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In agreement with the Rapporteur Member State, the product dossier is submitted following the dRR
format. All points required under the SANCO 10181/2013 are covered, although their naming m@ @
differ slightly.

(o4
. @@/
2,

v @

w
N
IIIA 10 ECOTOXICOLOGICAL STUDIES 2 § DR

X
This document reviews risk assessment for Non-Target %amsms for@ plant prot@ﬁon \cluct@Q @
IMS + MSM + MPR OD 42 which contains the active substances 10@ulfuron-%@/l -sodiim @MS)
and mesosulfuron-methyl (MSM), and the crop saf%@r mefenpyr@ethyl (MPR\Q® @ C&
N & <« S & @

This product is the representative formulation for the GlHSl@f ng&%sul&%n-n@yl anEuropsgn
level. In its function as Document MCP for t}é\\EU éview ces@%the fREssmexnt wil focus %n only
the active substance mesosulfuron- methylé% con@’ete a&8essmént to %)Ver a@actlve@Jbst
formulation will be provided at a later s&ge a&part ogthe p @AIR} ce&@or r@ewa
authorisations at member state level, @ce ni%@osulggon @thyl i8Je- ap@eved@der
1107/20009. & @» @ S

| @9 @ Q @ \
In general, formulants (1nact1gre®ént & %

f@

€S O €

ulatiGh (EU)
@)

present@n a p@%uct@@not n uen@to aé%levant extent

the behaviour of the active swtfbstanges 1n
formulations but this is n\@he ca@ for
the individual active s&lg)stancgs re c@nmde

§

nt p@duct Therefore, d@erl

env1@nrne%m An ¢kem Q%IS fép slo:ﬁ release

entat@e forthe behavmu

from tests with
these substances in

product IMS+MS PR 0D 4&@51118 aggumpt hagbeen su@port y te&tlng as well the
formulated producton a électl&t’f %g%m&s QO o & @
& @@ Lo & & o

Intended application patgtq\egrn

=)
The fo@atlon is 1n@ﬂed @ use ﬁ pos&eme@nt h@zg md@ control weeds in winter and spring

9

S @

%

cereals. The Crlth@@G pa@%rn forghis f&ulq&i%n 15@mma®d as follows. A detailed use pattern
can be found in %&um t D- @1@551&@’ S S
% @ S ©
© S v

Table 10- 1: @ Inte@ﬂed

g&% pat fzgéte rep@sentative uses of mesosulfuron-methyl
2 @

in produc
@
Crop @/ T} ﬁg of | Number of> Aﬁ@ﬁcation Maximum Maximum application rate,
%, 1cat1% @licat@s -dnterval label rate individual treatment
N Q § [days] [L/ha] [g a.s./ha]
2> &@ @ q iodosulfuron- mesosulfuron-
< s & X Q methyl-sodium methyl
BECH 2052 | &
. of vinter, v
Winter \@eat :@éegin th o @ 1 - 1.5 3 15
@ S vedetatioil
@ H 20-32
\%ﬁe@& eud of wiliter, I . 0.6 12 6
beginning of
vegetation
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Mesosulfuron-methyl: Active substance and metabolites addressed in this document

Table 10- 2:

D )
2, o, Yy g, o g
& 4 &, 7) S 2y
& @) @@ 7
%% : %@@ \%@ 79, OQMN @@
O, o Yo Sq do 77
(o) Y, a o) X S)
dry A YO v 2 s, A
Q\@ S e, %, " 4o @§@ o,
@? @ %@@ 6 p\o \@% @@o\ %@@\ @@@ @ @@%o % @@@
. & <9
&@%m@ %, \\@w@ Py ey @@\& . 4, 7 7 @@% 4
T2, @& P &, T U O, i, Vg
@&Q <y @%@ e 2 @\ Yo @&
o © o (o J & y &\@&\ ) \@\V %) Y
Y, My 7 o, %, %95, @ “a, @@@&
& Lof
2 0l dog A o s, D o, "4
“a, % s, 2 0 Ty, Y
@ g
@@ R @@ @&@@ @\V@@
/ % %, S,
% % 5 Ya,, ©
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Compound / Chemical Structure Explanation for Considered for,
Codes Consideration @ ﬁ@
Mesosulfuron active substance S PECsoil @ @
-methyl / IS PEC%@ ©)
AE F130060 @ PEC;W & B,]:{&:d
< & & 9
N
@’ SN O
@ ey \} @ A
AE F154851 aerobicpil: >1§@ PEG & O
anae@c soil: PEC,, O @
soil photolysig: @d CPECsw @PE%d
@ @ o
er/séQment@ STAYEESERS
dro %{ R < ~ Y
“aqu, @hotol o
q(@q i & & EN
AE F160459 aerobic sojl: O>5% |PECH §
@naer@lc s '1\ >
soﬂ@otoly@ @ é CSW@)&Q’ECsed
er/s@ﬁnent@ 10%y] =
drol% © S
aqu ﬁ@otolym@ ;
AE F099095 actobic Stﬁlo) @}10‘% PECiil
anaerq{f 5011 S <5%,° | PECgw
Xoil p olysm N PECsy & PECqeq
wa@r/se N<5%
@drolys : n.d.
Zaqu. %;%Qtoly%@ n.d.
AE F092944, icsoily  >10% |PECui
S agaerobi@soil:  <5% | PECqw
&) jsoﬂ p]@%ﬂysis n.d. PECsw & PECseq
S
&@ wa Ssediment:  <5%
rolysis: >10%
aqu. photolysis:  n.d.
AE F160460 aerobic soil: >5% | PECsoil
@ anaerobic soil:  >5% | PECgy
Q soil photolysis: n.d. PEC,w & PECqeq
@ water/sediment: >5%
hydrolysis: n.d.
%, aqu. photolysis:  n.d.
AE F140584 aerobicsoil:  >5% | PECyi
&@ anaerobic soil: <5% | PECgw
soil photolysis:  n.d. PEC,w & PECqeq
& water/sediment:  <5%
Q@ hydrolysis: >10%
é& @@ aqu. photolysis:  n.d.
¢ £
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Compound / Chemical Structure Explanation for Considered for,
Codes Consideration @ ﬁ@
AE F147447 o aerobic soil: %5% |PECai & U
anaerobic soil: o |PECgy@ S
He H NH soil photolysis: .d. PEC%& Bli@ed
’ “s0, S0 water/sedimen%' >10% § § @
hydrolysis: > >10% [~ - Yy
(| hydroly AN
Y |aqu. photogsis:  n.d. ¢}’ @ @ &@
S T S
@ & S” R ®<§ &
Ve & & &
Qe N L@ O o @
L @S D LS S
& &) N B % IS N RS
R (€ @ @ S % '
O T 7 - S & & o
@} O\\ X &6 & N é\g . §
Q& Sy &g °
o & . L (N @ &
SN <
| S o & &
o 9 O & o O S
o = ¥ S o ° S
D O G S NN
o O N O Q& 92
~ “ S e &S
% S 6 & ¥ .9 o )
S TS e e %0 <
@ S SIS @© @ @
S QO NTN N o 9 N
F D Na a8 §@ N
D & 0 O «F & O
@ & O @
© N 4
S & & @ o @S
N T8 Ve &8
Q Q
§ RENIIAN > & >
o O ¢ .09 o O @
NN I
9 XN & @
<) S o L2
@’ NS @ @ N
i AN NG RN
B v S L@ @ N
N (g @\ R Q
@° & >
s A& &8
&S &
& &EF
& Q
{x’ O @ N
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Iodosulfuron-methyl-sodium + Mesosulfuron-methyl +Mefenpyr-diethyl OD 42 (2+10+30 g/L)

IITA 10.1 Effects on Birds

Ecotoxicological endpoints used in risk assessment @\ §
Table 10.1-1:  Endpoints of the formulation IMS + MSM + MPR OD 42 used in @( assessmer&@ K\@
Test i N
Endpoint <
substance nepom % . © § ©
) N
Mesosulfuron-methyl is of low acute oral%x)icity to Bob te quail and @élla@\;ck Wedth
. Q @ S kN S
LDso values in excess of 2000 mg a.s./l@ bw. @) % Q @@ C&©
@ & Q ,
For animal welfare reason, acute orakstudies with fo@lula@ns arutinel\\g not co@ﬂuctor
IMS + MSM | birds, where the individual activ stance te@dica{@low toxicit (@irds.@asethe
+ MPR active ingredient data, the toxi@{ty of the)formulgtion ¢an be reliably ictetd In the"present
OD 42 case, considering that avian L@so oﬁiaosulﬁ’on- yl—s@lm is@?OOO@g a.s./:&g bw),,
and LDso of mefenpyr—di@l is?\f@oo &.s./kg@vz), %is reas@pable t6dssu at th®
product would also be %cticgﬁy non-foxic to S. & o\© é\a w,
N 5
NSRS Sy & s ©
Therefore, it is jus&i@d tog%ive ag%:utet@st wi@@e fi latiaiyin bi@@ w ©
X

N\

1 EU list of endpoints for iodosulﬁlron-t’ﬁ%hyl- dium [%NCO/@I 66/2083Final o < BN
T (991, amended 1994M-129750-02- {PMefenpyt DARZJtne @ﬂ, avaitoble ob@RC%Archive
individual substances — Mefenpyr-@yl(sa%er)).@ AN @ & @)
2 S S o @ h & S
. >
Table 10.1-2:  Endpoinisfor t% active%lbsta§e m@s%sulfu@%-metﬁ\?/l use(f}? riskassessment
S 5 QO \\\) é? e
Test K :
substance ;@ oiga@sm § Stgd@@type N §9 @]%n poird AN Reference
@E\cug% foxicity'to ’bgigi% N x\\y L o <
O
YIS O« A D o B (199
v N & ? @© S) . M-180378-01-1
© | Bobwhite quai KCA 8.1.1.1 /01
. qu ute, @
s Mgflard d oral QP >é§% mgaskebw |y |90g)
«  © .
Mesosulfuron- | - S I ©© SRS M-147788-01-1
methyl 7 @ @“Q N @‘g\y o . KCA 8.1.1.1 /02
@Longsrm @icity @%birek% IS
@ © o 7 20-wetks ,_[¥ NOEE 1000
S I RS G M g PPm | 2000)
N Bobwhite quai) B oS M-198082-01-1
@ G Q r@ﬁrod@on N \WOEL 93 mg as’/kgbw/d | KCA 8.1.1.3 /01
N N LY

D

B
Allabove endpoin%use@@

Document N2 @“mes%sulﬁl —m@l. Q&
S % %, @

@

&§ Q Q S Q
Risk a@sme §0r birds (§

The % as

& Stammdls (20099,

The 11

. @ O\ . . . . .
rls@assess&nt @conms‘cem with the proposed EU endpoints listed in

en %)qe&?e follows the EFSA Guidance Document on Risk Assessment for Birds

ssessment follows a tiered approach to assess the effects of plant protection products on

birds based on current regulatory requirements. The risk is considered acceptable, if the ‘Toxicity

Exposure Ratio’ (TER) value pass the trigger values of 10 for acute exposure and 5

for chronic
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exposure. If the TER values are below the trigger values in certain areas, a refined risk assessment
based on more relevant and realistic conditions is performed for those particular areas. @ o
S S
" O
<

Calculation of Toxicity Exposure Ratio (TER) @’Q @& N
9

According to the EFSA Guidance Document on Risk Assessment for Bir{ﬁé& Mammali@og%@ €
calculation of acute and long-term Toxicity to Exposure@io (TER) i@eﬁned as fo@ews:Q\\ @Q @
@

) S &

@) S

Acute risk: TERA = LDso[mg as/@w] / DDD Q& é\g N @© @Q}
Q@

Long-term risk: TER¢r

[l
Z,
@)
>
esl
—
e
%
z
o
&/
g
Q
K
&’
Y
De "

Y
@ X S
. IS OO S %d .
The endpoints for acute and long-term rlsl%sseoss@nt d&@ive fréa acuteand prodl@lon@ ie
respectively, and are expressed as dose @ pe@logm{\n bo&
Q@ > %@ NN
Calculation of Daily Dietary Do@(nmﬁ’ S S O S

¢
Dy
%
%,

Acute exposure: @ N
N @
N N
The daily dietary dose for@singl&application i%iven by the following equation:
Sy i g Wi caidtions
DDDsingle apph@n = @%lc i (? ra@ [kg/h@@ shzéﬁ?tcut V&e (%@90) é\
& N
SR
Long-term expo@e: \© &\
> LS

o R WO
©©©©K§a©@©

2,

@
For a sinogl%lpplica@j)n g&ai%@ietal%gose& iverpy th@follog equation:
O &8 & [SEERSEIN
&DDDsmgle a% ation IQQP ication ral?g/hg@x shorteut yalue (SVm) x TWA
0 v
> > N &
9 & @ O o
e NI s 5 o
Where © S @Q NN
Daly didia 2
DRD ly diglary dose &7 @
A o\@T im@eight av@ge faé%r (= fiwa) based on a default time window of
%, < ZI%ays @ a D@; of 10days leading to a Va.lue 0f 0.53 ‘
N Shortcut value § = ]@R/bw &U@alue for exposure estimate based on species and crop.
RUD @° . Rge pit : residues on feed items normalized on an application

5 %I‘ a.s. .
& f1Kgas.fbp

9@& I ©®) h p@emile@cﬂues for acute exposure, extension for RUD and SV
@ ©@ me@alues for reproductive/long-term exposure, extension for RUD and SV
S SIS

&S 0
o é@@ TS
Stand@ exposure scenario for risk assessment on screening level

The main potential exposure route for birds is expected to be consumption of contaminated feed.
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The risk assessment on screening level is based on standard scenarios, i.e. combination of indicator .
species and crop. @ ©©
Default (“shortcut”-) values for the exposure estimate will be used as provided jn Appendix A@tbe @
EFSA Guidance Document on Risk Assessment for Birds & Mammals (2009(()@) resenting &@ors‘[ ©)

case assessment. o @\Q
%% °\© Q @ %@
It is assumed that G @& & O @Q
¢ animals satisfy their entire food demand in the tre&te? area (PT % , %@ § é\a &
& NI

¢ animals feed on a single food type only (PD =

e over an acute time frame (hours) the animal d on 1tems\ontan:@ ma@num@m L@j (9011@&
percentile), whereas they would ingest fog& conta%nng r@'l re&%}ues oNeEr a 1®\g-te &peri@
(days to weeks), @ g}f & @’ @Q AN .

o long-term predicted environmental co%ﬂkpntra\ff@’ns 0% com@are% with c@wmc e@pm@j can@
calculated as the time-weighted ave Q; age go%centr@wn ault‘csump@ons @93 time win @ of
21 days and a DTsp of 10 days ledding &a tlm@w av%age fa\@}ér ( @ .53.
This factor is equally valid forfeed iteis cotsistingof vegetatio @?s rop%@(/f%

e The ‘indicator species’ used on’scrééning J&vel 1@ § pe@@s bt@@y v@e of ity size and
feeding habits is cons1de to have higher exp§8ure than otpe ies that cur@a particular

crop at a particular time and 1eref§@ pro@ctlve for all oé%her @mes iffhat %rtlcular crop.

S @
~ SN QD @
vian indicator spe@s forfﬁk asg%ssmen% on eenmg levéd N @

The product IMS Q&S & MP@D @le i tended@%e Luﬂ in s@nter wheat for a single
application bet en H 20%nd 32ata phc&%n ratg)f 1 & /ha@rrespondmg to 0.015 kg
mesosulfuron@leth @m wifrter ry&for a@%igle @)hc ¢ipn beggyeen BBCH 20 and 32 at an
application‘ate of 0.6 ha co&@pc@g to @)06 k@neS@ulfur@rmethyl/ha According to the
EFSA @ance Doc isk sessment f@lrdﬁsi@ Ma@ﬁials (2009) the following indicator

ies have to b RS th evel.
species have to be @ress& in r%kﬂasse en scr&mngg

N @’
% @ SRS @©
Table 10.1- 3: @Relec\@l @ndicﬁﬁor sp@’es fo@lsk as€eSsment on screening level
J) f\
@“@ Shortcut value
(@ Ind cator s@ <Eor long-term RA For acute RA
> based on RUDm based on RUDy
Cereals i Smg&l, omm@rous @rd 3]\( 64.8 158.8
o ® o o O
@° N
s A &S R
& @
O Q
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Summary of calculated TER values for birds

Table 10.1-4:  Summary of all acute TER calculations as given under point 10.1.1 . @ @©
. . Refj en
Crop / Compound Indicator species SV TERA @&@gger m@s%?;@@
Winter wheat, 1 x 15 g a.s./ha @
Mesosulfuron-methyl ‘ Small omnivorous bird | 158.8 ‘ >840‘”\TP 10 %‘g\j .10 ‘”\g@
y /{5 é% Q D
Winter rye, 1 X 6 g a.s./ha & @@ SN @ &@
Mesosulfuron-methyl ‘ Small omnivorous bird ¥ 158.8 ‘ &>@ﬁ)5 ‘ /l“Q@ ‘ Q\y n@Q ©
© @
Q N & o O
Table 10.1-5:  Summary of all reproductive (long erm) TER ¢ ulati@s as @;en u@r pomt lt@l 2
@ C%Q SO @
@ Reo Refinement
Crop / Compound Indicator s ec@s S Xagean ER Trigger N
p/ Comp pecits o[ Sk | Theeer o 2o
Winter wheat, 1 x 15 g a.s./ha RN S §g
Mesosulfuron-methyl ‘ Small onk@orog\g“blrd & 64\§g ©l 81 W\ﬁ ﬁ é\g ®
Winter rye, 1 x 6 g a.s./ha > - \ K@ @ 5 ©
@ N
Mesosulfuron-methyl ‘ Smaﬁ%mn@yroui bipd J@ 64 ‘ . @51 & 50 N ho

7og Q RS N
@ % o
Conclusion: According to the pre&nted r§ ass§smen®the rlﬁk to b{% froa@t use of the product

in cereals is acceptable., © o D %y
KN @ § S @@
& & % \ S & o
II1A 10.1.1 A@e to@gluty @gposﬁ@e rat% (’@A) @@ @ @@

N
Acute tox1cl%p0@ ra@o on @we @ev@@br bg}ds § ”\a
Table 10.1.]@-)1: Ac@ DDDand @R ca ulatﬁ(actw@bstan@ m%gulfuron -methyl) on

o ?sgreen leve bir
N @ 4@ )(K\ Q§
. @ D
Crop / E &Ds S .
dc‘%ior %o DDD | TER4 | Trigger
Compound @D ! %mg/kg@*wl Appl.rate | oy e Al Tres
% oY v [kg/ha

Winterwhe%@XI%@;s./}l\@Q Y o9 @

) oT
Mes{?}?&ﬁmn' Sma@’;%g@m@c&zoﬁ@ %@).015 158.8 1 238 | >840 10
© 9 L

. N LS
Winter rye, 1 X 6 aSVha RN \@ y@ S
Mesosulfuron- a Smmomn®rou@ >2Q%>0 0.006 158.8 1 095 |>2105| 10
methyl @ S Q
& > .
N @

All TER ues @%’abo he @miredﬁ gger of 10 for acute exposure. Acute risk to birds is therefore
accept$@% for mtgded@duct uses.
N @
N) @’
)

&
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Iodosulfuron-methyl-sodium + Mesosulfuron-methyl +Mefenpyr-diethyl OD 42 (2+10+30 g/L)

Acute risk assessment for birds drinking contaminated water

An assessment of the risk potentially posed by consumption of contaminated drinking water is @ @6
required according to the EFSA Guidance Document for Birds and Mammals (%09) For deta@s K

point 10.1.2 of this dossier. @J@ & 4, @g
3 S
As formulation IMS + MSM + MPR OD 42 is applied in @reals no poolsn leaf axilsghere \a@acu@w
exposure possibly might occur are to be expected. @ g}” Q\ @ &@
X
The acute risk from water in puddles formed on the @il surface 0@ field when& eaiy) ain @
event follows the application of a pesticide to a @ or bare s%ls covgred by@e lofig-ternayisk @}
assessment under Point 10.1.2 of this dossier.% &° @ %\ %@’ O \% :§
o @ &N A & S
R @ @ & % & ©
IITA 10.1.2  Short and long-term te%wlty@(p({@re rativ (TE ST,@ERU@ @’ @
ﬁ) o & < "\© v S
Short-term toxicity exposure ratio fd®bir, & ° S @ C} N é\f Q
According to the risk assessment s l@me @FS@Q%D b@gﬁs a d@la@ (2§ a &rt-te@@n risk
assessment is not required. Howe‘@r th%endp@jlt fro@shor@m d@ta@ diesge g S-Qay dietary
study in birds (OECD 205) @d be\%sed in%h ac@lsl&@sess fignt wh tlnég higher
toxicity via the dietary expoSure route (10§ LD@SO) &
Situation for mesosulfuro@nethv@ Sh@ ta%studles for r@%sul n- m@%yl gave no
indication for higher t0x1c1ty @the ietary @rout@om&red to Otie ap<§catlon via gavage in
the acute oral stud@ @ @7& @ § O O é& &\
s .9 K @© @ @
@ @ \ RS o\ @2 & @
Long-term t@lty Q*osu@ ratn@m s%@nn%level for b16§
Table 10.1.2591: Long-term DDD &#id TER calcifation (40 @tlve wbstan@mesosulfuron -methyl) on
S @reen@ lev@r birds @ @ N
N @ ﬁ(\ 1@ _ Q
Crop/ N A)EL, | Appl. rate .
Compound ®3“!1d1c%or s%%@%s fmg/k g@] /ha)_ ng MAFm | ftwa | DDD | TERLT | Trigger
. =\ S N
Winter wheat,\i 215 %@s./hz)@@ ci@’ U\ m@ mj@
Mesosulfifon-  [©mall @nnivardus | A
metiy] ird@é\ @ 93,57 $o15 | 648 | 1 (053] 052 181 5
Winter e,l><6ga&fl?a N - &® ©\
¥ Q>
osulfuron- wSmal@lm of@jus N
methyl . @blrd@ o Q 1@ 0.006 64.8 1 0.53] 0.21 451 5

<5 ,@, SR
All TER Vaé@s ag@abov @i{n e requlre ger of 5 for reproductive/long-term exposure. Long-term
risk to b1@§ is t efor@cce@@ble for the intended product uses.

& &S
Lgﬁg ten@ rlsk assessﬁlt for birds drinking contaminated water
An assczment of the risk potentially posed by consumption of contaminated drinking water is
required according to the EFSA Guidance Document for Birds and Mammals (2009). Two scenarios
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were identified as relevant for assessing the risk of pesticides via drinking water to birds and

mammals: @ ©©
e Leaf scenario, only relevant for birds possibly drinking water from $ddles in leaf®10rls g
&

after application of a pesticide to a crop and subsequent rainfall o

&)
This%
1gation. }{ cer@

is only relevant for acute exposure. @
As IMS + MSM + MPR OD 42 is applied in cereals, no pool&% leaf ax1l& v@ere a@@acut&ﬂ
RS

exposure possibly might occur are to be ex d. @ ‘”\a \ S

@

e Puddle scenario. Birds and mammals taklgg water from@idles fornyig@)n th@soﬂ @ Q

surface of a field when a (heavy) rainfall@vent follov@ﬁhe apphcat@ of ape tlc§ @q}
an

crop or bare soil. This scenario is relgié loﬁtem@xpos@% @ @§
@ > @’ @ N :§

13 % @
An “escape clause” recommended in the EFS& Gu&(@nce gﬁcumﬁét for -’7‘ ds a§ Maglmals %009)
allows for screening the need for a quantltai%ve r1@asses@nent @ a %r;nparl@n betwieen t@j

application rate and the toxicity of the re’@pectﬁ&@ sub%.nce @s eséap cl&@e s@ﬁe%hat ‘d to
the characteristics of the exposure sc@arto%@ con tlo@uth th&;lan@d assgiinptions for Vater

uptake by animals ..., no specific c&culat@%s of&xposu?& and\l@? a@ ce@ry h&%tto of

t for acu

effective applzcatton rate (in g/ha to retevant éndpoi ged b@) de&d not gkéeed 59 in the case
i1 e o

of less Sorptlve substances (K< 500 /k%or 300@in thg ase@nor(z sorpm@sub@nces (Koc >

500 L/kg).” ) N SN ~

@ '~ L9
\@©@©§§©§@&

Table 10.1.2- 2: Eval@ﬂon o@ten&@@conceg fm@)osm@> of bl@ drm@ng vme@(escape clause)

“Escape
Crop / § @ ’icatS O(A)E@ @%atl% Q@ clause” .
C <) [§k & rate g adh (@llc % Conclusion
0mp0um® gl [ a @j d] @ No concern
@ < G 18 N (C’@ if ratio
Winter whéat, 1 x 15 g 3.s./ha D ‘[7\% & @’ @ é}
] (OIS <
Me@ furon @' O 15éw S 9§ w09 <50 No concern
methyl S < S
/% Q Q) &
Winter rye, 1 x g@-\is.ll@ @ S (3 Q 8
Q) - SN
Mes::;‘:g;gn @Q; (§® 0\@ Q 9@© @& 0.06 <50 No concern
!"median valug, MCA 7.1.3.1, @sosul{ajon Re (SA@b/10298/2003 final)
@ % §® @%%V S N
This evatuation con@ms t%t) e %k for s f@ drinking water that may contain residues from the
use o MMS + MSMr MR& D 4@15 aggeptal S
d ¥ s
@% & @ Q

ITIA 10.1 @ B@ts % entratm‘tf active ingredient in bait in mg/kg

Not ap@ble spra@appl@lon
@ @ v\g

II% Pellets, granules, prills or treated seed

Not applicable for spray application.

T EFSA (2009): Guidance Document on Risk Assessment for Birds & Mammals on request from EFSA, p. 66

@
S
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IITA 10.1.4.1 Amount of active ingredient in or on each item @\
Not applicable for spray application. @@ &@ @g
D
%% °\©® Q, § %@
IITA 10.1.4.2 Proportion of active ingredient Ler 100 lt@as and per ézam&i“ite@
Not applicable for spray application. g @Q %@ Q§ §” C&©
@ $ O
Q @f S & © &@
ok v L@ R 9 o @
IITA 10.1.5  Size and shape of pellet, ranule@gr pri %\ %@’ 6\ \% §
Not applicable for spray application. Q %@ é}’ @j& ©@’ @Q & % .
S TN @Q S & °c &
X
N X S Q S

N & O
IITA 10.1.6  Acute toxicity of tl@ fog\mulat @v\g Q) @
For animal welfare reason, acute 1 stud@ witior \tﬁtlongare r&@?lely t coﬁtedﬁr birds

when the individual active mgr@lent%g@ve b@@ sh '& rly@@ dev@ of @‘{raﬂt ‘;&icity to
birds. < @

%, %)
Based on LDs of both active subsfances @d fene@fontau&d 1@9rmu£€@on I3S + MSM +

MPR OD 42 consistentl§xs 2000 a.s. /kgﬂ)w 1 abl@@ assuine th@@le guct would not pose

an unacceptable risk té%blrdsf(gﬁleref@e it 1s@1st1 &l to w@@/e t]@acut&test W§ he formulation in

birds. §y é \§ § N ©© @ N @@
©@ S Ne RS & §@ N

1A 10.1.7 O Su rv1sgﬂ@ca%e or fi&d trl\@ @b @ %@

The risk agqgssment ba act bst% cesd @ &@@accqg@ble acute, short-term and long-

term rl@ to birds (ose@Pomt@,bO 1 1 of3his diﬁ“ss1er)\@)r this reason and also considering

animal welfare, n@ewﬁed ca.g@ or ﬁ stl.%%\wnléﬁhe preﬁdratlon was deemed necessary.

@%@%Q%
NS & &

ITIA 10.1. 8@ Ac@pt onﬁut, @anul@}or teeated seeds (palatability testing)
@

Not appl %le for spr%applon @’ﬁx’ @@2 S

N @
o § S . L Q@ 3
INA'10.1.9 Eﬁects@’f s&@nda@' pm&@nng
Substances a high’big um@ ion (%ntlal could theoretically bear a risk of secondary
poisoning for birdsif feedjng on contaxfiynated prey like fish or earthworms. For organic chemicals, a
log Po\@} is S@d to tgéger in-depth evaluation of the potential for bioaccumulation.

