gow ratd) | 50 | 27 3 185 10 10 3000 5 o1 2
Tomatoes &« [~ 750 |«@3 [201] 10 10 <0.01 2
<& @
Concmslon @ el s are below the trigger of concern, indicating an acceptable risk for non-

arthods (o §
usion is further supported by the results of laboratory studies with Coccinella
septe nctata and Aleochara bilineata. For both species no unacceptable adverse effects (> 50%)

could be observed up to the highest rate tested (2 kg a.s./ha).
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I1TA 10.5.1 Effects on sensitive species already tested, artificial substrates

Formulation studies on non target arthropods using artificial substrate carried out with @ lea

formulation Fenhexamid WG 50 are summarised in the Tier II summary ument on&@% aciiy
substance Annex II, point IIA 8.8.1 (EU point IIA 8.3.2). v \Q
. G
< DN &
IITA 10.5.2 Effects on non-target terrestrial arthropods ifvext. laboratorytests =@

In view of the findings reported above, and based @uhe currentiguirements,@@ se i€
with the preparation have been conducted. % ) & S & © &@
o z K O @
o) N . \ %)
o o RO N "N
I1IA 10.5.3 Effects on non-target t@res@ ar@@rop@s 11—i@§d t&sts AN o
ies

In view of the findings reported above, &% ba&@on@@ cu%e re%irem , no gmi- d §@
with the preparation have been conduc@ﬁ. \\ @} & & S %,
S e & & & o °
ITIA 10.5.4 Field tests on i@h O@ds sg@ies&ﬂ \@' @@ S § &
%
In view of the findings reported gove@and based (@he c@ent i@uirts, fo seniixfield studies
. ) @ S @ @ S Q
with the preparation have bend%c d. (OB @Q % &) é&
& e
© é @Q o @ < "\@ \25@
IITA 10.6 Effects on %rthw@ms§d other s?nac%-orgg is

Q
The summary of t@oxia@ of %E%namid §£,\ the éﬁivebst@se fenhexamid and the

fenhexamid soil g@oog@ M 245 provided in Tablg40.6- 2 e
" N . &
<) & N @ @
Table 10.6- 1:Q ecfJ @\oil @cro-o@nis&@ ealégﬁ%ornfi@ f§ @:4\’
Test specigs, ‘ Tt design ?) Ec@xicol(@}cal endpoing ‘ Reference
7 \&J

Fenh%md Y o L & O -

Dy

@ O . o N\ NV (1995)
aie, 148 | O o> & Ry HBF/Rg 210
Eisenia fetida @5(510 %%zat ég L@ %@1000® @g a.s./kg dws M-006331-01-1
int i @@' ° Q< L I1A 8.9.1/01 (EU point
o O . Q ,.QO @ 1A, 8.4.1/01)
Fenhexamid WG 50 &7 N © & ©
e o
3 chronizy 56 dQ@ C S ue a.s./ha HBF/R (3119 69 K
Eisenia fetida ( 0 peat \NOE% > gas. n g
g i Yost § @ @ 2J9.8 mg a.s./kg dws M-024530-01-1
N Q X 11A 8.9.2/01
M24 N T O @ &
7 R o) |
} chroic, 3 § A 121 0480%270; K
Eisenia feti§ @5% N(@ > 100 mg p.m./kg dws
| Shreseri) M-422055-01-1
@ | @ o 1IA 8.9.2/02

NG
ws = dry Wwei i N
S.m. &pd%re m%ﬁéiie@

n % rsion@arried outas fol@s: endpoint [mg/m?] x soil surface of test vessel [m?] / dry weight of soil in test vessel [kg
d.wtx]; E&oﬂ surface of test vessel = 0.0198 m?, d.wt.s. in test vessel = 0.5 kg
Metabolites

From the studies on the route of degradation in soil it can be concluded that fenhexamid was rapidly
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degraded in soil to the final degradation product CO,. One metabolite, the [C-C]biphenyl-KBR 2738 S

with BayerCropScience code BCS-CQ88719 (M24) was identified as a major compound formed in @§

range from 4.1-8.8% AR in maximum during 120 days of incubation. For fuﬂl@details plea@ fe@ﬁ)
S0

IITA, Point 9.4. (04 N
An earthworm reproduction study has been performed with this soil metab%ite of fenhe@uid. § &
% o\ Q, '24\9
N N
Exposure in soil © @ o Q\ @

@
Predicted environmental concentrations in soil (P@le) Valueere calcu%@gjd @the tiveé
substance fenhexamid and its metabolite as descried in detaiQ% Point 9.4&@@ lioin 9@©of this
dossier. A soil layer of 5 cm with a bulk densi%@% 1.5 g/cmikandc o@%?serva@/e DTy valags of @9
and 75 days for fenhexamid and its metabolitKM24 r%pecti@r, wgr} cog\{@’erehisoé&ulaﬁ@ for
initial PECs in soil is a first approach to sil@llat@%@&pos@e of gpil m@— or@acr%organi%lis. ihbe

PEC;oi values used for the risk assessmer@e m@@nti\,{@ T%@lo.%z, @@ N ©) @7 §@
@} \\ @ . & w;\ N é\f ®
Table 10.6-2:  Maximum PECuon valids <si§ SRS & @ @
< @ R N &)
Crop Q . Eemheamid . o |7 M4
@ PEGsimn O §PEC@ @wa1d) & JPECuama
[ing/kgps S[mg/ 2 [m@ke]
Grapes o (%% 0.3@ @ @ 0.065 @ 2 .039
Strawberry (high rate) ! °~, 0859 § S Q134 *> 7 0.132
Strawberry (low rate) %, Q) pagg O [\E} . UO.I% @ . D 0.128
Tomatoes Q@ T K047 O & 000 O[S 0.049

D The risk assessmen@cond@%d w&@?&se f%\\fhe }'%h appli@@on ratéyn stravﬁ@errie% vering the intended lower rate.

