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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTIO@
PRODUCT Q\ @ﬁ
o @ S
& N
Use pattern considered in this risk assessment AN § @Q\ 2
Tablel0- 1: Intended application pattern @ <7§% % \ @»é\g @
Crop Timing of | Number of | Application Max1mun©< Maximut@appl@ﬁon &
application | applications interv .;.'\ label ra individ@trea@nt( geske
§° @
(range) [days] [L/h@ [%ha] <©
QO?% N Z%odos@fum %efe‘@
S met@yl-sod% %y die
: BBCH N NN NS
Winter wheat 3.3 1 o 9 & 0.1g» e o 30,
. BBCH Do R SINEZ
Winter barley 20-32 1 <\9 \\ N &@75 <P @@5& 2

> D
S i S F I T E
Definition of the residue for ri$k assé&sment v N

& O

O
Justification for the residue def@ltlom@?rlsk@@ses%@m is@%vi in 1\@2 @7, Pqﬁ%mt 7.4.1 and

SIS AN @ ©
MCA Sec.6 P01nt6.7.1 %, & @ < & < @@@ \@9 .
Table10- 2: Deﬁmtlgn@j the residue @ rls‘gﬁessgent R Q %
C tment S f@p & 6@ D« > §
ompartmen {z\\g oHpoun o& N o & §\
@ Iod@lfur ethyl@odm@ @
S 4 ABF075936 \Q IS @@
S D < YAE Flf}%ﬂl & d K
& & .0 OAEFR45T40> & S @
esoil T[N g ABQOR ~ %,
ST g e U @
A | S é%&lzs@ ~] . O
"\ N o AE 0119 XN
7S S Av0so S s

Groundwéter @ Q @&‘he asSeil A, @D
@ ©© @j%dobsu@lron @hyl Sdium @

Q O <> AERO757
N > § A§§ 4057%))\ @
& 2| Q Xzﬁm@mo N
i AEQ 2166@
N NS .0 ARG 17@
P S Bosewsss
Surface @ater & 00@ 19
S \%Q “o AE 59411
S ST s AFD014966
@ @ O & AB0034855
N & A |08 AR 1234964
& @ Y AE F159737
N o & AE F154781
O Air Iodosulfuron-methyl-sodium

' Plant lodosulfuron-methyl-sodium
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CP 10.1 Effects on birds and other terrestrial vertebrates

The risk assessment has been performed according to “European Food Safety Authority; Guld@e
Document on Risk Assessment for Birds & Mammals on request from EFSA@ FSA Journal 00%

7(12):1438. doi:10.2903/j.efsa.2009.1438).

&

CP 10.1.1 Effects on birds &
Table CP 10.1.1- 1 Endpoints used in risk assesst

Test substance species/origin =) End;ﬁjﬁnt @) e
$ N 98
Q @ \ > @
9 N oY M-T8 34-0%-1
Lowest LDs© %@ & > A8.1 1/02
Acute from Bobwhite @ @ Q &
risk quail, MaHard [~ L&$ IS 2oo®g as/@%w M-142
Iodosulfuron- | assessment | duck, J@nese @ & o S Q KCAWS.1. 1 V,
methyl-sodium @ll N IS Q}S\a @) @ 199
ST N RN S B G o) YR
Q NN CAS1.1.1/01
Long-term | @ gmit @F NOR)EC @ 1077 fipm @C@ | 2004
risk _SRNO(A)EL f@l = $ @ o 42537-01-1
assessment Bdi%whlte §m SNOABL 518 n}%as/kg\l@/d - KCA 8.1.1.3 /04
W2 %
AEEN § o S RS
Toxicity of the forn@’atlolr§ K @6 \ é N "\@
Q AN

Iodosulfuron—metgﬁ dg:m 18 g@ow&ﬁte oraﬁox@ to (ngWI{[e quaidy Mallard duck and
Japanese quail wath LDy valués in %cess G@)OO } a.s. @ bw 2
With regard toyinimatswelfa@® reasén, ace{g ora ies@With ons are routinely not conducted
for birds, bg% only With théﬁctlv@ngre ents,tox1c bstances ardy 0ntox1c to birds. From the LDsg
data of @actwe 1ngre@ents toxi of the for@ulatlan bg reliably be predicted.

Taklnﬁmo considerafon dthhe LD50 ofalt 1%@1ents$%f the formulation are non-toxic (LDso of
mefenpyr-diethyl 5@%00 thg a.s @g wa (199‘I§amended 1994); M-129750-02-1), it is

safe to assume tlat the produckss als n-toxiC to @irds. refore it is justified to waive the acute
test with the fggmulation i .. @ o O o8
Q @ \ Q & D
Table C{PQ@I.I- 2: @lelev@gen@ avi f?oczgl $pecies for Tier 1 risk assessment
Q N S Shortcut value
v ) @ @ @ @ Representative For long- | For acute
%rop Scena@é @ G@leric f{@l species P . term RA RA
species based based
4 Q> Q ased on ased on
§ % RV @ RUDn RUDyy
¢ KQ
@ rly (@bots @ Large herbivorous bird Pink-foot goose
Cerdals @autul% wing “o00se” (Anser 16.2 30.5
g\’ o@ BB@I 10 22 £ brachyrhynchus)
Q?e re aé@ BB CH 1@ 29 Small orf}{llvcz’rous bird | Woodlark (Lullula 10.9 24.0
A ark arborea)
Ce%s BBCH 30 — 39 Small orzmvclrous bird | Woodlark (Lullula 54 12.0
lark arborea)

BOLD: Species considered in risk assessment (only worst case for each species)
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ACUTE DIETARY RISK ASSESSMENT

74 Dy

©

Table CP 10.1.1- 3 Tier 1 acute DDD and TER calculation for birds 5
Q @
DDD Srp. | 8]
5 Q,
. . Appl N
Cro Generic focal species pp. D| [mg/k @R Triggen
P ‘ peet rate | SVoo [MAFmp 0| |y S O (57 EE
lkg/hall ) e N £
lodosulfuron-methyl-sodium ﬁQ @\J § (5\\9
: : (13 2 : - 0 @
Cereals| L3T&¢ herbivorous bird “goose” <Pink-foot %ﬁ% 305 Q& 0.3 | 22000, > 655%h 19 @
goose> o 01 I Q o RN
Cereals| Small omnivorous bird “lark” <Woodlark> 2@ N | 98yl 2 2%@0 %&3@3 @
N 2 N N
SR Y Y
Q @7 o
Acute risk assessment for birds drmkmg%ontgmmzﬂ&e%’w%}ero%poo@ leaf whor @
N

As the formulated product is applied m@i%cere&lg@ n(%@%ls g&ﬁ@af axiys w@ @te exposure
possibly might occur are to be expec®@d. & @ N @ @ @ &
The acute risk from water in pud(@ formed o the so&surf 2 egof a@d vy) fainfall
Q1 - N
event follows the application ofgg pestsigl e to@rcro%@ baregguil 1§0V6r y t@@onggerm risk
assessment under Point 10.1.2%f thlﬁloss@ S @ g @)
N & Qy A Y N 2] 2
& Q O
LONG-TERM REP%)DU@VE@ISK @§ E§MEN® % %% <, §
N
Table CP 10.1.1- 4 @ Tler@lon rm@D an@@ ER @lculaé)o?for Birds S
@ \© <> N @f)D @ | & NO)EL
Crop erlc @al species é& Appl. rw SOMM p DBD [mg/kg |TERwLT|Trigger
S @J@ N S [keg/ha) @ twagp) bw/d]
.9 % &J Ay osulﬁon—rrg\et%yl—s@um g
%arge herblvo@us bu@goose& Q q
Cereals SIS 01| =78 [2909] s
Pipffo oS S
S 11< e &Qb Z> Kﬁ - O@” D @é "
mall O VOrous oi1r T
Cereals @0@) S F@,w\f . 10.9 0.1 >78 |>1350| 5
T O O - ©
Q QO O \ N
S ) @

Long- t@lsk asses%%lent
Nﬁentl%d as %Lev

birds,and mammals®

Two scenarios wer

Q@

SN
@
&
%
S

@Q

& &

111@:“\&1-@

Q

@
(m;amlnated water in puddles

an@or as%?smg the risk of pesticides via drinking water to

N )
o @af sc&%?iﬁy re&é%nt oirds possibly drinking water from puddles in leaf whorls

er applic
is rele$nt fi

@he @m

cute exposure.

posfie po@bly might occur are to be expected.

bare soil. This scenario is relevant for acute and long-term exposure.

n of&pesti to a crop and subsequent rainfall or irrigation. This scenario
ulg\tﬂﬁ product is applied on cereals, no pools in leaf axils where an acute

Puddle scenario. Birds and mammals taking water from puddles formed on the soil surface
of a field when a (heavy) rainfall event follows the application of a pesticide to a crop or
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&

Qb

An “escape clause” recommended in the EFSA Guidance Document for Birds and Mammals (%)9) (3

allows for screening the need for a quantitative risk assessment by a comparis

etween

the @

0O

application rate and the toxicity of the respective substance. This escape clau§y’specifies that™“duge

D
the characteristics of the exposure scenario in connection with the standars%assumption&r w@
uptake by animals ..., no specific calculations of exposur@nd TER are
effective application rate (= application rate x MAF) (in§/ha) to relet endpoint égﬁmgﬁl@}bw/@@
does not exceed 50 in the case of less sorptive substarces (Koc < 5
more sorptive substances (Koc > 500 L/kg).

Table CP 10.1.1- 5

clause)

3 ]

@

Evaluation of potentiakconcerZfor
S

N Q@@
.
&

Y
O &

@

i%t’essary wh.i@%the ret

/kg) or 3(8@ in tl@

S

Q S

)

\
egg&@;re Mirds@@(nki@wate‘i%escap

v A

%
io ofé\”

@

S
O
ase@ @q}

)
o &
%&a

&)

Crop

Koc
[L/kg]

Q% N
Applicatigh
rate * N@l%l? ° %

[g asiha] j

@{atio&%

@‘Escape
© clalise”

@
L W

(A i&licatit@ratewi

F) /@g@(A)gg

Coﬁion

&

Iodosulfuron-met

hyl-sodium

Q

S5 Y

R

Cereals,
1x10ga.s./ha?

50.8

@0 *01?&@?

@) (@)
S
@5@%@

< ]
& @50&

No concern

RISK ASSESSMEI\@OF
Substances with a@h

poisoning for bi

log Pow > 3 i@ed totfiggenan indgepth

S
As the lgéow of the a@we s@s{

trigger4<3), no evalugtion ofggconda p@@onip@s needed (s
NGEERN
BN
CP 10.1.1.1 Axutegyal

N

e

©@©

AN
D Use in winter wheat coveringthe use in win@barl with apn appliéation rat¢’of 1 &7.5 g as/ha
> o & SAPSa-
N
S & &
O%@ARY@OI@NINQ
X

: S D . .
blc«gaccqnﬁgatlgg@otentlﬁco@he ically bear @rlsk of secondary

O
N X

é% "\®
Q AN

if %@mg @contamma«t@@pre&ﬁke fishror eg@hwoﬁ@. For organic chemicals, a

o

From the LD3y’dat

9

anc

& °\© g@%

lci%% 0@\%

@

S
)

o

& &

Q&@’lua%ﬁn of thg pot@ al fg%%ioaccumulation.
N 73 X
%iosu@uo etdi g

nd its metabolites is below the
e\@ec.z, CA2.7)).

Acute oral ses v&@(? for@l§m arexxoutinély not &)nducted for birds, but only with the active

ingredien
be predjéted.

9

Taking into consida@\ﬁon

S

CP 10.1. §@
G

N
High

A

@

thegctive @grediénts the toxicity of the formulation can be reliably

N
t the KDso 11 in%@dients of the formulation are non-toxic, it is safe to
asstune that the product §§Iso n-toxito b@s. Therefore it is justified to waive the acute test with
the formulationgyrbirds.

@

&
S

&

@

N

e@@er (gta on birds

Sinceég osuon-lgsthyl—w@@ium is of low toxicity to birds, no higher tier data are needed.
BN

S @
Q&

¢

TS

T EFSA (2009): Guidance Document on Risk Assessment for Birds & Mammals on request from EFSA, p. 66
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CP 10.1.2 Effects on terrestrial vertebrates other than birds @ @6
) . .. N 93
Table CP 10.1.2- 1 Endpoints used in risk assessment & @”@
Test substance species/origin Endpoint /\Q Refererce @\@
Acute = 199 \ I
risk Rat LDso 2678 mg a,g@% bw | M-B2162411 7
Iodosulfuron- | assessment
methyl-sodium | Long-term NOAE(Y S@pm X g
risk Rat = ® ) @)
assessment NQ&EL > 5@%@@ as’kg bw4,<©

) Mean of male and female
9,

Toxicity of the formulated product LN @@)) N
Iodosulfuron-methyl-sodium showed low t x101tyq§j smaégrzham@@fs, astDso ofhe @ﬁve @tan% o

for rats was 2678 mg /kg bw. % N > %
The acute oral toxicity of the formulat@\prod&%t wa@tern&gned 1@

@QKQQ@%

Table CP 10.1.2- 2 Toxicity o dosulf@;‘on methy@odmn@; Mef
/L) to mammal,
b & & @&
Test species | Test design N Ecotoﬁmloglca&)endp%mt <
\ 0
N L]@ @> ¢ dusttkg b
Rat acute, oral 30 p ro @ g
', 0 cut@ > pro@ct/k&w {
NI @ @ AKCP 7331 /01

& @
The study resul@o @ow agﬁte ral tox&ﬁy of {1;@ fonﬁa§od®lth a study endpoint

>5000 mg/kg@ reflegts th W 1ty e agtive substance. As the risk assessment based
on the active substafite revealed &ER \%I:es {agve t spec e tmggers demonstrating a safe use

(see PointJ 0.1.2 of thig'dossig&y¥Tab @ @nd C& .1.2-'5), also on a safe use of the
formulétion can be cc@%’uc;e@

L°
\@@éﬂ\@@%é@%
SRR SIS
@ 9O g © o .0 %
M -

S\ L 4+ 9 @
@7 @@@"oy\a
°\Q ®\
Q N S0
N %@Q@’Q@@
S @ﬂ&@\ O
@%
N Q
&§§©%©@
AN
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Table CP 10.1.2- 3: Relevant mammalian generic species for Tier 1 risk assessment : @@
Shortcut v o
. @r long- | F@racu
Crop Scenario Generic focal species Rep:eseeclil::tlve 7 term RA S RA@Q>
p based on bas@on L
| RUD O Rbbw
Small insectivorous mamm&l) Common W SN N
Cereals BBCH 10-19 eshrew” (Sorex agyus) 4@@ Q 7.6 @ &
Small insectivorous mafamal| Commdwshrew o S
Cereals BBCH > 20 o B Sorranens &é% N S 4
») )
. @Sg’ Rabb, R O
Cereals Early (shoots) Large hflr;blz)for(())r he amn:al rycmgc%us % g& ? 42@,@
- ) W cunltulus) v, | &N v
) N o
. q Wood mo@f [y & % o
Cereals | BBCH10-29 | Smal her%;’;gﬁf@amm@ odegus & 18 | & 11.25
&‘”\9 S @\ &63}[‘}& s). Q - - @
0N of > Woomousg QO
Cereals BBCH 30-39 Smg@‘é@“}}‘“{gﬁ g@mal@ (@de @9 3.9 > 8.6
& N S| Sywlvati f§ 9
BOLD: Species considered in risk as%@ssm@t (onlysvorst case for@%h s&@es) Q Q) N
¢ . T 5 o TE s
A N SN Lo
ACUTE DIETARY RISIL%ASS@SM@ @ @ @ ° ©
. %>
Table CP 10.1.2- 4 Tier 1 acute DDDand.TER ¢ 1at1"€r“or maifima < N
) & Sﬁ @J@ QO & K )
N w @9 @ < bop O (g%x &[> LDso
Crop G@‘ic facal specigs § Ypm@e (AF DDD| [mg/kg |TERa |Trigger
S O o (ketal PVMATCT | bwi
2O & o O lodofifuropumethybsodiuiyy
Small insec@orouz\i‘nam@il “shrew” €, @ ~ R
Cereals O\% Co nshigws & ) . @jﬁ X 0.1 2678 35237 10
%rge herbivor§Hs m@%&l “lagom” N O S
Cereals %@\KRaﬁbl‘? é\g RS %\ 0.0& 4&\1 1 0.4 2678 | 6361 10
Vo
Small o@nivo@ m@%l “Iﬁ%use” v Q> @C
Cereals O o o @172 0.2 | 2678 [15570 10
< >,
g Wpsdmose ¥ O, .
AN S © %8 o @
O @ %
Q A\ N @§ N
N RSP QXS
. w &@ @ &©
2 A N
R
@ < QO & ©@
& &S
& S
@ é@@ R
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LONG-TERM REPRODUCTIVE ASSESSMENT @ ’ ©©
Table CP 10.1.2- 5 Tier 1 long-term DDD and TER calculation for mammals 5 N g
S @
DDD NOWEL | & P
Crop Generic focal species Appl. rate DDR [mg/kg |FERLr ;@g' ger
[kg/ha] SVu|MAFu| fiwa ~ bW/d] . @ ) :@ C@
Iodosulfuron-meth Udium @ g}’ @ @} &@
: . 113 L3 % @
Cereals Small insectivorous mammal “shrew <40 Q 0.02 %@ @00 ®©5 Q
<Common shrew> @ Q& ¢ @
Cereals Large herbivorous mammal @ 273 @12 Q} 5 @ > &7 @
“lagomorph” <Rabbit> 0. - 1@ 0547 “ oy = %& R
Small omnivorous mammal “mouse” & @ §’© @é (@@ @’& &
Cereals “Wood mouse> % o Q?}'% 7.@ Q 4 @2 50 O E 1 @5&
2.
\ N < &7) o R
Q % <
Long-term risk assessment for, @am@ls dr! kmg K 1 d wafer @9

The puddl levant f S  long-tetf itight. & & \%
€ pu e scenario is relevant fo (] g-1€ rls@ess & ®
& 9

Table CP 10.1.2- 6 Eva %ml&i)f pote@l co&cern for expoQ@e of I@mm%s drlnk@g water

g ©
\@ A llcatlo@ N(@EL aRatf& S #FEScape
Koc X Allause” .
Crop xMAF | [mg as QQAp atloirgate X MAF) Conclusion
[L/@ ] bw. & /N A)E WU concern
j(g § @ S| if ratio
Iodosulfuron- meg@-sod@ﬁ\m @ @
Cereals, £ 100 @ @ N

I1x10g a.s./h§\§ 52@ 1% 1 @ 50% D §2 <50 No concern

z S
D Use in winter whea@’overlﬁg the pse in winter ba&@ wi appﬁ@atiox;@afe of 1 x 7.5 g as/ha
& &‘5 S %g o

S) < \@

RISK&SESSM @OFQ?C%DA POES%N NG °\
) A

Substances with @Egh joacc 1at1ts\\13 pot@é@él cou®d th@fetlcally bear a risk of secondary
poisoning for amm@ fe ng og ont@mnat@rey e fish or earthworms. For organic
chemicals, #40g Pow>> 3 %@sed&\mg%m 113%@1epthévaluatlon of the potential for bioaccumulation.
¥
As the ow Of the, agﬁve s tance@fodo uro
16§ bs i ron

aemethyl-sodium and its metabolites is below the
trlgg%(<3) no evaF@‘uona% sec@ary @150 is needed (see Sec.2, CA2.7)
@ & N @

CP 10.1.2.1 chg%ogxm@ to n@mmals

Refer to K(@ 7 1@%)1 quomk@@%Dso > 5000 mg/kg.
@

@
CP 1&0&1 2 @@ng;%r t@data on mammals

Sl@e 1o@lfuron methyl-sodium is of low toxicity in mammals, no higher tier data are needed.
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CP10.1.3 Effects on other terrestrial vertebrate wildlife (reptiles and amphibial@o @6

Not required according to 1107/2009. Since iodosulfuron-methyl-sodium is of lgv toxicity in@l;@\gis v
and laboratory rodents, no risk for reptiles and amphibians is to be expected. @J@ & @g

D
o 3 G
CP 10.2 Effects on aquatic organisms © > N

@ Y S L@ @
. . . O
Risk assessment for aquatic organisms g @ § 2y ©&
The risk assessment has been performed according t@%uidance DQleent on A@tatic @otox@o%
in the context of the Directive 91/414/EEC” (Sa@%éﬁﬁom revd (ﬁ@ﬁi) lctobq 2002).@ &
The “Guidance on tiered risk assessment for plat{jprotection ucts for a(}%at c <%ﬁs Gn e
of-field surface waters” (EFSA Panel on Plant:Protectiph Preducts g@ their Residyes, 2013, EFSA
Journal 2013;11(7):3290, 268 pp. doi:10.290@J.ef%@013@@90) ffas beén Considered shere AN
v

appropriate. R

R
> & & &

0SS WD
SN o S N v %
Ecotoxicological endpoints used in assg%sm §& %© C} § § S)
Table CP 10.2- 1 Endpoints of the fo%g]ulatigﬁﬂused’ig risk dssessmen & NS 9
d ST et G, O C;%Q Q’@ S e
. est 54 S «

Test organism Stud{&@)e X %ﬁra tion@J L 50{{@ ]@@OEC@@/% >Refg{ences

Acute toxicity to fish B g, NS N & 2 e
o O v g e L Q . 2004
Oncorhynchus mykiss | static rengwal @9 6 § @ 77 ®@% o 1&? SrC040810
(rainbow trout) ., acfite 2) © S S S & ' o\@ M-229600-01-1
RS B S © &> |KCP10.2.1/01
Acute toxicity to ag{@atic i)&ertebl%s N @V f@ < @
S ©

O N\ & N é\ S < . 200/

Daphnia magng®Q Sktatic renew. N C040690

(water flea) @,@ «;é@ute Y 4&@ %ﬁ Q@ Q @ *0 M-229361-01-1
2 ) C o oy KCP 10.2.1 /02

<\
Effects apalgal growth > & &Y Q> L N
)

Pseudokirchneriella '~ . SRS N 2

seudokirchnerie a@ @g}rowﬂ@g ] % ) E& PN C040808
subcapitata S| o N2h g B 671 <01 IM229597-01-1
(green alga) %) @ \@l @,% L IS

N KCP 10.2.1 /03
Effects on aquiffic macrophyfes YO0 o

Y S I 0004

Lemna gi ©gro ;1;© @ﬁ?"@7 @ E:é?o (frond#): 0.00123 C040808
(duck w .2 inhiion 'S S 0.0084 : M-229602-01-1
S & ol @ {\Q KCP 10.2.1 /04

h v o @Q &©
2 e R SHERN)
& 0
tv Q
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Table CP 10.2- 2 Endpoints of iodosulfuron-methyl-sodium and metabolites used in risk assessment @o {@
N g
Test organism Test system duI::iton Endpoint [mg/L] @eference @® @@
Iodosulfuron-methyl-sodium
Fish, acute %
Oncorhynchus mykiss R
Lepomis macrochirus @ @
Cyprinodon variegates v Q §
Acute, static 96 h @50 > 1&@
o) R ¢
G > & o
o % %
&N @2 W 7 gy A 8.2.1/03
Invertebrate, acute % @Q S 19%@ &’
Daphnia magna Acute, static %%8 he 7] EGsq @ % § M-143098 @
Mpysidopsis bahia Acute, static q \&
Q
Fish, chronic ] .
Oncorhynchus mykiss uvenilgy
gro
SRS S
Invertebrate, chronic .
Daphnia magna {ffte‘c 9, HOEC ™ 10 ™ $ 5143099-01-1
S 9 O ¥ 0O A . A82.5.1/01
Algae, chronic . o rowth & @ $ Xy Q ST 1998
Pseudokirchneriel &ibi ; oon | ESh (D012 @ | M-143094-01-1
subcapitata & o NOKRTD S @ & |Keasel ol
Aquatic plant.¢Bronic.Of G (VAN
Lemna gibba6 g@@ @tlon 7 d © E@@ Q0.00168 .o
9 mimic 1 N @\ @ (7 % ’
N @%Xp Of@g M-469584-01-1
AL @ oyt (@r"@e ks A ®00609 KCA 8.2.7 /07
o Q EC ©9.0004
e @&% i % @%
Macrophytes i 6 S EC 0.00027
in outdoor ponds, @%}rq . & Vi%’ 4 20
D Otin fon +Q Q@ Ol P{@? M-407716-01-1
9 macrophy S AN, 2@+5.59 NO 0.00072 KCA 827 /06
%@) 3\% {§Week® O s
Aquatic ts o Q® é @Mj %@
(probabgisstic risk .9 N HCS
assessment: outdoorsQ» @ @}42 \© (from 0.000385 KCA 8.2.7 /06
data from 9 macrophyte @ 1t1°%1 Q % E:Cso0f 9 : KCA 8.2.7 /07
species plus 6-week a &© species)
Lemna) @& 1 Q
AE F075736Q S &N g
Algae, chromic @ﬁ O Ao Q m
Pseudoki@hnert YGro | 1998
subcapitata &Y 2 | inhibition 720/96h 1 ECo 2056 M-181569-01-1
<’ @ @J@ N KCA 8.2.6.1 /03
A@}ftic t, chronic @row‘ch & , 1998
Lemnag.gipba inhibition, 7d E.Cso 0.000511 M-182336-01-1
static KCA 8.2.7 /03
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Test organism Test system duI:::on Endpoint [mg/L] Reference s &9 (g@
AE F145741 & @2 &
Algae, chronic , 2013 &
Pseudokirchnerilla | SrOW® 720 |ECn 109 O M-470687,0]-1 @Q
subcapitata % KCA 8.2® /0
Aquatic plant, chronic | Growth ©) &
Lemna gibba inhibition, 7d ECS~ 384 O %
static < @Q D
AE F145740 @ A
Algae, chronic 2 13 &
Psfudokirchnerilla gr O.WFh. 72 h Qg E.Cso %%) 0 @ ‘ 88@% @@
. inhibition o > @
subcapitata & 9 VN 8.2'6,1 /05 %>
Aquatic plant, chronic | Growth © & < Q Y o
Lemna gibba inhibition, Qg d % Er%(@ >R Q @&
static &S 5 O 9 K@@ 82.7/11 &
AE 0002166 i@ 2N NS & ] SNSEESENS
Algae, chronic q AN %2, 013
Psfudokirchnerilla gro.WFh. © @2h S| ECsy 3&? § O M- 669-‘@49@—)1
subcapitata 1nh1b1t10rQ & 9 |5 Sy « O Q 8.2.6M /06
Aquatic plant, chronic | Gro ¥ o 3 &@ - ~ %2002
Lemna gibba inhikition Q?bd < ErC%g O&(@S .9 e M-205481-01-1
satic & | S @ & o | KCH8.2.7/12
AE F161778 N 2 N A o S
Algae, chronic N S g O ¥ .90 & . Q* 2013
Pseudokirchnerilla > gr}?’b' Y @/2h S ErGQ\ >§9 é & [ M-468872-01-1
subcapitata 1& ! mo§ & ~ @Q @ ~. | KCA8.2.6.1/07
Aquatic plant, C@IC SGrowgh™ N KNS @ . 2001
Lemna gibba QO ) inhibition, é& v ErC 0@1 Y M-197639-01-1
o S sta v el & & @ KCA 82.7 /13
BCS-CW84253 ~ 9 - N O . oYy
Algae, nic N N -, 2013
Pseudbkirchnerilla gr"@ ah, 9 Erc5§ 210 M-465389-01-1
subcapitata @ Hgkg)l lo&li\f O > S AN KCA 8.2.6.1 /08
Aquatic plant, ch 1\Gro R N ,2013
Lemna gibba @%nhiﬁ : @Q -4 <EC59§ >10 M-462125-01-1
D Olstafis - Q.9 KCA 8.2.7 /14
AE 00001 % D A Q 5@ A
Algae, ¢ ic a 9 "o m
Pseudokirchnerilla =1 ﬁf"i‘l‘)ﬁ@on 7@@ 6L ECso >100 M-205698-01-1
subcapitata D | gy - KCA 8.2.6.1 /09
Aduatic plant, chroni¢ @mw‘t&} R %—Q§ -, 2002
Lemna gibba @° inhibjtion, @ (« E.Cso >100 M-210320-01-1
& of st O] R KCA 8.2.7/15
AE F0594119 Y @
Invertebra@ acu O §f N B -1 1998
Daph% agn PAcute) static 48 h ECso,  >100 M-181330-01-1
N KCA 8.2.4.1 /02
Pé& chipfie @ > 1 0 |
dokigstinerilla rowth : 1998
subcapiiga inhibition | /2 0/960 | ECso =100 M-181379-01-1
KCA 8.2.6.1 /02
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Test organism Test system duI:::on Endpoint [mg/L] Reference . &9 g@
Aquatic plant, chronic L2002 oD
Lemna gibba Growth @\4-203638-0 @@ @Q
inhibition, 7d  |ECs  >100 N i O 008 @
tati |
state © <Y MEIBLIF-0L, &
X Y KCA®.2.7 @ o
AE 0014966 R &ggy% o D
Algae, chronic @
Pseudokirchnerilla Sliﬁm lilon 72h/ 96@%@50 47.5Q @@f @@
subcapitata @§ 0
Aquatic plant, chronic | Growth & R R «zo\?@
Lemna gibba inhibition, 79 | BiCw & 0.578 b@ 186853-01- .
static Q @ AKCARLT " AN
AE 0034855 RS D .S O
Algae, chronic RN @ |\ N
Pseudokirchnerilla f&ﬁm }ilon ég 72& 6h <@rC5(@\ >1c%ﬁ é\? 221 @4-01—1
subcapitata & (O R @@ KCAS2.6 %%71
Aquatic plant, chronic | Growth X & © S %\y @ Q L2002
Lemna gibba inhibitn, | 4" 7@ |£Cs i %j@ O | MR210818-01-1
static © ) 9 KCA §2.7/18
AE 1234964 ‘ D oy W PN
Fish, acute NG R L o N8 & 2006
Oncorhynchus mykiss N Acut@atlc@; E@Cw Q" > 4&0 ~278097-01-1
% SO A NKCAB2.1 /04
Invertebrate, acute § o = @ @w § S @ V & , 2006
Daphnia magna & @cuteis@a ic 43k \@50 §)>IO%§ @@ M-278971-01-1
. LN o] %, KCA 8.2.4.1 /03
Algae, chrom@ 6§ gmgth O w 9 § @ & , 2006
Pseudokzrc%tenlla hibiti @ % T2d 0 >100 %, M-293396-01-1
subcapitata DI 4 © N KCA 8.2.6.1 /12
Aquat}éib\fant, chronic @ Gro@u S N Q v, . © -, 2006
Lemna gibba ) il@bition‘?\ﬁ o’ 7d, E@%o &*1’00 M-281240-01-1
@ static @“@ o Qp Q KCA 8.2.7/19
AEF159737 © 2 O & . N A &7
Fish, acute @ Q) @w LV © .9 & & | 2006
Oncorhynchidmykis§O @te, statie | & 96 he)r | L&y > 100 M-278099-01-1
O KR e KCA 8.2.1/05
Invertetfle, acute G Q\J 9 @ o & , 2006
Daphnia'magna & Acte, st%fjg o8 h,\© ECsoy  >100 M-278973-01-1
SIS S KCA 8.2.4.1 /04
Algae, chronic NS © & 2006
i o Gro @ N ’
Pseudokzrchn{@a o| i ition. S @h ECsy  >100 M-281243-01-1
subcapitata Q) % K Y @, KCA 8.2.6.1/13
Aquatic %}ﬁ, ch@m ©rowt Q . 2006
Lemna@ a ®@ Hinhibition, 7d E.Cso >100 M-281250-01-1
statiy KCA 8.2.7 /20
AE R15478%)° @% .
Algac, cheic §r il Bl 2o
Pseud hneriella inh(;bition 72 h E.Cso >10 M-476160-01-1
subcapitata KCA 8.2.6.1/14
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Test organism Test system duI::itOH Endpoint [mg/L] Reference s &9 iN@

Aquatic plant, chronic | Growth

Lemna gibba inhibition, 7d E.Cso >10 M-470494- 0&1 @®
static Y KCA 8.20R1

For most metabolites measured endpoints are available only for the most sehsitive spegié® of the \y\i@
parent compound, algae and Lemna. In accordance to the(@idance in se&tion 6.6 and':&\e%tlo 57 of the @
Aquatic guidance document (Sanco 3268/2001) in the risk assessme r daphnia ﬁs 1Qas as»\g &
worst case — it is assumed that the toxicity is 10 time ¥h1gher (i.e. t&@ndpomt 10stimes 1g r) é@n c&

@

that of the parent compound iodosulfuron-methyl-sgdium. . & &
o @ R @
29 N\ %
Remark on the 7-day Lemna endpoint (see also the%mtemgg by @13 @4796’@5 Olg,@
KCA 8.2.7/05) S @ & @

Two Lemna-studies have been conducted th 10d§hlful@n -me @9 sod@m (see "@le
The first one is a 14-day study conducte V%by cord@g to:EPA Gui
2. In this study(, KCA 8.2.7/01) only d Lfmber degﬁnme(@)n dagg,s 2, , 9 @a g
second endpoint like frond dry wei @ or f d a;e‘@wht& is méﬁat %ﬁﬁcco ECR221
(2006), has not been determined. oreover, 1nh1b\t10 ercen ca &u ate(@@/ usirig the
absolute frond counts in the tre@nenteé@mp to the cm@ W@Je no@ ay%@ dg%y rCSO based
on growth rate inhibition is g\é@ for Tisk a@ssmen@’ AN
@ @§ (08
The second study (-%)013 I@CA 82.7/0 rfor d acc‘&dm ently valid
guldehne OECD 221 (@906) %surfﬁg two@1dp fro@l n\! er %%d rond%ea This study can be
Ahd stu@ w@ﬂ re@rlctl@ Thi —week studyOvas d&slgned to mimic the
exposure of an ou or-]@ad st @an@ obtain 6-w€p ef dat&for Lemna — a species that could
N @
@Qnds &51d%he 6-tveek e&%omt&ffe data t@e calculated on a weekly
basis. The en@omts ainéd fromhe fitst 7-d %erl an bg seddpr tier-1 risk assessments.
The NOEC@eterrm@e’d by Chris& RU% @4 ug/¥yIn the new 5, na-study 7-day ErC10-figures

were 0. @ and 0.501 ;@L fo@ @hnts and fm@d are%@respﬁlvely
1\4\@95%01 lg§CA 8% 7/07) shall replace the old study

The new Lemna;@
mentioned abovédor t lloﬁ regsons; %
1. In the@w st tW@ ndpo@ﬁts ﬁ@nd nu&er afif frond area, where measured.
2. The W stu y h@een*@@ndu on ﬁ% cur@nly valid guideline OECD 221 (2006).
3. @ growth rat(% relat end@%ﬁlt V%@e b% used already in the past but a lot of regulators
ere using the blom s elated cause they are lower. Nevertheless the scientific
%, community jh Eugdpe W@éllﬁ%{ ced since a long time that the focus should be on the
growth rate related endﬁomts is i®as well reflected in the current versions of the OECD
guldei@s fg%alga d m"@ . fp'these guidelines it is stated that the growth rate related
enc@nts are’preferted. Wlthl risk assessment sensitivities of different plant species are
co@ are, th tl@test durations and the test designs are different a comparison
\Q. Psen 1t1 onl§ es sense when growth rate related endpoints are used.
4 %The *“\ , that the NOEC from the old study is very close to the 7day ErC10-figures from the

S
Q© ne@@ study@dlc@s that the test organisms were of equal sensitivity.

