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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION N

PRODUCT @ @@
D

Comments with respect to the Annex I renewal of approval process @

This dossier contains study reports already submitted by Bayer CropScience fot the Annex&mch@@i

of foramsulfuron, as well as new data, not yet evaluated at EU level and that was considere the

applicant to be necessary for the renewal of approval of foramsulfuron %order to d,1@1gu1 he se\\f@

reference to studies in the original dossier are depicted in(ey. @& \\ %@Q @

For summaries of studies submitted during the framedf the first x | inclusi ple ref 0 tm%©

corresponding section in the Monograph. Copie %(:Z? the study €@ports are provi de in theCbaselif&
dossier provided by Bayer CropScience. Addgiohal studies\which ere ot s b@ltte uringzthe
Annex [ inclusion process are provided in the Q(iossier (%mi su@arq&&m th@doc nt., ‘”\7

R S

"\g
&
Use pattern considered in this risk asse@ﬁmntj@j \\@ @Q <) § © @j §@
S

ication pa@im > D", & S
Tablel0- 1: Intended application pé)@ern AN . © N Q IS Q

K X D ()
Crop Timing of | Nu ber of ication v\\Mai m S Ma@num plica¢ipn rate,
application apéationﬁ irll’:e%val© lal&rategi 1n1dua©§tm%\ﬂt (ranges)
(range) 9 Q> nge S Q [/hﬁ
@ &N | @ @ O .
SEERN [daysy |« L/ @Forams uro Isoxadifen-
& § @j\ al & o & - ethyl
. BBCHg | © b D
Maize 12-1% 1 © § - @% @%.2.6 Ry $ 6%& 60
. BBCH &’ .© O & JY XN D
Maize 4218 (g §% X@ §% S le@ q &%O 30
SIS \@ N °© $ @ &
O ©\ A N 7,
S AN S
Definition o er?@ue 6P risk gses ent © @ Q @
X
Justlﬁcatig?for the residye de 1t10@ rlSk@S s me nt@ov&d@ in MCA Sec.7, Point 7.4.1 and
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Tablel0- 2:

Definition of the residue for risk assessment

Compartment

Compound / Code

Soil

Foramsulfuron
AE F092944
AE F130619
AE F153745

Groundwater

Foramsulfuron
AE F092944(9
AE F13061%
AE F153g45

Surface water

Forams ron
944

AL
A 30619

AE F153%15 O
QE 0338795 >

AE Fp990950 Q
4-A‘%ﬂino—§§meth§{ﬁnzar@e %
4-F amieko—N—m@lylber&amid@
Qora@%%lﬁlm@ulfa@acid v
N\~

@)
Co @@/"

N

Plant material

©
S D
= &

Forar}\lsul r(\:;?f
&)

O

&
Z

CP 10.1

<
e Q) & Q .
Effects orthirds @nd 0%@1’ tstrial Vertelgrate%s\g@ @

S
et
AN

QS
v

D
@ @ @

AN

R

N
N 2 o

5.5

9
X

S N
The risk assessment has been@forr@d acin “Eufopearifood S;?etyo A@ﬁori‘cy; Guidance

Document on Risk A$sSessmé&it forBirds & Ma@als gg\reques fro FSAQ%EFSA Journal 2009;
7(12):1438. doi: 10§ os@efsag@.l@. S 2 . @
N\ &\ N N @
@) D & N & %,
S G
CP10.1.1  OEffeits onbikds N e & @
Table 10.1.121 Endpoints use '@ris %ess \t v @ é’g\?
ST g [
. . species/origin | . Reference
substance @ &\ D @Qul > N E&dpomt
)
& S > . N ©© XXXXXX 1998
R S @ M-143541-01-1
@ Q> ¢y Lowbst LIy
§| e R hite & KCA 8.1.1.1 /01
risk Goail, Mo d%‘@ 5 >2000 mg as’kg bW | RRRRRK
% asses%lent N al;@k % Y 1997
Foram ron X O ¢ @ N
S SRS M-142752-01-1
S NS KCA 8.1.1.1 /02
Long-téfm |&° 7 O NOEC = 1000 ppm XXXXXX 1999
&U rigk BOte q\@‘ - M-194248-01-1
Q Q%smg&& Y@, NO(A)EL > 104 mgas/kgbw/d | KCA 8.1.1.3 /01
My O &
D

Toxici{?of t or@ati@
ulf@pon is @3 lo@cute oral toxicity to Bobwhite quail and Mallard duck with LDso values in

§ @
S
excess§000 mg a.s./kg bw.

F

The actte oral toxicity of the formulated product was determined in a study on Bobwhite quail.


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-143541-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-142752-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-194248-01-1
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Table 10.1.1- 2: Avian toxicity data of the formulated FSN + IDF OD 45 (22.5 + 22.5)
,@(\o
Test species | Test design Ecotoxicological endpoint Reference | @b
Ko
Bobwhite quail X@LXXX(200(@®
Colinus acute, oral LDso >2000 mg product’kg bw /ﬁ 192635-0 11 @g
virginianus KCP 10.1.1 1 I
L0 &

\$

\\)

The results of the study with FSN + IDF OD 45 (22.5 @ 5) (see) sh@ a low tox1@§y W, h ref@ﬁs @
the low toxicity of the active substance. As the risk agessment basedyon the actly\gﬁubs@c e@ﬁled é
(see P01nt 10. 1.1 of°thi

@)SSI@K

Table 10.1.1- 4 and Table 10.1.1- 5 for forams

TER values above the respective triggers demonstg@ng a safe

n), also on a sa@se OQ e @nula@t@on ca@%e
"\g

concluded. . @’ S
'S © N3 R @6 \
Table 10.1.1- 3: Relevant generic avian foc ec1e§@0r Tle@Cl) rlsk{é@sjessmgt Qé @% N
calsp Sy y L @
@ \ @ . & & ‘Ziﬁ\ @hor&_&ut V?{l@@
Q Re p&sent A @r lo FdPacute
Crop Scenario @nerl&%ﬁﬁ)cal sﬁ‘e\aes o ter & RA
S e Cbased
T o g B0 o e
e S o & @ m 90
Maize | BBCH 10—2@ edium ghivogous bigd, | Pae(! ge&) dix P 6.6
& ®) ﬁf%ameb perdiy ﬁm
Maize | BBCH 1029 8 Sma m“@"“ fird @Odl‘% (Lulluia | Y9 24.0
@ arborea) @
& Widod piapon g
Maize B@ 10§29 %@aﬁfd§ Shgr o rf’g%@; @ (Columba | 22.7 55.6
A N paé%wbus&fa\
: Stnall insegtivorods bird | wagtail
Maize E@BC@O O %@;‘ta i [i\g m”@ﬂava) 11.3 26.8
. Leaf é%velopbﬁent @3mall fgsectiv@rous/ wym R\Bm gggzthakus
Maizg © BBCH - 19Al fee@ spec “thxush” 4 ula) >7 10.5
BOLD%Qbemes conmd@\d in r®5 asses%nenté&nly W@t cas&for ead@spemes)
R &Y SO
ST &
ACUTE DIET@{ RISK ASSESSMENT: - Qb
Table 10.1.1 é)@Tler@cute@%D a\@TER@lcqla@m for'Birds
N ¢ o @;@ @  DDD
N @ = LDso
Crop @7 Gen&%c focﬁ@species @ . Appl DDD| [mg/kg | TERa |Trigger
Q N @)& . D" rate | SVoo [MAFoo bw]
L % LT QY @ [kg/hal
@5 v &@ @ @) ramsulfuron
Maize “@“mi‘%zorgdb>@me&%g 6.6 0.4 | >2000 [>5051| 10
£ idge R
Maize X@u opfhivorowsbird “fark” <Woodlark> 24.0 1.4 | >2000 | >1389| 10
Maizg[* Me m h X"r"@gral?‘vorous bird 55.6 33| >2000 | >600 | 10
Pi n§i) od pigeon> 0.06 1
\—} + ‘. 11
Ma%e S@l insectivoro 1rq wagtail” <Yellow 26.8 1.6 | >2000 | > 1244 10
wagtail>
. Small insectivorous/ worm feeding species
Maize “thrush” <Robin> 10.5 0.6 | >2000 |>3175 10



http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-192635-01-1
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Acute risk assessment for birds drinking contaminated water from pools in leaf whorls .

As the formulated product is applied on maize, no pools in leaf axils where an acute exposure poSsi ly@6

might occur are to be expected. > Q\ v

The acute risk from water in puddles formed on the soil surface of a field&hen a (heawy rai@l

event follows the application of a pesticide to a crop or bare soil is coyered by the Idng-t R ris
X greamris,

assessment under Point 10.1.2 of this dossier. < R N é\g
Y -
LONG-TERM REPRODUCTIVE RISK ASSESS%E T @Q %@ Q@ é\ﬁ C&©
, o) S Q o
Table 10.1.1-5 Tier 1 long-term DDD and TER calc10n for blrdQ R < <) @
IR v )
@ bpD . @?ﬁ( L R
Crop Generic focal species Aphl. rate C%QV %F v DD [ g ”R%ilu "Rrigger
@h%@ miN &wz 2O w0 &
O > ©
@i&%For&rﬁ@’ulﬁ&n V% S ﬂ@ @ «\@
.__|Medium granivorous bird “gamebir 8 @ & ‘
Maize <Partridge> Q (Ei%\ é\a 3'% QM® O@% ! @§91090@ °
. . « NS N
Maize Small omnivorous bird “lagk’ Q AN 8% ®\ E§g3 @2 10§ 223%% 5
<Woodlark> Q 2 & § S &© q O N
) Medium herbivorous/ gra@ivoroiss | O @ O] S
Maize bird “pigeon” <WOQ§QZOH>\ Q 0.01 o 22.% 1&@%5? %.7 >104 O 144 5
. Small insectivorousird “wagtail” }w @ K% {7
Maize <Yellow wagtailx o & & SR RS 2{{\@@? 2289 3
. Small insectivorgps/ w wfeed@g S} S| > D
Maize species “ﬁn 1sh” <Robi %) $ é\j“ © (§O 2 &\Z 104 =574 5
S N N )
TE VS T &
O N S Ny & 7,
Long-term r@ass@nen@for bié% dgg@‘ft’ing@ggntal@late@&%te@ in puddles
:ivrv(;)s Zce?aij)rj n\:;f@)i(g‘zﬁﬁ% & riﬁnt f(%@assg@ﬁg t@l@ risi pesticides via drinking water to
K\Q o O & O Q
RO O S
e Leaf sdenarip, orﬁev%&kfor %@s posSibly %}nking water from puddles in leaf whorls
after appli€tion ofa pestitide-tq a croftand sbsequent rainfall or irrigation. This scenario
pp pegiicidetq @ ghibseq g

nly valé%r 2{&{&3 eXpQSure.’s,
%As the formutdted ducppl@g 02% fdaize, no pools in leaf axils where an acute
@7 exposureﬁ@sibl@night @ccur@e t expected.
e Puddle Seenar; Bir@nd r@%nm ds taking water from puddles formed on the soil
v &S !
surface of adeld v@n a h%vy%@mfall event follows the application of a pesticide to a
S . . @ .«
cr@@or l&r%e soilgPhis s¢enarieds relevant for acute and long-term exposure.
A S @
An “esca@g claué@%’ re@me@d in ﬁ% EFSA Guidance Document for Birds and Mammals (2009)
allows “for scrgening, the d for a quantitative risk assessment by a comparison between the
appl@éa‘uon wte a@he :ﬂ§§1’cny of the respective substance. This escape clause specifies that “due to
thé e
uptak@ animals ..., no specific calculations of exposure and TER are necessary when the ratio of
effective application rate (= application rate x MAF) (in g/ha) to relevant endpoint (in mg/kg bw/d)

ar@%’ért’stics of the exposure scenario in connection with the standard assumptions for water
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does not exceed 50 in the case of less sorptive substances (Koc < 500 L/kg) or 3000 in the case o
9 ]

2

more sorptive substances (Koc > 500 L/kg).

N
o @® @
Table 10.1.1- 6  Evaluation of potential concern for exposure of birds drinking r (escape clatise)
Kee |Application| NOA)EL Ratio cllz:ssgf S @© N
Crop [L/kg] rate * MAF| [mg as/ @plication rate * No con §\ Q\clus
[g as/ha] kg bw/d] AF)/ NO% L f rdfio § 2
Foramsulfuron @ S @) R Q
Maize, N N % 9 & T Y )
| x60gas/mal | 387151 | 60710 > S06 g <500° | Mo co:@
1 Covering the double application with an applicaggn rate % 30g @@Ta %, %@J @@ N %,
v @) (g @ S % &’
v @ K IS

RISK ASSESSMENT OF SECONDA&Y%PO’ISOI\&NG 5.8 & & ¢
N & S &

Substances with a high bioaccumu@ﬁion @é%tentiggl@coug&the%@icalg@\bea ris@’of séCondary
poisoning for birds if feeding on c&@ami@%d p@%lik@\ﬂ h %@rth%@rms. r organic cgmicals, a
log Pow > 3 is used to trigger an ii@depg%evah@ion otthe p@ﬁial €r bigagcum iom\%
¥ S SRS
@ N @ Q S &

og
A
As the log Pow of the active‘%ﬁs‘g&nce fo sul@ron d%ts ns@%bo&@ is glow the©trigger (<3), no

evaluation of secondary pé&sonin&is n d ;:@ able 10.1.1-7). & N
R LRED & &

@ R
‘”\g@@@@\@é&\@

@

‘s

Table 10.1.1- 7 L(}@ Vzlu@ N S V N\
Compound O O [hog Kow . Kéferense o

> & & SANGOY1032#2002-Final;
Foramsu1ﬁ1ro§>dig§© O|1.44%H 2%6%3.78 GH ) Q@ M-§§3-@-1
fA N g . @ | MCA, Se&2, Point 2.7

o RN )Y V-192¢§§§f—01-1
AEFI}\@ ’ @© @ﬁ'”( 6)fM @Q LMCASec.2, Point 2.7

N O S M-236158-01-1
AE 0338795 § S @@3 (PQ@) > & MCA, Sec.2, Point 2.7

9 N D> 2194629-01-1
AE F092944 @©Q @}%92@ S N QQW

@ Q MCA, Sec.2, Point 2.7
Q Q > N M-194736-01-1
AEF1537§ S @62 K @@ @© MCA, Sec.2, Point 2.7
@7 ' o\@ Q\vj @ @\
% "N O @ Q@& &
N A o O
G @ © 9
& O N @
O N 9
NN
O Q
< @ N

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



B
Bayer CropScience
R

Page 11 of 74
2013-12-06

Document MCP: Section 10 Ecotoxicological studies
FSN+IDF OD 45 (22.5+22.5)

CP 10.1.1.1  Acute oral toxicity @o
Report: < o I  2000:M-192635-01 S
Title: Bobwhite quail acute oral toxicity (LD50) AE F130360 + AF@%VDOO() ﬂow@%& oil @