@\&%\&\Q@%
S & o o «¥ & ©©§@

O . N
1A 10.,6\.@@ Toxigity e su@tio@or g@hw@‘ms& TERA and TERLT
@)
The ri@ssessmen} @00@,{1@ follows current, i@ulatcﬁﬁy rea{@ements and the Guidance Document

on Terrestrial Eco§§:olo§> é’ o\© @ é S
9 @ > S ©©

Based on mo& sen@@ e @)omt@ (se @ able@%ﬁ- ' the TER values are calculated using the
N

e

following ecp.l@dtions: @© Q\\ § @g@ @@
@ 2 QQ © @ "\%

TERA =LCso/ PECg> . Q

AN .
TE&%’I chronic NOEC @Cm{@j Q@ ©©\
2" S @ &
The risk is @sider\e%ﬁcc@ble,@he %@E% is > 10 and the TER. 1 is > 5.
Yy O & 9

For lipg %ic s@ﬁtanc@ (10@0“1 > 2) the Terrestrial Guidance Document recommends to apply an
additisual as sm@fac@)f 2 for the ecotoxicological endpoints (LCsy, NOEC), if the study was
co cted artifféial @1 with a high content of organic matter (i.e. 10% peat), to consider the

possib@rption of these compounds to the organic matter.
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Table 10.6.1- 1: TER calculations for earthworms

. . . PECmax TERa / .
Compound test design Endpoint [mg/kg soil] [mg/kg soil] TER@ Trigger a
Grapes 204
Fenhexamid, acute LCso > 500! 0.320 1563 10 &
Fenhexamid WG 50, chronic NOEC >9.9! & 0.320 &@ >31 é\
M24, chronic NOEC 2100 V| 003987 |>2564 | S5
Strawberry (high rate covering low rate) o> &Q QA QV
Fenhexamid, acute LCso %\%01 0639 of >78 | K
Fenhexamid WG 50, chronic NOEC 499! \o 659 @ | 215 [\ 3
M24, chronic NOEC &, >160° | 0. Qﬁy k27584 5 °
- J 0@’
Tomato f@‘?\?ﬂ @@ @ @&
Fenhexamid, acute LG@ °a 5008, NO\Z47% >@'ﬁ§(§24 10
Fenhexamid WG 50, chronic NQEC > 299 & 0247 2404 58  No
M24, chronic ANOEG > %300 g9 22 & | . No
! Study endpoint divided by factor 2 Q ‘o S N D ) @V N w\jj
& & &S
. @ % @’ @ Q D«
Conclusion: N O« o
The TER values are above tfl% ‘iill%gr of é@nce 1N ndlc@ong no%lna %able@ﬁsk f% earthworms from
the application of Fenhea@%)nd 50 @corc@ to t@ 1nte@ed G§O @ @X&
@ . O
v % @ \ @ D
@ ' v @) AN
IIIA 10.6.2 te toxicity to earthwors
@1 { @ O @

as&ei%ment is conducted with the

No acute study h examl\d G 50 % co ducted@w I
endpoint reced fr(@a the @dy with th&@@lve@bsta fen

IIIA L@S Sué@tha@?ﬂect@n grthw&ms& . o
\
A formulation st@t on&subleﬁ@% ef{é@ts Q%ﬂeart%vorms%amed out with the lead formulation
Fenhexamid W@ 50 # m@ e@an tﬁ‘& T1e§ll su@lary document on the active substance
Annex I, poirf@8.9. O @© O © \ ©
\@ OO O S @\ >
SRS Q N

O
1A 1@ 4 FlQ@testhffec% on®rth‘urms)
N
Corﬁ%dermg the ﬁﬂd;ngs @Dr‘[@g@’oov fu@er studies are required.
@° & @ &

1A 10.6.50" Qe%ndl@%nmﬁ of garthworms

Accord;@o the@rrer@@gu@ry req@%rements a log P,y > 3 is used to indicate that there might be a
potentidifor hiy cc&ulat 2 For information on the residue content of earthworms please refer to