T@g Pagy of me@sul@on—methyl was determined to be significantly below that trigger (see Table

10, .9@©

Thus a risk assessment for a generic earthworm eating bird and a generic fish eating bird is not
required since bioaccumulation of the substance is not to be expected.
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Table 10.1.9- 1: Log Pow values of mesosulfuron-methyl @ @6

Compound log Pow erence @) 4
(190) &
Mesosulfuron-methyl -0.48 (pH 7)* -142043-0@1 N
Alcazs © & 6
\ Q,
R \\ N

* mesosulfuron Review Report (SANCO/10298/2003 final) @
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ITIA 10.2 Effects on aquatic organisms .
& &
Ecotoxicological endpoints used in risk assessment @\ §
Table 10.2-1:  Endpoints of the formulation IMS + MSM + MPR OD 42 used in assessment@
P C o
Test substance | Test organism Study type Endpoint “VReferences, NS
[mg/L] S > S P
Fish, acute C» & \ i
& * @) 7| o
Oncorhynchus mykiss static acute, & LCso 8@3 C03874 N @ @
(rainbow trout) 96 h @ Q& N@ZS 670-
m% ©°  RIIA 1022, 1/09
Aquatic invertebrates, acute o o> ° e
N o & N ow, Q 03) (.
Daphnia magna stat@acu%&,@ E@? @%7 6 @@ 815
(water flea) %h Q> @ Q" (\M -224826-0
IMS + MSM + N S .S OFKILA 10222001
MPR OD 42 | Algae @ *& %@ AN >
Q X
Pseudokirchneriell<©Q %wtho\Q § ) §
subcapitata Q irthibition, > ) 6@ <@
2 & O O M- 3294&1 1
(greenalga) o 7 (A2 O & SO kA 10.22.3/01
Aquatic macrophytes @ S @> ¢ ©)
LN N R S - T (2003)
Lemnas, l%a © %Qro ECsq o § @ 713
ion, o | QY 884
(duckwedd) @ o |70 6@ O w 23377-01-1
& & 'S O A KA 10.8.2.1/01
< ) NS
Table 10.2- 2: @ndp ts for tihe ac ggve sub(%nce m&nsulﬁiﬁn-m@y] agﬁnetabolites usedin  risk
@ ssessiient ) 2, @ @
5 GRS Q %@
Test . .
substarice Test g@ami}&y @ Tes@’ysu}gl Eﬁr@mmt fag/L] References
Fisiacute ©) & O 0 9O
RSN S B ol (1999)
@Q % I > M-186666-01-1
Oncc@ myk@’ ~ LS KCA 8.2.1 /01
@D | (rainBow t@lt) Q S K
Q a@ ~ Sy B 2. (1999)
% Lepomz@:acr@mms %: Act@s@stati@ LC >~ 100 M-186597-01-1
@ (blue@ll sun@ % % 50 KCA 8.2.1 /02
N
Mesosulfuron- C)%@mo %van%tes § \© F
\%ethyl fﬁqeepsl‘@ § M-2388( 12(())?011)-1
el SHES KCA 8.2.1/02
@ Kish} cm@c ~ &
NN _ B -t 21 (2000
@@& @%”?0’@” ”%@‘y kiss | chronic, NOEC 32 M-187567—0(1—1 :
S &Y (rg\%”’ow 28d KCA 8.2.2 /01
§ @@ @uati@nvertebrates, acute
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Test . .
substance Test organism Test system | Endpoint [mg/L] References @ @
N
et al. (1%9) (o
Daphnia magna Acute, static, | ECs, >100 186707-01-12 S
(water flea) 48 h GKCA8241 /01 | ©
Mysidopsis bahia Acute, static, % Abedi et @%00§ ©
(mysid shrimp) 96 h @so >109§9 M- 2388<k1 014 7 &
& @ KCA 4 @4 @
Q &
Aquatic invertebrates, chronic & X O Q S
] @
. chromc, Q 0 $ t al. (20@2)) q
ggﬁfﬁe’g"g’m semi s@ NOEG, 1.@@ -19& @
21d &N @ K% 25&/01 <
Algae @ @
% <
Pseudokirchneriella @ %_h\ @
subcapitata <®Q K wib @
eendlg) &7 ’%ﬁbm&l é
272 ]&@,
%
& .
Aquatic pl%nt @Q % &
> @ v N (2013)
2 % 9 & o| & 5 | Mot45139-01-1
@ Geowth S)
Le gib o o A 8.2.7/09
hlbltl ;4 BCs O 0@429
( wegd i@ & NI 2014
o \ % Ol o & @ | M-487405-01-1
@@Q NN \\ SN § 1 kCA 82710
\Y) Y
V& O RN &P S e . 2009)
° M-329474-01-1
2 Aq“at%&l’lam% % Grotwih §@ H \é’}’ KCA 8.2.7 /08
@éha[ ase inhibitio aved on 0.0017 -
A& b SRS I 2013)
Or f’&s ect@gg @?&ef@ RN M-445139-01-1
SIS KCA 8.2.7 /09
@ Algz@”’ § & S
1\®)
Q P@do% nerillas b)ro“%% Nl B 2005)
% subcapi %: lnh@ on, @ E:Cso 38.0 M-255087-01-1
Fé@ (greeaplga) OQ @ |2 L KCA 8.2.6.1 /04
AE F154851 -
Agquatic plant N Q
Y % S ~F,
N Lemna@%ba @\ Q Gro&h _ (2005)
@} (duck weed) @ | inhibition, E:Cso 0.11 M-255283-01-1
< o X dtatic, 7d KCA 8.2.7/11
& [ Aigae © 2
& @§Jseua@})rch illa Growth B < 1. (2000)
& S sub aplta inhibition, | E:Cso >100 M-198314-01-1
Y @@ g@n alga) 96 h KCA 8.2.6.1 /02
@ Fl@@ A)quatﬁ)lant
©® Growth
Lemna gibba R (2000)
(duck weed) ‘S‘::t‘i?t;og’ EiCso 26 M-198076-01-1
’ KCA 8.2.7 /03
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Test . .
substance Test organism Test system | Endpoint [mg/L] References @o 6
Algae &
@’
Pseudokirchnerilla Growth M (200
subcapitata inhibition, E.Cso > 100 q -254084-014
(green alga) 72 h KCA 8.2. 6@/05
AE F099095 Aquatic plant ~ %
. Growth © > ? @
Lemna gibba nhibition, | B.Cso ~Q00 % &
(duck weed) 0. 7d & ® 87 Q Q)
static, @ I K@% Q2 o
Fish, acute @0@% R @@f A L 7 @&
J N -
Oncorhynchus mykiss Acuyte, static @ > oy (19&’%) ;§
(rainbow trout) 96%% @@ L(;iyﬁ &%4 @}’ A184221§{;)01 41
Aquatic invertebrates, azcﬁ\tse ~ - A\ U@ ~ @ $@
N v
. . . & N 1993)
o e §@ zo1 0
. CAEY4.1 02
< M B
AE F092944 | Algae R e @% S S Q@\U
Desmodesmus@y %, ] @ O
subspicatus ™S "N %fwth v S &@Q & w}%)
(syn. Scenedésmufs, bitién, BCso >§60 EHM- 1%421 -01-1
subspicatis) S) @%2§@ & o § @ I%@ 8.2.6.1 /06
(green alga) @1l & SN AN\
Aqjiatic pl@ﬁ @ & o & o ”
§ ot @%&W@ S S@@ QQ o, | I 000)
inhibition, E: 10% M-186916-01-1
q “C\ 9 & | shasic, 7 @ Y |KCcA$27/13
@? A@atlc&ﬁ)ﬁt 7 %l & ©§ @
AE FI60360 | Lommdeibpals’ &) Gr@n ct @ I 00)
&% (du @é@se . d§ @ mhlbmo§ E@SO o > 100 M-199266-01-1
| Qitic, 7 N KCA 8.2.7 /04
@fuat%c anté@$ S % O© >
D @ | Giowth B 2014
AE F140583, | Le ( g’“’@ G | hibitien) 50 >10 M-486658-01-1
Q @9 a [R%statlcﬁd 3 KCA 8.2.7 /14
o S Q
% Algae &D & @
@7 Pse. %kzrch@rllla (@wt S - -(2000)
“ b @ pmhibition,  [ECso  >100 | M-199529-01-1
N (ereen afga) - Q96 S KCA 8.2.6.1 /03
AE F147447 ) Aquatic plam @
$ o X - -
& @ia ~ ofGrovth (2000)
% . . ..
O @%uck@eed) N 'S‘::t'ilz“;og’ EiCso > 100 M-198273-01-1
NN @ ’ KCA 8.2.7 /05

Aﬁ@lbov@ndpomts use§n risk assessment are consistent with the proposed EU endpoints listed in
Docurfight N2 for mesosulfuron-methyl.
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IITA 10.2.1  Toxicity exposure ratios

Predicted Environmental Concentrations used in risk assessment > @®\

Formulated product: %

o

Spray drift represents the only route that might lead to exfigsure of surfag?water to th@fon&‘iﬁmed é\g
product. Since integrity of the formulation will be lost u%m soil contacy, indirect e@ ro@ suchas
run-off or drainage processes are not of relevance fo@formulation@sk assessm@ﬁ Q @@ @@}
oy 9 Q & (N
As a tier 1 approach, drift PECsw of the product 1¥ calcglated @md@mg s@dar(%inft ratgs and@
S

standard water body, which is 30 cm deep an@vith(g)ﬂpa&% Vfég%tio@ S %
o @Q Q @ @7 @ % & °
S .7 N %r < @j @
Table 10.2.1- 1: Initial maximum PEC;w v@%eso G&Ee f%ulatg@, consid ing%@ray@&ift aggr one §
application as @?ﬁte Q&Fntry f\% vant.fo th&ﬁ@odu&g {@ N Q

V%)

S

&U @ Driftrate le%ter@eat, N §Vi éPrye,
Compound ScenarioQ (7 O | &J1x18L/hag G 1x4.6L/ha
P R R (ar@%e cr ) @\@ {‘i' SW, ma@ Eg §{ECSW’, max
§ S Cingllg, - Q" [ng/L]
small static dftch, Qy N
IMS+MSM + | atth€dge ofthe 4 7 % . @5 N 2 554
MPR OD 42 tréated-field bufey | AN S :
% &P s P
kater d@ﬁ‘l 0.3, ° o

O Q&
PEC derived from calgfation ofentgﬁx st d ditdh'via @y d t (watefBody 030 cm depth), according to
BBA (2006)?, takingsito aggount ecified density of'the produgct (1.000 g/mI@y

ed @ S AN @ AN

Bold values wer Ox risk astgssment
3 o & Sy £
. S . N e & 6
Active subsatjlnces afd me%’bollt@ % N I3 @ i~
. 5
Predict vironmen @?}\éon ati@ for the acti{ sul%@nce@»d its metabolites relevant for risk
assessment were calg atedsin Surface W§ %(PEstgl[d in s&&iment (PECseq) according to FOCUS
surface water scendtios as descrghed ig\;%letail @Jﬁsoin A %7 (active substance) and IIIA 9.8
(metabolites) %‘fﬁis MGPd ent »@&’ IS
IR RGN N
The relev%t PEC values @nsi ed fo@ER@ culaffons are summarised in the tables below.

R Y
@
X

MaximurY values arc{@d forisk ass@ssm@%@s. Q\%
> v o @ &©
A SN
& O é@ S @
O
> SO
N ®
N & <

2 _., (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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Table 10.2.1- 2: Initial maximum PECsw values for mesosulfuron-methyl and its metabolites

at FOCUS Steps 1 & 2 éf S
a) originally submitted simulation — KTITA 9.7/01 and KIITA 9.7/01 ®\ §
Winter wheat, N’ Winter ry, ,@ ©®
Compound FOCUS Scenario 1 XPIE“SCgS::;)/lg@ 1 >l<’E6‘,Cg a.s;/fla D %
cal  Ingps pel] - &
STEP 1 X 4.830 B | @ @
Mesosulfuron-methyl [STEP 2 — Northern Scengrio 1202 Do.asy” LV é
STEP 2 — Southern Sce@@tio 9.986 Q 0.39% Q @Q}
STEP 1 ) N.7285° A 8291 T &
AE F154851 STEP 2 — Northen@énarlo N 0,198 9069 9 Q@
STEP 2 — Southgrn Scenasio Yooadu Y _$0.056 L
STEP 1 Qo @ 9.449.%° gy 0,180
AE F160459 STEP 2 — Northern Sgehariog) | < 0.1287 | @051 &7 &7
STEP 2 — SoutheritScenario |3, 0&8 o 0.043° §@
STEP 1 o, @ 9 6326, | &7 0130
AE F099095 STEP £ Northern Setrario | 20.0790° &Y 032~
STE® 2 — Sagthern’Scénaridy Y 0.06Y N ©:025, 9
STEP1 o ¢ & kY 009 o7 ¢70.040
AE F092944 STEP 2 North@n Scefiatio @°  ~9.024 © [sO 0010
EP 2— Segthern Scenario @%.028, ~@yos
step1 O S @ | S aw .Y o0.164
AE F160460\@9 STEP 2 ¢Northegh Scepario [ . 0.700 O | .7 0.040
STEP 2 — Sou Sg\@arloﬁ o 0.082°% sy 0.033
OSTER Y ~ | ©0.229 7 0.092
AE Fl@§4 smz wrthe@cen@ o, 0.028 0.011
STEP 2 Southern &:eﬁ@lo g Q023 @ 0.009
STERI N o 0.198 0.078
@@:147@ 0 STER?J — m@%en;fﬁeenar*® 0.054 0.022
sggpz-\\?outhgg’écen@ﬁo ~ «g@s 0.018
JBold valuestwere “for assessthent “ Y
> A
A O@©Q§d<®(@o©® %@\@
RN SR N
2 @ $ RS ©©
v O & .9 o O @
QL OO S O D
SRS ,@ & @
) S @ %
@7 °\@ Q @ N
Q AN N @§ 9
S ¥ & O
@"° N
@ u) é@ N @Q
< Q & W
¢ & O
& N) % Q
SIS IR
S LT s
€ o
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Table 10.2.1- 3: Initial maximum PECsw values for mesosulfuron-methyl at FOCUS Step 3

@
Mesosulfuron-methyl @ @® @
. o L
. Winter wheat, Witftter rye, o
FOCUS scenario 1 x15ga.s./ha koég a.s?]/ha @Q S &
PECow, max N PEConmn S 7| &Y
well < & el o e
Step 3 o R S -
D1 (ditch) 0161 @ < 0063 R O] X
DI (stream) 0.118 = R g 047 & N &@
D2 (ditch) 1.6010) @ 0576.Y  © @
D2 (stream) 1.010 NN 100366 - Y =
D3 (ditch) 009% @ | S @ .
D4 (pond) 0.024 o> o o Y 008 o &) |&°
D4 (stream) w0079, N, o AP031 S 49
D5 (pond) o 001 @ ] A S 0.0 v,
D5 (stream) Q0078 N A | A ¢y 0881 o> N
D6 (ditch) T 102 N T oM & 9
R1 (pond) Q 0.006 >, > o A0.00FY o Y
R1 (stream) RN S @@9 EYE Y N
R3 (stream) NN 8325 0 & [ @Y o o o
R4 (stream) N @.24@& Oy & x ~ @100 3
Bold values were useod\ for r1§ @sesm@ﬁt. § @} % Q @so\’
o O ¥ .0 O

Risk assessment
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The risk assessment has been performed according to “Guidance Document on Aquatic Ecotoxicology

in the context of the Directive 91/414/EEC” (Sanco/3268/2001 rev.4 (final) 17 October 2002). @ ©©
The “Guidance on tiered risk assessment for plant protection products for aquatic organisms in&dge- @7
of-field surface waters” (EFSA Panel on Plant Protection Products and their ues, 2013 &@F S%@
Journal 2013;11(7):3290, 268 pp. do0i:10.2903/j.efsa.2013.3290) has been cotidered whe@ @\

appropriate. &% A2 \zs@
. . X @ OIS @ @
Toxicity exposure ratios (TERa or TER_t values) are calculated bas@n endpoints®f thesgiost é\a &
sensitive species per organims group, and worst-cas Csw Valu§ &© N @© @q}
o & | & @
o) N \ %)
X N . T T AN
'S © N é% % IS N RS
Summary of TER values for aquatic orga@ms%@ g}f @ b@ X AN .
Table 10.2.1- 4: TER overview summary f&%}rmg@ed g{%u%i Q % ©@ © @j @§
as detailed und%lzj)gpoi;ieml.l@m 10.& ) 1&9 & N @%}‘é\a ke §\§
Crop/ Organism e- E@(IUS@p TE igg Refinement
Compound group a@j % N v © ng S g» used ?
Winter wheat, 1x 1.5 L product/ha< & S A O 0O O N
IMS + MSM + Fish @ | “acute O] Berldri® | ©°638 O [ 400 ¢ No
MPR OD 42 Invertebratey acuted Tier | diift  [O 549y s 1000 No
Green glgae A lon@é’rm o> Tier {@drift YN No
Aquatig plants 1o@-ten\x§ Tier | drift~| 2638 O S@w No
Winter rye, 1x 0.6 L product/ha) ¢, Q a7 O « [©)
IMS + MSM + QFish @ o acgle [ QTierddrift O 1394 [~ 100 No
MPR OD 42 Afertebrates &} aute Y Tieaddrift@ 1372 100 No
~ Greefoalgae ™ | long-terihy, | Tier 1 dritP | o 214y 10 No
7 Aqaadic plants  |%Jong-teph SFier Ldrift @ 15.96¢ 10 No
#) no refined ass@?smen@ndua@) at p((r%dﬁ)ct levi%refm{@ent at@@t@l}:/e su@tanc%@el will cover the situation for product.
Ko
> Dy SN
A & O & SR ~
PFOUFSITEE S
2 @ § & NS Qb
o O ¢ .09 o O @
Q0O S & b
9 XN & @
<) N @% y %o
@’ NS @ N
N Q
Q AN N @§ .
¥ N
&3 o
LS Q
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Table 10.2.1-5: TER overview summary for active substance mesosulfuron-methyl and metabolit¢s, as @b
detailed under points 10.2.1.1 to 10.2.1.11 Q\ 93
Crop / Organism Time-scale | FOCUS TER @V Trigger & 1n(i@t
ompound group tep used?
C S o
Winter wheat, 1 X 15 g a.s./ha ® N
Fish acute Step 2 Fa > 83 195v 106, [ < “No &
long-term | Step 2§ 2;%\2@ @@B A $@
acute Step,2 > 95 00 b @
Invertebrates long-term | Step)2 4,498 O~ 10X 0
reen algae ong-term 241 No
Green al I 2 N4 ICY Q ~ Nog,
DT, @ T [
o tream} 9 SN R,
N D S
Q @ g (du@ @‘ 73 o < AN .
% @Z}%’ G2 (s m) Q @7 @&
Mesosulfuron- {N B \\ ltCh) 1 %, §
methyl @ N @ |D4® on(b BT S
Q (Eig é\g %4 (stre@;n) &914 8@ SN
Aquatic plants @4 <?ong-@’m “~Step 3 § 5@ Yes
o <& & & |pfue SQ i
| @ (di Aty &
%y § &, @ R1 (pgnd) o\@ &
e o N I 195008 N | D
KN % 2) § @§ @&trea%ﬁ% % 64{0\’
o SV e Oy L [R(steam) 3606
N e S R4 (sfram) > 4 16>
AE F154851 QGreenalgae O longterm [YStep | @ 219653 10 No
@Aqu@t@plan&s\ long-terits, | Step?2 |2 3636 <& 10 No
> Greph alga “Jong-tepn | Step 2 $781 %50 10 No
AE F160459 % Aﬁﬁmatlc\zp@ts ~long“term f@itep ] o 20@3 10 No
AEF 099@ Green algae, 9 lo%-tern% Step@ | . > 1,265 823 10 No
N Aquatieé plasg>” | dMg-term | Step2 {1265 823 10 No
. @Fish O acute® | Step2 ™ . Y0 583 333 100 No
AE F092944 ~@vertebrates & _adute StepQ, 9 708 333 100 No
Greey algacQ | lans-term 9] Step?2 | &) > 23 333 333 10 No
”Aq%@? plags | Jong-texm | S@p2 IS >4166 667 10 No
AE F160460~9  Agjatic pfahts - Tong-tefm - “Step.2 > 1000 000 10 No
AE F140584 Aquaticplantss)>| loggdterm, D Steg? >357 10 No
AEFL4 ﬁ Green algaey | topig-tepn~ | Step 2 > 1 851 852 10 No
@ Aguatic pla long-fermn | Step 2 > 1851 852 10 No
N % @
%o v S
N Y S s ]S
> @
AR I SRS
SN
< Q" & ©@
& &S
Ol
N @@ N o
@ & v o
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Crop / Organism Time-scale | FOCUS TER Trigger | Refinement
Compound group Step usg@f <
Winter rye, 1 x 6 g a.s./ha . A
Fish acute Step 2 >207900 %] 100 ONo ~ ~
long-term | Step 2 66 528 N 10 [« N
acute Step 2 >207900 100 A No
Invertebrates long-term | Step 2 3742 =\ 10© No 9|
Green algae long-term | Step2 (5 603 ¢ JO> |, NoS
DI (ditch) @ 18.57 OIS ()R]
D1 (strean@@ 24.89 @ X é\ﬁ Qq
o> | D2 (ditchy, 23 & Q © &
@ ®
Mesosulfuron- % D2 (str @03 20 & & @) &@
methyl ditch) © © @
. nd) ° \ 25 6\ RS
. t 74 ¥
Aquatic plants long-tenéx St@@% (; éea @@92‘5% i S %%es )
KN > @ 5 (s 37 4 ® @ '
"I RN dtc ) % @
&, @} ond)&, 00 1Y §
@ A (str W\Z7 21 @ @
SIESERS o
oY &L @Rs (st@m) %
8 v S R4 &tream) @ N
AE F154851 Green algae longyterm ¢ Step® | &7 5500725 @ QO 10 ' No
Aquatic plant® | 1Bng-termi®] Stgp2 | @7 594 Y &P 19 No
AE F160459 Green algae 1dng-6@m | Step 2 7960984 [ No
Aquatic plants ~b longstgrm {,Step X0 50880 - ° |10 No
Green afgae loffg-ter Step?2 | & >3425 0008 A 10 No
AE F099095 Aquatic plag) @ng-te@‘§ S&p2 |©° =3125000 ©f 10 No
QFish @ B acpe | Step 2 Q5 406900 o> 100 No
AE F092944 Aflerteprates &}  atute  [PStep® | @ 23300000 100 No
> Greehhlgag™ | long-terin | Step? [ <2 > 5000400 10 No
Y~ Aguatic plants  [%long-tegph | _Step 2 200 000900 10 No
AE F160460 O]  Aguaticplats  [Plongtterm [&Step 23] &> 2 50 000 10 No
AE F140584) Aquatic plants © losig-terniy) Step@ | - 2909 10 No
AE F1 @7 Greejralgaey’ | d0wg-term | Step2 & 24545455 10 No
Aqgffatic plants | Tongferm | Step2 ™} . >4 545455 10 No
S o ry
§ RENIIAN > O >
o & N SN
@ Q S @ o § g
1A 10.2.59 TE@A f n@(?sh S & D
Table 1(3/@1 1: TER/&Salcula@ns (f@%l l%ég%)p g;@cjt) for fish based on Tier 1 drift calculation
@ \ -
@ N . & Jf@pomt PECsw,max .
Crop/ Compoun% & §peoc1@v C@ @[ug L) [ng/L] TERA Trigger
Winter wheat, 1 1.5 L prodt&c@ha @ &U
IMS + MSM 4 MPR.OD 42J& mykiss” | "ECso 8830 | 1385 | 638 | 100
Winter rxég X (}@L product/ha @Q
IMS + MSM + MPR OB42 [Q:pivkiss | LCso 8830 | 554 | 1594 | 100
&S S
cL T

&
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Table 10.2.1.1-2: TERAa calculations (active substance mesosulfuron-methyl and metabolites) for fish

based on FOCUS Step 2 @f S
S @§
Endpoint PEC N e O
. napoin sSW,max .

Crop / Compound Species TER, Trigger
pTompot pect [ng/LI [ng/LI )@ s | Tridee
Winter wheat, 1 x 15 g a.s./ha <) . QO ¢ %

i A
O. mykiss . YC@ SN Ry @ @
Mesosulfuron-methyl  |L. macrochirus LCso > 106000 1 > %495 §D +0U 4
C. variegates & R Q) 2y D m@ %@
AE F092944 O. mykiss LCso 254000 | Q0.024 . | Q07583333 | © 10Q@
- -
Winter rye, 1 x 6 g a.s./ha Q?@ N LY = \Q 9 Y
; o a 'O QS -
O. mykiss & &) N RS S RS
Mesosulfuron-methyl  |L. macrochirus | L&y %@100@9 @%0.488@’ @§m 00 |5 100
C. variegates A Q@ @ Q N Q fg@’ @%
AE F092944 0. mykiss VLCs Y 284000 & Q010 25400000 | 00
2 @, © >
RIS £ O
5 @D Q & Vel °
Q
——nn K w e | e
& @ WEE Q
N R © ¢
%>
0w |
6195122 100
> 135135 100
14941177 100
ROUE S
N
D SN . S .
All TERA Vah@ mee@e r@re O§d10a®g an acceptable acute risk to fish for the
intended usé®  © ©© O
) Ry
& 2 «Q
N N
MAL0.2.1.2 TERL far fishe
A
Table 10.2.1.2- 1 @% TERI@? calcildtiong(active substance mesosulfuron-methyl) for fish based on
& N
T o O
@ . Endpoint PECsw,max .
C synd S TER T
rop si?‘@om N pe%@ Ing/L] Ing/L] LT rigger
W@r w&@t, 1 X@E g fg]\\lﬁla
Mesosulfaron-methyl |O.mykiss | NOEC 32000 | 1202 | 26622 | 10
Wintwf'ye, 1x6ga.s./ha
Mesosulfuron-methyl |O. mykiss | NOEC 32000 | 0481 | 66528 | 10
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Crop / Compound  [Species . B PEGoms | 1ppy; m@?

Winter wheat, 1 % 15 g as/ha & @

i—l-l- -l-f’-é\ _

Winter rye, 1 x 6 g a./ha O &

[Mesosulfuron-methyl 0. mykiss | NOEC Q|glﬁi\l§@
Q

& & & R KN
The TERyt values meet the required trigger of 1 @icating an\ accept@e lor@\-tert@sk tg@ﬁsh f@
the intended uses. « & Q@? v;?\ Q b\ \% @
L
S LTSS A

5 F T E Ve ¢
IIA 10.2.1.3 TER for Daphnia ' (S O & 5 O o £
T cons (faBoalate T SIS
able 10.2.1.3- 1: TERa calculations (fgxmulated product) fotaquatic | Vergbrate <

based on Ti@ dri alcul{%n s fog h@ S @ &

N d YV PECavm© "~
. b @n P SW, may .
Crop / Compound Sgi@es K ’ n ) @Q o/L. ®&R§§ Trigger
Winter wheat, 1x 1.5 L product/ha $ < .~ &w .9 4 >
IMS + MSM + MPR OD 4Z4D. mdgna N ECx? 7600 | 1885 %9 | 100
Winter rye, 1 x 0.6 L pr(ﬁuct/(@ o S @ é G v <§
IMS + MSM + MPR @D 42 |[@Pmaghte” | 5 ECso §’ 7 O s8¢ > 1312 | 100
S (O 5 NN 9 @
Table 10.2.1.3- @'@I‘ E@alcula%ns (active stanc&\mesosﬁuro Smethyd and metabolites) for
& & aquélic invértebrites bas%ﬁm FOGUS 2 @

NN & S

S X AN ;
Crop/&éfompoundo @ @ci% Q° Endpoints, OPECavmax TERA Trigger
RO A ©° o Ing/ld Y [ng/L

Winter wheat, 1f>@1\75 gas./ha & N 9«@7 © Sy
Mesosulfuron-methyl Q" [Bhagna® | [8Cs S 100,900 1202 > 83 195 100

AEF0929440° O b @a ANECsS 233000 0.024 9 708 333 100
Winter %@2 1x6g a.s./ha” @Q @%——' . 9 @
Mesosulfuron-methyt. ~  [DNnagna |  ECso0 S>> 100 000 0.481 > 207 900 100
AEE092944 > D magna JOECH 233000 0.010 23 300 000 100
(@) @ &©
@" N
Y AN
&3 o
Y O & 9
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Crop/Compound  |Species . B TERs
Winter wheat, 1 15 g a./ha RS
Mesosufuron-methyl |D. magna =100 000 T Esaos
AE F092944 D magna 253 000 5682921
I_I < > @ e
— )
AE F092944 D magna K E
Q@% @ R 0o &

@
: N D LS
All TER4 values meet the required trigger of&O, ir@@gaﬁr@@% aggg\ypta%@cutg@k t& a?luat%

invertebrates for the intended uses. % ) @;\f \@ Q % o S @? @} o
NSO OO s S
Q@ > O %\§ SRS
IIA 10.2.1.4 TERur for Daphtiia & . & .0 S @@ &
Table 10.2.1.4- 1: TERLT calculatio@ (Q@;{e substance osu I metdbolites)for
aquatic@ven;téhrates based OCUB S/te[Q < @ &
@)
T g g
N & dpoiat O sw,ma .
Crop / Compound jﬁea{s&% 4 Sl gé@} § « [ug/L% §ERLT Trigger
Winter wheat, 1 Xf@ a.s./l@ @?\’ @ § §9 © Q &
N I
Mesosulfuron-m;c@ Doiagiia, ” | “-NOEC i 0 O @%1.2(:5@ 1 498 10
Winter rye, b@g@a ) & @\\@’ S S § o
Mesosulﬁlggl-methgz@ D. ;}Zzgna@ QgﬁOE% 1 84 @ @?;?481 3742 10
o X & N
AS @ . § S » .0
Trigger
10
2432 10

The TERy @ues@eet reqlgre trigger of 10, indicating an acceptable long-term risk to aquatic
inveﬂe@es f@ e int@ﬁded@e .
<
K% @@ N o
S & @ §
II{{A 10.2:1.5 TERAa for aquatic insect

No specific studies on the acute toxicity of the product to aquatic insect species were conducted. The

w1

product is not an insecticide.
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IT11A 10.2.1.6 TERLwLT for aquatic insect

No specific studies on the long-term toxicity of the product to aquatic insect species were conduc@ QS

The product is not an insecticide. > @Q\

s -
IITA 10.2.1.7 TERAa for aquatic crustacean Q> @
<

No specific studies on the acute toxicity of the product to @uatic crusta&%an species wete con\d%)cte X
IIIA 10.2.1.8 TERLwr for aquatic crustacean . %, Vv & O

@ Q R ©
No specific studies on the long-term toxicity of theaégoduct to aqt@lc c%staceé species werdY
conducted. QO? Q} @

~
N R %G
ITIIA 10.2.1.9 TERAa for aquatic gastro@)d %gflusﬁ}’ Q®§ b@’ @Q

No specific studies on the acute toxicity @i%he pm@uct\%& aqu@c gas&%)pod @H use §

conducted. @} °\ (2 @ \ & S)
S &Sy of @Q

IIIA 10.2.1.10 TERLT for aqt@tlc ga@?opoﬁ m ﬁ%{sc ©@ @Q @@ 2

No specific studies on the lon%@rm tegl@c:lty &the @duct@%q gas@g%oc@olh% species were
S &@ 2 O
s S0 &y
o\@ 9 § & S o < X
[IIA 10.2.1.11 TERGs for@ga% © & \ S &

Table 10.2.1.11- 1: @ T«&RLT cx@ylatm@ (formﬁatq@odu@ for algae b@fd on Tier 1 drift calculation

conducted. %,

@ \EndpQ%lt @ §ﬂECSWax
Crop/Com%@ld <i%pec&s o (%\\f@ﬂ [ @%L] @ | I gL] TERLT Trigger
>

Winter wheat, 1x 15 L product/fia A\ @
) \“J O

O NSM+ MPR Ly subégpitata S &710.05 | 1385 484 10

N
Winter rye, 1 x O@pm(ﬁlct/ha@ oo Y %\

IMS + MSM + MBR | Y S
OD 42 o @@sub mn@@ EsCso @5@710 < 5.54 1211 10
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Table 10.2.1.11- 2: TERLwr calculations (active substance mesosulfuron-methyl and metabolites) for algae

based on FOCUS Step 2 @ Q@
N
g::tln)p/oun d Species Eﬁ?gp/;l]n ¢ P][if:gs;i"im )@@ TERLT (\ Tg‘i@@r
Winter wheat, 1 x 15 g a.s./ha & 9
Mesosulfuron-methyl |P. subcapitata E.C . 1 2@ i > 1@? @
yl |P. 1% Cso & & D 4
AE F154851 P. subcapitata | ECso 073 219 653Q &10 N
AE F160459 P. subcapitata | E:Cso ;;%;,oo 000 | R0.128° [&+781250 | Y 107
AE F099095 P. subcapitata | ECso 0> 100 000 00% _[>1205823P ¥
AE F092944 P.subcapitata | ECg > 560 oog© 0024 50 >23%833338 | M0
AE F147447 P. subcapitata | ECso 2100 99’@ 00058 | Pissgss2 ) 1q -
Winter rye, 1 X 6 g a.s./ha % % Q @ 9

X
Mesosulfuron-methyl |P. subcapitata Er% i %QASg}? @ O 10

AE F154851 P. subcapitgéf ﬁ@so 38 000~ fk 0069 ¢}’ 550725 «J° 10
AE F160459 P. subcapjtata |, PECsq? > @ 0000 2005172 | >d)J60 784" 10
AE F099095 P.subdlpitadls E€s 900060 | @%0.032 | >3 1289000 10
AE F092944 P. subcapitgia | &Cso o> 560000 Q010 - P> 5600 000 10
AE F147447 Psgitbeapitata | DECsS” > 00 0000  0.022,0% | 2545 455 10

b o

i

T
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TER for aquatic plants
Table 10.2.1.11- 3: TERwLr calculations (formulated product) for aquatic plant based on Tier 1 drift @ @
calculation S
\%9)
. Endpoint PECswmax | )
Crop / Compound Species TER Trigger
promp P [ng/L] [ng/L] )P’ . rige:
Winter wheat, 1x 1.5 L product/ha & ©
IMS + MSM + MPR . ©) & S S e
o L. gibba ECo 884 G 3G 6@” SR
Winter rye, 1x 0.6 L product/ha @ &U Q § S
IMS + MSM + MPR . e~ R ° N
o L. gibba ECo B84 s 1R 15@ b 8
Bold values: trigger is not met and further refinement i&&equired@° @U R %, @Q N v
Q @ X @% v @y
% Q%%a @Q Q @ Q> & @% @& ¢
Refined risk assessment for the formulﬁied &mdu £ > &% ©)

S
For the drift entry of the formulated puctgg% hlg]@g@tler Q{pos%@:alc&atllg@% av@able ®OCUS
n

surface water calculations can only e perﬁ@}m the«\mdlw{ (%% ce @)
PEC,y calculations (tier 1 as wellx FO@US s@face yater) @? base®on ce o of 1%mnediate

@ S
equal distribution of the actlbstane in the wat&bo dy% nd@mese conditiens — gstant and equal
dilution in a big water Volurﬁ% itgan be that the propésties of the, f@ﬁnul ts will no longer
influence the behaviour &F@le act@e s § he&ame anaries alsO@ﬂ B§d in laboratory tests
on aquatic plants, whe&e the t tem@s equ ute@l thégest solutlon re test organisms
are put in the syste@d whére t@orr%@tlon 1t1ga y dec@mp@@s ovéﬁhe test period of a 7-
day static test. & §\ NN - \@ é@ @& @@
$ & o © & &y %
Given the wel -kno@Ql exc%ption% toxi i‘f% of, sﬁ?ony@ea ty@ (A&@mhlbltor) herbicides to aquatic
plants, e@cially to Le@n gi @tlﬁe to umt th&@)}lcny of the formulated product
orlglna&s excluswely@fom a@htlve e fec@ﬁf 1gs €ontairied ac&\@ substances mesosulfuron-methyl
and iodosulfuron- @yl -sb 1um@ or corirm %hls hy%thesm an expected endpoint for the
fractional active 51t of th&pro ct waggdlculated based on the individual
substance en 1nts @ fo@ tqg@matd@ng th®actuafly measured formulation endpoint within

natural bio %}glcal Varlan cal ted é@ect%g%ﬁs@ 98.4 ng/L vs. measured product E,Cso =88.4