22.5+22.5 g/l Code: AE F130360 01 1KO05 A3 o <
Report No: C005783 NS
Document No(s): Report includes Trial Nos.: % D N o 2 N
T0x99230 V® @ SN &
M-192635-01-1 Q RS
Guidelines: USEPA (=EPA): E§ 71-1;Deviagien not specii}@%}y D Q Q)
GLP/GEP: yes Q o & o O Y
’ NS
N L @ » Y
Endpoint is LDso >2 000 mg product/kg bw. « & é@’ %\ %@’ 6\ \% :§
Y E S F S
CP10.112  Higher tier data on birds", @ 9 N S & o
o Siarected & &
Since foramsulfuron is of low toxicity @blr% 0 hlﬁr tiex data @nee&sﬂ. NS S
R & & @ s o & o
CP 10.1.2 Effects on terres‘@al V@)rtebr%es ot@r th@ ird©© @Q S \%
@ . e & O ®
R O A
Table 10.1.2- 1 Endpomts used in k@k asgsmen@;& Q @ . %) &
Test substance °\ %)ecws/(%lgm é cEndpoim %\ &’ Reference
s Ol & 7 & e oY | RRRRK1997
k @at NS §000/ @ as/ke bw | M-141959-01-1
ssméat | , O © & @ KCA 5.2.1 /01
Foramsulfuron S ?
DLongllerm | &« o | N@WEC 5000ppm | KXKXXX 1999
O @k @ Qat | g SN M-187748-01-1
as&ssment © N NO(A@L \5 ZI%Qng as’kgbw/d | KCA 5.6.1 /01
1 10 rats p&s group, no lit urred®”’ ISEER S
2) Geonﬁﬁ mean of m&le an,d\ fomale @ Q> Q\@ Vo, O
§§D S éﬁ °\© 6&’ & >
SRS

Toxicit ofthef%rm fated prod o N

oxicity # u%;@’ S ©© o

Foramsulfur$a shoﬁéd 1 @tox&‘ﬁ/ to @snall @mm@, as LDsy of the active substance for rats was

hlgherf‘%@iooo mg /k%bw. § @'jf' % %@
The acuf¢ oral tox1c%gof the@rmulated uctas determined in a study on rats.
% IS > @
N @ N R 9
Table 10.1.2- 2 walty the&@mu]@ed preduct FSN + IDF OD 45 (22.5 + 22.5) to mammals
[(\
Test spec19§ Tes‘&jem%é@ R Ec(}éo;licological endpoint Reference
NN §j XXXXXX 1999
@ Jacute,%}al QLDso >5000 mg product kg bw M-192928-01-1
S @Q &\% o KCP 7.1.1 /01
Tl% stu esults show a low acute oral toxicity of the formulated product with a study endpoint

>5000

g/kg bw which reflects the low toxicity of the active substance. As the risk assessment based

on the active substance revealed TER values above the respective triggers demonstrating a safe use


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-192635-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-141959-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-187748-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-192928-01-1
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(see Point 10.1.2 of this dossier, Table 10.1.2- 4 and Table 10.1.2- 5), also on a safe use of the

formulation can be conducted. ©©
S
Table 10.1.2- 3: Relevant mammalian generic species for Tier 1 risk assessment @ @ v
N @~ &
Shortcut value <
. For long- <" Forasute }
Crop Scenario Generic focal species Rep:eseiril;:t@ term . RA &@
P @& based‘en &%sed @
X & RUDN  1Q RUBw &
1 1 fa > &
Maize BBCH 10-19 Small 1nsegt1vorogs mafamal| Commd®shrew &.2 Q @6
shrew (Soré®daraneus) | « @
. Small herbivoro ammal ommo e Q
Maize BBCH 10-29 ol ( Mé%ro WN"@%WJH N 7%@ % 1369
. OWo ous @V S
Maize BBCH 1029 | Small Om‘}‘v(‘;%%’;f Q@”malé’ A dem@@? T8¢, | 7.2
o @ vatigus) N ) o
BOLD: Species considered in risk assessme@?\(onl&%rst @%% for &ch sp&% s) \Q é\g “ §
@ S .
Cre s o &S
ACUTE DIETARY RISK ASSE&@/IE@ R \@7 § N @ ©
@)

@y

Q ) <
Table 10.1.2-4 Tier 1 acute DDD and TER cal%ﬁ)jhtm@' mal@yals & §© ©
N

G
Crop Generic focal Sp@eﬁ%@s & Aﬁ?l.r @}kg/ha@j SVor M @0 DD [mg% TERa |Trigger
o &) & g by
Foramsulfuron {Q\% & Q @@ RS e (©)
- - R N
Maize| Sl 1nse<c§§0us m%m% @@ § §9 7 Ol .85 50>00 ~10965| 10
v

“shrew” mof shrew®))

. Smal @blvo s manﬁnal NS L >
Maize| ~ <C0n®le> S K@j 0.%%%& @@ 136.@§§ 1@ 82 | 5000| =611 10
o 8
. Sr?ﬁll OMNivoroys manmy %) % & v @ >
Maize Smouse” “Wa mogj@y & & @2 S 10 | so00| 4845 | 10
SR S
Q\ N & &,\ & @Q

LONG- TER%REP %)U§ VF@@SS@SM]@ >
Table 10.1.2-5 Tlerq lo rm@D @ER@Iw]a@n for mammals

@7 & % @ | & .*-DDD NO(A)EL
Crop Genen@ocal pe 1es(§ @f@pp&]ﬁ@te SV MAFw] fn DDD [lr)ng//(ll(g TERLr|Trigger
2 o Ikgthal wid]
Foramsulfuron o K @ &Q
.| Small i ct1V m;éfnal %ﬁrew R
Maize <C3mmon 4.2 0.1 >1218 [>9120 5
. @all h@vorot@man@l “vole
Maize Q 0.06 72.3] 10 los3| 23 > 1218 > 530 5
%% &Co%non\’@e
M@\? Sm mm\@ous@mmal mouse 78 02| >1218 |>4911| 5
@ <Wood mouse>
U©
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Long-term risk assessment for mammals drinking contaminated water

The puddle scenario is relevant for the long-term risk assessment. . @ @©
g
Table 10.1.2- 6 Evaluation of potential concern for exposure of mammals drinki@water &@ @@
Application [NO(A)EL Ratio %F Escapey
Koc clause®® Clusi 0
Crop rate x MAF | [mg as/ (Ap ication rate x N@ ) Conclus
[L/kg] [gas/ha] | kg bw/d] /NO(A)EI@ No concern | @
1t;@tlo D @ I
Foramsulfuron & @ S L .0
Maize, % 1 @ S o @ b (?_)
L x60 8 aamat| 387151 | 60%10 21218@§ <003 @ S =50 3N@conc§ﬁ{
1 Covering the double application with an application%gte of30 g a@ \ @ 6\ &t@ @U
A A T S N
@) @ @ S % & ¢
RISK ASSESSMENT OF SECONDAR&%POIS@NI{@ N S O & ¢
S

Substances with a high bloaccumul®n ;Q\Pentla@ouldggeo@ll ~bear @ Tiskeof sary

poisoning for birds if feeding on co@mnﬁ%d pr@%hkm@h or@Th @or c clégmicals, a
log Pow > 3 is used to trigger an 1§depth &aluation O%i% po@aﬁal %loa@mulﬁn
9

©
N~ §©\?
As the log P,y of the active yi@stan@s, for@sulfur(@ij an&ts me@ oh@j is bel thé\rlgger (<3), no
%)
evaluation of secondary po@ljsomn%s nee§ﬁ (se@ﬁ"able@ 1.1 %’)

oy L9
3 PSSR
CP 10.1.2.1 Acut@ﬁaral @cnt {0 mammal% é & "\@
Refer to KCP 7.1. @1 TéQe End@§§t 1§@@}y)50 >?00@k%@ © @&
@ N @ N

A Y
CP 10.1.2.2 @%l%@r\tlg{g@ata oémamhls o @ §
Since foral@ulfuron is g)%low Qﬁ@cﬁz@ma@als n@hlgh@ tier @a are needed.
&@ & S F &Q
CP 10.1.3 Ef@ts O%Nher@rest& vg@*ebra@ w1ld® (reptiles and amphibians)
Not required ac dm@ 11@00 1nce<t@7 oramsu fur@s of low toxicity in birds and laboratory
rodents, no risig,for r@e)@ @ am&ﬂblar@s to B expetied.

%Q @ O Q @@@\ @®
CP 10.@’ Effect@n a@tlc ogganl@s \%
@ — N

Risk;?ssessment for aq@ic (@(z?;lisn@@ §

The risk assess@ent has been$erf d agéerding to “Guidance Document on Aquatic Ecotoxicology
in the conteﬁ@f thgéﬁz@@;l/@ m?ﬁSancoB%f&QOOl rev.4 (final) 17 October 2002).

The “Gui e omdiered3isk assessnrent for plant protection products for aquatic organisms in edge-
of-field faceﬁers@(EF Panel on Plant Protection Products and their Residues, 2013, EFSA
JournasLﬁ 201@ 1(7@;90 Q68 pp. doi:10.2903/j.efsa.2013.3290) has been considered where

ap& rlatg@ @ @
&
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Ecotoxicological endpoints used in risk assessment

Table 10.2- 1 Endpoints of the formulation used in risk assessment
" @
2 S
Test organism Study type Tes.t LC/ECso' [mg/L] NOEC @ References @Qb @
duration [mg/L] & & A
Acute toxicity to fish : & DN
G
| O [ RX00
Oncorhynchus mykiss | static renewal 96 h %9 BO(}&%6 N Q
(rainbow trout) acute <™ 638518082 D
. ~ 10,20/01 &
@ S
. . . D @
Lepomis macrochirus | static renewal % Q ° S B003995 &
(bluegill sunfish) acute 9%h 78 N @%)'9 R 538517.% 2 @@
. Lo TS w P 102.Y /02
Prolonged toxicity to fish o ‘&9@ & § @@y A
. ALY 9 R IS X?@XX@%’ >
Oncorhynchus mykiss N N % 002764
) Flow through 2§§d R 180 % §
(rainbow trout) @ 8 @ & & BN ~238492-01-2
Q K LIPS o L 2.2 /0
Acute toxicity to aquatic invertebrate§d Y o N GRS $
& ©
q | © ©
Daphnia magna static renewal D O OUNIY O 0279
(water flea) acut%@ o\%‘%) h @ @§ 6'9&@ 9 3% IS %
S 9 o KCE0.2.1 /03
Chronic toxicity to aquatic %Verte tes < (<77§
o h 2000
: AN 9 SN N g
Daphnia magna . @ B002760
(Water ﬂea) S@tlc re@l@’%l &9@ 21d @ @6 o'\ @ &04 Q\Q %
> @ |y © & [KCP10.2.2/02
Effects on algal grogwth & . © N NN @
N ° < N o0 |
Selenastrum @) @\ AN & 72 h@§ 2Cso’: S50 g@ » 2000
capricornutum © S staf® O & S B(302798 .
(green alga) A %, %k .19 E NS D 3 M-238520-01-2
g ga) . 2 N RN X KCP 10.2.1 /04
Effects giiaquatic macr@?i\}hytes@ j@ ’ O @@ S v
i @ N @“ o\@CSO (ig?(g)nd;gg —
Lemna gibba @Etatic&genew@ﬁ O 45 g prod. » 2000
N) gd @ 10 ug prod./L |B002845
(duck weed) % % @ @7&9 g (co spor@ to M.238581-01.1
@@7” @Q Nl A @@1 /‘%§S'/L) KCP 10.2.1 /05
) A NS @ , 2002
Lemna gibb stat1@enew@“ 2 B003893
(duck we@@% o S @%y" @ 2 Er%@l uga.s./L| 02 uga.s./L MA40877-01-1
Q . A KCP 10.2.1 /08
> @ K ECso (frond#):

\& N @ .9 Q 1,56 1g a.s. L B . 2008
Lemna gibba . sta@j—rene@’l @ 7d &© <0.10 ug a.s./L EBFSX011
N N 3 S g MLy

L @ >3.08 ug a.s./L

S

o EIE Geomean E.Cs:
Lemna gitBa @Q @ v 1.20 pg a.s./L KCP10.2.1/05
N) tatic- al 7d . KCP 10.2.1 /08
(duck wged) SN <% N corresponding to KCP 10.2.1 /09

& @ a3 - 53.3 ng prod./L

o =


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-238518-01-2
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-238517-01-2
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-238492-01-2
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-238519-01-2
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-238488-01-2
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-238520-01-2
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-238581-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-240877-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-296352-01-1
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I'LC = lethal concentration, EC = effect concentration

2 NOEC = No Observed Effects Concentration @f S
3 E,Cso = effect concentration calculated as rate from cell densities (numbers) o <
N/C = not calculated @ @ v
Bold figures are used for risk assessments QS &@ @
ug a.s./L refers to pg foramsulfuron/L @ o O\Q
3 o & @

: o N N X\
According to the new aquatic guidance document (EF5§@013)2 end@nts based o Owﬁggﬁate@e @
regarded as relevant for risk assessments. In case of Lemna the thr@rcso—ﬁgur& or f m@bers &
(1.01, 1.1, and 1.56), obtained from studies Wi@he formul@on as test @stanc@, re@@t in %
i £1.20 pg foramsulfuron/ % & & &
geometric mean of 1.20 pg foramsulfuron/L. N @ ® @
This endpoint is very close to the Lemna end&\o:int o% O0lp .s./%\;)btail@ fro@;\thebs\ﬁy w\i@ the
e. refore, for the r d rigkrassessment.only the
Tae é% eg& §§ S i y the

active substance foramsulfuron as test substan

figure of 1.01 pg a.s./L will be used. W\% \Q(:j%a \@ @Q A @@ Q @7 @K
@}°§@>&&°\§&§
@Qxé&@@&@}@@@@
&@90\%\@@@@%@
R ©®©@@
9 9 S) S S

@&@,@@Q&bb@(&
v & &
N ©N @ S
o O N W N
\ I I R S NS
&@@©©Q©K )
F TS e g %0
&  § & @
S QNN @&@@
©©©\&%@§©©§%
bé@:@%@@K%@@@@
9 N %S
S é’}’@’@©©©@\@’
&@ \@o\®%©@%\©%§\©
§&©\@’%é&©
T oy &
@ N .C & O @
©©©\\\@\@
©© Q@@
<) S o L2
@7 °@Q@@\
@%\&OQ
%o %Qo@’@@
N @g@\ Q&©
° SN
&@%%é@é\Q
§Y§©%©@
& & ES
ST S
SRS
&%@@QN
Q& TS
<
?