1A 43’1 9% o S

N @@ ©
-
r
I1IA 16.6.6 Effects on other soil non-target macro-organisms

Considering the low risk for earthworms (see point 10.6.1), no further studies were necessary.
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& o
IITA 10.6.7 Effects on organic matter breakdown S @\ g
A study on the organic matter breakdown is not required based on the @90 value of&the a@%
substance and acceptable TER values for earthworms, soil macro- orgamsr% and soil mlc@org@sms@
< R
o & &S &
I11A 10.7 Effects on soil microbial activi&y @Q @ Q§ é\” C&(@&
Studies are available for the product Fenhexamid 50 and t actlé)e 1ngrac@ent &enhexa@@d &1@
results are summarised in the following table. Q,;@ Q} @ N \ %@ @@
. N D .
@ RS N R
Table 10.7- 1: Effects on soil non-target mlc@)-org%ﬂsmsgj @% b@’ § & % R
@ Q) Q QX N
Test design Eﬂmﬁﬂcmﬁglca&&idpm& (3% efer?gnce { §@
F{@\@ex&ﬁﬁd WC&% R
@ 26. z% mek
N-cycle 28d no fluepce S Q AN
% @1 @61( ﬁ/ Q )
N . Fqﬁhexamld & o 2
& Q N @ ¥ & 95a)
"~ @9 o &0 Y OAJOE6094
C-cycle 28d s @%) inffgence O10 & kig./ha‘& M-006374-01-1
S L g & o D g nag10201 (BU
N SIS
& & X <z @ | int I1A, 8.5/01)
v (O IS N Y @ (1995b)
F D N > & I AI0126194
Neoyele 024,80 O noifluende. 1065 as/iy @ M-006371-01-1
& @ &N © é&w 11A 8.10.1/01 (EU
N SO & a D point IIA, 8.5/02)
A @ O & O '
RO P S G
Risk assessment S ©» O

N

%, &
According to cu ent 1@ lat§ aég@emelgs the €3k 1SQ§ceptable if the effect of the recommended

apphcatlon of a@o éﬁd/ roduct en mtrg@&en orcarbon mineralisation is < 25% after days. In no

case, dev1§ons from con ol e % aByer 2%9@1ys indicating low rik to soil micro-organisms.
Q &

Thus, no unaccep@e rigks to @l no@ar et micro-organisms is to be expected from the use of

Fenhexamid WG 50, if thg pro@t 1s u%d ac ding to the recommended use pattern.

O

ede

@%

N

@Q

&
IITA 10.7. @ @aboﬁ&est t@vestlgate impact on soil microbial activity

A fo
50 1s

Q@

.@

@
<

&

Q

S

1or1 §Ady onSoil Microbial activity carried out with the lead formulation Fenhexamid WG

d 1@6 T}zgﬁl summary document on the active substance Annex II, point 8.10.1.
v
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I1IA 10.7.2 Further testing to investigate impact on soil microbial activity D
Since laboratory testing has demonstrated that fenhexamid would not be expected to cae any§
significant effects on either soil microflora respiration or nitrogen transfon%@?ion at concenir ati@§
above the maximum field rate, no additional testing has been performed. @

D
S 6 & .
© N O &
I11A 10.8 Effects on non-target plants & @ < Q\ @
X
IITA 10.8.1 Effects on non-target terrestr plants &©Q 69@ QQ § &

The risk assessment is based on the “Guice Documért o1y, Tergestrial &Ecotox%olo @f

(SANCO/10329/2002 rev2 final, 2002). It is rected@to off@%ld sil atiogg, as kn-targg@plan@ are
non-crop plants located outside the treated ar%w Spr@g)drif‘g\ﬁﬁ%m t%:\’[rea@ are%@’nay 16ad to revidues
of a product in off-crop areas. Qg%o @Q Q & é @ & °
In the case of a non-herbicide, screeniu t‘é%and/&RTier Q@\stud'e§gi\ie §St informatio athe
likelihood for terrestrial plant effect @ hqsgis c&l@be o@%sid&& ac@ta@@' th@ are data
indicating more than 50% phytotoxi€e feg%t the l@lxi%& a@aﬁ@%‘[e. S &

S A S @@ @? O\W\a

Seedling emergence and vegetative yifgg?lr St@l@es ]@e be@%on@ted With F@exa@id WG 50ina
screening test following the QECD N\on-@et lgant Testﬁlg %%eli}n@@l’rop@sal. Ea&R study involved