Overa@ can be concluded that the new fully valid and according to current state of the science
performed 7-day Lemna-study supersedes the old 14-day Lemna study, based on frond counts solely.
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Consequently, the EU-agreed endpoint of 0.83 ng/L, based on frond counts shall be replace@; ©©
the new 7-day E.Cso_of 1.08 png/L. based on growth rate. Q\ 3
@© &@ O
v N
Predicted Environmental Concentrations used in risk assessment = § @ S
% o\ Q, '24\9
Formulated product: @ & \ @ @

For the formulated product PEC values can only be calcxted for dr&a@xposme Thw forr@ants Me
assumed to be rapidly degraded in soil, and the only @posure route that is consu@%d rel@/ant § theqx
entry of the formulated product into surface wat@na spray drlg“ron@feat ield @un -0 and&@
drainage entry of the formulants can be excluded<1I herefore, erm&ﬁfal ron&ﬁ:@ pr:

are to be compared with the drift exposure PB&s of t prod@t T ése aresca cul@ n Nlmplé\tler 1
approach, considering standard drift rates am@i std v@ er b a» l& 1s 3Wem ¢ ep @Nlth&u&

riparian vegetation. \ \
£ 0\ X 6 % "\@ S &
]S S Q @
Table CP 10.2- 3: Initial maxnﬁ PEgsw Vah@s of th@orm@‘twnéénmd&g s dr% after one

application as only<%@ute oféitry relevantfor thggrodu® @Q S %

Yl

Compound Scena@o L@ Q@“ﬁt rat@ b)W ]ﬁr @ Winter barley,
& N & 1 L/ha D 1%0.075 L/ha
abl%crops SPECsy max &) PEC;w, max
< SN §@ - v B o @@ [ug/L]
smal statigditch, 2
IMS+MPR OD 400| atthe e§ £ thé ©2.77®@ O O 1.0% @@ 0.79
(100+300) K treated fie @ (no bigffer) & g6 O :
@watﬁxdepth B m @© D @
PEC derived fro ion of %f in standard ditch viaspray @‘ft (wa@r bod@f 30 cm depth), according to
BBA (2006)?, @ g in cou the re@kwe defity 0@1\% pr(@lct (1 @
Bold values usegxfor rlsg Ssessment . <) @) @
L2 S & @
Active j edlent and@%abcﬂ@es @ @ @ &

Table CP 10.2-4: & Injtial max@ECs lues ﬁf iod ulfuro&%nethyl-sodlum and metabolites - FOCUS
Step’2 (KCP 9. 3@1 025 Tableg,C ém 019
I

Compound 7 CQw FO@J S S@,@arw\ A terﬁreals, Winter cereals,
o & O O L Y1x10yha 1x7.5 g/ha
9 SN S PEC
% @ @ %Q @) @sw, max SW, max
@ & N@ Q @ pg/L] [ng/L]
EP & 3214 2411
I Ifuron-meth
Od?iu S(‘)‘fl(i’f;mmet {f? STEP2 — Nopth S;@e 'S 0.389 0.214
N STEEP 2 —South Sivgle d 0.327 0.183
@  [STEP K, @ 2.136 1.602
AE F075%36 STERY— Narth Singlc 0.745 0.383
. [STEP’2 — South Siffdle 0.604 0.313
S Q7 |EEP1IY 0.222 0.166
Q
A 45740 [STERZ North Single 0.070 0.037
S w@ é\ STEP 2 — South Single 0.057 0.030
Yy 9 S

2 D., (2006) Bekanntmachung iiber die Abtrifteckwerte, die bei der Priifung und Zulassung von

Pflanzenschutzmitteln herangezogen werden, http://www.jki.bund.de/de/startseite/institute/anwendungstechnik/abdrift-
eckwerte.html
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Compound FOCUS Scenario Winter cereals, Winter cereals, @o @
1x10 g/ha 1x7.5g/ha N @@
PECo, mr PECoypn @®
[ng/L] gt < &
STEP 1 0.274 0206 N
AE F145740 STEP 2 — North Single 0.104 <\0.054 9 § &
STEP 2 — South Single 0.085) Y0045 S| &y
STEP 1 058 D 0388 O o 2 2
AE 0002166 STEP 2 — North Single <0.147 ® 0.078, ° A SRS
STEP 2 — South Single @021 0065V O &
STEP 1 o) 0.324 N & 0233 A N
(@N
AEF161778  |[STEP2_NorthSingle | Q0091 o> |2 _0.046 9 @@
STEP 2 — South Single DB I 0.037~Y %
STEP 1 Q 907287 gt 005 o AN .
BCS-CW81253  [STEP 2 — North Singl& > 03 024 O @’ @&
STEP 2 —South Sigigle” | > 0¥99 &[S  @loo §
STEP 1 R @002 D™ 00018 & §
AE F154781 STEP 2 — North Singlg’ & 0.0 o5 O 0.eY @
STEP 2 — Soéth Singl” | °s 0002 &, | &7 g0l %@9
STEP1 X ¢ | @333 O @2500 °
AE F059411 STEP 2 @orth'Single Q" ~50.1250° o 0.0647  «
STEP,2 ™ South Singl€> 010t 9] o 0052 ©O
STEP1 N Y [gy 0010 & 20007 &
AE 0014966 STEP 2 - North Sipgle £ < 0.010s> 4 “S0.007-
STEP 2<Soutk Single] 39 0.010° Y 0.00%
BTEPD 2~ S 07 O A w8
AE 0000119 @ STEP 2 — Nurth Siggle [ Q061 @, 0.032
S [STEP 2 2sSouth Single . 0.0509 S8 290.027
o7 SYEP1 « o> ST 0007 § %, 0.005
AE 003485 @J@STEP@ —North Sintle” | &7 0807 & [ @,  0.005
e STEP 2 — South Single 2007 s 0.005
~ STEP 1Y & 7 & 0017 P 0.002
@34964 TEP @) NorthSingle. | ©° 0.603 | © 0.002
ASTEP? — S8uth Single [ ¢0.003 0.002
S [STEP1 @ .S > .003 0.002
AEF1597372  [STEP 28 NortigSingle o 0,063 0.002
%%2@ N@Sﬁm@v— SoutH Singlo” [, © %6@3 0.002
Bold values wete usedTor rj ssessqent
£\ RN &8
< R
= N S & &
> A o O
@ y O é@ < @Q
2o
NN
N @@ @ N
& & T e




B . Page 20 of 84
sayer) Bayer CropScience 2015-05-27
R

Document MCP: Section 10 Ecotoxicological studies
iodosulfuron-methyl-sodium + mefenpyr-diethyl OD 400 (100+300 g/L)

Table CP 10.2- 5: Initial maximum PEC;w values of iodosulfuron-methyl-sodium and metabolit ’ @
FOCUS Step 3, using laboratory and field soil degradation data (KCP 9.2.5/03, 04; ‘Lables §
CP 9.2.5-15 to 18) S SN
Laboratory soil DT @7 ield soil DTs" L <
- - $
FOCUS Scenario STEP 3 Iil(:ﬁ;?}:ggz?m AE F£;5736 :1((;%‘&}’ -lsf:;?l;lm ° ©AEO F&I}(%f@
Entry | PECav, max PECs, max DPECowmnx O  PEComui || Y
route* | [ng/L] R T I ™
Winter cereals, 1 x 10 g/ha @ ® . &© @U @
DI (ditch) S 0.064 4L 0051 @ 0062 O  ¢0.020
DI (stream) S 0055, | 00340 > J035 O [0V oew
D2 (ditch) D 01430 | @ oy o 24> {0 0439 |
D2 (stream) D 0.9 [0 %5 N 012 Y 288
D3 (ditch) S 0063, [ 500049 &Y 063 & <0
D4 (pond) s | Qo0 | & 0ga w0029 g% 002
D4 (stream) s 47 oo ° Bo14 & | &7 000 S L L.001
D5 (pond) S 0002 o 00005 (O @02 O | 0001
D5 (stream) 8 [+ 0.050 T | @ 0003 oY 00500 & <0.001
D6 (ditch) o5 0863 & 4004 & [T 0083 0.002
R1 (pond) 2 s M| @002 & o 000k {002 57 0.001
R (stream) & 00D |87 005 « | . 0045 0.013
R3 (stream) o | R 0@3 042 | Q 0459 0.021
R4 (stream) & RY w0088 | 900487 4 @111 0.020
Winter cerealsﬁ@x 7.@%3 ) & @§ & N N R
DI (dich) © o5 |oJs |7 0048 D 00380 | @ 0048 0.015
D1 (stream§? s ?| oo Qo0 P 0041 0.010
D2 (digh)’ 2 & [S007 & 89 © 0.169 0.328
D2 (stream) &y 5D &b 0084 L« 03708° 0.113 0217
D3 (ditch) @ | « 00480 o003 0.048 <0.001
D4(pond) o 2] 5 [eZ00bp & o6 0.002 0.001
D4 (stream) “Q oS 09038 2 20010 0.038 <0.001
D5 (pond)\ 7 7 | Sw0029| D o.004 0.002 <0.001
D5 (stréam) N 0.0 J 0002 0.037 <0.001
D6 (ditch) Y kS @ g047 S 0.003 0.048 0.002
R1 (pond) @ s | 00029 0.001 0.002 0.001
RI (stream) o 0 (o | @ O 008 0.019 0.033 0.010
R3 stream) 7 JOR 02100 0.032 0.119 0.016
R4 (streagl) QO o R | 0.066 0.030 0.083 0.015
* Lette?rg@; D, g@@ﬂ R gesp;;@f)o the dominant entry path — spray drift, drainage, and runoff
&g T

&
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ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS @ &
Table CP 10.2- 6: TERAa calculations based on drift entry for the formulatlo%and on FOCI@tep 2w
for iodosulfuron-methyl-sodium and metabolites @
@ & Q
. Endpoint PECsw ax o\
Compound Species TERA S T er ¢
pot peet [ng/L] [ug@ ro| THeEer &
Winter cereals, 1 x 10 g a.s./ha © > S @
IMS + MPR OD 400 |Fish, acute LCso 7756 @ﬁé AL D 1007 | &
(100+300) Invertebrate, acute ~ |ECsp 8300 L OT1.06 27 8300 ©
Todosulfuron-methyl- |Fish, acute LCsp 2100000 R 0389  [«3257,069 | ©100, Y
sodium Invertebrate, acute  |ECsoQ” > 100000 | @389 R>250069 ¢ 100
. ‘o7 Cf@
Fish, acut L 10 00 .74 I3 42 00
AE F075736 51, acute Co 000G & 37| A4 A0
Invertebrate, acute E€, %\@ 10 @0 ™ 0.%@@ @> 13 423 | Q100
Fish, acut Cso. O >30%00. Y 0.070 > 143857 &7 10
AE F145741 57, acute JbCso S\ 0070 § 4 @

Invertebrate, acute & [ECSy @\10 OO\Q© 6&&070%\\% &542 857 @0

Fish,acute Q  Jfcs S~ 10800 4 010¥ K& o6gsd | oo
AE F145740 = p © )
Invertebrate, adute ~ WYECso™ > 10000, | 8104 ) > 98154 100

Fishacute . & [LcH  £10000) [ 014700 | 68027 100

AE 0002166 >
Invertebf@g acute, LECso (S 10Qb(/) @Q 0,147 S 68 @7 100
=
. - =
AE F161778 FlSh, acilﬁ’e (ix @ C5%§ > (I@’OOO & «(@0910 A > &9 890 100

Invertébrate, acute & |EGR" < 10000~ [+, 0.091C | 2109890 | 100

Eishacue) &  |[s 7> 10600 0.249 |, [©> 40 161 100
BCS-CW81253 : S S

invertebtte, acafe _@JECsay >40 000 @249 [ >40161 100

AEO000L1o o Fistepeute P w0t LCs | 910009” [« 006 | >163934 | 100

o |myertebraie, acite  fBCso 4 >10000 &} 0061 | >163934 | 100

O Arishacte Y NLCw® 400000 | @125 | >80000 | 100

AE F05941
g Inyertebrate, dcute.=) [ECy» 10090 [@70.125 | >800000 | 100
N : & Lese &> 10000 0.010  [>1000000| 100
AE 004966 i ooy 0 Q> IO _Q
Jlpvergbrate, feute  OJECxS 2100008 | 0.010  [>1000000| 100
OFish acute @ O LG S10apg 0.007 |>1428571| 100
AE 0034855 @ ~
. @neb@e acuty’”  JECso (> > 10600 0.007 [>1428571| 100
Qrish,gonte > AV[LCgS 3100000 0.003 [>33333333] 100
AE 1234964 .
S Inveﬁfbrat*%cut%%f E€ . 9100000 0.003 [>33333333] 100
AEF1SS ish, acufe BG5S > 100 000 0.003 [>33333333] 100
N 1nve@;ate, mute @[ECas > 100000 0.003 [>33333333] 100
Fisfacut L > 10 000 0.002  [>5000000] 100
AEF154781 @ iskPRcutel, L&
<P |lnyertepgate, acte.  4BCso > 10000 0.002 [>5000000| 100
Y
T8 3
Yy O & 9
SN
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(Continued: TERAa calculations based on drift entry for the formulation and on FOCUS Step 2 fo@f @
iodosulfuron-methyl-sodium and metabolites) N\ é§

S
. Endpoint PECswmax (O .
Compound Species n gI;L] g /I;] @J@ TERA &@%rlog@
Winter cereals, 1 x 7.5 g a.s./ha % & (%@ 2
IMS + MPR OD 400 |Fish, acute LCso 775@9) OQ@’ 9 &\L@ ‘S 100 &
(100+300) Invertebrate, acute ECso 8306 @@7 9 1@%06 D" 180° | &
Todosulfuron-methyl- [Fish, acute LCso 6100000 [ 0214 | 246729Q 7] @po ©
sodium Invertebrate, acute  |ECso=>100000 R 0242 15467290 | ~100+ ]
Fish, acute LCss @ >10 000> | - 0383 - " x26110, P 18
AE F075736 s
Invertebrate, acute E%@ @%910 QZQB5> &%0.32}%7 @%6 116> T00
AE F145741 Fish, acute LCso > 10000 P 0637 |2 279970 |5)1004 °

Invertebrate, acute < [ECsis, 210000y, | 8037 ©f >270270 F 1
Fish, acute @ [Lew _®10000  |©70.054> | K185 1& 0
Invertebrate, act®% @500 &> 10900 QM 0@%}94 S 18@5 e, 100
. XN NZ =
AE 0002166 Fish, acute & o C% =10 OO(L@ (@078ﬂ\@ >«1&% 2035 100
Invertebratggacute_~ [E@0 100092 | 0.0 <O128205 | 100
Fish,acate” > BCso.  >10000 @~ omse | >217391 | 100
Invergebrate, agite O ECs@” > 10000 | 0046, ] > 7391 | 100
Fishyacutey LES o 10060 0.124> |80 645 100
favertebsate, acutd  [ECso &0 > 18000 O 6024 | 80645 100
LFishacute ¢y ¢ LCsHY 30000y | 0032 | >312500 | 100
AE 0000119 F—pe—mt - &
- [Inyétebragyacute ™ [BSso 10000 0082 | >312500 | 100
O [shagte o WCsos > > 10000 S 0064 | >156250 | 100
AE F059411 & = ST
. Wtnverfebrate.gcute N Eé(%;;& =300 00 5 064 | >1562500] 100
. Fi i L > 1 00007 [>1428571] 100
AE 001 %ac% f@y 50 & 0&@ @

@ @verighfale, acute  (JECsy. O > 16:000.. 0.007 |>1428571] 100
GPish, feute & . OLcn 240 0002 0.005 [>2000000| 100
AE 0034855 &

% |Ipveptebratacutd  [ECxo > 10,600 0.005  [>2000000| 100
Bshacgd . ©  Qicy O > 1607000 0.002  |>50000000] 100

TnveptsBrateacute Q” [ECEH 2400 000 0.002  [>50000000] 100

AE F145740

AE F161778

§

BCS-CW81253

o

AE 1234964©@ q

AEFLS j Fish. acuiey @' [RCo | %> 100 000 0.002  [>50000000] 100
Tovertebrate, acute < JEC5°Q" > 100 000 0.002  [>50000000] 100
RS %Fis%@tec Y Q) LE&  >10000 0.001  [>10000000] 100
o |Invertebralacuig,  JECH > 10000 0.001  [>10000000] 100
- N @)
§IE Yo
% AS)




B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies
iodosulfuron-methyl-sodium + mefenpyr-diethyl OD 400 (100+300 g/L)

Page 23 of 84
2015-05-27

CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS & Qb
N
Table CP 10.2- 7: TERLT calculations based on drift entry for the formulau@ and on F O@ @
Step 2 for iodosulfuron-methyl-sodium and metabolites @ S @
Compound Species EF:;;%;; Plﬁfg;‘i%x TERL\'[© T@@gge%@
Winter cereals, 1 x 10 g a.s./ha & @@ O @ g
; I )
IMS + MPR OD 400 |Green algae, chronic  [ECso 6710 91.06 263309 é@
(100+300) Aquatic plants, chronic [ECsy \8.4 Q 106 Jo 7792 | @10, @
Fish, chronic NOE@) 10000 ~ |, @89 ¥ 25%7 ¢
Todosulfuron-methyl- |Invertebrate, chronic  [NQEC ~ @°000 SN 0.3&%(2 @ 707 20
sodium Green algae, chronic  |E€'so U%wfﬂ CPRC 0%@ W 394, % 10, -
Aquatic plants, chronic”} ,Cg»@\@ lf%g\j &'389m 2774 1@
Fish, chronic g Ig;.g%c @00 &~ |50.745 | ar34. | X0
Invertebrate, ch EC &Y 0 0.%45 13 10
AE FO75736 nvertebrate, ¢ r@@ 0> ) &‘9 342 .
Green algae, g(lﬁx)mc @E,cso\ 360 § @’745 <) 10
Aquatic plagts, ch@?@c Eq% @% 11 @® &UOJ S @%.69 10
Fish, chidhic ' (NOEC 91006, @ 0070 | 14285 10
AE F145741 Invertfe;)rate, éﬁxon.ic \@NOI-@% 1 600 ) @.070 1 14286 10
Greenalgag, chroni® [E€% 409000 [ 00708 | <185 714 10
Aguatic flits, cigonic [ECs0 ©3840° 5| 0070 [ V54857 10
& Fish, chronic X YNOED” 14890 | ©Q104 S| 9615 10
S [Inveebrate, chronfe. [NQEC . "F000.& IS 0.169 9615 10
AEF145740 ¢ - : -
o |Gwen algag, chfonic  ECs, S > 10000 L] o104 | >96 154 10
& quatig plants, chronicY|E.Cs2  >@0 000~ | @.104 >96 154 10
. 2 Fish, chronic” ) [NOEC 1000 @ [0 0.147 6 803 10
AE 00fore Inyertebeatg, chronic  [NOECO® 1000° O] 0.147 6 803 10
QJGreemalgae, dhronic O[EGs> 10 000\ 0.147 > 68 027 10
& [Aquatic pla®és, chronic [ D O 0.147 156 10
& Eish, chroic . > \@JOEC@\ 109 0.091 10 989 10
f t i [N 00 0.091 10 989 10
aerig T (o diong PR 28
@7 G;,e//en alga®y Chrogiy 2 Cs0 10 000 0.091 > 109 890 10
Aduatic plants, chronig B.Csec)> 28.1 0.091 309 10
&S wJFishronjc®  DINQRE 1000 0.249 4016 10
Invd¥ebrae) chropic  [NOEC 1000 0.249 4016 10
BCS-CW81253 @° - :
< |Green gfgne, chfonic  fB.Cso > 10000 0249 | >40161 10
@ Aquatie plants, chrgi#é [ECso > 10 000 0.249 > 40 161 10
@ @ |Fidh chronie NOEC 1000 0.061 16 393 10
SO lvertetiate, chronic |[NOEC 1000 0061 | 16393 10
AE 0@9119 O g ,
T algae, chronic 50 .
S @@ @|Gresg algae, ch E.C > 100 000 0.061 |>1639344| 10
Q N Aquatic plants, chronic [E,Cso > 100 000 0.061 > 1639 344 10
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(Continued: TERLT calculations based on drift entry for the formulation and on FOCUS Step 2 f@&
iodosulfuron-methyl-sodium and metabolites)
. Endpoint PECswmax 4O @
Compound Species [ng/L] [ng/L] @ TERLr @fyrlg
Fish, chronic NOEC 1 000 0. 12&\\ 8 000& @
AE F0S04L1 Invertebrate, chronicINOEC _ 1000 0423 8000 [0 @
Green algae, chronic  |ECso > 100 000 @Qizs > 80500030 10~
Aquatic plants, chronic [ECso  £2100000 £ ~0.125 | £80000Q ] J0
Fish, chronic NOEC, )1 000 R 0gy0 45100800 | Y104 ”
Invertebrate, chronic  |[NOE€)™ 1000 o |- 10, [" 100000, P 467
AE 0014966 : ~ S
Green algae, chronic E}§§o @ 500, 4 Y 0.018, @éO 000 Yo
Aquatic plants, chronic {ECso v 575(7@ <§ 0:QX0 Y57 @O =) 10 & °
Fish, chronic = NOEC 1900 & | <9007 142857 5
Invertebrate, chroni@” [NQEC _ @000 [©°0.007 | Jw285% | S10
AE 0034855 S S <
Green algae, chr@y . Cso, &> 1 (5> 00 @ @@7 15 @428 ) 10
Aquatic plantgthronic [ECso =~ =100 000> | ~9:007.O[> 15971428 10
Fish, chronig, = ° |NQEC Q000 ¢> 4% 0063 |[-@33333 10
Invertebrate, chronic  (NOEC ~1000° @ 003 _| 7333833 10
AE 1234964 — < 2
Greepglgae, ehtonic OTEC®” > 100000 ~ | <0.003« [>33333333] 10
Aquiatic plants, chroric [EXY _ > 100.600 0.003° [3§3333333] 10
Fish, chggnic « 2 [NOEGD 1000 | 0003 | 333333 10
Sinvergebrate, oniec”[NOE® 1000 @, | 0.003 | 333333 10
AEFI59737 Ym0 3
o7 |Guebd algagychronic” [Ei€so < 510080 0.603° [>33333333] 10
@ Aquatigplants, chronic B Csox_~ > 180000 0003 [>33333333] 10
~ @Fish, Bhronig, NQEC o0 © [ 9.002 [ 200000 10
- Ingertebraieychrofig’ [NOEC 10002 |9 0.002 | 200000 10
@ . |Green aledke, chronic [ECsy O > 16000. 0.002 | >5000 000 10
$fAquatic plang; chronte ECh 240 000 0.002 |[>5000000| 10
Winter cereals, 1@@\%.5 g%s./haféw RS @©
IMS + MPR Q400 |Green atgde, chfshic QE.Cy O 6710 0.79 8 494 10
(100+300) Aquatie plagts, chrofie [EC%°  S¥ 0.79 10.63 10
> Fish, chronit @' [NOEC %10 000 0.214 46 729 10
Todosulfutron- methyl :ﬁwer‘[e{)ra c, %Onic &NO{)E@ 10 000 0.214 46 729 10
sodihy *“Grecfoalgae, cHroni€)” |[E&Y° 152 0.214 710 10
. |Aquatic pladts, clzpnic [ECs  1.08 0.214 5.05 10
@ [Eish, ctbnic « > [NOEC 1000 0.383 2611 10
D
1 h EC | . 2611 1
AE FOTST3¢ éﬁ nvi ratg, ¢ rom@ NOEC 000 0.383 6 0
@ Gisén al@ chronic  |E/Cso 560 0.383 1462 10
& AAquagiplants, chronic [ECs 0511 0.383 1.33 10
N & O
A
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(Continued: TERLT calculations based on drift entry for the formulation and on FOCUS Step 2 f@& @
iodosulfuron-methyl-sodium and metabolites)

i S
Compound Species E?:glj(l)‘l]n t Pl[gu(;s/'i'im}c TERLT @fyrlg@
Fish, chronic NOEC 1000 0. O3S§\ 27 027& @ &
AE F145741 Invertebrate, chron.ic NOEC 10009 0 ?’7 27 @ ~ 10 @
Green algae, chronic  |E.Cso 10 900 @%37 2%%%95 D ]ng §
Aquatic plants, chronic [E:Cso 5840 0.037 03 780Q @*\0
Fish, chronic NOEC, )1 000 R 0op4 4518519 | Y10 ”
Invertebrate, chronic  [NOE®) 1000 oy |« 0054, [ 18519 . P 40~
AE F145740 : = S
Green algae, chronic E}§§o @%210 QZQB5> 4 Y 0.054, @éS 185 Yo
Aquatic plants, chronic {E:Cso v > 1Q7§@0 (é& 0054 g 18%%1585 ) 10 °
Fish, chronic = NOEC 1900 &, | <9078 J2821 5
Invertebrate, chroni@’ |[NOEC _ @000 & [070.078 | Q2828 | S10
AE 0002166 AN
Green algae, cM@% Séijsoo &> 10900 @ @5?8 S 12@5 c, 10
Aquatic plan@hronic Cso 23 - ) ©@0723f\\@ 6’%5 . 10
Fish, chronig, =« |NQEC Q0002 JS 0086 |<Q1739 10
Invertebrate, chronic  S(NOEC ~1000>  @I" 046 21 139 10
AEF161778 —— &
Greepgglgae, ®omc© EC®w > 1% 000 @.046\\ > 57 391 10
Aquiatic plants, chroric [ELY _ g28.1 Q" 0.046° |K 611 10
2 I
Fish, chponic 2 bﬁ”ozg@ 1§Q o \%124 | 8065 10
o] brate, i NO 1000 124 8 065 10
BCS-CW81253 §§ Sl S ST c

o7 |Guebi algad chronie”  [Ei€so °\¥10@ d> 0428 | >80645 10
@ Aquatigplants, chronic WCsow_” > 10,000 <1 0724 | >80645 10

' @Fish, Bhronig._ NQEC o0 O [ [9.032 31250 10
Ingertebraieychrofig’ [NOEC 10002 [ 0.032 31250 10
/&S . |Green aldke, chronic [E.Csy © > 160 000 0.032  |>3125000 10
A quatic plang; chronte) [ECte~ £00 000° 0.032 [>3125000] 10
% [Fishychrof® o> |NOEC 10000 0.064 15 625 10
@  |®verteme, chfehic GNOE” 1 060° 0.064 15 625 10
AEF059411:Q° G—o . >
GrednalgagochronieQ” [ECH 2400 000 0.064 |>1562500] 10
@ Agyatic plaitts, chgphic [RCs , > 100 000 0.064 |>1562500] 10
N Fish, chronic < [NOE®™ 1000 0.007 | 142857 10
s *“{Invefgbrate, cironi€)” [NGEC 1000 0.007 | 142857 10
AE 0014966 o . S
gy~ |Green algae) chramic  |ECsy 47500 0.007 | 6785714 10
A MquatiéPlants, ¢ ronje ECso 575 0.007 82 143 10
&Q & Fishephronic  <o° |[NOEC 1000 0.005 | 200000 10
AE0034Z. @ |Inertebrae chronie  INOEC 1000 0.005 [ 200000 10
CY § Qvéreeng@ae, chronic [ECso > 109 000 0.005 |>21800000] 10
§ @@ v Aqf@ic plants, chronic |ECsg > 100 000 0.005 > 21 800 000 10
$
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(Continued: TERLT calculations based on drift entry for the formulation and on FOCUS Step 2 f@& @
iodosulfuron-methyl-sodium and metabolites)

i ©
Compound Species E?:gljil]n t Pl[]::;s/i?ax@ TERLT @fyrlg@
Fish, chronic NOEC 1000 0. OOA 500 00® @ &
AE 1234964 Invertebrate, chron.ic NOEC 1 OO@@ 0 ﬁ? 5004\@0 ~ 10 @ @
Green algae, chronic  |ECso > 100 000 @%oz > 504360 008" 10 &
Aquatic plants, chronic [ECso  £2100000 £ ~0.002  [>&9000 600] J0
Fish, chronic NOEC, )1 000 P02 45500000 | IOV&@
Invertebrate, chronic  |[NOE€)™ 1000 o> |- G002, |" 500000, P 467
AE F159737 - 5 S 5
Green algae, chronic E}§§o KQIOOQB@ 4 Y 0.002, >@J 000 060| YO
. . Q @BU COF % N
Aquatic plants, chronic {E:Cso v > 1%@00 S 0@p2 |>°50 O@»OOO 10 ¢
Fish, chronic = NOEC 1900 &, | .<9.001&Y 1000000 5
Invertebrate, chroni@®” [NQEC _ @000 |07 0.001 | 4D00 oy | S10
AE F154781 ENA
Green algae, chrapie SE??soo &$>10000 @ @@1 10 Q(@OOO e, 10
Aquatic plantgehronic [ECs ~ x10000 | £g1001 O]> 10000 00bp 10
Bold values: trigger is not met an@urthe&ke/ﬁnen@éff is r@nred@ $ S ©© S
N o S @ 2
Refined risk assessment for the@)rm@ﬁted or @ Ko
For the drift entry of the ted %oduc GN tler@)o re calcﬁﬁaﬁon@re available. FOCUS
surface water calcul nly:by performe actlw sub@mce&, ~
PECw calculatlon as WC@ S @face@fater@re based on the scenario of immediate
equal d1str1but10r@ the @ ive sg arite in the wat @ody %Inde %hesegﬂditions — instant and equal
dilution in a b ate 1ume > it dan be q%umed&hat thc%ro 1es of,the formulants will no longer
influence the@eha @r of Be actiVe suhgtanc@ ena@) is also reflected in laboratory
tests on a@atlc plants where e te ' strlbu L in the test solution before test
orgam%are put m s@h ar@v ere a \o adg onally decomposes over the test
period 7-day stat@tes@ @ Q°
kS © \ (&
v

Iodosulfuron-me; @1-50 um Vﬁe @%}/ aq&% sub@ance@n the representative formulation IMS +

MPR OD 400 ( 00+ «' aing 100 @odo@uron -methyl-sodium /L corresponding to
8.7 % wiw. 'r‘ﬁ en b we oW&exc&g onakto @ of sulfonyl urea herbicides to aquatic plants,

especially ¢o Lemna gibba dt (@ons that the toxicity of the formulated product

originat@m the i i0 ulfu met@ &m cofitent only.