2 EFSA PPR Panel (EFSA Panel on Plant Protection Products and their Residues), 2013. Guidance on tiered risk
assessment for plant protection products for aquatic organisms in edge-of-field surface waters. EFSA Journal
2013;11(7):3290, 268 pp. doi:10.2903/j.efsa.2013.3290.
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Table 10.2- 2 Endpoints of foramsulfuron and metabolites used in risk assessment

/@ﬂo
Test substance Test species Endpoint Reference @y (b
Foramsulfuron 1997 Q\ &
ASTQZ5, ASTT51 (A end@)
Fish, acute M%$41405-02-1

KCA8.2.1/01g $ @ @

Oncorhynchus

; . LCso > 100 mg as/L
mykiss, Leppmzs < RXXXXX, 97 \ @
macrochirus V Q@ A57726, @ 752\@mer&nt) @
& QY |M-141 02- 1 Q> q
@ & keasae ) O &
ﬁ
Fish, chronic N . @@) XX%X<®O4 @&
Pimephales NOEC ., - 1 g a&ﬁi %@46()@ ;§
promelas é @@ 2 & €Wﬁ
% @sﬂ @@ Q@ OTKCA®2 218402 . o
9 7
NS D
Invertebrate, acuter . @Cm @\ - %%m T %657750 (Am@ment)

Daphnia ma . ﬁ[ 4-0
i g@ S8 © A Ykesn Al
o8

Invertebrate%uondé’@ @ N @)
Daplg@magyi- @%E(@@ i S/L@

D
\b@ ié’fe@ @Q §§C 0@ %m§§§
§za aegs flos-aggae | © % N

M-186627-01-1
LSS O A |KCA82.6.2/02
NN
& @ N S 2 1998
| A Aquatidpl RN §@ @ 67514 , C002148
o D > E.Csh 0. Ol(@g as/By [ (Amendment)
& £ Le@m g S M-147891-02-1
% & N @ %, |KCA8.2.7/01
@ &Aq@pla@m e Q g \@ -et al., 2012;
A O Mysgphyllum” ¢« BC®'  *% .O§i@lg as/L | M-431270-01-1
e O SN KCA 8.2.7 /09
NS &Emca
N S EC © Q1 ngas/L
© Aqu la .
Gl Lowe e R
@ Q . inkibition D . O v M-429538-01-1
Q b )" C 3y 4lpgasL |KCA827/07
@J) Aqu@lc plan o
N
%magﬁls@a @& EX 0.00118 mg . 2013
% N eek $Ridy; nd ' M-464150-01-1
S 1ck1r@>xposurQ @imber) as./L KCA 8.2.7 /08
@ | ofouoor siull) |
@ tic pﬁlsgnts
%, ( abilistic ri
@% @Q asses@%nem SQ HOS 0.000652 mg | KCA 8.2.7 /07
& § % acr e outdoor a.s./L KCA 8.2.7 /08
v Q datgg lus 6-week
Q§ @@@ g Lemna)
N Aquatic plant -, 2013;
% Lemna gibba ECso  >0.0567 mgas/L |M-462569-01-1

peak exposure; 24 h KCA 8.2.7 /06
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http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-186627-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-147891-02-1
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Test substance Test species Endpoint Reference
AE F153745 B 2000 &9 )
Aquatic plant ECs, > 100 mg/L B002765 N @
Lemna gibba @
AE 0338795
Aquatic plant
Lemna gibba ECso 272 mg/L &vM -238498-0TS
N @ KCASZ 7
AE F092944 o
Fish, acute @} @
Oncorhynchus LCsg 254 mg&s/L
ks i &’|M @14@01 b @}
y. Q) N -
. BN Keasapa S S
\\JJ
e son | OosS B e
nvertebrate, acute A503 & °
Daphnia magna ii% Eg@ \@23%@&5& % 1382 @j @
N ,19 S
e L5 & o JEGT
Desmodesfus o ESso v > § mg/IRy; 1 %
subspic ©
AN S 200
Adbaic glant” ¢ % | Cag3865
Egmna gibba S B @ > 100 malls | R o601
'S 91 & L & CAK7 /10
AE F099095 ) @ Y O
> 8 @ Qb W S & E Mxoézzoo5
é Pseudokirc riel%g E&s0 N >é@00 mg/L©
©§ubc S O -254084-01-1
@ % N N @ %%CA 8.2.6.1/03
Q Q D Oy S . 2005
(2 %@atlc p@t % @0 mef? | EBMMX091
Q °§r w S > m%
& Lemng @bba [T g @ |M254496-01-1
N R & & KCA 8.2.7/11
AE FIR0619 @ & L O N © B 2013
" /’“1%13 ic P\%“t 9 B o OO S?E M& | M-452669-01-1
N mnagona ° @ QO s * KCA 8.2.7 /12
4amino-N- 2 | & & & B 2o
methylbenzantide €©Q &i‘”ﬁ o EQ  D>10mgas/L | M-464163-01-1
O P L & SEEEERS KCA 8.2.7 /13
4-formarnzdp-N- L2 9 B 2013
. & Aq plan@ .
methyleeizamide TAEEPE Y I B >10 mgas/L |M-464321-01-1
N Q“ A9 KCA 8.2.7 /14
Fotamisulfuron- KQ . 2013;
st?i%mic acid &?suaa }f‘%Q &©ErC50 >10mgas/L |M-464386-01-1
) s g’{x Q KCA 8.2.7/15
@ Qﬁ QO & ©@
& &S
& S
@ é@@ R


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-240924-01-2
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-238498-01-2
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http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-464163-01-1
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Predicted Environmental Concentrations used in risk assessment

& &
Table 10.2-3:  Initial maximum PEC;w values of the formulation, considering spr%drift after on® g
application as only route of entry relevant for the product IS &@ K\Q
Compound Scenario Drift rate Maize, % ize, °s
1x 2.6 L/ha\ 23 L 2
(no buffer) (. PECsw, fiax PECoivum O
o et O gl @]
small static ditch, & o® y\g@ N Q
FSN+IDF OD 45 | at the edge of the 277 %@ Q% 17 9 Qn 5®© @
(22.5+22.5) treated field, (arable ¢fops) oy § § &
water depth 0.3 m QD N O o &
Bulk density of the product: 0.9652 g/cm? at 20 °C N &° Q@ 2, w\i@ S N R,
Bold values were used for risk assessment Q @ ) S QX ¢§
SO O S & -
Table 10.2-4:  Initial max PECuw values@"fom@ulfu and tabolites —{@CU%&ep 2 $
(KCP 9.2.5/02) @ N O Q" NS
Q 5N & & & o & g
Compound &WOC@S%!@EO Wai N § Maizz,
Q S <Xt x 6cgha S 92 x@ﬁ)’g/ha
@ &@ @@? S =D P@ﬁw, max O §> {Ecsw, max
AN IV AN /Ll Q'lng/L]
STEP1.O° & g K 18.85, 2 18.85
.9 STEP2Z I;;)§9Mul}i NS ° 2291
Foramsulfuron > <\ [STEP 3- Ma | A L - 4.189
& G [STEP 2 —North Sigle - SNMEEENE 1.357
@ ISPEP 2DSoutk Singlely 4.949 N 2.474
§ S STER] Q & Q71 @ 5.071
O LTSTEP2 -NorthMuli |~ 0. N 0.149
ARH306187  |STEP 2 SouthMulti 3 - 0.276
¥ % JSTEP2 —NouthBinglel] VY 0255 0.128
.9 w S:@- Sotih Single | @ _ 0M81 0.241
&@ @Q @ STEP 1 A ' R <, D.682 0.682
. .~ STEP 2.5NorthMultj N - 0.090
AE F09@ S EP2~ Sopir Mulg - 0.172
© STER-2 — Nerth Single | O 0.099 0.049
o NS STEP 2 wSouth single [ 0.189 0.094
Q O © STEPLR, SN 0.961 0.961
% & SOSTER- Naggh Mul@ - 0.068
LREFISTA56; QQ STEP'2 —South Maki - 0.070
@ %EP 2 &« NorthSingle 0.081 0.041
% %, @% . STEPZZ SoythSingle 0.087 0.044
@ ¢STEPT O 0.127 0.127
@° S |SREP 2 -orth Multi - 0.107
9338795 § BTEP 2 South Multi - 0.107
@ N STERIZ North Single 0.127 0.063
o> & o _OSTEP2-South Single 0.127 0.063
S N’ |STEP 1 0.085 0.085
& S @ . < |STEP 2 North Mulg - 0.066
@ AEF09%095 & STEP 2 South Mult - 0.066
N STEP 2 — North Single 0.085 0.043
©® STEP 2 — South Single 0.085 0.043
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Compound FOCUS Scenario Maize, Maize, .
1x 60 g/ha 2x30gha & | &
PECsw, max PECsw, mﬁ)\ §
[ng/L] [ug/
STEP 1 0.024 g 0.024° A
STEP 2 — North Multi - o 0:021 s,
4-Amino-N-methylbenzamide  [STEP 2 — South Multi - < @021 o>
STEP 2 — North Single | 0.023 ¢ 0.012, O
STEP 2 — South Single § 0.0230 G o D
STEP 1 R 0.0a3° S
STEP 2 — North Muyf® o O 50389 o
4-Formylamido-N-methylbenzamide[STEP 2 — Sout}égﬁﬁ - Q S 0.038 N
STEP 2 — NortK&ingle S 0.043Y Y 02 &7
STEP 2 — South Single)°| S~ 0043 < © [ O Q021 %
STEP1 O @ |2 6960 & @ o 0.060\
STEP2 Worth ihplti (@ Q- 7 Q 0.0887 S
Foramsulfuron-sulfamic acid ~ [STEP 2% Souti\Multi_ N 0.053
STERZ— Nogth Single | . & 00980 . > | $0.0305
STER 2 —South Single kY 2:060 O é@ @2,°0.030
Bold values were used for risk assessment @’ LY ®\ @@\y @Q § ) ”\i@
o 2 & § 90 9 &
o & TS S U
R & o ©
N © N @ S 2
5 O N W T Q&
N N 2 § S % %@ <&
v 6 O ¥ .9 « « O
TS e §5 0 0
§ é °\® § N ©© @@ N @
O N S N O Y &S
& £ .0 O « g @
XN . SR
~ o @’@@ b\Q@?@@ 7
&@ o\@@» o\@ S Q\@ R o\©
SENES) Q
§ A S i~ é& 5
o O ¢ .09 o O @
VW 0O O S & D
O 9 K8 @@@ @
<) N @% y %o
@’ NS ISEREN
@ A\ N 7 Q
B LS IR S
S v o N o
@° N S
R ) N
&> 4 <
o & © ©§’
& N) % Q
SRS ISR
S
¢ &
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Table 10.2-5:  Initial maximum PEC;w values of foramsulfuron and metabolite - FOCUS Step 3

(KCP 9.2.5/02) & @6
. Foramsulfuron AE F130619 C& g
FOCUS Scenario < D
STEP 3 Entry PECsw, max PECsw, max PECsw,@x ]@% @@
route* [ng/L] [ng/L] [ng/LY [wg/LL
. . C
Maize, 1 x 60 g/ha Single Multiple Sihgle ©\M“I@W P
application apph@ons aii\rllcatlon \apgli&atmn@
D3 (ditch) S 0.314 X o002 P 9- e
@) AN Q
D4 (pond) S 0.013 o - 0,001 | Q -9
q (R
D4 (stream) S 0.271 Y e0.001 [e A
D5 (pond) S 0015 1 - N [ Poee &F 2- 7
D5 (stream) S 0.251 9 -y S w0 & s Y
D6 (ditch) S 0316, | O g w32 @ IS S o
R1 (pond) R 0.025,° K S oo | o088 NS §@
R1 (stream) R 1.@! ON @ -, S D" 0081 @@ TSRS
R2 (stream) R @72 & & X @ @.10@ @ o~
R3 (stream) R 22257 SO S S -
R4 (stream) R @ 2@%’1 (7] @\\JJ - @@) A w02 .0 «© -
& @ . .
Maize, 2 x 30 g/ha %, %%gl@ o Mulﬁple < . @Sl}l% © Ml.lltlp.le
pllcae@n @ applirations @pph&a on ¢;| applications
D3 (ditch) S, 0.557 O] K013 v 0816 < 0.014
D4 (pond) oS Y @006 O 1O ootd 5[ o <000 <0.001
D4 (stream) @ S §0.Q@ > Sus . | O <0001 0.001
D5 (pond) O © s 0807 s | oS00 4 ool 0.001
D5 (stream) . ©° | O'S 26 [ S 0117 & “w0.001 0.001
D6 (ditch) 2 @y Su. 0158 . P @38 © | @ 0.016 0.014
R1 (pond) 2 B k7 oo O]  Thwem P 0.002 0.010
R1 (stoéam) @R 0622, . |© 1281 O 0.040 0.099
R2 (stream) M R | &Y 0459 ©0.456 < 0.052 0.052
R3 (stream) ¢’ R 49 w34 9 rogd 0.089 0.089
R4 (stream) @ | OR m@ a5l |o 1895 0.101 0.121
* Letters S, Dand R Cdrres thedo nt el@ patl@, spray drift, drainage, and runoff
Bold values\were used for 11 §m rst-@gse fg&g@smgle and multiple applications for each scenario)
. N
& @ N & R
N ~S \@ Q@ N
o & e &
PR ) SR
@ O QO & ©@
& &S
O Q
{N O @ o
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Table 10.2- 6:  Initial maximum PEC;w values of foramsulfuron and metabolites —- FOCUS Step 4
(KCP 9.2.5/02) S
Compound [FOCUS Scenario| Buffer [m] |Maize, 1 x 60 g/ha Maize, 2 x 30 g/ha ﬁ% §
PECsw, max SW, max @
[ng/L] @&gﬁfg&l m& ©®
Sing Iti L
appligation N a@)!icagﬁs 2
D3 (ditch) 0.0550 0,027 By 0022 oY
D4 (pond) 0.008 9.004 oy W06 =, | &
D4 (stream) 0,061 < 90.030 QU025 ©
D5 (pond) 0910 Q 0005 <7 . 0000 @
D5 (stream) 00057 ®028 QU | © 026 @
D6 (ditch)  |10m SD + RO 0.058 @  °\0.029% o %0,034 ¢
R1 (pond) N2 (Y LYool 50,059
R1 (stream) %0547 O |07 o@p5 O & 0589 -
R2 (stream) | ‘004269 Y (0200 & N~ eR00 @
R3 (stream) &7 e 186 Y < 0490Y L 0.490
Foramsulfuron R4 (stream) O ST 66s - O 053 o 0599
D3 (ditch) o &« ©gT [0 ovid & [ 9 og2
D4 (pond) @ v 0.006 00367 > 0,004
D4 (stream) 9 9 042 O] 70048 A N0.013
D5 (pond) 2 - [T @008 Z [ Q0004 O 5 0.007
D5 (stream), < 0.030 < 015 o ~0.014
D6 (ditchp), 2®SD o| @ 0.032 Q.01 6 2 0.034
RI (pond) | 9 & o7 o0 0.00% & 0.014
RI (stream) @§ g Q@ 27190 |&,. 0135 . O 0.303
R2 (Stream)’0” @W\a @ £0.224, > 104 0.104
Rifstream) | ) O Y0R8 @ . 025, 0.256
R (steehth) | v 093558 7 | @ o0 0.313
© D3 (@itch) é\ @ X000 [ <0001 <0.001
D Ddtpond) ST o<0ef @ @0.001 <0.001
o DaGstream) |92 N [ 00T 5 | 57<0.001 0.001
@ D5 (popd) g @7 £0.00°8 [, <0.001 0.001
A D3 (§&eam) ) &Y . 0001y [Y  <0.001 0.001
PoUitoh) ~ | 16w1 SO FRO| =~ 0.608 0.004 0.008
AR pond) 4« [T <0do1 & <0.001 0.002
Rl (stRah) &) @@' ° 9.035.8 0.017 0.045
{7 Ragthea 0 O 0w 0.023 0.023
R3 (streaty) S Q'[9 0480 0.040 0.040
AEFI3 % R4 (stgeam) <D @’%’ 7,092 0.046 0.055
@ D3+ditch) "N x0.001 <0.001 <0.001
N DINpond)\ @ @§ o <0.001 <0.001 <0.001
N DAfstregm) [~ R |5 0001 <0.001 0.001
5.D5 (pond) < @ <0.001 <0.001 0.001
D5 (streamyQ § N <0.001 <0.001 0.001
& De (litc#>|20n7SDLRO 0.008 0.004 0.008
R pehd) Y <0.001 <0.001 <0.001
Q@ @R]1 (stream) O 0.018 0.009 0.024
% @Y Ry Biream) ™ 0.024 0.012 0.012
S Y RBstream) 0.042 0.021 0.021
& & R4 (stréam) 0.048 0.024 0.029
SD=s drift buffer; RO = runoff buffer