11 species tested at the rgf;imun@ppli@onr of io% g@a.%s./ha%\?\ § @\25@
O« & 6 & ¥ I S
s TS e & RN
&« .9 % @© @
S QO N o & Y
F D Na a8 §@ N
¥ &0 O & O s e
N N N N
2 %, %@ NV T e o
- o & & & N
A \@ & S S O
@ Q
§ RENIIAN > & >
T e o
v O & .9 o O @
Q O © SN NN
¥ o K & o
=) N @% W2 %
@7 °\@ Q @ ~
T Qe
'27\7 Y\g @ o @ Q @
> @ &@\ O
@%
@ =) § Ny @Q
< & S
©
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Table IITA 10.8- 1: Ecotoxicological endpoints for non-target terrestrial plants @"
Fenhexamid WG 50 S
Plant species Seedling emergence (Tier 1) Vegetative ﬁour (Tier 1) @~ ©)
Worst-case impact at Parameter Worst-case impact@ Pgmeter\
ga.s./ha ga.s. 7
5000 g a.s./h 5000 g a.s./ e X &
Sugarbeet 0% Phytotoxm effects @ 30 (@ P&?&otom&effect@
(visual damage) Y ~ @ylsu mage@
Common o Phytotoxic effecty y@(
amaranth 0% (visual dama&@9 @%QA &@ (vis
- ) )
. Phytotoxi cts R @ytotq&jc effe@
V)
Indian mallow 0% (visual danfage) @ O\o@ Qo %(Vigﬁ&i,dama“@)
© ~ q ;
Morningglory 0% Phytot@‘c eff@ é\g 6§0 % @@ > Phyt&om effects .
(v1§¥al darg@) 5 S e @sual@ ag?/k
. Phytotoxitreffects™\| ) Phytotoxic effgcts
0, V)
White mustard 0 % @Visu &]\E ag @} &6 é&% N (”\9 (visual damape)
. % .
Cleavers 30 % o Q)(l:/ yléé%?(é;g@%) v@ \@’ 0 ,%QQ f§9 é@iﬁ%rﬁiﬁg s
X Rgytoto effe§ @j O Q ﬁ O Phytotexic effects
o o
Comn 0% & *Y(visualdama, &@ @Q n O @@ (¥igual damage)
&) %) - )
. v Phyiotoxiceffects & ) & Pﬁfftotoxm effects
0,
Black twitch 0@)/)0 & (Wsual dénage) @ %{3 D 9D (visual damage)
. N f’%ytot@@c effeg) s | O %o X Phytotoxic effects
o o
Wild oat S 0 A)@@ © (ViSL@ da%@e) 2 © %& 0 {Z\ o @ (visual damage)
>4
< toxieﬁ\\ffect@ © S Phytotoxic effects
0, S o
Cockspur §J &0 S isu&damag%@ @@ &0 % Y (visual damage)
Green = S Ph xic effects N N, Ko Phytotoxic effects
QO 0 0
bristlegrass @O . @@© 0 /© g (Wigual d@age) [\E? 30 ° (visual damage)
&) N 199
2 N & @ S DO 9(10 @
Referegie™ O X Q>
R o O oo . OM019075:0R
D O A O o mA 08401

«@J ©
) % X S
In the case of@enhe@id 50 efch@the s@hng@%ergence nor the vegetative vigour studies
showed phy?@oxw Sffect @0? abthe x1m@§r ratepf 5000 g a.s./ha.
Thus, %glacceptabl rlsks no@ﬁrg @@rresgg@l plants are to be expected from the use of
Fenhex id WG 50 en used a&ordm&éth@commended GAP.

D
ITIA 10.8.1.1 @°Seed ger nat@? Q&
Please refer@Anng%ng 1.2
Q & @
@ S
IIIA i% 1@ Vegetan@e vigour

Ef] s ogetat@’e V@ur and seedling emergence have been caried out in an herbicidal screening
test w@e lead formulation Fenhexamid WG 50. The study is summarised in the Tier Il summary
document on the active substance Annex II, point 1A 8.12.
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I1TA 10.8.1.3  Seedling emergence @ @@
Please refer to Annex Point I1TA 10.8.1.2. 5 Q\ &
ITTA 10.8.1.4  Terrestrial field testing @,Q S ©®
Further studies were not considered necessary. &% § @@\ %@
€ & oS5 .&
§ s

I1IA 10.8.2 Effects on non-target aquatic @iants

LN
The toxicological spectrum of the active substances\towards aqu ustic plants i@xesen@d und&? An&e@{
Point IITA 10.2. The risk assessment for Lemna resented u@er II%@%O 1

IITIA 10.8.2.1 Aquatic plant growth —&emn@ % @ @é}? @Q

Due to the use of the product as a ﬁp@%&nd %d s»@@e rod ct is HoO usepas p@t- @%‘[h
regulator, tests on aquatic plants are r@&re %d I@erth @tudy wit

a gibba
conducted with the active substance @he;giﬁnd '@ res are@mm$ﬁi§e 1@%1@%- @1) .©
v
IIA 10.8.2.2  Aquatic ﬁeld@stl% - @ ®® S @ @ N
The spectrum of the blOlOglCth{%’ of th@pro@ct isqy Wl r@esente@ by re ©- and the risk

assessments in Point 10.2. Tﬁeref@@ furt}@ stud*es are@q,ot coﬁs1dereQ ecessary. o
9 SEES
AEEN @ § S @@
s S
I11A 10.9 @?ct&on ot§r n%@farg@ o@sm@behev@d to l%e at risk
The spectrum o@ glcai%actlwty of Q% progact is @%ﬂ resen%@i by the results and the risk
assessments % oinex10.2 @ 10. 8@)f thg dos%&r Th@efor rther data from biological primary

screening Q%other p@hmlfﬁ“ry te@@s are %ot CQ?I erea@lev&n‘[ for the risk assessment.

S

> & & & & &
IIIA 1%9 1 S @mﬂ Qof relm@r ©a b;%lo 1 activity & dose range findin
@ugn &Q’ 3«;\, N %%a y g g
Not relevant. Se@ten%nt pr ed @ﬁer L’é@t 10.67 S
Q S :
ITIA 10. 9 A@ssm@nt (}k@le&a@ce @oten@l impact on non-target species

(4

Not relevant, § Y g@ d 10.
otre ev%t ee stater%e pr ¢ u@ : to %@9
III{%O 10 ﬁer@ecn&@’tu i€

The spectrum ¢f, the blologlcgpactn@y of he product is well represented by the results and the risk
assessment@ Pom%TO 10s8,0f this dossier. Therefore, further data from biological primary
screening & the@preh ry §ts are@ot considered relevant for the risk assessment.