/L; cfTable 10.2.1.1)-4 @ o
He @ »Q - &@ &
% ~:§ S & &
Tabl\e 10.2.1.11- 4: @lcul@n ogozghe acu&@mixed toxicity of the formulation according to Finney
@ &
A ﬁy Mﬁos %guron methy] Iodosulsfglgci)éll;lmethyl- IMS + I\O/I[S)lf; MPR
Content within theproduéd[%] & Y 1.0 0.2 -
RNERY 8 Effects on Lemna (L. gibba)
E cgmg aslf ) 1.29 | 0.83"
d%gd toxiéiry @ Calculated expected E.Cso Measured E.Cso
prod@@ /L 98.4 88.4

# EU l@gf endpoints for iodosulfuron-methyl-sodium [SANCO/10166/2003-Final]
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The risk assessment for aquatic plant can therefore safely be performed on individual active substance

basis; any refinements made in these assessments will apply for the formulated product as well. @ ’ ©©
N >
>
For the purpose of the present MCP document, however, assessments will o ddress the dctive @®

o

substance mesosulfuron-methyl eligible for Approval renewal. Assessments for the secocti@ %

substance, iodosulfuron-methyl-sodium, will be provided@a later stage@afs part of theagost—lé\ﬁl@ é\a
process. \e Q@ @& Q\ t0\9@
& Q) %, S < N
X Q <> ¢ @
Table 10.2.1.11- 5: TERwLr calculations (active subgﬁe mesosulfuron-mefiy1 an@neta@) %}r @}
aquatic plant based on FOQUS Step 2 > o\\g @ 6\ o
T . O NN
a) risk assessment based on PEC values of origi submittedisimulation N
) gélygﬁ@g;\s; Q?%@ & s
Crop / Compound  [Species gj\% E:E{%?ﬁj]n t\ Q) ]?[{{gw’?ix @\ gRLT &1 er
Winter wheat, 1 x 15 g a.s./ha [®@ &> W\g@ N © B ) Q& S
Mesosulfuron-methyl (L. gibba &@ @%50 o 129 &9\ © 1.;@ § 1@ 10
. SIS —N
AE F154851 Lgibba Q| (ECne, 110y &) @73 of 36 10
AE F160459 L gibbg® [ EC¥ 2890 @71 Q0128 | 130313 10
AE F099095 Lgibba . | B «>100000 |~ 0079 4 >1265823 10
AE F092944 L gpba O | SBiCsoc > 100000 0024 Q| >4 106 667 10
AE F160460 L gibba Eg§ 2@00 000> [, 0.100% | &Y 000 000 10
AE F140584 QL gty 3] ECs 10> O 088 ">357 10
AEF147447 7|l gipba, & | “ECs > 100000 @ 0054 o | > 1851852 10
Winter rye, 1 X@\g a.§§®a’ 8 o N i\ S @ °
Mesosulfuror@&%ethyl@i gikba O Q‘%U@Jso @;}\429 A@ f§ 0481 2.68 10
AEF15485L 7 |L. gibba © ECHS 1100 | 8069 1594 10
AE F160359 Geibh (¥ ECs 2600 SO | A 0.051 50 980 10
\% Y \®)
AE F099095 - L. gibhd B0 > 100000 . 0032 | >3125000 10
AEF092944 &7 '|L gibba g~ | "\ ECsi” > 10D 000 0.010 | > 10000 000 10
AEF160460 2 bbb @ ECy 210006 0.040 > 2 500 000 10
AEF14058487 )L gibba | Elso - Z10 7 0.011 > 909 10
AE F147447 L.Gibbas” | ECse” > 190000 0.022 > 4 545 455 10
Bold val igger is noot\r@ and @ﬁi‘er ref@emm@s rec%é{&l?
Q A\ N @§ .
. S S N
N ¥ o R Q
@° S @ S
PR ) SR
@ < QO & ©@
&S
S &S S
N @@ N o
S
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—D
n | i | wmE | e
& O%@
N
8L~ 891 O ol . @
Bsd - g
9;”4@
E i
N fq\.@%
i D N
m@?’%;l
Q O L o
R 3
% “/@@©.
gy A
},(7 6 .
N 0
§ Eh =
o 10
. 000~ | §8%8m | W
QO A0S

&9@ o s

&« § © @
The TERLt Valu@or B&Qpare&t\active@\syubs@ce Iiesosm@@%n@yl vi@lm meet the trigger of 10
based on FO St PEG valu he {Hggeris metFor all stabolites.
@S Stgps) PEG value The figeegts metlr all @btabe)
© N 4

o 9 Lo A @ o
Theref;@@ in the nextéép, T@ values are cglcul@ baged on @re realistic FOCUS Step 3 PEC
values, for the parefitactivesubstince ordy: RN

efgactisubsggpee o N

v O
@@@@%\%Q@@@




B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies
Iodosulfuron-methyl-sodium + Mesosulfuron-methyl +Mefenpyr-diethyl OD 42 (2+10+30 g/L)

Page 38 of 112
2015-04-24

Table 10.2.1.11- 6: TERLwr calculations (active substance mesosulfuron-methyl) for aquatic plant based

on FOCUS Step 3 éf S
a) risk assessment based on PEC values of originally submitted simulation ‘@\ 6§
. N\ %)
gz‘:rll)p/oun 4 |Species E?;gp/(;j]n t Focus scenario Pl[]:llcgs/t'im @%ERLT Aﬁriggel@
Winter wheat, 1 x 15 g a.s./ha % . © & 9
DI (ditci) | 0.1615 8015 O o
D1 (stream) 01Q 093 | & e
D2 (@itch) K601 a1 R ®© 5
%@\ream) %Ol%j@Q Q\.ZS& % @}
D3 (dich) [ 009 b 1388 = O
& < N
~" D4 pond) N %024 @@ 5375 A
Mesosulfuron . Dﬁﬁétrea@\) QU .079 ~ 16330 AN
methyl [ 8Pba | EBCao 11&% Ds (pond) [ 0T) O 11227 S e
Q@ D5 gstream) | 0078 | 454 O
O o> Dbditch)* [ D0.102> §12.65§” 2
Q¢ |eRiGesd 45 06 7 2150
Q& > (ORI @iream) " @110 O] &P73
SN oS RS (stregm) (03252 |¢ 397 ©
© @) @\Q 4 (stream) Qgﬁ e 5«\2?
Winter rye, 1 X 6 g a.s./ha A\% - S @ & & v §
Q| @ @/ o |_Biigh | ©0.0% [ 2048
& & O | Dlwdm) @ 0,047 27.45
@ @ o\ w\a - FJ & @
S A N« DIwditch)d| @576 2.24
P o © K@j DY (streaty) | <°0.366 3.52
5 KO o D3 (den) 0038 33.95
& @é}ﬁ §’ & Dépond)C|_ 0:008 161.25
Mesosulfuron |, - SRS 12 ®@% cgp(strea% N 0.031 41.61 10
-methyl g@y "X |5 (mond) 0.004 322.50
% @ & o psgsrean | 003 4161
9 v © =i
&F &S NP D8 (ditchy 0.041 3146
O @ K LRI @yt 0.002 645.00
<) N
& 2| Q R (tream) 0.043 30.00
i N AL RS (stream) 0.130 9.92
%o %, D v @
N 2 P Q &4 (stream) 0.100 12.90
Bold values: trigg@is not met and Qﬁ}f’ler re@eme@@ required
S} S
The followi@ scgi\g}rios ot pass tk assessment for mesosulfuron-methyl at FOCUS Step 3
and requ@@ a re@%d risk ass@nent:
O Q
S S TEN
Q§ fotend@%se@a winter wheat, 1x 1.5 L prod./ha=1 x 15 ga.s./ha

@Q

D1, ditch
D2, ditch & stream
R3, stream
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e R4, stream

e for intended use on winter rye, 1% 0.6 L prod./ha=1 x 6 g a.s./ha S @\ v
e D2, ditch & stream L &@ ©®
e R3, stream %@7 Q @ o
% © .o

)
4
%

&
mgl;lr/
Oy D, »
$
o &
g

@

X

P

©
S|

5

BeBpEEEEsEenEE seaEus

@
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e for intended use on winter wheat, 1x 1.5 L prod./ha=1 x 15 g a.s./ha @ ) ©©
e DI, ditch & stream S @ g
e D2, ditch & stream L @ &)
@ S8
e R3, stream Q> D
R S %
e R4, stream o S C 9
@ N %, SO
N @ <) ©\ %@ &@
e for intended use on winter rye, 13 0.6 L prodéha=1x6g a@%a %@ N S S
~ @ (S o0 R O &
e D2, ditch & stream % Q &' g @) &@
e R3, stream Q@(@ N ) R \© © @
SR BN
N 2 A SIS
© P & e T v
S o &
Refined aquatic risk assessment for ac@ su@@ncwes u%ro%—met@. @j @
probabilistic assessment — species se@iﬁvit@listr@tion@ d I-@s appgoaché& % ©§
R v
In addition to the tier 1 laboratory 7@ eni&)ir&t @’ Lem@} gib@(Er@ of@ @ u@?&/L@ further

macrophyte endpoints have been erateor m&osg?%fon—@thy O < SO
e An outdoor growth inh@ition&%)dy w@ nin€macr, te 20@%-%&74-01-1;

KCA 8.2.7 /08) test@g@ensitﬁity t@lesosu@guron%leth&@bver @period of 8 waeks in pond
systems representj%g a tyé%al s@ Wa@ body@ @ \@9 &

e Since for biologital re%on Lem%)a c no@ grofdi in thtexout(b&@@r—po %of the before study,
an analogous ee]@bor&tﬁ%}y test©and erilesgondit@gns was conducted for this species (.
- 2013; Mp445139-01 1 K K27 ). }@éin, @e expo@me sifUation in the pond systems
was mimﬁz ifdthe Iahoratoty, to g@neraté?n 8@61{ e@dpoi .,\\@. Lemna equivalent to the

% AN

endp&éﬁ@ fr%&he ()@llt oodyq(g@g | %ﬁ& | @ § %y |
The results of these/®wo stiidies @}ow fQr spe(%s sen%@ny df@rlbu@@n (SSD) analysis. E.Cso values
for the ning species tes@d in ut(@%pon ran@gd fr.l pg%@?.s./L (Pontederia cordata) to > 25
ug a.ssh Nymphaeg @domt@&zbomba @linic@a, Gl%eria@xima). The lowest endpoint for
week 8 in the Lem Eibb&?ioas@ﬁy WQ@Q %ES./%E&O r frond number).
The complete dafa set i om b oL stu was‘used far calcglation of the ECso-based median HCs value

. (02\(@0)3. E%ipoints that are not discrete numbers

according to |
=) N/ ¢ D
(“greater-than” figures fotVy ea g%@mtq@;@abo u caroliniana, Glyceria maxima) were thereby
@ L3

i R
i gnored@’ \@9 Q - &@ @\
% S e @

D
Tab% 10.2.1.11- 7: Surve)§ aql@c pl(a?n%nd Qts used for the calculation of the HCs
S @)

O
W

&
&pzcies s & ji%so (u&)

Lemna gib@ffﬁ vsé@%k)v @ '

Ponteafe(@%> corddin @U N 2.1

Elodeﬁ@anad@gjis @J) 38 median HCs=1.17 pg/L
Cel@ophyl@# de%&vi){mo R 5.3 n=7
@ymog@@n pectinatus 7.1

Ment{ﬁ@quatica 12

3 _(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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Myriophyllum heterophyllum 22 .
Nymphaea odorata (>25) (‘greater than’ figures were omitted from @ @6
Cabomba caroliniana (>25) the calculation; the HC5 will increase if the @ @
Glyceria maxima (>25) ‘greater than’ figures are 1ncluc}a\n@> @ @

Remark: as a conservative approach the lowest EC50-figure per species from the outdoor pond@hdy was consid%'ed . <
Refined TER. calculations for aquatic plant based on this probabilistic en%?oint are propded ﬁ@ able,

10.2.1.11-8. According to the new aquatic guidance docu@nt (EFSA, 2@’93, p- 100), vihsasse&gmenté\”
<

factor of 3 should be applied in risk assessments based o median Héé@ § é\ﬂ@ é@
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Table 10.2.1.11- 8: Refined TERLT calculations (active substance mesosulfuron-methyl) for aquatic

plant based on FOCUS Step 3 and median HCs @f S
a) risk assessment based on PEC values of originally submitted simulation ‘@\ 6§
Crop / . Endpoint Focus PECsw,max N o O
Compound Species [ng/L] scenario [ng/L] @%ER” Aﬁrlggel@
Winter wheat, 1 x 15 g a.s./ha % . © & 9
D1 (difchh) 0.165 72757 SO K
DI (stréam) | 0408 9027 | &S
Dditch) | 4601 o3 R @© )
@ (stream) N .0)&@0 Q\.Mé % @}
. VD3 (ditch) @ 00096y 12309 v Ny
% "
o | DAlpond)” | 00243 AR5
Mesosulfuron- [4quatic HC % . @4 (st@%n) QUQW@ & 14810 @ @&
methyl macrophytes 5 &‘&9 D&\(};;ﬂ)@ (&\@Bl . ©7 10636 §
Q@ N D@Qstre\a&% WorsL| 00 & O
O s i [To1ed [ ST14z” 2
R ¢ o R1@oond)§ 0006 _)? 195)0
ﬁ@ Q\% @@ E@ﬁs‘creﬁl@ %)@}1;2@@ @?64 é}
®, . R3 (stream) 0.3 e, 3.60
© o @@@ D R4 (stream) | 06 o 476
Winter rye, 1 x 6 ga.s/ha <\ & m§ \J@ o & o * o @\?
S QDI (diteh) [0 0.08 [ N18.57
& & SRS " Didgteam®|  0.047 | 24.89
4 D > . O | P2 iy | @576 ] 2.03
N @J@ o © « [E52stvem R§ 0.366 3.20
%y . :
% 2 S| Dagdicch) | 038 30.79
QD &Y é& @ S D4 (pokd) Q\?1.008 146.25
Mesosulfuron- |[Aguale ] S D4 (stredm) ¢, 0.031 37.74 ;
methyl n@@ophy?%s @@CS '~ @ DgYpond) 0.004 292.50
o O & o [ Dseusa | 0031 37.74
©@ SO c\@ \© 19D (ditth) 0.041 28.54
A & O 8 o] Rifpond) | 0002 585.00
@’ G Q§ @& | RY(stream) | 0.043 27.21
N i Al & - OR3 (stream) | 0.130 9.00
N % @§ N Q § R4 (stream) 0.100 11.70
@" S @ S
ST} gf § N
& S @
%
& N) % S
SIS
S & T s
¢ &
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S
o na|SPecis a " |
Winter wheat, 1 x 15 g a.s/ha 2
DI (@itch) | 0.187 ~
0132 P
O\QV
NN @l @
S &le
§©©J
o @
@ °%I%@
DOl | & S
: Qo8I | HE#O | &0
S RS &
(63
P @ w\?@
s
266 &

'l
%
-

o,

S
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i
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) @i
Ofe

D)y

o

“‘Ii

7

< & » @
R o3 @ N
The refined riskzassessment e furgismethyl passes all Focus Step 3 scenarios, except D2.

Since the P@ah{%ﬁm ed fd%ascen@io D2 are driven by the entry route drainage (cf. Document
MCP, Sectio 9.@miti ion &ptionsds implemented in FOCUS Step 4 (e.g. drift buffer zones,
Vegeta&lter ips) would &bt reduce the aquatic exposure to mesosulfuron-methyl for this
partic@far scé%’rio éatl(ﬁ% herefore, no further risk assessment based on FOCUS Step 4

c atiof®is pre@nted@l the MSs concerned with the D2 scenario, a local restriction of product use
on drajrfed fields during drainage season will be proposed in the national dossiers submitted in the post
Approval re-registration process.
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Supplemental information: Comparison of predicted exposure profiles versus exposure regime

tested in the higher tier studies @ @©
S @
For the following GAP and FOCUSsw scenario situations, a refined endpoint @5) from h%@%r t@
studies on aquatic macrophytes was used to resolve the risk assessment: v S N
3 o & 2
% o\ o\@ '24\9
e for intended use on winter wheat, 1x 1.5 L prod@ =1x15 g@s /ha g}’ N @Q @
Q o N & A
e DI, ditch S N Q ©
> & Y RO &
e R3, stream %@ Q . &© N < @
e R4, stream Q,;@ N @@) R O 9 @}
L @S D LS S
&G & N VN IS S RS
e for intended use on winter rye, 1x 0.6L pr&@/ha {}f X 6 @.sj O @ .

e D2, stream
e R3, stream

Risk assessments for all other FO <%sw é@%nan& Wg&itheggasse&ea@t a lpwer gl (Lemna
laboratory endpoint), or were le@ unrqi@ved @@ IS @@ &© ©@ N
\ @'
According to the Aquatic %j?aan Docéa?ent4 &for a @alghtf&rwa@nsk ia effegf assessment, the
exposure regime of the PR ige ecot@wol§cal t should be r@&hs‘u& waogstcase relative to the
predicted exposure regimne 19@ edg@of-fidRl surfaee wi t@ un@r cogildera‘%@ An evaluation of
this criterium for t@@jﬁer appr @s madgé be@@a o
@Q S & é@ @ &

Exposure reginie u:é@mg the hlgiﬁer tlelﬂ%ldles%sedior HCXderivation:

hyl,‘zan outdoor gro th mﬁ%ltl @tndy @ith 1@ macrophytes over 8 weeks has
been perf%f‘f‘%ed ( 009; %&32 ~§.8) ]@’e climatic conditions during the
outdoof@st at the site® Sm@ers 18cie @form @rlngbom) in Massachusetts resemble
the conditions in n@le Eqrope @halﬁ1@§me@\ren§@ts we% made during the study and indicate a
dissipation of m sulfu@n—n@yl si 1 ar tQ_that in Wate diment studies investigating the
env1r0nmenta]‘ate a h@r of €he Co@oun& order to also address the effects on Lemna
gibba® for ar@nalog@us e@sur eglm@\the @matl@a of mesosulfuron-methyl observed during the
outdoor th 1nh1b1t%n stuas icked on aweekly base under sterile conditions in the
laboratory (i 2093; 39-01-14K: A@7 /09).
For@%’s test, the efﬁosu@%%m&@as c@wed%@ follows: The mean percentage levels of
mesosulfuron-r@ﬂlyl ana ytl% de@rml &Qor the three highest treatment levels of the pond study
were 100 "/§ .70 9%56 g@o an@ﬂ 5. 31 % for day 0, day 14, day 28, and day 54, respectively. Based
on these d\yalue@ gurgs for d@s 7,21, 35,42, and 49 were interpolated, and a stepwise
weekly, @ctm@%n testdtem €phcentration was used to mimic the outdoor dissipation of
meso{&lz eth@‘n th@@boratory study on Lemna gibba (cf. Table 10.2.1.11-9). After each 7-

N

4 “Guid %on tiered risk assessment for plant protection products for aquatic organisms in edge-of-field surface
waters™NEFSA Panel on Plant Protection Products and their Residues, 2013, EFSA Journal 2013)

%
Oy

For mesosulf&g?on—

3 For biological reason, this species could not be cultivated simultaneously in the pond systems of the above
study.
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day-period an aliquot of fronds were transferred to freshly prepared test medium of the subsequent

concentration level. Lemna clearly represented the most sensitive of all macrophytes tested, cf. T@eo @©
10.2.1.11-7. S @
o @ S

S
Table 10.2.1.11-9:  Study exposure timecourse of mesosulfuron-methy{®based on &%nal@ al

findings of the outdoor growth inhibition study,%gnd weekly interpolated <
values used for laboratory test on,Lemna gibbg™ N N
day % X commeff O o 9 &@
Day 0 100.00 Mean of measured regoveries at tl},e@\ﬁ“ee highesm})gnce@tionr@ %©
Day 7 84.08 Geometric mean bﬁﬁ/een day 0 @ day 14 ﬁg@% < O 9
Day 14 70.70 Mean of measu@@'récoveriesxgt the tizee highgst coRtentrations, @
Day 21 63.19 Geometric mgan betwgen da@?»@ﬂ a@dayy\\ﬁ' ﬁg};@ ° %,
Day 28 56.48 Mean of me@uregﬁ@cov@és at @ thrg@lighé@’ congentratidns
Day 35 50.22 Geometri‘égnean%twqg@dax fS%and«day 42 gure © &f’ @
Day 42 44.66 Geometric méan betyyeen da§?28 ardd day36 figute
Day 49 39.71 | Geosetri fhean bisweenday 42:and day 56 fiflire o~
Day 56 35.31 MQg)ﬁ of faeasuied rec%&eriesm%e ﬂ@?@ hjg%st c@ent@@ons
) Vi ® 5
%&@ o @6 @9 < ¥ éb@(&\

; : ﬁ@ N s % 2 >
Comparison of predicted surfade water cop€entration profiles V@l@ﬁs stédy ex%osure r@mle:

) o - :
To compare the predicted exposufd pro%%s 'gge critig% FOCUSs¥scendtios vg{?@ the exposure
igal v
O

regime of the ecotoxicol&icalq%sts, (%grap %@ﬁﬁsati@? is I?i(;%ided% Fig@s 10.2.1.11-1 to
N . .
10.2.1.11-4 as followss” @ % S0 A S
§ ¥ e C
S .
red line: @Q Si @ted quatic g}\fpo%% pro{ﬂe: con@c@ntr n ov&rtime resulting from Step 3
@C@ F§US@ calc@tior&(@ﬁ si%ulatio@sepo in KIIIA 9.7 /01, plots reported in
2 A 97/ 02 The %iagr sho tim@g rame%?gcluding 1 week before maximum
S to S@Eeks@er imum. N
&@ @ . @ t@ S @Q N . )
green dot: @QS V&lﬁe = &W pg,@@deg@ﬁd acg. Tabl&10.2.1.11-7)
S @ ©
violet square: © Ayalugé@ O.SQ@ﬁg/Lo g&ased & HC@lue divided by assessment factor of 3).

© &
dashed greee: K@Qativéﬂus{&ﬁon o@ge em@sur regime in the studies used for derivation of the
HCS dpo§ Fore\@%ualli@?on, 511’16 is plotted starting at HCS level at the time

o

@7 Of\IQECSW,.@, with@cep\h@e dse according to the percentual figures in Table
\y\? @2. 1 @—9,@i@d OI@G a%gytical results of the pond study.
dashed violet 1%@60; Anal@ou&@ greey) das}Q@line, but relative to the RAC value.
(R <
<) %
N @

Note tha@nly tpec data$9oint ot@the HCS and/or RAC value is the relevant endpoint for use in
straig]g@@rwask %sessn@ﬂt via comparison with PECsy, max.. Technically, these HC5 and/or RAC
end@ints r@resew@e i§ve\gral exposure regime over an 8§ week period that may be described as the
arca und e dotted line graphs. Therefore, the most relevant parameter for comparison of study
expostird regime vs. predicted exposure profiles is the areas under the curves.

Intended use on winter wheat, 1xX 1.5 L prod./ha=1 x 15 g a.s./ha:
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Figure 10.2.1.11-1.: Ilustration of predicted exposure profile for FOCUSsw scenario D1 (ditch), @o @
and exposure regimes represented by the higher tier endpoints HC5 / RAC Q\ @§
[use on winter wheat,1 x 15 g/ha mesosulfuron-methyl] ©© @ @
@ S8
> &
. %,V w T, D %,
D1,ditch () @} 5> O @@
Max 0.161 pg/L on 25.Ap%2 (drift ©Q @© § <§ ©%
12 - § < S K © @Q}
S VT o & L G
| Q';@ @ \@ @Q ©\© ”\7@ &
I . %, . N
1 :_ ______ & %@@ @Q ué @62)% /@Q x\ % .
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E RV e o P T O E
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D1, ditch

Max 0.187 pg/L on 19.Nov'82 (drainage)
1.2

0.8

0.6

Concentration [pg/L]

%, $® D O

Inte\gpretation: PECi, ma S cle@y b%@o%

S . . .
RQ@ (HC5 divided by AF=3). The integral of predicted

exposure overtime does cleggly not@&xceedhe exposure x time regime represented by the higher tier

endpoints. '@ref@:@, he &sdtoxicologicdl test exposure regime was worst case relative to the
predicte(@xpo%é@ regi@e in t@§’ edge-of-field surface water under consideration for scenario
DI (difch). @Q & N

&g T

&
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©

& O
Figure 10.2.1.11-2: Illustration of predicted exposure profile for FOCUSsw scenario R3 (stream)é@\ @§
and concentration regimes represented by the higher tier enggyeints HC5 / RAZ @
[use on winter wheat,1 x 15 g/ha mesosulfuron-methyl] @ S O\Q
3, & & o
s oY N &
R3, stream¥ ©Q@ @@ § é\g@ é@
Max 0.325 pg/L on @&.Mar'm (ru@ﬂ 69 R @© @
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T e ey 2d
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AR
R3, stream 5 @é @§
Max 0.327 pg/L on 03.Mar'81 (runoff) @@ &@ o @g
1.2 S Q
o & S8
\s ¢ o & (@
S TS &S
@ « S R O &
1 77777 » @ Q@Q é\ & @ &@
@ S N N
AN AL C RN
QO O N N W $
O A G X PR
e AL © R & O @’ o
0.8 S \ < & A §
= @ N @ o& Q > @ X ®)
B Q N8 & X g}? @;ﬁ N
= (OME N S X » S @ ©
g @ RN 6};: :©\ @@ @Q S«
=] , S) -
g 0.6 @ &@ 6@%’?@ «Q @7»@ fr\\\;& ©© Q & o
g N e YN oy e Y0
S SRR S S N
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Interpretation: PECsv, max¥$ clednly b%) RQ@ (HCS5 divided by AF=3). The integral of predicted
exposure ove@%e d%e»s cleg@ly not@xceedhe exposure x time regime represented by the higher tier

endpoints. @houl&be neted thatw}\ﬁ fa

he predicted exposure in scenario R3 (stream) is confined to

a very sh@t pul@?belo@ e R&C and lasting approximately a single day only. Therefore, the

ecoto@og tes

posuge regime was by far worst case relative to the predicted exposure regime

in t@edge -ﬁel@rf§v\\’vater under consideration for scenario R3 (stream).

&

&
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Figure 10.2.1.11-3: [lustration of predicted exposure profile for FOCUSsw scenario R4 (stream),
and concentration regimes represented by the higher tier endpoints HC5 / RAC @o @
[use on winter wheat,1 x 15 g/ha mesosulfuron-methyl] Q\ @§
@
& N
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AR
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exposure overdime dges cle

endpoints. @fact Nt s

% RA@ (HCS divided by AF=3). The integral of predicted
nc{i@xcee&e exposure X time regime represented by the higher tier
be noted thdtthe predicted exposure in scenario R4 (stream) is confined to

a very sh@%t pul £ ollo@@d b @ﬁ’ower second pulse, both below the RAC and each lasting

appro@atel

wor@ease I@atlve@§

1dera@0n for scenario R4 (stream).

day<@ply. Therefore, the ecotoxicological test exposure regime was by far
redicted exposure regime in the edge-of-field surface water under
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Intended use on winter rve, 1x 0.6 L. prod./ha=1 x 6 g a.s./ha:

Figure 10.2.1.11-4:

Illustration of predicted exposure profile for FOCUSsw scenario D2 (stream)é%
nts HC5 / R&l@

and concentration regimes represented by the

[use on winter rye, 1 x 6 g/ha mesosulfuron-methyl]
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Max 0.322 pg/L on 14.Apr'86 (drainage) @b @

D2, ditch \@; <
Q
S

Concentration [pg/L]

QO & é\’ O AT S )

Interpretation: P @s be R@(HC&wgd by @:3) The integral of predicted exposure
over time doe@ot e d t@ expoé(;d’re X @ne refdme refffesented by the higher tier endpoints. With
regard to d 11 exposure ey ls@ne i%@t an%’@ﬁm breaches of the violet line are observed but
for the @ time the p@dlcte pos@ pr@e rerfiains below the exposure regime underlying the
RAC detivation, an: ificantly below the e?@osure regime underlying the HCS definition over
the @ﬁ‘ire time period co@dg%ere&@] Q@

@° S @
Despite the§xceed§@ces he e&sure%glme underlying the RAC derivation it can be safely
concluded, assessment based@n PECsy, max versus RAC is protective for aquatic
macro@s in@Qe FOQUS seattario situation of D2 (stream), due to the fact that
“vthe che@re p@ exposure events of only very short duration (< 1 day),
Q@ they peak%ygl@nly slightly breaches the equivalent concentration line projected from RAC
ﬁ never reaches the equivalent concentration line projected from HCS, and
he area under the predicted exposure curve is significantly below the area under the
equivalent concentration line projected from HCS.
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R3 (stream): Concerning exposure timecourse discussion for scenario R3 (stream), reference is n@% @©
to the above assessment on the same scenario in context of the intended use on winter cereals, 15 g@7
a.s./ha, which covers the situation as well for the intended use on winter rye, 1@@ ga.s./ha ({@ F 1g@
10.2.1.11-2).

S
&% . § § &@
Conclusion: Q TN Q C:§©

Overall, it can be concluded that the Guideline criterfé for an acce@@ble risk ass@ment% se theg,
higher tier endpoint is fulfilled, since the expos ime in tl&ecoto log@ tes@was eahstl
worst case relative to the predicted exposure reglme in the e of-%éid surfgece w&r upgér
consideration for all FOCUS scenarios that weye res@ved &a thls$>ghe§@r as@ment route%
S . & @ 9 & 9O & ¢
NI
. & \ & NN
IITA 10.2.2  Acute toxicity of t or;@alatl&@ N L
A SIS ONF i
v S v @ N S
©

i S NS %
II1IA 10.2.2.1 Fish Q & S o ©@ N
Repart I N 1550
Title: Acute toxmty@AE 130081 + Todoilfuréa-methyl-soditn + Mefenpyr-
@dleth @ to fid) (Oncckérhy@us %gl%ss,s) @roduct code: AE
] F115008 O@DO@IO% o S
Report No: 7442, QO ¥ .O (&

Document No(s): o> | M225670-01g) <

Guidelines: § & EU (@E@sz/@/mc@’l CD @)3 (rev.1992); USEPA
(—@Aézz 1/s§ -EP 540/ 19@985), OPPTS 850.1075

(O
S (((\@ (publi aft@,@évmtwn no?@speu
GLP/GEP\J D fyes o
Lo %J ﬁ @
Object@ @© § @ Qo @ @ ' &

The aim of the stud@\vas Q\dete@me th@effee@ of é 1y ulat%n IMS + MSM + MPR OD 42

(Atlantis®OD, A@%l 15%)8 0@)04}% 04)@ Onco @s mykiss. The study was designed to meet
both, OECD angl EPASFiteria”

TS s &

AN @

Maten@nd Method® Q @ @
The study was cond@ed L%der s@ac co@aﬂon&%ommal concentrations were 0.94, 1.88, 3.75, 7.50,
15.0%and 30.0 mg produv@ I §&ddl‘uo{% an @Teated control was tested. 10 fish were used per
treatment level @ volume O wager. Mean weight was 0.7 g, mean length was 4.3 cm. Static
biological 1 ng W % 0.183The thean wter temperature was 10.1 to 11.2 °C. The daily illumination
period lastg 16 g%@jvam betw@n 6.9 and 7.1. Oxygen concentration varied between 97 and
102 % A Prest §Zart tqt %@ss was 40 to 60 mg/L as CaCO:s.

Fﬁim 4 §

Q
Anal measurements for mesosulfuron-methyl (sodium salt) resulted in concentrations between
95% and 101% of nominal treatment levels. Biological results are reported as nominal.

\

@@6
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Percent mortality is summarised in the following table.