Bold values are worst-case from single and multiple applications for each scenario
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ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS .
Table 10.2-7  TERAa calculations based on drift entry for the formulation and on FOCUS Step 2;«@ @b

foramsulfuron and AE F092944 N
S o) -
Compound . Endpoint PECsw,max .
Species ’ TER Tr r
pect [ng/L] g/L] f e §é§
Maize, 1 x 60 g a.s./ha =) O ¢ e
FSN + IDF OD 45  [Fish, acute ICso 7 8%@ 237 33 [N 100
(22.5422.5) Invertebrate, acute LCso 69 a7 298 O 1007 | o
Fish, acute LCsy 100000 | ©F948 =021 @0 O
Foramsulfuron Q Q >
Invertebrate, acute LCso 100 000 £ 4.943 < > 20210 @\1/00 . @
Fish, acute LC50Q 254 000 @89 R134H15 ¢ 10@
AE F092944 4 =
Invertebrate, acute  |LGso 223 00057 |« 0.189°0°| 1479894 400
Maize, 2 x 30 g a.s./ha O U & o O @ .
FSN + IDF OD 45  |Fish, acute _LCso_ 0 7.80¢ N w9 g 68 & e
(22.5+22.5) Invertebrate, acute & |LCS%» 900 &@ ((%&lwl.SS)\U Q%95 40

Fishacute  Q  [BCo S 100900 4 4189 K@ 2381 | oo
Invertebrate, acute  UECso' > 100000\, | &89 F >28872 «[? 100

Fishacute . © & [LC® 2340000 | 0100 | fw6748| 100

Foramsulfuron

AE F092944 Invertebrado, acute, _[LCso 0223600 | Orgljz @@29(&%}2 100
% <) & Q N
& S & o S
v .9 O \© é LN \@
@@ v & & § s Q &
N) o \® NN @@ SN
NN AR A N
& o0 o " &’ @b ©§ @
o ©. . o S o~
N & & @ v s &
&@ @ \Q “ S \© % "\@
RN S N
S SRS
o O PG & O @
Q O O O N O
SN R
Q L & 9 @
@, % Q@ @ @ R
N S
Q AN SN O©
% SIS &
A o] &@\ &©
@%
NS é@ N
&§ o O & ©@
& &
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS

& b

Table 10.2-8  TERLwt calculations based on drift entry for the formulation and on FOCUS Step 2for §
foramsulfuron and metabolites @
T <2
Compound . Endpoint PECsw,ma S
Species Y TER T er |
P [mg/L] [ngA] tS| T
Maize, 1 x 60 g a.s./ha ©) & SN Q
Fish, chronic NOEC 1 800 2317 oB P w7 |«
FSN + IDF OD 45 |Invertebrate, chronic NOEC 400 d ©23.17 aQr 17 Q\\JJ @0 ©
(22.5+22.5) Green algae, chronic  [ECsp.=)>5000 BT 26 ™ 10V§J
Aquatic plants, chronic ET@J 53.23 % . 93, 17 \2\3‘0 k2 4{\@;@
Fish, chronic KOEC 500 &”w 4948 @@2 1255 | %o
. " Invertebrate, chronic NOE& > 1%@00 & 4948 9> 20010 =) 104 °
oramsuliuron O
Green algae, chronic %ﬁ EGsp 8100 XN 4, 94@ 1637
Aquatic plants, chr@c ECso @01, & D 4.\9\@8 @ 020 | S10
AE F092944 Green algae, chrapie & JECsoQ > 566000 @ 689 % 968062 | 10
Aquatic plantssphronic © [ECso™ %100 000y | 0.18907| =829 198 10
Green algagchronic”  |Biso 100 )0 0.085 fOr176471[ 10
AE F099095 , _ - S
Aquatic,plants, chronieso{ECsg > 100000 @] 0085  [>11%471[ 10
AE F153745 Aquaic plantgyehroniy” |[EGa° > 100000 ~ |0.087 7 [> E449425| 10
AE 0338795 Aqtiatic plagts, chrome  [ECso 2272000 ¥ 0427 Q714173 10
AE F130619 &matlcﬁnw clitonic )EC59(§> 0.880 | w0481 [7 185 10
. @ ©
4-Amino-N-
methylbenzamide §ch plgn@chr rc50 QQO oqg@ o&g > 434783 10
4—F0rmylamid0@@ @ . )
methylbenza g uatu@lants,@on& IC%@ > @000 § 0.043 > 232 558 10
Foramsulfufen 0%
olamic atsd Aggtlc %&t @c S 10 @ 0.060 | >166667 10
Maize. 2x 30 g a.s./h& {°
SFish, %hronﬁ? N I&%C ®800 11.59 155 10
FSN + IDF OD 4@ Il@;ptebr@ chroyc - NOE@ 400 @ 11.59 35 10
(2254225) (P (Green dlgac, chronic, O [ECg” % 5000 11.59 431 10
Aquéttic plaay, chrafit  [EC0 @323 11.59 4.60 10
@” Figh, chrapic @ AANOEC 10 500 4.189 2507 10
ertebrate, chsonic A [NOQE€ > 100 000 4189 | >23872 10
Forathsulfuron v\}hv %} . 25 — Q!
S Gregiyalgagychroni® % 8100 4.189 1933 10
@"  |Aquatic glants, ¢fonic ECso  1.01 4.189 0.24 10
S ree ae, éhyonico E.Cso  >560 000 0.172 3255813 10
AE F09294 N - ?@f :
& A%@lc plius, chidvic [ECso > 100 000 0172 | >581395 10
AEF %5 ©@ Green algae, chronic EvCso > 100 000 0.066 >1515152 10
E& Ov  JAquatig plants, chronic  [ECso > 100 000 0066 |[>1515152 10
0@7 N
AEFIS3745 Agugtic plants, chronic  [ECso > 100 000 0.070 [>1428571] 10
AE 03}@5 Aquatic plants, chronic  |E.Cso 27 200 0.107 254 205 10
AE F130619 Aquatic plants, chronic |[ECso  0.889 0.276 3.22 10
4-Amino-N- . .
methylbenzamide Aquatic plants, chronic  [E.Cso > 10 000 0.021 > 476 190 10
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Compound . Endpoint PECsw,max .
Species (ng/L] (ng/L] TERLT Tru@f @
4-Formylamido-N-= 1, | ic plants, chronic  [ECso > 10 000 0038 |>263158 | &0 3
methylbenzamide quatic plants, chronic rLUs50 . § @ @m
Foramsulfuron . . @
sulfamic acid Aquatic plants, chronic  |E.Cso > 10 000 0.053 >188 6;\& %k@ I
% . AR
& @ @\ N\ @Q
Table 10.2-9  TERvwt calculations based on FOCUS Séex ©Q @ § é\a é
A Qe
. Endpoint SW,max (leSQ @ w.) Y
Species ng/L] | O hug/L See n(@o § TE&T 3 1gg@%
Foramsulfuron, Maize, 1 x 60 g/ha . S R NSRS
S N@%m& 23 (ditchy NEP 10
A [07001®” [ Dagond) | T & 105
g\ﬁ G%»l ) D4@eam)© 2 3.7 &
Q@ o | w0015 ] D3 (pogit) 673" | Qlo
O @ foeast | s (sweam) & B 10
Aquatic plants, chronic E.Cso QI.O]@ 2 0@\16 5\§ D(@Jitch)@U @)}:2 N 10
& > Ul 9025, @] R (pondy [740.4 10
% oS 1284 [« R feam) ¢ 0¥ 10
& O & §J 0.972 R Gtream)y | « 1.0 10
@ 6 O | 2@2250 | (R Gtredim) oy 05 10
& @ a0 0 [©7230 | R4 (gheam) .} 04 10
AE F130619, Maiz&1 x60gha & O 7 & @
@@V N 0.032)7 §E(d;§§ 27.8 10
) &0 O «Y B oow  [SD4gond) 889 10
% A S w01 [ Dgstream) 889 10
& S & @ £0.0028" | AD5 (pond) 445 10
AN o\@ \Q . ©@“ 47 <0.007 |5, D5 (stream) >889 10
Aquatic plants, ch c %rCm < 0.889 ] @32 D6 (ditch) 27.8 10
9 @ § o [0000a | RI (pond) 222 10
@ O g .9 O [OuP
© O ® N N @ 008 R1 (stream) 11.0 10
% 9 ©\ %T_,Q @f @%6 R2 (stream) 8.4 10
& .9 QQ S [0 R3 (stream) 5.0 10
M@ S oy Y 0202 R4 (stream) 4.4 10
S v & N o
@° S @ S
Y N
@ O QO & ©@
& e oe
O Q
&% O @ N
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Table 10.2- 9 (continued): TERLT calculations based on FOCUS Step 3

, Zamie

Species E?;gp/;)j]n t Pl[Engs/inm ch(e)lglgii TERLT T%\%g er §
Foramsulfuron, Maize, 2 x 30 g/ha @w {\@ A@

0.157 D3 ditch) ' 64 o] 10

0.010 D4 (pond)) 10,097 elo P

0.1367 | D4 (stggpm) 74 10| @

0,013 D5{pbnd) a1 f & |o

@126 D&(stream) | ©78.0 R @90 Q)
Aquatic plants, chronic  |ECso 101 0 0.158 D6 (g Q6 L 105>

0,062 J Rfwond)ay| o3, 1®

ST adsiv]| Ritueamy |oo 08 10

@0.45&) (stredm) 2Q 2ETES
% o g 4 %7;)
1&?4 E R3i§§eam)®

%
S
©@ N @15\ é%gfstregﬁya) @ 088 | Or0
: N

D
R ¢ ¢ 0016 & DIWitchy”| @56 [ 10

& o oog@ D (pond) | >889 10
S o 00l [« Daetem of 889 10
o 9O & §J 0.001 DSpondr | 889 10
S @.0010 5 (stream) | 889 10
| S 9 O Ly D )

Aquatic plants, chroni€> | EQz @9.889@ N 0%@ Ops @ch) 1 55.6 10
§ q & S - a0 G Rl (pondy, 88.9 10
& N\ & N £9.099 Y (stream) 9.0 10

o D G ® & L&
S S O O w7 £ 008 ]SR2 (ggpeam) 17.1 10
K2 %@ % @ 0HR9 .| RA¥stream) 10.0 10
A é} NS @ Q0.1208 | R4 (stream) 7.3 10

N>/

Bold valiies require fugffjer re r?@ne nt § N « g\
@ O S

S)
REFINED CH@NI@IS§SS@%§M&M FOR A@TIC PLANTS
©)
SRS
Foramsulfuron (& ©\ ,%Q @g@
In addl@ to the tlgr@@testQuh Létna @ba &eg%'ultlng in the E.Cso of 1.01 pg a.s./L four further

macr\zg)\ra)hyte studle‘s’&lav been@cond@ed &1 foramsulfuron technical and the formulation
Foramsulfuron WG50, g@ect §

e Aimofthé4d labora st w1th@[yrlophyllum spicatum (_et al., 2012; M-431270-
@ 8

01-1, 09 s to V?Ivest@ate the sensitivity of a dicotyledonous macrophyte species to
foran%ulfur@y éﬁ?s st@y My%%phyllum spicatum showed low sensitivity to the compound

inhi of the growth parameters (shoot length, wet weight, dry weight) being
@%ﬁ th% o the,maximum test concentration (88 pga.s./L).

o Q he@eeks (42 dybioassay with Lemna gibba (- 2013; M-464150-01-1, KCA 8.2.7/ 08)
h@een performed to generate an endpoint which can be compared to the macrophyte species
tested in the outdoor pond study (see below). Since Lemna gibba insufficiently growths under the
mesotrophic conditions in outdoor ponds, decreasing concentrations of foramsulfuron as observed


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-431270-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-431270-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-464150-01-1
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in the pond study were mimicked in the laboratory in 20 x APP nutrient medium under sterjle
conditions. Every week, duckweed plants were transferred to new test vessels with a ste@ise

lower foramsulfuron content. The total test duration of the bioassay was equal to the dugdtion ofo?

the pond study. As the most sensitive response variable frond number, & 2 d ECso @@1 18@§

a.s./L was obtained. g
e  The 24h- peak exposure study with Lemna gibba ,2013; M ﬁ%569 01-1 I@A 8@? /O@

has been conducted to specifically address peak sure patt@ as predlc@@ for ru@
scenarios. The study should reveal expected differences in the @gnltude anc@zlurat cts

@

&

between a constant exposure as given in a Lem@ standard testand an expogure forave mit@s

ompound f 246 Af@war@the lants Qf e
transferred to untreated growth medium in"Which they @e kept for ther Six days,“The @ Cso
was greater than 56.7 pg a.s./L, the NO @vtb g\j@s 1%% e bet@een d% 2 ané”day 7
(post-exposure after the peak) was 2.42 ug Us./L. '@é @)omﬁefer t gr@&h raggsyof I&th

parameters, frond number and total frond a"rcea \\ > % Q w
e In the macrophyte pond study $ 20¢1\\§?J Mn§§953§ @ 1, KEA )7 /0@ ten @fferent
macrophyte species were expo %ramsu%lrons?phe(f@’s G0 £ @ undgr outdoor
as to ellver@l apprY; r1at ml:é:ﬁof e@)oim@&for an HCs

conditions. The aim of the s@ady \(y@
calculation. The study 1nc]@ledt diffeent e@sur 1m§% @ S

S
1) Constant exposure Ger Weeks @1 n%ural qsgradat&]@n of @ comyound %)the ponds; this
part was conducte@m an®Cy @ PR @ y\?

2) 48 h peak expgsure %@ peeﬁ@conc@tratl 1 6 a@d 3.%uga,s. /L me@red) with subsequent
tlor@wn ntre dilution Q%er uam e ponds. As with the

replacemen SF the
Lemna § @sure steidy, .his sgond r®1me© ed @§t m%@kmg short runoff or drift
the%e fi

peaks a ctéen n%roph%s %,
Endpoints rel@ant@ thegﬂqmed risk aé&ssm@t are@%sen§n§@ole 10.2- 2. Although the study
has been, s@ted with ten specigs; the @a fo@ymph@éa o@pratafyere omitted from the analysis due
to poo@ergence evéﬁm thexcontréls. The eval@on @g don@\mth the remaining nine species. For
more information @w s&ﬁles and furt@endp@mts&see stu@s summaries in document M, CA 8.2.7.

N > O
Probabilistic ri@ ass@n SD&&Id H& cal@datm@r foramsulfuron

The reﬁne a %@for @ram&@uro&@ ainly based on the results of the multispecies
outdoor p study and the as ted l%@abo ry bioassay with Lemna gibba. The data of the
two stu@ ave been@ed te\generéte a species, iénsitivity distribution (SSD) and calculate an HCs.
Since endpoints 1n emgna bivassay Kave bé@l calculated based on nominal concentrations, also
fronﬁhe pond studyrthe @ma&@fdpo@ we@b used.