This is “sonfirmed n the Toxigity of Lt} @lated product and technical iodosulfuron-methyl-
@

sodivm are compatg (b@ endfwints Qs-« en@ed in 7-day static tests, with proven stability of the
active substance 10d0su1@ron-@thyl -sodiunt))

The Lemna- E,@; of this p 4 p% is clearly within the expected biological variance to the
endpoint ob ed& he@t mgredie@t Cso = 1.08 pg a.s./L).

v
As obvu@ly t§tox1c@y touatlc plants is driven by the active ingredient iodosulfuron-methyl-
sodlu e risk asséssmenQean safely be performed for the active substance only. Thus, the risk
asse%ment theSFormutated product is covered by the refined risk assessment for the active
E‘Q@dosulfuron thyl-sodium.
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Table CP 10.2- 8:

TERLT calculations based on FOCUS Step 3 (laboratory soil DTso)

&

. Endpoint PECsw,max FOCUS S
Species [ng/L] [ng/L] scenario &\@ER” g'@ger(@
Iodosulfuron-methyl-sodium, winter cereals, 1 x 10 g/ha © A~ o

0.064 DI (ditch [ 169 O] dp
0.055(9 | DI (strggm) 196" [\ 10
0.143 D2 (diich) AR ST
(@92 D2{(stream) @ 17 R @ a
063 D3 (ditéh) | 17 10 &
</O@?ooz D4 ¢ oﬁd) = Qgﬁ < 1@@%
. J@a %R D Q{\ . L, %
Aquatic plants, chronic E.Cso 1.08 S %@zg@® ?@%ztre@ @’541% /@10 Y
% . po o
‘”\% N 0050 D5 (smeam) Q216 S
N @ £ . ES
Q@ N 0063 -} DBUditeh)” | g 17.16°] QO
O o 0002 > | R (gg@ﬁfj QsQ 5400 |o 10
LV o g 0 ORI (@eam)]  &¥7 J° 10
Q& > O 4133 @ Raysreanty | 2806 10
S SO [ 0088 | 8 (&) 4 125 10
AE F075736, winter cerealﬁ@lxl@a N Q) v < \(\\ 9
KN = @051 &Y DI (ditchy | A510.02 10
S @ @ @ % 3, %1 3 2
S PSS g & 034 | Ol (stigam) > 15.0 10
&l o o [T _p ydich, [ s 10
S \3 S O 0495 ST Dstredi) 1.0 10
S @© o S K@j C0.008y | <SD3 (ditch) 127.8 10
| ~
N L & O014 N D$Ond) izi ig
Aquati@nts, chronic @© Erc(§ 0@%{ Q> ©§§.005© E]fS ?treaz;) 102. 2 10
. B . N pon .
§§) N & \© o odp D5 (stream) 170.3 10
9 & SR 004 & itch 127, 1
. ©Q S @@, N ©§ng0«§ D6 (ditch) 7.8 0
<& o ©© SO 0.001 R1 (pond) 511.0 10
N Y © é\\g D 05 RI (stream) 20.4 10
@7 G QQ @ 9042 R3 (stream) 12.2 10
N N R4 (stream) 12.8 10
Iod&gﬁfuron-methﬁ-’sod@ﬁ,»wiﬁh@% cer@s, 1 ﬁﬁs g/ha
N\
5 @ A 0.048 DI (ditch 225 10
N . S Q (ditch)
@ \% N g 0.041 D1 (stream) 26.3 10
< éﬁ 9 §9 Q 0.097 D2 (ditch) 11.1 10
Q@ & 9 S 0.064 D2 (stream) 16.9 10
Aquai&plan ron@ Ezic?) 1.08 0.048 D3 (ditch) 225 10
Q@ é@ TN 0.002 D4 (pond) 540.0 10
©® 0.038 D4 (stream) 28.4 10
0.002 D5 (pond) 540.0 10
0.037 D5 (stream) 29.2 10
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. Endpoint PECsw,max FOCUS . @
Species (ng/L] (ng/L] scenario TERLT Tl;l{& @@
0.047 D6 (ditch) | & 23.0 Q0 &
0.002 Rl (pond) @ 540.0 10
0.031 RI (stream) | 348 O J0 [o
0.100() | R3 (stream} 108> |10 &
0.0660 | R4 (stwwam) 64 0 16 &
AE F075736, winter cereals, 1 x 7.5 g/ha @§ &U 6\9 Q @
9,038 DY (ditch) | 13,4 Mo o
0.025  |oD1 (swéim) |~ 204 [? 1
S| 9 1 Dawdiehyy | €09 | v
A 293709 | BYGstrem) | 7 14> [0 o
w0 I 0008 | D3(dirch) of 1703 107
Q@} > 0916 ., §  D&pond) ™ | 1.9 &
010 1 1
Aquatic plants, chronic | E,Csp Q@H %’x .Dog @O(Str@%) S @ G
Q L 0004 IS Dsgohd) & 1298 - 10
@ < ®f 4002 of Dafstrean) | 202553 10
SN e [T 0003 S |, 86 (diteh) 1709 10
2 S A X RI@ond) [ 58.0 10
N < S 6019 " RI Gtream)” | 2826.9 10
& > <2 003207 | @3 (ifeam) 716.0 10
& S S 003 ) Ra(seam) | 173 10
* Refinement us@@ d&f@ rate@ OF 0.57 %% (@buffe@ for @’@)le c@%s (s@? ormulated product, Table
CP1023) O S o & » S
Bold values: trigger 11§0t meg,and f%rther g%em@n@s re?&@ed © y\?@
. Sy ® v
S
Table @0.2- 9: @Qi"EOR®alcul$§?n%aseg ()@%OC&? Step@(ﬁeld soil DT'so)

. ROXEEN dpoint’ FOCUS .
Species @@@ (&&H ggmlg o l[?§;/L ”@ scenario TERLT Trigger
Iodosulfuron-@ethyl@ﬁim@ﬁinge@erea@\l x 1@g/ha @

VW U S S Q 9 065 D1 (ditch) 16.6 10
S o O o w? [ wbss DI (stream) 19.6 10
@7 @ R N &@ (O 0.247 D2 (ditch) 4.4 10
& NS o\@’ Q@ 0.162 D2 (stream) 6.7 10
. T o O™ 0,063 D3 (ditch) 17.1 10

@ S @ S
< N Ny N 0.002 D4 (pond) 540 10
Aquatic pla@ chrohic AECa,_ 1_%@ 0.050 D4 (stream) 21.6 10
o o © @Q 0.002 D5 (pond) 540 10
N & S |8 0.050 D5 (stream) 216 10
S @@ L Y 0.063 D6 (ditch) 17.1 10
« N 0.002 R1 (pond) 540 10
©® 0.045 R1 (stream) 24 10
0.159 R3 (stream) 6.8 10
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Species E?;gp/(;j]n t Pl[EuCgs/inm SIZ:(e)If;Eii TERLt T;i&r 5@@
0.111 R4 (stream) |© 9.7 @10 &,

AE F075736, winter cereals, 1 x 10 g/ha (og o <
0.020 D1 (ditch)\ 2560 W b

0.014% D1 (stream) 36:5° ~ 10 Q) @
0.439 D2 (@jtch) 2 P m |«
@88 D%%tream) 6\91.8 Q @)
=%0.001 ™ (diggh) 4SS 514 ~10
T 0002 > Dagpond) | 956 <P 19
&01 N Ddtstreay | 5115 10
A 2500069 | &P5 (pdad) o RS ﬁlovg
AR SETIEES DSQ(%eam\@ 511 g
Q@ O L @002, S| poditch) | oS2568 | AP0
% & L0.0010 | @Rl o) £ 589 | 10

, : i
Aquatic plants, chronic E.Cso 0511 ©

@ o o 043 R Gream O] 393, 10
& > v @@()21%@ éé%strea@ A@M% 10
& | 0020 |, R4 (sueam 25 10
lodosulfuron-methyl-sodium, win@ cer \),1 @ g/ha«@ K A %
’ K 048 Q7 DI(dit 225 10
% $ o O g%mm @61(1@@°%2 1
Q > %, @ & 0.044 (strgam) 6.3 0
& &« P odd g D2 ditch) 6.4 10
@)@ \@ S D 0113.2| R (stresn) 9.6 10
29 ©© o & & oo Q§D3 (diteh) 225 10
o A R RS 0:002 @J Izg%ond) 540 10
. S 0.038Z #(stream) 28.4 10
N O Q00387 |
Aquan@%nts, chrorjlc@ Eé§ @ o " 0.00 b3 (pond) =40 10
§> S N S %937 T D5 (stream) 292 10
% @ & & L | 200480 | D6 (ditch) 225 10
& & & N \©\ O 0.00 R1 (pond) 540 10
O S K& 4 05033 R1 (stream) 327 10
@ % Q@ @% @ %0119 R3 (stream) 9.07 10
SN
O N &, Q" 0.083 R4 (stream) 13.0 10
AE.F075736, wintéceredly; 1 x7.5g/haQ <O
@° 1T &7 @ & | o015 D1 (ditch) 34.1 10
$A0 §” "N N 0.010 D1 (stream) 511 10
&§ §9\ ¢ s ©@ 0.328 D2 (ditch) 1.6 10
Q@ @ © Q 0.217 D2 (stream) 2.4 10
Aquatic plan@hro&@% @o 0.511 <0.001 D3 (ditch) 511 10
S @ @ 3 0.001 D4 (pond) 511 10
& S
@@Q <0.001 D4 (stream) 511 10
<0.001 D5 (pond) 511 10

<0.001 D5 (stream) 511 10
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Species E?;gp/;)j]n t Pl[EuCgs/inm ch(e)rglgii TERLT T;i&r
0.002 D6 (ditch) | 256 @10 &,
0.001 Rl (pond) @F 511 108
0.010 R1 (stream), 511 o J%0
0.016% R3 (stream) 39 [’ 10 ©
0.015 | R4 (sucam) Ealk
Bold values: trigger is not met and further refinement is r@uired &U é\a Q @ C&©

Q & &
The following scenarios do not pass the risk ass@ent at ste% (bqs@%n D"% o®d digsipati
S @

studies) and require a refined risk assessment‘c& & N R w ©© \% N
lodosulfuron-methyl-sodium: ) %@ &Y @% b@ G .
D2 (ditch and stream), R3 (stream) and R%X‘strebat@’fo 1% 10 g@s./ ; Q @7 @§
D2 (ditch and stream) and R3 (stream) Qiqr\ﬁl X Q\} g a.a. &@ & (,\@ éﬁ o §
AE F075736: D2 (ditch and stream) X K(E a. and ['x 7@ a.s Jha. & O

oY & . & 8 w»

& AN
REFINED CHRONIC RISK @SQSE@IEN%FOQ@E@LAN@@ @CQ)@
AN S @ g

%\ QQ@@
@©@ O Q\"\ﬁ

% 5

In addition to the tier 1 tes v%th na é%a, @ltingf@h the ]:%Cs@l .08*% a.s.& two further
macrophyte studies havedéen %(Tnducte@ Wit@dosﬁuron@;fethyl%@odil@ec | and the

formulation iodosulfugon-methyl-sodinm WG 50, ec

titely. & « \Q

In the macrop pond”stu 11; -4077<1®6-0 18, KCA 8.2.7 /06), ten different
macrophyte cies@e&ere %%se to io osulfg)n@—me—soc@um apglied as WG 50 formulation
under outd@or cenditions\This, formytagion Q}s created w\\g’ e 9§§J purpose to ensure the full
solubilitgyt the@est subdtanceGh thé@pplic@bn saluitio § 'he gim of the study was to deliver an
approo@ate number 0 en@point%for ﬁ@HCs@alcu@tion. e study included two different

gy NS

ex re reglmes@? O K @7 . @@ § Q &

1) Constant ¥ sure%%»ver %week ith giﬁiurahgegrac@on of the compound in the ponds; this
part was_sondugted in ECﬁ;ﬁesi nnd caPbe @arded as representative for a static water
body. T%e digQipatiqy> of %@’ paren su@ance@@er a six week period was quantified by
anaal nggasuresénts ~ln p&@@el tq_the decrease of the parent substance iodosulfuron-
methyl-sodium, the inc@se of‘the m@?ooli@ E F075736 was measured (see Figure 10.2-1).

6

-week Qer@)oin@rive@ ronathe o@bor macrophyte growth inhibition study are based
on initial m@lred concentration$of igd6sulfuron-methyl-sodium.
o % % i % N Y

) 2-day peak expdppre (@0 peagonc@ﬁations 0.27 and 0.72 pg a.s./L, initial measured) with
subéé@ﬁt rep%lace t o%gé tes@lutions with untreated dilution water in the ponds. This
1t ef’

sec reg'& ai at ﬁwimic@ng short runoff or drift peaks in flowing water bodies and
t fedts on cro es. O
N | . |
Sitfee Lemdwa could n tested in the outdoor-ponds due to the low nutrient levels in the pond

water, gid si he Parallel Lemna test with enriched pond water was considered less reliable

Q ue trong algae@festation, Lemna was tested under sterile conditions in the laboratory (.

013; M-469584-01-1, KCA 8.2.7 /07). As the concentration of iodosulfuron-methyl-sodium
in the water column of the outdoor-ponds decreased by about 50% within four weeks after the
application, laboratory tests were set in that way that the concentration of the test substances
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mimicked the decrease of iodosulfuron-methyl-sodium and the simultaneous increa@ of &

AE F075736 over time. Q\ @
& v @
© &f <

5 @
120.0 €5 D IS
L@ ' @ TN AN &@
100.0 . —— 10dosulf®21 K > @
@'| 0= AE Bd7s736 o N P é}
= 800 ! %@% w@Q L & % @
£ : : N
S 600 & S RN S
= . © S 7 O % A\
- N Q) @8 O &
S 400 e S N ’ @ y @ @ &
. & \ & N N\,
@ |8 S 328
200 §@ SN SN ;§9© & & H{gﬁ @Q
. T oS
00 D \Y AV T T @ T : @@Vﬂ T Q® T ﬁ(\\? K© @CQ@ @@Q -
0 5 Q@ 10 18 o ey @f@s ¢ 35 Sn & o
N O d @’l t N L9
o ® @ @ﬁera ica 1on S @ y\?@

Figure 10.2-1: Dissipation (@odo@lfurm@neth odlu® and formait%(g)n (@lts main metabolite
AE 736%i t ndS@f the @tdo%ﬁnacr(@)yteéowtl&%hlbmon study (-
20@? Data point m®1 % n lr@alu@er day on@ll treatment levels.
S (O \
@ AN %1 N @ <

The exposur (ﬁs d in t%btes @pond@ clug}ng th@laﬂon of iodosulfuron-methyl-
075¢36

sodium to AE

is ‘%egpres%ltatlv fc&%’nft of @dos&?@ron methyl-sodium in static
water bodg: In this casg, on@ t cornpou nters‘tiie water body, so that exposure to
AE FOZ@% occurs deg ation.the pay nt thetoxididy of AE F075736 is covered with

the endpoint of th ent Mpo A @ araﬁlw\rlsk agsessn@}t for AE FO075736 is not deemed

necessary. Howe 1f E FO %rs t&g@’vater@)dy tndependently from parent, e.g. via to run-
'.\

off and drar e after in @’soﬂ Q sepa@e rlst}§ssessment based on an own endpoint has

to be perfo
o P
9 @
s LV F &
Probab istic risk @ssm nt: SSD an

v
HC. i
s caleulation for iodosulfuron-methyl-sodium

N
Th&reﬁned risk assessm@ @o%sul@ron-@thyl-sodium is mainly based on the results of the
multispecies OL@oor pond study ( 11, M-407716-01-1, KCA 8.2.7 /06) and the associated

6-weeks lab b%ass
data of the stugles h
calculate@n HC@
Althoug the Itispecies o@door pond study had been started with ten species, Glyceria maxima was
@ the exposure day 29 due to generally poor health in all treated and control
evaluatlon was done with the remaining nine species. For more information on the study
and fufth er endpomts see study the summary in document M, point CA 8.2.7.

lth@!mna@gz%)a (- 2013, M-469584-01-1, KCA 8.2.7 /07). The

beegﬁused&@ generate a species sensitivity distribution (SSD) and
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All endpoints listed in Table CP 10.2- 10 are based on initial concentrations of iodosulfuron-rnet@ﬁo o
sodium at the start of the 6-week test period. The outdoor pond study yielded ECso values for@é@ §
variable dry weight growth rate for all nine species, ranging from 0.54 pg a.s./ >6lpuga @
The EC50 > 61 pg/L obtained for Cabomba carolinea has been omitted fronfghe HCS- calmﬁ*atlo&
according to Aldenberg, T. & Jaworska, J.S. (2000)°. § L o
As mentioned above the lowest endpoint from the 6—wee]@emna b10as£§§/ 1s 0. 609 .S. /E\(%?rcseé”

for frond number). This endpoint was added to the overall eight endpeifts from the @d s@ T& &@

complete data set used for generating the SSD is showa in the table&@ @ Q @
Table CP 10.2- 10: Refined species included in SSD and th@ releyint F&o valde @ &@
Q/ @ O @ @
Species . o0 @’ndp&mt [ug@s/L1 ) o\% §
Salvinia minima Q) w\\ﬂ@ X N Er\?@% @@ 0.54@% & % x
Lemna gibba (6 weeks) W\% o\@ \b xEtéso %@09 @j §@

Elodea canadensis @} N %@ ) &VErC5®§ %\
Potamogeton pecét(i@%s @% S $ E{0% @Q §
Mentha aquatici@ & © © @rC&@V Q6 /\@ N
Ceratophyl@% demQ’sum«(\U@J @& g@ VEr @\w 6.2@ é
Myriopf(tfyllum hﬁ@mph@m 0& @ §C50®4 R ©
Sagitf&%iz latifolia @ § @§ \@“ErCsz\g %, TRQ
N@hae@dérg@@ - > ©®
@%s m& KR @© D gp3ss
N AN

B
The HCs calcwn@@ase@)n th@neth%g@o nbefg & J@§rsk@(2000)3. A median HCs of
0.385 pg a@jL was alcuﬁ”ed @Tab%CP 10:2- 105 S

NS
& @ @ o § ) O
Refined aquatic ri

asse"ssmen&or lo@sul on-gethyl §§dlum
For the refined rfgk as

@me ng-@’m e%posul@scen s and peak exposure scenarios may be
considered segaratel to.diSfin @1 lon@erm &posure from peak exposure the temporal
patterns of P ﬂgures ( 014@»/[ 477282-01-1, KCP 9.2.5 /04) were analysed.
Run-off arios R3 and R4 shipw a gpmi f?and\z%@ry sharp peak that lasted less than 1 day. This
primary‘peak may beésfollowedsor preceded by o@r a few significantly smaller secondary peaks.
Theséscenarios ar&gons d aspeak @?ﬁ scenarlos in the refined risk assessment.

Dra}lage scenarios D2 (&¥tch a@ str dW high exposure over a long time period, with many

entry events a&@slo dissi on a@r the €atry. These scenarios are considered as long-term exposure
scenarios n@ refine § sesstiient, @

W
For thc\dg%g-t exposureSeenarios, the calculated HCs is compared to FOCUS Step 3 max. PECqy
Valueé.%fhe @dts é@ﬁsﬂqsmalculations are provided in Table CP 10.2- 11. An assessment factor of 3

¢ & <

\Y)
3 ﬂ, T, -, J.S. (2000): Uncertainty of the hazardous concentration and fraction affected for

normal species sensitivity distributions. Ecotoxicology and Environmental Safety, 46: 1-18.
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should be applied in conjunction with the median HCs to derive the regulatory acceptable @ ’ ©©
concentration. Q\ 93
S @ @
For the peak exposure scenarios, the overall-NOEC of 0.72 pg a.s./L derivc@rom the 48-&)%{@1(
exposure experiment of the multispecies outdoor pond study (- 201 ]%M—407716—@, § &
KCA 8.2.7 /06) is considered appropriate. As this is the o@all—NOEC @ﬁ”of 9 macrg@wte p@cies@”
is considered justified to apply an assessment factor not igher than 3Q@ @© § y\g@ g
& O %o SEIRS)
Table CP 10.2- 11: Refined risk assessment for atic macro@tes using r@ed q{d%)intg%r @Cz}
iodosulfuron-methyl-sodium Q@ @@9 QR o % @}
AN
. Endpoint PE&L sy max l@YU ‘& OSSN
Species [ng/L] S @iz L5 @ena;\k @&EE Tr%ger
Iodosulfuron-methyl-sodium, winter cereal&l X 1@@\7ha @ Q ~ Q ! @§
, . Y 0247 P Da(dich) O] a6 &
Aquatic plants, chronic HC;s O.@ N & i S ®)
& o | s0de | pXsgdm @ 2457 | O3
© Y
0.1 3 & 3
Aquatic plants, chronic NOECQ;\KOJZ v ~ % S (%@m)\\) i§/ —%
S G 0Cbi 1 & R4 @rea@ 05 N 3
Iodosulfuron-methyl-sodiumkp‘@tero&&als, 1@77.5 @a &@ @Q N @v 5
R o 0.1 D2¢dith) ¢f 2.3
Aquatic plants, chronic % HCs 60.3 8§ <§ &2 S N‘(Ql )\ 2 7
) 2l 0.113 D (3trean) | .34
Aquatic plants, chronic N@J B2 o %.1 1907 | «R3 (strezi%’l) O 6.1
SRS S RN

@ o
With the refined ﬁoitbe ;ri\@ass@@mm{ fogi th n-ogécen{ios
AN

use rates. < N

N\
For scenarios@ (di@ and@ream
these scena@os, als&he risk assggsmen

%&re driven by@min ntr@'\

Scenal

Ny

N TR
éER@{@ues e stilithelo
e kS
for ABF075

tigatn n@gsurch ag@’uffer zones or drift reducing

rio
nozzle§will not redpc@theoc@entratlon @ﬁhe cémpoutids im&h@wa‘ter body. Therefore, no further

is not pas

@

. N S
risk assessment b@on F@CU@[ep{@alcu ions g%preseﬁ%ed.

18

9

In conclusioor al
iodosulfuro?@neth@-so

N
)

-i-x@%fen
not cau@risk to aqu@atlc m@
D

kY

op
N SN
3 @
R

l@tes.é@n

3
&
N

N

R¥gnd R4 is passed for both

Y
§ reJevant trigger value of 3. For
(see Table CP 10.2- 9). As D2

R
C@ sc{pr@@ios @ept §D2 (@ch and stream) the application of
-di@yl OB400 at recommended application rates does
iti&gon measures are needed.




B . Page 34 of 84
sayer) Bayer CropScience 2015-05-27
R

Document MCP: Section 10 Ecotoxicological studies
iodosulfuron-methyl-sodium + mefenpyr-diethyl OD 400 (100+300 g/L)

CP10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic alga@nd o

macrophytes Q\ @
@ @ @
N & AN
Report: I 2004 M-229600-01 o
Title: Acute toxicity of iodosulfuron-methyl-sodium & mefenpg%dlethyl OD @\0 + 3@0 fisln
(Oncorhynchus mykiss) (product codezAE F115008 029D35 A202) s,
Report No: C040810 X @ S A @ @
Document No(s): M-229600-01-1 A @ X O
Guidelines: EU (=EEC): 92/69/EEC, C.1.; @ECD: 203; USEPA (—EPA):@’-US&EP@M/-
006, OPPTS 850.1075; Dev1a;@g not specifie & S
GLP/GEP: yes Q. N @ O o @
v o S S
Executive summary: S} % < @ @ @’ é % %

The aim of the study was to determine th@uté@xmtﬁ\% th&t%t 1te%1 to @bow trout @j @
(Oncorhynchus mykiss), expressed as @—L&Ef‘or alityd, @ \ §
Oncorhynchus mykiss (10 fish in eac@es‘[ k{v\el) V\@ exp@ed 1@ stati yste ver, erl d of 96
hours to nominal concentrations 0&1 56,393, 6.25, 12.5%nd go m st 1t § t aa\ﬁ ater
control. IS @

Mortality and sublethal beha%@ural ‘&E?éct @ere uséd to d@ermlﬁhe ndpom@ Ba@ on analytical
findings the biological endp%%nts &@ reportgd as ﬁpmln%}ﬁguré& TheQ6-housLCsp was 7.75 mg test
item/L (95% conﬁdencqli@lts 6439433 m @ th&% hoér%NOEé?was@ter%ged to be 1.56 mg
test item/L. N S ©
S @ § %\ S & @

Material and Mg@ds & - ©) § - ©© @@

Test item: lodoswfur \methy%-sodigm & %ﬁefen §q\ d1eth§0 DQ!' +$ Product code:

AE F115008 02 O @Anal@ed déntent: doﬁron aniethylgsodium (AE F115008): 8.82%,
Mefenpyr—@;thyl (A @)@26 0‘2@) Bat@No.: IM@I 665;%11alysis ref. code: AZ 11073;

Develc;@nt/producté@p 3 @% ©© < &

Rainbow trout (! O@hync&hus iss)° ngere eg@sed& under static conditions to nominal
concentrations 0f1.56,333, g 2@ and% 0 test &n / L against a control. The mean body
wet weight of @he ﬁ@t the@egm @g 0f l@ test @as 1.4% 0.2 g (mean £ SD), mean body total length
was 5.3+ 0.3Tm (mean @e bio@adss | Vﬁs 0.35 g fish/L test medium. Each vessel
(aquar “@e of glass@b@ 63 ré%@ served as one replicate filled with 40 L. Reconstituted
water used for tligstest. It asgepar y a@%ﬁlg salt stock solutions to demineralized water
(conductivity < 0.Z&uS/c yole@ﬂlon on@@ratlons according to ISO. The water was then aerated
to reach the oxygen satufétion @nt &©

Dissolved ox% copeentr %S rafiged fréam 95 to 100 % oxygen saturation, the pH values ranged
from 6.9 to &Y, thesha dnﬁngé’ froi@A0 to 60 mg CaCOs/L and the water temperature ranged

from 12.18C to 1@‘@ @ll a@rla o@r the whole testing period. Iodosulfuron-methyl-sodium was
analyze@}m al]&ﬁt lexgls a@ h, on day 2 and on day 4 of the exposure period.

D@ of g@)erlm(@tal @rk January 26, 2004 to March 11, 2004
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Results: @ ’ ©©

The analytical findings for AE F115008 (iodosulfuron-methyl-sodium) reflect t@ expected n @nal v
concentrations. Based on analytical determination of iodosulfuron-methyl-sodfim (in water &y LC
MS/MS) mean measured values between 103 % and 105 % of nominal were found in all @pos@ @
levels over the whole testing period of 96 hours. %

Given that the toxicity cannot be attributed to the active @edient but @the formulatien a&}vho]@Q
the LCso values have been calculated based on nominal test concentratidns of the fc@nula on
Therefore all results are given as nominal values. Th@ were neithér any advers@ffects%r a C&
mortality in the control group. There were beha\%@ observationsen f@ ca by test itém OV@r
the whole exposure period in all test levels > 3.13ung test ite L A& e teﬁ& WHh 3&7 rn
item/L fish showed the following symptoms gt;r 96gﬂen1&ﬁﬁ§d f((*anu y lo c, perlo%s at tﬁ%

water surface; showed labored respiration.

Cumulative mortality was observed as fo&l%vs (&%@ a t@gt n%l%r 0%0 ﬁ sted in eacl@ st 1)

7o

@
. °\ W\a
Table CP 10.2.1-1: Cumulative @'t:ﬂgﬁ?\ NS @,& §
Exposure time 4h Q IR ‘”\9 96 h
Test level (mg No. of ) N(%bf @%% ~No. ofd) % Yof @M% Wo.of | %
testitem /L) dead ad dead @’ dea dfad cad O dead| dead | dead
Control 0 0 o/ 0> @ | 0 [0 ]2 0] O 0 0
1.56 0 ¢ 09 o | @ 0 0 S K 0 0
3.13 0°s[ a v 0 087 0 %« 0 0 0 0
6.25 QO | Q@ |90 O o] 0¥ [20 1. D 10 1 10
12.5 o2 90 g 10g | 149" | &JO [Tlo0 @) 10:, [ 100 10 | 100
25.0 <§ﬁo 1009 & | 100 {8710 @Q 100 a0 100 10 | 100
@\? @\ S o & > § N
Conclusmns© @ Q q& <, @39 S & o
Based on néminal conc tratlo g@th l@so wa@alc@ted b;&robit analysis to be 7.75 mg test
item / .1.95%: 6.4 &f)

g /L¥>The NOEC sas c%ﬂi@dere@o be 1.56 mg test item / L, the

highest concentraltlcyigwnhéus l or s@thal@ e gmlmum concentration causing 100%
mortality (96h) w§2 5 r& te&ﬁem S The«@ m&) co#:entratlon causing no number of dead fish

(96h) was 3.13 152 tes@m/ N

@ o @
@ o,
Q \ \ 2
Report: o) 12004;M-229361-01
Title: & L Acute toxicit of Todost asmethyl-sodium & Mefenpyr-diethyl OD 400 to the
q watgrflea Déma 1@ na @Q e: AE F115008 02 OD35 A202
Repdst No: C@@O N (\\

Document No(s)z, M 2293{@J 01- 1@ &

Guidelines: &, '92/69/EEC, part C2; OECD: 202; USEPA (=EPA): OPPTS 850.1010,
N 1smn% §7A@Dev1atlon not specified

GLP/GEP& Q y;@

@ = @
Exec@ﬁ’ve @ma

Tl@ aim e study Wa§o determine the influence of the test item on mobility of Daphnia magna
over 4@urs in a static exposure, expressed as ECsy for immobilisation.
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Young Daphnia magna (1* instars <24 hour old, 6 x 5 animals per concentration) were exposed i@o o
static system over a period of 48 hours to nominal concentrations of 2.0, 4.0, 8.0, 16.0 and 32.g (3
formulation/L without feeding. In addition an untreated dilution water control tested. @ &)
After 24 and 48 hours, behaviour of the water fleas was visually evaluated by@ounting mobﬁe O\Q
daphnids. Additionally all possible signs on sublethal effects had to be recg‘%ded. Based @QIO 1 &
concentrations of the mixed formulation, the ECs, for im@bilisation af§§’48 hours (ng%hour’& of é\”
static exposure was 8.3 mg formulation/L (11.8 mg formyTation/L). Ba§éd on nomi con@trat@g &@
of the mixed formulation, the ECso for immobilisatiomafter 48 hou $Of static expasure 8.3@ q&©
form./L (95 % confidence limits 7.3 to 9.5 mg forn@ftion/L). Tthorr%pondi% Cypfor © &@
immobilisation after 24 hours of static exposure@ 11.8 mg fermulation/L (9@% Safiderse limi®
10.4 to 13.5 mg form./L). Statistical results cqig\ﬁrm t]@obse@d NQEC q&@ﬂ) m rnu@%tion/:@%ﬂer
24 and 48 hours of exposure on a 5 % level 0@1gnii@anc%%igni®nﬂ§%atm@ rel&ted % .
immobilisation at 8.0 mg formulation/L aftsy 24 a@d 48 H8urs offexposure). IS ) @7 @&

R N 38

SN : %

Materials and Methods: Q@} g&\\ Q@ §& %& @}\ @Q é\g ©§
Test item: Iodosulfuron-methyl-sodigl@m &Meferipyr-diéthyl @00; nte@}@&fﬂﬁ w/\&@
Iodosulfuron-methyl-sodium + 26.8 % &w Mé&enpy; 'etro et 'é@) A;%@QMSOO&M 0OD35
A202; Specification: Batch A@Q/IO }®5; BC —Dev@opm& NO@QO 0035391 hys&al—density:
1.144 g/mL; Analysis ref. code: AZ 11078, & . < N

. O o & AP
Young Daphnia magna (%nfe@rst ipstars, h 1d, @n 1 borator}%toc@eeding) were
exposed in a static te@yste@ or ours to nomnal Oncentrédions 2.0,@0, 8.0, 16.0 and 32.0

mg formulation/L out feedingyTn addition a%unt eated diution water control was tested. Each
vessel (glass be S; O@mL&ﬁwed 2% orﬁ%plicm@ ﬁlle@rith \Ei\* 1ficial mineral medium M7
(similar to the ¥4 megdaum, @lendt @90) Six Vesgéis (r@licate§ each%fovided with five daphnids,
were used per treatifignt goup a% control (= 3&6@nim&§per s@dy %p). After 24 and 48 hours,
behaviour of the water fleas w Vii@ eval@ted by courfing mébile daphnids, defined as animals
with sy@ming move@@ntos &ht ve%ms of@enn@g werddot interpreted as swimming
movement) Within@prox@tel sec@nds aei%r gentle agita&}on of the test vessel. Additionally all
possible signs or@ﬁblet%l effgg hadﬂ\t} be g‘é@érded@nd physical-chemical water parameters were
KSR S

assessed. @ ©Q . Q) S § @

Q O NN
For analyt'%al Veriﬁcatim%©f t \st icg)n@g?ltrat@ns and the control sample were taken at 0 and
48 hour@lgh-perfqréfﬁnce @uid cl@)mi@raph%%PLC) was used as analytical method.