1A @0 gg@ 0] er/sl@lal studies - laboratory studies
No t@leva @See §§em provided under Point 10.10.
g @9 R

1A @0 .2 Other/special studies - field studies

Not relevant. See statement provided under Point 10.10.

@@ 4
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ITIA 10.11 Summary and evaluation of points IIIA 9 and IITA 10.1 to 10.10 @ S
IITA 10.11.1  Predicted distribution and fate in the environment a%i time cour"@ @§
@
& N
D
| o A PN
From the studies on the route of degradation in soil it can be concludedithat fenhexa@% W;l\&@apl@g
degraded in soil to the final degradation product COz@

Summary on the fate and behaviour in soil

parallel to@ineralisati(@}bo residiies @
were formed. More than 13 degradates were found; sgven of them c@@d be ident or ract@%fse . é
No metabolite accumulated in soil. None of the de dates exce@d 10% of t&@apgd rad@@ctivi@

at at least 1 sampling date however on&letabolite, the Q[@ ]bip@ny -KBR 2738 @fth
BayerCropScience code BCS-CQ88719 (MZQW% i%miﬁ@s a m}'or gé@po forq@%d in @nge
from 4.1-8.8% AR in maximum during 0 d& of @cuba@n. @’ metabolites reacc%d their
maximum concentration in soil in the ﬁgg%wee{@fter\sl tgengmd c@inuou@y d@ﬁed @%til
termination of the study. @x \\ @} RS & N é\ﬁ ®,

The initial step of breakdown of thele%é% inv@»ed @rie‘c@f oxi@?ﬁve @C or+-0-C gupling
reactions involving two or more $enhex4inid reietiessvAs $1'65u1 me@ couplj g %%ucts and
trimeric coupling products of %n xarfad ng fou@ as bo@@. B@d O@Qﬁe restlts from the
processing of sterile soil it w@coné@ed at forrffition @ the@%im%ic and @meré&[ransformation

products of fenhexamid %?s’ a fatter Qﬁf mi@obial G@nd/or %nzy@e—mad@ed and in part abiotic

D
processes. " © 2 S $ @t@
Ultimately total minez@lisati(@%}f tlfp aronfatic n@@eus o car di&(ide oc@l‘red via aerobic ring
S TS e &y, O

cleavage.
It can be conclufﬁrm@&the stu c@g@cem&gg the Photo @%ad fon q hexamid on soil surfaces
that photode éﬁtion&ll not%igni%@antly%)ntrg%}e tq primarydegradation of the parent compound.
But it can C(%ribu@y to the ¢limination ‘Of residhies offenhe®amid @ the environment by means of
mineralisa\t%n of phenyl-ring @Q%aig@ me@olites@ soily No s@&ciﬁc photolysis metabolites were
formed@ring this s‘a@. ) § S @Q § . &
On the basis of th@ata }%%sent@ﬁ on the roué\)f d@gradat@, it is clear that the parent compound
itself represents@ﬁ onl% relexit res@ue of oncer@ in gvil, because no metabolite or degradation
product was f(@nd in@am@ﬁt %bQ@ IO‘Y@Of th&pli adioactivity.
The rate of @grada@on enh%}mid soi]éyas begp investigated in laboratory trials, which were
run Wiﬂ@ht soils and two r@o la@fs one at th&%/clohexane and one at the phenyl moiety under
aerobic‘sdnditions at0°C. T d({ermin Ts@lues were < 1 day for all soils.
In order to derivesge iab@alue@for ,é@ ha@ﬁfe of the [C-C]biphenyl-KBR 2738, BCS-CQ88719
(M24), further im&estiga@ns @1@ c@ﬁrada&i@l behaviour of the BCS-CQ88719 (M24) in four aerobic
soils resulted an”halfylives .1@:@ 22.7@days (geometric mean: 5.10 days) for best fit evaluation
following F@U%&neti idance. ©@

S SR
The regults O@e adSorptiofifdesorption studies (batch equilibrium) with fenhexamid showed that the
co@und@@s to dg cl tﬂ'\\fied as a substance with no or only low leaching potential (mean Koc =
S51°D. Dpssto its very low water solubility the mobility of the major soil metabolite [C-C]biphenyl-
KBR 8 (M24) could not be determined in batch equilibrium experiments therefore a soil column
leaching study was performed to result in mean Koc values of 668 mL/g and 912 mL/g depending on




g Page 71 of 75
BAYER

s /Bayer CropScience 2012-02-05

Document M-III /Tier 2, Sec. 5, Point 10 - Ecotoxicological Studies of Fenhexamid WG 50
(Submission for Annex I renewal)