The outdoor pond study yle]ggﬂ E(gy val @ranglng from 1.5 pg a.s/L to > 61 pg a.s./L. For the
variable shooJengtlygrow, ate@ﬁmh@ ECso values could be calculated only for two of the ten
species tes H% ver, for the varia ry weight growth rate definitive ECso figures were obtained
for sevenggpeci Acc ng e new aquatic guidance document (EFSA, 2013, p. 93) greater-than
ﬁgure “Shoul e i uded@ an SSD calculation, if they are outside the range of already available
end nts la)the sent éase this applies to Mentha aquatica and Cabomba caroliniana which both
déﬁ(veredﬁ@cso Values 6% > 61 pg a.s./L. The highest definitive endpoint was 60 pg a.s./L and was
obtam@or Glyceria maxima. As a pragmatic and conservative approach, the E,Cso of > 61 ug a.s./L
was included in the SSD only once.
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As mentioned above the lowest endpoint from the 6-weeks Lemna bioassay is 1.18 ug a.s./L (ECsg for
frond number). This endpoint was added to the overall eight endpoints from the pond stud he IS
complete data set used for generating the SSD is shown in the table below (Table 10.2- 10). Q\ g

@
S S ©®
Table 10.2- 10 Refined species included in the SSD and their relevant ECso vaftie IS SN
%
Species é Endpointﬁmg\g.s./L] °\© c\@ &
; NS
Lemna gibba X E.Cso QQ@ 1.18 @J § é\g@ é@
Elodea canadensis @ ErCsﬁkU 1.5 6\9 Q @@ é&
U QN X R S
Salvinia minima g E.Cso @i@ 2‘@ d) % @@}
Sagittaria latifolia @ @%Q %Q@rCz%\ .6 © o\% N
Stuckenia pectinata o w " EGy b@ 1 |4

<\ .
@ S SN
Ceratophyllum demersu@ \«@ \\J %F;éso % @0 > @j §@
Myriophyllum hetemwf@llu&"\ @ | N ECHD QM.%)}@ éﬁ ®

RN

Glyceria maxima&© %}% R «y\f EO% AQM 6@ 9
R

Mentha aquaticCal@'nba c@@olinifc{z\@ &rCs&CQ k@%)1.0(\\@}J S

HC: 0 7 o O {7 g e |S

N O N o NN L9

N @ ° 9
The HCs calculation isog%ed 0n©the @etho@f 00@ A median HCs of
0.652 pga.s./L was c%ulate@f. Table 10Q- 10),” . Q & S)

S QNN
@Q & § o & ©§9 v @&
Refined aquati@sk aﬁgss O}t f({sf%ral&%lfm@n é@ @& §
N

For the refingg Tisk @ssessifignt lo@-teﬁg@éxp@wu
considered@ﬁeparatg%. In%rde@o distinguis rmexpos #e scenarios from peak exposure
scenari(@t&he tempora]@attere@?%f P@—ﬁgures (. 2013; M-468841-02-1) were analysed. Peak
scenarfos showed a @mix&@ peak (primaty ) thav lasQé@ not longer than 24 hours. In some
scenarios this pri pedk was € owedby or gfew sm%ller peaks called secondary peaks in the
following text. Tde fol@ying @nar@ wgr&cons@ered @
ditch, R1 stream, R2 & am@ stréam an@i{st@am. o4
9 © N & D

anc@)eak exposure scenarios were

eak-scenarios: D4 stream, D5 stream, D6

Report: =\ ] 2013, M468841-02; Amended: 2013-11-18
Title: &27 o Edram: 10 FSN) i*a metabolite: PECsw,sed FOCUS EUR (graphical outputs) -
NUse in maizgin Eurgpe
Repott No: | En&13-0880 © O
Document No: MP68849202- 15, &@
IR TN 74 S
Guidelines: not applicabt€not applicable
GLP/GEP:Q o &N o)

NI
Predic nvi§lﬁmente§2 cc@ntrations of the active substance foramsulfuron and its metabolites for
the ui&in maize i opeyyere calculated and reported in the study report KCP 9.2.5/02.

@ n@
@ & <
&

. (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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This report KCP 10.2/ 01 supplements the original document and provides graphical representation of
time evolution of PECsw concentrations for all calculated uses and scenarios at Step3 level for garent @b
and its metabolite AE F130619. S @
S @ @

For the long-term scenarios, the calculated HCs was compared to Focus St&p 3 max. P (%W ﬁ@es.
The results of these calculations are provided in Table 10.2- 11. Acedrding to the) ewﬁuaﬁ@
guidance document (EFSA, 2013a, p. 100), an assessmenf4actor of 3 slzxé%ld be applie;ﬁbin @unct& @
with the median HC:s to derive the regulatory acceptable%ncentratiogf@ @@ NS y\g@ &
In case that further refinement is required as the ris@assessment l&@ on the ian @ c@in%®
with FOCUS Step 3 PECvalues is not passed in @%s_econd step @risk assessment i&perforﬁﬁa&d it
Focus Step 4 max. PEC;y figures considering m buffer zone to@nitigate pr&@rift énd @ff
entry. S & é@f W N \%

© %@ g? @jx ©@J T & S) o
The peak scenarios were considered se atd%@?or tl@TER@alc%;tlons@he pea@ErC@%@%g
a.s./L from the Lemna peak study wasstakensigto aunt.&ﬁgarc&n th&@erlv on ngﬁ a re@tory

acceptable concentration from a reﬁ exp%%re laborat tes%@e n@@aqu@ %@nce d6tument
th t
N

(EFSA, 2013a, p. 110) proposes ap@sses@%ientoiﬁor 10 Q@onjg}tion Cso%or plants.
This approach is reasonable becarse: > Q 0O © < \%
 Lomma Y G O 9 & .0
. Lemna is the most sengitive aduatic n@:ro@e spédics, Q
2. Lemna is also mostust sitive'to peak e posures.&l'he Qk NOEC of 3.9 u@a.s./L from the
pond study is higI@j thal@e NC§ of &2 pg@fs./L obtain@ fro ‘%e é\ge%na-peak study.
A refined risk assessmerit bas% on the@%omﬁso the @4°h Lemna-pedk s with primary peak
(PECmax) from peak*expos pagkﬁe%s des ibe%@y ﬁ(@%; M-46884 -02-1) can be justified
for the following reg@ons: N Q@ N §’ @ S} S
1. The pri pea@ast@@t lohger than 24, h&irs. & @& @
2. The seéﬂda@eaks C%f the occulagd at a‘liL)\di n§ex thé&)EC of2.42 pgas./L.
3. The @pog@dis‘%@e between ﬁﬁmq’ry!%?ﬁd nda@ peak@was greater or equal than three
day® (with exce{gion 0&@2@rea®enar@’s, whgre a f&ht peak (<0.1 pg a.s./L) occurred

@er two day @rea@ Figyres 1 and 3 i@le lﬁi@m p@k study (-2013; M-462569-

01-1, KCA%% .7 /86) reveal th@?e QWL curves§growth lines” in the semi-logarithmic
plots) eve&etwe%n d and\5 areginnin® parallel to the control at concentrations up to
2.42 g @./L@ icating a 1ﬁ§’1d r&%ver}@withh@a few days. Taking into account that the
sec ry 1@(5 a® tar @% t]{@l&&@gm ahd a fast recovery of Lemna-growth after a

pr§e ing exposuig ha@een @erv%@it c e concluded that the secondary peaks can be

& ected. ¢, N @ LN
It can be>concluded. fhat fo a%F@QUS S@§3 Os@l\arios which are characterised by peak exposure the
risk\&ﬁforamsulful%ﬂ to a@%‘cic{@ms ccle.

. (AN @ &
AEF130619: Y . @ SR
No higher @-d@are ila;tiq\lge for, F130619. Both compounds, AE F130619 and its parent
compou@fora Ifurén, have'a very similar molecular structure, and it has been shown that the
Lemn@CsoAE &)306% Qs very close to the respective endpoint of the parent. Although no peak-
e&@we %@@dy hagybeenyconducted with AE F130619, it can be assumed, that the result would be
simtlar. KJs therefore reasonable to use the endpoint of foramsulfuron from the Lemna peak exposure
study, (e E.Cso of >56.7 ug/L also to evaluate peak exposure scenarios of AE F130619. In order to
address the higher uncertainty resulting from the fact that only a similar but not the exact chemical

structure was tested, an increased assessment factor of 20 is proposed.
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Summary: Rationale for setting of assessment factors for refined risk assessment

Endpoint Proposed Reference and further comments &d @6
assessment Q\ @
factor S @ A
Foramsulfuron @ S
HC:s of 0.652 pg/L The HC;s is cal%;ated from a-$otal @ine@
derived from ECso-levels obtained in the |, endpoints obtaiged from a -yide YQ@W &
outdoor macrophyte study and the 6-week Qifferent aquatic macrophyt N @
Lemna study. Lemna is the most sensitive 3 The AF of@ls proposed @y pag@@)o itgew | &
speci & tic gfidance d EFSA 201 ©
pecies. @ aquatic gufdance ocunémt( L%}
The HCs is used for the risk assessments of % Q & & & @) &@
long-term exposure scenarios. @@’ _ @ Q Q & @
ErCso > 56.7 ng/L & T@eal&&posu@smd s bebn do@with
obtained from Lemna-peak exposure study. & @ #he mos@ensit@%’spec’ (Lemn}).
The short-term exposure is comparable to Q‘z}'\a @@Rega g tl@ derivation a @ulat&ry’
peak exposures scenarios. ﬁ g0 | aceept le Aconc tion from r ’d
SN @} exposure Haboratory t th%new atic
@ N *guida SOdocynent A, Q013a, @ 110)
Q|8 & nee .
O° & . & Cpropodes anassessment @tor @f 10 in
é A coéﬂctio@ith tlieyEC s 01 plarits,
O O J
AE F130619 o o @ & & & N O
ECs0 > 56.7 ng/L AN @ ‘o The @ﬁilar molecttir s@:ture of this
obtained from Lemna-peak ex%surexstudy < @é& 9%y H}etﬁ’&oliteoﬁomp?rég to hfe pareﬁlt anddth(e1
with foramsulfuron similar ¢ 01r@btal rom the standar
The short-term exposure % co@rablg@ t? ©§ ) (gé na—gg%wthv\ip ibi study justifies the
peak exposure scenariogy o] USE 0@&1@ same endj for peak exposure as
y @ @9 2 § wo| for the p§nt. l&g& order to address the
@ &, @ AN @© additional uncer@nty an assessment factor of
m@ ®© &\ \&% N N insté of MgJ¥s proposed
Q S (og
¥ § .0 9 % g @b @§ @
A N 5
S N o IR
A 2.9 & O 8
Q& &0 K D
N @ PRSI N
“ @ S &S S
@ O & .09 o . O @
ARSI S D
9 XN & @
) o & @% NN
Q A\ N @§ .
N NS N
(AN @ &©
N N
SECSIV N
@ < Q & ©@
& FES
N N
o é@@ TS
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Table 10.2- 11 Refined TERLT calculations based on FOCUS Step 3 and refined ecotox endpoints

2° @
. Endpoint PECsw,max FOCUS . N
Species [ng/L] (ng/L] scenario TERLT T%\%g er g
Foramsulfuron, Maize, 1 x 60 g/ha GQQ {\@ A@
0.314 D3 (ditch) ' 21 o] 3
2]
long-term exposure 0'01; D4 (pog@ 50'2\\© o D3 N
HCs: 0.652 o.o%/ DS (poiid) 433 ) 3@ &@
9@25 R [@pond) \t")\ZZ%.I <§> & Q)
. . 0271 B (stream)  [¢ 209 G10 Y
Aquatic plants, chronic 00251 D5 (seam) ° 228 & |
o | @316 T Dedditely V| 79 o W
peak exposure Q ? 7
pe ECa 56 «@i’.zsi@ \)@(m@ﬁi’) © 442 [ 10, .
o L O 0%&9 “R2 (&(eam)fg 583 4 10
o ) @225 o] R¥fstream) | €I55%, \@
\ \ )
RO [ qasne | Mevam [ 240 10
AE F130619, Maize, 1 x 60 g/ha (GRS NSRS \w\?
) %621 L © Q§§>06 m@ R2 (Streapy’ @@%35 20
Aquatic plants, chronic «pdak Ereé%: > 5KY 178% \\@% (St@}m) . 3@ 20
o> 0202 R4 (Stream) ] 281 20
Foramsulfuron, Maize, ﬁg{%ﬂ g/ha 9 @ § Q,@% R %Q {5\7\7
& @@\5 & O [ D0iszY [Eps it [ 42 3
@ long- eure D 0630 D4 fpond) S| 652 3
S @ U062 < | L0013 & PS (pondP 50.2 3
©©© ©©\ m& S 80062 | &R (pond) 10.5 3
A S P oo P pg@eam) 417 10
Aquatic pg%’%s, chronic | & @ S _0.126 @| D¥stream) 450 10
AL | S . [©01ss" | Obe itch) 359 10
S S pea@xpos@ A
§ & peal B Csi=56.7 5 1\:5%81 R1 (stream) 443 10
& ERN 0456 O | R2 (stream) 124.3 10
@ O SO O [0 | R3(stream) 523 10
O OO O S & s R4 (stream) 431 10
AE F130619, Maize, 2 5 30 g/h\)@y ey n’ w
N ~ P > {Q 0.052 R1 (stream) 1090 20
. ) pe xpos@ye °
Aqu\%c plants, chrésic q pe3 ErcsonS 67 § 0.089 R3 (stream) 637 20
< & 0.121 R4 (stream) 469 20

S @
Bold TER values requirs fu refinément R
ues requ g@ if @%

% Q
Scenario@S di@ for @@am@&%ron, Maize, 1 x 60 g/ha is the only scenario that requires a further

reﬁne;gt N % §

S
& &

&
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Higher-tier risk assessment based on Focus Step 4

Table 10.2- 12 TERvwT calculations based on FOCUS Step 4 ®\ @
. \s (%]

. Endpoint PECsw,max FOCUS @
Species ng/L] ng/L] scenario TERLT Trigger
Foramsulfuron, Maize, 1 x 60 g/ha; 10 m spray drift & runoff buffer % @) @N\)\’ 2

© N %, SO
. . long-term exposure @ @
Aquatic plants, chronic HCs: 0.652 0.05? D3 @ch) g@ @@ & é
& @ A § Qe
Th f th ic risk t ggﬁ@fm % Il 9 F
t t t
e outcome of the aquatic risk assessment can arlze%s 0 @% ®) o @
Maige, 1 x@g/ha@ A @J {(\6 N o
Step 3 © S@% @ S@Oj’ (g & conch;%ion o
standard RA based on |-hjgher-fior R @sed fi¥her-tier RAgpased ©) @j @§
Lemna E,Cs &V on\d\ffereﬁ%l ted E} ongi eren@ted §
@’| efidpoints £8r lon é& en@omts&?ﬁ lon, éﬁ Q
Q %\erm pe&@ erm
N | rermand @
& @ éxposuréty osurFQ K ‘”\\h@
p ») v >
D3 (ditch) UN © @@; SO \? §©& (10&) & {om buffer
D4 (pond) @J N e 78 & @Q % & é no buffer
D4 (stream) é O NV @y A S L % gy MO buffer
D5 (pond) o\v’)) v 2 @ S &Y %@ @y\? no buffer
D5 (stream) % @ © @) S AN o O no buffer
D6 (ditch) g M @@ Sv & Q & no buffer
R1 (pond) $ Q ﬂ%\w BN S o \(Q\@ no buffer