Q> AN .

An “az\?lte non—GLP%xic@st‘wg@\sj pef@@nne@\n September 04, 2003 (_eport No.:
DOM 23074) uggler the sameonditi@s usifig the reference substance K2Cr,07, p.a. grade (test
concentrati@&%%i)o, 3, 178, 2.37 and 3.16 mg/L). The 24 hour ECso of 1.28 mg/L (95%
confidenc its@ 7-139"mg/L) detegyined in this test matched well data obtained during previous
studies the§me tédst substance. The slope function for the regression line (after Litchfield &
Wilc%ﬁ (4@% @40,@@% on a calculated probit slope of 6.835 (DOM 23074).

SN v
Déﬁes of €xperimental work: December 01, 2003 — March 11, 2004

&
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Results: @ ’ ©©
Study quality: S v
Since no immobilisation of untreated control animals occurred, the quality li £10 % congrol @g

'3

immobility was met. As the physical chemical measurements show, the composition of tl@test @er

corresponds to the nominal values, and the ECso of the reference substang\gﬂ% located w{t@n thé& gs@
required range. Thus, the study conditions and breeding é@lity met th@equired quagy crite{?cl. @Q @
S o § S
o O

SRS
Analytical findings: @} & S R 0O @Q}
The measured concentrations of a.s.-component @sulfmon—me@l—s@hm @the fgshly rg%)ared%
test solutions at test initiation ranged between 97%4 and 101%@63&:\%) @ the %xrresp@ ing@@
nominal concentrations. % @@J)Q %Q g\f 'S S v
The measured concentrations of the aged test@olumns at {hie endef the hour@éxpgure @d I
ranged between 95% to 102% (mean: 97%) of n%@natr tiIL%stabi@ in the test system &
Given that the toxicity cannot be attribgfed t(}@e act@ substance @mpoffsﬁt bu@' thestgsted §

. 2 Y -
formulation as a whole, the ECsy values ha géﬂaeen@flculﬁﬁ ba@%d on ma@st @@?Ent%tlons
ble:
©@

only. Detailed analytical results aresetﬁ’@’d in the folldwing:ta N

S LN
5 & O & O 8 &
Table CP 10.2.1-2: Ana cor@é\l’ltrg&i\ons of i@osul@%n-r@yl-s&dmm i@est s@ltions

. Analysed‘eoncenteations > N L 2
Nominal test Ghthe f » " An@fysed conce‘f@atu@ N

. hly ar

concentrations AN %Asolu %) s S Qgiof th%@a@shly ?ﬁrepar&eg @@

mg ug v 2 % of S q Yaof °
form./L a.s./]g@? ll g«@sﬂ@ @ﬁ%inal§ X @ /L néshinal &

Controlﬁ Q< 4‘.’93@ R % L O< 4;{@ \_;& ——%\@

2.0 6 N 1 9 16 & 95%

10 O350 01 9 wsv ol W7 @é% 98 %

80 ¢ 706° 687 9 97 % | 674, 96 %

160 [ 1410 £ 1402 M 99% o 1360 K. 96%

3200 2820, 9 .28%7 0% . P 2874 o P 102%

QY| Mean: @%\% Qil@min?ﬂ\a %@ean: 97°% of nominal

' = measured a.s.-@gﬂl@PO@ AE@%S OQ% o\&:@ N @©
(@) ©

@ O @? @) Ko

o,

Biological fﬁ%ingy@ ©© \O\ N @\
Obsew@ on immo%lisatre 1@@ as F@lo“@@
o ~
% "N O > Q@ @Q
¥ Q
e . @ & Q
@ <) § N g
Q Q & W
NN
O Q
< @ o
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Table CP 10.2.1-3: Toxicity to Daphnia magna (based on nominal concentrations) @ ’ @6
Immobilised Daphnids 5 @Q\ v
Nominal Test Concentration | Exposed Daphnids 24 h. 48 h. @§ s Q\Q
Mg form./L (=100%) § @@ &
n y SD n % SD ~ N Yy
Control 30 0 0 oR o v & & S
2.0 30 ol 0 (9] o0 & VR o© o
4.0 30 S 0 [V [0 & & © &
8.0 30 )4 [ 13= 0] 16 [B3+21 \® R
16.0 30w | 24578037 | 28.] 9310 @6 N
@ 7
32.0 30 © 39 SR LR A .

o Y X )
o o @ SIPNIE § &
Biological endpoints derived: @f’ \ @} % & 8
From the results presented above the €dllo ﬁg b10 1cal@adp0 can der d:

R & o

N
Table CP 10.2.1-4: StatlstlcaQesul@)f Pr(@t A@ls c@cte@@) %@mln@bn of’ ECSO values
@ O
Probit Analysis Slope Fifetion * ECso Lov@@S % cl KK@\'ppe@% % cl
for data obtained | (after Li%hﬁel%& §g foru./L oy g formy/ & mg form./L
after WeégoxonfO O nlly nomifally (o nominally
24 hours EIEN 7 8 g [ 1034w 8 135
48 hours A 1487 9 VYe3ao - NEEN 95

NV ©
. @ s .9 @© @ @
Conclusions: & O '~ % \ . 9 @& @

SR N
Based on non@al c@ntr@ons oé%e 1@d fi ulat@l lod§fur n-methyl-sodium & Mefenpyr-
diethyl OD 400, thd® Cso f%r 1In]z%)b1h %r 48 IS of aticcgxposure was 8.3 mg
formulatj 95 % c 1m1 10%@7
The cofresponding E(@o fo; @nobll ati after @ houf§oof &t\@ exposure was 11.8 mg
formulation/L (95 @0nfrﬂence @‘nts 1@1 to ?1\3 5 orm. ﬁﬁ)

Statistical result@%nﬁr the E&f 4,0 mg fotinulation/L after 24 and 48 hours of

exposure on a % lev @ﬁca@e (S1@ﬁca5§ ent related immobilisation at 8.0 mg

formulatlonFQafter 54 an‘ ¥ of @osur@b @

Repaoyt: N E2004;M-229597-01

Titleg, X S ethyl-sodium & Mefenpyr-diethyl OD 100+300 on the growth
@° alg@PseudQ irchneriella subcapitata (formerly named Selenastrum

& eaprig@nuturi}>

Report No: Q) CO40808 v @

Document No: 2 | M@2959301-1 9

Guidelm@ @ @CD@“I;Deviation not specified

GLP/@ Ql es O

E%utw@ummary @

The alf the study was to determine the toxicity of the test item to Pseudokirchneriella subcapitata,
expressed as ECs for growth.
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Cultures of Pseudokirchneriella subcapitata (green alga) with an initial cell density of 10 000

o

cells/mL per test concentration were exposed in a chronic multigeneration test for 3 days under: atlc (3

test conditions to the nominal concentrations of 0.10, 0.31, 1.0, 3.1 and 10.0 rmulation/E Tn
addition an untreated medium control was tested. (Potassium dichromate as pogitive control%/as &@ed
once a year.) % § @ &

24, 48 and 72 hour growth rates based on cell numbers webg used to det&%ﬁme the en@olnts @wené\”

that the toxicity cannot be attributed to one of the active Yagredients butdo the testﬂ?@erlak@ a thgﬁe
the calculations are based on nominal concentrations enly. The (0-72R)’E,Cso is 6 gQ

formulation/L, the (0-72h) NOE,C is < 0.1 mg fo tion/L.  Q N & @
N @@) R \é & @
Materials and Methods: & @ @’ 6 \%

Test material: lodosulfuron-methyl-sodium &%ef@gpyr thyl 10@@00 z@alyggi @ A@
F115008: 8.82 % w/w and AE F107892: %\ w; 0.7A 01 ; Product c gﬁ
F115008 02 OD35 A202; Physical—der@%y 1 m g/@ CeQ cat@f AnmLyms & 116Z3.

Green alga (Pseudokirchneriella sub a@wer@ﬁpos@bm ﬁromc@mm@era test for 3
days under static test conditions toghe norfiihal concentrations 231 ,@, 3. d lg%mg
formulation/L. In addition a untre@ed nfgdium&@pntrolSvas tesied. Rest iati he célt density
was 10 000 cells/mL per test 4 centi%ion A quo@eac&%o g@the unireatédme were filled
into the 6 controls and of thé%reat@é medl inta the 3 %@atmeﬁt Vessg%)per ¢geatment level. The pH
values ranged from 7.9 to &7 in the co s agdthe gcubatlon tengﬁgratu@ange@rom 23.0°C to
23.3°C (measured in an ﬁd §1 incubated<glassy@ssel) &rt e whole‘%eno@ testing.
Concentrations of 1or@ulfu v sc@mm m@\\ﬁ%ured fall %t levi&on day 0 and day 3 of
the exposure perio ~

OD-measureme ‘@ r@asu &nents% Srature'snéas ent ou <v\- the data logger) and
RSP n& ‘Ql y 28

morphological@xamij cell@’ere e 01@ udy@ays 0§ 2 a@r)l% Cell numbers were
estimated pho mel@eally‘”\g S S
& KA @ Te &

RS
Dates ;@xpenment@vorl%@ @Ja&ugry 2@%00@ Mar@ 16, 2004

@&\é\’o@&,\(&%

Results: N N (o
Validity crlterP‘ < . < Qo 0O
The validit 1ter10§)0f @d inc@se >®( n '@ control is fulfilled. A factor of 96.8 was
determi@{or the pre%nt stud$p @%?’ .9 %@
°\ Q @ Q\

: RS S @ v Q
Analstical findingss. S \
Con\entratlons of 10d0s1§

ror@e lg)dlu@ in the treatment levels found on day 0 were 82.6 to
108 % of nomifl (a (ayerage )@1 dax¥ recoveries of 77.1 to 107 % (average 99.0 %) of
nominal We§ %v at tﬁ%ﬂtom@y cannot be attributed to the active ingredient but to the test
material as%a wh@v the &alculations arcbased on nominal concentrations only. Detailed analytical

resulti;g(ppre@gﬁed % @ﬁe foffowing table:

S
S& T

&

@
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Table CP 10.2.1-5: Comparison of nominal and analytically determined concentrations of @o @
iodosulfuron-methyl-sodium on Day 0 and Day 3 N é§
O @%
Nominal concentration
Day 0 @J@ Day3 & ©®
in mg formulation/L Actual concentration wg%;tual concent@lon @ \y\i@
(g lodosulfuron-methyl- (ng Todosulfuron-methylc%) o, | Lug Iodosulfur@\me{% O
sodium /L) sodium/L) ¥~ ’ S sodi @° «
Average o e Ag\( ge A L .0
S
Control <0.882 @ o | . M8y o @
) ) Q
0.10 (8.82) A 71987 @ VR o @
—— 826 5 077.1
B 6:59 @ ST o F &5y
i
0.31 (27.3) 29.6 O | |y D038 ) [ 407
1.0 (88.2) D ﬁ92°5\ Nl rsh & ga © g@fm
3.1 @73) O 22 O S0 o g & 107
10.0 (882) O s, & 8 Jats [ &7 S sse@ o |98
N
Stock solution Q © > @N « @©® @@Q o\‘”\y
100 (8820) R (SN -
N Mean (Wi%%lt st&ck sol%on) T02. @ & % ™~ 99.0
NI D
o . 2 ° . & v &
Biological findings: @ % S @ Q& o )
A static 72 h algal gr@th teqrwas ndu@ed to d rm;;} the e@ectséﬁ the t€ &%t substance on the

rowth of the gree a, Lseud chn%@ella subca QBservations og growth rates are listed as
g gr g ©§ 0@5 < @ 'y %

follows: @@ ©\ @& & @ @ §@ §
@ S @
Table CP 10,2.1-6: Téstinitigtion with 10 @cel] S
25 — gffon ih 10 §§L &
Nom;@ concentratigatmg N number afte rag owth rate % inhibition of average
A rmulatlon/L@ @ 72 h@mear}) S) v [1/d] growth rate
© O 1S O o @i 72h)
contrdd’ U« 968,0000 N & 1529 -
0.10 DS 0843000 O | S 1483 3.0
31 ¢ A [ 231000 1.436 6.1
1.0 O O 0,007  gf 1.259 17.7
L7 31 o A @208800 . 1.017 33.5
10.0 @\ 68,000 O 0.631 58.8
= NS
Growth rate Va]%es are p@fer&@ be(@lse thg\@ahdlty criteria concerning the exponential algal growth
are fulfilled § 1n thisstest
@
Conclus@as §’ 9

The (@Szh@csg\b
fo@ at10§£ (C12$%:

0 “@furon methyl-sodium & Mefenpyr-diethyl OD 100+300 is 6.71 mg
§0 -7.91) and the (0 - 72h) NOE,C is <0.1 mg formulation/L.
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Report: KCP 10.2.1 /04N, M ..2004;M-229602-03 FRS
Title: lodosulfuron-methyl-sodium & mefenpyr-diethyl OD 100 + 300 - Influence on the grovy@>
of Lemna gibba G3 Code: AE F115008 02 OD35 A202 D o
Report No: C040811 N Nl
Document No(s): M-229602-03-1 K% N
Guidelines: OECD: 221;Deviation not specified §\ © % 2
GLP/GEP: yes @) & S O
V @ $) Q @ &@
Executive summary: & @Q %@ v é\g S
@ & o R O &
The aim of the study was to determine the toxici@the test item% Lemyia gibpa G3as a &
representative aquatic macrophyte, expressed as Q@

50 for 50 peyeentinfibition oféﬁwth .

3x12 fronds per test concentration were expo in %ng'@%ulti@%nera n tesfor 7 days under
static test conditions to nominal concentrations of 41, 1 é\« 3.7@1 1.1833.3 an@’ @& % g °
100 pg formulation/L against a control. Q@%mtingj@‘ frog and pH-mgasurefients were m \ @)
days 0, 2, 5 and 7. The dry weight was@étem&%d or@oq day 7. P@ovefr@s of i@bsulwon_ Q“\
sodium were measured in all freshly peepa Stest @ssel@ day@wand '@W}aﬁll a@ tesggyessels on day
7, except the lowest test level. Givén that the toxTeity cafirot binattribaitgd to@ acti ing@%%ent but
to the test material as a whole, the@alcwf@tion Gye b on ggmin ©on. atiods’of théxformulation
only. The E,Cs for frond nus (bés%d ona erag@grov@@rate@uas 84 ng @mul%&on/L (95%
confidence limits: 0.3 to 239§ptg/l_@\andt +Csoefor dr)@weigh‘és, basec on avgrage growth rates) was
> 100 pg formulation/L, The NORC f@on mb&rs (based on @age@wth@ tes) was 1.23 pg
formulation/L and the N&rC@ drv@weig (S

N 15 as%@on a@geéérowth fates @ 3.70 ng

formulation/L. IS @ @ § §a\ é& é\
M . é °\® Y§ o @ @@ SN @
aterial and N@%og N \\ S S @ §

N
Test item: Io@llful@l-me@/l-soc@m &fer@r-di 1 ORM004300; Product code: AE F115008
02 OD35 A@OZ; act@e ingyr\éd%iz&?@: AEE115088, confgnt: 8.82 % Q‘:;) , AE F107892, content: 26.0 %
W/W; FQ@O 1lati0n—batc@?§qo.: M 5; Certificate of\dpalysiss, AZ 11073.
& @ R @ @ @% §t N .
rcciatioes o N :
3x12 fronds per te§ ncehtrati ereg pos@am aéromc %ultlgeneratlon test for 7 days under
static test conditiéns tomin onq@ztratjdﬁs of %ll, 1.@ 3.70,11.1, 33.3, and
100 pg formulagion/L& ain@% confral. Tl@\pﬂ v@ues rdfiged from 7.6 to 8.7 in all test levels and the
incubation tethperature r@d fi *s\ 23 .@GC to@\).4 °@measured in an additional incubated glass
vessel ovgrthe whole period ofye stin@:%meg%éS &(gy The incubator was illuminated with a light
intensityof 7717 luxgmean of¥otal of 5 me sure@nts on day 0: 6837, 7314, 8109, 8162, and 8162
lux).®Recoveries o F@QOS Were rgasur uin all freshly prepared test levels on day 0 and in all
age}test levels on day @xce@he lowest tesh level.
¢ . e & Q
Dates of ex@\‘ime@ lwﬁ % Npvember 26, 2003 to March 11, 2004
Yy O & 9
> O o
Resultse §9 Q
R SIS
Vali criteria: °
T}Q oll g validity c§erion is met: the frond number in the controls increased by a factor of 10
corres@ding to a doubling time (Td) of about 2.1 days (minimum requirement: Td= 2.5 days).
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Analytical findings: @ ’ o
The quantities of AE F115008 found in all freshly prepared test levels on day 0 in reference to §
nominal concentrations ranged between 81 and 105 % (average 89 %). In 7 d-gged test levels@hére &)
were analytical findings between 80 and 110 % (average 91 %) of nominal. Fhe lowest test N
concentration of 0.41 ug formulation/L has not been analysed because thi%)ncentratior&s befow &
the NOEC. Given that the toxicity cannot be attributed to@ly one of th{%btive ingreg@eants bug to t@

test material as a whole, the calculations are based on no%mal concen@tions of thrm@on 9\{%’ &@
% & O

> R O &
Table CP 10.2.1-7: Nominal and measured conc%@rations of A@l 15%08 &© 'S <© @
5 S T N9 % <
Nominal concentration .
in pg formulation/L Day Detection 1 8 I@Sfectiag W\?\ n @6\ °é’<§of néfm%al
(ug AE F130081/L) Q »\9@ C?’ N MJ@’ @l
0 <0.0196! @ <0@19%6 Q 0.0496 D RN
Control 7 <0.0196° % .20.0196, | <\ <0096 @j §\@
0 not de@nin% n@etqrrﬁi,ned d) D S O
041 (0.036) 7 not ;q@rmj{ﬁ%d Aot detetnined @3\’ - & @DQ ©
0 117 ®&ll4 Y| 0.1 2105
1.23 (0.11) 7 @%0.1@% & @N.mw?\ 4©® %%@1 @@Q 110
0 Q7 0.29%, 96 90
3.70 (0.33) 7 0&302«(\ (o4 0.396 &@? % O_3g© % 92
0 0.79% 88 s~ 0.7 81
0 2.55 @ 2'@@ "251 O 85
333@9) o 7 @% 90 O | O %\ SN & 2.;»;@ 89
0 NS 7.@ ) .35 7. 84
100(882) & g LY 17 70,9 @,03 80
! lowest standarcé@ @ce }ijon used fogiieterm%@tlon &\ N §@ @
Biological findings: @9 9 S\ & > @ é’(;%
Growthshibition was ser@ as ligled below. & O N
N 8.9 & & O 8
X
Table CP 10.2.1-8:§®3 Frond ¢ ts, dlg@%ig@%md en il%ibition of the average growth rate
@ fro@k cor on@l.lblﬁg dry weight st initiation
(RS S SR ﬁz\ § & v b
Test levels (;@ F%al fi no\ Fm&kﬂg v 171t © /0 inhibition
formulati ) (day 7, mea NS > @"| Average growth rate | Average growth rate for
i Y | © medps) [mgly i
D dpg) [mg] for frond no. dry weight of plants
Control & 122 < 13.19 - -
41 5 100 , O 0 nad 5.5 3.1
1.23 8 ¢ ay 5.0 1.3
3.70 2 2 o &7 g09 12.3 7.3
1.1 o = 230 5.7 71.5 33.3
333 & B O 4.8 82.6 40.7
100, SN 5.0 80.4 38.6

NN

Co@ion@@ @Q% . §
% 3

The in&'@ory effect of the formulation to duckweed, Lemna gibba was determined as follows:
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Table CP 10.2.1-9: The inhibitory effect of the formulation to Lemna gibba @
Average growth rate for fronds Average growth rate for dry we@ts of ¥
numbers (ug formulation/L) plants formulatiog/@
ECso (C195%) 8.4 (0.3 —239) @ >100
LOE,C 3.70 11 & X g
NOE.C 1.23 ~ % 3.70 RS
T
¥ F S0
The LOE,C determination is based on statistical data @alysis. @Q %@ > é\” e
K $ o R O &
9

o & &
CP 10.2.2 Additional long-term and cl@nic toxicity studiés on f%h, «§@Jati@@
invertebrates and sediment dweling o@@gnimﬁ v N

Yy S
@ X S
No additional long-term and chronic toxici%%ud%n ﬁs@@qua@inve@@rﬂ@es@nd édim@ o °

o

dwelling organisms was conducted. % N N > % ®
. X
¢ N 9.8 S v &
Q & X S
CP 10.2.3 Further testing &@aqu%ic o@nis@§

S § & NN
No further testing on aquatic orga%sms@gas ccﬁ@juct@ ©) &© ©© (OJEEAN
¢ v O S @0 Q S«
ai ‘.,\ S a g P2 o °
CP 10.3 Effects on arthrepod @ N
CP1031  Effectstn begs & §@ S S < N @y\’@
S ¥ O &

NI .
The ecotoxicologi@@dpoi@s o@mey bs -ded&'}the following tables.

%
S
e}

Details of the honggybee testing wath the Getive s 0 Ifugon-methyl sodium are presented in
MCA, Section @i@sﬁ. N (:iﬂ OO égu & o
& & & ° < & & ©§ @
& s s
o °\
FIEFITs s
9 @ Y (S
QS LSS
@ 9O g © o .0 @
Q OO JO SN & D
O K &2 o
S) S oF L2
N N
Q N S0
> S & &
S @ &@\ O
@%
QNN
&§ Q Q & ©@
& ge
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Table CP 10.3.1- 1: Bee toxicity data generated with technical iodosulfuron-methyl sodium @o @@
Test Ecotoxicological endpoint l%ference @
substance A D7 &
Acute oral and contact toxicity (laboratory) in honey bees g R
< 19 :
locosulluron-methyl || pyoral, 48/72h | LDsy >80 pggssbee & [M-IAIRDMOLIS
sodiumm, fech. X O |KCA831.149p1 &
_ S5 1996 _|O
oo o "M LDucontact, 48721 | LD 2350 g as e
ol N e
Iodosulfuron-methyl | LDsp-oral, 48 h LDso >0§7.6 1 @S./bgﬁg\ @
dium, tech. LDso-contact, 48 h 00 pg a:%./b Y
sodium, tec so-contac %Dso p}(’gM (}% U@
Acute contact toxicity (laboratory) in bun&b% bees (o8 ) Q
OIS N (KT
TIodosulfuron-methyl S Q >
. LDso-contact, 4 Dso =100 ga’s./bge v
sodium, tech. @@ﬁ i @ §))
&)
Chronic toxicity in adult honey be@(lab&ramq@@ @ f@ @© @Q
2 » S
Todosulfuron-methyl IOdcic ad@T\tj @Cso @'&20 mg@z{s./ «uQ @O
sodium, tech. feedlﬁgstu% \/@ N%CZ "@.‘ mg a&/kg oSN
Bold values: endpoints use&@r risk é\gsess@ﬂt § g @% %, $§
@
v\a @ @ @ 6 \© é (ix "\
> TS e & S
@ s .9 X Q© @ @
O o O O @ ©
@) @\ A N AN & %,
© o & & L s &
SIS N .9 S @
TS e s S
2 N A SIRS @ ©
> o O & & N
A @ o\@ Q° \@ B Q\©
PFOUFSITEE S
@ 9O g © o .0 %
Q0O S & b
SRS %Q & @
=) % S @ %
@7 N Q @ @\
Q AN N @§ N
O NS
-
C &S 8
@ < Q & ©@
& &P
&
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Table CP 10.3.1- 2: Honey bee toxicity data generated with formulated iodosulfuron-methyl sodi @@
Test Ecotoxicological endpoint eference @
substance b @7 &
Acute oral and contact toxicity (laboratory) g & o\&
Todosulfuron-methyl <) &
sodium + mefenpyr- | LDs¢-oral, 48 h LDso 180.98 roduct/bee {*’ M’%i)@f S &
diethyl OD 400 LDsi-contact, 48 h | LDsy 317.59Fg productbee & | 1 é%?l ! “1\1 @ |
(100 +300) . o G SIS
\)
Bee brood feeding test & . &© R N @Q @
Slig %ut stat1st1<‘\ly ﬂgrﬁ QR Q % @
cant increased ten@mahd&rate ofy 6\ R N
l@ando larv S > >
tlc ette@}rood@s‘t b@ (e & % o
<pd evel@ne\ nin f@ co% S ) @j @&
g\ﬁ breod*ind d broyd comp nsa-C §
v
Iodosulfuron-methyl bee b Y mlndlc@ildlsp lgyeda(@mnu%ﬁ S)
sodium WG 10 Honey bee rc@ o ihcreasenindi ess@
(+Mefenpyr-dicthyl feeding (Oomen et Q%ieve‘lﬁpment"&fthe brood. 1\@ d ]%9@
WG 159 pyr-diethyl =1/ 1992) @gicm@adve@ffec@mt o %3.1.3401
@ % | stvival ofadult@e upaes N
§ S rhehaviout, coldhy strefi and; Q
& Qove colo@condlf%ns%& . b %
9 ) N fegding honey bee colonigs suga
] 2 colonigs Sugarss| X,
S % p odos@lro -methyl % §
N § %@?) dluéonce&ratlor&nca&x N
,,@§ = @? \@ preségt in tl&spray\tank (259pm)
Cage and tunnel@;@ﬁiies Q \\P? R @ \\]@ @& \(\@
mi-field hofigy & RS
@© LFbee Brdod stidy K@I cts ortgity,
Todosulfurdipmeth l@ (ac&’rdin@ OEGD ﬂ&t 1nte y, behaviourgbrood
sodium 4 Sefen y_ ; forg exp@y lo;@ent( dt ation || 2014
dicth 400 Pyt nditfgns) in ante d indgX, con@ensatlon M-477913-01-1
(1004300 g/L) @Ph jeelia; w, ® indéx) as v¥<l aso %olony vitality | KCA 8.3.1.3 /02
ST |app icatignduring, | atgRaximymy'ap catlon rate (0.1 L
© é&l -blo d@@@es | producttha)
~ N
%Q ©© ©\ § @@ @é
& 2 QQ L&
Q& AN NS @
N NS N
o0 T8 e &
Y AN
@ < Q & ©@
& &S
@’ @@ @ o v
S
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Risk assessment for bees @ @
. N
Q\ @
Hazard Quotients >

&  C®

An indication of hazard (Hazard Quotient or Q) can be derived accordingto the EPPO @ @ )
assessment scheme, by calculating the ratio between the application rategv(pressed in'ga.s./ @o‘))r i
product/ha) and the laboratory contact and oral LDso (expressed in ug& J/bee or in ég pro@t/b%@ @
| EX Q & O
Qu values can be calculated using data from the stude performe@nh the act%g@sub tance afigl with@®
the formulation. Qg values higher than 50 indica@%e need of Qgher t&ed ac@ul&@) clagfy the@}

actual risk to honey bees. & @@Q @f@’ iﬁ;y\ @’ \ §
Hazard Quotient, oral: Quo = maximum a}gghcatlo é%%te @ (g a@% Ol@produc%k@
Hazard Quotient, contact: Qe hﬂg@m@ “&Pph?@f@ fhugte;s./ /bed@p s ol @@é]m/h

‘k@so co@act & [@E a. s,@%e or

@
The maximum label rate of Iodosulf@%n— hyl, s@’m ﬁdefe@yr—d@lyl @ 00 @5’00) is
0.1 L (100 mL) product/ha in wm@ wheat (B Cﬁ < 32) Wyth thesgontedof 1@sul ton-methyl
sodium and mefenpyr-diethyl V@hm t@%orm@atlo @elng @ ﬂgosm@on- y]@s\(‘)dlum/L and
300 g mefenpyr-diethyl/L, r@é%\ectlvehl thigaccounts to a‘maxi appjication rate 6910 g
N
iodosulfuron-methyl sodium a.s. /@ Co@éerm@ realidtic worst ca@dens@of 1&5 g/mL of

Iodosulfuron-methyl sodiym + %Iefenp@ dle@ 05400 l@ﬁmL?ﬁmd {ha c@sponds tollSg
product/ha. 7, L \ @ N \

@Q N § & § S g 90

Table CP 10.3.1- 33y ézari@uotieﬁ%@ for bges - o@expgﬁ?r @ @@

(@)

Test item Q S ©Oral @50 M%appl@tlon @ Hazard Trigger A-priori

o & N :

(@3 R . - otient acceptable

K2 g [ng AR, /be & e @ /ha@/ S risk for
A [y@odu ee] [£prodiidQhal D Quo adult bees
Max. application rate 2 10 g iodosylfuron 43/ hé&&ﬁ)l Oéi mod§lﬁuron+Mefenpyr-diethyl OD 400 / ha,
2y

which correspond§&® 115 &produet’/ ha

N LS
Todosulfuron-metfgl- A
sodium, tech. @ f@Q 10@@’ § 19§ <01 >0 yes
Todosulfurgn methyl > ©\ '%"Q @@ @®
sodium fenpyr- o %
ethy] @00 (100 %\@c Q@SO 980 & 15 0.6 50 yes
300 g/L) &S NN
Q ) o@\u Q §
The hazard quo@;nt for oral WOS@S be&v the validated trigger value for higher tier testing (i.e.
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Table CP 10.3.1- 4: Hazard quotients for bees — contact exposure @o @@
Test item Contact LDso Max. application rate | Hazard | Trigger Agpriori @7
quotient @© adéepta
[ng a.s./bee] / [g a.s./ha] / > ﬁriskc fé>
[ug product/bee] [g product/ha] Qu adultbees |
Max. application rate = 10 g iodosulfuron a.s. / ha via 0.1 L Jodosulfuron+Mg npyr-diet@VOQ 460 / h%g
which corresponds to 115 g product / ha S R > i~
S TR S s
- - X
Todosulfuron-methyl > 100 <10 0% 0.1 @0 @§ @ O
sodium, tech. @ 4 Q S
2 Q R @) &@
Iodosulfuron-methyl qQ
sodium + Mefenpyr- 317.59 G s \@0 4% Q &? . §§@
diethyl OD 400 (100 + ' N ZEIRN ARSI Y&
300 g/L) O Y & ot ¥ W |
RS N
The hazard quotient for contact exposu@{?é bgk@ the@bida&@ tri %val&g’or @her ;{gr test
(i.e. QHC < 50). & (Ei@ S & & & @ @@ Q
. O )
o SRCA SR S S
Further considerations for thépisk gssessment S S © RN
0 2w s P

In addition to acute laboratogy tudies with@dult goney be%s, iulfu?@n— hyl sodiim was further
i L

subjected to topical acute @mble&e testing. The stu y@id not reve@sen@wity d#fferences between
° @ &, & R >
honey bee and bumble bée forg%ers. @ ©@ 7 NN
v .9 O o . N S

OIS S QNS
Moreover, iodos1#§t@§r1—methyl S m@@s subﬁ’@cted@é\f’chrc@ic labordtory ‘%sting with adult honey

bees. This chroni .ud @%s designedhs a liisgit tes@ exgﬁmg @ult bees for 10 consecutive
days to a conc@atw&f nom{gﬁlall 20 m@\od stilfurgn-met oditim per kg aqueous sugar
solution (120 m)@us,gt\l}@ nomiral er%ploxe@est entt@lon e@eeded the concentration of
iodosulfyréa-methyl soq\\iym a&%a@eser@l the @ray@nk. N%@%adverse lethal-, sub-lethal,
behavigwal or delayedSeffec sSWere found by expostig a@ ho@ bees for ten consecutive days
exclusively to sugg@%) utigm conét@nir(}i Y f;g@ 10d§ulﬁlr(®[ﬂ€thyl sodium (nominal).