the model used for calculation. Therefore no problems concerning the groundwater contaminationgg/ill S
be expected, which was also confirmed by the PEC, computer simulation. N §
©© & S
Summary on the fate and behaviour in water 73 S <
In sterile aquatic systems reflecting environmental pH and temperature%onditions fe@xa \Wag’@
found to be stable to hydrolysis. Consequently it is @of expected @'L hydrolytjéﬂ\procésses \@f
contribute to the degradation of fenhexamid in the envirdhment. @@ Q\ y\g@ &@
Studies investigating the photochemical degradat@n in water&@owed tha lar @%iati§ wiizg©
significantly contribute to the degradation of fe:@nid in aqua@ systgms apd also can con@ibut&%

the elimination of residues of fenhexamid by ns of mine@isaﬁ%@of t@g: phfw@-rin.&?@@/[oan

s a8 &
14 degradation products or metabolite fracti wer@@bse@ in @% 1rrted 1 eoussolutioi. The

breakdown of the parent compound pro eeded@&ia d@@lorii@on (ﬁ‘ ), s@pw@ h@yla@oﬁ
(M15) and subsequent cleavage of the phenyl-ring. \\ > % § N @
The benzoxazole metabolite of KBR3 %§10 (WAK %04),®thicb\:>vas ed@a am§s of
approximately 24 % of applied radiivi% was i@'t%heﬂ@tabd@%ed @ fa Ts@ 1 ({%

. . . N Ny .
In a phototransformation experm@t w%i enhg)xamu@ubhs@ in @mo ere @3& 81§<}p. 844-852
(_. 2010) anoth@ne\yv&queou@)ho@etab@ oérred @am@ts up to 15% of AR
and was identified as 1-methyl c cloﬁiex car&oxamide&(M&(@ D{%rent@hoto séfsitive additives
like acetone, etc. andchumi® sub%ﬁice Qike humic %acic@ et%\werq&f@tilized in those
phototransformation exp§imeﬁ§§. S @§ § RS §
All photolysis meta@@l’ites @ge (@rans'@nt na a@there@re i%t takiﬁx into consideration for
modelling purpos g .9 > @Q @
In natural Wate@di 9 sys@@ns th?co@uni\has t@@e rde@ a rapidly dissipating and
thoroughly m@oli§ subgance. Che va of f@ihexd were calculated to range between 2
and 15 day@jreferri@j to the entigg system. thamyt 5 négtaol' tes were formed, but no metabolite
accumu@d. Using t}@@\{cy exylF-"C] labelegh fenh@xamidh(KBR2738) two major metabolites
identii@l as 1-me h@lcye@%xq&ecarb‘iic c@@d (%9) gapd 2-monochloro-KBR 2738 (M12,

synonym: KBR @—3—d&c§ oceyrred @an a&a‘ci environment in amounts up to 8.9 % and

7.5 %, respectivg?y. T %ulf of %@ 21@83(M2@ whielroccurred in amounts up to 4.2% of applied
radioactivity V\@ not©§aken Wt ac&@nt i&@irﬂg isk assessments. Fenhexamid was relatively
fast degraded in the water/ sed@ent %%ten@g@o thgy final degradation product CO,. A significant
portion @fthe radioactfgity trans@cat@to thé%ediment. However, in two systems the fraction of
the b@\\l}l’ld residues @\“Led %decl@e afte@bou@ to 60 days and was gradually mineralised to carbon
. . . . B o 14 :
diokide, indicated by th@ﬁge @aounts C@ at the end of those studies.
Regarding the @ifferent res c ingSthe degradation behaviour of fenhexamid in the aquatic
&
environment{Qtie pafent ¢ ounﬁﬁtsel@as to be regarded as the only relevant residue.
& N Q S Q
@ G
Summsagy on §é fa%and aviour in air
Due ﬁé\’the@ \/ r_ptessure significant volatilisation of fenhexamid is not to be expected. In
ad@%on, @@mates of th@hemical lifetime in the troposphere resulted in half lives < 1 day. According
to the@snlts an accumulation of fenhexamid in the air and a contamination by wet or dry deposition
are not to be expected. The relevant residue for quantitation in air is the parent compound only.
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IITA 10.11.2  Non-target species at risk and extent of potential exposure @ S
5 &
Terrestrial Vertebrates @b @ ©)
N

o

The risk assessment showed that all toxicity-to-exposure-ratios (TER) for@Jbirds mee@the @norl
acceptability criteria. Thus, an unacceptable risk to birds from dieta@@%xposure Kf@r ysé&of g@f@

product as described in this dossier is unlikely. g}a Q\\ @ @
The risk assessment for mammals showed that all TE§ values are r@@for all sce&os Tt fr@! the é
vole scenario for application in strawberries and@tomatoes re a reﬁ@ risk a seent @

conducted. Taking into account the high resilie nd potenk@ for r@@gvery@f Vol&pec@s, th
relevance of row vegetable fields as habitat fqr vole p(%)ulat@ ané%mo@éalis@; resa'@e deeige of
the active substance, the risk for small herbi@)rousam@?ls fr@ the of nheﬁamid %G 50 is
% @ & M
low and acceptable. @ \@’ \@ @Q %I @@ @j @
It was also shown that no unacceptable &isk tobirds mamidals résulted from gxposure via ing
iy gl e b giposus vin ek

water and from secondary poisoning %Ga ¢ v\vor T f@s gi%n_ < @ O
The risk from metabolites to Verte@ges isGonsidered to'be 10& § N S %@)
@)