N S
Table 10.2.2.1-1:  Acute toxicity to Oncorhynchus mykiss (based on nominal cm{:@ntrations) @Q
Nominal 24 hrs 48 hrs 72 hrs @y 9é‘ms o S
(mg product/L) < Q\
Untreated control 0 0 Q, ) s 02w
0.94 0 0 I 2,0 S
1.88 0 0 Q 0 2 S0 S
3.75 0 H <2 10 N Q10
7.5 0 \J0 Q 10 < | & 10 Y
15 100 9100 o R [© a0 @
30 100 100, D S 10007 o) L S00,S
& ~
o @ & @% @ @Q o %f .
The following intoxication symptoms Were%)bsg;N& in \t@ surviving 1s% swimming(at th@r ac@
lethargic behaviour, loss of equilibrium@gﬁﬁd erﬂ@}cespir&@n. & \© é&g N §
S .
SIFSNEIEC N S -
ions: AN NN P &
Conclusions: Q SRS & N LR
The acute toxicity of formulatigg) IMS.FMSM? MPROD @Aﬁs@@ : A%ér” 15008°06 ODO4
A104) to Oncorhynchus my@undéNtati@onditio s based on& @omingl, ﬁgué)es are aé@%ollows:
24hLCso= 10.2mg p@duct/&%"%@%nﬁ @ce lims 8.87 - lgﬁ\rsng %@duc@é@
48 h LCso = 8.832£§pr0@tm %5% c 1deg@§imi@%.9qg 11.3 nig prodiict/L)
96hLCso=  8.83%ihg pr@uct@(%(y@onﬁ@ce g@m 6.96- néﬁng product/L)
96 hNOEC = 1£8 mggroduet/ N .9 2 @
- N 2N
SRR &
(N SHIN
1A 10222 Aquatic inverté Ko
P2 Aquage S
Repore: L@ ] 2603;M-224326-01
Title: QO etoxicity F fodosulfuron-methyl-sodium & mefenpyr-
@@Q % @1 O&}O +%@730 to the waterflea Daphnia magna Code: AE F115008
2| 060DOEKIE " g
Report No© O _|eP03gtsl N
Document No(s): PM-A326:08-1 ¢ @
Guid@gs: . © |OEECD N& 202@ Ap@i984 and corresponding revised draft
N Q
Q ocument, &
\y\f v teg%cto 20@ EEC Directive 92/69/EWG, part C.2; U.S. EPA

. O pesticid es fhent Guidelines, Subdivision E, § 72 2; OPPTS
@ N J@%ideﬁ@e 8503010 public draft 1996 (modified);Deviation not specified

&
GLP/GERY < [yes v~ @

IS
Objec ©@ Q
The %ﬁi of @g%tu@aso féﬁetermine the effects of formulation IMS + MSM + MPR OD 42
( tis®GD, AE 115@ 06 OD04 A104) to Daphnia magna. The study was designed to meet both,
OEC@d EPA criteria.
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Material and Methods
The study was conducted under static conditions. Nominal concentrations were 0.13, 0.25, 0. 50 @ ©©
2.0, 4.0, 8.0 and 16.0 mg product/L. In addition an untreated control was tested, 6 replicates witly5 @
individuals each were used per treatment level. Maximum age of test animals 24 hours. JHe m
water temperature was 21 + 1 °C. pH varied between 7.8 and 8.0. Oxygen coff€entration \@'wd
between 8.0 and 9.1 mg/L. o \ .

N ¥ ¢ g5 e
Findings N ©Q @ S é\a o
Analytical measurements for AE F130081 (mesosulfdron-methyl, Sedium salt) r@ﬂted % @©
concentrations between 91% and 103% of noml\ﬁ

atment levels Bé@)glcaQesul@%re r&Boned@f\s
. R N
o & & WP @6 e
Q @ 2o S I
O, & @
Mortality and intoxication symptoms are s%”lmar@d in the foll@vm% le

N
&\@}&

nominal.

o @ & S
Table 10221I 1: ;Fox1c1ty to Dzﬂ@ ma&%‘l (bzﬁﬂon n@lg@lm@tm@:@ § %@»

omina Q 3

(mg product/L) @ 2 @’@ @ @® m&@ ©@ ©© % .
Untreated control & | A 0 S L@ | o M
0.13 . D S @0 % NEEY
025 N 9 S KN MO o
05 & 19 O & A o D
- SV R S 0
NETNEERNEES 9 & & D 3
o L o 0L s 3
Oy > | N ons & @ 67
9 16 P D O 7Y e @ 87

S N S

The followmg intq @tmr@ympt&ms W§ obssgwed g&th suryiving organisms: Dwelling near the
bottom, letharglc behav %ur an 0V1 rratl@()r gy@tln
@ @? @ ©\ § @
Conclusion™Q @
The acute:%xwlty endp01§s O@M@%n H@%+ @M + MPR OD 42 (AE F115008 06 OD04
A104) txDaphnia mqg%?a under statlc conc@on@ased on nominal figures are as follows:
@ @
24—%&0 = 13 6 m@rod@L (95 0 cor&ence limits 10.8 - 17.0 mg product/L)
48-h ECso = @7 6 mg pro t/L \‘\ coffidence limits 6.4 - 9.0 mg product/L)
48-h NOE(@ 1.8mg p uct/L @@
> L& &S
&
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IT1A 10.2.2.3 Algae

°
Report: B B 2003:M-224329-01 & f@
Title: Influence of mesosulfuron-methyl & iodosulfuron-methyl-sodium &j ‘@
mefenpyr-diethyl OD 10 + 2 +30 (Atlantis liquid) emvthe growth ree&@
alga, Pseudokirchneriella subcapitata Code: AE F{@5008 06 OD04 A 1Q:
Report No: C038152 KN RN
Document No(s): M-224329-01-1 &) < ST
Guidelines: OECD: 201;Deviation not Specified r\@ O © © &@
GLP/GEP: yes & %© @“” i § NS
o ) R o & A © &@
Objective N L@ R 9O o @
The aim of the study was to determine the eff@its of f%‘mula@ IM@\F Mé@ + @ 0@42 :§
(Atlantis®OD,AE F115008 06 OD04 A104) tthe &@wth@Pse kir%@ériel@sub%pitatc%The .
study was designed to meet OECD criter@ \@’ \@ @Q @@ © @j @§
o O @ . SN & &

)
Material and Methods @Q N é\a < & <y @ & O
Algal cultures with an initial cell depsity (&0,00@ algal‘eells/ We@cu@%d i\ﬁyn‘@g@ic
medium for 72 hours at 1.56, 3.13,%6.25¢12.5 éﬁi 25 Mahg f@ula&i@/h@add' an Untreated
control was tested. 3 replicate{were used per treatni®ht lewel, the@%)hc te number 1n§ control was

twice as high. The mean watef te erat1§)was @2 +1%. pH \{}arie@@twg;e\ﬁ@ 8 a@d 8.6. The mean

o . . . 5

light intensity during the%@t W%S 744 dgx. § @} Q o %@ Q
N

© O )
Findings é\g @@ @Kg @ § §a\ © & &\
Analytical measuﬁént@r AQ% 30@ r@ltediﬁ@once@@ryatio ds betw&n 94% and 104% of
nominal treat 1ev® at tes%starﬁz@nd b@een %2\% d 102%et notinal treatment levels at test
termination. ﬁﬂogj@ resgﬂ@ are r@porteq’%lb as néminaly”  © %@
2 .%.§’@ » @.@.\@ .

Inhibitgry effects andéfmilfgon s;@%to&g are @ma@d }i@e following table.

S

o,

D < & 9O O «

S SN & O
Table 10.2.2.3- 1 C@um§ grqy@h ratésin P, dolﬁeﬁel[a subcapitata cultures treated with the
d thr % deiation e

ite iatioyelativgito that of the control
& oy dgyiat

ominal @g ©\ 72 rs @@ @© 72 hours 72 hours
(m@mulaﬁon&@ [\Q (cel@umbiy (average growth rate) (growth inhibition in %)
Control & 398080° Q 1.225 —
g5 v @ L T gzsm00 O 1257 2.6
303 O] 9 28p000e ” 1.107 9.6
6.5 s @ 930008 0.732 40.3
&s o 4 12460 0.045 96.3
@ 2558 O & 10000 0.000 100
-% inh&@ﬁﬁon: @eas@ growklrelative to the control
& @ Iy N

N .
Ngéell rmation was observed.
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Conclusion
The effect of formulation IMS + MSM + MPR OD 42 (Atlantis®OD, AE F115008 06 OD04 Alogfon o
the growth inhibition of Pseudokirchneriella subcapitata based on nominal ﬁngs are as follo@ @
S O
© & N
<
<

o

72-h E.Cso=  6.71 mg formulation/L

72 h EiogsCso=6.25 mg formulation/L &% \© . § \;45@
72-h NOEC = 3.13 mg formulation/L © N N \\ @
@ N & R @§ @%}©
ITIA 10.2.2.4 Marine or estuarine organl N @@f @ S o o
This is not an EC data requirement / not requlkd y mectws@l /4 @@EE %@’ @6\ \% §
S
% @ @ O < .

NCIC IS oy

ITTA 10.2.2.5 Marine sediment ln\@%teb«l@tes o & \© é\g §

R i %
This is not an EC data requirement / 1@ re@)g&red b&Dlre@'e 9%?4@@’. @ @Q . S)

SN
& NN
N & & &©@ b@@) @@ ~
IIIA 10.2.3 Microcosmefme Y(%osm @udy@ﬂ @ Q o A
X $ @ ¢ 9
No microcosm or mesocosm Studjgs wer @%d wily the formulited pro@ct @sed on the

toxicity data and apphcatgo% re%)of the@prod@the rgk as&ssmen%TEB@@lcu@onS) presented
above indicates acceptable risR:d agéiatic o@msrﬁ@l' h&@ore‘hlcrqg)sm Q&@socosm studies with

‘”\9
the formulated pro Qare not deg® ssaryy §’
@ ©& . §6 o . Q @@ N @@

@Q \ A N AN &\ @ @ %
o & > &
IITA 10.2.4 (2 Re@@ue Qﬂ@a in @ . f@ Q ® @
Based é@he triggers @%ted e A@au idarfee Do@umeg&@ fish BCF-study for the product was
not conducted. Q\ &\ é’ . &,\ 5 S
oS & s s
The octanol / @ater 10@6% @11 L@ Pow &nesd@gfuron methyl and its metabolites are well
below the tr1 oer va %ﬁ Q\ é’@ @

the met

Therefo@nmderable@ccu u&tlon 10CQAC ntrann) of residues of the parent compounds and/or
lites in fighsis u 1k yxand a B§sm® is not required.
e g uliely &

N @ \
I11A 10.2.5 &@é\m%mc t clt@ ﬁshQ

Based on rig \ stagedl in the AquaiC Guidance Document, further chronic studies with the
formula prog t are bt considered necessary, as the relevant information can be obtained from
stud1ewlth act@mg ent.

& S

-

S
1A .5.1 28 day study
Please refer to point I1IA 10.2.5.
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IITA 10.2.5.2 Fish early life stage test @\ 43
Please refer to point I1IA 10.2.5. @@ &@ @g
Q D
O O .o 2
I1IA 10.2.5.3 Fish life cycle test VCQ o> SN & e
Please refer to point IIIA 10.2.5. g @Q y\g@ Q§ § C&@&
@ $ Q)
S) R o & A © &@
o v L@ R 9 o @
IITA 10.2.6  Chronic toxicity to aquatic mve%ebra o oy 6\ \% §
Based on the triggers stated in the Aquatic GfRdan Q'o oa@ent, her @omc@%ldlegm L@ %

formulated product are not considered ne@ﬁary % th r@evgt for%atlolb@n be o@tam&on@

studies with the active ingredient. @} \\ %@} \& @ %\ @ éﬁ S
R &S 5o
$ESES S & e
I1IA 10.2.6.1 21 day test (Da%n\:igana%g) @6 @§ IEC PN
Please refer to point IIIA 10%@&. ~ @ KON @Q & o é
N §9 @& @ S @ ., 9D &
N O SR
INIA 10.2.6.2 Aquatic 1ng§§ o O @@@ I S
Please refer to p01 {0 2. 6 @ O §’ @ © N
N O v & @@
@ \ & N O Y D
& Vo oy &S
IT1A 10.2. 6 @ Aqﬁtlc gastrgod m%ﬁusc\ 9 @@ S %@
Please r@r to point III@MO@ @ o IS Q@ @\@7

@&%@3?@,\%

1A 10.2.7 @§cu latI@n atle@@)n ar%et@amsms
N

Based on th rrr@@)n i%en unggf P%@IIIK@ 2.4, %nmderable accumulation of residues of the

product and/or metaboliteé$in agujtic nisp$is u@ely to occur.
d ggic offsiisulf

2 SN
& Q &®o©\

N
IS Q@©@

Ly
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IITIA 10.3 Effects on terrestrial vertebrates other than birds

Ecotoxicological endpoints used in risk assessment

Table 10.3-1:  Endpoints of the formulation IMS + MSM + MPR OD 42 used in @( assessmeni K\@

Test Test organism Study type Endpoint v Refer O\e
substance gam udy typ pot Q| o &@e &
Acute toxicity to mammals >
IMS + MSM
+MPR acute,
OD 42 Rat oral
Table 10.3-2:  Endpoints of the active substa@% meS@%lfm% df@ﬁ
Test . > O Q.Y ©) RS
substance Test organism Stuo%%peo N %n (Ll% @@ I@reg
Acute toxicity to maffinals, ‘z”\\h@ S w\?\ @Q é\ﬁ S
)
Ot 1 T O M@
Rat q coral ’ ‘o 50 @@ SOO@g as bw @%—144%&%5—01-1
Mesosulfuron- @ 1 o 0@@ a2 A IS § KCA3.2.1/01
methyl Long-term, toxicity to mamals S 9 o @)
: S —1
o O] ZEsaation NOEE 16000 ppin’ & 2000)
Rat o @%&3% s ler LT s 5| M198366-01-1
S ST sudy {NOER. ~ 1273 mg asikg bwid > | KCA 5.6.1/02
S Y 9 ™

& @
All above endpoé}% us&@n ri&l&assesgﬁﬁen&m con&?ent@h t@rop@@d EU endpoints listed in
Document N2 for m ulﬁ@)n-m@yl. v %& > § e
S Lo & & o
K D g kS

o\@ % ?7\9 @ @ @ @@ \@7
Risk A@%ssment for@%lmn@ s © 9w .9
: S DR o~ K : :
The risk assessme ocedlure f(@wﬂd\r@mn}%s fol@rs the EFSA Guidance Document on Risk

Assessment for Birds @ﬂar@s (m);b&%cip@ see @cribed under point 10.1 for birds.
© o .0

v
@©©

Mammalglg?ndicator s@@ies@r\ ri@ses%;@\ent @screening level

The pro@t IMS + N&@/I + N@R OD@Q is@ten g&g to be used in winter wheat for a single
appligation betweq@%’BC 0 oa@Z at@n application rate of 1.5 L/ha, corresponding to 0.015 kg
mes%sulfuron—methyl/ha@nd ir@in‘[er ' for® single application between BBCH 20 and 32 at an
application ra? 0.6 L/ha, resing@ 0.006 kg mesosulfuron-methyl/ha. According to the
EFSA Gui e Decumenfon Riﬁ?Ass@sment for Birds & Mammals (2009) the following indicator

species h@@ to b&addr@é@ed i@”sk as&sment on screening level.
N ©

SRS

& N

&S
&
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Table 10.3-3:  Relevant mammalian indicator species for risk assessment on screening level

Shortcut value @ @6

For long-term RA For acute RA Q\ @
based on RUD basédt on RUD @ S
mean 0™ perc. B
Cereals Small herbivorous mammal 48.3 1184 & @\ %
9

Crop Indicator species

IIIA 10.3.1 Toxicity exposure ratios é\ﬁ
@ 3 S R O &
Summary of calculated TER values for mamma% Q < @

o7
Table 10.3.1- 1: Summary of TER values for acut xicity @
Crop/ . ) @@ oo N . Refinement
Compound Indicator spéeies %} O@SVo{of\ QP T@A rlg/g\gr % :
Winter wheat, 1 x 15 g a.s./ha w\ﬁ N NN < § S §@
Mesosulfuron-methyl ‘ Small herb@)ro%gmamn?l(a@ ‘ , {484 @ > 2&?9 @Q 10 (&O\ﬁl gQho
Winter rye, 1 x 6 g a.s./ha @ (5% BS ' @ @u @ @ o
Mesosulfuron-methyl ‘ Smal@erblwrous r@%mmal%‘ 4 ‘®\y 70@ @% J& no
I B B
TER salocs 0 w 2 e °
Table 10.3.1-2: Summary of FER V@ues f(@ ong-ferm toxigity N .
X o Q %

Crop / @ & S S AN . Refinement
Compound (@%Indgﬁator sﬁs %@ @ megn TERLT §rlgger used ?
Winter wheat, 1 x lbga.s./h@ @&9 @ $ %G © Q &

Mesosulfuron—m@hyl é} Srb&ﬁ%elrb'&\é‘rou§mamlpﬁ@V éﬁj gL 33{@9 ‘ 5 | no
Winter rye, 1 6% a.s@ & @} AN W N

Mesosulfur@—me@l }w\\:\gmall I?ébivo%us mgﬁlmal @j 483 ?L @8513 ‘ 5 ‘ no

> Yo v
Concly@n Accordlgg)to t]@rese@ rggasse entythe rls@t\o mammals from the use of the
product in cereals @cep@ble w\ﬂ\ Cix QS
\ (o
s & S
@’ . &
Q @ ©\ @ (7]

IIIA 10.3. 1@ Ac@e t&@uty&%pos@se ra@ (T ERA)

Acute t@ty exposu@ ratn@%n sc@enn@levd\ﬁ’r mammals

The rigk assessment n sC 1ng®lel h@s bee ‘ﬁrfomed for cereals for an application rate of 1.5 L
proaﬁct/ha correspondin@to 0. @}5 kg mesosuluron-methyl/ha and for an application rate of 0.6 L

product/ha coi@pm%@g @064@mese@ﬂfaron—methyvha
@
& >

R
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Table 10.3.1.1- 1: Acute DDD and TER calculation (active substance mesosulfuron-methyl) on

screening level for mammals @° S
a
DDD ; ©
Crop/ . . LDso @
Indicator species Appl. rate > DDD | TERA Trigger
C d /kg b pp
ompoun [mg/kg bw] [kg/ha] SVoo MA@ NS
Winter wheat, 1 x 15 g a.s./ha % ©\ é 2]
- 1 \ y
Mesosulfuron- |Small herbivorous| o1 O.@ 118.4 @2 1 L ~ 9809 @ﬁO )
methyl mammal S S NS &
Winter rye, 1 x 6 g a.s./ha o &Q A Q\y ® Ctg@
Mesosulfuron-  |Small herbivorous| 5000 g% 0.006 IQI 4G Y 0 @ . 0% &IM(J)
methyl mammal Q ' @ Rl ¢ é (@
v Qo

= [4
Q& @Q @ R R @ °\ R

All TER values are above the required triggefdf 1 I acgle ex N re. te 118K to mammaly,is R
q ggef-vf 10 for acuyy P &k mammalyis

therefore acceptable for the intended pro@ usexs@j \@
N AN

N o R
@ ~ @ 5 S © t’\?\
R oS &S O &
Acute risk assessment for mam(l? drifiking "e@ntanﬁnate$watel@ @Q S %@)
For further details, reference is @e t&@oint@ 1.1 @his @sier@ow , a0§fding°% EFSA
Guidance Document for Birgi@nd Mam (2009@’unlil§e for l@%s tl@scenar@ of Pls formed in
leaf axils is not relevant for mamnzals. T@efor@ﬂhe ris@assess%'len@r rna{l@@lals @g limited to the
scenario of puddles formg?on e groufal aft@ppl'é@tion.@% e $§ @y\’
The acute risk from wager in dlg\sfﬁ)rme(‘@)n th&oil %@ace a ﬁ@id whe{@heavy) rainfall
event follows the ap@lication of @ti@to a <yop o@re S@il is co$red b%b the long-term risk
assessment underBoint I@%?&. 1.3vof this'dossiey, \© 9 @% @@
@) @\ S N N & @ %,
© o & ¥ & s &
SIS e & & @

N .
IIIA 10.3\.@.2 Short-term %@ci@poﬁ}e ratto (%@RST{@;%
Not reeﬁged accord}ir@@tgo gi%nt reg latO@g%requ@snenfrﬁw . O

@&é\fo@&\é S

N S @
2 & ST o
II1A 10.3.1.?@L0n@@ern@§§cm@ ex@ure@tio @RLT)
Q ©) ) N

Q N
Reproduc%ve/long-term@oxi@ ex rg l&o @creening level for mammals
The ris&essment @g@’gcree@lg level ha @en »&formed for cereals for an application rate of 1.5 L
product/ha corresp&ing@&(gl kg su n-methyl/ha and for an application rate of 0.6 L
pro%ct/ha corresgondin@io 0.@6 k@neso&@uron-methyl/ha.
@ N

@Q&\%% §@Q
Yy O & 9
T & O
s &
g\f (O @v\g
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Table 10.3.1.3- 1: Long-term DDD and TER calculation (active substance mesosulfuron-methyl) on

screening level for mammals @° S
o
. . | NO(A)EL |Appl. rate N
Crop / Compound |Indicator species [mg/kg bw] | [kg/hal] SVm | MAFm ftf(@} DDD | TE @@» Tg@e}
Winter wheat, 1 x 15 g a.s./ha %@’ N o\Q -
Small P9
Mesosulfuron- herbivorous 1277 0018 | 483 | 4 |053] 028> 3361 | S
methyl V @ < @
mammal Q @ NS §% S
)]
Winter rye, 1 x 6 g a.s./ha w@} (@K - ﬂ@w KQ @© &@%
Small oD @ |R|.O @
Mesr‘r’lse‘:lllfyulmn' herbivorous 1277 Y 0.006 @3 ST @053 RIS, «&913 K 5
mammal (é& %@@ & S 2 @g%%’ @( - o
e B O R & O @
All TER values are above the required ééfgg T &N for&%prod@we/gﬁg—ter@ xpgsure. Lo g—t§§
risk to mammals is therefore acceptabl&for kinte&(@d pr&ﬁuct 9\9@ w\?\ § é\f ®)
St & . O X w @Q @ &
. v ny N
Long-term risk assessment for @mmal drlnﬁ’ng 8ntan®ted@ter@@ @Q o\‘”\ﬁ
For further details, reference is @ade &%&nt@).l.@this@%si S @ @© &
oN @Q LRI "\@ 9
Table 10.3.1.3- 2: Evalua@@ of OQntia@)ncer e@osure@i@ dri@g v{gﬁw o%ammals
é\\n(esca?;\é;!ausg% S Qb@ S Q“\E
@ A cati%@ NO@)EI_&% @. . K sca[:,e
Co?rfl())(l:u/nd § [Iz@ﬁ °ny Fatewy, %mg %87@ (Aat n i\l(fl::lf:ern Conclusion
©© [6 &[g %la] §(g bv%}] TNOG if ratio
Winter whﬂea%,)jl x gasitha S 9 S
_ SRS v
Mesos@ﬁlron @’7 @9 1@ 127> Q@ <50 No concern
Y @ S) ds O I
Winter rye, 1 x 6&@\./ha&\ NS NN
N ‘o N
Mes"suilfulmn@ @ §@ 6" | 127 @b 0.005 <50 | No concern
' med me1t };@Qén @g® S 1 &a@ iwf @3 06/610298/2003f 1)
median value@JCA 7.€3.1, mespsulfurdn Revisw Report(SANKO/1 ina
S & @?%‘\‘ @&
This ev@tion conﬁ\nf@ that&he riskr n@mla om drinking water that may contain residues
from.the use of IM@@ M%ﬁﬁ 1\@ OD@‘Z is acceptable.
S ¥ & Vo
" S @ &
s A& &8
@ < Q" & ©@
& e oe
VS S8
S @ :
S
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IITIA 10.3.2 Other studies

D
IITA 10.3.2.1 Acute oral toxicity of the preparation Q\@ §
o @ &)
& N
Table 10.3.2.1- 1: Toxicological profile of IMS + MSM + MPR OD 42 @@ N &
P
. 50 ““Refefence
Test system Test species [mg ppduct/kg bw]Q @& \y\é TTIA} Poin(®) @
) |
Q) (2883) G
Acute oral rat @} > 5000 KN é\a M- 548,9@1—1 @%

al

) 9 & N
o R O
The study confirmed a low acute oral toxicity o forr@nulate?@prod@@@, reﬂ@ctin%he lgw@@%xic%@@)f
the active substances. It is therefore reasonab&to as@ne t@@the i%’ducoul%@)t posc'an y\’
unacceptable risk to mammals, as indicate%by th@sk a@%sm@erfo ed for the @iv@ta%

. ° N
(see Points 10.3.1.1 and 10.3.1.3). @éﬁ O\\\ > 0&6 §§© & & §®
R N
©Q $ "\@ § @'& § @

N 9
ITTA 10.3.2.2 Acceptance of @it, %anul%s or t&ate See at@ility@@tin&‘%
i ~ S N T A S
Not applicable for spray app;@@ono\ @ g @Q SN

S & @)

&L e
@§§@@§®@@
%2

IIA 10.3.2.3 Effects of se@e&nda@f@pmﬁng@} @@% . &
% o o
The log Kow values mes@’ulfl@a-me@yl (l§<ow§\-0.48 @pH éis b@L&V the trigger value
indicating a very ris@%f seco ar@isoning. Fe&tai@@egar@ng %@Kow of the active
@

N C
substance refer f»111 198 AN > N
& AN Ry
PSS S F

>

(N . N
L9 Sy @ @
IITA 1@3 Supe@rj@%ed@*@%e (@ield trial%@ %Q@ S

S o,
The risk assessmenf sed@a the som@roqiﬁﬁethy&indic@ acceptable acute and long-term risks
to mammals (see Raints 0.3.1&Zand @3.1. @F this @)ssie@. For this reason and also considering

animal welfare@no su@vis«@@age é@ieh@{udy @h thgypreparation was deemed necessary.
4 s

Q O © N N
3, Ve 8 &S
@ Q@" R
& NN &®©\
% N I AN
N . @g@\@Q&©
G @ © 9
@@ék@%@
2 Q
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IITIA 10.4 Effects on bees

Ecotoxicological endpoints used in risk assessment @\ @
& @
& N

Table 10.4-1:  Endpoints of the formulation IMS + MSM + MPR OD 42 Q @
&
Test . . ‘2”\73 ooy 9

A
substance Test organism Study type §@ Endpomt@7 & N Ref&genceO“Q 2
N\~

— SN
IMS + MSM Acute toxicity for honey bees ﬁQ @@ N 3) \@
+ MPR oral, 48 h @50 2344g product/be x
oD 42 Apis mellifera N e productibeg M§222991E 117
contact, 48 h5”LDso 498 pg I@Q?uct/b@ A 4.2
<

S v 5O e
5 T Ve A s T g &
S > & & <
&@ @©o§ Q° ©©w\ﬁo\©
FIEFITs s
9 @ Y &
QS L LS
@ 9O g © o .0 @
Q O O O N D
SN I N
S) S oF L2
@’ & @@o%
SER TR
%, @@@f Q@@
S @ﬂ&@\ O
@%
@\%%é@y@@Q
2 Q
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Table 10.4-2:  Endpoints of/for the active substance mesosulfuron-methyl
Test . .
substance Test organism Study type Endpoint Refer: I§/ @
Acute toxicity for honey bees S @ (5\
oral. 96 h LDsy > 105.6 ug a.s./be®y @
Apis mellifera (NOED) (=105.6 pg a.s&ee) 998
contact, 96 h LDso -, > 100 pg a.s fbec” 3"“1\,1 /Oléw
Mesosulfuron- i (NOER)” (= 100 pg a@%/bee) f’ S @
methyl Chronic toxicity for honey bees < UQ @ %9 ~ ﬁ&
. @ O
10 d chronic % <
: . . Cso >120hga, %kg
Apis mellifera adul;tize}/dlng@@ OEC > %0 mg\ /kg Q
% N
@ &
© G
. < @ o
Mesosulfuron- Acute toxicity for bumble%)eesb @j§9 @ @ S -
methyl . Y N Lﬁ@o S
Bombus terrestris | co t, & \
WG 75 Q@C gg’& % D)\ 100 ft .5.405%) K@Q
Honey bee broog{eedlngf@st N Y \@ §> @ §
© & | No&Qitversegifects od ad @ee
@ |, % g rg&talﬁg@ee pr%d deve pmo#
«:§ o A (eggs, young lai¥ae, o@larv @)
% s §9 @S pupaédy behavidur, @(myo " 2013
Apis iellife Oggnen e strength a qcolorx% evel@me M-465325-01-1
p @% @al., 19 geem@ ho bee coldhies @ KCA 83.1.3/01
Y gar Syrup at@mesdiylfurofis, R
NN S
@ é < N met@con@ntrahm@yplcaﬁ?
Mesosulfuron- S & S VNG présent in@he spray tank (37.5
methyl q 8 e N @%) N3 @
WG 75 © ij o Semich@d S §
(+Mefenp N hongy bee - 9) Q © @
degy, | 0 O vy © >
W&@%S) (@) § CD No. ad@e eff@bs on mortality of
@ °N 75; fofded -/ adult beés a d%brood, flight
Q\) A QY expo | intgnsity, bélaviour, brood . 2015
v@@Api%ellife@ caaditio developn@a‘c (brood termination M-510267-01-1
hacelia e, b index, compensation KCA 8.3.1.3/03
)
©@ O @Q @ appl index) and colony vitality at 15 g
A > ©\ %@ full @ m@ulﬁnon-methyl/ha
) %
@7 o\@ Q bees ac&ely §\
< abforag .
N R o

All above 11ste(@hdpomts ar
EU endpoin ste&%boﬁm

@

1A %ﬁt 1@ Ha@rd %tlents for bees

A@?dlc@n

asSsess

for@lesosulﬁnon -methyl.

ed f he risk assessment and are consistent with the proposed

of hazard@azard Quotient or Q) can be derived according to the EPPO risk
t scheme, by calculating the ratio between the application rate (expressed in g a.s./ha orin g

product/ha) and the laboratory contact and oral LDso (expressed in pg a.s./bee or in ug product/bee).
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Qu values can be calculated using data from the studies performed with the active substance and with
the formulation. Qg values higher than 50 indicate the need of higher tiered activities to clarify th@ @

actual risk to honey bees.
S @® @
N & Q
Hazard Quotient, oral: Q,  — maximum applicatio n rate _ [gas/ha Or@i’md‘m/h&]@ @
"o LD, oral pg a.s. /beg\g%\s ug product/l:@e] @ %@
Hazard Quotient, contact: _ maximum apphcatlo nEe __lsg a Orgpm‘@%ﬂ’a é\ﬂ &
H LD,, conta@ [u% s. /bee or ug @duct/@e] @@ @Q}
& TS &
. \ o 6 AN
IITIA 10.4.1.1 Oral exposure Quno @Q Q@ b@ v @& S o °
i\%\\ SOy O ©©% @SQ@
@ & S SN
Table 10.4.1.1- 1: Hazard quotients (f ted product) f - Q
able azard quotients ( orp&a ed pro lmt) or bees % exp@ure @ J(@Q
Test item Oral@\bso Mka appﬁvatlo§ ate @%za Trgger ;L@A-priori
© S S Oquati ¢y~ °J acceptable
@ N v S @ § 5 §> % risk for
@rodu%t/be&[\ [g@;rodlfet/ha]‘@ cQuo © adult bees
Winter wheat, 1x 1.5 L product/l}%% @ @7§ @ Ny o 2 &
IMS + MSM + MPR ~ ° % 234, C§§ @&150@@% i § @§ 50 yes
S S
OD 42 & @@ " é& RN
Winter rye, 1x 0. §@proguct/ha§ NN ~
D N o Ro N 9 N Y
o 4;MSM+@§R N S o O 600V §@ % 50 yes
S @ O O o714 O &
#) specified d%lty for g@duct I%”S + I\@M + l&R O%@ 1 00‘&/mL
& @’
& &y
Table & 1.1-2: Haq%@ﬁ qu%%ts factive @stamgg mesos:}furoh@nethvl) for bees — oral exposure
Test item N @l L%} (Max. a@)hu@m rate | Hazard Trigger A-priori
) S| - quotient acceptable
QL S ~ L S
@ oY ¢ . © . O g risk for
Q © O [ugﬁ./beg% ey [gys./ha] Quo adult bees
Winter @pat, 1x15 g,a.\;{/haQ\Q @ . 2 9
¢ T S
Me sulfuron-meth?@ >A495.6 L 15 <0.1 50 yes
e
Winter rye, 1 €6'g a.s./ha e \(\@ @)&
) w
@
Mesosulfﬁme@l 210560 6 <0.1 50 yes
@ OQ g O

S >

IS

The Kazard @otle@ﬁor %Pexposure is below the validated trigger value for higher tier testing (i.e.
Q]%< 503 \’ 1sk to bees from oral exposure is therefore acceptable for the intended product uses.