In order to revea@vhe@ iog‘gfm@me@l sodium pdses a risk to immature honey bee life stages,
a bee brood ing@@dy b" bee&%%n &d b&@ll w@jg the provisions/method of Oomen P.A., de
Ruijter, A.& van der Steéi, J. @Pﬁo @leti@ :613-616 (1992)), which require, amongst
other pa ters to “..asse forimilate@prodigsts oub.. products are fed at a concentration
recommended for h@vol euse,. . The honé@bee brood feeding test is a worst-case screening
testg\ﬁy feeding thé%oneés Q@ctlyhe @e with a treated sugar solution which contains the test
substance at a C@rgcentrat n t&@callrese&t the spray tank (and as such at a very high

concentratéz@and b iﬂgﬁaﬁn&@e dex@opment of eggs, young & old larvae by employing digital
photo imagifs¥ te 0 @

eS¢ -

This péﬁ@culady as C@Q@lcted by mixing formulated iodosulfuron-methyl sodium via
Todogulturogymet odiuta WG 10 (together with formulated mefenpyr-diethyl, as Mefenpyr-diethyl
WQ 5), @@ the tested e&centration corresponded to about the concentration of iodosulfuron-methyl
sodiu the spray tank of a high-volume use. The actual test concentration of iodosulfuron-

methylsodium was 25 mg/L. The administration of 1 litre sugar solution per colony, containing 25
ppm iodosulfuron-methyl sodium, resulted in a slightly-moderately, but statistically significantly
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increased termination rate of eggs, young and old larvae, however, there was concurrently an ide@co 1 O
or even better brood nest development than in the control. The brood index and the brood S @
compensation indices displayed a continuous increase, indicating a successful de¥elopment 0@% @
brood. There were no ecologically adverse effects on the survival of adult beégrand pupae, be av @

colony strength and overall colony conditions. % § &)
% S P
. . © & > S e
In order to clarify whether the observations in the honey%gée brood fe@g study, ¢ uct@lnd &
worst-case exposure conditions, are relevant for actuatuse conditio S

odosulfu@n—m@l s My
a higher tier semi-field honey bee brood study (acc%@czﬁng to the pfQvisions of th%Q)ECxD idance @
Document 75) was conducted under forced/conf@ exposure«conditians, by é%aly ri@the @xnn

rate (0.1 L) of [odosulfuron-methyl sodium +gnefenp, »dlet@ODy@?O (@3 ﬁm b@%l”ert
conditions to the full flowering and highly be®attractive s@mgat@g&rop Phuceli ana&etlfoh

The test was designed as a replicated tunnei%study@e assé@s potehitial %ffects odos@‘uro@eth@
sodium to honey bee colonies, 1nclud1ng§&/ery\%tallecl§sses@lentQ rooddevetopment

(20 m length x 5.5 m width x 2.5 m e- ht) @@re se@% one Q%a 7& pl @m@ X 36@n?).
Small bee colonies were introduced @n L%?days& fo e@’e a catl% ney bge colony
was used per tunnel. The test itendwater and a efere@ 1te -\, as apphie ing ey oli%s actively
foraging on the crop. The trial was carxigd ou@sm r tu@jl @ repl@ates r th@\test item
treatment, the control and th@?feren% itestreatment (In&gar KL} g/kg fen xycarb)Srespectively.
The confined exposure phase of t@hon&%ees @%lde tf& treated cr \Vas& ays fallowing the test
item application. At the els% of the 4th @y af@pp tion e to the h%ﬁld mode of action of the
test item, the Phacelig=grop o lémger afttactivoto b& ) angd did n&%nger support the
confined colonies. s, all bee ciflon le. th olo@g fro e te§item;‘the water and the
reference item gr re@ct vﬁe&eﬁ relo%ted after 4 ccﬂ@plet days @onﬁned exposure from

. Y N :
their respectiv ©=’ ne@nd pla%ed i an ar@wnh f0 main c§mg, beg attractive crops. The test

item was app@d u@ opil ifsim fo@lgm%@ondl@ . @ (spray) application of the water
(control), tést item ( dosu ur @sodl + m@%np)@—dleth@OD 400 (100+300 g/L)) and the
oge

referer@em (fenox @r ) ofa deﬁ§ nuritGer o%oney bee eggs was observed for
each group and cole ty&f adul&@@es an( a&larxge as well as foraging activity of the
adult bees was als@ssess&l ondktgon ofrilre coéles was assessed in regular intervals until the
end of the trial. Giitog g @' frontegg t@adult rkers was observed for a period of 22
days (i.e. one @omplefe honey bee brdod clle), "I@is wa@one one day before the application by
taking out a brood comb @ @al @Jre @e brood comb. After saving the file on a
compute@O 270 e per GO ony first brood area fixing day BFDO (BFD =
Brood Avea Fixing h\ubse gi[ bp® assessment (BFDn), again, the respective comb
as taken out of t % anofbier dj p@to was taken in order to investigate the progress of the

bro development untll@’ay 2@0110@5mg t]i@pphcatlon (BFD22 following BFDO0). Statistical
evaluation wa&one of mo %ﬁy, fQragingActivity, colony strength and the brood termination rate

using Shap@w ks est§ ck for nor@al distribution), Levene's test (check for homogeneity of
Varlance)@i&ude\@r W@h t- @t (pairwise comparison.
No adv‘@e ef ts 0 of worker or pupae, foraging activity, behaviour, nectar- and pollen
storage as @ eeﬁwurv1val were observed. No effects on colony development, colony

ee brood e§ observed. Based on the results of this study, it can be concluded that

Iodoa@on—methyl sodium + mefenpyr-diethyl OD 400 (100+300 g/L) does not adversely affect
honey bees and honey bee brood when applied at a rate of 0.1 L product/ha (corresponding to 10 g
iodosulfuron-methyl sodium a.s./ha), during honey bees actively foraging on a bee-attractive,
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flowering crop. The observed, characteristic brood effects of the reference item Insegar (a.s. @ T
fenoxycarb) in terms of typicality, time of occurrence and extent, showed that the prevailing te& 3
conditions allowed for a profound detection of effects on immature honey bee @ stages. &@ @@

g .
Synopsis § @@\ &
Iodosulfuron-methyl sodium has a low acute toxicity to h@ey bees, wit@EDSO (oral &ﬂﬁd corftact) é\”
above the highest tested dose level (oral: LD50 > 107.6 g a.s./bee, coffact: LD50 P00 ;@.s./b\eﬁ. &@
The calculated Hazard Quotients for iodosulfuron-methyl sodium ar&well below the Val@ecﬁgemé@
value which would indicate the need for a refined risk’assessment{ao adverse e@@cts n honegbee
mortality are to be expected. This conclusion is @irmed by the resul@of théBee bfdod feeding @
study as well as by the results of the semi—ﬁel&study,@ﬁlhich@ere@he r&@’mu@ppl&&%ﬁon rafes of
10 g iodosulfuron-methyl sodium a.s./ha.  © @ RS @% & X % .
The acute laboratory study conducted with%umbl@ees vealedo sglsnivi@diffet@ces @wee@&
honey bee and bumble bee foragers. g\ﬁ . \\ \\ &6 & (,\@ k)
Regarding potential side effects of io lfug@ﬁa—me@@@l sodium qgﬁ@nm@me h % be@e stdges, the
conducted bee brood feeding study&©ome%et alag@%@n s@ht‘&nodeg , @stat'@jically
significantly increased terminatiofiyates.of eg youn@and arv@ eé@e of @ obié\fvation,
there was concurrently an identigal (bett€r) br@pd n evepmeptthan ivthe tro]@\in addition, the
brood index and brood comp%%atioffndie@»dis layed a &ntit&u@hs in€pease indicati®g a successful
development of the brood@veral@ae stw@ revegted no@’cologically@vers&%ffec@on the survival of
adult bees and pupae, béhaviou colon@tre@ an Vera@%lonﬁond%ﬁns.@us, when
considering the severity, of th&e pc?)i@e situfdion ifdthis WOTst- sc eningt\@ in combination with
the absence of effe n both, coy le para§ter®ad also on th€&overaft development of bee
brood, it can be cﬁud@even\o Pthebasis of this, Worst-case scrin%@vdy that the use of
. ) N, - @ > S
1odosulfuron-n§hyl @mm aSa po&-eme%nce (ntil ea% steg@»elonggtion) herbicide in cereals - a
crop which p@s forBees M a pro@tabl&feedir@%énd gingarea fgr nectar and pollen - does not
pose an unagceptable risk for adélt hondy bee simmaflite h ey bggtife stages and honey bee
coloniese é}’ éﬁ @ v Q Q@ ©§%§“
Nonethetess, in ord % claQ@whgther t%onc@@ions $(O>\\r91 théasis of lower tiered honey bee studies
are correct, iodos@ron—r%ethy dium was @J ected)to confined semi-field testing (according to the
provisions of OF@D GaidancéPocument N&ﬁS),@y apg the maximum rate of lodosulfuron-
methyl sodiy me@pyr-@ethy&@) 40@ 1004300 g/@j to full-flowering Phacelia during honey
bees actively foraging ongie c@ Tlgﬁudy ign@@khough being conservative for an actual
exposur ation of h%wy b Q\ in cezeals, g fronran apidological and apicultural point of view more
realisticthan an in-hf feigén y o%he teske mp@d via a treated sugar solution, which contains the
test stibstance at a eoncengration t¥pica %@o res@t in the spray tank (and as such at a very high
concentration). The resuf®s of this higher tieg Sémi-field study confirmed the conclusions made above
on the basis 0&@6 outcome @hthe Mver-ti&ked studies, as no adverse direct or delayed effects on
mortality o rkerdees upae%:%fora g activity, behaviour, nectar- and pollen storage, queen
survival, @Jony é?éngt@@:olo@develo ment as well as the development of bee brood were observed,
even under a gg) ated, for xposure conditions and by digitally following-up in a very detailed
manré?jthe éof 6§ §ﬁ%&l y marked brood cells (digital photographic assessment) from egg stage

u“@me@nce.

Overall; it can be concluded that iodosulfuron-methyl sodium, when applied at the maximum
application rate of 10 g a.s./ha in cereals, even during the flowering period of potentially bee-attractive

7e
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weeds inside the cereal cropping area, does not pose an unacceptable risk to honey bees and hone@ee >

colonies. Q\ §
& O
@ S L
iy S L e
CP 10.3.1.1 Acute toxicity to bees &% \© o\@z) 7,
CP 10.3.1.1.1 Acute oral toxicity to bees VC@ Q@ @& § y\g@@ A
EN O & Q@ & O
Report: 004;M- 2271@ 01 o & o Y
Title: Assessment of side effects F115008 @%ODSS@éM to the ho l\@y beegApis nigilifera
L., in the laboratory v O
Report No: C039689 A @3@ \V’ N m
Document No: M-227123-01-1 v 0O M-S
Guidelines: OECD: 213, 214; D.g:\itm@% specified S S @
GLP/GEP: no U Ny Y \;& MR S Q@
N NN Y S S
Executive summary: ©Q % "\@ § © § §‘9 @ 9
& NS @@ < SO

The objective of this study was %etq@ne t}?oral C@?’[ toxicity e té)item AE F115008
02 OD35 A202 (= lodosul furgirmethyl-sadium + h@fenp&r dlet@% 0D 400 (1 g/L)) on the
honey bee, Apis mellifera L %’1 a d&se reg@nse @st acc@dmg tothe @ECD g@deh No. 213 and 214
(1998). N % RS v\,
In the laboratory, the bees we@xpc@fd to g dof 70@% 141.72, 283, 45, .89 and 1133.79 ug
product/bee (equnﬁ to 625, ]@9 25.3,50.0 §i 10&% ug a@/be@f th@\%st item AE F115008 02
OD35 A202 by fe . d topl@bap@a‘uon he a% st le&els of@0.86, 141.72, 283.45,
566.89 and 113%; rodudq eegorrespag nded \an actus Q of 85.20, 162.84, 303.85, 485.29
and 864.02 p Lﬁee @rfekt@on (active @{edw@ di @i oat nommal content: 400 g/L) was
tested as a fgxic sta@ard %“Teph@tes ith 50bees were used per treatment level. The number of dead
bees in tligindividual t g,%w\?vas rded fter@h 2nd§@a In case of symptoms of
pmsonf%g the behavidéral dl@rences bet@en tjl@ees Ofthe &@trol group and those of the test item
treatment were no§>\t eaﬁh ob y\\ﬁatlon@lter%l é&
> < @
According to the resuttsof t@@ stud@lt ca@e sta@ the @1 LDso/48h of AE F115008 02 OD35 A202
(=lodosulfuréa- met@l -sadium @efe r dl@}fyl OB;400 (100 + 300 g/L)) is 180.98 ug product/bee

and the @act LDso/%lng@ 59§m£@cv he®

Material and Met;@s @ @ & \©

N
Test item: AE FlLSOOS @O @5 A % @Lot No.: AAIM01665; GAB-code: 20031404; Purity:
1. AE F10789s% mef ﬁg leiﬂ@6 0%%«/w) (300 g/L nominal) 2. AE F115008 (iodosulfuron-

methylsodl (100 g/L, @immal)

@
In the lﬁ%rat(}g@the ees \A@ exposed to the doses of 70.86, 141.72, 283.45, 566.89 and 1133.79 ug

pro %%bee@uw@nt t0"6:25, 12.5, 25.0, 50.0 and 100.0 pg a.s./bee) of the test item AE F115008 02
O A242 by fee ng§d tropical application. Perfekthion (active ingredient: dimethoate, nominal
contente@00 g/L) was tested as a toxic standard. In the oral toxicity test a 50 % (w/v) aqueous sucrose
solution was used as control, in the contact toxicity test tap water was used for the control group. 5
replicates with 50 bees were used per treatment level.
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©

For the oral toxicity test, the test item was dissolved in tap water and mixed with a defined amougpfof o
a 50 % aqueous sucrose solution such that the intended nominal dose which was calculated for 0ne beé§
was found in 20 pL. The bees starved during a period of 2 hours prior to test stdef: 250 pL of the testy,
solution per bee was offered during a period of 6 hours. The amount of soluti@1 consumed (mniean

value of 10 bees) was determined by weighing the feeders before and after;%eding. Afte@e f@ng &)
period, the bees in the test cages were supplied ad libitun@ith a pure u@%a‘[ed 50 %&ﬁ»ueoﬁ&sucroé&”
solution. g @ @ @\ %@ &@
For the contact toxicity test, the test item was dissolved in tap watey QAfter the bead < q&©
anaesthetised with carbon dioxide they were treate(g%dividually @top%&l appligtio&to the @ntra{@
thorax. 2 pL of test item or reference item soluti@g@vere applied to the@iorax ot ¢ ee. &2 nL @
droplet was chosen in deviation to the guideli% recor%nend@@n O&NL Q@e a eroi&’um%

ensured a more reliable dispersion of the test@em. @er a@hcati@ thes Wi re‘n{ned tothe test
cages and fed with a 50 % aqueous sucrose%olu}i@’ ad liBitum. Q IS ©) @ @§

The number of dead bees in the individ ﬁ%est@%@s W@\s recotded a@ 4hQ4n 48 h. In c@of

symptoms of poisoning the behaviouy, iff@@nces{qﬂ@wee&%e bg@ of gs\ co@ groiﬁéﬁ and €hose of
O

the test item treatment were noted gt@ach ghservation in@?val @ D ©
The temperature varied between Q%S 8.1% %ﬁo é)§ Re@ive @umi % VB&H be@en A&%nd 75 %.
The bees were maintained at dagk during the t@st. @j@ &@ @ (& @© %
S @ @)
R (§ & o\@ &
Dates of work: J agyary 2%,\200@@. anu@r 29, o4 S @ %@
N NS A NS
Results: %, @ %@) S 6@ \© é& w \@
ST g § s Q &
Validity criteria: OERS ©© @

The results are id@&e@&to bé\'alid. The Q&n mogtality@the @trol%@@he oral and contact
toxicity test wd®< 10% Th@4h Lé) 0 tl@’refe;@%ce ifem in § oral toxicity test was within the
range of 0.10 to 0.3&11g a%./ beg, The 24h LDQ%f th&@ferel@e itn the contact toxicity test was
within the\r@;ﬁqge of 0.1%@ 0.3@;@ a@ee. O o Q@ \@’
A L@ O & L9 O
Oral toxicity test: @\ &\ é\a XS %\ N RN
In the oral toxici en min:é&t legge}of 1%1@3.79 @ pragpct/bee (100.0 pg a.s./bee) corresponded
to an actual in ke 0§.02 pro@@t/b%.@g a@ee). At this dose a mortality of 98.0 %
(corrected 1ity .0 ‘Vé%va observed aftef48 hours. The mortality in the reference item was
determine%[o be 88.0 % @orre mlitoy .8 %%2n the highest concentration at test termination.
N N Ny
Contact toxicity tes@ ~N SN Q
(TN
Contact toxicity testat t@ose"&?@{ 13339 u@roduct/bee (100.0 pg a.s./bee) which was tested in the
contact toxicityggst with AE EI1500802 QB35 A202 a mortality of 100.0 % (corrected mortality
100.0 %) wag-pbservd aftgh#8 heyrs. The mortality in the reference item was determined to be 76.0
% (correct& 0 y 785 %0)4n the hig Rest concentration after 48 hours.
o & S
In thes¢o tro@oup &g wiflRS0 % (w/v) sugar solution a mortality of 2.0 % occurred after 48 hours as
wel@ in tH&contryt growp of the contact toxicity test. In both tests no behavioural differences were
observed@etween the test item treated bees and the control bees during the entire test period.
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Table CP 10.3.1.1.1- 1:  LDso values in the oral and contact toxicity test of AE F115008 02 OD35 A202§Jo @@

AE F1 15008 02 OD35 A202 LDso/24h | LDso/48h & o
[ug product/bee] O D7 &
Oral toxicity test 192.72 @ 180.98 .
Contact toxicity test 328.62 317.560° )
%j) °\\J o 9 X
. %C@ s o Ny %Q @
Table CP 10.3.1.1.1- 2:  LDso values in the oral and contact{oxicity test e referenceéém (@eth{g& é

Perfekthion LI3)"24h 7] SEDs/48h  ©

) [pasdpee] & <« Y 9
Oral toxicity test Q%ﬂ 0.16 N 7 Y4 © @
Contact toxicity test o 0:20 N & @ 0.19

Q @ XN @% Y

The effect of AE F115008 02 OD35 A202 Iod®u1fur<@-met@-s<‘>]&{©m +@4efenp@ “die @1 01@&

400 (100 + 300 g/L)) after oral exposur{%n th@or‘[e&gy of A@s m%

are as follows:

24h LDso = 192.72 ug product/bee @QA) c@ﬁd
48h LDso = 180.98 pg product/beé¥95%, confi

The effect of AE F115008 02 QB35 &%2 (=Twdos

ncel tsl

era Based @g nomln fi

ea@e»\hm% 167 @’ @’4 u§ du@)ee)@

35@ pro t/be@’

ron@ hy diurd>r

pygr&dlethyl OD

400 (100 + 300 g/L)) after c@ct Qixﬁosufﬁgn tli mortalﬁ*“y of &m m@l;llfer%based &1 nominal

figures are as follows:

@ Q
24h LDso=328.62 pg pm%lct ee (95‘@0011 nce its @6 15 3392, @g p@uct/bee)
48h LDso = 317.59 pggrodugble @A) co@de@ 11m§ 354, ¢ 3&&34

Conclusions: § &

O S
According to 460 res@ of this stu@t canbe staiﬁl thepgral L

(=lodosulfuron-methy so&mm

N
$ 8
CP 10.3.1.1.2 Agcutnta

&

o\ % \

N

Ny

@@

@
@

duct/bee)

[$/48h Of AE F115008 02 OD35 A202

+. Mefenpyr-di t@/l oBRA00 (@O +{7@@ g/L)) is 180.98 pg product/bee
and the C%I%Ct LD50/48sh®0f 18 &1% pro

@%

t/ bee.

&

Ko
N

S

é\’o© O D

@oxl@iy t©0%b@;s @© @j@@

, Q ©
See point 10@@.1.1@ ©© \ NN
D Q o O
@ % \%@

CP 10 z{@’ 2 Chratic toﬁltgﬁee
A IQ%bay chronic d%? tox@y S u@/ wagy

corresponding s@gmmary ﬁl&&h

A

N

@Q

Q

ondw@ed with technical iodosulfuron-methyl sodium, the

ndes KCA, pdint 8.3.1.2/01.

Cp 10.3.&@ écts h(@@y bevelopment and other honey bee life stages

O
A hone d feeding
4653@01)

Gujddnce

are su rized under KCA 8.3.1.3 /01 and KCA 10.3.1.3 /02, respectively.
s pectivly

y according to the provisions of Oomen et al. (_2013' M-
ell@s setui-field brood tunnel study according to the provisons of the OECD
cume@ 752014 M-477913-01-1) have been conducted. These studies
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CP 10.3.1.4 Sub-lethal effects @ 6

There is no particular study design / test guideline to assess “sub-lethal effects”sn honey bees, S

However, in each laboratory study as well as in any higher-tier study, sub- leth@effects if ogc@rru@

i}
are described and reported. S
% S &£ o

% o\ Q, '24\9
CP 10.3.1.5 Cage and tunnel tests \a @ Q) 20\9@ o
A honey bee brood feeding study according to the pr@qsmns of Oqg%n etal. ( 2013; > C&©
465335-01) as well as a semi-field brood tunneiﬁ%?;r according t@the %)V18(§ of gr OEC[@ @
Guidance Document 75 _2014 913-01- aveb B&n conduct hes&xstud;es

( B o ST *c"

are summarized under KCA 8.3.1.3 /01 and K@QA 10.851.3 /OQ@} res&*éetwekg@ S
@ >

¢ © & .
NN o S @ &
CP 10.3.1.6 Field tests with hone{he S \\ > % @ N §
Not necessary considering the outcor@@f)f thg}lsk %@@c)ss@ ané\ﬁ@e re@ ts O@Q\Nep %ed studdies.
NN A %
Q @ O NN
2 & O O &N

f S
CP10.3.2  Effects on non- tar«g%t arthropods ot&@ th@bee & é&

%
Toxicity tests on non-targ%aﬁhr@@ vé% co@heted@ith IM% + @R OQ@%OO @p the sensitive
@Aphz

standard species 7} yphlo&bgomus yri an @s r@alos@l& A ?S%rmma\? of &@\Jesults is provided
in Table CP 10.3.2- 15, & )

@@ % § %\ S C& N
Table CP 10.3. 2- @S + @ 0400: Egotoxq&ﬁgm@dp@ts fox~a thropods other than bees
Test species ©© Te @§ Fo@lulatl@, K”C?Ecothlcol(@pal E@)omt Reference
y type, exp%ure ) Dossier-file-No.
% & & @‘”?
Aphidiu IMS €MPR@D 40057 [LRso 2300 m‘@rod Jn B < 2004 |
rhopalbsiphi @ QCo. @/Ior‘[afi% Effect on | C039343
E@%rato@ glas@lates © Reproduction [%] | M-226797-01-1
@ 7 mlgod/ha > | T 2. @ S 29.2| KCA 8.3.2.1 /03
Ql odéﬁ@’ @6t S 0.6| KCP 10.3.2.1 /01
©@ pr \@2.61\ v 13.3
%/ha@ 2) -2. 20.8
S 300 dipgr |2 2% 18.1
Typhloddinus IM%@}APR@D 4007 QXRy>300 mL prod./ha | P
pyri Qo % & C@Q. ortality [%o] Effect on | C039089
\y\’ Fabora gla&@jlate o Reproduction [%] | M-226371-01-1
e 7 ml (prod. /@ 5.0 -11.5% | KCA 8.3.2.2 /03
< gl prodgha  Q 11.7 5.1 [KCP 10.3.2.1 /02
@ ‘\\ L prdtz/ha @ 10.0 15.4
N od./haQ 10.0 26.9
@ Gl 360.0 mk od./ha 13.3 11.5
v e
A: A n8gative i tes wer mortality in the treatment than in the control.
B: gatl alue aﬁi 1gher reproduction rate in the treatment than in the control.
Risk @ssment procedures

The risk assessment was performed according to the Guidance Document on Terrestrial Ecotoxicology
(SANCO/10329/2002) and to the Guidance Document on regulatory testing and risk assessment
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procedures for plant protection products with non-target arthropods (ESCORT 2, Candolfi et al. @ T

20004). Q\ @§
& S
In-field hazard quotient (HQ) tier 1 risk assessment @ s N
The following equation was used to calculate the hazard quotient (HQ) for@e in- ﬁeld @arl § &
% Q %
In field-HQ = max. single application rate ¥ MAF / [R3, Q@ @© § %@ I
v S S &«©

Use pattern: NG ™ &

. ST &
Please note that for the risk assessment on non-tapiet arthropoe@ the v@%st—ca‘@ applivationgsate of)
1 x 0.1 L product/ha in winter wheat has been taken inte acc . T@S use patterngs consﬁered%@
cover also the single application in winter ba&r as given infhe i%ﬁ@nded@e pa@n for this %o uct
(1 x 0.075 L product/ha; see Table 10-1), s S S &

©

R
IMS + MPR OD 400 is intended to be @ph nee, V@h an ﬁpphc@on r%e\of 0 @ﬂct/h@
Therefore, the multiple application f@@or F) was set%@\l 0. @'sult@ ue @e pr%ented in
the following table. The risk is considered cce%t\ble %t e c@la‘[e Qisz2. v

Q) \
< S & &«
Table CP 10.3.2- 2: HQ ﬁéﬁerres§ml n@»tar&et arthro%ods &(@ e ifefield égenano@

w\\©%©&Q§g

Crop | Species @ A@)l r @@/IAF LR, O N H% Y Trigger
S [%; produ haL ) o prodlgl%'t/ha& NS
. o D
Topyri & - & ﬁ\\g\ 300 & |03 2
Cereals é@” § 00 & 5 @ 2
A. rho@asip<@ &\ RS | \© §9 >3@§> @Cﬁ <0.3 2
S 'S
& o O =

The in- ﬁel% Q Va@s fo&yph@j[m S py %&nd Ag@ms r;l® pal&yphl are below the trigger of
concern icating tha rlsk s toche expec edqu non-target arthropods in the in-
field from the us®of Il\@Jr MP 01@400 ac@brdm‘@wto tK@roposed use pattern.

@
Off-field hazard otlen%(HQ %k as&gg@’ment @
The followmg@quatl@ as cu]@ the ard otient (HQ) for the off-field scenario:

oo @ Q o B
Oft- @HQ rnay%@smglphc@%n %@* * (drift factor/VDF)*correction factor / LRso

U
Mz@%fmultlple apﬁl?cano@ct r@ 1 @gle@hcaﬂon)

Drift factor = 0.0277 (9(@ perc@ltlle @ cation in field crops, 1m distance; ESCORT 2)

VDF (VegetatQ@dls %butg@acto@ 109

@
®©@©§’©
¢ & S

&A%Q

4 @olﬁ et@l.: Guld@gé:e d@nent on regulatory testing and risk assessment procedures for plant protection products with
non- tar@ ropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory

Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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Correction factor = 10 (uncertainty factor for the extrapolation from indicator species to other off@ld o
non-target arthropods; default value for tier 1 risk assessment according to the Terrestrial Guidé@ce 3

Document) @@ &@ @@
N
The risk is considered acceptable if the calculated HQ is < 2. =N § § ©
% ° Q, %
O v S S e
Table CP 10.3.2- 3: HQ for terrestrial non-target arthYpods for th-fleld scen@) § {z\\g ©&
Crop | Species Appl. rate | MAF | DriftZ) VDF C%ﬁs LRsy © HQ b@rig
[mL [9 factor | &° | S § &
product/ha] % N . [ %roducitha), 9 &
T T O O s T
T. pyri I o] 167 | ¥ 309§ <0009, 2
Cereals 100 % 2@ © Gk S SR
. 2] A O
4 - ST N0y 10 3300 s | <00 §%’
rhopalosiphi N @ & S S S N
R S

) 'S O
The calculated HQ values are belov&g%e t@er ofconcem, ind Kgin t n@nacﬁab&@isk is to
be expected for non-target arthrépodssin tl}?}ff—f@ ared from,thé u@f IM&* MPR-OD 400
according to the proposed uste N (o3 @ Q o o A
<@ LN S @ & @)
v O & o SN L9
o N .9 ﬁ S )
CP 10.3.2.1 Stand abgratorytestigg foraaon- et arthropods &
ard laboratory testif fornon-tare S

Report: g A P :20045M-226797-0°k

Title: @ Effects of AYLF 115008 D35 AW on@gle parasitbid Aphidius rhopalosiphi in the
la]a&ator% 3 2 &

Report No: ¢y |8039343%.° O N2

Document NO:NQ @-22@97-01@} & ‘& E S

Guidelines: =~ Q' IOBC: WPRS ZOQOEeVigﬁ@n ng@wciﬁ@ O

GLP/GEP: 9 yes. HVSEES Y @ o

R PG
Executive Summa@% &\ é\g O w;\ . %\

The purpose of t@?stu was f&¥pro ﬁg\e a c&@%ntra@on-r@nonse curve for mortality effects seen
over 48 h of e@osur@dul %h{d g rho@plosi (appggximately 48 h old; 7 females and 3 males
per replicatéfQvere é¥posedon g&% plafes to ag licatigp rates of 3.7, 11.1, 33.3, 100 and 300 ml
product/ha%diluted in 20 d@ize ter/fa aq%@?fere compared to those of deionized water
treated @Erols (200&?@21). P&fekthion (0.@(& @Q uct/ha diluted in 200 L deionized water/ha) was
used&s reference t@nen&%The @a‘cio@f thexmortality part was 48 hours. The reproductive
performance of the survigprs Wé} examied f@ﬁnother 24 hour period using females from the control
and from those @St item concfntratigéh w corrected mortality was < 50.0 %.