@) .
o © & o O S
e WV F G TS s
Aquatic Organisms AN RS AN &@ &
For the use in strawberriegand t@atoe@%ﬂ TER valu& for fenhe)e@nid its_rfetabolites meet the
required trigger for acutéand c%onic I‘l%( basd on @CU@% 2?%\1%1(1 };xindic@\g an acceptable risk
to aquatic organisms@r ap@ati&g?close% s@ce water badies. Baus, fox t
. D eedt S o 8
and tomatoes, mltI@OH measurgsare nQ needed. <
o o %, @
For the use in V@E al&'@R \@?ws are me@r F(%Q S @ 2 a@} 3 afart from acute and long-term
risk of fish sed@ fephexami@® Thu®'to ect
o nhexamidh Thu s

required fo&)applica@)n in“Vine. &

e use in strawberries

h, S ift é)e%gucing buffer zone of 5 m is
S ¥ T ¢ &

S N &

ST A
Honey@Bees R ) %, @@ N .

h

SO S
Tier 1 risk assesnt %o&wed t th&hazat@’quot&ts gral and contact) are below the EU-trigger
value. Therefore@the @©e o n
R O

X
%@mido% 5 acco§¥ng to the proposed use pattern does not
i )
constitute ang@jiaccep) bleé% totwards bg N S
AN Vo R & e
Terres@i Non-Tar&@ Art@opodg@ @ \%
The sk assessme@ndi d }h@ﬁno @ergﬁcts on non-target arthropods are to be expected in
the}-ﬁeld and ogf-ﬁelcf@’rea @\n the use enhexamid WG 50. This was demonstrated by studies
with the prod& on ¢he indigator pecies @yphlodromus pyri and Aphidius rhopalosiphi. Additional
leaf- and s@dw&ﬁn opod&épec' were tested with Fenhexamid WG 50 and confirmed the
q v Q & W
results. o @Q Q) @@
NN % S
Ear@orn@@and@ler oil not-target macro-organisms
5 <

As as@@ demonstrated by acute and chronic studies no unacceptable effects on earthworms are to
ed

be exp from Fenhexamid WG 50 following the application according to the proposed use pattern.
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Non-target soil micro-organisms D
The risk consideration indicates that no adverse effects on soil micro-organisms are to be eé@ected@§
when Fenhexamid WG 50 is applied according to the proposed use pattern. @b &@ @@
g .
: SIS
Terrestrial Non-Target Plants % Q & ©
o\ '24\?

) .
Screening studies with Fenhexamid WG 50 indicate th adverse e@cts on non-@sget \% ts agg;to @
be expected from the use of Fenhexamid WG 50 accogiing to the pr@sed use p%&l@n. N é\ﬁ &
@ & o R O
) R o $ &

N
IITA 10.11.3  Short and long term risks@%@r non-tar@t or&@liS% \© %@2 @@
- R A C RN
Please refer to point 10.11.2. o N SN N
v @) @ @ © é % &’
R - 0 > & e
ITIA 10.11.4  Risk of fish kills faggﬁties@» 1arg§vergb ates” & w ©§
e o
According to the aquatic risk ass@nemé%royi@%ﬁ uﬁ@%r P 1(§£ ap§ﬁtio Qf the product

according to the proposed use pattern g%d rec%mrgﬁﬁed @itiga@‘l megsuresWill_ffet result in
o 9 S S

unacceptable adverse effects fogfish. « >y L N

1

@° & Y .0
Based on the information p{;é%nted Mden@oints 1@9 and 10.3@% is mpst unlikely fbat unacceptable

risks will occur in large V@rtebra@ an@rres@l pre@’tors v&%en@ preQ%:t is@sed in accordance
with the label recommeﬁﬁation% % @ o N ‘&Q @%
NS O & 0O & « \Q
S TS e S s Q &
ITTA 10.11.5 @ca&@ion@s @ces{ﬁ@*y to a oi@ m'@@imi@ contgmination
AN AN o
No unacceptablérisk non-férget@rgani S is IQ\be ef?ecte 0 ﬁ application of the product

when followi@ the pogﬂ@risk n@tiga‘&m for@‘uati gani§ms, i.¢ya 5 m buffer zone in vine.
Further infépmation is gjven u & Poind\10.152 of tH& docyment.q
A glven und @ B cument.qy;