&
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I1TA 10.4.1.2 Contact exposure Quc

° %>
Table 10.4.1.2- 1: Hazard quotients (formulated product) for bees — contact exposu;\@ @® S
& &
Test item Contact LDso Max. application rate | Hazar@®> | Trigger A-p jori
quot%nt ©Q accéptablec))
o °\ o I fo
[ug product/bee] g prog@/ha]# @%QHO ) \@’ult he
Winter wheat, 1x 1.5 L prod./ha A @ @ @@ N
Rl O
IMS + MSM + MPR @ S © O @
498 71500 Rl oegpo & se yes
OD 42 Q N
@ 51 N5 b &
Winter rye, 1% 0.6 L prod./ha e’ N@ RS
) @ A S O &
IMS + MSM + MPR v ] o S\ .
Ob 42 SO Y oo <7 G2 . SO e,
R AN Q) &
< LA,
#) specified density for product IMS +MSM + @R OKE: 1.009 g/n}L& Q A N o
R & & © & & @ S0
QY & . & (N @ &

Table 10.4.1.2- 2: Hazard quotientsé(a%tive s@tanc&ne%sﬁfurQ@et@for
5 (2 O A J

Q

s — conitact eXposure

Test item Cantact EDso OMax, lica@)ff rate] HaZard @“rig er A-priori
AN @ AN %)Q qutient > é acceptable
R & & . .
N © @& (04 ~ L 9 2 risk for
9 [ug@s./b@ § %a.s./ha] Q@ adult bees
Winter wheat, 1 x 15 g a.s./hi\% & ® K@ ©\ S v S
S N S O O O
Mesosulfuron-met@ I §)0 Q@ & &9 5 @ © <O.2& 50 yes
S O TR R @@
Winter rye, 1@% g a@ha N @ AN ~ £
O [ - N & o [@
Mesosulfuggn-methy £100 @\ @6 v <0.1 50 yes
;\\ ey @V\g i@ b & @ @
KA S O P
The hazard quotie§\f6r co tac:é@osu@@s b théﬁli ate% trigger value for higher tier testing
(i.e. Quc < 50). Bzk to@es fs cor@ct e;@@sure@'g thergfore acceptable for the intended product
uses. QY &7 .0 © O @
VOO & D
AN SRS @%Q R %@

Furth . . .

urt e@ms:demg\cf@s fo@e ¥i asi@sme{

N .
In a@hﬁion to acuté&lﬁ)or@y s&l@fes ad%@honey bees, mesosulfuron-methyl was further

subjected to top@:@l acut

differencesg@&w

In additi@} me
[KCA@.L
10@5%6 days’to a‘@oncentration of nominally 120 mg mesosulfuron-methyl per kg aqueous
sugar

)
S
\

of mes

een ey
\%”’1@
Ifurha-m.

@un&ﬁ% be@estin&@(CA 8.3.1.1 /02]. The study did not reveal sensitivity

&é an%ﬁmble@ee foragers.
@
AN

1 was subjected to chronic laboratory testing with adult honey bees

is chibnic study was designed as a limit test by exposing adult honey bees for

ion (120 ppm). Thus, the nominal employed test concentration exceeded the concentration
ulfuron-methyl as usually present in the spray tank. No adverse lethal-, sub-lethal,

behavioural or delayed effects were found by exposing adult honey bees for ten consecutive days
exclusively to sugar solution, containing 120 ppm mesosulfuron-methyl (nominal).




2 . Page 70 of 112
sayer) Bayer CropScience 2015-04-24
R

Document MCP: Section 10 Ecotoxicological studies
Iodosulfuron-methyl-sodium + Mesosulfuron-methyl +Mefenpyr-diethyl OD 42 (2+10+30 g/L)

In order to reveal whether mesosulfuron-methyl poses a risk to immature honey bee life stages, a@g @©
brood feeding study [KCA 8.3.1.3/01] has been conducted by following the prov1s1ons/metho @&
Oomen P.A., de Ruijter, A. & van der Steen, J. (OEPP/EPPO Bulletin 22:613+ (1992)), @ch

require, amongst other parameters to ““...use formulated products only.. proa@éls are fed

concentration recommended for high- volume use...”. The honey bee bro%éﬁeedlng tegt f9a Wots ca%@
screening test, by feeding the honey bees directly in the with a tre@d sugar solg‘[;@n wal%\h @Q @
contains the test substance at a concentration typically preésent in the@ay tank (an@as suglrat a@ery é
high concentration) and by investigating the develo@ent of eggs@soung & old 1®Vae bﬁmp@mg@

digital phot technol @9 S
igital photo imaging technology. QQ(@ N Q \ %@ @@
. . © Q? @ %o
This particular study tested formulated meso&furo@net via eso§ ethyl \%G 7S)
together with formulated crop safener mefenpyr d@hyl @ Me@pyr diethyl WG 15®§Th@mal<§st

concentration of mesosulfuron-methyl v(%’ 37 iﬁg/h@ 5 ), which co@esp s to a typic
concentration of mesosulfuron- methyes £ in thespraytank wix us@g pro +MSM +
MPR OD 42. The administration oi@htre@%gar‘sg tiorper c&@y @talm@ 37 m @)
mesosulfuron-methyl, has not res@ed igadversg effects. Th@ wer&deit @%dve@ acui’te, or chronic
effects on adult honey bees Veor\%feffect@é)n 1K§at ggﬁon@@ee life stag% (eg§> young larvae,

old larvae, pupae) or on the &lony&tself @the&morta@gy of workerdbets an@ pupae (as assessed via

dead bee traps) nor the t@f@maho@rate ou% larv%gnd aeld larw@(as assessed via digital
imaging of individual marked@lls) wAs sta@ 1gn1@antlg§d1fferer$§9 fro e untreated control.

éﬁ (OIS @ © NS

N A SEER

In order to investigdte I@)d V@lopnfént urtder act@ us d1t ] 0 L sosulfuron methyl, a
higher tier sem@eld higney bee brokd stu. KC&S ordiﬁg to the provisions of the
OECD Guidafe D t@S) wa@con&wted @ er ﬁne@xposure conditions, by
applying thejrate of 20. ll&ﬂM

es@ulfu@gl hect corresponding to 15 g
mesosu@on methyl/}@%nd@ﬁ @ondmons t@he f&@@ov&%@ng and highly bee attractive
surrogé%e crop Phacel tana@tzfolza >

The test was demg@as a&gephc@d tynki study to g;ess p@&ntlal effects of mesosulfuron-methyl
to honey bee col %lud § %etalgg@’asses enttof brood development. Tunnels (25 m
length x 5 m width x ht) @ S@l plot of Phacelia tanacetifolia. Small bee
colonies we troduced téﬂﬁe tunnels 4. days bQ ore the application. One honey bee colony was used
per tunnel. %T he test item @atem@ ar @enqg@ em wgs applied during honey bees actively foraging
on the ¢ The trial was out@smg r tyrthels (i.e. replicates) for the test item treatment, the
control and the refe@ce 1t atment (kuseg @O g/kg fenoxycarb), respectively. The confined
exposure phase of the ho@bees@md e tr d crop was 4 days following the test item
apratlon At the end oBt ay after a @catlon due to the herbicide mode of action of them test
item, the Phace@a cro was g lo 'f?) attragjive to bees (faded crop) and did not longer support the
confined co ee céloniesi.c. the colonies from the test item, the water and the
reference | t respgctively) werrelocated after 4 complete days of confined exposure from
their res tlveﬁels@ld p@?ed in an area with no main flowering, bee attractive crops. The test
item w app@ d§g optium foraging conditions. After foliar (spray) application of the water
(conttel), te@ite utfuron- methyl WG 75) and the reference item (fenoxycarb), ontogenesis of
a 4@ inedg#mber ot ho bee eggs was observed for each group and colony. Mortality of adult bees
and p /larvae as well as foraging activity of the adult bees was also assessed. The condition of the
colonies was assessed in regular intervals until the end of the trial. Ontogenesis of the bees from egg to
adult workers was observed for a period of 22 days (i.e. one complete honey bee brood cycle). This
was done one day before the application by taking out a brood comb and taking a digital picture of the
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brood comb. After saving the file on a computer, 200 eggs per colony were marked at this first brood
area fixing day BFDO (BFD = Brood Area Fixing Day). For each subsequent brood assessment @o S
(BFDn), again, the respective comb was taken out of the hive and another digital photo was taken'in §
order to investigate the progress of the brood development until day 21 following the applicat
(BFD22 following BFDO0). Statistical evaluation was done for mortality, fora@ activity, c&lony ©®
strength and the brood termination rate using Shapiro-Wilk's test (check for normal distri@stio NS
Levene's test (check for homogeneity of variance), Student or Welch t- tg:\sjl&(pairwise go@pa{i@l. \25@
No adverse effects on mortality of worker or pupae, fora% activity, b&haviour, nect@ an%ﬁollel@@
storage as well as on queen survival were observed. No effects on co q(:Z) developrré&, colopy s« &
strength or bee brood were observed. Based on the rlts of this st&@y, it can be &pclu thap:$ ©
Mesosulfuron-methyl WG 75 (750 g/kg) does not adversely affecthoney bees and hopey bee Gvood @
when applied at a rate of 20.11 g product/ha (co onding to&S gm sulfufdn-m yl/ha) in 409,
tap water/ha, during honey bees actively foraging on a b,ee-a@tiv ~lowefing crpp. The'ebse Ved,
characteristic brood effects of the reference i%ﬂ Insegar (asg, Tenoxycarb ter@of typ%ali rﬁime
of occurrence and extent, showed that the %evaili test éﬁdiﬁ@j allowed for pro@lnd @ctio& o
of effects on immature honey bee life stzggs. \\ \\ S &% ©@ N §@
° ~ X

Q@K\ %@\&%@é\a@@@ S

St & .8 X w» § @ &

®

A T N Y S
Synopsis R © Z) S} § &© ©©@ ©@ S
o N U S @ Q % N
Mesosulfuron-methyl has a @acu‘[e\toxi@@ to honey bees, w&@ Dsegforal and confact) above the

highest tested dose level (%alz L®> 1@ u @./bee@ontact: LB@X 10953;; a.¥bee). The
calculated Hazard Quotiénts fo%both, r@sos@ron@iet;z&@welf%s forﬁs @SM + MPR OD 42
are well below the Va@ated@ge%%’ﬁue which &@ld ) 1cate@e need for aetined risk assessment;
no adverse effects gihhongy bee @r‘[alre tonbe e@ted.@his co@lusio%is confirmed by the
results of the beesbroo @din@study.% N §9 @& @@

The acute 1abory@dy c@nduct@bwi&l&%mbi@%bees@veal@o ser%itivity differences between
honey bee and bumfle beé%rag%s. 9 & O @

Regarding potential sid&teffe fm %ulfu@—n@h@;l mn&@e honey bee life stages as well as
on colény developmef#, 370.5%)m mesos@rog—@thyﬁ%& con&@tration which corresponds to a
typical concentrati \f m@sul@éﬁon-ag@hyl '\IM%k MSM+ MPR OD 42 present in the spray
tank, has not res@ted ipradverse/Statigtical significant effe@@ on mortality of worker bees and pupae
nor in adverse@tatisti€ally sg iﬁc&@ effe@ on the termi®ation rate of eggs, young larvae and old
larvae (as §s ssed via di@l i@ing \ndi @allarked cells) in the bee brood feeding study on
colony l@ . Even at this veryhigh c@ncentration, under the worst case conditions of the honey bee
brood feeding test, @dve%? eéffects on immagtﬁ@ﬁloney bee life stages were found; the findings in

this&%ldy regardingthe C%@C}H(@C/de ed effects on adults honey bees are in line with the
absence of adV@e chronic ef@@ts oradult bees in the chronic 10 day laboratory feeding test with
adult honeyges undey lab ory@%dition (at 120 ppm).

st \e patgntial-effect mesosulfuron-methyl under confined semi-field testing

In order t e

conditioré}acc ing t&-the isions of OECD Guidance Document No. 75), Mesosulfuron-methyl
WG 7@50 @g) w% ap at a rate corresponding to 15 g a.s./ha in 400 L water/ha to full-
ﬂov@ﬂng P@lceh’@@ri§ ney bees actively foraging on the crop. This study design, although being
c rvativé for an actuabexposure situation of honey bees in cereals, is from an apidological and
apicul point of view more realistic than an in-hive feeding of the test compound via a treated
sugar solution, which contains the test substance at a concentration typically present in the spray tank
(and as such at a very high concentration). The results of this higher tier semi-field study confirmed
the conclusions made above on the basis of the outcome of the lower-tiered studies, as no adverse
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direct or delayed effects on mortality of worker bees or pupae, foraging activity, behaviour, nectar-
and pollen storage, queen survival, colony strength, colony development as well as the developm@ of @
bee brood were observed, even under aggravated, forced exposure conditions and by digitally e

following-up in a very detailed manner the fate of individually marked brood c%s (digital

photographic assessment) from egg stage until emergence.

@® @

Overall, it can be concluded that mesosulfuron-methyl, when applied at the m@jxnnum ap@catl
of 15 g a.s./ha even during the flowering period of potentially bee- attract@%weeds 1nsag9he c@eal

cropping area, does not pose an unacceptable risk to hor@é@»ees and h@y bee colmé}s \ @Q &@

@
IIIA 10.4.2  Acute toxicity of the formul%iﬁl to bees_ & Q \& 6 @
X N . T T AN
) @ R N o
IIIA 10.4.2.1 Oral S @ A S
Report: *@ 20BM22299K01 O &7 g
Title: Effects of A 06.0D04 A} 04 (aCtite coftact and oral) oh ho
bees (Apls\@elh(feia\L ).if%he lgf}@ratm@% T A@“Q N ©§3’
Report No: C037487>° S X o & & & .
Document No: -22@91 019 NN S
Guidelines: OEQD 21??7214,;@@“:1(@ no;@ec fied O &Y
GLP/GEP: yes. & @Q S X
R o
I I S TN
Objective @ © @Q v & § @ ‘&@

The aim of the study was to d r@the 0 cg@ntac@%ch@ of IMS'+
(Atlantis®OD, AE @@5008 0 0@4 Al@) to dpls m era. The st
S

criteria.
N

2

°\ ”\a 8 @ SN
NN &, 8 &
Material an(ﬁ’letlg@ S) O« 639 @b ©) @
.9 %, fog
Acute @tes‘[ g}g & @ &

%
(f
é@

MSM + MPR OD 42

as@’esigned to meet OECD

)
Worker bees, 4-6 »«:‘ SO &Neremated@?h 63 1279\2 5, 4§and 986 ng product/bee. Test duration
was 48 hrs. In ad % untre@cd cgi@&rol Wi teste® Mogeover, Perfekthion EC was tested as a

f
&

toxic standard, 3 repli

30 E@s W &e use@er trgatiment level. Bees starved during a period of

0.5 hours prigp to ‘[e@stau't§ e eﬁ%per w 5 ° Relative air humidity varied between 60 and

76 %. Thebees were mai am@t daﬂg: urlr@t e ?to%

& ©\
Acute contact test % @ @ \

Worker bees, 4-6 weeks@l’d W@ treategwnl@ 16, 232, 463, 926 and 1389 ng product/bee. Test
duration was &@rs. n%adiﬁ% an@mrea@ control was tested. Moreover, Perfekthion EC was tested

as a toxic staidards3 repli
25°C. Re@ﬁve a@ I@y Vg@@d between 60 and 76 %.

N
§§9 @§@®§
@ & <

&

es with 10 Wes each were used per treatment level. The temperature was
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2
4

Findings .
& &
Acute oral test: Mortality and intoxication symptoms were observed as follows: N @
Actual intake 4 hrs 24 hrs @ J @
(ng product/bee) (% mortality) (% mortality) @ (% anallty)\\Q
Control 0 0 % Q0 § 9
63 0 G 61 & RENANEES @
127 0 100 © o’ W K
245 0 N 433" S QT © P
495 0 R 933 o IS & 967Y 7
986 0 Q& 290.0.. 9 < 96 Y
Toxic sifadard N @Q S v
0.04 0 .- =) O & & |T & 339 .-
0.08 0e) | 8 233 RN
0.16 ¥ - @ 436 N | & 1700 E
0.33 NS &F © sy O Y @967
TR SN S L
Acute contact test: Mortality %n%mt@cat]@ sy @omg%re qb@ervg@as fqlgf?ws
ug product/bee @ %2,4 hr @ & @tﬁs & © K 96 hrs
o mortdlity) & Qy (% ﬁiortaligg G (% mortality)
Control N 67
116 S e33 © Y > 333
22 & | & 10, S| s 20.0
163 & & L9 Y T o 16.7
9260)° S\ | & o 400 8 o 90.0
3y o |0 O3’ OO 96.7
o v 9 y Lpoxic stéad
& 0.1 o | &7 I 70.0
02 .9 | 90,00 - 7 96.7
03 O° S w3l o B 93.3 96.7

2,
S S
The followmbser@mns@ere Iggﬂ : apathy arfd discd8rdinated movement.
S CEEN N NS
oS

R 9
Conclu@ @'jf' @ @
The effeet of of IMS: MS %MQR ODQ (A@IS®OD AE F115008 06 OD04 A104) after oral

RS
)
an(Ké%fntact expostite on %ﬁ@@ Q@Q pls q@lllfem based on nominal figures are as follows:

o

S @
Acute oral teg;@ N > @ Q
24h LDso =§ 6@ ct/bee (95%confidence limits 213 - 319 ug product/bee)
48h LDs(@ﬁ% @Zy@ c@'ee (95% confidence limits 197 - 280 pg product/bee)
o Q
Acut&cont @ v
48@ 97@1@ ﬁ%duct/bee (95% confidence limits 771 - 1220 pg product/bee)

96h Ll@ 498 ng product/bee (95% confidence were not determined)
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IITA 10.4.2.2 Contact

The acute contact toxicity studies on honey bees with the product are summarised in Point 10.4. 2@ 6
S

;

I1TA 10.4.3  Effects on bees of residues on crops @b &@ ©®

A honey bee brood feeding study according to the provisions of - etgl. (- L. 13 @ &
465325-01) as well as a semi-field brood tunnel study aC@dlng to the &%VISIODS of &&OECQ@ é\ﬂ

Guidance Document 75 ([ ] . 2015, M-510267-01=1) have beconducted ese@dle%

summarized under KCA 8.3.1.3 /01 and KCA 8.3.1. 3@43@3 respectn@@f @ Q § @q}
S) R o & A © &

Q'?% IR

I1IA 10.4.4  Cage tests & @’ «@ @’ @b g

A semi-field brood tunnel study according VISI EC ': u1d @7 l@75 &’

(. 2015, M-510267-01-1) hastbp nce@du(‘t\%d Th@tudy a%sum@ zed under KCA §@

8.3.1.3/03. RS PN SIS

IA 1045  Field test &© @’ \Q S S §@ ?

ield tests Q SN < S \‘”\9

O S
Not necessary considering the @tcorr&%gf the@@’gk ssmnd@e restlts of@ver&iered studies.
IIIA 10.4.6 Investig%ion i@) sp@al eﬁ@ct @ @ o
0 S R
Please refer to point ITIA 1 0.@ @@ ©§ @Oé § LN
S @ §§
1A 10.4.6.1 Lat¥al toxicity; & L@
Please refer to Q;t 190 4%\ . \\ é\ N
@ & o O «&F &
NP
A 1(@6 .2 Long @sldu@%ff@
Please refer to pon@gm 10:4.3. =, §
T .
@ S >
@ @ @9 \% < S
I11A 10.4. D1 en@% c s eg ee v

S p (% @
&

Q

@
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I11IA 10.5 Effects on arthropods other than bees .
Toxicity tests on non-target arthropods were conducted with IMS + MSM + MPR OD 42 on the @ @6
sensitive standard species Typhlodromus pyri and Aphidius rhopalosiphi and or@?hrysoperla @’GB ea. v
A summary of the results is provided in Table 10.5- 1. @JQ & @Q
N
X & & o
Table 10.5- 1: Endpoints of the formulation IMS + MSM + OD 42 use risk assessment N
p formulation MPR edd Sl S S &@
Test species Tested formulation, study EcotoxXi ologlcal end@lnt N
Reference type, duration, exposure N Ay @Q @Q Q»\\©
Aphidius IMS +MSM + MPR OD 42 | LR5p =877.3 mL/ha Q o & & © &0
rhopalosiphi lab., glass plates, QO?(@ @ QR © & @
[mL/ha] corr. Mortality [‘g@ ‘NEffect@p Par@atiq}n‘:ﬁfﬁm@”‘ [%]
(2003) 375 59 @@ % _2.2@}, IS S
C036547 530 6 Q@ sy S S
M-220929-01-1 | 750 Y5640 N EES & o
KIIIA 10.5.1/01 | 1061 OB 5 H .0 o S
1500 @ 9SO S 8
Aphidius IMS + MSM + MPR¥YD 4@@1150 @500 Hha @, NS %
rhopalosiphi ext. lab., barley seédlings & @ @Q N %
-(2003) [mL/ha] R & |cdy. M(@’lty [‘@ &Effe%@n PatatiofﬁEfﬁciency [%]
C037712 750 @ | 600 S @ Q 25.8 N
M-223374-01-1 | 1500 N > 13.3 S &@ 8% @
KIIIA 10.5.2/01 N9 S @ Yy 2 o
Typhlodromus | IMS +o@S}M + MPR 0@712 0> 1600 m N S N
pyri lab., glass pl & 3§ @ Q o §
mlgha] @ %o corr. ort%]iﬁﬁs [%] © ect o@ReproducﬁonB [%]
(2003) 1 . § S EE I 92
C036098 O P o Q4 \Q & & 4.9@@
M-219955-01-1474 ©\ S 339 & §
KIIA 105187 |84 © O ¢ 740 S @%g.s
10 P S © 3
Chrysop@‘fé’) IMS +MSM Ml@ 2 [ ERs50> 1500 miZha _ O]
carne ext. @, m3§ leav: < ©\
[m% IS % kcom\\%m‘cality [%IN Eggs/Female/Day  Hatching [%]
(2003) rol & O \ NS 30.7 87.7
C038055 G50 @ &0 & 32.6 90.6
M-224105-02.1 | 1500 °7 & < i 0.0 < N 34.4 89.4
KIIA 105992 | O . o N
A negative %}ue means incréased sitati efﬁ@g&?fcy C@Yﬁared to the control
B negativi@a ue 1ndlcate@10re repr(@uctl(@sompa% to the control
> \©
All&%()ve endpom%%vuse 1s a@;ess@nt 0n51stent with the proposed EU endpoints listed in
Document N2 f@«\mesos furgr@met@l Q&
§IE Vo
Q

Risk ass@me@roce@ures S

The rlﬁsse@en@as per %rmed according to Guidance Document on Terrestrial Ecotoxicology
(S@@O/ 29/2@2) a@ 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.

2000. & D
N S
©© &> S
In-field hazard quotient (HQ) tier 1 risk assessment @ s \Q
The following equation was used to calculate the hazard %@otlent (HQ) fe{ﬁ%e n- ﬁeld&@nar o%Q \zs@
& S L0 @
M S
In field-HQ = max. single application rate * MA@LR% Q& 6” R @© @Q}
Q} N @@f @ & @§
IMS + MSM + MPR OD 42 is intended to be g@phed@nce V\@ an Q@hc%@ﬁ rat@%‘f 15@me/&§11
winter wheat and with an application rate of 600 % a 1n@tmter@ R V&ues ar%
presented in the following table. The risk f&gonsl@’red\&eptab@ if the calc&@a‘[ed @§
N NP SIS
'~ L@ & Q \ N
o
Table 10.5- 2: HQ for terrestrial non- t@?ct ai:@nropo&for th@n ﬁe@ﬁ scenéﬁ) §‘9 @ @)
Crop/ Species Q App AF @’;0 © L“}F’rlgger
Compound a @ ] & # @L/h b® @ .
Winter wheat, 1x 1.5 L prq\@@tlhao\ O ' @ S
IMS+MSM+ | Tpwrie, o | 15000 @i @00 N
MPROD A2 1y hdpatosipni |2 1 o 1.1 T’ [
Winter rye, 1 x 0.6®pr0d@/ha o = @Q S Q0 AN ©
MS+MSM+ [ prri,. &) [C 600 |1 @ 1500, | <04
MPROD 42 ¥ 4. thopalosiphi €0 b 197 @87738 0.68

&

) T HOSE-N
¥ &0 O g @ ©§ @
Conclusmﬁ@ For the stq&dard s&@le in-figtd H(ﬁ/’alu@a b@w the trigger of concern,

mdlcat)@@an acceptal&i@rlsk § non rget@arthro@s. § ©\
INS
§> &\é%\@@%\éx@%
X
Off-field haza@d@%u@ (@(ﬁ tier ris&? segspient ;>
The followm@equat@n vg@uset&% calte t%xhazag quotient (HQ) for the off-field scenario:

Off-@ 1d HQ = s1r§1&chatlo%§e *@%F * (drift factor/VDF)*correction factor / LRso
v S5 &

MAF = multlpl@apphcatlon f&gg)or

Drift factor =% 0. 0%7 9 per@é%\tlle fo%ne application (according to Ganzelmeier)

VDF = ve tlon@’s‘m on factor QO
Vegetat dlst tion®cto 0

% %Q
@f@@@’§

@

6 Cand t al.: Guidance document on regulatory testing and risk assessment procedures for plant protection products with

non-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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Correction factor = 10 (uncertainty factor for the extrapolation from indicator species to other off-field
non-target arthropods; default value for tier 1 risk assessment according to the Terrestrial Guldan@ o

Document) Q\ §
@© &@ O
The risk is considered acceptable if the calculated HQ is < 2. @ S \Q
. O & 2
% : N
Table 10.5- 3: HQ for terrestrial non-target arthropods f ®fffld v N > @
able 10.5- 3: or terrestrial non-target arthropods for the off-fie sc)@@rlo @@ \f g
Crop / Species Appl. | MAF @rlft VDE, % Corr. @Rso/ SHQ Trig g\ér
Compound rate é@["/] Q& factor | Jg/ha R @© @
[mihal | o0 @ RN ol lg
Winter wheat, 1x 1.5 L product/ha . - {@’ S AR S <
IMS + MSM + | T pyri 1500 [O'1_ @277 15| o | @is0q | <003
MPROD 42 | 4 rhopalosiphi | 1500 1@°] 29 | 14 | 10 87797 685 |

Winter rye, 1 x 0.6 L product/ha 5\, RS @} &Q ($W> O\U éﬁ “ §
IMS +MSM + | T pyri 800 &b 2y e | an 1500 <007 | 2
MPROD 42 | 4 rhopalosiphi [& 600 @] 1| 277 [0 [§710 ¢ 8783 | <002 2
© \J O )
L ¥ S & V0
Conclusion: The estimated H@ls be‘l@w t%‘crlgger@f corfgern, Iﬁcat%g no u@ccel@%’ole risk for

QN SN L9
non-target arthropods. & é& @@ @ g § @ %@
S & o LS
S o S
o ¥ . N N
1A 1051 Us @ arnf%a@bs
Report: B 20§%;M-226929-01
Title: @w Bffe @ S ¢ parasitoid Aphidius rhopalosiphi in
S o theJ\\ rato dog%resp&@se te FI@SOOS 06 OD04 A104

Report Néu C03654792 < Yy W
Docugaent No: @?220%-01@@ Q @ \
Guidelines: - [ TOBC:3VPRS 2000;Deviation no?ﬁspegsfed
GLP/GEP: Y yes& NN & O
© % @y @’ NS &
Objective @ @ @ @ (g
The aim of. tﬁ study wasde@mne t@ efft @@ of ‘@nulation IMS + MSM + MPR OD 42
(Atlanu@ AE F115908 06:0D042A 10400 mo%ahty and parasitisation efficiency of parasitoid

wasps (Aphidius rh@losz%hz) The stancé@@g labﬁtory study was designed to meet IOBC criteria.

N4 Q &
Material and l@ethods
Wasps Wer:§ated &gfh 3 530@0 10& and 1500 mL product/ha with an application volume of
200 L/ha 1
mL/ha. ex re difationyWas 48 hours. In the course of the exposure phase 4 replicates with 10

ates dytoregyer, Peffekthion EC was tested as a toxic standard with a dosage of 0.3

(7 fentales a m@) W@ used per treatment level. The wasps were introduced into the test

s 2¢40 60 n@ﬁute@fter the application.
A con@ﬁve parasitisation test was performed at treatment levels with mortality rates less than 50%.
Untreated pots with barley seedlings infested with aphids (Rhopalosiphum padi) served as post-
exposure units. 20 replicates with one female each were used during the post-exposure period. The 24-
hour-parasitation period was followed by a post- parasitisation period of 12 days.
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The temperature varied between 20 to 24°C during the whole study period. Relative air humidity

©

&
o

respectively. The test systems were exposed to 1370 to 1800 lux during the exposure period ang4000

varied between 60 to 88% and 60 to 67 % during the exposure and the post-exposure period,

to 10000 lux over the post-exposure period. The light period during the whole was 16 h%@g ©®
g

Q N
Findings % \© @Q \;45@
All validity criteria according to control mortality, effec@ the toxic @erence and g@ par&gﬁsatl @
rates are fulfilled. Q @ § Y &
> © y Q& s
Mortality and parasitisation rate are summarised@e follow1&g tal le 2 Q & % @}
N\ L O
& @@Q@ i*’ S e
Table 10.5.1- 1: P t tali d ti fl A hopal o
able ercent mortality and pa sus:‘}} ne(g@ncQ iphigins r 0@0&%@ ({@% V&
mL product/ha 48 h % corrected \$ {%mﬁc&%e E % F%UCUG@%\)f &al@&
mortality @} N @ |\ @rasr@k%tlon NS
Control (@Q @\g < @y @g/ (f@ c
4
375 00> [T s h\@z.z o D tas.
530 28 O @ ne” & & s O s
750 564 S e S le ge Y|l
1061 500 O SN v [N Lna 2?2 *
1500 812 9] & x o N 0l & *
Toxic standard @0 9 S) @Q RS Wna. . S *
- o ‘o S ~
n.s. = not significant @ v Q AN
n.a. = not apgphcabg@ $ °\§ § N v . ©© @@ & @
\ N SO Y & N
The followm@%se 10n&@ere m@ie ﬁﬁected@ld n‘@b diVi@l&lS were observed after 2
hours at treggment levels betwe&@ 50 &ﬁg 15@1& p@’duc@a
& o &S 5
Conclusion g\
5
The effect of the f@’mu 10n I W + @R 042 %ﬂantls(@OD AE F115008 06 OD04 A104)
on mortalit and ey "‘ itisaton r @’of di hi are as follows:
y s @ Ighz i op@zp i w
O >
48 h LDso% = 8F.3 @pro /h 5% &nfidence limits 791.6 - 972.3 mL/ha)
@ .
NOEC €% 530 mfPprodfict /ha &@ ©\
Q& AN NS .
%, v O N
N i

n; ;2003;M-219955-01
Title: @ \ y  of AE F1 13008 06 OD04 A104 on the predatory mite Typhlodromus pyri in
% th@laboitory ds response test
Repqlﬁ@o (%360@
Doeument@i{’ SOM-209955-01-1
%@fmeh@é@ | 1QBC: ESCORT 1994;Deviation not specified
P/@di’ yes

Report: ©
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Objective

The aim of the study was to determine the effects of the formulation IMS + MSM + MPR OD 42@ ©©
(Atlantis®*OD, AE F115008 06 OD04 A104) to mortality and reproduction of predatory mites Q\ @&

@
& o

Q D
Material and Methods &% \© . § %
Mites were treated with 150, 267, 474, 844 and 1500 m]%@oduct/ha W@k an applicat@n VOR@C of@Q @
200 L/ha on glass plates. Moreover, Perfekthion EC W{lS ested as a t@xic standard With a de age@ﬁ 8 &
mL product/ha. Test duration was 14 days. 3 replicat@s with 20 prgtenymphs wef®used per tr en@q}

level. The protonymphs were introduced into the {@t’systems Qto 40@ute@§fter @ ap]%(gcatio@

(Typhlodromus pyri). The standard laboratory study was designed to meet IOR& criteria.

g
9

. @) . .
The temperature varied between 24°C and 26°C. Relatiye air

iqus variggbet

@n 61% an §9°9%.