Under labor: §ry c&fﬁlﬁtiogz LRs0 co@d not be calculated. It is estimated to be higher than 300 mL
product/h .@e réproducve capacity 8 A. rhopalosiphi was not statistically significantly reduced up
to 300 @pro @§;a (@e hi§ rate tested) compared to the control. All validity criteria according

to th deli t.
0 ggul e@ we@j@g{@%
¢ £

&
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Materials and Methods: @ ’ @

. <
Test item. AE F115008 02 OD35 A202 (code for: IMS + MPR OD 400); activesingredients: A @\ v
F107892, content: 26.0 % w/w, AE F115008, content: 8.82 % w/w; Batch N?@ IMO0166%; en@
1.144 g/mL; Certificate of Analysis Ref. Code: AZ 11073. % § @ %
. 9
Under laboratory conditions approximately 48 h old ad Iphidius rh(@;\lgoszphi (7 1 \aleswi}d 3 é% @
males per replicate) were exposed to dried spray deposits’of 3.7, 11.1<33.3, 100 an@300 *\a
product/ha in 200 L deionised water/ha (correspond1@to 0.0212, 80635, 0.190 @572 amnd 1. 7@
product/L) on glass surfaces (4 replicates per treatglent group). Deloniséd ‘wat dasa contr
treatment and Perfekthion (0.3 ml product/ha diltted in 200 L@lom&@wa@yha ntam&%} S
nominally 400 g dimethoate/L) as a referenceteeat T%%rat o of . 3 mor§y patt was 48
hours. The reproductive performance of the survivers was@xamij for@lother@ﬁ h@x ;@um nge
lityvas

females from the control and from those J@% 1ter§%nc&g‘[raugs e@b corr@ed mo .0
%. @ . & @ t’\?
Q ‘5% & o
Toxic standard: Perfekthion (contm ng n@ﬁmaﬂy (ana@sed) Q@g (@ 2 @;ﬁnne@%e/@ 0.3 mL
in 200 L deionised water/ha (e on@gqg to %5 ul@rfek@}om@; col @mse&water only
(200 L/ha). @ \ v &@ @Q é%
%, @ \@@ %
Dates of work: % em@ 13 December 1@)03@
~ SN %,
$ .o ¥ ¢ N &
Results: % @ § %\ O é% O
S
Table CP 10.3.2.1 § @ildlt c%en& < 9 e A
Validity criteria® O iRecon@ndeqd& § ”\a Obtained
Control mortzgl@ﬁ > > > K1’ 9 N 9
rality @ |x <139% 9 h\@ 2.5%
)

O
@ .
Contr \roduction . &59 5 r};@ ies }g@r feg@le & 3%@1’1um.rnles per fen.lale (mean value)
5 § . @arasnmds p@dﬁcm@@ero Vzﬁﬁes Q1 parasitoid producing zero values

Toxic standard m@ﬁy & @Q 50 %@J é 100 %
@ @ § @@7 \ Q\Vj
All validity r1a the éddy Q@re m&t@"her{@re gs study is valid.
& K &
5 § R
& o &@
% N RN
S Y e /8
@ S Q
§ 5 Vg
% Q
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Table CP 10.3.2.1- 2: Effects on mortality and parasitisation efficiency of Aphidius rhopalosiphi, @ @
laboratory testing-dose response test

N
QN
Test item AE F115008 02 OD35 A202 (IMS + MPR®D 400) @~ @
Test organism Aphidius rhopalosiphi @y
Exposure on treated glass surfaces ﬁ@ S
% ! Reductiofof
. Corrected () : OO S
Treatment Mortality after mortality after Mumbper rasmmlor‘]@ @
48 h? female 1c1e§ relgtive |
48 h, O - Q)
%) < o) to co
[%] | %] Q . & . 1% 9
Control 2.5 o 366 @ R|.Q & @
3.7 mL product/ha 5.0 n.s. 26 @259 @y [ L2 SN
11.1 mL product/ha 0.0 ns. | A 267 73687  ws. 0.6
33.3 mL product/ha 0.0 n.s. 26 U HT Ons. I S 133 o ¢
100 mL product/ha 0.0 ns. P o 26 s | 289 nsO 8 @
300 mL product/ha 5.0 nss | LSy 2.6 2994 7 cas B 18.1 &
0.3 mL Perfekthion/ha YN : NS Q& O
kS -
(Toxic reference) 100.0 1@0 S @ n§9 @ &)
> @ i
 n.s. = not significant, * = signiﬁca@ Fis Exa@)Test @y 0. 0@ @@ @Q °<\9
® n.s. = not significant; Dunnett-Test, 0 =0.05 @ Q (& ©©>
n.a. = not assessed A S @ & @ & Q
v & @ @Zj\ & & % ) @
2 @ Q%
Conclusions: @ § @} @% ~ o §
Under laboratory Z@UOM@G cou@ not %ed dl@ to t@low @ects of AE F115008 02
OD35 A202 (IM D 4(@ It@stlmated t@ ig ;@ th 300 ngl, product/ha.

The reproductive cap
product/ha (tligthighe

ality of Agrho aloszpﬁ&\was 1@6 statls&agﬁgm%&lﬂy reduced up to 300 mL
Frate @sted) @)mpa{@ to %@ con@l

o @
& 9 N @’ -\

D A o & & T
ReportX, ] ! 3004;M-226371-01
Title: W Effagts of ‘.~:\' 15@8 02:Q QD35 AQ02 on<the predatory mite Typhlodromus pyri in the

F@ lakgoratog@dossg&pon&g@ést S &

Report No: 7 | 039078 v N S
Document No- @ {M-226371-01-Y U o &
Guidelines: EU%@EEQ& Blug@%l et :ﬂ@?ZOOg@Dewatmn not specified
GLP/GERS) yes Y o

< Q @“ N
Execa!glve Summa§ @ @§ \©

@ N N @

The purpose of@}us stud@jwa&@ pro@lce aQose response curve for mortality effects seen after 7 days
of exposure. Mites V%I‘E e ‘4"57; %g lass &a‘ces to application rates of 3.7, 11.1, 33.3, 100 and 300 ml
product/ha§ @ﬁ\m Gf(.\ deioni ater/ha) and were compared to those of deionized water
treated c@rols@()o L@a . Pedd kthlon (10 mL product/ha diluted in 200 L deionized water/ha) was
used astefereice atmex®> Assessment of the number of living, escaped and dead mites was
condgicted 2zand Zﬁayso \fter application. For the reproduction assessment surviving mites from the
cc@s@rol agd“from all testtem groups displaying less than 50 % corrected mortality were sexed and the
numb@f eggs per females was recorded at 4 assessment days within one week. Under worst case
laboratory conditions the LR50 for Typhlodromus pyri was estimated to be > 300 mL product/ha in
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200 L deionized water/ha. The reproduction of Typhlodromus pyri was not affected up to 3@ml
product/ha in 200 L deionized water/ha. All validity criteria according to the guideline were m@
Materials and Methods: @’Q & \QQ
Test item. AE F115008 02 OD35 A202 (code for IMS + MPR OD 400); &%Ve 1ngred1e1@ A > gs@
F107892, content: 26.0 % w/w, AE F115008, content: V‘g W/W; Ba@h No.: AAI%Q 66§Q§en5§ @
1.144 g/mL; Certificate of Analysis Ref. Code: AZ 11073. ©Q @

@ § &
Protonymphs (< 24 hours old) of Typhlodromus @20 mites pe@eph@g’fe) v@e ed to %r drt@?}
spray deposits of 3.7, 11.1, 33.3, 100 and 300 mEproduct/ha 1@,200 & eio at er/ha% @
(corresponding to 0.0212, 0.0635, 0.190, 0.572and @2 g @uct@ on '* ss pl (3 ﬁpllcatt% per

treatment group) under laboratory conditions. el(m;sed .\f L/h@was u(@d a I
treatment and Perfekthion (10 mL produe@%@ dr]g@d 111%0 de1 ni d wa a, containi @
nominally 400 g dimethoate/L) as a ref@ence %atm In1 eva@atlon of the t@%ﬁ item was §
conducted in a range finding test. B 0 %ese r 1n %%& wa @es1g1@ ment of the

number of living, escaped and deltes Was cohducted\z and\/ dayggfter @?hca F%%le

reproduction assessment surV1V1ng te@ron@h&: copfeol an omé@ tesg ftem @ps displaying less

than 50 % corrected mortahtre sé%d and the n@mnber @egg@%r females was re edat4

assessment days within one %eek g{he to@tandard tr@iment&gaus% 100(%) corrected mortality.
@ NS

Toxic standard: Perfekthlon § tgg nor@é@ﬂalys@ 400 g (401@ 2) (@ethoa‘[e/L): 10 mL in

200 L deionised wat@ﬁa (capresponding @ S0 erf&ﬁ ioni (%atrol deionised water only
(200 L/ha). & 5 >
LIRS
Dates of wor ©© o Deémbe%r&@, 20@ D@emb§ 6 20&
S o 2 S
9 - s

Results: - v, o o
Tabl 6%@103213 @if § t@ ©© § J

able 3.2.1-3: criteria . X

@A) ;& @ S g N

Validity criteria @ S o © Recommended Obtained

Control mortality@@ f(@ § (Z@’ S ﬁQ @g <20 % 0 %

Control rept@hchor@\lun&@ of %§s per ({@nale f[gsthe segond week >4 eggs 7.8 eggs

NS 0
Toxic sl@rd mortaht%cont@orre@:\\g) at&y 7 aﬁ&g@tes‘[ initiation (prefer:bi(z) <A)100 %) 100 %
N & W

X
All%é\fidity criteri;\\f’or t]@ﬁtud@@ejre rhet. T@efore this study is valid.

@
ortahty @ Q
There Wer ica 1ffe1;g10es pared to the control up to 3.7 ml product/ha (Fisher Exact
Test, a @%5) §inﬁ<@htly eased mortality to the control was observed at 11.1 mL up to and
mclu Lp eﬁuct/ﬁ@The statistically significant differences occurring at these rates are not
con, red @ e agest it effect because mortality was below 20 % and is thus within the limit of
th cz§ range for the control mortality. The LRsy value could not be calculated due to the low
effects(of the product for the tested rates. Therefore, the LRso was determined to be: LRso > 300 mL
AE F115008 02 OD35 A202/ha, the highest rate tested in the study. No abnormal behaviour or
conditions were observed with the surviving mites.
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& &

Reproduction W
There were no significant differences compared to the control in all rates teste@onferroni t@% &)
(inhomog. Var.), a = 0.05). @ S8
- & &%
Table CP 10.3.2.1- 4: Effects on mortality and reproduc@l of T yphlod@nus pyri, lalgqigﬁsatory%%tingé&
dose response test V @ < Q\ @ @
Q @ S
Test item AE F115008 02 OD35 A202 (]MS + MPR GD 400)Y & |©O
Test organism 9 1 yphlodro@ pyri | &U . < @
Exposure on @@3 spray depgsits on @%s plafy  © e @
Treatment Mortality® C(h/recteq Q@Re %uct&@ Effect R N
ort > rep%oduct;%hc
[%)] O el ;%?igs/fee] LI
Control 0.0 | O i S N MIERNER
3.7 mL product/ha 5.0 n.s¢_ N S0 ©8.7¢ ) a8 I NER
11.1 mL product/ha 11.7 E2NNET%WEE 749 xais. 7510
33.3 mL product/ha 100 ©O* 0 N @p o7 ns S| &Y 154
100 mL product/ha 100 & * P 100 N7 O ngy [ 269
300 mL product/ha 13.3@ *G fgz 13.3Y S 6.9 > st @\@ M1.5
10 mL Perfekthion/ha B . N N
(Toxic reference) ‘2@ w o A &16@ S &@Q n & ea Q" na
LRso e Q) S @ >%00 mL prodget/ha’s,” 9D
2 n.s. = not significant, * %sifgnif%ant; Fiser Ex@ﬁ"es S =0.05-° v é S
®n.s. = not signiﬁcant;gléﬂonferr@l t-Tesh (inhofabg. V@gﬁ o= ©05 N . @
¢ negative value indicdtgs incr@’sed@odu@on co@areds@}he cofittol & &\
n.a. not applicable < OIS m@ @ .

N) ) S ~ - 9
N Ve O Y &S
Conclusmns:@(@ & o O Q{@’ fs@o% S ©§ o
Under worgtcase la@(j)ratotr? con@tions%le L%Q@ of A§ 11 @)08 0D35 A202 (IMS + MPR OD
400) o%%?&iﬁcial subst@é (g @\ﬁ oa@})hlodmmu@vyri Was de ined to be LRso > 300 ml

product/ha in 200 Lv%@i’onisg agg/ha. &@“rep@@uctio%\’of g\pyn’ was not affected up to 300 mL AE

F115008 02 OD3 02/Ra in @ L de%omse@water@.
? § & .~ o &L
o N .U O .0 @
Q O O O N D
CP 10.3.2.2 Extende@?lab@\@am@esttﬁ, ag@ residue studies with non-target
& arthor&podsQQ L2 SN

D
No extended labor&tﬁy t@ngz a@l ree s@d?es were deemed necessary.

> @
CP 10.3.2.3 &%e%ﬁe@ud@vith@on-target arthropods

N
No semi fiehd studies wegg deemed necessary.
@@ @g ©) @$§
N Q
Cp @32@@&@ tudies with non-target arthropods

>
N%eld @@l%ies were deﬁed necessary.
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CP 10.3.2.5 Other routes of exposure for non-target arthropods @ @6
No relevant exposure of non-target arthropods is expected by other routes of exposure than by dntact ¥

& <
CP10.4 Effects on non-target soil meso- and macrofauna AN § @ %

The risk assessment procedure follows the requirements d&%iven in theé‘% Regulatmx@’m%%) 9 and
the Guidance Document on Terrestrial Ecotoxicology. Q @Q @ %
o I~ S R S«
Predicted environmental concentrations used i %;,sk assessmeént " S & © &@
& S @ VO
Predicted environmental concentrations in soik(PEC;gp Valu@> Wer&ealcuﬂ@@d
Sstribed MEP Sel0, CPY
substance and its respective metabolites as d I‘lb% n de@ in PS¢, CPP.1.3¢ %
FN A o & ¢
~ _ 3 N %
The maximum PEC;.; values are sused ﬁkthe f@iom@ablf)@& Q % §

Table CP 10.4- 1 Maximum &QQSM @%h oﬁlct I$+ % 0 fi Iﬁsses@@i
oil

considering a stan d mlxmg d%th of @m, a
product densny@l 144& QF @ @ Q

S
o3

Use pattern %, Wlnté@ereals, 1x 10§ a.s @Q) @mte cereals@ x 7.5 g a.s./ha
% § @QZS‘V@erce@bn) %0% @nterception)
° 9 | @ Ahmg/kg]
IMS + MPR OD 400 INNEIENEE S RS ) 0.0572
Bold values: worst caggxConsi idere isk @essm@ %\ Q & &\
Ey $ o

& <
Table CP 10.4- 2 < ®@ax1n@n PEés\\.ﬁl of ﬁdosulﬂg@n m@l—m@hm aé{ts metabolites for the uses
sess
(@) & & @ j&a S §

Y
Use pattern Y~ @ X @ Winter ¢ e?s, 1 X330 ga. §Jha QWinter cereals, 1 x 7.5 g a.s./ha
.9 . %, 2 1nterc@tlol@ @7 (50% interception)
S o [@g] % [mg/kg]
Todosulfuron-methylsodiume_ @ 10 0.005
AE F075736 L S & Y 0006 0.003
AEFI161778 ¢ SRS & 0.000 © <0.001
AE F059411 AV e A b g <0.001
AEF1457460° O  &° In <0.00% <0.001
AE F145741 S R 200017 <0.001
AE 0000$9 P @ <0091 <0.001
BCS-CW81253 s Y gP02 0.001
AE 8002166 > D W @ 0.002 <0.001
Bold\values: worst case c@ﬂsider@ in risﬁsse@lent
% > Q
ST Y %
& S @
& % @@ S Q
S Q
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Table CP 10.4- 3: PECoi of metabolites AE F059411, AE 0000119 and BCS-CW81253 for t

l!§£ses @
assessed, taking the effect of accumulation into account (standard mixing depth of 5((& ) é§

AE F059411 AE 0000119 O BCS-CW81253
Use Pattern PEC;oi [mg/kg] [mg/kg] @$ [mgﬁg] @g
Winter cereals 1
plateau <0.001 <0.001 0018 ¢
1 x 10 ga.s./ha, = o\§ —& ¢
25% interception total* 0.002 @, <0.001¢, w0003 @7“@
Winter cereals plateau <0.001 <0@ @ @?}01 é\a 9
1 x 7.5 ga.s./ha, @j oS S—0O
50% interception total* <0.001 00 1((: o & < OO@ N @
* total = plateau (background concentration after multi-ye + max. PEQil (se "@ﬁ/ CP 184-2)O © @
Bold values: worst case considered in risk assessment &S D <
& N3 RS IS > RS
v ©) @ @ S % &’
% o, @ \@ Q % @ @ @ @
CP10.4.1  Earthworms Y 2 O o &6 & \© & o $
O O
The summary of the toxicity of IMSP]%@D 4 10d®lfur oc@% a s sail
metabolites to earthworms is provified in Tébles 19.4.1- %3 alls es 1es the\g%)tive
substance and the metabolites are p ese@sd in.the do , @C @Q S
e T s
Chronic toxicity of lodosulﬁron@eth$§)dlum to e@thwoﬁms 2 &
Table CP 10.4.1- 1 ﬁ@d d@ @§ @ent O %@%@\@%
able 4.1- s used in r ssess@en
P usgl inrigganes®int & o~ O
Test substance Tp@specl@’ T§k %» E oint © Q) & Reference
enza tida, O @
IMS + MPR OD ~¥epr. @ﬁon \© §@ S Rk
400 @Q (10%peat test S NOEQ 210 § 2 prodykg dws | M-465323-01-1
O | teitema ie 1 mt Soﬂ K B @@ S ¢ KCP 10.4.1.1 /01
> I
\@ Eisenig fetid @ @ o @@ \@’ T & g
Iodosu n- rep ctlo% 6d & Qj
Y NOEQ 9.3% ga.s./kgdws" | 10P29RR
methyl-sodium (1Q% pedtin testgoil), < N
@t item mixed it soa%@ v LS M-397577-01-1
i e @ O & KCA 8.4.1 /02
“PEisefinfeti o RS , 1998
re @%ﬁm@, 649 O] O @ CE98/092
AEF075736 9 | (1t% p@n te 011), Q\ NOEC .216 me/kg dws? M.187330.01-1
% test item spr: 9 % KCA 8.4.1 /01
L& surfice Q L& -
N Eikenia fetid @ @& \\9 B 2013
feprodu€tion, 56 82101022
AEFI145741 | (10% Heat in @t s0i NOEC =100 mg/kg dws M-457891-01-1
P @ tesf ifem ixed intgsoil Q KCA 8.4.1/03
@ Q?\e\;mag w . 203
‘eeprodigtion, 86 d @ 82091022
AEF145740 @f 10%Geat i 5t soil), NOEC =100 mglkg dws M-457334-01-1
& O] teshitem meixed into soil KCA 8.4.1/04
? > @%fgwa B 2013
prodgstion, 56 d 82111022
AL ooz@ (10% peat in test soil), NOEC =100 mglkg dws M-457338-01-1
test item mixed into soil KCA 8.4.1 /05
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Test substance | Test species, Test design | Endpoint Reference &0 f@
Eisenia fetida -, 2%3 93
reproduction, 56 d @ 13 10 48 09,
BCS-CWBI233 | (1094 peat in test soil), NOEC 2100 mglkg dws oS | M46282401-1 @®
test item mixed into soil . KCA 8é.1 /06N
Eisenia fetida ﬁ 201 @° €
. R 4 X
reproduction, 56 d LK@RG-RXM/ IQ
AE 0000119 (10% peat in test soil), NOEC =1 mg/kg@vs 046 1- &
test item mixed into soil < © A “@1 07 9)
o @ S C
Eisenia fetida Q .
AE F059411 reproduction, 56 d, N@% 30 mg/k@vs RG- R_ ”@%’
(5% peat in test soil) @ S @; 10936201 @
« S i A 8471 /08
D corrected to an analysed purity of 93.0% Q @ v 6@& @ %
DNo observed effects at 10 g/ha and 50 g/ha; conversi om g/fia to 1ig as/kg@vs 'th the @OW{@’ & :
assumptions: calculated based on actual test rage andhysed purity 0f:92.2%, test vesgglbsurface of 28 & |
test substrate of 850 g wet weight with mo@ue c@ent O.S%Rer test&ssel N éﬁ 2o §
dws = dry weight soil Q v N 2, é\? <
N RS S S &
Based on the endpoints in the tab@abox@ the "J%R va@ys ar § ulafpd us the @ow@\éﬁ equations:
Q@ \& © @ & @§ ®© S
TER(r=NOEC / PECsi  w S DL .@ ©
R @ N
The risk is considered ac%eptal%e if the@ERg§ 5@} ©@“ o $§ Q\y\’
& S 2 Q @@ S N \Q
. )@ 3 o s
Table CP 10.4.1- 2 TER calcutatio r earthiwor
@@ 5 \(I%@ F@ K @@79
Compound, @ \ & O\ PE@soil,m cu .
test desig ?\© @ A End:gomt f%& 5, [mg/ %y TERLT Trigger
T3 57 (@) Y
IMS + MPR OD @’ % o N § N
400 o NOE§C9 \zgg 00 %)rod @ dws @1144 @& >874 5
reprodygivn @ ﬁQ &
Iodosulfuron S D
repraduction @@EC& 9@%{@“ @§’ @ 0:010 930 5
AEF075736 92 I~
reproduction @ @ § 21@‘%&@&” s @ 0:006 36 >
N4
AE F14574] NOE@ %@0 @ <0.001 > 100 000 5
reproduct %
AE F145340 ©\
reproduction @EC >1‘% mg/%xiws <0.001 > 100 000 5
AE 0002166
reproduction. @° NOE@ ﬂ@100 @g/kg dgs 0.002 >50 000 5
BCS-Cwsl @E@ >1§)’ m%gg dws 0.003 >33333 5
reproductiqi A
AE 000 @ @
reprodyction @ ]%OEC >100 mg/kg dws <0.001 > 100 000 5
re%fo e "Q% %O@ 30 mg/kg dws 0.002 15000 5

C0nclus10n The TER¢.r values are above the trigger, indicating no unacceptable risk for earthworms.
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CP 10.4.1.1 Earthworms sub-lethal effects @ Qb
S v

Report: I N 00 (346532301 N 2O
Title: Todosulfuron-methyl-sodium + mefenpyr-diethyl OD 400 (F@0+300) G: Effects on >

survival, growth and reproduction of the earthworm E1se@§ fetida testedf:@ artifiéial soik,
Report No: kra/Rg-R-151/13 z S ° 2 A
Document No: M-465323-01-1 x @ Y N @G
Guidelines: EU Directive 91/414/EEC « N %@ S N o

Regulation (EC) No. 1107/2009 I S QR O &

US EPA OCSPP Not Applicable;none Q o & < O @
GLP/GEP: yes o9 o R QO o @

. B S EAN
£ & S & 1 @6 N "\a

Executive Summary: Q @ % & @ @

The purpose of this study was to assess t]&%ffect@lod\gﬁlfggm yl -8 ’m + n%fen dﬁr
OD 400 (100 + 300) G on survival, grosth a,n%l\repr ctio th %arthv@rm E@ma fetida

an exposure in an artificial soil (10% gegat dﬁtent) @ffereﬂ&(ﬁtest c@fcen@ons

Adult Eisenia fetida (with chtellun& d wght ragge 0.36 to GQ g, 0XI 0 l@old 8 x
10 animals for the control group and 4 %40 anigyals fadeac at cnt gr @ weres xp0§@d in
artificial soil (with 10 % peat, m{%o an uiitreatedcont8? an @ the nhnna@oncéntratlons of 10,
18, 32, 56 and 100 mg test i%m/k%iry w@t ar&ﬁmal oil. Thg test &@l Wa@jmxed to the soil.
After 28 days the surv1v1n@anlm® and their §@ht alteration was dete d. A%f%)r additional 28
days the number of offspﬁng \z% assessed. t@as p@ do\agcco'fdmg toShe guideline ISO
11268-2 (1998) and @OE%ﬁ Guhdgﬁne 227 (2 . The, NOEG "and ROEC‘(hased on reproduction)

for this study Were@er%ned to§ 569 and 190 r@est igm/kg d w%é%t artificial soil,

respectively. ©© \ & %% \\ &\ @ @ @

Cp &
Material am@netl@ v\g 5 @@ S @
Test 1tel®lodosulfuro eth odl@ me npy@het viBD Q@?(IOO +300) G; Sample

descrlp%xon TOX099%- OQ @tch co TOQO@Z eri @o 06352286; Specification No.:
102000011563 O6‘°@%ntel¥& 93. 8@%@ 10&(@ulfu($n—m%%yl ~sodium/L and 302.3 g mefenpyr-diethyl/L;
Density: 1.135 g SN @ @ %
Q NS < &
@ @ S @
Adult Elsenfg“etlda@(%pp . 8 mg}ths @ 8 X@Eé) an1@ls for the control group and 4 x 10 animals
per test ¢ @entratlon of the engsgroup, @ere )Qosed in an artificial soil (with 10% peat
content)yo the nomm@@es‘[ c@centratlon 10 32 56 and 100 mg test item/kg dry weight
artifigial soil. The @ ite n@ed in® the sail. After 28 days the number of surviving animals and
the%wmght alteration W@y det@uned %wy re then removed from the artificial soil. After further
28 days, the nu@ber of offs ete ined. The test was performed according to the guideline
ISO 11268- @ 99&L dt EC&Gul@hne 222 (2004). Mortality, weight change, feeding activity
and reprodu e wedp deteétmined@y endpoints. The artificial soil contained 69 % industrial
quartz sg (57. 20% kaoh%’cl g:% sphagnum peat, shredded, 1 % food, dried ground cow manure,
and %@03 @the @%}hstr& t to pH to 6.0 + 0.5 according to OECD 222; the pH was 5.55 to 5.64 at
start %nd 6 § to 6.48 at experimental end; the water content at experimental start was

;/&@4 49% (54.44% to 57.96% of the maximum water holding capacity) and at experimental

% t0 35.00% (54.49% to 59.29% of the maximum water holding capacity); temperature was

end 3
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within the range of 18°C to 22°C; the illumination was 16 h light : 8 h dark, light intensity was W@ @

the range of 400 to 800 lux. N @ﬁ
©© &> S
Toxic standard (Carbendazim EC 360 G): 0 — 1.25 — 2.50 — 5.00 mg 4&./kg soil d. V&;&, c%®01:
untreated artificial soil moistened with deionised water, solvent control: nohe. § § S
R X
. ©) o > O & e
Dates of experimental work: January 10, 2013fo March 1 Q"O 13 @@ N, g
~ 5 QQ SN
Results: %@ Q &' &© © &@
. . QS@ N @ R . © & @
Validity Criteria: Y R N @ 6\ RS
$ FI S S0

Table CP 10.4.1.1- 1: Validity criteria @Z)%’ @7“@ %@' @ v (%g (’@% %

Validity criteria w\\ﬁ Ny %Re%nmeyﬁed Obfained [(\@

Mortality of the adults in the control S @ 7 ALio q 0%

Rate of reproduction of juveniles (earthwprms frer conttiel vesséd >3 & 36169

Coefficient of variance of reproductigrigh the£ontrol ™ @ <30% & 6.8

RV e o @ o & & W
The validity criteria of the test @cord'mg to tH&'gui e waye fulfified. (& Q)
< « (}é”% < @]@ SES

B
In the most recent toxic st@dard @eren@»@%est @h the@ference 1te@>\Carb§ndazn@EC 360 G (Study
No.: Rg-R-Ref 19/12; Réport kra—I@— @19/@ NO@GLP%@rfO@? i September 21
2012 to November 28‘&012 Ho F@hty §Pthe adult e @WGI@S wa&obser&e 8 days after
application. The chagge of body he adult e a@’wor s of th@est concentration of 5.0 mg
a.s./kg dry weig il way stat1 llyﬁs;gmﬁ%ant m@:ed $ the control. The number
of juveniles pe st V 1 of tﬁe tw&hlghe@test c&nce tra 2. S%nd 5.00 mg a.s./kg dry
weight artifical sm@ere t@stlca@/ mg&ﬁcané}e’du In c@yiparisgn to the control. ECjo, ECy and
ECs for refpoduction were cal@ted t%be 3@ 3.2%Gind @4 mg?’s /kg dry weight artificial soil,

respec}&@il @© § . @@ § ©\
& S N
- Q\ N O & %
Mortality: °\ @ )
After 28 days of@(po no ﬁms @d 11& e co 01 gro p and no mortality was observed at any
test item cor@tratl@ \ (g
o O

@ Q
Effect ongerowth: § %:' y % @

@ N
Stat1st10§ly s1gn1ﬁc@t diff er V&ues fo&ﬁ gﬁ@vth relative to the control were not observed.
Theréfore, based ofibiol lan@’stat al &@ﬂicance
NOEC related to growth@ 10(@ng t@t 1ten{@ dry weight artificial soil
LOEC related@@gro%th. > m@st itefivkg dry weight artificial soil

@
Reprodu éﬁ @© §’ ©
No staﬁ@call gmf cant @rent values for the number of juveniles per test vessel relative to the
contrel wer@sergg at,the test concentrations of 10, 18, 32 and 56 mg test item/kg dry weight
a 1al Stati 1call§1gmﬁcant different values for the number of juveniles per test vessel
relative-€0 the control were observed at the highest test concentration of 100 mg test item/kg dry
weight artificial soil.
Therefore, based on biological and statistical significance:
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NOEC related to reproduction: 56 mg test item/kg dry weight artificial soil @o

LOEC related to reproduction: 100 mg test item/kg dry weight artificial soil Q\ 3

s

Table CP 10.4.1.1- 2:  Effects on mortality and changes in body weight of the@lts after an %Xpow‘@

period of 28 days and the number of offspring per test ve%l after 56 da§are s@vn &
9

in the following table (values in this tablfe are rounded values). "
)

&
Test object X" Eisenigfetida v o .9
Test item Control IMS+MPROD 400 (1084 300} & &

@

& NS
182 oo &

mg test item/kg dry weight artificial 32 4
00 &
@ N & 2 @

soil %

Mortality of adult earthworms [%]
after 28 days Q

AN

CORCIPRS SIS
Mean change of body weight of the QS

adults from day 0 to day 28 [%] * i&’% > 32;‘;\N @'3 % 0.9 1.40 3@

Q)

123

i
[S)

7R

&

Mean number of offspring per test R 1.6 % 3 6@ @?9 ] &Q
vessel after 56 days ** O ST Y > 49 Q

<} N\
. & N N
Standard Deviation @Q 4.%:{> &4 3.2? §?.68 § 3@ % 49
3
2

N S
at & %
Standard Deviation é& g% @ 40.3 % 4%7 N 41.5 @54.6 394

A
Coefficient of variance{%) @ H 6.50 ao.
0 £ Pk

< @GS
% of control ] § o Q\Q < Q@@ 995 | 10w 97.1 89.7
’ S
S @@@ o O & & b O
ECio (mg tést item/kg drweighgg%?l D) é%% co@dence@ymits@ é&% n. d.
} (SEPNN N
EC20 (@est item/kg @y weidh soil 1§§(95‘V©®onf}d®ce lintis) , © n. d.

ECso (mg test ite?lry w%igh%@ D) C%%D/)o co@enc@nit% n. d.

* no statistica signifigance pared@p the»@?\rfrol (\@iliams@%ﬂtiple Sequential t-test, two-sided, a = 0.05)
*ok statistic@signifigince ¢ ared &the cofrol (OW@ams’ I@ltiple Sequential t-test, one-sided smaller, o= 0.05)
1 Prob?@lalysi Q N\ N
n. d. notdeterminded due@mat aticaons @@napp@riate data
NS
o\@ Q N

Conclusions: Q N @& . Q

% S SR o &
Overall, based on the blc@glc@ld statisticalpignificance of the effects observed on growth and
reproduction, it@as cogcl;@tha N for this study is 56 mg test item/kg dry weight artificial

Reproduction

soil. Thus, t VeQTNJO was ﬂetem@led to be 100 mg test item/kg dry weight artificial soil.
Yy O & 9
@ @ G
CP 10:4:1.2 art worms field studies

SIS
Congideri ,-,)Q’ e ﬁ@gng‘%eported above no further studies are required.