R1 (s‘rmag@U S N | Voo N no buffer

R2 (strea% @ %”\gv . ) @v D @ no buffer

R3 (&r@@m) R M{\V\\/ @ §) ~ v «(\@ v no buffer

RAGteam) @ & o o o |O no buffer

@ AN S aize, 2 X gﬁ g/ha

D3(dich) & | & & S| v O no buffer
D4 (pondpy O @y:/ L9 © Qv @ no buffer
D4 (st&ea\r;l) @U NS @5@ v@n© no buffer
D@@nd) 2 (&Q @ | W no buffer
DSY’stream) N NS A . Qv no buffer
~ D6 (ditch) ST T QS v no buffer
R1 (pond)@)* &y S v no buffer

R1 (stre@ R #§¥ N v no buffer

R2 (stream) S v no buffer

R (/rean@ ~ “{@\J v no buffer

@ﬁ(strsé% QY v no buffer
N & K

In conglggion, no mitigation measure is required to pass the aquatic risk assessment in case of the 2-
fold application in maize (2 x 30 g a.s./ha), while in case of the single application (1 x 60 g a.s./ha) a
10 m drift buffer is necessary to pass scenario D3.
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CP 10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic algae and .
macrophytes @ S
Report: E ;;2000;M-238518-01 A o
Title: Static renewal toxicity with the rainbow trout, Oncorhynchus@@fklss AE F13@360 @
AE F122006: AE F130360 01 1K05 A304 (3 S . <
Report No: B002796 \)@ o
Document No(s): Report includes Trial Nos.: @ %ﬁ) o\\/ o\@ &
1889-AG « o SN ©
CFOOW543 Q o N &
M-238518-01-2 & S v S S
Guidelines: OECD: 203;Deviation not spe%‘vﬁed ) . &U R S) @
GLP/GEP: yes A0 a7 S & @
NGRS AR
Report: K] o; 2000 M-238817-010 &
Title: Static renewal toxicity with t luw mh@@cpo@s mapré‘yhm@‘&AE@%()@°
AE F122006: AE F 3986001 K0S < 2
Report No: B002795 NN N YN )
Document No(s): Report includes \Zal Negs S °N %U é\a @ N Q
888-Q & . O @S @ %
Crdwsn @ S Y Ny YOS <
‘ S o L .
M238517-082 & .0 O & O O O S
Guidelines: OECD&;DQQL’EﬁOH not spe@yied &@ Q MRS N
GLP/GEP: ves X, o SN . - 9 & ~
@ v < N .9
Report: 7 M-2388]9-02:0
Title: sQfatic 1@ val ‘L@luty m1<6@apl%a mang@AE F130360 + AE
Rr1220%5: Ag¥130369 01
Report No: O BQ797 © N N @”
Document No(s)@v &K\[%Olt 1&ﬁhdcs Trial NosY: é\ 7 §
C
§ & oo & & &
X Ry & O @
& M238519912 & N @ L A
Guideljpgs: OFCD:Q2;Dekfition not sp@hed K N
GLP/GEP: Ges , O DD S N
O S
Report: N i £2000;M-238520-02
Title: 7 Qf wt \‘\‘ re ducﬁ@tox@ test uth the freshwater alga, Selenastrum
@@ @O(apz/@numw AE F@O%Q AE F122006: AE F130360 01 1K05 A304
Report Nog BRY BN Q 9 9
Documepo(s): %eport indNides gl Ngs? R
o 891-AG NS
“ ¢ I NN
> @52%0 2 Q X
Guidelines: N OECDg l;D@jatior@\d/t specified
GLP/GEP: ¢~ yes Q § R
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<

Report: I I I I >000;M-238581-01
Title: Toxicity to the Duckweed, Lemna gibba: AE F130360 + AE F122006 flowable: @
F130360 01 1K05 o
Report No: B002845 N ®)
Document No(s): Report includes Trial Nos.: L &U Q@
1928-AG v N
CF99W571 S\ S DY
M-238581-01-1 Fa 2 N e N
Guidelines: USEPA (=EPA): 123-3;Deviation n@%ﬁpeciﬁed @ Y D @
GLP/GEP: yes AR @ N
S Q. R O &
Report: B :2000;Me23856701 &, N
Title: Toxicity of AE F130360 + ABF 122006 + AR F115688, waterMispesible ¢éanulg
+30 + 2% w/w includm%methy@md raggseed %\urf&@lt to @k weg i§’ Lemyg
gibba G3 determined un@® Statl@ene\gﬁlﬁtest (;@dltlQ\l@Al‘ !@‘SO%O 02 W62 A10
Report No: B002838 @§9 ®) 1(@?5 & °
Document No(s): Report includes Tr@si\ \\ 6 &% @ %, < §@
45737 . S
M-238567-01-160 &> N JL\\& O /@Q ﬁé\j Q
Guidelines: OECD: Dcv;g@m n@pcuﬁﬁl 7, T » @/ 9
GLP/GEP: yes Q SR V@» N
@) LO) o $ @J 8 &
Report: i~ ] ¢ 00%4-23853%@01 o
Title: Toxicity of 3089 o0 F12 6 + AEFI 15&() va@ dispersible granule,
3()@) + T@w/w& § F130360 02 W(J()%,\ﬁ@) Lkwy% Lemna gibba
(Jg‘\dutc@mcd under stalY rengyyal tq;\@ndmons ARY 3()@()2 WG62 A104
Report No: 9002887 9D E
Document No(s): @ RLpOlt({m& @Jos §a @ @) S
> M@sgsg 201- 1 > ﬂ"x@ S @@

s

Guidelines: <O

ECPy Drafgiest (13999); Deylatiopnot spedified

GLP/GEP: ~  gPves > 9 & 0O 9
.9 o O Y ¢ @
ReporsO 8002;M524087801
Title: o] orawys fur n Oil E abl T/Lﬁ\f"omgial]on (AE F130360 01 1K05 A304) -
S Tox‘%@lly T uckw /;%gdw a7,
Report No: @\)f 0389:1@ Ko q’\\n @

Document No@: ﬁ%pom@clud 97 11]8@ § @Kj

<
d 13786.6
© M25087 f& @ ()
Guidcli@ HSEPA PA@%PP}(S 850.:4400;Deviation not specified
GLP/GRP: °\\%s X Q @&
N % @ o
B N O N
S v o &
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Report: I N N I 2005 M1-296352-01
Title: Toxicity of foramsulfuron + isoxadifen-ethyl OD 22.5+22.5 g/L (AE F130360 01
1K05 A9) to duckweed (Lemna gibba G3) under static-renewal conditions o §
Report No: EBFSXO011 N ®)
Document No: M-296352-01-1 S NS
Guidelines: FIFRA Guideline 123-2 (1982) Y N
OPPTS Guideline 850.4400 (2006 draft) =\ ® § 2
OECD Guideline 221 (2006);none 75, & N &
GLP/GEP: yes X K)@ & & @
@
SN o %@ QQ N Q&©
<7 Q &> & @
. ° N
Executive Summary \ @@) Q 9O @}

A 7-day static-renewal duckweed growth tgst was candug% tQi?ketee tgro&&%@eff{e\\& of
Foramsulfuron + Isoxadifen-Ethyl OD 22.5%5 %@%AE&Q 303@»01 5 A9§n l&emna %ba G3<;
The duckweed Lemna gibba G3 was exposed for 7 days unRr static-renewal (Iay 3 D@s 5
renewal) conditions. Nominal (mean @%ﬁsm&ﬁﬁ cong%ntrat@ns W corffdol (€0,01), 0.094 Q°10),
0.19 (0.19), 0.38 (0.41), 0.75 (0.77), 1$(1.53)s and 3% (3:08) ngdSIL. EonceprationgWere based on
the amount of Foramsulfuron in_ he’ F msul\ﬁon @soxa@ife yl 2@22.@) g/L (AE
F130360 01 1K05 A9). Growth »@s determin%i by f@nd cs o&ys 593, 5 @% %{i%d frond dry
weights from day 0 and day 7. gResults are reported @8 meamteagyred rédoveriéd of foramsulfuron as
measured on Day 0, Day 3 (929@ and new setutions), Day 5%01(?1 fd ngv@olutions) an@Day 7.

The NOEC and LOEC foré)he en@@int éﬁrow@rate f8F frond dry@ightoy e 0.3/ pgas./Land 1.5
ug a.s./L, respectively. Fqr all %her en@@oin‘@e QEC a@aLOE@ wa@.l@ a.s./L and 0.10 pg
a.s./L, respectively. The endpQinit wiéh the fhbst s@sni\é&@cm s day 7 fro&@ry weight yield with
an E,Cjo value of ug a. ./L@he @poin@ith ge mc@t sensifive ECGso value was day 7 frond

yield with an Eyc@vali@f O.S sl 9 & 4 O
@) AN
Material an@et %© & K@j (;@&& @@ ©§ @”\a
Test iten: @)ramsulfur%l + I@d@thy@D 25@+Z2@ g/L @QE F130360 01 1K05 A9); Batch
numbe@ KM00139§W ox§: 086F7-00; %purit@QSZ 0 qra@ulfuron, 2.40 % Isoxadifen-Ethyl.
@\) R, ® N N S
The duckweed Leéyina gibba w ‘\expos§ for @ days _under static-renewal (Day 3 and Day 5
renewal) conditi%ﬁs. indh (m meaéﬁfed)@once tions were control (<0.01), 0.094 (0.10),
0.19 (0.19), (0.@9, 0.230.74), .5&@3),&9 3.0 (3.08) ug a.s./L. Concentrations were based on
the amount of Foramsu@uro@ th @ora@?lfur + Isoxadifen-Ethyl OD 22.5+22.5 g/L (AE
F13036 1K05 A9)x,Growdly was @eterptined by~rond counts on days 0, 3, 5 and 7 and frond dry
. ° NS .
weights from day O@d da%I Results are repotfed as mean measured recoveries of foramsulfuron as
meaiﬁfed on Day OyDay & ld&n@j nev@olut’f@}s), Day 5 (old and new solutions) and Day 7.
The test system cansisted of t{@e re@cates&p@r level. Each replicate contained three plants and twelve
fronds for a tgtal of Q@ 1@&@ Con@wtivity and pH value were measured on days 0, 3 (old and
new soluti@ 5@60 d & new so@ns) and 7 from all test levels. Visual observations were
conducte@n d@l 3, §and
Growg@a fromd cowfts” and cumulative biomass for frond counts (as area under the growth
curved, wereg eas@. Théwariable used to calculate these response parameters was frond number as
de@éﬂnin@oy direct frond counts. Frond dry weights measured at study initiation from representative
sampl@nd dry weights measured at study termination from the test samples were used to calculate
response parameters for 7 day frond dry weight yield and growth rate for frond dry weight.
Temperature during the test ranged between 23.3 and 23.8°C (recorded hourly), pH was 7.7 to 8.89,
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the photoperiod was 24 hours light and the light intensity was 5040 to 6450 lux. All test dishes were

placed in an environmentally controlled chamber. @ IS
S
Dates of work: November 01, 2007 (study initiation) — No@ber 09, 2(&(@ in4ifp
termination) w \Q
SIS
R Its: @\9% °\© o @ v
esults: VCQ @ é}’ \\ @@ @
Validity Criteria: & o & &
All biological validity criteria for this study were me@} Q& é\g Q @@ @Q}
- A
L . @ @@9 L o @
Biological findings: Q Q} N @ \ Q
On study Day 7 small fronds were noted in the 0. 7nd@3 u@a / est sssels. Also ndted on

concentrations and controls appeared no thr% ho&g he s%
Y o &

S NS
%, @‘}9@©©

Day 7 in the 3.08 pg a.s./L was the a %p;@rane@ of |~ pWN nd SAIl Sther ggnt@all g:st
r@ period. ©@ @
. )
RS v &
° %7, [

Table 8.2.7-16: Toxicity to Lemna gtb@@G3 K

& @ AN Q\Forar@m fur @ Iso@ifem@@yl OD
Test Substance Q & © S (» @) S @B g/’
2 Y S @ U@ (AE@%;@M 105 A9)
Test Object R % § S Ow &\J 9 Lemga gibbbj G3
Exposure L@ S @© §@ < o é 7@/, W?renewal

7-day E,Cio — frond coynt @ © O 6@ . ©[\ & &0.% ng fappmsulfuron/L
7-day EyCso — frond sunt O N @ § §9 ™ Q.75 pg foramsulfuron/L
7-day E,Cio — gro@ rate@ fron@f&mb&g;s . Q N @% O%@g foramsulfuron/L
7-day E.Cso —gg@%th /rj@ for frond nyfbers @ AN S @ 156 pg foramsulfuron/L
7-day Ebclg —wcjumu@’lve bfemass (ﬁgr frond numberl¥’ @§ O @0.22 pg foramsulfuron/L
7-day Ek}(go‘/{ cumulatixﬁbiom@&yf;r f}@num@grs & & " 0.86 pg foramsulfuron/L

7-day®1o - frondodr@wei&h@ ISR O N [..9  0.14 pg foramsulfuron/L
7-day EyCso — fron@?y weight @ \U @g\}a é 2.1 pg foramsulfuron/L
7-day NOEC — gg@wth @ for @nd dr@velg@% Q ij 0.77 pg foramsulfuron/L

© @ o P o >3.08 pg foramsulfuron/L
7-day E Csogrowth@?ate @dry we@}\t @\ @ (greater than highest test concentration)

S 0 SN
Lowes(géoncentrati%&%/ ith an%fe%LOE(QQ Q\ 0.10 pg foramsulfuron/L
7 Y

Hi@%’st Concentration Wé@t T%g:j Eff@@(N@ <0.10 pg foramsulfuron/L
Toxic Threshol@Effect Conce atlo@EC (@ometrlc mean of NA

NOEC and 58&@ °
& N Q o
& Fe
Concmswns@ @ &

T@%OE@nd L@C @m 7-day exposure of Lemna gibba G3 to Foramsulfuron + Isoxadifen-Ethyl
OD 22:48322.5 g/L (AE F130360 01 1K05 A9) for the endpoint of growth rate for frond dry weight
were 0.77 pg a.s./L and 1.5 pg a.s./L, respectively. For all other endpoints the NOEC and LOEC was
< 0.10 pg a.s./L and 0.10 pg a.s./L, respectively. Additionally, following the recommendations in
OECD 221, ECjos were calculated for all endpoints. The endpoint with the most sensitive ECjo was

@
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day 7 frond dry weight yield with an E,Cio value of 0.14 pg a.s./L. The endpoint with the mgst
sensitive ECso value was day 7 frond yield with an E,Cso value of 0.75 pg a.s./L. IS