The test systems were exposed to 250 to 590 &( Tl@%}lgh&?erioq%xrin @e W%& test \>as 1%hours.
v $ &’
SRS s 9O & ¢
Findings N > > o % S
& o \ & "\ éﬁ 2o
All validity criteria according to cont@moﬁ@ﬁty, cts &the t&c re nc@ld @prod@:tion
rates in the control are fulfilled. % \Q 2o \@' @@ @@ S %@)
Vo & & & 9.0 &
Mortality and reproduction mné%ised indhe f@&wiable@Q . ) é&
O N -
Table 105.1-2  Mortality and s @Qt'ﬁT lod NS 5
able 10.5.1- 2: Oi@ltyg re[:r uc; )@&o r&@ﬁsl:yr % §
mL product/ha é\” @y 7 w\i@ Si@%}lcar%i%b @) D%ﬂ to g\ Significance
é % con@d S > ©© @ reducn of
O Omorgitity) " | S ¢ \@9 @%proon)
Controi\©v A ((%% v S N v
150 7 @p =133 P05, S O Yo n.s.
z\é%?) R %J f(@% S n\s.u A& © 49 n.s.
@74 @U @.9 < AL @‘ S -4.9 n.s.
844 D < 407> @ S ore Y 19.8 ns.
1500 &Y 39 o LT Yy 12.3 n.s.
=4 D [ o
Toxic refergpce @Q A6 ¢y s @@ (g§ n.a n.a.
N> °\ °,
IR N
No intoxieation symptom Wwas erV .9 %@
°\@ Q @ o\
) NN
Conclusion S v @ @
The ¥ffect of IMS + MSRP+ MBR o% % (Affantis®OD, AE F115008 06 OD04 A104) on mortality

and the reproki%on %a;e of,
N

7 day L[)@§§é© 0

n@@rodg@ﬁha 9

AS)
21 da@@@E&@ @ 15L product/ha

S @
Q&

&

©

&

hlo@romusQyri are as follows:
RV
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IITA 10.5.2 Extended laboratory studies

°
Report: B 2003 M-223374-01 L o]
Title: Effects of AE F115008 06 OD04 A104 on the parasitoid %hidius rhopa]@phi ey
extended laboratory study I RS
Report No: C037712 v A °
Document No: M-223374-01-1 \ Q0 & 9
Guidelines: IOBC: Mead-Briggs et al. 2000;D@yiation not s ecified SN Q
: & TP
GLP/GEP: yes X K¢ O O <
N\
> © y @ & &
I @ S O @
Objective SN Q o KT g ) o
The aim of the study was to determine the effect@ the formui&tioncll@%) + M@sfl KPR OB 42 @

(Atlantis®OD, AE F115008 06 OD04 A104) g mortabify and@p@rasms\atio&@zﬁci y ofagi%’rasi i

wasps (Aphidius rhopalosiphi). The extende(@abo%%ry s@y w@desi@d to flicet [QBC c&ﬁyia. .
v 2N s © 9

0SS WD O
Material and Methods @} \\ @} . &6 &% \0;\ é\g %o ©§
Wasps were treated with 750 and IS@mL@Dduc@a withsan ap@aicat' Volu@ of L/ha on

barley seedlings. Moreover, Perfekthion E@’was%s%’a toge standard v&@ ad geooﬁ%e).o mL

product/ha. The exposure durat@n wa&g@ hoys¥ In cou@of tl@@@xp@e %@%} 6 reFlicates with
5 females were used per treatifignt level. T%wasps@ere fatrodu@e in@the testsystemns 15 to 20

minutes after the applicatign. é& §9 @& ¥ SN \@9

9
A consecutive parasitisation test was pgﬁ’orm§ at ttmen@;évels%ith Jortality¥ates less than 50%.

Untreated pots with baxley seédl ng&s\ﬁ%feste@wit% id&@hop@wip@m pa@%erved as post-
exposure units. 20 icates with\ade fi e each we@sed@uring the post%xposure period. The 24-
hour parasitisatio§iio®%as fallowethby apost- p@sitisgfmn p@i}od @ days.

The temperat&%@arie&)etwen 186—%22‘@ @ringéﬁe wle s‘n@periéﬁa Relative air humidity varied

between 60 to83%@pd 66:% du%lg the e osu\tf@and the pos@xp%@e period, respectively. The test
systems vs@%% exposed te J230 <J 6(@ dur@ th§expos pe&i@” and 6830 - 11500 Iux over the

post-exf@ﬁure period.e lighy perio du@g the @hole test wasJ6 hours.
°\ S R ©® S ®
Q & @ ° v K

. N S @ © >

Findings ) @ o

AN
All validity criggria aggo dir@o coftrol n@tali@ty&fect@?f the toxic reference and the parasitation

rates are fulﬁ@ed. ©© Q\\ Q\ f@@\ @@
@ Q @% y o v
Mortality and paras@atio%r arg summa -sed@he following table.
@ D
SV E Sy AS
Table 10.5.2- 1&)° Percen;@yrta@nd @sasitisation efficiency of Aphidius rhopalosiphi
& 5
@ Qﬁ 4 48%% ality Mummies per female % reduction of
N V@ @@ S parasitisation
Contrdl &7 s 0.0 28.7
750:nl. progitha S | fo 0.0 n.s. 213 ns. 25.8
{5300 mL§foductha ) 13.3 ns. 26.2 n.s. 8.7
Toxig-tandard 100.0 n.a. n.a.

No sigificant mortality compared to the control and no repellent effects were observed.
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Conclusion @ ©©
The effect of formulation IMS + MSM + MPR OD 42 (Atlantis®OD, AE F115Q008 06 OD04 ) onfy
mortality and the parasitisation rate of Aphidius rhopalosiphi are as follows: @b &@ ©)
@ - N
48hLDsp> 1500 mL product/ha O 0 & 2
NOEC=1500 mL product/ha VCQ E & @\\ ES
@ O S &
R & 0
@ S & VO S

RN Q &
Report: ;zoow-z?m@?ox@len@% 2004-02-19
Title: Effects of AE F115008 06 ©D04 A104.Gx the tacewing-Chryspperlacarneds

extended laboratory stydy Reyg;;g@d ﬁlﬁﬁepoﬁ%o. LYy
o

Report No: C040071 A Y-
Document No: M-224105-03-1 ) o " S S @
Guidelines: IOBC: Vogt et %Zﬂﬁﬁ?ﬂevi@n nta\(\\s)]f)ecieﬁe(f N O
GLP/GEP: yes QL EN & & N o & o P

N\ o *Q”

N RN -
o Q > & .
Objective & ) © S

SRS

The aim of the study was to ing\\the effects ofﬁe f({a@ IMS @MSE@%— OD 42
(Atlantis®OD, AE F115008 06 ORo4 Al(@ to lagval nx@ytality%nd T (r%dgcé@m o%acewings
(Chrysoperla carnea). T{@xten@d la@@ato@@ud&was d@igned%§ms§@)B&riteria.

v @ 9 © 6@ °\© é &% o\@
Material and Met @ @ @ § Ko Q &
2 to 3 days old la Weé»trea&@vitbi%O nd 159@% pct/@ with@n application volume of
200 L/ha on m@@k 1e@s. Mo%ovec&.%Perfe@wn E@’ was tste c&@ toxic¢ standard with a dosage of
60 mL produétha. eph&@es were use(&pero treatmeptdevelJhe lagyae were introduced into the test
systems 504p 55 minutgéﬁafter @@a@tiohe laf¥ac wgre fed%‘ith UV-sterilised eggs of
Sitotrog&yerealella. '@é duration ofithe expgsure@ase@%\’s 12@17 days.
The reproduction e lai%d 7 tad 2 da&pr@@wipo&{tion) @%l 1 week with 2 checks (oviposition
period). The tempe¥aturg varie tweég% 23°Cind 26°C. Relative air humidity varied between 61%

B
and 88 %. The test sy@ns %@e ex@ed O70§ZZ3§IX. The light period during the whole test

@

was 16 hours) © O N N
N YL LS
Findingé® 2 R &@ S
All validity criteriaa co‘§g to @nro (o rta@l, effects of the toxic reference and the reproduction
rates'in the control are fi illedey” R @)
@° S @ o

S biofes it

Mortality agdsteproductioNre summari§d in the following table.
y aubrepro ofire suminarig g

NI RN
@ o
S
NS
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Table 10.5.2- 2: Mortality and reproduction of adult Chrysoperla carnea

% corrected mortality Mean number of Mean larval hatchifg rate 4 &
eggs/female/day @\ &
Control 30.7 S 878° O
750 mL product/ha 0.0 32.6 " 90.6 S
1500 mL product/ha 0.0 34.4 = . Qo4& T
Toxic reference 574 @ @7% Ao > (77;)@ @
IS
No mortality and reproduction effects were observed@} Q& &é\” R ©© @Q}
o 9’ $ AN
Conclusion XY > ~ v Q ©\© R ”\7@ @@

The effect of the formulation IMS + MSM +®§PR @42 x}@?ant &%
on mortality and the reproduction rate of %rysop@a cagea 1S3 follo@

0SS S
SN AN & %o
LDso > 1500 mL product/ha Q@ N %@ \& %© @9\ § éa ©§
NOEC > 1500 mL product/ha &© % \Q " (o @@ S @ o
Q & @) °
@ N

A 10.5.3  Semi-field:e tsc&\

In view of the findings reg@aed der
studies with the preparatlon h@ be

"\g
& & -
I11A 10.5.4 @?eld%gst \ N
@’ : .
In view of th@ndlgﬁ rep&@d un@r 10%8.1, at@f)ase n cugent daga requirements, no field studies
with the piéparatlon ha\%been&%ﬁdu . & © @ é,(;\’
AN
S \@Q \§ S \©© N 9
Q S
§ h S @ & >
9 @ > S
KR SIS
@ O & .09 o . O @
Q 0O JO S & D
¥ 9 K & e
=) S gF W2 O
@7 °\@ Q @ N
Ta s
o @ &@\ 9
@%
A &8 S
@ < Q & ©@
N
@ (N
S O
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ITIA 10.6 Effects on earthworms and other soil non-target macro-organisms

Ecotoxicological endpoints used in risk assessment o @
Table.10.6- 1:  Endpoints of the formulation IMS + MSM + MPR OD 42 used in @( assessmeni K\@

Test substance | Test organism | Study type Endpoint
[mg/kg dws] %
Earthworm, chronic @ %}
IMS + MSM + reproduction, 56 d
MPR OD 42 | Eisenia fetida (10% peat in test SOID& NOEC 7@@
test item mixed mt%@ Q& .
soil )
dws = dry weight soil &) > Q\w .
§ & O &
Table.10.6-2:  Endpoints of the active subs%nce méﬂsulf@ -m@rl ant@netgo ites
assessment w\? N AN > o ) ®
Test substance | Test organism Stugtyp%&\ %@ E@oint QO
N O |tk dws) ©
Earthworm, chronic (\& ’ S S
- réprodéetion 58 d @Q ©) &U @Q@
Mesosulfuron- Eisenia feti a’ﬁ@@ (IO@eat in test sofly, N@C @QZ 5
methyl %, | test item tiwxed i&to ~9 @)M -392544-01-1
& il o § o [KCAB.4.1 /02

~ reproé@ctio@ d S &° w\g\ F
proditions6 d o
AEF154851 | Eisgilia fetig@ (5%zpeat irkpest S N6EC é 5939 {D12)

itemgpixed @) Q\ QO &ﬁ\/[ 425013-01-1
Q& N . | KCA 8.4.1/03

@) N\ & | reproducti \56 - N
S @ ( e test $oil), @OEC§
AE F1604590" | Ejsita fetleh o é{gﬁmxe o S 9w (2012)
v M-429097-01-1
D S & SOI @ & © KCA 8.4.1 /04
@ @ reproduc 5607 [N

o D I 013)
AE F099095 g@ma fé%da @”0 % p@in t%NOII)% NOE&™ 09 M-473217-01-1

6
QA
‘4

(S mixéFinto ©
2 (Q}% é soﬂ’f;}%y o & @© KCA 8.4.1 /05
@ O <y |xepfoduction, 56 & K
O 9 Q%O% tin tesPsoil)SPNOEC I 2013
AEF092044 | Eisenia ferida <)\ st i e 10 M-461051-01-1
& 9 @Q soﬂ m@ N KCA 8.4.1/06
rod n, 56
5 <D e S I 2013
ABFI60460 | Eifeniafprida ¢ teg“g v )@5211) NOEC 5100 | M468911-01-1
@ el o KCA 8.4.1 /07
= § feprod t10n 56d
N D 1n tast soi I 2013
AE F140§§$ g%isem'@%mla (10%gat in test soil), | NOEC 15 M-468921-01-1
@@ @ § test item mixed into KCA 8.4.1/08
O QD soil 4.
& @© SHES reproduction, 56 d
@QFM@ g@j wicSorida | (3% peatin test soil), | NOEC 90 (2012)
1se test item mixed into M-428651-01-1

soil KCA 8.4.1/09
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* corrected to an analysed purity of 93.9 %

dws = dry weight soil @" S
D Q§
All above endpoints used in risk assessment are consistent with the proposed ERyendpoints 11@ in S
Document N2 for mesosulfuron-methyl. I SR
N
XN S & o
% S P
@ & O &
IITA 10.6.1  Toxicity exposure ratios, TERa an@"TERLT Q@ @@ Q\ y\g@ &@
> Q
& S) v S
& Q (O S
Predicted Environmental Concentrations used sk assessm@lt &° N & © &@
@ N N
% ¢’ Q@j &,\ %@’ @6 \% 7
Formulated product: @ o S

@)

Predicted environmental concentrations in-sgil (,P@soﬂ;\ ues were Iculategdfor th@forr@tion@
LY N 2 _

based on the standard assumptions of di&t 1bu§t%n n @oll 13% of

1.5 g/cm?; a crop interception of SO‘V#'as %iken IH@BCC%N w\a C} @ @Q @)©

Q @
Table 10.6.1- 1: Initial PECsoil %f@lt?
able nitia ) @lues&& e formulati (« Q

@@/
©%
7
&,
4

Crop/ @e rio Winter w ekv'ﬂ, % Winte rrye
Compound % HK @ @5 %15 L%la & 4Xx0.6 1%ha
N 2 § & PEGuitmsx > | . PECgnims
@@ Q %@ e [
soiFlay;
IMS + MSM + solden51 @1\15 &91@ q &0 400
MPR OD 42 )" prodidt der mly 16@0g/nm# \© S @ @ 0.
&rop m%cepﬁign 50% S ©»

Bold values: v@s‘t C onsjdered in Tk as%@ssmet@@ © o @
#) specified déasity for product IMS + I\@M +MPR O 1.06@¢/m y\?
ﬁ@@s S S < @I@ 5
Active/Substance and ﬂetaho%es @ e N
Predicted environ -u nt once t10 N’or thé@ctw@ubs ce and its metabolites were calculated in
Point I1IA 9.4 iac ve @3 ) an@@’IA % (me @bolite) of this MCP document. The relevant PEC

values considgj ed f(@ E ulaﬁons &Qe summarlse&m the tables below. Maximum values are used
for risk assgssments. @ ,%:, @g@ @
S @ O ®
& 2 Q & S
Q A\ N N
v B QR © Q@ @
S ¥ & Q
.. & & Q
@ Q% ©§ %& &
& &S
&
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Table 10.6.1-2: Maximum PECsoil for the active substance mesosulfuron-methil and its metabolites

Crop / Compound Winter wheat, Winter rye, Q\ @§
1x 1.5 L/ha 1x0.6 L/ha @ &
PECsoil, initial PECsoit,accu | PECsoil, initial PECw@‘u A . N
[mg/kg] [mg/kg] [mg/kg] [mg/kg] Q @\
Mesosulfuron-methyl 0.010 0.011 0.004 . @) s & %@)
AE F154851 0.002 ; %0.001 Q- OGS @
AE F160459 <0.001 0.001 <0001 P00l | O P
AE F099095 0.001 0.002 < <0001 D" <0.001 QQ ©© K®
AE F092944 <0.001 - 9 <0010 - Y & @
AE F160460 <0.001 o <001 |2 - & 6 &
AE F140584 <0.001 Y <0.001  ° oy b\ o
AE F147447 <0.001 20,001 .G) <0001 . <0001 g S
Bold values: worst case considered in risk assessntent «_ < RS <\ .
& « & &
$

: SRS @
Risk Assessment g}ﬁ L @7 ©© § ©\
The risk assessmentig I ce&we follows t@equh@mel&s as glgén in the EU Regulation 1107/2009 and

the Guidance Do nton Te tna& otox@ology@ >

The\lsk is cons1dered a@&ta‘t@uf the@ER
§ @
For 11poph11§ub&%%es @ Pow™ 2) @}l results from the laboratory studies are corrected by a factor
2 even thn the @gam@@attegﬁ less tRan 10 %.
@ %h
How&%r f@ne §f the Gamponents logPow exceeds this trigger (refer to Section 2 of the MCA
da@lené@A 2.7), hen@ an additional assessment factor is not required.

&
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Table 10.6.1- 3: TERLT calculations (formulated product) for earthworms

. Y
. Endpoint PECmax §/ q
Crop / Compound Species [mg/kg soil] [mg/kg soil] TERLT (\T%’l ger@j
Winter wheat, 1x 1.5 L prod./ha ©@ 2 @
IMS + MSM + MPR |, 14 :
OD 42 Eisenia fetida NOEC 76 1.000 N 76 § b %
Winter rye, 1x 0.6 L prod./ha ©) & %\ NS @
&I ) C? 4
IMS + MSM + MPR
Eisenia fetida NOEC 76 0 Wo Q
OD 42 A Q&@ S Q @©§ @@\\
Table 10.6.1- 4: TERcr calculations (active subitémce mgosulfu\{)@i-mq%hy] andzmetaliolites) \1&7 §
.
earthworms S @& = @Zé? @@J @@ N A o
a) risk assessment based on PEC values of originall mittgd similation N
) rigi Iy sb — s o & 3
) N Empoi@i} ?Pi@yﬂ,ma NS 6$
Crop / Compound  |Species ° A Y e QER igger
P P P D Jmgkgsoil] < gkgl | @ RE gg
Winter wheat, 1 x 15 g a.s./ha &Q - %, ‘@ AR Rz
Mesosulfuron-methyl |Eisenia fetitte, NOECg, G255 & 6D 6 £)364
AE F154851 Eisenigféfida ,|"> NOE® &> 9390 <J@).ooz | 46 950
AE F160459 Eiseniwfetida | NOQEC « 90 0007 &) 90000
AE F099095 Eisépia fetfdi | ;NOEQ?  >100 0002 ] 250000 5
AE F092944 Eisenigfetida 4 NO 29 100" | <0.00T> | &710000
AE F160460 Eisenfofeigdty| NOEC & 200 [O <qdo! > 100 000
AEF140584 & |Eisenia fefidy | “NOEC =~ $7117,9  £0.001, | >117000
AEF147447 ¢ JEiseniafetida,| NOEC > 90 | Z0.008 | >90000
Winter rye, £%6 g £3./ha O @) ﬁ‘&@ e A@ m§ @
Mesosulfuspn-methyl |Eisenia fefida | ANOEES @25 _ [ 5004 31250
AE F154851 Gisenig@rida {3 NOEC  £>93Q | \v<0.001 > 93 900
AE F160459 - [Eisenia fetida | NOEC -~ 90 ¢  <0.001 > 90 000
AEF099095 & |Eisehia fgiipla | ““\NOE@>” @100, |  <0.001 > 100 000 5
AE F092944 Bisenigfetida  NOEC & 10 <0.001 > 10 000
AEF1604600° ) |Eisedjd fetita | NOEC: ~ 2 100 <0.001 > 100 000
AE F140384 Eiéhia ff@ila | SNOEE,” 117 <0.001 > 117 000
AE F144917 . Biseniayerida [P N@BC -7 90 <0.001 > 90 000
N N oY
5 ST
h ¥ & R 0o
@° S @ S
PR ) SR
&3 2
Yy O & 9
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s TER.
@Q
NOEC 125 T s [
NOEC 2939 g\@ 2
— WP
NOEC =§ § .©
NOEC o 10 ST &
NOBC " 100 R |
e g 7w | el
i S 35000

N S &
Noke - 5§
%%

MNOEC.,  BI00 A}
NoRE o W0, | o0l

D

S PR g £ O
NS S @
Conclusion: Th T@alue ~meet the reqmged t @er ogﬁ, i
to earthworm%@r the@%end@d usegs N @7 %& 5
5 K 9 & O
2 2 >
A Jé@’ 2 Acu@@n?om@ &@7 § §
Under the Regula@E(B& 0. 1@’7/2&@ ac%geart@sorm t 1c1ty tests are no longer data
requirements. @ @ & Q@
P & \@» \©\ o @
II1A 10.6.3Y Sublethaleffect: >
et
Report&’ o KR ;2014;M-483205-01
Title: @\ Iodosglfuron@neth?@odlum + mesosulfuron-methyl + mefenpyr-diethyl OD
*o v @ 5427 (@ 104 G@blethal toxicity to the earthworm Eisenia fetida in
. @ kS
icial soi
ReportNo: @~ !@iﬁ 10@/182@
Document M. <) IM-483205-)-1
Guldelmgg§ S O | OECD 222(2004), ISO 11268-2 (1998);n0ne
GLP/QEéP @ ~ s
%
O&@tlve ‘@%
The p se of this study was to determine the sublethal effects of formulation IMS + MSM + MPR

OD 42 on reproduction, mortality and growth of the earthworm FEisenia fetida by dermal and
alimentary uptake using an artificial soil in a laboratory test. The test was performed according to the
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recommendations of the OECD Guideline 222 (2004) and the International Standard ISO 11268-2

(1998). @ Qb
@\ v
Material and Methods: @b &@ @@

Test item: lodosulfuron-methyl-sodium + mesosulfuron-methyl + mefenpyg-diethyl OD 4@(2+@30) %
G, Short name: IMS+MSM-+MPR OD 42 (2+10+30) G, BCS Codes: BCS;BB66887, -Ag@SlS
BCS-AF80757, Sample description: TOX10332-00, Spevification No @%20000084&1\4@1@ Ner @
06268129, Batch ID: EFKMO002637, active ingredien‘@(analysed cofent): 0.218 é’g(w/w 2174 8L) C:§©
iodosulfuron-methyl-sodium (AE F115008); 1.04 ‘V%/w (10.33 @) mesosulﬁg@yn{thy (XD @
F130060), 2.98 % w/w (29.71 g/L) mefenpyr-di@l (AE F109892), deyisity (‘% °(§@).96@g/mL'@

e SRS R A O T N
water solubility: dispersible. & %) NN R,

Q @ A NS Q
. O & S S
Adult earthworms (Eisenia fetida, about 4 honths61d)wéte exposed to 10 47 - 28 46 &
211 - 350 mg test item/kg dry weight (@w.) Q@@il cc@‘ainit@ 8.5&(}uar’c&sand‘@@% kaolin ,
10% sphagnum peat, 1% food and O@y C@@@;, 3@8.0 @.7 °%and @oto@od: ht : dark = 16
h: 8 h (530 Ix) and were fed with Herse m@fure.QMortalf‘%? an@ioma@@chat@ we eter@@%ed after
Q S

4 weeks and reproduction was %g[e %&@1 aftggg we@ @@ & S ©©@ .
~ & KRN @Q

S

< O
Toxic standard: 5 and 10 mg%ut im SGFLOWYkg sc@ﬂd.w.;%ont &fs un e@ed, %lvent control:
9 @§ ¥ v§® %\ S

none. N & >
o & o ©§ SR |
ates of work: @ N em@w, 3- uar@m, 2002
N) Q N v o Q@ 9 N @
Findings: O N S \\ QO v L §
@© @6 S & K@j N §

Table 10.6.3- 17 Effépts on faortaljty, growth an l%bro jon ofthe eatthiworms

Test iten, RN Io ﬁhron%eth -sodiumZ mesosulfuron-methyl + mefenpyr-diethyl
Test oBject @© A § Q> §L ﬁﬁ&ﬂO%O) G

Exposure Q\) SN O % & Exenia fetida

R o . @ © . Aificial soil
9 @ S Mprtali > @‘ ; iomass change ‘ Reproduction
Y @© v 2 © .0 g test item/kg d.w.]
NOEC Q >80 9 [V > 350 76
LOEC &) % Q§ @j\%oo@@ o >350 127
o N
N Q

ECiq Q N . 60
(95% Zonfidence limits) @% @\@ Q @Q\ (52— 69)
ECy N & - 87
(95% conﬁdemg@iimit@\)q @ Q (78 — 96)
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Observations:
Table 10.6.3- 2: Effects on mortality, growth and reproduction of the earthworms . @ @©
Iodosulfuron-methyl-sodium + mesosulfuron-methyl + mefenpyr-diethyl OD &2 (2+10+30) %@)
[mg test item/kg d.w.] < N @\@
[Control | 10 [ 17 | 28 | 46 | 76 | 1371 | 2% [ 850
Mortality of adult worms after 4 weeks = . Q 9 “
Mortality | 13 | 00 | 00 | 50 | g | 25 & 00 [x25<] 28 | @
Biomass change (change in fresh weight after 4 weeks relative$Q initial fresh @){ght Z§QQ 2o §

Mean (mg) | 139.6 | 1499 | 1410 | 1277 1450 | 1404 | 13765 13 [ Qi21.3%

Mean (%) | 33.9 36.5 34.1 31, 353 | U2 ¢fr 3% | 328 Y 2987

Number of juveniles per st@ﬂing adult v&%&n aﬁe%@ wegks ~ 9 \@@

Mean | 133 [ 133 | 137 [ w0 [©1279] M [« 85 352 [ 26

Number of juventites pa&%plic@ afte/@’wee@}@j © &

Mean | 131.8 | 1325 | 1365 12389 1270 | V108 | 883* [ 553« ;@fﬁ
N\
K

Repr%fuctiogz%mpa}((%l toOCQwol (% K N (z\% S

%t BN
e 100 100.6 i@ %%3.9@ 96 @4.1§ 64@@ @Qw@ 19.5

No statistically significant difference@etween the control %d test we®&%§ala§%d fo@or‘[a@%’and
LN

biomass (Fisher’s Exact Binomial Fest wi 1 Bonfegroni Carecti = K05, on@lde§@eate
* statistically significantly differégt conipared %@mtrol@r repfQ ucti@Wilé%ams—t-te , O %05, one-sided
smaller) v % @) SN Qy SN L9 &
o 2 © @Q §@ & S § @ X
Validity criteria: > @ o S 6@ § & o §
% o\ o\
CAdult mortality: o> 0 &V & S0 7 being P53 vucohter 4weeks)
- Number ofjuveﬁ p epli‘c%@ NN > 3@@ein 6, , 111465, 102, 151, 132 and 119
© ©\ S & \ fofveplicate 1, 283, 4, 5,6, 7 and 8)
> o o & X
- Coefticient Varirﬁon @nﬁﬂrepr%luction& Q\@30 ‘;/@?

N
N ) > @ o
Ina reﬁ@@lce test, th@%&mb@f jux@les was re&ed @9021@100 % by the toxic standard
Nutdazim 50 FLO@&Car@}idaz' SC §90) a&%nce%ration&%f 5 and 10 mg product/kg soil dws in

comparison to th@}ontr%. The@ore%’iﬁ obﬁ@l’ed effdcts agsure a high sensitivity of the test system.

<
@ R @? O . O @
Conclusion:Q O © \\ N @\
O o RN & @
Formulagign IMS + MEM + Olm#2 shqwed fte statistically significantly adverse effects on
mortality and biomaé@of the edrthworm E@eni@@\zda in artificial soil up to and including 350 mg test
itens@'g soil dry wéight, &> eo@@lest@ncetion tested. The test item showed statistically
significantly ad@rse effects (Q@fepr(@lctio&a 127, 211 and 350 mg test item/kg soil d.w. Therefore,
the overall bsered- ct—C@entra%n (NOEC) was determined to be 76 mg test item/kg soil
d.w., and ovew} Lowgst-Observedd ffect-Concentration (LOEC) was determined to be 127 mg
test ite@ soi@w © §
SIS
S &Y s
nia 1 ):6.4  Field tests
O
derin

Consi g the findings reported above no further studies are required.
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ITIA 10.6.5

Residue content of earthworms

According to the “Guidance Document on Risk Assessment for Birds and Mammals under Coun§ @6
Directive 91/414/EEC”, SANCO/4145/2000 (2002) a log P.w > 3 is used to 1nd8te that there@@ght v
be a potential for bioaccumulation. For information on the residue content of garthworms pléase re@
to I1IA 10.1.9. D
3 & & &
% o\ Q, '24\9
X Y O I o
IITA 10.6.6  Effects on other non-target macg-organism@Q %@ Q@ @@ c&©
g N o &
Ecotoxicological endpoints used in risk assess N @@f @ & @@ @}
Table 10.6.6- 1: Endpoints of the formulation IMS SM + M§ OD 42 useddn I‘lS essnient 2§
Test substance Test organism Stu(@ typ. po @: eferente .
‘e\ﬂ Q@d/k WS~ § I% ES
Other non-target macko- orgzﬁnsms&%hron% % O §
@\epro@uction,@ d & Q>
. . (5% peat igdest s i @a g‘p (2001)
Hypoaspis aculei@ tdgpitentagixed Mo OE§ 3@ S -4046,79-01-1
IMS + MSM + @ ~F KIITA,10.6.6/01
Q  Lsoil 2 S Cy 2
MPR OD 42 ) & ®
@@ Y repr(@cno&g@ 8 d’ﬁg Q Q S
. N | (8% peat in test so @011)
Folsomitcandida égi&ﬁteixed o o OEC? R ¢ M-407706-01-1
K il ) & 7 KIIA 10.6.6/02
dws = dry weight soil @ A
S ¥ .0 s .8
ST S @ S 9
Table 10.6.6- 2: ﬁom@of th@ @Ve sﬁstance mesa@u og@wthyl and mggtabolites used in risk
ess BN @
a & SEEERN ol
Test substar@ T«@t ori@lsm St@ciy ty@ﬁ QCQ} nd]@mt References
. v & N [mglkg dws]
Other rfop-target macyo~orgapivms, efdronic ~ &2 j
A o . O repraducti@, 14 &~ , [O Bl 2012
@zpoas@s acu@e o peat N tes&ml) NPNOEC >1000 M-429376-01-1
Mesosulfuron- <D ) “[est itefy mlxe®nt0 sQll KCA 8.4.2.1/01
methyl 9 @ S repg%l’uctl 28d @ (2012)
@ @omia@zdlda@ (5% peat i@test sélj, |NOEC  >1000 |M-426538-01-1
Q O > st 1tem}nxe<@ato soil KCA 8.4.2.1/02
% §9 @?epgoé/@ctlo%% d (2013)
AE Fl@%l FolS8mia caudida (59@%‘( flagest soil), NOEC > 100 M-462785-01-1
N S| 16t item txed into soil KCA 8.4.2.1/03
N Q> \U pro 1on, 28 d - (2013)
AE F160459 _ | Folsomiia c&gdzda (5%p¥at in test soil), NOEC >100 M-462786-01-1
& tesfitem mixed into soil KCA 8.4.2.1/04
@ roduction, 14 d -5013)
& J—Iypo is aggezfer 5% peat in test soil), NOEC > 100 M-454043-01-1
@Q test item mixed into soil KCA 8.4.2.1/05
AE F ‘* 944 S -
S % reproduction, 28 d - (2013)
& @ @ somiwcandida | (5% peatin test soil), |NOEC ~ >100  |M-451142-01-1
N 9 N test item mixed into soil KCA 8.4.2.1/06
(Q reproduction, 28 d - (2013)
47447 Folsomia candida (5% peat in test soil), NOEC > 100 M-462782-01-1
test item mixed into soil KCA 8.4.2.1/07
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dws = dry weight soil

All above endpoints used in risk assessment are consistent with the proposed EU endpoints listgd in §
Document N2 for mesosulfuron-methyl.