&

©®©

@

&
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CP104.2 Effects on non-target soil meso- and macrofauna (other than earthwo@) >

. <
A summary of the toxicity of IMS + MPR OD 400, lodosulfuron-methyl-sodium and@s soil”

metabolites to other soil non-target macro-organisms is provided in Table CPJ0.4.2- 1. Fog detai
the studies conducted with the active substance and metabolites, please refer% the M doQu‘nen@oint@

CA842.1. < O
% ° Q %
© N O &
Table CP 10.4.2- 1 Endpoints used in risk assessmen:? v © Q\ %”\g@ &@
- P » R ¢ O & 0
Test substance Test species @ Endpoixt Q liéferep@ o)
S) 2 AN
Hypoaspis aculeifer @EC 56 m@rodf/{dws Q 1@@
IMS + MPR OD 400 o & & oF 104,
R
Q @ X 3 & R 1 .
Folsomia candi% I\@C @q 00 Ry prod.@g dv@ M-4D 346@’- @&
OIS ONY s, S o | Kep o4 .1/@
BT g A
Hypoaspi lei N 00 a.s.@ws -438590-01-
Iodosulfuron-methyl- & (fg% "\@C v ng a0 O K D
sodium R @ Y S @U
Folsgmia m@dida Q®NO<§ 3 @%g a@‘kg A 3
NS S @ ¢ KCAR.4.2.1/02

N O 1 o SN N L9 | 2013
| DrypoaBis a ifeOE > 10 mg/kg dws < | MA56338-01-1
C@? SOK QIS KCA 8.4.2.1/03

AE F075736 e
S SRR B
olso ca@a @Ec@\ﬁz 1(@ng/kg0©s S| M-464404-01-1
O QL & & @ KCA 8.4.2.1/04

SN SR 2013
AE F145741 5O Hypoasp@uculgi OkC X 100@%@ ws M-462732-01-1
o @@ % SRS KCA 8.4.2.1/05
2 T ey O Y @ @ | BE
AE FI/@O | H aspis@tlleifeg NgEC 2100 ragikg dws M-459885-01-1
o @ o °\

KCA 8.4.2.1/06

D) N4 _
@?\? %K > @;\ %@J o > 2013 ’
AE 0002166 - @Q h@l) aspl@@uleg N@%@C 6§00 mg/kg dws M-470489-01-1
Q9O o >N N KCA 8.4.2.1/07
N e N d @ | [UE
% H@spm Gouleifis | NOBC 100 m/ke dws M-453497-01-1
N RS KCA 8.4.2.1/08
BCS:CW81253 § 5 o @ :@\ o
N @ Folsgmia canttida G)’NOEC > 100 mg/kg dws M-462821-01-1
@ S L A KCA 8.4.2.1/09
S § N ,2010
@ O Hypoaspis a@@ifer NOEC 100 mg/kg dws M-452258-01-1
ol O KCA 8.4.2.1/10
AP FO@ R ¥ | BN
g\a @@ @ . @lsomia candida | NOEC > 100 mg/kg dws M-400027-0,1-1
S & © KCA 8.4.2.1/11
oo
AE O 119 Hypoaspis aculeifer | NOEC > 100 mg/kg dws M-386844-01-1

KCA 8.4.2.1/12
Folsomia candida | NOEC > 100 mg/kg dws , 2010
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Test substance Test species Endpoint Referencef@ @
M-384229-01 -°1\
GKCA 8.4.2.1

- : : D
dws = dry weight soil @JQ & @
Toxicity exposure ratios for non-target soil meso- and macrofauna (Qg%r than eayt@vor@ @

> 2

@
Ecotoxicological endpoints and PECs,; values used for TE calculatidas for soil no@%rg@acr&g
organisms are summarised below. TER values were @}culated using the equatlol@

Q

oy @) &
TER = NOEC / PECy; @ S @Q 6\ 2 Q@
@@Q &? N S T
The risk is considered acceptable if the TER ®>5 2 @) v b@ S <\ o °
%, @ @ @Q ) N - @j @
Table CP 10.4.2- 2 TER calculatloQ&‘%Jor gﬂier no@arge& 1 :ﬁ - ag macr@ﬂna L f\§
. . P @oilm u .
C d S D © % ’ ERG) | T
ompoun pecies (§ @, E&%om& v\ Sfng Ik S %@) rigger
IMS + MPR OD | Hypoaspis aculg{fe% NGEC @ng @uct/@ws 4 © 0%@4 (@Q 499 5
400 Folsomia camdida  “\NOEC_> 100 Broduct/kg dwgy  0.1144 © | 874 5
lodosulfuron- Hypoaspis aciileifég, NO@ > /;%QO mg@ys./kg dws D JO.QI@ > 100 000 5
methyl-sodium | Folsomia candida >~ |NQEC X6 mgaskedws 1. 0010 & 31600 5
Hypoaspis acufeifer ENOECO> 10 kg, db8 & 0.006 & | >167 5
AE F075736 - —
Fo@mia caﬁ%’da@ NOEG > @mg/k&dws Q" 0.00¢ > 167 5
AEF145741 | Hypoaspiyuculeife? |NQEC (> 100 @kg dws 4 <@01  [>100000| 5
AEF145740 _ {Hypoispis aculeifer { NOEGS> 100mg/kg dws  &]  =s0.001  |>100000| 5
AE 0002166 O Hypoaspisacileifer | NOBC > B0 mgaw/kg &% | @ 0.002 >50000 | 5
BCS.CWil Ty | Hpoasgis aculgifr | NOEC D100mgkgdws @  0.003 >33333 | 5
Sl Folsqgik candida {NOEC _ > 10§ mg/kgdws O 0.003 >33333 | 5
o, R . B AN
AEFosoql| | Halpaspisdeuleifd NOEE 2,100 mglkg dws\ 0.002 >50000 | 5
Folsomig candid®’ | NOEC,, 2100 mpkg dwg 0.002 >50000 | 5
& P .
J#i WOELs > 10dmg/k <0.001 >100000| 5
AE 0000119 _@ yp‘@”@?’f?@ £ = 10dmgkgghis =
Q| FolSémiacandida > |NQEC > mo mgq,s./kg dws <0.001 >100000| 5
A Y %ﬁ 2

Conclu@ The TE] g@alue@re above th@l
macr\&orgamsms @col@bola d so@mt@

Q@@* & @ Q&
CP104.2 Species level testing ©
S EES
< 9 S
N s ¢
$ Sy
¢ & <

gg@ 1ndlcat1ng no unacceptable risk for soil non-target
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Report: D 20 1:M-411284-01 F2RS
Title: Todosulfuron-methyl-sodium + mefenpyr-diethyl OD 400 (100+300) G: Effects:qn'the @%

reproduction of the predatory mite Hypoaspis aculeifer D o
Report No: 111048 064 S N Nl
Document No: M-411284-01-1 o
Guidelines: OECD 226 (2008): Predatory mite (Hypoaspis (Geolaégps) acule1fe®repr@nctlo

test in soil;none (’@ & @
GLP/GEP: yes \)@ @@ QA @ ﬂ 4

> &©N 3 QQ $ WP
Executive Summary: @ ) . S Q) @
) & S &

The purpose of this study was to determine pote& effects of'the test@em on e R tal&f@nd

reproductive output of

soil micro-arthropods during a test period of

the soil mite species H; oaspz@@acule@r (C@ST@@@) a@epré&s&mtatl% of
> (G

S
10 adult soil mites (females) per rephcat%%rep{@ies Q@[he cc&rol roup afid 4 rep@cat or e@%

treatment group) were

item/kg soil dry weight (d.w.). Two v@ eé‘&er st @@sure e m@ber ifes and©
surviving parental mites were detera ned @‘-e tesg was pgrfog in @orda@e Wi

Guideline 226 (2008).

Q
exposed to untr ted cohtrol a@sto 5@@ , 32Q, 560@% 1000 mg§

%@CD

The ECso was determined to be@65. 5\%g test@’em/l§s01l c@v T@N o-(@sew@Eff@g-
Concentration (NOEC) and the L%est -0 @I’VG%EffCC@COHC%@MIOI@LO%) for n@rtahty were

determined to be 560 and 900 m@test jtem/kg

@11 d.w. respectwel*@xl" -Obsétved-Effect-

Concentration (NOEC) and thegyowest bs -@Qv\ d-E@ct centrz{?fon ( EC@r reproduction were
determined to be 56 @ 100¢§g te%%em/kg soil réspectl RN

<&
Materials and N§ %@ \ RS \ \© §2 @& @@
S X
Test item. Io@lfume@l soc@m Kr@fen ~diethyl O§ 00+300) G; Sample description:
00

TOX 09374-00, Baféh
ingredierts; 99.07 g/L

F10789%); Density QZ\@C) 1938 g/m

10 adult soil mlt@§fem%es) w@é

ID %E’FKR%OO ; Sp kﬁcatlo@ BQI1563-05; Analysed active
@é u@on- yl-sodiu E @OO&L@OI 7 g/L mefenpyr-diethyl (AE
V@rer §0@01hty‘§dlspf§@ole

NN
sed t& 109 ® 320 - 560 - 1000 mg test item/kg d.w. of

soil containing;74.8 a nd, @) % ]@hn o@% 5 %sphagnum peat and 0.2 % CaCQO3, at 19.5 -
20.9 °C and“@)hoto@no%% ght\ﬁ’a6 h @h (604,1x) and were fed every 2 days with

Tyropha utrescentiae

Toxig standard (D@

or,taq@y a c@eproductlon were determined after 14 days.

C@)A 5& 6.40 — 8.00 — 10.00 mg a.s./kg soil d.w.; control:

quartz sand, solvent contypl: nc@% Q

&

Dates ofwo \% § A&ml 290 1 — May 23, 2011

R
&
Result% Q@Q

Tab §P 10@1 k@@ Ya%h@dlty criteria
\%liditx@lterla Recommended | Obtained
\9)
Mean@{rtality of adult females <20% 5.0%

Mean number of juveniles per replicate >50 246.4
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Coefficient of variation (mean number of juveniles per replicate) | <30 % | 17.6 % @ @6
S
e > K
All validity criteria for the study were met. @,Q & ©®

N
In a separate study (BioChem project No. R 11 10 48 003 S, dated Marcl%g% 2011), the& 0 § \25@
(reproduction) of the reference item Dimethoate EC 400 @ calculated$o be 5.4 mg aJ. 3 kg\%vll §
The results of the reference test demonstrate the sensriv% of the test@/stem @ @ é\g S
> o

Iodosulfuron-methyl-sodium + mefenpyr—diethy@@ﬁoo (100+3@) G@juse%(l)@stat@ically@ &@
significant mortality (Fisher's Exact Binomial Tesg, p > 0.05) du.lt\ Hites est cgg@ntr

of 560 mg/kg soil dry weight at the end of thei4- daég@ipos@ peié%d Atsthe tesgeg conoentratida of

1000 mg test item/kg soil d.w. a statisticall %mﬁgﬂ ahté u@ntes@f 80, &% \Y & o
observed (Fisher's Exact Binomial Test, %‘%
5 0% obs@wed @ m@ahty Q@he t@? 1t61&ﬁtreatr§t

In the control group a parental mortalit
groups ranged between 0 and 80.0 %Q @

The number of juveniles 14 days a&@ hav@ 1nm§uced§l;he p@@@tal @es inty the § veséls was on
average 246.4 in the control and 7. 0,487.0, £92.3, 493, 3@%(&@0 at thy test Conceritgations of
56, 100, 180, 320, 560 and 1 g, té%t 1tem/@§g soihd.w. T%e testQtem caused 1y statistically
significant reduction of repr@&duc‘u& up tooand i ludln a test @@cent@uo @jf 56 mgrkg soil dry

D
weight. At the tested conc@gtratlc@ of }@@ 8 20 560 and IOOOﬁ@g te em/&g@soﬂ dry weight
statistically significant reﬁuctm%s (Wllham \s estb@ 0.0 %f 58%9 8333, 85. (@d 100.0 % were

observed, respectivel BN N
pectivelylyy g § & $ s o S &
Table CP 10.4.2. 1@ @fect@n mortality dnd rep&@uctl@f H@asp Ruleifer
Test it Q%od(@lfuro@net@%od%p + m@npy@eth%OD 400 (100+300) G
Test object (04 S & & ypo%?s aculeifer s
EX,& % @ Artificialzoil Qy
& PN Adﬁgﬁy mortality & " &> Reproduction
RN & (mg test item/kg spil d.w.)
LOEC RS RS 100
ECoh & S & ! RN 66.2
ECx Q @@' o S 90.7
LCso/BER GO Ten® O v
50 ,\@.u @ @ 6 @ 165.5
95 % confidence limit | & ©\ 471.837/79. g@@ @ 129.3-210.9
C ) 0’%\%0 o 56

@ o\ 7 Q \ @ ©\

Tabl&CP 10.4.2.1- 3§ E@ts omort@ a[@eepmductmn of Hypoaspis aculeifer
o
>

7 Iod@ulfur@ methyl-sodium + mefenpyr-diethyl OD 400 (100+300) G

EneLpomt % gy § (mg metabolite/kg soil d.w.)

controle)J 56 100 180 320 560 1000

Mortalit ﬁfsoﬂ es a 5.0 7.5 2.5 2.5 80.0%*
Diay &@% 51 @Q 5.0 5.0

Mgan nun@of@%@nﬂﬁ sead | 2610 | 187.0% [ 1023% | 413% [ 37.0% 0.0*
S aff@l4d KN ' '

{Q{‘@CV % 17.6 25.5 10.7 74.2 58.7 73.3 -
Red of reproduction (% 24.1 58.5 83.3 85.0 100.0

to control)
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* statistically significant difference compared to control (Fisher's Exact Binomial Test for mortality, p < 0@0
Williams t-test for reproduction; p < 0.05) o

Calculations were done using non-rounded values @ @®
Percent reduction: (1 - R¢/ Rc) * 100 % N & ©®
Rt = the reproduction observed in the treated group(s) g N

Rc = the reproduction observed in the control group § § &

Negative values indicate a higher reproductive performance CO@ared to contr&&a y;\ N é\a
@ Ny @
\g @)
Conclusions: @Q @ Q
O § 9 O &
In a 14-day Hypoaspis aculeifer reproduction study<yith Iodosulf@on-r@thyl Q lumgt mefeﬁﬁyr- Iy
diethyl OD 400 (100+300) G, the LC50 was detémiined to be 642.8 m@test ite g\@il d.®@ (9F§

confidence limits: 471.3 - 779.8 mg test item/kg soil dv.) an@ e E%C%O w@@’det 1ned£§’be

mg test item/kg soil d.w. (95 % confidence lifnits: &@ 9 mg test@@jm/kg@oll dsw.) Th@%No-
Observed-Effect-Concentration (NOEC) a'fﬁ the l@’we t@bserv %ect Cc@sentra@)n (@C) @%‘
mortality were determined to be 560 and:\\ﬂ)oomg te 011 :$pC ct1 T e No-
Observed-Effect-Concentration (NO an&&t}e Lowest- erveQﬁ ffe trat (LO@) for
reproduction were determined to b&% 0 mg@gst ﬁ@m/k& 11 tive

R o
o & & O

Report: 201 1;M- 41;3%6 01 f@ @
Title: Iod%ulfuro eth diung; mefé(f%yr diethyl @400 QY%-&G(@ G: Effects on the
reproduction of th%zolleg@lans{olsonp@ocandfé@ D
Report No: 11 10 48065 S¢, N2 \9
Document No: AWI-411336-0 1~ G D QA S
Guidelines: OECD 232%009»@@@%@111(1 e forggsting oF chemicals No. 232 (adopted 7
" | Septembier 2009):-Collembolan gtmn@sti \Qe‘f?-’ ISO 11267 (1999): Soil
©© @Jahty &Inhﬂktlon procﬁgctlon 0 olax(JFolsomia candida) by soil
S \pollu®1ts,n(@ %»\\
GLP/GEP: ‘9 yes R o
5 3 & 7 «@@ \“G
Execuﬁﬁ Summary@ @ S @Q v L, 0

LS N S
The purpose of th@tu %ag@%tek (@itlal &ec @)f the test item on the reproductive output
n

of the collembolﬁ%ﬁs F didgyas &{éprese@atlve soil micro-arthropods during a test period
of 28 days \ @j

10 collem! 1ans (9- 12 d OIQ@er replicate @repl es for the control group and 4 replicates for
each tre nt group) were e@%sed t@un ted cdﬁtrol and to 5.6, 10, 18, 32, 56, 100 mg test
item/kg 30il dry weight. After weeks th%n mb@of offspring (juveniles) and surviving parental
collefvbolans weré‘count &t w, @fyerf@ed as a limit test in accordance with the OECD
Guideline 232 (‘()@9) an@the Iﬁﬁema@onal Q@dard ISO 11267 (1999).

The overall No-Obse ct-Cicentrtion (NOEC) was determined to be > 100 mg test item/kg
soil dry We@ T}RLowﬁbsewed Fifect-Concentration (LOEC) was determined to be > 100 mg
test 1tem/$ soil @y we@t "l&@@/ahdlty criteria for the control group of the study were accomplished.

Matles @M?@ds@.

Te% ite nQ odosulfuron-methyl sodium + mefenpyr-diethyl OD 400 (100+300) G; Sample

descri ».,Qo TOX 09374-00; Batch ID: EFKP000788; Specification No.: 102000011563-05; Analysed
active ingredients: 8.71 % w/w, 99.07 g/L iodosulfuron-methyl-sodium (AE F115008), 26.5 % w/w,
301.7 g/L mefenpyr-diethyl (AE F107892); Density (20°C): 1.138 g/mL; Water solubility: dispersable.
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weight containing 74.7 % quartz sand, 20 % kaolin clay, 5 % sphagnum peat 3 % CaC@3, &)
at 18.7 — 21.5 °C and a photoperiod: light : dark = 16 h : 8 h (710 Ix) and we weekly gﬁh &

10 Collembola (9-12 days old) were exposed to 5.6 - 10 - 18 - 32 - 56 — 100 mg test item/kg soitdry @y
o
granulated dry yeast. Mortality and reproduction were determined after 28§§1ys. § § &)

© N
Toxic standard: 44 — 67 — 100 — 150 — 225 mg boric acidg soil d.w. @ntrol qua@and@lveg\tﬁ@ &@
control: none. & Ry N < S
Y @ &© A & g
Dates of work: May 02, 2011 — May 30@1 1 Q} 2 ) \© & @@}
S LY
% @Q @ % %@ @6 o\ %
Results: Q ¥ N N L @
g & V¢
Table CP 10.42.1-4:  Validity criteria > 0 S S & §7ﬁ
Iy &
Validity criteria (for the control groupf®)™ . °~ @, Rec(@men@&l Qﬁaine& QO
Mean adult mortality . o (& & X ox 2&@9 b@ 5.0 @ &
Mean number of juvenile per rephc@ & @ 5? ﬂz@yo @@ @ﬁ L
Coefficient of variation (mean@ber gﬁﬂweml@\’per @hca@@ ” @n@ 30 % > 1 .5 %
O Sk

The requirement of the LS@gulde@ne c@em 0g the@rem n of t@ou@g m&hod (average error
<10 %) was fulfilled, the\dete@gned@veral Stror o oun@ a@unted% 4.4

v SR
In a separate s @mc&em pr(@ct N@R 11 % 4@4 S, @ted ay 05 2011), the ECs
(reproduction) 0&6 re{ enc%%m bOI‘lC a&%was ealcul § 07 %@ a.s./kg soil dry weight.
The results 0 ref ce @st depé%qstr&@’the sensmv@ of t st system

The test fte% caused 2.5%7.5 ana@ 5% are%@mm{@’ty at the test concentrations of
5.6, 1 , 32,56 an«‘g n§st it 11 d.@, resﬁectlvel@ 5.0 % parental mortality was
observed in the co@ @ «p\j\ S RN

No statistically s@}lﬁc%t efft Flshe; ] E@@ Bmo@nal Tpst, p > 0.05) on parental mortality was
found for any gonee on eff@ss on of the collembolans were observed during
the test. Q ©) \ \

The numb% of juvenile s@mgt coui-i@gd foawr weel@ after having introduced the parental
collem‘t@?ns into the\l@t Ves@ Was@%n a@age 8?3 in the control and 850, 857, 971, 872, 940 and
866 @éthe test con(g‘gg@fratl ,@) 18@? S6.and 100 mg test item/kg soil d.w., respectively.

No SStatistically sigmﬁcagﬁffe ts. on th@lu]ﬁ@ of juveniles compared to the control group were
found was foun@for any co tratj test@

RS
The no- ob ed ‘e}ect- cen%@tlon EC) was determined to be > 100 mg test item/kg dry
weight, @ @
N

%@@@
&@@o
¢ g v

&
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Table CP 10.4.2.1-5: Effects on mortality and reproduction of Folsomia candida @ ©©
Test item Iodosulfuron-methyl-sodium + mefenpyr-diethyl OD 400 (100+30%G Q\ K
Test object Folsomia candida &@ ©)
Exposure Artificial soil @’ O\Q
Adult mortality Reproduction <\ § § &
. . & N S &
(mg test item/kg soi J) @ (% Ny @ @
LOEC > 100 N > 10033 9 Q§ S o
@ § Q Q A
LCio/ EC1o > 100 R\ S o & o O @
LCa/ ECao >100 Q,;b 100 @ R \§ %) @D
LCso/ ECso > 100 = é@é 100 %@’ O Y §
§ @ &N A S
NOEC > 100 S & 2o © S S
A : S & ¢

© R o ~
NI R I 4
Table CP 10.4.2.1- 6:  Effects on m@@lltyﬁéﬁad re@aduc@ of %Lsomugg\}&ndz@ (@Q .

Q K& Iodo\llfugn met@ﬂ-sod@iﬁn + @np@@leth\%éD 400

. b 9 @
Endpoint @@ N *o v S < @ng %ﬁltem/ sml@@v.) &
Seontral | 5.6 | « D18 o 32 9 56 100
Mortality of parental collenggolans @er 4 @ @ N %? 0.0 25
S ' '

weeks (%o D § S 25 N 73
Mean number of juveniles aftef 4 weeks Qo3 O 85620 | 8&s7 11,9872 940 866
5.84 | 159 10.5 10.1

CVle 0 & @ 115 | 458 .
0 N 7
% Reproducn@wof rﬁﬁoducu@ J 1975 %ZJ 4e ) P 3

compated to gontrol ¢ >
No statistically: @nlﬁc @?dlff ences een@e cog&%l andutest itegwere catculated for mortality and
reproduction ( xact Omél%ln est W Bon@@rronl rrecton, Wll@ams Multiple Sequential t-test)
Calculatlon@yere done using non-r&@nde lues@ (o8
Percent ction: (1 - Rt@?c) ’@0 % d% Q Q@ @7
Ri= th@ﬁ.@ roduction ol@rved @he treated g@up(s) Q N, @)
Rc =the reproductlo serV din th %@ontro@roup & Q\
Negative values 1nd@te a% er @ fNe perf@’manc@:om@‘ed to control.
S &

Conclusmn@ ©© \ @ .

g
7

S7

e

\
The test 1tél%1 Iodosulfuro@me@—sod&@% + ﬁ@fen @ diethyl OD 400 (100+300) G showed no
statlstlc@ s1gn1ﬁcar§@ advége effe@d?s on@ul @r‘[ahty and reproduction of the collembolans
F ols%ua candida 1?@rt1ﬁe%l sm@p to @%1 ineluding 100 mg test item/kg soil d.w.
Theérefore, the overall N d-Effeet- C@entratlon (NOEC) was determined to be > 100 mg
test item/kg soifghiw., and t %ow@@bs@ed -Effect-Concentration (LOEC) was determined to be >
100 mg test@%n/ ‘s%%l d§ R @

@ Q

o
@©@©@

Cp ]@4 2 &’*H@r tier testing

In%ew 0@%716 findings § ove, no higher tier testing is required.
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CP 10.5 Effects on soil nitrogen transformation @ @6

The toxicity of iodosulfuron on soil non-target micro-organisms is summarised n Table CP 1 51 @
For details of the studies conducted with the active substance and metabolites@&ase refer tQ%e @g
document M, point CA 8.4.2.1. S @

< O o 2
Table CP 10.5- 1: Effects on soil nitrogen transforma@n \;{\9 RERS < @

o,

@) © @ &
Test item Test design Ecotoxicological en\f oint Q R&feren N S
g gical endp o o @® SRS

Qe

. ) NS
N-transformation % Q & A @)

no Q’ @ 4
IS MPROD | 14, duraion 28 d | unsceepgble. 2087 p@d./hﬁ\ & TV

400 effects @203 prodime diks CP.10.5/01
S o s @@

5
M-14178201-1
KA 8:5/01 &

no
Iodosulfuron- . @ @ LS
methyl-sodium Study duration 28 d | unaggeptable ?@86 mg a.s./lig%iws ®

lects . @ & S

S
N S USA 75931/97-
AE F075736 §$gtyi:§s2u§n§1bly &3Qno e®t \Qo.z /kg\@' @@ S fingrom B9 Aug
ST S X v E
@ | @ > S O )
AE F145741 Study duratie@238 d "nunaccgptable @0.0Sng/k S M-463273-01-1
o |effeely o o 4 P o | KCARS5/02
&

g O n§ © > (2013)
AE F145740 Study dﬁfatior%fﬁd u cce@le@@o.o%@mg dws $ M-457344-01-1
. D o

Q) feffectdd .. Prca 8503
N o ] no @ N X Q AN (2013)
AE 0002166 gﬁ%y dtioq 283 @?oe tatﬁ @53 gykg dws @ M-464391-01-1
B O S | elfects. '~ S @ KCA 8.5/04
Q O SN B 203
AEF161778 O Sty duraion 28 4| undSeeptabio qu’} m@% dwéd M-464817-01-1
o D leffects N O o &Y KCA 8.5/05
N o < D B o
S O X 0 N (2013)
BCS-C{vg1253 Studurag@% d una@ptab@ >0.043 m§9dws M-459899-01-1
QY & Q0 effflts w & KCA 8.5/06
> KIS
MY S 2000
AE 0000119 @%tud@rati@g d@@nac@table‘@@zo.%ﬁ/kg dws M-395864-01-1
GO DO e Tefteld - KCA 8.5/07
>’ ;% S5 O Il 2003)
AE F059 Studyéuration@@ d @yhacc %ble @%.204 mg/kg dws M-448838-01-1
. Q effec§ D KCA 8.5/08

dws =, dry weight soili&’s. =dctive tanc@ﬁ)rode\gﬁroduct
D Cexrected to an ana sed@ity (‘5@&8 A4%Q §

@° S @ S
Risk assesﬁt fo@@il i ge@gansfo%nation
Accordin curr@\}t re ory&rﬁequirnts the risk is considered acceptable if the effect on nitrogen
minerali%on 9@%@ re@mm@ed application rate of a compound/product is < 25% after 100 days.
Y <
In ng;@ase did devu@on@m the control exceed 25% 28 days after application, indicating low risk to
sotkmicrgsdrganisms.
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Report: :2004;M-226312-01 & O
Title: Iodosulfuron- methyl sodium & mefenpyr-diethyl OD 100 + 300 (AE F115008 &bD%@g
A202): Determination of effects on nitrogen transformation in ggil
Report No: C039050 S L
Document No(s): M-226312-01-1 v D 2
Guidelines: OECD: 216, (2000);Deviation not specified % © & 2
GLP/GEP: no C» @ SN @@ &
X
Exccuti f T FsS
xecutive Summary: & @ . <
@ @ Q @© é}
The objective of the experiment was to determiﬁ influence o& 13 é»d 0. osulf on-
methyl-sodium & Mefenpyr-diethyl OD 100+3 g dry welg@%owg@nnr@(ﬁen u\’\@
agricultural soil. The test was performed in ardm‘@@wﬁ%@ECl{%mde lne No§ 6 aﬁkﬁ)ptedtﬁﬁlSt
& @ & @

January 2000.

A silty sand soil was exposed for 28 d to&%ceng@onx%o gd 7 u t 1ten§?(g s@glry
weight. Application rates were equwal@i to GQ\and @ L test 1ten@a wltich is egifivalegt to 1&8and

5x recommended field rate, respectl Gerne- ss-g@n ded

Ides
S

ended

field rate of lodosulfuron-methyl- sdlu@& Eenpyiidieth «:)>¢ 60+30090.1 LSkest itém/ha) and

the 5-fold overdose of the te&%@m eio\\s’ed a temporary st@ atlﬁf the daily @trate ates at the time

interval 0-7 and 7-14 days after tr@%tment spec@vely @:g a silty sand.so1l andgnded with Lucerne-

grass-green meal. At the e@@l of thfe exp %day 1nterval}§ffe@es mjﬁe nitrate-N rates
1l saifdp

weight soil) to stimulate nltrogen sfor@tmn Puring'the 2; ay erm@s, t

between the control soil sam @and reate
above mentioned gu1@hne foya te @mat@n of tl@ %\ Q é& &\

Material and n@@)odx &\ % \ \ é@ @ %@@

< %&% and“meet @ trigger values of

Test item. Io@ulfm@@ & l\@fenp}@dlet‘lgf@OD@(ﬁ)Oﬁ r@ica@’lndings: AE F115008, 8.82 %

w/w; AE F@Q7892 @é 0 % W/W @evel%men@lo 0

g/mL&Q\ @ @ @@%@Q&

HWo.: ; ity: 1.
6& BatCO AAIMO01665; Density: 1.144

N
A silty sand soil w: Expo‘&:d fo % d Q@onc ratlcé of O.Té and 0.67 pL lodosulfuron-methyl-
sodium & Meferfpyr- d@ O/kgmsdry 1ght sg@ Application rates were equivalent to 0.1
and 0.5 L lodagulfurg@-met —sodl@n & @efen@ dietflyl OD 100+300/ha, which is equivalent to 1x
and 5x recmﬁlende ﬁe@ pec 1y [@em@@rass green meal was added to the soil (5 g/kg

dry wei@oil) to stin%late nif] gen@ﬁnsf&%anm%

standarehin the expe%ments% N « @
B Ry Q o8 @
Dat\ of work: 2 @ @ove T 0 003 December 09, 2003

@
Results: @ % gj %
@

Validity @ter%@

In thlgﬁdy,
contrdl samy

%was m&found on dd

odium chloride was used as a reference

& highiest co@@ cient of variation (CV) between nitrate-N concentration in replicate
es was24 % %7 days after treatment). This difference of the recommended limit of £+ 15
$ and is not considered to be relevant for the validity of the study.




B . Page 75 of 84
sayer) Bayer CropScience 2015-05-27
R

Document MCP: Section 10 Ecotoxicological studies
iodosulfuron-methyl-sodium + mefenpyr-diethyl OD 400 (100+300 g/L)

In the most recent non-GLP-test (LKC-N-Ref-01/03, _ C., 2003) with the referenc@%o o
Sodium chloride and the agricultural soil described above, 16 g NaCl/kg dry weight soil had d%nct @
and long-term (> 28 days) influence on microbial mineralization of nitrogen. S &)

@ <& N
Nitrogen transformation: @ @ &
During the 28-day experiment, the recommended field ra@)f lodosulfu@% methyl- sq@lm &\ é\”
Mefenpyr-diethyl OD 100+300 and the 5-fold overdose ¥ the test itep {%aused a te r Z

7o

v
stimulation of the daily nitrate rates at the time interval 0-7 and 7- 14@ays after tr@a}men pe@rel&©
in a silty sand soil amended with luceme-grass- gre@b@fneal At the@nd O%the exﬁg@lmeﬁt (14-2 day, @

soi

interval), differences in the nitrate-N rates betw@omrol s01l§ample@and tr@t sangples a@}
25 % and meet the trigger values of above me&mned@mdel@for &}rm{&@on e s@y. :§
2 & o o F <A L

Table CP 10.5- 2: Effects on non- targ% soil l@tro o@amsn@ @ Q @7 @&

Test item & J(%osulf@n & M%%enpkiasdleth’yi\dD @4_30(}0\\0 D§

: 4 Mlcmprga N
Test object O & I\L%gen %ﬂls@r@atm@ﬂty soik@ S
Exposure Q _ S Pdays? O D S

uL test item/kg dry weight soil o 0. P IS S 06D
L test item/hals  °N @ RN @

=)
(equlvalentgx’ G (fecomménded figld ratefs (%%comﬁﬁndeg field rate)
Final Result aftép28 da§d  [Differengefo control < 25 % | Differens® to ceatfol < 25 %

S o o v
Conclusions: é\” ¢§ @w\g@ @© §© \q;\ é é& &\@
When used as recﬁn r@%d I @ulf@—r&thyl s@%m @efa@pyr d@@hyl OD 100+300 should

not have an 1m6§@t otrogefﬁtran%ormat@n in s@l% @@ § %
&> > 2 N & S

: % S
CP 10&@\ Effecé@on @rest 1 non-tar§ hlgﬁr p@ts
N
Risk assessment \Ter#@trla@on-"[@ge %@he lantsg
The risk assess lafé§ (@%mdam@@ ocumegt@@Terrestrial Ecotoxicology”,
(SANCO/ 103%3/200@*& @El 2 It@restr f-field situations, as non-target plants are
non-crop pl§@s locatéd oufide tg\trea@ are@pray@nft from the treated areas may lead to residues

of a prodyetjin off-crop areas. § 5
@ ”\a
@ S @

For herbicides and%%\rl;?vth ey lato@ iti %Q0n51dered unprofitable to conduct tier 1 studies as it
is inevitable that these lea@ tler Ar daSg response studies in order to generate data suitable for
deterministic o@?obabilisﬁ isk @, i.e. ERso values for 6-10 species, representing a broad
range of ple@pec& )
N Q
Seedll ce anggve @Ve vigour studies have been conducted with the plant protection
prod w1th@e pr %AE F115008 02 OD35 A202, which contains the active substance
%@1 furlOO @rL) @ the safener mefenpyr-dithyl (300 g/L) solved in an OD-formulation,
fol ECD testing guideline 208 (see Point 10.6.2).