O
CP 10.2.2 Additional long-term and chronic toxicity studies on fish, @latic invert@%rat@

and sediment dwelling organisms
gorg v@ @ %
Report: < I 20002384920k, . D &
Title: Prolonged toxicity to the rainbow tr Oncorhynct xmyklss ina th‘i%gugh K @
system: AE F130360 + AE F122006 ®il flowable 2@ 22.5 g/L: @ F133860 é
1K05 A304 N O EAES) (\
Report No: B002764 N Q o, K2
Document No(s): Report includes Trial Nos.: Qg@ ’ @
CF99W541 > 6\ . *’5@ &
M-238492-01-2 & 2 & IS
Guidelines: OECD: 204;Deviation not spvcgﬁcd @) @ S N
GLP/GEP: yes S L0 (Y v @
SIS S
Report: KCP 10.2.2 /02; 2000 M-23888-0° & O
Title: Effects on lif ap il ma in aS§fatic @wal Eptem:
AE F13036 { Z@ @ QE F 1?@’%6() (ﬁ\ﬁlK()S
AU g D g O TP 4
Report No: B00276QN @ NN S
Document No(s): Reporfincluges Tlld@ & o\@ &)
% w@%w%@ v S Q \5@
M:238488-01-2 § E SRS
Guidelines: s«\USEPA@@EPA@@ 72-4(®); Dexiyfion. no? spefified .. D
GLP/GEP: Nes 0 & @ NS MRS
s OO Q &2 . @
CP 10.2.3 &rtl@s testuﬁ one&quatI(@rgz{xjﬁs\lrls@@ §@ ?§
No further testin o§quam; org%nsms vfz%s cg@wte@ S) %@
% v
° %o % @
S S g@ & S
CP 104, Effec® on a@,hropo S Q N,
N RO
CP 10.3.1 E@son%e@ S > o 5
The ecotox1co@glcal @ ointy of y babo ry @@ies are provided in the following tables.
S N N
Toxicity o foramsulfur@©to§s %’Q 6@@ @é
Details @ the hone&g@e testing with @@cn%substance foramsulfuron are presented in MCA,
Sec‘u&r} 6, Point 8. QQ‘:@ @ @ @§ @
& & %0
N N
2 A N
@ < Q & ©@
& &S
Y <
{x’ O @ RS
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Table 10.3.1- 1: Acute toxicity of foramsulfuron (tech.) to bees
o®
Test Test Ecotoxicological endpoint Reference . @ @b
substance organism N oF
L1998 &)
tFeZElamsulﬁlron, Honey bee | 48/72 h-LDsporal | LDso > 163 pg as./bee -143626-01-1> N
. % KCA 8.3.16@“/01@ >
Foramsulfuron, g N 1\%7 ANy
tech. Honey bee | 48/72 h-LDso-contact LD503> 9 ug a.s./be(gQ@ 1;(/[(—3143% .bl-()@% @ é
@ S
Foramsulfuron, H b 48 h-LDso-oral @ >110.1 pg g./beéf
tech. oney bee 48 h-LDso-contact so > 100 p@.s./he\e@
Bold values: Endpoint idered rel t for ri t 3 .
old values: Endpoints considered relevant for risiassess en@Q Q@ > é % <
‘&% \@ NS ) § @
o O @ . SN & &
TN Oy &
s T S & &N
Ve o » & 9 .0 O ~
o & TS S U
SIS AN @ ©
S § & @ S \@ 2
o O N O @ <2
RPN ° & o & T Q
v .9 O N . N )
F TS e §, 00
@ S & @© @ @
N Q N v AN o 9 @é& Q
< \ A AN &\ @ R
& £ .0 O « g @
AN . NN
9 2 > @ é&w
S & & & & & &
A Q\@ \Q SIPCHR '
SE®) S
§ RN > & >
o O ¢ .09 o O @
QOO O N O D
Yo K &2
3 .99
& L Q@ Y& O
N AN NG ERAN)
b @° v @\ &©
PR ) SR
& o7 4 <
o & © ©§’
S &S
SR
S A
& &
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Table 10.3.1- 2: Honey bee toxicity data generated with formulated foramsulfuron @o 6
Test Ecotoxicological endpoint Reference N §
substance N @

Acute oral and contact toxicity (laboratory)

Foramsulfuron +

Isoxadifen-ethyl 48 h-LDso-oral 230.5 pg product/bee &% 2
(oil-flowable) 45 72 h-LDs¢-oral 226.3 pg pr@t/bee @§

(22.5 +22.5) O &
Foramsulfuron + @& &Q ©
Isqxadlfen-ethyl 48 h-LDsp-contact >392 \ product/bee Q 2

(oil-flowable) 45 Q?O N @

(22.5+22.5) RS %

Foramsulfuron + NG v

Isoxadifen-ethyl 48 h-LDsop-oral Ig%so &@4 4 Yq\f)ro &/beeb@ 2073

OD (oil-dispersion) 45 | 48 h-LDso-contact %LDs& 200% product/be —46539 01

(22.5+22.5) O % < . Pxepuos. 1ol

Y \@ O
Chronic toxicity to adult bees (labora@gf) &\ S @ %U N

NS

@)

10 d chroni¢hdult  WLCs>12 %as® S

feeding stu © NggEC> mg @/kg S
@

@ O
13 9
DM-470839-
K@D 8.3,1.2/01
N3

)

Foramsulfuron WG 50

. R 7 A
»
In vitro honey bee larvae (la@tory) KJ@ & < @ &
Iny oho@bee§ @ kG Q @
Foramsulfuron WG 50 laryae la oratory © 0~ IQO He a@ﬁarva‘”\g R
study, le & E 21N u@ S. /lﬁgva
QMxpogdire testidesign, (f\% 4KCA 8.3.1.3/01
. \\f
Bee brood feedm@éyt r§ EO AN O @© ®@ < @
@V \N & \ﬁghtl Sbut St?l@’cical igni%@
Q > & @antl creaged ter tion rate of
S & L %
| o you and larvd®) whicis not
s & s %@ @ b glcal releyant; no erse
> G L effects @ the $itvival Yof adult bees
&@ JHoneme brood Gpand, @ae behavio <?olony -, (2013)

. N
Foramsulfuron WG@ feeding (Ogtien tQ streqgth, c&&gdmom&f the colonies, | M-465326-01-1
9 S I@d 1nd@ and@ood compensa- | KCA 8.3.1.3/02

., 19
@ é S @9 C n indx by fé&ding honey bee
< d

@ q O colon sugar$yrup at a foram-
Q © ©© \\ Q\ sul@on—c@centration at a con-
% § @%ﬁ c&Rtrati pically present in the
& 12 @ Sbray tank (100 ppm)
Caggglnd tunnel stu‘@s & ;\\\Q
N i- ﬁe@ﬁmney%
@° bee br No adverse effects on mortality,
& %%acc ‘g& ghght intensity, behaviour, brood
Foramsulfug®y+ = |75&rced expos development (brood termination _(201 3)
Isoxadifentgthyl S dltlo® in rate, brood index, compensation M-468794-01-1
OD 45@5 +§ ) ace@ index) as well as on colony vitality | KCA 8.3.1.3/03

% ion during at maximum application rate (2.67
§ @@ @9 § oom and bees | L product/ha)

O 1vely foraging

Bold V@s: Endpoints considered relevant for risk assessment
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Risk assessment for bees

& &

N S
& v

An indication of hazard (Hazard Quotient or Qu) can be derived accdfding to th&%PPQé%sk

assessment scheme, by calculating the ratio between the application rate (%pressed in g’s. /h »OF in ©

Hazard Quotients

“

product/ha) and the laboratory contact and oral LDs (exp@sed mnpg a@g%ee or in ug@rodu&!bee)é\” @
S e i i o
Qu values can be calculated using data from the stu perfomle @ith the acti subs@e a§ WITR
the formulation. Qu values higher than 50 1nd1cat% e need of <@ghe{@)‘uered4@0‘[1V11{:s to clatify i@
actual risk to honey bees. N R 9
&y \ 0og 6\ N
NN S
Hazard Quotient, oral: Q maximum Q’ph%& raé? _ @'S' ]eor g péguc%] )
Ho = %‘DSO @ [@ a.s&ee or g, prodt@/be e@ @&
> O =
N SIS SR
Hazard Quotient, contact: o H@E’Ph‘:a@ nrgte,  d{ga.s/hivor g prpducylie
, &Q @50 C%%Ct %, {@ a.s@e orfig pro&@bee@
9 ® & U
@ X v S @ S

The maximum label rate ®¢;©F0 amsﬁﬁn +&Isoxadl§n -€ ’{ Q]%45
product/ha in maize (BB 12 ) & onten@é)f foramsd@ron 1s&g>€@d1fen -ethyl within
the formulation being 2255 g s stancef@ re ctlv® thi coun?t%’ to aa«glam application rate of

60 g foramsulfuron @s/ha @se%@l ade s1ty©®f 0.96, g/0@ 2. 6@ L p&@ ct/ha corresponds to
Y

N
%25 +@.5) is 267 L

2566 g product/ha. N N @ @
§ é ‘\® % \ N Q f@ o @@
Table 10.3.1- %@az@quot@nts fo@ees @hl ex&gg%ure@ §
Test item Or@LDs Jax. ap?@catlon rate &Hazard Trigger A-priori
\@ @% % f} quotient acceptable
AL @ [§ a.s./bed] / . sl / risk for
i N pmz(yct/b@ ‘Ng prchucﬂhgﬁ Quo adult bees

Maximum applicatioﬁl@te = 6& g foraﬂ@urog\@\ /ha v15@’67 L (@66 %oramsulfuron + Isoxadifen-ethyl OD 45/ ha

o O] gt O &
Foramsulfurgp{fech. <G > L&. . 6 <1 50 yes
: A SQ @Cf’@\ e
Foramsu n + o
Tsoxadiféiethyl OD 45 “ @ ¥ & 5 2566 <12 50 yes
(22.5+025gL) & N 9
») o

N N S
The hazard qu(@'ent for oral €xposuf® is below the validated trigger value for higher tier testing (i.e.

<50). & A® N

& N Q S Q
N
O Q
&% O @ RS
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Table 10.3.1- 5: Hazard quotients for bees — contact exposure

Test item Contact LDso Max. application rate | Hazard | Trigger -pnﬁ @6
quotient acc@ahle 07
[ug a.s./bee] / [g a.s./ha] / @
[ug product/bee] [g product/ha] Quo @§ %dult
Maximum application rate = 60 g foramsulfuron a.s./ha via 2.67 L (=2566 g) Foramsulfuron + I&{xadlfen ethyl O}@ / haﬂ@ 5
o 2 RN
o A °
Foramsulfuron, tech. > 100 6%§9 1 5@} \\yes @Q
Q g N & 1§
Foramsulfuron + @} 4> é\a Q ©
Isoxadifen-ethyl OD 45 >200 % 2566 Q <@)L3 50& Ges &@
(22.5+22.5 g/L) 20 @ Q Q @
T
The hazard quotient for contact exposure IS&IOW&G Vaiﬁte%glgg@alue@@ hlgIEr tr% testing

(i.e. Quc<50). § @r @
SN @ S O
& R IR A &

AN X
o & Q)
Further considerations for the risk @%es%e t \é\g § @% §9 § @ %

In addition to acute laboratory st@ws %th adg%t hon@g bee§ora furé%/as @ﬁ)jee = to chronic
laboratory testing with adult hoggy bees. @’ @ SERCERS

This chronic study was desigged a\hm exposég a @hon@fy) bees_for 10 Ednsecutive days
to a concentration of nom@ally mgdpra u§@ uron s /kg n a@g\ous ar sofdtion. As technical
foramsulfuron is - at leastundex certain Circ an@ ng \ adﬂy lublg'in \@r (e.g. 37.2 mg/L at
pH 5) and because difficult 1(§occ r@d by g te@mca@ran&gﬂfuro& a pre-test, the actual
test was conducte §y using the d pragluct @i’am@lfuron@’G 50 The nominal employed
test concentrationdeorre€ponded, to a%ut th?s%conc @rah@of f@amsn@on in the spray tank of a
high-volume 1&9 dverse’ letltal-, s@letl&& behaviouralior dé&layed effects were found by
exposing adu@on@ﬁ)ee%@r ten nseéﬁtlve d@/s eswe@ to SL@M solution, containing 120 ppm
foramsulfu@n (nominal). @ v @7

In ord @ reveal wh er f sul Qses a@k t@iﬁ%mat@\re honey bee life stages, a bee brood
y f@ﬂ'

feedlng study has been ¢ ucte the 0V1510@¥method of
(. EPP/
meters to ° use for

O@lletm@’z 61@16 @992)), which require, amongst other para-

pr diicts fed at a concentration recommended for
high-volume \(‘, e.. éﬁey be,e br@g fee‘d@g t 1S a worst-case screening test, by feeding the
honey bee dlrectly in t@hlve@vlth ugag@golution which contains the test substance at a

concentpation typicallyepresemtin the &prayfank ( inid as such at a very high concentration) and by in-
yp & ry g