N
Predicted Environmental Concentrations used in risk assessment &% Q § S
Please refer to Point IIIA 10.6.1 ©@ SN

e @
& &@Q
Toxicity exposure ratios for non-target soil mes nd macrofadina (other than earthworfds

Y exp g 4una (o Han cag ) o

@

N
Ecotoxicological endpoints and PECii Values%sed foe FER &ula&g}s f%@éil -target macro-

organisms are summarised below. TER mlue@wer&lcu}@}éd us@ th@uaﬁ(@f & % o
W\% \@ \@ < ) Sy © @j @§
TER = NOEC / PECqi o QO @ &6 o §\© §§ & ©§
Q N X N 2o @)
oS & . & X o
The risk is considered acceptable @the TER is >5» 6&’ ®\ @@@ @Q § w\?@
Q L S
@O&@@@’)@@ &P & SEECENN
Table 10.6.6- 3: TERwLr calcu@ﬁns (fo\rmulﬁd product) foﬁoil &ro;o@@anis%s other tHan
ea thwor@ $9 @\ @ N
> T <Enapmt ] PEC *%Zf\
Crop / Compound ng@cies @@ © ©[m;§§sgitlk© @lg/kg:lsaoil] §‘ERLT Trigger
Winter wheat, 1x 1&L prod./ha &S 7 v & g )
IMS + MSM + @@Hygt@;pm geuleifer™] NOEC « 3162 | o>1.00” 316 5
MPROD42 . Q~ |EdBomigcandide> | NOEC. > 17~ |§ 1.00~ 17
Winter rye, 1X0.6 Rprodfha A o2 @S o 9
IMS + MSM +  |Eisghia fetide &) NOEC 3169 | @400 790 S
MPR GD+2 Félsomja@undida > | NOEC ©" 1% .| O 0.400 42.5
) O
@2§ %& 2 < %@% g &
@ - &
@ @Q @? v o, § @
VW 0O O S & D
o K &2 @
=) N @% W2 %
@7 °\@ Q @ NS
O NS
v o N
@° N
R ) N
@ < Q" & ©@
@ o
&
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Table 10.6.6- 4: TERLT calculations (active substance mesosulfuron-methyl and metabolites) for

soil

) 8
%

macro-organisms other than earthworms @f @
N @§
Endpoint PECoitmavaceu | O, @® O
Crop / Compound | Species [mg/I;(g dws] [;;}ﬁag]acw TERcT " Trigger
Winter wheat, 1 x 15 g a.s./ha % . & 9
Mesosulfuron- Hypoaspis aculeifer NOEC > @ 0.0]&)& >90 f%@ > @Q
methyl Folsomia candida | NOEC  >1000 0,601 > 98909 &Y & 4
AE F154851 Folsomia candida | NOEC @100 | .00 £50000% | O g
AE F160459 Folsomia candida__| NOEC.@» =100 | 0.0pf |&z 100900 | %5
Hypoaspis aculeifer | NOECY 2100 {7 <0001 @F >p 000 &
AE F092944 %
Folsomia candida | NOEC @=108.| ,£0.001 | 100000 3
AE F147447 Folsomia candida | NOEC@> >0 | Q<0007 |~ >100000 &’ &'
Winter rye, 1 X 6 g a.s./ha N N . S &ﬁ o O N §
Mesosulfuron- Hypoaspis aculeif@w NQ%IC %%_ 1009, %%%004&\9 /@50 g@a S)
methyl Folsomia candida @OE(‘N > 4000 | © 0.(@ Q\Z 256900 P
AE F154851 Folsomia candida ) NOE§ 100 & <0001 O > £00 000\,
AE F160459 Folsomiagdffdida>| NOEC @>1009 | Q0.001 | 7100 600 5
AE F092944 Hypoaspis aculeifer @OES& 100 |4 < (},\Q@ ) > 100 000
Folsofa canfilla )5 N (2100 | <0001  >400000
AE F147447 Folsomia gandidag_ C s@>100" | ¢ <0.001 | 100000
S N Q (XN

EBEEE -

EEEEEEE uE
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Conclusion: The TER. 1 values meet the required trigger of 5, indicating an acceptable long-term risk

for soil non-target macro-organisms other than earthworms, i.e. collembola and soil mites. @ ©©
S S ©
N &@ S
Effects on other soil non-target macro-organisms v S N
R A
Report: I I 0014046 79-03 & @ @
Title: Todosulfuron-methyl-sodium + mesosulfuron-pfethyl-sodium@ mef@fﬂyr-@ethyl é
OD 42 (2+10+30) G: Inﬂuenc@n mortality and reproduct@a on the soil@ite &
species Hypoaspis aculeifer tesfed in artiﬁc@soil@; S & © {\@
Report No: KRA-HR-48/11 ol N L0 N YV g @
Document No: M-404679-01-1 @ RN RS 0,
Guidelines: OECD 226 from Octéber ,@008@9EC®uid§®)e fopthe esting% ]
Chemicals - Predat@g‘y miGy Hiﬁaspis@}eolae aps@culeii@ re uc@n
test in soil;none v S [y &% Q S
GLP/GEP: yes XS @ | S Q «w. NSNS

&y A2y
™ NSRS SRS
S O o O (T N D & o
Objective: Q o O NN
o 9 O & o O S
fé faion IVES + MSM +¥1
The purpose of the study Wa@sse%&t’he eftects o rmyléation Qﬁ“\) + MSM ®MPRQD 42
(2+10+30) G on mortality arie rep@gducti@n the soil %;te species [@asp@ acul@ei%r tested during
. o . @ o
an exposure of 14 days Ln\ @tlﬁcu@soﬂ@np [0g co{crol and%treatt@nt. @ testawas performed

according to the recommendagions ofthe OEE] Gg@elion&6 (%)08). v @)
S TS e §y, 00
Material and m@@ds: N 0\@ § - . @Q @@ < @@

O
S Y L@
Test item: Iogoés‘ifurcﬁ\net %so + @os&fﬁrongethy Sodiunt¥ mefenpyr-diethyl OD 42

(2+10+30) G;{Bac : 2009-009105; S}%ciﬁc\ on NQ: 102@2)00&78@29 - 07; Sample description:
TOX OSS&@OO; Masterszgcipe 3D: 01 35-0@; content:; 1®85 g fédosulfuron-methyl-sodium/L
(0.198&@/W); 10.55 @mesosylfuronsmethyl-sodi@ivL (1,05 %W/w); 29.80 g mefenpyr-diethyl/L
(2.97 %w/w); densitys 1.002'g/miS> O

S
o S
Ten adult, fertilized, fem%le H@asp@acul fer per repli (8 control replicates and 4 replicates for
each test item gpncen@itio Qerg @pose@) cor@l an@@treatments. Concentrations of 100, 178, 316,

weig@rﬁﬁ@l soere tested. In each test vessel 20 g dry weight

562 and IOO%Qng tes@ ite@g d

aﬂiﬁcia@ were Wei%led in ﬁt as, '@LZCL}Z er were of a uniform age not differing more than
three days (28 days gfter start egg laying): Du@} the test, they were fed with cheese mites bred on
bre@é@’s yeast and*with to{@’ bre W@ed oat flakes. During the study a temperature of 20 +
2 °C and light rme of@bo f&@)o Lyx, 16 Q@ght : 8 h dark was applied. The artificial soil was
prepared aﬁmg t%the elir&@ith th@following constituents (percentage distribution on dry
weight basi§)y 74.@% fi uar%sand& Sphagnum peat, air dried and finely ground, 20 % Kaolin
clay and @pro@ately@. 17 ‘@alcium carbonate (CaCOs).

After a@erio@ 14 dyys, thesurviving adults and the living juveniles were extracted by applying a
te%&atu@%adie@t usié@a MacFadyen-apparatus. Extracted mites were collected in a fixing solution
(20"% ethylene glycol, 80 % deionised water; 2 g detergent/L fixing solution were added). All
Hypoaspis aculeifer were counted under a binocular.
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Findings: .
Table 10.6.6- 5: Percent mortality and reproduction of adult, female Hypoaspis aculeifer after . @
14 days N m@
Test item Iodosulfuron-methyl-sodium + mesosulfuropnethyl-sodiufg @w
Test object + mefenpyr-diethyl OD 42 (2+10+30) G Q 'S
Exposure Hypoaspis aculeifer % @ §
(Avtificial soil &% &
% mortality (Adults) %an number Reptg \\éuc&@( % of &
juveniles per tes, sel contEd
@+ standard{ev.
Control 2.5 ) 3453+30.8 ¢ ,\& g “ &
100 17.5 Q) 300,80+ 812D © 86.% Y
178 0.0 . o 3887122 & W
316 0.0 O @ 2927+M9 @ | o 84.8
562 35.0 o o8 rei2e O Q83K &°
1000 100, Y o N\ 0865000 4 0 F
oY - @ & A S| &Repraductio
NOEC (mg test item/kg dry weight artlﬁ’@al soth), é\a Q\ 2o @}9 éf 316
LOEC (mg test item/kg dry weight arp@mal ) © N N 5629

* statistical significance (Welch- ttes@r 1n%)moge%eous v@ance@ With B@\férm@iﬂoln@ ustmetit one-sided
@ (&
v &8, @f &

smaller, o = 0.05) @ %

Observations: N § N @
@© @

S ) §

Validity of the study ~ Q >
%@ O @E@

Table 10.6.6- 6: 'V t @
able ax@ctle a ﬁ\@ @ N §

& /?/

—» Q) . . .
N) . O % N Obtained in this

S Va&(@y cr&%ﬂa N &\ study
Mean adult nipgtality s © @ N ;\a 2.5%
Mean number of juv&hiles per replicate (with 10 @
females introduced) ]W % % 3453
Coeffigigit of Varlatlo lcuI@ for ﬁ% number of é 8.9
juvenile mites per replicate ‘s, m@ e

NSRS NN S S N
All validity critef W@Q et. &ref@ thai%ﬂtudy@ Vahd@
@ @ . 0
Q @ \ \ @\ @
Mortality @ @ R 2 @
In the cogitrol group 2.89%6 of@ aduf® yp@spzs i&tl@zfer died which is below the allowed maximum
of <20 % mortahty@de [&% alcu@ﬁed t%@ 609 mg test item/kg dry weight artificial soil.

Cortfidence limits could e @alculat@
@° &
N § N

Reproducti

Concemir@&i ber éDjuvesiles stitistical analysis (Welch-t test for inhomogeneous variances
with Brro@dol adjustfdent, one-sided smaller, o = 0.05) revealed no significant difference
betw&e cm@l andRall congentrations up to 316 mg test item/kg dry weight artificial soil. Therefore
th -O rved—@fect$oncentratlon (NOEC) for reproduction is 316 mg test item/kg dry weight
artificial0il. The Lowest-Observed-Effect-Concentration (LOEC) for reproduction is 562 mg test
item/kg dry weight artificial soil. Probit analysis revealed an ECso-value of 404 mg test item/kg dry
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weight artificial soil with 95 % confidence limits of 317 and 646 mg test item/kg dry weight artificial

soil. @ ©©
S S °
Conclusions: @
| o & o
NOEC: 316 mg test item/kg dry weight artificial soil. % ©® @\ %
LOEC: 562 mg test item/kg dry weight artificial soil. 0 gw N o\@ é\a
\& @ 5 S LT @
§ LTS
/57 & r\%\% @ Q N
Report: ; 2011;M-463706.01 <« o o 9
Title: Todosulfuron-methyl-sodi @‘;@ mesosulﬁgon—pi@rf/yl—soﬁ%u @efe@@yr—%@ﬁyl
OD 42 (2+10+30) G: T uenceon the rodq@tion oftthe c@mb@ﬁm species
Folsomia candida test artgficCial so1 S @Z\,\}’ @§
Report No: FRM-COLL-113/11 >y o © Y T o & &
Document No:  [M-407706-01-1 > s, N & 2 © N &
Guidelines: OECD 232 adopted, Septembér 07, 2009: QECD, Guid fo¥Testj
i S O
Chemicals - embolan ]@ro ion Xest inSoil; ord@atlo,&,ns
GLP/GEP: yes N RN RN
R & & § O .0 O
S 8)
Objective: Q@ \& v f@f@ &@ @Q S (S é%

v 0
The purpose of this study Bas to éess téyeffe@%f for@hlatioﬁlM@ MSM@%r MER OD 42
(2+10+30) G on survivahand r%roduct%n 0@6 co@mbo @“spec?fé?s F o@g?mia%é}’ndida during an
exposure of 28 days @an arp@ml %)@ﬂ com@arin@@mtrcﬂ@nd t@tmeﬁg. Thedgst was performed

. . By AN
according to the re@\méﬁdatlbo\@f tgl’Q@ECD%}‘jld@@@le 2%, (20&9@ -

N R <&
lmdgcmed 0 & > LY &<
Material anth@ o o K@j f?@&g @@ ©§ @

Iodosulflir@—methy@sodig?ﬁ + éﬁ@sos@ron—s@ethyl@diu@+ me@pyr—diethyl OD 42 (2+10+30) G
(analyt'@%ﬁndings: i@@ulf@—m@/l—sodium K985 @com@ponding to 0.198 % w/w,

mesosul uron-me@sodiﬁm 0.85 g/L @%s@gin&to 1.0&% w/w, mefenpyr-diethyl 29.80 g/L
corresponding to Yo W/iw, sity@kOOZ @hmL, baich 18}: 2009-009105, master recipe ID:
0102735-001, sp?ciﬁg@ n noy: 102&@0008@%—0am escription: TOX08886-00.

Since the firsgyest rad on t@es‘t item did%%t previde<q final result, a second test run was performed
studying l%’er test conce@ra§. 10£otlembolans (20-12 days old) per replicate (8 replicates for the
control gggup and 4 n@cate r the@eatn@tt reyp) were exposed to control (water treated), 100,
178,%6, 562 and@o est i@/kg @ﬁci‘&Lsoil dry weight in the 1st test run and 10, 17, 30, 52
and 90 mg test item/kg agsi 1ciaé}oil dr}QNei in the 2nd test run at 20 + 2°C, 400 — 800 lux, 16h
light: 8h dark.&]@f}in the stugly, the@@vere@d with granulated dry yeast.

Mortality a@epgioggu tiogwere ci%termf@ed after 29 days (1% run) and 28 days (2™ run).

N
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Findings .
Table 10.6.6- 7: Percent mortality and reproduction of adult Folsomia candida after 4 weeks . @ @6
treatment N
S @
Test item Iodosulfuron-methyl-sodium + mesosulfuroxsmethyl-sodiufa @w
Test object + mefenpyr-diethyl OD 42 (2+10+30) G Q 'S
Exposure Folsomia candida Q § 2)
(@tificial soil &% S &
mg test item/kg soil dry Adult mortality (%) %an number o® Re p€o uc@(% % of )
weight . juvenilesi (5\\9 é
1% test run S o
Control 5 A 1432.4 £ 159.6 ¢»° m& & v &
1000 100 Q) 080 @ Yo Y
562 100 N PR 20 ’ o Q*®
316 100 © |@ oSy | g L0
178 55 Yy qfR0.8&32.6 Y | O3 *y) &
100 7550 S| N11893 684\ g 83 % 7
2" test run SR @A SN A §
Control ES) Y QA67E466 ¢ | LD o ~
90 <25 @ - 0 1205963 5 | 839
52 Q25 PN g}%ﬁ 16 Y ¢ 85FY
30 g 1237 @ | L +89 O] O 87*V
17 NSNS O K1498 @48 o O oOd6
10 - ﬁg\} 0O & Qp 1585+73 . & g 1017
NOECreproduction (g test iteffPkg so ight) 17
LOECre;oducnon (mgg test 1te%1/k§\&11 drr;/ weigh @ ﬁQ Co ‘%Q § 30
The calculations were ith yn#ounded val N QO & D
*B = statistically s1g ant (Bonfer@t one- 1er =0.05)O S
*W = statistically significa W1L11a s- t@ %ded sa@ @’ 0.0% @
n.s. = statistically s1% icant 1111 m's- ttes& e- s@d smailpr, cx =@.05)§
SIS S
Observations: @’ y\ﬂ 2 & o @
s L o v T e @
Valldl@ the study; . § @ S S
@“ S
Validity Criteria tg@he uﬁa;reate@()nt % the\g}udy%gco dﬂ% OECD 232 from September 07, 2009.
% % > . o ©©
@ AN S S
Table 10.6.6- % Val@ crgﬁla o N N 5
A NS < 7 2 Recommended by the Obtained in this
@% Vah%ty cr @%: }(@@ o guideline ! study
A RS 13 run 2™ run
Medhadult mortality,” &) , O 9 & <20% 5% 2.5%
Mean number of juvenile&per reglicate (with 10@
collembolans i@oduced) @i@l éﬁ 2100 1432 1567
Coefﬁment §arlatm¥5 calg @ed f@g}\he n@mber of <30% 1.1% 10.6%
juveniles p ephga
& IS

@
All Val%ﬁty c@rla \a%re m@qmrefore this study is valid.

M%taéé@
In the ‘sontrol group 5 % (

I*trun) and 2.5 % (2" run) of the adult Folsomia candida died which is

below the allowed maximum of < 20 % mortality. The highest mortality rate of 100 % was observed
in the treatment group from 316 up to 1000 mg test item/kg artificial soil dry weight.




2 . Page 97 of 112
sayer) Bayer CropScience 2015-04-24
R

Document MCP: Section 10 Ecotoxicological studies
Iodosulfuron-methyl-sodium + Mesosulfuron-methyl +Mefenpyr-diethyl OD 42 (2+10+30 g/L)

Reproduction: @ ’ >

Concerning the number of juveniles statistical analysis (Bonferroni-U test, one-sided smaller, (@ @
0.05) revealed statistically significant differences between the control and all t@ment grou th@

Ist test run. In the 2nd test run statistical analysis (William’s-t Test, one sided®maller, o = O%) @
revealed statistically significant differences from 30 up to 90 mg test 1ten;@% artificial S(@ dry &gh&f@
Therefore the No-Observed-Effect-Concentration (NOEor reprodu@xon is 17 mg ‘%e,st 1te@§<g @Q @
artificial soil dry weight. The Lowest-Observed- Effecj[x Cncentratloé@OEC) fory\g I@I‘Od@ @0 é

Conclusions:

mg test item/kg artificial soil dry weight. @ N Q R O &
g g ry weig K\ Q o & S &@
& N L@ RO o @
@ & D N E

A
N &% %G Q
NOECreproduction: 17 mg test item/kg artificial s@ll d% cight,y @ ©@’ ('S

LOEC eproduction: 30 mg test item/kg artlﬁggﬁsmlg@ W%@t N A\ ©©

@ ~ 5 Q t’\?\ Q
D N
R SR @ o & & o
R
IITIA 10.6.7 Effects on oréjl%c n@tter bg‘ea wh &) ) ©©@ Q) AN

@ $ Q
A study on the organic mattef@eakdﬁwn ot req@fed Based o@%e T oor Val§ of thy active
substance and acceptable TE% Vas for@ﬂhv@sms s@i macro- ot@alsm& d/or@oﬂ micro-

organisms. \ % § @x @@% o $ §
S ) %@ SN I RN
~ 2 & & QRN
ITIA 10.7 rﬁts@ so&%cvﬁal&ctwuy@ @@ @
O ©\ S Ny
Ec0t0x1colo ergléj@omt@sed 1@r1sk;<%@ess @ ©§

Table 10.7-& Endpomts of th&f@rmu%on I@ + M@I + WR O used in risk assessment

NN

Test lp@@ T ﬁ,ﬁdem@;§ | Eéﬁoxwo@glca@%\ndpogﬁ @ | Reference
§qansﬁ‘?lsmatltsﬂgﬁ Q) NS

IMS + MSM @ A @ no u@accepg@[e @ 7.5®prod./ha IR 2003)

MPROD42 &  4d : M-222656-01-1
al % s $ ML prod/kgdws | o7 1on

(@)
dws = dry weight soil @ ©© Q\ @\ S
@ L 9 @
67 e asis susn
Table 10:7- 2: Endp%l f the a@tl w@ance mesosulfuron-methyl and metabolites used in
rg@s esSii ent X
\‘?\, oy \ @
Test item &@ Tesg desl@ x1c@1cal endpoint Reference
)
N-transf()nl&)tlog m@ 5 ©@
Mesosyififron- & © 1 Q| no unacceptable « B 1995)
methyl, N) 28 | offects >0.1 mg a.s./kg dws M-143358-01-1
& S KCA 8.5/01
2 G (2002)
A% F @1 28d ggfeucriz“eptable >0.1 mg/kg dws M-214090-01-1
KCA 8.5/02
no unacceptable
AE F160459 28d effects >0.1 mg/kg dws (2002)
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M-214086-01-1
KCA 8.5/03 & DS
\\
tabl (20 ) @@
no unacceptaole
AE F099095 28d effects >0.1 mg/kg dws MET4088-01-1 @ @@
KCA 8.5/04 .
£ o
AE F092944 284 ‘el;’f:cf‘s‘cceptable >0.1 ¥ mg/kg dws ~{ M-45351104-1 \@ &
N @ | KCA 8.5 N o
)
o 01 INERS
AE F147447 28 d ‘el;’f:(g"s‘cceptable @.057 mg/kg s M-460668-0 > ©© o
~) R ol keass/ N
dws = dry weight soil &’ N \U 9 Y
. TS D R
% 9 ¥ N

All above endpoints used in risk assessment 4p co&g%tent@{th tl@%yro d E@Wendpoints lised i

] > @ K ©
Document N2 for mesosulfuron-methyl. W\% N &% § @j

N
SN SO O & £
Predicted Environmental Concent@imkiﬁsed @rlsk ess@nt @) @ @
. < (O R § N 9
Please refer to Point IIIA 10.6.1 Q 5 S S
3 2 @ S @9 @ (S S
Risk assessment for soil ni@en tﬁnsfe@snation &@ & o
According to current regu%tory r@liret@ts t}@}isk is@onsidered a@eptafbie if thé&effect on nitrogen
mineralisation at the rec??mme%ed app@cati@ ate @a co%und?ﬁ‘rodugﬁs < %A) after 100 days.
v ¢§ % @6 N ©§§ NN
In no case did devigébns from th, ntxcee@the thiesholg level (@ 25%% 28 days after
application. The teste c@cen@tions %3/ fa&%xceedéagthe @xim@ pred environmental
concentration@? soi@ the@spec@e c ne%&Thi@ndic@ acce%fable risk to soil micro-
organisms for the ifténded‘uses %forn&latio%{fﬁs +@SM +@/IPR%@D 42.
© @ @

N Lo R
'S & & &@@y@@ %@\5
ITIA 10.7.1 L@rato?y testing, © @&,\ & S
K4 R N @b
Report: O . ; ;2003;M-222656-01
Title: &S u@ o ron-methyl-sodium & mefenpyr-diethyl OD 10 +
% g@Jr 30 Fl%\ﬁ% D04,A104): Determination of effects on nitrogen
@7 transformation in sqi <Q
Report No: V00340 & @
Document No(s): | Ma222656:01-1 X
Guidelines: @~ | OECP:216;B¢viation not specified
GLP/GERy" . yes é@f N

S R @
q Q o
The i of @sm %as fo«determine the effects of formulation IMS + MSM + MPR OD 42

(Aé{antis%@), AE F1 15@8 06 OD04 A104) on microbial nitrogen-turnover in soil. The study was
design@o meet OECD criteria.
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Material and Methods

A silty sand with 57 % sand content, 0.6 % organic carbon and a microbial biomass of 8.7 % of @ @6
organic carbon was amended with 5 g lucerne meal per kg dry soil with a C/N r@io of 16/1. T@s oil

was stored at 20 £ 1°C. The pH before test start was 5.5. The following treatr@t levels werk, teste@\

1.5 and 7.5 L product/ha with addition of an untreated control. 3 replicates %/ere used peb@atn@ %

level. X

' © & N \\ & @

X O Q %o S

indings @g @ SRS ©© N
Although deviations from the control were < 25ay 28, the t% wa@nad@tenﬂ&prolong&d u@g@g
day 42. pH varied between 5.5 and 5.7 during th fest. Percen@l de«&a 10n§é;om 6\ con&éﬁ> we@
observed as follows: & @@ 5 @% @, >

% @ @ R ) @j @

Table 10.7.1- 1: Rates of nitrogen transfo&matlongxday % dlff&@lce bﬁﬁeen\n rat%Norate%iﬁ Y

day of control and tre@?d smk%mp[\ % @ [@ Q
L product/ha Day0-7~ o Day7- 1% 7 a4 -2 @ Day28 - 42
L5 2R 6| & & & OO & N3
7.5 & Y ey 1R e Ol & s
QAN S @2
Conclusion @) é N @ v § @ y\]@

o O
The formulation IMS QMSM@%MP%)D 4@(Atl¥f ®OI@AE 15@&8 06 % 4 A104) has no
eldr

impact on mlcrobggrogen u r i @11 w@ @ed at fi at®and Has no impact on

microbial nitroge mo@% 1n hen, app@d at 5@nes @fd r%g@. @@
) S N R

©© ol o & K@Jo & & ©§ @

1A 10.72 Addltl%lal tegﬁ g D @ >

@
Accord@ to the prev@us re gm J,O 7. §o furth Qer la@atow testing on soil non-target
N
micro-organisms on }ere cessdsy S S
g “@\C SI¢ d@ PSS

@%@%0% o
o NS s & o
Q O O O N 0N
Y S K 9 O
S\ L 4+ 9 @
& o g Y
N N\
Q N &9
= %@O@’Q@@
o v o O
@%
¢ %@@@Q
& o
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I1IA 10.8 Effects on non-target plants .
& &
N S
S @® @
Ecotoxicological endpoints used in risk assessment @,Q S Q
. . . . D .
For herbicides and plant growth regulators, it is considered unprofitable to%onduct tier ]é@udle it ¢
is inevitable that these will lead to tier 2 or dose response@tpdies in ordﬁﬁb generate Qﬂ%ta suitable f@i@”
deterministic or probabilistic risk assessments, i.e. ERso Values for 6- pecies, re;@@ent' a br&g@f &

range of plant species. The endpoints from the tier 2 @dies on for@@aﬁon IMS éMSM@ MP@D @Cz}©
)

IITA 10.8.1 Terrestrial plants

@

42 are summarised in following table. R ¢ &
: ? oS o &
Table 10.8.1- 1: Endpoints of the formulation IMS ¥ MSM + MFR OD 42 used ris essnient
ponts ofthe formulation (S ¥ MSM + MERORR usiy risessgont
Number of species Test method S} %@ g}’ @fect@@ (o &eferene% o
tested (species) Test substance @ @ @Q Q © @§

Application rate ™ SO S &% Q" «

3

. . . . A 0, w R . %
Dicotyledoneae: 7 Tier 2 vegetati 1go§1§?42 é\g @\ host se@lvigy

(sugar beet, oilseed IMS + MSM@&MPRQD 4. K%e%&ung er; 04)

rape, radish, 0 (control), 4.5, 0.7500.37539.188 atrd ®\ lowest ECso} -226821-01-1
cucumber, sunflower, |0.094 L pr%./ha@r corrggnd o @ 0,027 L@d./h@@ KIITA 10.8.1.2/01
soybean, tomato) 0 (cont@), 0,188, 0.09@0.04 1023 & Q& @ %
Monocotyledoneae: 3 0.014,% prod./}d forgugar beet, oilseed 2 & @)

(onion, oat, corn) rape, radii&cucu T, st@%wer,@ybean,& @ Q\@ ¢
forrato and-onioyvith vigual p otoxgty %, S %>
r}ing %d assessme f moftality omy v §
yDay&§ 14 1, dry wei% BN g ' N
@Q measuren) & on 3By 21 O $ 4 S S
Dicotyledoneae: 2 7@72 @an e@}erg ce | © S most senédtive
(sugar beet, oils€s éxIMS +MSM,:+ MPRQD 42 &\ Ny gﬁeci Senion; (2004)
rape, radish, @C? ) (c@trol), A O.Ki@.375§”\().188 @d owest ECso: M-226820-01-1
cucumber, suntlowégy | 0.894 L prod./ha forco af@d oa§ S) 0&7 L prod./ha |KIIIA 10.8.1.3/01
soybean, tGhato) 0 (cont 0.188)0.094, Y047 @nd | @

> 0.3
Mono@iedoneae: 3 o .023§7r0d. for sugar begtyoils &8 q
(onion,at, corn) . @ rape, ish, cucumber, sunflower, so bean,
WY | tofhato anghBnian Hith dai y ass ents

ermi num@%S‘V efdergence of &
2 ﬁg I

ntr@bSeed]ifiBs, visual phytsioxici

©@ @© ratj and&lgg?s;%@ts ogmb r of plants
oyPays Land 14@nd 199 afté

% y emergefiyt of @“\% of, c@trol@ ds;

@7 -« [Passessidents of mortaljty antdmeasurement
Q\ of dry weight onlb%ﬂ o
N v o &

@ S
> Q

@%
Exposure si %tiO{éﬁlsi ed faﬁisl@ssessment

Effects oon-t t p]@@s ar@f concetn in the off-field environment, where they may be exposed to
spray To%t of @ drift reaching off-crop habitats is calculated using the 90" percentile
esti@s d@d e gfl (2000)” from the spray-drift predictions of Ganzelmeier & Rautmann

& L2

) . .
7BBA (2D 00) Bundesanzeiger Jg. 52 (Official Gazette), Nr 100, S. 9879-9880 (25.05.2000) Bekanntmachung
iiber die Abtrifteckwerte, die bei der Priifung und Zulassung von Pflanzenschutzmitteln herangezogen werden.
Public domain.




Page 101 of 112
2015-04-24

B
Bayer CropScience
R

Document MCP: Section 10 Ecotoxicological studies
Iodosulfuron-methyl-sodium + Mesosulfuron-methyl +Mefenpyr-diethyl OD 42 (2+10+30 g/L)

(2000). For a single application to cereals, 2.77% of the application rate was assumed to reach areas
at the edge of the crop (0 meter buffer zone; worst-case scenario). For a 5 m buffer zone a drift ra@%f

0.57% is assumed. For a 10 m buffer zone a drift rate of 0.29% is assumed. @
According Table 10-1, the maximum label rate of IMS + MSM + MPR OD 4@ 1.5L pro%@%la
use in winter wheat, or 0.6 L product/ha for use in winter rye.

& F5e
Risk assessment for Terrestrial Non-Target Higher B @§ é\g @\\ @Q
The risk assessment is based on the “Guidance Document on Terres Ecotoxw&lg gy ’QQ é\’ &

(SANCO/10329/2002 rev2 final, 2002). It is restricté@to off- ﬁeld@tuanons asdl tfoh- -target pl are@
non-crop plants located outside the treated area. @éy drift froQ the tr@%?ed ar@s r&@ﬁead@ re%@s
@ S

S @@ N @%’

@ RS N
Deterministic Risk assessment % @’ Q % © @j @
According to the Terrestrial Guidance D¢ cumeﬁﬁ} th@slsk t&@m-t@get pi&@s is gyaluated by §
comparing the lowest ERso observed {@the l%borat %lhe d@ rat@E@mld) 1r@10s1ng

of a product in off-crop areas.

S §

a safety factor of 5. In addition, thetusage @drlﬂ:*ﬁedumﬁg nogles 1S @S1d@ S %@)
& @ @6 S O &
Table 10.8.1- 2: Determi %rlsk\sesm@nt forg%for latgo@ S@@MSI\% MPIé%D 42 based on
effectso@nseedlﬁig eme§@nce@§ - @ @ IS ©
Dist . ’ ‘
1sea110 Drift PE} ({ C%}End;{)(%nt ® 6@ ) @ g&R [tr@igg%r =05]§
Qodlrl’ft “ est @ § N S) S
o ﬁdu@ jon \ &9 No drift® s0% drift | @s% drift | 90% drift
[m] ( °)© [ Nreduc ioh eductiot @reduction reduction
o ct/hal) pro&st/ha @ ' 5 S R
& 9 4 Q @
Winter wheat, 1x 1500&{nL pr@%a Q) o @ ¥
1o 277 | 4055 & BN 6.16 15.40
5 0.57 [ 855N | x4 oF M9 | 197 29.94 74.85
10 | 029 O 435 @ 64> | @471 O 2943 58.85 147.13
Winter rye, 1x 600 W@rod@a @@7 2D (\\Q @S
1| 7 | Oleey’| 64 &) 385 5] 770 15.40 38.51
5 0.57 347 |9 64| 9871 @ 37.43 74.85 187.13
1048702 | .14 Q@ 647 O 3678 73.56 147.13 367.82
Q % SN
% v O S
S T e s V&
@ > & Q
S Q° %
@ < Q & ©@
¢ & Y
NN % Q
S &V
& o

V)
8 Ganzgé{eier H., Rautmann D. (2000) Drift, drift-reducing sprayers and sprayer testing. Aspects of Applied

Biology 57, 2000, Pesticide Application. Public domain.