<D
'S & \§ s \@Q RN
SIS
5 & & & .=~ S
ORI AN S RN
o O ¢ .09 o O @
N -
AN L 4+ 9 @
@7 & Q@" o%
°\ Q ®\
S N S0
> N S & &
S @ﬂ&@\ O
@%
N %“ﬁ@ )
&§§© S ©@
AN
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Abbreviations ¢
& &
Abbreviation | Explanation Definition N @ j@j
a.s. Active substance @j@ & i @@3
al. Active ingredient SN
AR Applied Radioactivity ~ %ﬁ W . 2) =
AV Avoidance Factor v@ @& R N @
BCF Bioconcentration factor @Q @ @\Jg g\\ﬁ é
bw Body weight @ S Q R rr'© a
calc. Calculated /@ 9’ @ N S
CL. Confidence limit Y QN Gy N w\:@ Q&
d Day S @ &y &
DDD Daily dietary exposure A @9 @@@, S v 6& (,@ &
DTso Half-life of disappearance w\?ﬁ °\U Period requiredor 50 ‘@ssi@ation < Y
DTy @ - PPeriodiequired for 906 dissipation m§
d.wt.s. Dry weight substrate @Q gy @) &
EAC Ecologically acceptable coné@htration \ > @ $ %J
ECso Median effective ccﬁenn@mn @J) (@ffec@ con@\\e\n)tratl?@or 5&@) of test organisms
ELS Early life stage@ ‘N ~ @ & O»Q (&&
EvCso EC related to%foma% Qy S N @)
E4Cso EC relatedq@ cell (f@lsny@ § o N K ‘27\/
E.Cso EC related to g@ﬁh rfe ®) (\ Q & S ©)
E,Cso ECrefted tofield v o & [ O & O
ERso Mefiftn effective raty O Yy @ | @
f fales ¥ & NS @
FIR / bw N ood@ake Ryte é\ %@' 2 | daily foo@ltakg\per body weight of animal
h Tl © 2 5 O .9
ha N 7 | Hectare X &V @ © N & v
HC;s &K Hazar@ous co@ntrau% S‘V s Q" | Coacentrafidn (HCp) derived from a distribution of
Q\) & éw . %\ emes@\smvmes that indicates that a certain
N) \ 3 Dpercentage (p) of all species have a sensitivity at or
9 @ S @;\’ o IS belgw'this concentration.
@ Q <P © ©\ . Q" | Infie case of HCs, p=5%.

HQ V| Hazard Qadlent " ©° &
LCso /@% Lethal concentragjon, ian o %, | Lethal concentration for 50 % of test organisms
LDsy & Lethg;@gse, m%)éial& &Q @ Lethal dose for 50 % of test organisms
LDDs Le@ die@) dqse@hedig@ @ Lethal dietary dose for 50 % of test organisms
LLC Lowest 1&Hal cofigentration’ Q
LLD &@Qowe@getha}@se Q\g Q
LOAEC @ Lo%g@% obg&ved adveérse efect

<> | clbeentrdfipn & Q
LOEC \(\@ @owest %%serv@veffect concentration
LOEL*> @JLO\@ ob@ed effect level
LQ@EP @@w LéWest @Wed effect rate
LRsg a§ Lethal rate 50%
log POWU N-Octanol/Water partition coefficient expressed as logarithm to base ten
m male
MAF Multiple application factor
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Abbreviation | Explanation Definition <
met. metabolite e
NOAEC No observed adverse effect S @K@ @\2

concentration m:@ & S
NOEAEC No observed environmental adverse - & @

effect concentration % . @) &
NOEC No observed effect concentration © @% R > O
NOEL No observed effect level Q @V @ ~
NOER No observed effect rate Q@ &U ®) Q Q
NOLEC No observed lethal effect concentratig@ X 22 (§ r\& ) &
PEC Predicted environmental concentraftéa @} .9 ~ ~ © @K@
PECow PEC in ground water ' MRS SRS S
PEC; PEC initial O 9 o @& Y v o S
PEChax PEC maximal ﬂ% .o Mg%mgl PEC during mulfiple ap%ﬁcati& @
PEC,i PEC in soil N RN O
PECsy PEC in surface water Q\J NN D ?”\9\/ 6}\9 A@ QDQ ©
PECua PEC time weighted avéfage . | v« ° 2 o & 9
p.m. Pure metabolite 2 & & > @%} O @U RN
PD Portion of Die&@ N ‘o O Prop@i%n e@iffere@ fooc@%}pes in the diet
PT Portion of Titag @ $ < P&poﬂio&%)f di@t@)tain@} in treated area
Quc Hazard quagient cofbact N [(\\@ Dose/contact 1503, (i@; ﬁgl@pplication rate)
Quo Hazard q%tient&gal 7 @5 Dos&a@al LDsg Ko /ﬁr@
RUD Resid@vper IJ@% Dosgi@ ™~ ©® Eg‘ﬁignates@om ﬁgeraturé%of) residues in food

) NS «(\@ N) rces, converted to an%pplication rate of 1 kg/ha
SV S@%“tcut @\\Pue °\V‘)) R R & «\@
TER ﬁ%xici@&xposu% ratii @§ AN N %y
TERA @WE%@ute © NS © gé&éiciq@posu@ ratio for acute exposure
TERsr © | TER short term 9 % @\ oxigity exp@ﬁ're ratio for short-term exposure
TERir O TER lofig terrp(\@ @Q R@ To@ty eg@gsure ratio for chronic exposure
TG Technical Grade NN INS
TRR Towl RadiodctiveResidies @’ ©
TWA Fane v@hted@eragé@v N S @V
w Z Wee(}é@ < Y QO O K
< less than @U Q" Q 9 @ﬂ©
< @ less thagpr eq@o @ o 7 Y
> S gre@than & Y
> v gréater tha@ eq%g@]to @w K
SN & ©
@° S @ S
s & &SR
S & <
& & & &
S QS
N @ N o
& & T e
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