Ecological endpoints
The endpoints from the tier 2 studies used for the risk assessment are summarised in following table.
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& &

Table CP 10.6- 1: Survey of non-target plant tests performed with IMS + MP%% OD 400 @Q\ ©
)
Number of species Test method Effects @,Q Referénce . @w
tested (species) Test substance N L
Application rate ~ % . § § @
Dicotyledoneae: 7 Tier 2 vegetative vigour 9 mos@nsitive ﬁ @
(sugar beet, oilseed IMS + MPR OD 400 V s sunﬂowe@S 200 &
rape, radish, cucumber, |0 (control), 1.56, 3.13, 6.25, 12§, 25 and 50 est ECso: (}@04 @ @
sunflower, soybean, mL prod./ha for corn and oat% 543 mL pro%@a 2329@ 01
tomato) 0 (control), 0.39, 0.78, 1.5 3,625a Q CP (% 6. z/o@
Monocotyledoneae: 3 12.5 mL prod./ha for cucumber and oniogy» °\ o 6\
(onion, oat, corn) 0 (control), 0.1, 0.2, 0.3, 0.78 @56 an@ R Rv S y\ﬁ
3.13 mL prod./ha for ekar @ 0115@ § b@ Gy & % .
rape, radish, sunflower, soy@an an@tomaﬁ@ Q 9) @7 @&
with visually ob éﬁwatm%%n I}Q 7, 1%y &% Q1 §
and 21, dry we& measuremefds on U&y Q W\?\ N é\a S
21 /r\Q 5 & @ eF Q) @
Dicotyledoneae: 7 Tier 2 seedling em@encé\ mo@fensi j S A
(sugar beet, oilseed IMS + M@ O @ speries; r begt;”| 2004;
rape, radish, cucumber, | 0 (contg)), 1.5¢,3. @&5 @50 west KEs0: <O 042664
sunflower, soybean, mL gy‘;\@l /ha"with assess ents ‘%f @5.62 @L prod.7ha ~233058-01-1
tomato) germ atléguntl Yo € ence@f A N . © & KCP 10.6.2/02
Monocotyledoneae: 2 céatrol séelllin Qnd agsessments of § @ %y
(oat, corn) ﬁlmbe%of plants’and 18X rtahén D BN N
N andﬁafte&ﬁ@s tlme ea@men&o dry© & o\@
,@DQ weight on®dy lfl@ N X S) S

N Y

§ é Q\QD % N @V @@ o @
Exposure A N \ &
Effects on norg %nts@e of éencer in th@ff ﬁ@env me@, where they may be exposed to
spray drlft éPhe amount of spray@rift re%chm@ff crop? ab@ats 1s ulated using the 90" percentile
estimat rlved by t}@BA OO)@om the sprag-driftpredictio ns of Ganzelmeier & Rautmann
(2000)&17 ora smgle\ plic %1 tg cereal?. 77‘<Qf the%plm&tlon rate was assumed to reach areas
at the edge of the @p (0 &eter fer zQrte; \xggyst caésce ario). For a 5 m buffer zone a drift rate of
0.57% is assumeé? Thehighe 1ngl@§pphc§t10n ate of 1<§sulfuron—methyl—sodium + mefenpyr-
diethyl OD %@(100@@ 0 g yis 0.FL pr p\@uct/h@ v

S @
Determi@c Risk assgssment§ ’%x:’ %@
According to the Te trlal (%1 nce Do&@en he risk to non-target plants is evaluated by

comparing the lowegt E gé tory studies with the drift rates (PER,te1a) inclosing
a saféty factor of 5 In a(@itlon@ﬁie u&g of &ift reducing nozzles is considered.

@é@

SBBA ,r\#n- ) gesamelge @2 (Ofﬁmal Gazette), Nr 100, S. 9879-9880 (25.05.2000) Bekanntmachung

iiber d Abtri diebet der Priifung und Zulassung von Pflanzenschutzmitteln herangezogen werden.
Pub@ om §

zel H., Rautmafm D. (2000) Drift, drift-reducing sprayers and sprayer testing. Aspects of Applied
Blolog@, 2000 Pesticide Application. Public domain.
7 Anonytous (2002b). Guidance Document on terrestrial ecotoxicology under council directive 91/414/EEC.
SANCO/10329/2002. 17 October 2002.
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Table CP 10.6- 2: Deterministic risk assessment for iodosulfuron-methyl-sodium + mefenpyr-di
OD 400 (100+300 g/L) based on effects on seedling emergence o
( g/L) g g & @
arable field crops, one application, 100 mL product/ha; lowest ERso = 5. 62@ product/ha @° ‘@
Distance |  Drift PER TER g T
no drift @)
o reduction No drift S5P% drift %%%% drift AN 90%@6%& S
[m] (%) ) : N : L AN
[mL reduction uction @reduction ¢ @MCUOI@
product/ha] Q @ & &
<
2.77 2.77 2.03 @ 406 & 812 O 2030 )
5 0.57 0.57 9.86 @F) 1972 D 304 & 9860 o>
10 0.29 0.29 19.38 . 38. @’ ¥ TEHS2 D | . %1@3.@@
o @ & N
@ &
Table CP 10.6- 3: Deterministic risk a%s)essm@ for 1@osulf@)n met yl—s@lum +@efel@‘ dle®l

OD 400 (100+300 g/L) ba@d on effects K eget@ve Vl@;

arable field crops, one apphc@% 1@Q§1L pm}ﬁct@gﬁowe@%&of 43 }@z pro%@/ha
N

Distance Drift PER 4 v S o \ TE@ > @/ "\9@
q 2 &) S %\Q ®) @Q Y-

Q)
no drif, %, o’ S @7 A S Q
. reduéfion | S Nogift U s0% aireY  g5% ail® | S 90% arif
[m] (%) [IYI%L re§;ﬂtion N @ductioﬁ °~ reducéion reduction
9
prgﬁ?uct/ha@ 2 @ @
1 2.77 2.}@ o o.g§ NN 352080 8.80
5 057 & %7 Jo 426 & Qs.sz O & 1709 42.60
10 02@‘* A&O 29 @ 838 16@/@ 4 33.52 83.80
N &

8

AN
Probabilistic &@k asme@ @ K@j @ § o
In addltlon@%) the dérministic rigk ass%smergb strlal 91116 Document recommends the
use of t@ﬂCs (the co tra belg® which ess@han f the Species will be harmed above the
ECso 1@&@ which cglr@e cal@a‘ced from @@data@ts ot%ERsoo&thh inhibition levels. The EU
guidance docume ter‘%estrla@coto feblo tateg&’If theEDs, for less than 5 % of the species is
below the highesgpred e%d em@% el the risk for te rial plants is assumed to be acceptable.”
Thus, the HCsggself (; é%an ‘t@rega@d to@ pro

The HCs was@alculited @)rdmg§o Q @\ &

S & &
HCs = K %xp(ave- ketstl) Q \ &@ <
IR SIS
Withe Gog @\

avg = mean ofdog10 transfgrmedECso v %s

std = stand, dex{%on ogl ansﬁ@med ECso values
ks = extrapolatigiyfact N

s =ex @g@ a @?@g ac @@ §
AN % S
S A
& &

&
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Table CP 10.6- 4: HCS5-calculation for seedling-emergence with iodosulfuron-methyl-sodium +

fenpyr-diethyl OD 400 (100+300 g/L). . N
mefenpyr-diethy ( g/L) I >
mean of log10 exfrapolation factéd | @
transformed ECso 7] for n=9 &
species input values | LOGo values N N
corn 19.55 1.2911 R N é\a
Oat 24.59 13908 V® & S S | @ @
: Q o 8
Oilseed rape 7.34 08657 | « © s QQ SEENS)
Radish 9.06 09571 \@ @ O & &
Sugar beet 5.62 0.749@@ 1.%58 @@) Q 1.@)1 % @}
cumber 5.69 0.7551 | ¢ @6@’ «:»;7\ o7 6\ o\% ;@\
Sunflower 6.35 08028 (@ ¢ @% @@’ @Q T .
Tomato 1229 | 08960 N2 N s 9 &\eo
soybean 74.11 1.8699 | X\ . 6 &% . O A q@
¥ A o, O
QKNS QY & O
The HCs calculation for the shoot %r@wei@—EGgggalu@& rom the s ing rgerce studpleads to
HC:s values of 2.799. In case of th@veg@tive ygor stagly o hre SOéﬁure@ e avaz}éble. The
others are greater-than-figures. @hus, \ﬁe HC5%0ul ca{@ated@ veg tiV@gom&The TER
calculation is summarised in«the fgilowin%@blek &@ \@ % S
o O o & &L
N 9 & SR
Table CP 10.6- 5: Probahiljstic pisk ass§e for iod@fn n-meth?hsodi@ + mefenpyr-diethyl
oD :@9(100 0 g/&g ase@g on ef@ on?ikedliné-er%gce &\

arab]@%ld criaps, Qn@pli&%@on, IOO\JmL@uct

A@ HCs = 2.79§mL product/ha

Distance it PER N O N §@F ER&\'@
@U @f n@Qrift @ o %\9 S @
- ()@ | retuctiondg | (NG drift 7 | (S50% drift o7 75% drif 90% drift
O\@? 0 %, sumeaf duct@l red@tion ‘©f  reduction reduction
SQ 5 ai SRS
1 277 0277 o G0 | 208 4.04 10.1
5 0.5% 057" | o> 4910 |O 982 19.64 49.1
10 0.79 R 0.2 U 665 & 1930 38.60 96.50
Q\@ R O ©

Q
Since iod(%llfuron—meth@sod
@dve vigour, dByoungp
deterr\zélline the risk a¥Qess
suffigient to protectt%ferr
With the use of 6% drift redacin

&
%so i
et pl4nts i\@}f

the veg

N
Iodosulfuro@net@

terrestriafznon-t
KL

Q@

S
SIS
o0

$

&

R

<
Y
K

Q§ial fon-targéRpla

D
N + %genpyag@dieth@?OD 400 (100+300 g/L) has stronger effects on
Jants%han @the «sé%’dling emergence, the vegetative vigour data
t. From Ta

10:6.7- 3 it becomes obvious, that a Sm buffer zone is

-crop areas following the proposed uses.

if 50% drift reducing spraying equipment is used.
g n@zzles do buffer zone is required.
R

+&efendiethyl OD 400 (100+300 g/L) poses no unacceptable risk to
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CP 10.6.1 Summary of screening data @ ©©
Report: I 000422948801 S @
Title: Soil mix crop screening tests Compounds used: AE F1 15008@35 Al (iod&@furm@;
mefenpyr-diethyl 100 + 300 g/, oil dispersion) (o3 .
Report No: C040757 NSRS
Document No: M-229488-01-1 - % . RS
Guidelines: Deviation not specified Y @ RN @ @
GLP/GEP: no Q o SN A
N\
@ & o VN O &
— QN Q o & )
Objective > & Q ©§ &
The test reported here was designed to determin sensitivig%of vatious Grops tgoﬂ in@@?})or
S

. s(! C‘» < <, . N
AE F115008 02 OD35 Al under standardlseasse c&hﬁ’ltlo@\f @J& S
s & V"¢
Material and Methods W\% N AN ©© @j @
EC10 values were calculated based on @ViSH{N&Iﬂ@ and&"% fre@wei redu@i)n. The re%§ are

reported below as both in concentratiéa of §@fom@ated{%duc i§ soi@se rage 70 %g g) and
R

with the corresponding dose rate ikml forfdulatedproduict per§ (usegwte l@nl/h S
¥ & H D
Findings Q@ \& v @ g@ @Q (S

Cereal crops were the most fﬁsenscjgve alt@gh some p@totox&@ty %@reco@ged fror@ the highest
.. . @ . o
rates used. No statlstlcalolfggmﬁ@nt r%@ctlo S fre@h Weléh;[ wag@f@cor@@at %g ose on the cereal

crops. S @ o %o
¢§ %@ © @6 S ©§§ LN ;\@

fresh weight harve (Log dose™s % effect line@regr ion) (&S

X
N ’
ECjo Values (in pgs/{gorm lated uc@[fxed itrXoil) @’MHU@AR@)O%EIS% on % phyto ratings and
21 &l
C IRZ

HO N TRZ ZEAZSLOL & 'BEAY BREV HEL, | LIU | PHS | PIB | SIN
@
RVS DEW NAS O] AWO| Ma_ | MU | VA AN |UT |VN |ST |AL

[ \w); >
% 8, 02°] 312 2590 @% Y |T5 pp9 pr6 |68 278 [265 |68

1.
PhytO Q}ﬁ ) N

Fresh 0378 5 q ®) Ny Q

Wi 52.0, 2»18.2,\@ 6.%@ 9.9\ 23V 3071 0.6 2.7 15.3

Q &
EC) Values (in ml/hy”formulated product) for A@ 1 15@ 02.0D35 Al based on % phyto ratings and fresh
weight harvest at Zp AIigog dase vs %pffect tinear regressi

;f;lyto 57'%%7.1@354.3(@@}34&@ Ol9s© g.@’ 126 |23 |97 |395 [376|97
Q R 7
E;fSh %&%% 73.8 @2)5? {§ é@%&kf@z.s G35 (44 |09 3.8 | 217
S < NEES
Q N N
Conclusion v @ \@ Q@ O

Dicot crops are nore ser@tiv& ith gynflo e@s the most sensitive one.
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CP 10.6.2 Testing on non-target plants @ ©©
Report: ! 12004;M-232956-01 S ©
Title: Iodosulfuron-methlyl sodium and Mefenpyr-diethyl 100 + 3(@@L oil base&%fspe
concentrate (AE F115008 02 OD35 A202) Effects on veget4five vigour of ten spegl
non-target plants a S @
Report No: C042604 Fa oy N S
Document No: M-232956-01-1 < @ & @ @
Guidelines: OECD: 208B (July 2000, draft);Deviation not spi@iﬁed g s S
GLP/GEP: yes o> @ Q QO A
Executive summary: % Q @ © &@
o N Q 9 D
The purpose of this specific study was to evaluate'the effect do ﬁiﬁroﬂ@neth&odguﬁﬁ §

Mefenpyr-diethyl 100 + 300 g/L, oil based s@enm@ cone@ltrat é OD3 A202) on
the vegetative vigour of ten plant species r%resemﬁig a lppad rafige of bdth %otyle@%ou@a @&
monocotyledonous plant families.
A total of ten species were tested in @ve i‘ﬁilVe @bur ot\%i und@glas@}use ndlt@s incfyding
seven dicotyledonous and three mongy o, tyl@donou@pemé@epr@@ntm&ght ere lan[%;armhes.
At the 2-4 leaf stage, plants were ayed 0 ce W% es of @ 8 0 D3 202%ngmg
from 50 mL product/ha down t@o 0 ;gﬁ@pro t/h er e dote that diffeted with
each species. For oats and coi‘@these\vere@ 25,125,625, 3. 1@ d 6 ml produegfha. For
cucumber and onion these w%’re 1 é\ 6. 2§ﬁ3 136:» 56, 08 and&ﬂ 3 @J pra @t/ha@f or sugar beet,
oilseed rape, radish, sun@@/er soybeafand §ato t@ese € 3.18,, 56@78 9,0.2 and 0.1 mL
product/ha. Each pot (&phca ontained 5 antsd the@ wefe 40 lants tre@d (i.e. 8 replicates).
Control pots were trgated with de@ﬂlzed@/ater §ants%\ere grown a mam{}ined under glasshouse
conditions with a t&npe gure cofitrol %t 23 £5°C gé@y, a@ 18 £@°C at night.
Visually observ@lons ere mﬁde 0 test \7 1 End 21§Ass hents were made 21 days after
application ast thesuntre@yed cc@rols atls 3?§SIS ata Was performed to obtain NOEC
and ECs V@Jes for Gurvivar and@oma% (sho‘t. L dry ght@usmgéggoblt analysis with maximum
likelihogdregression. g}ﬁ NS
Slgmfémt adverse effécts \{@ observeddn-all 1@& spe%fes te@@d except onion. Based on the results
of this study in w \AE | 150@ 02 Q@% 2w tested%mder glasshouse conditions the most
sensitive species@gras s g@nth@@ lowes % of Z@mL product/ha for shoot dry weight.

) @ ©
Material an%eth%ﬂs @Q \ Q @\

@
Test ite dosulfuror;gnet odu@% & Mstenpyr=diethyl OD 100+300 (Code: AE F115008 02
OD35 A202); Batc AAIMOI66& contéfils of a.s.: 8.82 % w/w lodosulfuron-methylsodium,
26. %\% w/w Meferﬁwr-dlﬁh 1; Q 1ﬁc@ of a@}lysm AZ 11073.

Plants from teq@pec S cﬁZec@é@y@ c@umber (Cucumis sativus), oats (Avena sativa), oilseed
rape (Bras&@ naphs), o (Allium c@;‘@), radish (Raphanus sativus), soybean (Glycine max), sugar
beet (Bef@%mlg #433), suaffow elianthus annuus) and tomato (Lycopersicum esculentum) were
sprayed dWith A¥ F11§008 D35 A202 at the 2-4 leaf stage. Solutions of the product and serial
dilutiens wpr%g with+doses of the product ranging from the maximum use rate of 50 mL
réﬁn /l@i@own to 0.105ml product/ha using a laboratory track sprayer. The control was treated with
deionigeg water. There were five dose rates that differed with each species. For oats and corn these
were 50, 25, 12.5, 6.25, 3.13 and 1.56 ml product/ha. For cucumber and onion these were 12.5, 6.25,
3.13, 1.56, 0.78 and 0.39 ml product/ha. For sugar beet, oilseed rape, radish, sunflower, soybean and
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©

tomato these were 3.13, 1.56, 0.78, 0.39, 0.2 and 0.1 mL product/ha. Plants were grown and @ &

maintained under glasshouse conditions with a temperature control set at 23 + 5°C during day,@d 18 §

+ 5°C at night. ©© @

Visually observations were made on test days 7, 14 and 21. Assessments wer@made 21 da &afte&Q

application against the untreated controls. Statistical analysis of data was p%formed to o§m I};@@EC &

‘t{t%analysis wi.itig‘l\rnaxi"mum é\”
O

and ECs values for survival and biomass (shoot dry weig@, using pro

likelihood regression. & <§9 & § é\a@ ©&@
SN X Ny
Dates of experimental work: January 29%%04 - Febru@% 26@5004 §© « R @© &@
v O

N . @ 2 Q

Results: % &° Q@j %\ %@J 6\ \% 2§
o o @ NS S
Validity criteria: ¥ @@ @S & %
This study can be considered valid as thet%%ﬁdiégg@iterig of 90 %%ur@al dl@g the S?udy ) .*\\@
the untreated controls and the absence @%anyo]@/toto@\ symp om@as aéhieved@ﬁr all@ecie
N S ©

N SR
Table CP 10.6.2- 1: Validity cri@@%a in %’e unfreated Eﬁntrolﬁgl@;he @etat@@ Vigqﬁist %%1

iodosulfuron-m%t??%sod@n + c%?enp@ietl%@D [4\&@(100 g@ﬁ . S

L L Stivival Eﬁ%untrQ@ged contrdls @hﬂo@city@ untreatdd cofrols
Validity criteria T & 5 M%)
S 2% o> Y Q 0%2 ¢
Corn 7 190 % @ & IS 0% N
Oat Q) 6l Y O & . % O
Onon S O &g & & Y o0m
Oilseed rape &> S O  190% NP 0&%p
Radish Y M 100 %_ '~ Y @ %
Sugarhe® O] A 100 %2 N N T2
Cucumber RS 100% ., © o © @ 0%
Sunfiwer 7 ﬁ*@ % i @ & 0%
sLPmato A LT00 % A Q) 0%
soybean - L 7 10&@6 X N 0%
T S &~ 5.
Biological ﬁndir?@s: % @ @’ Y

° @
All species pt 0@@11 sh@?ed t{g%el vant ph{@toxic@mptoms within the dose rates tested visible

as chlorosig, bleaching, neg osaf @rm fon, delayed growth, ramification and stunting.
The dos %ge chosen@rove 0 be tog lowa mostof the species. ECy figures for mortality and/or
biomas@auld only b obta%ne for oilseed pg,@ish and sunflower.
The table below sma;mari@s the\l@)Ed w@’re determined the EC,s, ECso values for survival, the
growth stages at the finalsses§ment gnd th @OEC, and EC50 for shoot dry weight. Endpoints are
expressed as Q@f)rod%@t/ha F11§908 020D35 A202.

o RS

@
S &y
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Table CP 10.6.2- 2: The effect of iodosulfuron-methyl-sodium + mefenpyr-diethyl OD 400 (100+3@ ©©
g/L) on ten species . S Qy
. Survival Shoot dry wei@ﬁf) I ®)
Plantspecies ™ NoEC ECis ECso NOEC ECs 0] ECaw | Remirk
corn 50 > 50 > 50 50 > 50\ >50 ] SR2 9
Oats 50 > 50 > 50 7,50 >50 >350y [ 2
Onion 12.5 >125 >125 | ©96.25 50 50 N LD | @
Oilseed rape 3.13 >3.13 >3.13 0.78 A3.49 82 o 123 &
Radish 1.56 1.43 293 @ 078 1.28 0492 R O X
Sugar beet 3.13 >3.13 >3.13) | 313 K >33 I >343 M1 2
Cucumber 12.5 > 12.5 > 195 125, |. %025 95 B |
Sunflower 3.13 >3.13 2313 4o 0.3 1170 Q3. 2
Tomato 3.13 >3.13 ©3.13 @ 3343 N >3@3 |50>3.3 1;2
soybean 3.13 >3.13 >3.138Y | @313 © >%13 >33 @ LA
remark 1:ECzs and ECso > highest dose rate sincem;mortéigy or iﬁk'gbitio 25% obse@\d &
remark 2:NOEC for survival set to the highest ddse ratg shce m ity was ot dpSe-related, & "y §

e d BT
remark 3:in case of shoot dry weight toxrat cafyate 25 and E es of 82 N Q)
product/ha, respectively. Since -QQ 0 le‘isé%s far @)ve th@ghes@ose I d@ﬁs f$ @ &
has to be treated with care. N @ @ < S %,
R 5 @ 6 8§ 9 9 O
v & SERCERS
& < §
Significant adverse effects were rve@ @ﬁnt spéeies te%ed @eept on. Bgsed on the results

of this study in which iodgsulfuron-meffyl- s@m +Hmefenpyr- -diethyl Q@OO 0+300 g/L) was
fon WPapecs s
tested under glasshouse condifions thieymostQensitive Speg] W%éun&wer witithe lowest ECso of

Conclusions:

2.43 mL product/ha, shoo@dry@ght@@ S §’ @ &
Q § @
@Q \© BN é@ @
Report: > ‘ 200§ -233958-01
Title: © U Todost lfur@g-met%} sodi 12} pyr-diethy 3300 + 300 g/, oil based suspension
@ @gacen (A@ 500892 0@35 A : E% on seedling emergence of nine species
nondgtget plants
Report No: N R N
Document No: S| M-23305801-1 Qp )
Guidelines: 9 @ECD;\Q@SA, @’aft@%ﬂ);D{@xiatio@%t specified
GLP/GEP: e Y O o O @

Q SEENQ) N NS

. $ ©\ %Q @@@ @b
Executivgspymmary: % @
The purpose of this pecifi study%gas to \\ alugﬁ@}le effect of lodosulfuron-methyl sodium &
MeQ%pyr-diethyl F@O +¢§9 g/L\ il ba@ n51on concentrate (AE F115008 02 OD35 A202) on
the seedling emgrgence o 1%@§lant@)ec1esgepresentmg a broad range of both dicotyledonous and

monocotyledagnous plant fapilies.

A total of n§ sp@%s weke tested in thiseedling emergence test under glasshouse conditions
1nclud1n@§ve dicotyledonousiand two monocotyledonous species representing seven different plant
familigtSTh e seds the m@e species were treated after sowing with the test item. Solutions of the
prodgct an oQ, r1a1 ere sprayed with doses of the product ranging from 50 mL/ha down to
1. g@ mL/Qa Each pot (r§10ate) contained 5 plants and there were 40 plants treated (i.e. 8 replicates).
Contr@ts were treated with de-ionized water. Plants were grown and maintained under glasshouse
conditions with a temperature control set at 23 + 5°C during day and 18 + 5°C at night.
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Assessments were made daily until 65% emengence of control seedlings, and 7 and 14 days aﬂer@g >
time and evaluated against the untreated controls. Statistical analysis of data was performed to §btain @y
NOEC, EC;s and ECs values for emergence, survival and biomass (shoot dry @@ght) for th al @
assessment using probit analysis with maximum likelihood regression. @
The most sensitive species was sugar beet with the lowest ECso of 5.62 mL%)roduct/ha f@%ho@y &)
weight. ~
g VCQ @ & Q\ @Q 2
Material and Methods: & R @ @ é\g S
@ Q A
Test item: lodosulfuron-methyl-sodium & Mefe@dlemyl OD %OH%T (C F@El 1500%202 @
OD35 A202), contents of a.s.: 8.82 % w/w lodostlfuron- meth@odl 5 26. % W%g
diethyl; Batch/F1.-No.: AAIM01665; Certlﬁcéc of a@@ymkﬁz 1 @93
Q) @ @’ é % %
Seeds of nine species; corn (Zea mays), Q%%Mve«g@sam@gﬁ ol e% m@ (Br@ca napus) sh @
(Raphanus sativus), sugar beet (Beta v@ans@ucu@r ((chumz@utml& sun@@ver elia @
annuus), tomato (Lycopersicum escylegtum) and s Zycz max)ere ted r sowing
with AE F115008 02 OD35 A202,Solutidhs of the prodﬁ%t an erlal§, werg\sprayed Prwith
doses of the product ranging from@o m&ha (g@n to, au @g, al rat track%sprayer The
control was treated with de1od wi%r Onion (AHgem c @ntended to bo testéd as a tenth
species, but was terminated §§mce e vali crltgrla wege not taet. PJQ s Wagg grown and maintained
under glasshouse conditiof® w1th@tem@$at1§90ntrol set at 23 + 5;:% du@ da fgd 18 £5°C at
night. ~ v @
Assessments were m@ dail&ntll % e erge of g\@atrol seedli and&?%and 14 days after this
time and evaluated@ams&the ungigatedControls: ical amalysis ot data was performed to obtain
NOEC, EC2s and<BCso vibles @¥ emer@nc&\urvn?gl and@ s@ﬁ%ho ry weight), for the final
assessment u @10 p%@ani@sw W@mag%@um ]fgg%hh(@ re%
Dates of &%erlmentalmor @nua@ 20 2%4 @ay &@2004
S @
N 9 o
Results: @\; & é\a \@ @%\ % S
Validity criteria:& @ @9 R IS ©©
This study canghe cor@Qdere@?ahd 49the '@idlty@lterlz@’f 90% survival during the study period of

the untreateé@ontro an(@e abs \ce y %ﬁotm@ symptoms was achieved for all species.

Table C@h 6.2- 3: Q}ahd‘@ crlterla in t‘@ un ted control for the vegetative vigour test with
10d§@lfum%metwg}sodu® m% pyr-diethyl OD 400 (100+300 g/L)
N Q)

@ ¢y° Emergénce @; of sown) Mortality (%)
Validi%@ﬁter%a fi§ N g%% <10 %
Sdrn Ry 100 % 0%
L 0at & O 95 % 0%
Pilseedsipe < N 95 % 0%
& Ragish R 100 % 0%
<Y Symirbeed) % 90 % 2.6 %
& d@ucumb& 90 % 2.8 %
ASSunflower 90 % 2.9 %
O Tomato 90 % 0%
soybean 100 % 0%
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Biological findings:

and stunting. @
Phytotoxicity due to iodosulfuron-methyl-sodium + mefenpyr-diethyl OD 40@{100+300 /15 res&l@d
in a suppression of growth leading to a reduction in growth as measured bg%rowth stag all cies @@
Biomass was the most sensitive endpoint for all species.
The table below summarises the NOEC and where deteﬁ?’ ned the E ) nd ECso V S fo@ner &fce
and survival, the growth stages at the final assessmentand the NO]i@ Cysand E@go for oot @
%)

weight. Endpoints are related to the product and g1 as mL proe@ct/h% & &

@

& S ¢
S N
Table CP 10.6.2- 4: The effect of 10d0sulfur@&n metl%lesod + n@lpy&@eth@ 40\\:%100-1@

g/L)on nine species. % é\a @ é oy IS % .
Plant s Emergence = Y Survival < Shoo\tjdry \@wht @
p- NOEC EC;s ECso &, NOE@ D\EC% < P E%@j) ° N%ch\ﬁ ECos §C50
corn 50 > 50 >389 | «30 >50. | 2% K313 &5 01955
Oat 50 >50 G0 [5.50, N 330 | @508 343 [ &¥T77 ¢f 2459
Oilseed rape | 50 >50 | &50 [Y6.25 >30 >0 [ @3 44| 734
Radish 50 > 50 509 80 |&a2500) >0 [xd.56 of  4.39 9.06
Sugar beet 50 > 50 >80 50 @ >507 | 5250 1560 | 282 5.62
Cucumber 50 >580 | >50 [P50 . >50 [« >50 "9 <56 | 2.28 5.69
Sunflower 50 230 | S350 5@ 50 >5Q [ &ls6 P 0.62 6.35
Tomato 25 9.6 5282 R [N 3290 587 15607 422 12.29
soybean 50 >500P >89 | O30 @ 50 [ &es0, 125 ] 293 74.11
& T o &S 0 9 8
Conclusions: S @ N Y @ @
SO AT N e S

\
Based on the re3ults %ﬁls %y n@&shlch e eff&{ét of iedosu @n -méthyl-sodium + mefenpyr-

diethyl OD 400 (10§#300sg/L) t seedhn%emcr@nc sur{dval &Qme plant species was tested

under gla&s%buse condlawns thegnost gensitivi pec@m@w%@lgar\ Beet with the lowest ECso of 5.62 mL

producgha for shoot . Q
ha §z§9 X PO RN
L & % (&
CP 10.6.3 ten{h,d la@‘atg@* stuv@b@js 0& non @get plants
Considering .-‘7 ) ﬁn@s r%@rted Qbove&@furt&@st%g@j are required.
SR @ &’ 2

N
Ccp 10.@ Semk@eld dnd ﬁeltest@)n 1\ n-target plants
Congidering the fisaghes dortedBhove B8 fugher st d
ongi ering the fi ngs é\ ovéb w@rs udies are require

i =)
CP 10.7 @ Effe&ﬁ 0 her@rre@s} al organisms (flora and fauna)

fe 1 h ilabl
Studies 0@1& ec@’n ot@@ teré@ma oﬁamsms are neither available nor required.

CpP $O 8 @ M@it(@tﬁg data

Re%abl onitoring data on iodosulfuron-methyl-sodium are not available.

o

All species showed the relevant phytotoxic symptoms visible as chlorosis, necrosis, leaf deforr@tlon (3

@
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