? Anonymous (2002b). Guidance Document on terrestrial ecotoxicology under council directive 91/414/EEC.

SANCO/10329/2002. 17 October 2002.
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Table 10.8.1- 3: Deterministic risk assessment for the formulation IMS + MSM + MPR OD 42 based on

effects on vegetative vigour @° S
Distance | Drift PER Endpoint TER [trigger = Q\ §
p 2® o
no drift lowest (3 L <
: . o e .
- %) reduction ERso No drift 50% drift 75% drift ©@0 % é§t %
[mL [mL reduction reduction ¢ ¥eduction - reduefion
product/ha] | product/ha] B N %, N N
Winter wheat, 1x 1500 mL prod./ha ﬁQ @M § f\\a é
1 277 | 4155 27 0.65Q) 136 2607 |R 60
5 0.57 | 855 27 3,46 632 9" 263 & 3158 &
10 | 029 435 27 671 WAL | 2480 | v 0200
Winter rye, 1x 600 mL prod./ha é @Q@ w\g\)f S Q @§
1 277 | 16.62 27 N ey B Y 650 o] aers &
5 0.57 | 342 27 N7 789 5795 | O3158 78.98
B %
10 |02 | 174 279 [ (15529 [ 531,09 & 6 15617
STy & e
: S . >, N
According to the results of the de@mm%tlc ap@)roach@volv ng the @mpst s tlv@dp@@m the

vegetative vigour study (shoot dvy weight of %ﬂoy@) the@ol o@g cor@tusi@cancgge drawn:
- N O Sy SN 9 . .

* For one applicatiogyof 1.5 product/ha% winter whegt, th@@gg@f 5 a&q@m distance is only
exceeded if nozzles Wi&% at least 90%:xdrif] @C} cti@re used. Aﬁemat@y, 50% drift
reduction an@ Sm .ffer@@ne C@uld b ph@@o mitigate %@ rlskkﬁonmdermg a distance
of 10 m, @n@rlft &ducln@ozszia@are ne es@ @@ o @

A N o S
O N S N O Y O
e For oappion 0.6 &rod@ha @Nint e, rig@r of 5 at 1 m distance is only
. S o) A . W, o .
cix?e.i:d ; c'égyes Wl}iﬁ@t lea%ﬁ A)%ﬂft g@ct%@are i Considering a distance of 5 m,
rift reducigg hoz are@cessary.
&@ L@ \@ O ©
N Yy O S
The results of the@ermir%fstic as§%smen§aor V@%tatig vigour indicate the necessity of
mitigation meastires. I—Q%ev as a@ temitgﬁ/e aoach@probabilistic risk assessment has been
Q o O W

conducted. Q@ < @Q NN S S
AN ¥ o R & e
ProbabLl:@c Risk asse@nenQQ @ @ °\%
In adgtion to the dé@min!%ic ri@%&mse@mnta@ Terrestrial Guidance Document recommends the
use of the HCs (the conc@rati@belo&hic@ss than 5% of the species will be harmed above the
ECs level) Wh&@f\can Qe cal ate@m t@%ata sets of ERso growth inhibition levels. The EU
guidance d%@'nen&% te ial %eotoxi@ology states: "’If the EDso for less than 5 % of the species is
below the@ghes@redi@ ex@sure I%Qel, the risk for terrestrial plants is assumed to be acceptable.”
Thus, the> Csﬁelf (TER @an be regarded to be protective.
The§%’5 w@lc@d acsording to

& Z)

HC:s =@exp(avg—ks*std)
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With
avg = mean of log10 transformed ECs, values @ ©©
std = standard deviation of log10 transformed ECs, values @ @&
ks = extrapolation factor @b @ ©)
@ S
N
Although there is no common agreement whether to exclude “greater—thqg% figures frgr@%e 5 ©

YBANE 95
@ater than”-fg:ures %} be @Q @
regarded as a very conservative approach. Moreover, it has to be de@d, whether e HC§ é\a é

calculated with ECsg for dry weight only (the lowes @%dpoint in 1@& species) m&dth th@low@ EC@%}

calculation or to include them as “equal to”-figures, the usion of “

% o & &
G n O N0 o P
Table 10.8.1- 4: HCs-figures obtained from d{fferent@‘ﬂcula@n moq}s fo%@’dlil@merggnce aftd,
vegetative vigour. Lowest res af® pri in (o3
g g figu s P Q@fl g@d S N
HCs W\ﬁ o N 5 % Seé%?ng @eta
@} . \\ @} < @& eme en& v, Vig
2 LN
N
@Q fi% é\a NS @\a [%@)rod@-a]ﬁﬁL péo@uct/ha]
HCs based on dry weight data frompSal speci€s B O @ 0@7[9 |, % 0.021
HCs based on dry weight data aggr exctl\klf@on o%ﬁeatetﬁ&fﬁn-ﬁ%@es A &07&@\) 0.018
HCs based on lowest endpointdrom akpec@ RN @% & 0.071Y q 0.021%
HCs based on lowest endpoint fro I spe afterbxclusi@i of greater- S, 9
than-figures point fronfallsp afes afieghwclusiapofe 9572, 2 0.016"
: 9 N S @

2)

3)

4)

@
Based on th@alculz@on
conserva

With the exceptionof corn@ oatghE

R
Cso fr surv&) ap(@nion%@Cso of emegg@e) same figures as for

dry weight, since e dryv@i’ght@so wa@the lc@t en@@int fofll ot@ spec&e% than corn, oats and

onion.

With the exception o®m afid, oats (BCso fé&survi(;@@and on (BfSso oergence) same figures as for

dry weight, Sifice t]@\irywei t-E€so was ghe lowekt endpoirit for
tval) SOy,

onion. Asithe Et@f corfand 049 (ECsq for m@fv

“greateg than”-figlres, thiese figyres w%g excluded fopgalculation.

With@ exception gfgucu T (E@ r survival).same

E@/as the 10we@@ndp it for athother specie n cggumberQ
it

With the excepti
endpoint for a]

of cﬁ&umbeﬁz\ggame fi

res asfor d

er species

cueym er.@the
ert ”—Qg%@s, th

50

for shoot dryGgeightiare
§J @% O o .9 %

semé} n

othespecies than corn, oats and
n (E@o for shoot dry weight) are

Y
es K@? dry weight, since the dryweight-

weighg\;.ince the dryweight-ECso was the lowest
cucumber (ECsy for survival) and onion (ECsg

0
ge ﬁgu@vere excluded for calculation.

le 1@. 1- 4the lowest HCs-levels were taken as a most
approach. The folly in@?oba ?@sticgggﬁ assessment has been conducted with the

vegetative vigour daga.only s%ce the HCx1 com@’erably lower than for seedling emergence.
The TER calculatisg is S@%lagi{@ in fol@ing table; a trigger value of 1 is applied for

acceptable risk in case oftthe

5. &
K2 < Q
@\% v @
O VRN
> O o
s &
{x’ @@o%
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Table 10.8.1-5:  Probabilistic risk assessment for the formulation IMS + MSM + MPR OD 42 based

on effects on vegetative vigour @° j\@
Distance | Drift PER Endpoint TER [trigger = 1] & @
no drift | HCS based S @7 &
m] | () | reduction | onERs | Nodif 50% drift T8 drit 90% defit
0 [mL [mL reduction reduction reduction @redg@bn &
product/ha] | product/ha] B < O 9
Winter wheat, 1x 1500 mL prod./ha o o SN @ @
1 277 | 4155 16 039 , 0773 1549 | 97 38%  d
)
5 0.57 | 855 16 1.870 3.4 1™ [N ¥ g
10 | 029 | 435 16 268 736 o7 W | .367%)
Winter rye, 1x 600 mL prod./ha . PR R oDy . NN
1 277 | 16.62 16 Q 0960 | 1885 b ® | 963
5 057 | 342 16 4 488 @ 836 | Q871 O] L7
10 02| 174 16 7| 3205 Q1839 [ O36.78, 9185
Y S K&l ©

N S <& 0
Based on the results of the probabi&@Qc rigga%ss %ent é{?olQ@he@gest §0§ of alfspecies
(after exclusion of all greater-thar@gur@) of thg vegetgtive @our €3t thedptlowing coﬁgl%usions can
be drawn: @ .\ Q§ @ @ o @© %
- N O S o S NP g
e Forone apphca‘ug@of 1.5L pr@ct/ aNo w&ter wheat, th@gg&@f 1 atJ m distance is
exceeded if ng\zﬂzles v\@% at l%st 75%) riftgducoti@l areggsed. Cg?fsi(}e@g a distance of 5 m,
no drift reduding no%ies @nm@ary. § §9\ © & x\
SN @
e For on@@)li gn of%@\ﬁ [@ﬁdu%?a to @\fnter ré? thgg&gﬂ% 1 at 1 m distance is
excedded if zlg{g@ith atReast 50% odr@?red@on ars usedgConsidering a distance of 5 m,
rg& @rift reducin&nozz]&{@re @ssm@ (g @ é,}’
A & & o SRS
Conclusion §> > é’ \© @;\,\ N Ry
Overall, it can bg%onc@ed that te @gﬂ\?rialoi&l—tar t pla@@we not at risk when the product is applied
in winter w \%‘? andnteréié at rates re&@nmeg ed according to good agricultural practice provided
that a 5 m_huffer zone is appliegOAlte ively@(@ m distance is required when 75% drift reduced spray
nozzles @ used for ;g@@lse i@vinterheaé@ld wﬁ%ﬁ 50% drift reduced spray nozzles are used for the
use i&winter rye. § @ @ @§ \©
N R )

I11A 10.8. se{zﬁge%@atm @

s Q@
Please refét fo %@1 mAd 0.8@@.
NN % Q
S
g T

&
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ITTA 10.8.1.2 Vegetative vigour
°

Report: I o B 00 6010

Title: Iodosulfuron-methyl-sodium + mefenpyr-diethyl + AE F130081: oil base@@
suspension concentrate; 2 + 30 + 10.44 g/l (Code: AE F145008 06 ODQ Al(@
Effects on vegetative vigour of ten species of non-targe@lants

Report No: 039372 AN @ s L9
Document No: M-226821-01-1 &) > &
Guidelines: OECD: 208 B, (draft 2000);Devi¥fion not qug%ﬁed S © 9 2
GLP/GEP: yes & Q S S L O
@ \)
QN Q o & % < @
Objective Q,;@ Q} @@ N \© %) @@}
@ 7
The purpose of this specific study was to evalgate th@@ffec&&’for@%ﬂatl NMS SM MPROD
42 (Atlantis®OD, AE F115008 06 OD04 AJ04), @%n dosulf ron—@éth@sodl % &’
mesosulfuron-methyl and mefenpyr-diethiyl on the ve @batwe@gour eﬁgten t spe ecies re§le§@g a

<
R @ @ G

Material and Methods > @ @ § § N W\?@
R @ &

Plants from ten species; com@a mo@%’) cuc%beﬂ&ucug’fs sa s) 03@ (A\@a s@a) oilseed
rape (Brassica napus), onlorNAIhQ@ cepa); radish (Ran@anus s‘%astm%§ oybff@n (G%cme max), sugar

beet (Beta vulgaris), sung@ver (@lld us) @d tomato (Lyc pem@um lentum) were
sprayed with AtlantlsquD (A@l 15698 06 §t 4@ 04) &dthe 24 leaf st?&eige g‘;ons of the product

and serial dilutions yere spr@ed a@*h doses of t§ pro § rang@g fré the mammum use rate of 1.5
L/ha down to 0.0 aéwng &@)or@y t&ck spreyer. Te were five@ose rates that differed with
each species. Faoatssand cor&hese\were , 0. 7&}0 375)0.188 &\Q) d 0:094 L/ha. For sunflower these
were 0.375, O@%%S %@)4 617 and. 02@\L/ha @r a@nbe 1lse@rape onion, radish, soybean,
sugar beet &nd tomato t];\ﬁse we&ﬁé% @ 09/& 047@’02@nd 0@1 L/ha. Plants were grown and
malnta}@ under glaé&use nd1t1 ith a te rat@3 t@“ C during day, 18 = 5°C at night.
Assessments Were@ge Z{Nays era catl&hsagal&st the @treated controls. Statistical analysis of

broad range of both dicotyledonous an@mogg&otylec@lous plant Yi@nhe%\ § S ®
N
@

data was perfo to oktain C andt ECsi¥alues Br suiryival and biomass (shoot dry weight),
A

using probit al@lysm @h m@mut@eh@od re@ssm@g@
SIS >

Fmdmgg@ @b § @ﬁg .9 %@

All spec showed@ rele%a% ph{totox@l.g mﬁ@ms for the product visible as chlorosis, stunting and

nec&%is v @ N Q @

Phytotoxicity d@j&to Atlantls @ (AGF1 ISQ,S 06 OD04 A104) resulted in a suppression of growth

leading to ﬁucﬂ@%ﬁh grgiwth a&asure by growth stage in all species, except for onion, where

only margjrial effecfs w eenqat thedgighest dose tested. In all species except for cucumber, onion

and soyb@n, th igherﬁéose es tested resulted in mortality.

Radiskowas thigd o@ﬁnsi@% species where Atlantis®OD (AE F115008 06 OD04 A104) biomass
red @@hoo@y Wé@?&ght was the most sensitive endpoint.

Biomaﬁas also the most sensitive endpoint for all other species.

The tabte below summarises the NOEC, and where determined the EC»s and ECs values for survival,

the NOEC, and where determined the EC,s and ECso for shoot dry weight.
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Table 10.8.1.2- 1: The effect of IMS + MSM + MPR OD 42 on ten species: survival and biomass (Shoot @b
dry weight) N Q\ g
Survival SI@ dry weight&, ) @Qb
(L product/ha) (L product/had> A
NOEC ECzs ECso. NOEC‘&gﬁ ECss- ) . BCs % |
Corn 0.375 0.472 0775 0.188)° 0230~ [N 0388 | @
Cucumber 0.188 >0.188 >0.188 068 0of D 0 O
Oats 0.188 0.280 @328 8094 @195 Y D87 o
Oilseed rape 0.047 0.106 L@ 0.138 .07 | Q003> |, 0056
Onion 0.188 >0.188 >0.188 1 188 gy >iss . v >018s
Radish 0.011 0.028 | @041+, 200110 11 0.038
Soybean 0.188 >0.188 | 201887 | Q0.047° | 0070 | &0.136
Sugar beet 0.094 053 D ez & o0 O 0we7 0.4
Sunflower 0.047 B080. > | L B099- ] L0230 a@p007 &1 @627
Tomato 0.188 | O%0.188 08 | ©0.0207 |.50.024Y | ¢ 0.036

© Y
Ry o D § o & &
v S SEESERS
SR T R o &
Based on the results of this stady i&whic@rmu@tion @s + M,%\/I K@PR ep 42 (9tlantis®OD, AE

F115008 06 OD04 A104)S@as tested u@ gl §§) ouse conditions sj@%ﬁcs@advm@e effects were
observed in all plant species t@@d, exgept ogjon. ngo@%ensgive spé\\cies sunflower with the

lowest ECs of 0.027% prodiict/hitfor shpot d eight. © & x\
i el

&

O 7T % o & @
@Qﬁ@ D S s Q}\ N § N
INA 10.84,3 Secdling emergences, {5 @

Conclusion

Reporty A :2004;M-226820-01

Title: @ Todgsul ron;methyf sod + enp%iethyl + AE F130081; oil based
| syspeénsi Qonc"eqs;trate;@mL 30©10.44 g/1 (Code: AE F115008 06 OD04 A104):
4§§ects§ seediitg epergenge and growth in ten species of non-target plants

Report No: @ _[QC039371 .

Document No: M&ESZ\%@? -1 O (f‘@ S

Guidegﬁés: QECD:@WSA,@WO&)J%VMQE% not specified
GLP/GEP: yes L a
S :
S NS & Q@ S
Objective (AN Q

@° SN
The purpos@ﬁthis &Q@:ﬁﬂy@ to eluate the effect of formulation IMS + MSM + MPR OD

42 (Atlantj& D,\:&E F155008 Q6 OD104), a formulation of iodosulfuron-methyl-sodium,

mesosul féron-nggthyl aftd mefeapyr-diethyl on the seedling emergence and seedling growth of ten

plant species res@jng Sa:;@road range of both dicotyledonous and monocotyledonous plant families.
S LY

Materighjand Methods

Seeds of ten plant species corn (Zea mays), cucumber (Cucumis sativus), oats (Avena sativa), oilseed

rape (Brassica napus), onion (Allium cepa), radish (Raphanus sativus) soybean (Glycine max), sugar
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beet (Beta vulgaris), sunflower (Helianthus annuus) and tomato (Lycopersicum esculentum) were

treated after sowing with Atlantis®OD (AE F115008 06 OD04 A104). Solutions of the product al@ D
serial dilutions were sprayed at doses ranging from the maximum use rate of 1.5 L/ha down to &023 @
L/ha using a laboratory track sprayer. There were five dose rates that differed each spe&i@. Fo
oats and corn these were 1.5, 0.75, 0.375, 0.188 and 0.094 L/ha. For sugar be@j oilseed ra@@, radish,
cucumber, sunflower, soybean, tomato and onion these were 0.375, 0.1 8%“&094, 0.04]\@d O \245@
L/ha. Plants were grown and maintained under glasshou@onditions \@h a tempera@ve 23&,\5O C@Q @
day, 18 £ 5°C night. < O %@ § é\” &
Assessments were made 21 days after 50% emergené® of control dlings and {@luategai@ the@g}
untreated controls. Statistical analysis of data w formed t%)btain&)EC 4énd E@ vah@s for @§

emergence, survival and biomass (shoot dry Vgiig t), @))sing p@n a@“kysis @h m@mm@ﬁkeli@d
S) @

regression. S @% v @y g .
G NN

. 2o S \\ S Q w §

Findings SN \\ @ & & SRS éw

@ .
All species showed the relevant phy@xi&@%ngtc@%é fof@\e pr(@ct Vi ?0\916 % lo@s, st&)ntc?ng and
Necrosis. @ v o % ®\ S ©@ @Q \%
Phytotoxicity due to Atlantis®(@ (AE@%]SO@% 4 A@) lteddpa s res§i£n of growth
leading to a decrease in grov@@s‘[agéﬁt thedvigher rg@és teSted fofo ts, ojlseed rape, ohion, radish,
sugar beet, sunflower and @mato&here@re n@educ@”ﬂs in grovw@or carn, cud@mber and
soybean. S N 9 @% S $ Q\y\’
Onion was the most @sitivgﬁeci&sﬁ%here@tla@@ON%E F&SOO&% OQ@ A104) also impacted
emergence and suryi®al with em@ncng the mos@&%ﬁensi@/e end]gint. I%all other species
biomass was the mbst e@itivi%ndpofﬁt In Cern, oats; oil@l ra@oni@@@radish, sugar beet,

LD . s
sunflower and fomat Cso@alues bl&@ss wg% obtained t@ were Within the dose range selected

for these species. Fép'the 1éss sel%itive gcum%&@and@bean@le o%@llated ECso values were higher
@ v

than theirdose ranges. @a § & N\
The taﬁﬁ)elow sumr@risei%e NOEC a@whg&&eterfﬁinedi@ EC,s and ECsp values for
emergence and su@l, afd the @E(Q\Qd W«%{e de&wmineﬁ%the EC;s and ECs for shoot dry weight.
o & & &~ &
Q@ @Q N <) 3 S @ﬁQ
Table 10.8.1. Th¢yeffect-0f IMS MS%@MP&%D 2 on ten species:seedling emergence,
s@viva@d bi&@ss (@t dry,Weight)

é@ o\@ Eli@j)gencg@ @ N Survival Shoot dry weight
< (/E%I'Odl&%ha) @§ ° N (L product/ha) (L product/ha)
Plant species | NOEGY| ECas ss O'NOEC | ECs | ECss | NOEC | ECis | ECso
Corn @ %15 @@ >1@§ 0.375 | >0.375 | >0.375 | 0.188 0.256 0.631

1.5
Cucumberd)” | 0375 A20.375 | >0,375 | 0375 | >0.375 | >0.375 | 0.188 | 0.174 | 0.327
Oats <> 40 0750] =835 | S0.75 | 0375 | 50375 | >0375 | 0375 | 0457 | 0.760
Oilscedrape @] 0373 | 375 | 0375 | 0375 | >0.375 | >0375 | 0.094 | 0.122 | 0.229
Onion O | &7 < 0019 | 0.064 | 0.047 | 0064 | 0091 | nd | 0117 | 0133
Radish & |©0.3750] >0375 | 0375 | 0.188 | >0375 | 0375 | 0.047 | 0.074 | 0.136

Soybeai 0375 | >0.375 | >0375 | 0375 | >0375 | >0375 | 0094 | 0259 | >0.375
Suga beet 0.375 | >0375 | >0375 | 0375 | >0375 | >0375 | 0.047 | 0.083 | 0.155
Sunflower 0.375 | >0375 | >0375 | 0375 | >0375 | >0375 | 0.047 | 0.044 | 0.098

Tomato 0375 | >0.375 | >0.375 | 0375 | >0.375 | >0.375 | 0.188 0.269 0.326
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Conclusion ’ ©©

Based on the results of this study in which formulation IMS + MSM + MPR 0%12 (Atlantis%@, AET

F115008 06 OD04 A104) was tested under glasshouse conditions adverse effgsts were obsetyed i@
lant species tested. The most sensitive species was onion with the lowest ECso of 0.064 ha fard

seedling emergence. < R N

. : o
I1TA 10.8.1.4 Field testing %@ Q&

Further studies were not considered necessary. Qosb

i (g
I1TA 10.8.2  Aquatic plants W\% N

The toxicological spectrum of the prod@t as c\&\ell as @c\m single acti@su@i&nces &Var qua§
r

plants is presented under the Point 1@ T%% isk a@ss me fo
S

10.2.1.11. S N Q)
N O O
RGN A I Sl

< A

Report: I 0 063:M-22337701 &
Title: i hyl‘&wlodo@flfuro&meth}@%dium & mefenpyr-

@ diethyl O +2.930 - § uer@fon t@ grow@of Letnna gibba G3 in a static test
& Code: AE F15008 060D04 X904 ¢° & @

ReportNo: & [s8037718 o« S & v &

Document @(S):U W-228877-001  « T oy O m§ o

Guidelines: Y OECD: 224 ;Degz)ltim‘mot spegified X
< @ o

GLP/GEP: ws o & NS
KR NI
Objective §® N S & S

%, &
The aim of the st%dy %to @mg@’[he &Jiof\e’cts @fow@tion IMS + MSM + MPR OD 42
(Atlantis®OE F 006@6 O{XM A4Q%) tothe gr%vt of Lemna gibba. The study was designed to
meet OECR criteria. "S) ,%:,Q % @
o & @ &S
& 2 Q & S
Material and Me@s @ @ @} @
N N
Lemna cultures with an @ftia]&ﬁ%nd J@I%)er&(@ 12 were cultivated in 20X AAP-medium for 7 days at
2.98, 9.53, 308, 97.%313 (’7 10@@ pr(%lct/L under static conditions. In addition an untreated
control wasdgsted, 3 rep

es were u@per treatment level. The mean water temperature was 23.3 +

Analyti€3l measurements for AE F130081 (mesosulfuron-methyl, sodium salt form) resulted in
concentrations between 86% and 110% of nominal treatment levels in fresh water samples and
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between 92% and 104% of nominal treatment levels in samples from aged water. Biological results are

reported as nominal. @ ©©
N S
Inhibitory effects and intoxication symptoms are summarised in the followmg@le. @ ©)
@ S8
SIS
: L SN Q %
Table 10.8.2.1- 1: Frond counts, dry weights of plants and pgégent 1nh1b1tlongf heir average grow{@‘ate é\g
Nominal 7 days 7 days\\~ Liays < ays, O @
(ng product/L) frond # dry weigg (mg) ‘@ hibition %Zj % @@;ﬁiu&iog §
@ @row‘th rate forQ ion@) @Q}
~ frond #) > | & &
Untreated control 87 D11.7 Y Yy 9 9
2.98 91 w1320 & 249§ -4.8%,
9.53 99 Q 1 NI S W ol . 79
30.5 83 M5 @ O 2 o @3 &
97.7 29 7N 73N ol 5600 N6.9 &
313 22 o 6@ A1 o 69% O x. 20
1000 20 QO LN B & | N B LY oy 218
Sy B g
A RN A i S
Clustered fronds were observed agntoxiyatior@ymp@m. O &© ©© @@ N
v N0 @ Q D«
. S S @ g Q
Conclusion &L e %
S @Q @ NSRS 9
The effect of forrnulatiorQ%@[S T QSM@@MP D 42 on tl@rowﬂ%inhﬂi@on @emna gibba based
on nominal figures are.gs foll@%: & O @@ \© N o )
§ T e § %0 <
7 day E.Cso= §9 @4 n %duw (980 con@encga@nits 80.5 @7 ug product/L)
7 day EiognCso>0) SI000 p pr ct/Lay %& S § 2y
7 day NOEC=Y g 30:3Tug pro uct/L> o\@ NS %@
S & & @ © Q@ & (T
'S .9 GG
I11A 10.8.2.2 8 & > @ ) -
8.2.2 Fie t%ts @ L S

The spectrum gf the @Qogi@ actiw@@? of @ pro@%t is @§1 represented by the results and the risk

o

assessmentsﬁ@ Pointqo.ere, f@er s@ies @@not considered necessary.

) ¥ o L9
& o § Y&
TITA=10.9 O§n® ot spefies (flora and £
Q40 ther ta,l‘\@t sp@es @ra and fauna)

The spectrum o@the biologic%%&tivi@ of the product is well represented by the results and the risk

oin%OQ t

screening & the@m}eli ry g\éts art considered relevant for the risk assessment.
@ @ ©
o
1T &10.9%@ A@ila@e preliminary data on other non-target species (flora and fauna)
Not re@%‘[. See statement provided under Point 10.9.

assessments | .8 @ﬂs dossier. Therefore, further data from biological primary
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ITTA 10.9.2  Ciritical assessment of relevance of preliminary test data

Not relevant. See statement provided under Point 10.9. \@ @6
S S
s o
IITA 10.10  Other/special studies Q> @

. S)
The spectrum of the biological activity of the product is well represente @the resultssand th{%’fsk é\a
assessments in Point 10.2 to 10.8 of this dossier. Therefdge, further d rom biolo é}i pr@ry t0\9@
screening or other preliminary tests are not consideredrelevant for tho tisk assessmgnt. Q N Q&©
@ N Q S @

7o

R e &
Q‘? AN @@) N \é 9 Q@}
II1A 10.10.1 Laboratory studies « o & O LT Qb O w
Not relevant. See statement provided under P@lnt kQ,@O. @3\9 @jx b@ @ S % &
KR IS & o
0O \\ > &% Q w §
~ L9 RS
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IITA 10.11  Summary and evaluation of Points 9 and 10.1-10.10 .
o
IITA 10.11.1 Predicted distribution and fate in the environment and time courses\@ @§

involved S @® &)

The distribution and fate of the active substance in the environment is found $mmarised &%ocu@%nt

MCP, Section 9. &% . O @)@ \25@
© N > Q

¥ Q@ @& § v &

IITA 10.11.2 Non-target species at risk and @ent of pote@@ial expos@

A summary of the respective document chapterslusions gd poteé@aol ris@%niti@on easur@*is
given in the following text: « & @f@’ i,;?\ %@J 6\ \% §
S LTSS
. v G @ S &’
Terrestrial vertebrates v @ R o Q @7 @
All toxicity-to-exposure-ratios (TER) fogﬁirds&}d m&n}mals&@eet Qe%egu\@ory uir%lents @
risk assessment at screening level. Tn(%x Q@%cce@@@éle @( is t@g@e e;@cted @r b@nd nfammals
for the intended uses of the product. © : T )

or the intended uses of the produc RN SN @@ S \%

o O © o L
Aquatic organisms Q@ \&@ v @ﬂ@ &@Q @§ S @© é%
TER values for fish, inverteﬁ%ates%d al @ﬁnee&the re@llatorNriggQg% a tigr 1 risk assessment
based on FOCUS Step Z{@Csw Galue us (@ un&ccept;@l@ riskgs to b@(pe&tgﬁ) for these aquatic
organisms for the intepded us@f the produgf. 6@ _Q R S
For aquatic plant, a r&ined 8k a@sme@is presente %mpar@g P@W a&@OCUS Step 3 versus
HC:s based on ECsgilata g§m L()\%uat&ﬁacrophy‘fe\@ecie@@@he regulatagy trigger is met for all
scenario situati ext DZ.%inc%xpos n thgs\cenaﬁo iinag&riven and cannot be
reduced by th®mitightion ftions i@plerﬁ?&nted inFO St, nogjrther refinement was made. .
In t.he M§s@g)nce@ed W?io\tyh the g@ scen%io., a@cal re.@ficti@ 9f p@uct use on drained fields during
dramag@ason will b rop@d in @ natl(lnal d 1ers%®)mlt@ in the post Approval re-
registration process"\ N R, NN INS
SR L

& & &
Honey bees @ ©Q N) @
A tier 1 risk~g3sessnfent s@ed {’fa;t the zard’ 0t1€&s (oral and contact) are below the EU-trigger
value. Thu% no unacce%ta le r@is to-be expéoted fé®bees for the intended uses of the product.

D

o,

QY
&p

x> %o .
Terrestrial non-target @‘Q’thr@ds N ©

A tier 1 risk a& sm n{ indi ated n@%jnace@%table adverse effects on non-target arthropods for the in-
or off-field @ita‘[ﬁo lov§ the L¥e of@he product according to the proposed use pattern. No
miti gatlo@;neasu@es ar@ede@
N 3

LSS WO .
Earg}sworn@ and@lero ol non-target macro-organisms
A%r 1 ri@@ assessment Thdicated no unacceptable chronic effects on earthworms. Tests with
collem@ga and Hypoaspis also indicate no unacceptable risk for other soil non-target macro-
organisms are from the intended uses of the product.
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Non-target soil micro-organisms
No adverse effects on soil micro-organisms are to be expected for the intended uses of the produ@ o

5
Terrestrial non-target plants @b &@ ©)
Based on a probabilistic risk assessment, the risk to non-target plants in the offfield env1@1men&s©
acceptable provided that a 5 m buffer zone is applied. Alternatively, 1 m ance is requived W@en
75% drift reduced spray nozzles are used for the use in @er wheat ar@%when 50% %t redg%ed @
spray nozzles are used for the use in winter rye. R @ v\ﬂ $
@ N @ Q & «°
% Q @) @ @

N
I1TA 10.11.3 Short and long term risks f(f -tar%&pea@s, pQ@Hulat&ns, z§@

communities and proces
@ %@ g? @jx b@ @’ S
Please refer to point 10.11.2. N LB @ Q Q @7 )
WIS DS @ % o
& \ > N~ & v &
IITA 10.11.4 Risk of fish klllS @% f@%lltw\ la& V&l@bl‘@S orﬁes@al g@dators

N
According to the risk assessments’rese@jed a@’grge gin @afe&@pmé@ for gh andterrestrial

vertebrates, and there is no r1f bl‘aé%'cumulatlon@ the £o { & o . @ é%
& & @Q @& v Q\ N ©
N @ S
Sy .9 S

N
ITIA 10.11.5 Pre tlol@ne )@:0 avmr@ﬁmse@hvu@lme&ﬁl contamination
to gotect@)n @get specn@ @

N 9 N
No specific pr th@y mea&resegpply (l%ger th&g\the %ga 1mpx§d by the risk assessments
for aquatic m@rop@ a&@non-t@get t%isrestn@ pla ©) @
SN P A
&@ @ &) ISR S) v , O

@\@é\g@@%\qx%\

S BN ©
5 & & & .~ S
e N F o §F o
A N
S\ L 4+ 9 @
& N @ y Y
& SR IR &@Q\
S @ﬂ&@\ O
@%
@\%%é@ §@Q
2 Q
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