vestigating the de %t of “&ggs @@ung & old larvae by employing digital photo imaging
technology. \ Q @
This particulaggstudy was condudted 1 Mune 2012 by mixing formulated foramsulfuron via
ForamsulfurgidyWG %“(to er with formulated safener cyprosulfamide, as Cyprosulfamide SC 500),
and the te congentragtipn cerresporded to about the concentration of foramsulfuron in the spray
tank of @hig lum@use. e actual test concentration of foramsulfuron was 100 mg/L. The
adminig atio@f 1 H¥re sufar solution per colony, containing 100 ppm foramsulfuron, resulted in a
sltiéc , bgﬁ@taﬁs@ lly :significantly increased termination rate of young and old larvae. No adverse
e survival of adult bees and pupae, behaviour, colony strength, condition of the colonies,
colon@elopment, brood index and brood compensation index was observed. The observed slightly
elevated termination rate of larvae - if at all test item related - was in absolute terms low and as such
biologically not relevant.
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Nonetheless, in order to clarify whether the observations in the honey bee brood feeding study are due
to natural variability or test-item related, foramsulfuron was subjected to in-vitro larval testingSThe
study was conducted in June 2013 by following the OECD Draft Test Guideline on Honey Bed (4pis?
mellifera) Larval Toxicity Test, Single Exposure (Version of 21 February 2013y and the cyf¥ent draft
version of the Post-WNT25 Approved Larval Honey Bee Test, dated April 2013, which is the Q%ft—
version of the OECD 237-guideline (Adopted: 26 July 2013). % Q N
The in-vitro larvae study was conducted with Foramsulfiggpn WG 50, %&fechnical f%?ms Ifuron ‘@%
not well soluble in water. The potential effects on larvaX ¢ developme ere investigated ¥Da legg@of &
100 pg a.s./larva, i.e. the (highest) dose recommendeor a limit te@@.ln order to #ehievethis d@, tm—?&©
foramsulfuron concentration in the larval diet Was%out 3000 pfn. I\%oadve@e eff&cts on @orta&@
were observed. The mortality in both, in the c@ol and in the forddsulfur t&@nent@grou@@)as
max. 2.1%, respectively; the toxic reference t@}g@tmer@%esui@@n atsig\ast @%@al mg}ialitygg
(o .
Based on these findings, the observatima% in bt}fg\’;\aho&e@ bee @oo%fgbedin@ stud@re @%er ) be
attributed to natural variability than beilzxg&fest-it@\m red. (< R O =«
@S %\&@ O e &S
In parallel to the in-vitro larval te&t,@ghig%r ti@&%mi-&ﬁﬁd }Q@y roa§i§cco@ng to the
provisions of the OECD Guidance %)ocu@jnt 8 W@Ol’ld@ ed é@ Ju uly<§013 under
forced/confined exposure conditions,*by ap@ingﬁﬁe maZimunpyrate (@8 f Eoramsulfuron +
Isoxadifen-ethyl OD 45 (22§ 22.5§/L) Ndirder tunnel co%diti& to, the full%owerir@ and highly bee
attractive surrogate crop Pézjzceli naceljolia @ v @ N .
The test was designed assa rep%ated tufthel y t@sses@%nﬁﬁtﬁef&%ﬁof msulfuron to honey
bee colonies, includi%a Ve§iet%@ asseSSmentof breo de@lopm&nt. Tuar€ls (20 m length x 5.5
m width x 2.5 m he@ht) were 0 a. RHm? @f of @hacelic@2 x 36 m?). Small bee colonies
were introduced £g°the @nnelsJ days.before the, i@lic n. h bee colony was used per
tunnel. The teséfem, &ter and a f&ieren@tem Was applied ng loney bees actively foraging on
the crop. The@ial g@s ca&@d othsiné%ouro t@}nel e. rqﬁte@ for the test item treatment, the
control andzhe referenge ite%@a‘[ (In@ar, 250 g/kg feno@barh), respectively. The confined
exposupeldphase of t@%ﬁor@ beeinside the &te@i@op @as 4 days following the test item
application. At the ?) of the 4™ day aft@}pl&a ioQggue t&%he herbicide mode of action of the test
item, the PhaceligzCrop was ongeg attragtive eeg (faded) and did not longer support the
confined coloni&. T ) all e c@nies\ﬁfe. tlge, colomies from the test item, the water and the
reference itrou@@elveb@@ve&@bcz{g after complete days of confined exposure from
their respective tunnels ang pla@ in %§rea @h no@in flowering, bee attractive crops.
The tes@ was apphigd ur@ optighim faragingwconditions. After foliar (spray) application of the
water (control), test@m (Foramsulfuron & sozc@en-ethyl OD 45 (22.5 +22.5 g/L) and the reference
iter&%ﬁenoxycarb)%ento isog@é ded @ber of honey bee eggs was observed for each group
and colony. Mot@lity O%dulg es a@d pu&@larvae as well as foraging activity of the adult bees was
also assessed.e c%ditg thé€bloniéRwas assessed in regular intervals until the end of the trial.
Ontogenesi@f thésbees {r6m egg to_alult workers was observed for a period of 22 days (i.e. one
complete@@ney Hee br@@ cyc@%’. This Was done one day before the application by taking out a brood
comb dhd takifig a digital @re of the brood comb. After saving the file on a computer, 220 - 270
eggs Q%gr c matked at this first brood area fixing day BFDO (BFD = Brood Area Fixing
D&g - Forgéch subsequ§ brood assessment (BFDn), again, the respective comb was taken out of the
hive apdanother digital photo was taken in order to investigate the progress of the brood development
until day 21 following the application (BFD22 following BFDO). Statistical evaluation was done for
mortality, foraging activity, colony strength and the brood termination rate using Shapiro-Wilk's test



E ] Page 42 of 74
BAYER Bayer CropScience 2013-12-06
R

Document MCP: Section 10 Ecotoxicological studies
FSN+IDF OD 45 (22.5+22.5)

(check for normal distribution), Levene's test (check for homogeneity of variance), Student or Welch

t- test (pairwise comparison).

No adverse effects on mortality of worker or pupae, foraging activity, behaviour, nectar- angipollety
storage as well as on queen survival were observed. No effects on cology’developmery colany
strength or bee brood were observed. Based on the results of this study, @ can be co d@@%at
Foramsulfuron + isoxadifen-ethyl OD 45 (22.5+22.5 g/L) does not adve&bely affect h§ey lq%@s and@
honey bee brood when applied at a rate of 2.68 L prodget/ha (corres @?fdmg to 6Q@foran%ulfu1@1
a.s./ha), during honey bees actively foraging on a bie-attractive owering c obsd &@
characteristic brood effects of the reference item Insggar (a.s. fen%@carb) in terffys of ahé%\ tlm&
of occurrence and extent, showed that the prevaﬂm% test conditiéas al%wed fora prgfound @étec&@

of effects on immature honey bee life stages. )
y g Q‘? ) @,\ o\ @ 6\ RS @
S-S S & S ”\f
Synopsis Q @ ox @% @@,

Q

The calculated Hazard Quotients for for@ulﬁu@on am@vaellgelow J%e Va]@ted trlgger 1

would indicate the need for a refined r@% asse@%nent@no adierse @cts o‘nh ee rtalitgdare to
be expected. This conclusion is con@uedﬁ% the @ult@the a% br fee g st as we 1 as by
the results of the semi-field stu%g whic)’ whith covered t§> max@aum hc n ra@ of 60 g
foramsulfuron a.s./ha. @ 9 @6 ©)

Regarding potential side effof Qram ﬁon @ imma ure@n bee hf@tagéthe conducted

bee brood feeding study (| el al., 1 2) f@nd a @ghtly‘\&bu‘c f?stlca@f significantly increased
termination rate of youn @ahd ollarv Ved 1ght1y$vat@termatlon rate of larvae
was in absolute terms low; thi atlor@ f a @) tes&em clated ~Wwas uch biologically not

relevant. The bee br@ fee@ﬂg y fL@her %é%not ?&e?eal a@vers%%ffec@%n the survival of adult
bees and pupae, aviour, coldny sti€ngth, ¢ lo@evel@»ment as V@ll as the condition of the
colonies. Nonethtless \ clar@ whether t{\obs Twation: theZhone§Pbee brood feeding study are
due to natur @drla y ogfest- 1@ relaféd, foq@msu@ron subjected to in-vitro larval testing.

The potent %1 effec@’on lﬁiwal Veloglent @gate@at %@{/el of 100 pg a.s./larva, i.e. the
(highest)-ddse recom test d rgveale adv@se effects on larval mortality: the
perforlﬁﬁce of the tegb 1tem@0ups identicalas in‘the cgn@l group whereas the toxic reference

performance was @3’ 1n{$1e W@W the @udel@} spéQﬁcatlek Based on the findings of the in-vitro
larvae study, th@%@b tion. theg];lone Bee brovd fegding study are rather to be attributed to
natural variability th @em ~{BSt- 1t@@7 i (1n§s1c)
In parallel, @msu@mro @as s iﬁ%cte co ﬁﬁed %ﬂl -field testing (according to the provisions of
OECD GLLQ;ance Docum 75) 3&5 p{pl@ng th@maximum rate of Foramsulfuron + Isoxadifen-
ethyl O@S (i.e. 2. 68\@ to f@ ﬂowe@lng aceh@ uring honey bees actively foraging on the crop.
The gysults of this @er stu@%conf@led ai@conclusmns made above on the basis of the outcome
of the lower-tiered studjgs, as ‘no adv%e d@ct or delayed effects on mortality of worker bees or
pupae, foragingggetivity, beh tarsand pollen storage, queen survival, colony strength, colony
developme@ weli%g th evel&pme of"bee brood were observed, even under aggravated, forced
exposure diti S digigally Q) wing—up in a very detailed manner the fate of individually
marked B#ood celis (dig@al p@graphic assessment) from egg stage until emergence.
Overal, it ¢ @ud@(\jﬁ%at foramsulfuron, when applied at the maximum application rate of 60 g
a.s @eve Qurm@t wering period of potentially bee-attractive weeds inside the cropping area,
% &t@se an unacceptable risk to honey bees and honey bee colonies.
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CP 10.3.1.1  Acute toxicity to bees

CP 10.3.1.1.1 Acute oral toxicity to bees . @ @©
N
& D
Report: I I 1©99:\1-187295-01 § QP
Title: Oral toxicity (LD50) to honey bees (Apis mellifera L.) AE FY30360 + AP@gl 22(@0i] i
flowable 22.5 + 22.5 g/l Code: AE F130360 01 1K05 A%})I &
Report No: C004077 » & NN
Document No: M-187295-01-1 X [\@ O © 9 &@
Guidelines: EPPO: 170;Deviation not specified < [\Q Q)
GLP/GEP: yes @ S @ 69 @
N
Endpoint according to the Review Report for for sulfuro NC32 00 1na @
p g p é @2 %R Q
LD5 226éorlg/b @ R
@ @ & % o °
Report: 2@1%&/{ 46§§%1 % & & @
Title: Effects of foramsulfuron +iséxadifen-ethyd®D 4§ (22. i+ 5) cute contact
oral) on honey be&¥ (Amfs‘:}elhj&lggld )dn labé%to% L@ig@ > @
Report No: 79092035 &% < @ M c
Document No: M-465361- N D S @}\f @ N
Guidelines: OECD 213 and 2B (19985none O o) [ © O O S
GLP/GEP: no 9O . Uy O VN &
&) ()

, e C& § o> @ S \@ K2
Executive Summary: ¢, & @ N
The purpose of this study w o dete@mn ct and’ orakgoxiciy® of foramsulfuron +
isoxadifen-ethyl OD (22 iif@ to th@h 1§ bee era@&%) under faboratory conditions.
For this purpose fefgale Worker -;'4 ere posed@or 48“hours to a single dose of
200.0 ug produc{Pee b topical app*l%aho&(con& test %nd Qd single dose of 214.4 ug
product/bee b &edl oral lirhit %&t Val ba &on %e ac ntak%u)f the test item). Mortality of
the bees was%sed @he «:t\QﬂQlC en othSubl@hal e@ as@hanges in behaviour, were also
assessed., @ @

The c@ct LDso (A@»h) @ @ 0 ug pr@ct/b &Th@ral LDso (48 h) was > 214.4 pg
cc

product §§) &\ éﬁ \@ @%’\ N RN
Material and m@hod@ @ @’5\9 \% Q @©
Test item. u&@ron © soma&%enﬁ@yl %]@45 (Z@j 5+22.5) G; Foramsulfuron (AE F130360):

2.33% %B 22,41 g/L@lso@ifen yl &@& 006): 2.29% w/w, 21.96 g/L, (all values
analytlc@ atch ID:gFK 2447 Saniple dgstription: TOX10129-00; Material No.: 06321801,
Spec1ﬁc tion No.: 1@000&1 04&6 Wordeﬁ@ 3005744; density: 0.961 g/mL (20°C).
@ O

Test\unlts were_stainless stee{@agef 10&9 x 8.5 cm x 5.5 cm (length x height x width). 10 bees
were used perigest u%t% 5t nﬁ:m “Sere used per test item dose level, control and reference item dose
level, respe@el@O fe worker (Apis mellifera) were exposed for 48 hours to a single dose
of 200. 0 pr qu ct/be@ y t@@rcal application (contact limit test) and 50 female worker bees (Apis
mellzf WER } xp ed f hours to a single dose of 214.4 ug product/bee by feeding (oral limit
test &a ue bape = 0 tial intake of the test item).

e c act test a single 5 puL droplet of foramsulfuron + isoxadifen-ethyl OD 45 (22.5+22.5) G,
dlssol in tap water with 0.5 % Adhasit, was placed on the dorsal bee thorax, likewise for the toxic
reference (dimethoate) and the control (tap water). For the oral test aqueous stock solutions of the test
item and reference item were prepared and mixed with ready-to-use sugar syrup (30 % sucrose, 31 %
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was used at the same ratio 50% (w/w) tap water, 50% (w/w) ready-to-use sugar syrup. The ed
food was offered in syringes, which were weighed before and after introduction into the cagessAfter 407
maximum 55 minutes, the uptake was complete and the syringes containin@le treated 8o were

. .. S Q
removed, weighed and replaced by ones containing fresh, untreated food. =~ @ °
The number of dead bees was determined after 4 (+ 0.5 h) hours (first daﬁ\%; 24 and 48§ 2 I%%ours@
Behavioural abnormalities (e.g. vomiting, apathy, intens{¥g cleaning) wete assessedz@&er 46 0.5@%)7

glucose, 39 % fructose) at a concentration of 50 % (w/w). For the control, tap water and sugar sgryp

@

hours (first day), 24 and 48 (£ 2 h) hours. Temperat%e during test was 2@@ 25® ; relative &
humidity was 51 - 77%. Bees were kept in darkness %xcept during&(@servation), é\g Q ©© C:§©
) - N & © @
Dates of experimental work: May 14,2013 %@y 23, 2013@@0ntgc@%)nd orﬁ lir&i@estgﬁs@ @@}
Q \ o,
'S © N é% %@ @6 N RS
Results: Q 9 o U @ <\ .
v, O o & o
Validitv Criteria: N LB @ N o O @7 @
alidity Criteria: %, \\ \\ > &% Q w §
Table 10.3.1.1.1-1: Validity criterig> S 8
able alidity cri el:rlm@ WS ‘K\n@ LS o 5\9 @@ Q S
Validity Criteria &© %% R § RQ@mm)\@d S O@{ned@
R 2 © A@ Cor@? Teg@ @U f\\@\y S
@ T |2 Q TS

Control Mortality ©
S

4 o .
@ w@suga@ymp trol gg\ Q 10‘7& & 0.0 %
< & of @ >
©© S S NN C@@act (@ &

AN % 4
LD ofRefer@E@ce A“’@ @\ K@j (, ((;?’ @.10 h@o pga.s./bee ‘ 0.19 ug a.s./bee
% 2 A & U QiTespy
@ @é}g R @Q ‘ 090 - O@ ug a.s./bee ‘ 0.13 pg a.s./bee
All validity criteria f@@gﬁe st&ﬂy we%meto\©Q é’j\ & %\
Biological resultg? @ S @’5\9 \% N @b
Q © o ., O @

Contact testh@ @) @Q NN N

At the end.of the contact@xic&@}test 48 hO@? aftepplication), there was 2.0 % mortality at 200.0

ug prod ee. No megtality, curréd in con{%i group (water + 0.5 % Adhisit). After the first 4

hours one single be@t th%ZO . /beeddose, [&%] showed cramp (before dying). During 24 and 48
@ n

hou:@xafter application o e ttem treated group was apathetic.

ee i
S @ S

Oral test: &@ %“ ,\("Z & Q

In the oral xicit;g\best, e maximum minal test level of foramsulfuron + isoxadifen-ethyl OD 45
(22.5+22@ G (@@ 200qug prct/bee) corresponded to an actual intake of 214.4 ug product/bee. This
dose 1@%1 led\do 2.08% megtality after 48 hours. No mortality occurred in the control group (50 %
aquedus s@ syr@ sol§%’n). No test item induced behavioural effects were observed at any time in
thé@)ral texicity test.

Table 10.3.1.1.1-2: Toxicity to honey bees; laboratory tests

‘ Test [tem ‘ Foramsulfuron + isoxadifen-ethyl OD 45 (22.5+22.5) G
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Test Object Apis mellifera .

Exposure contact oral . @ij @b
(solution in Adhasit (0.5 %)/water) (sugar syrup solution& o

Application rate pg product/bee 200.0 @Q 214.4 g\@ A

LDso ug product/bee >200.0 T >o144 & ‘N

LDy pg product /bee >200.0 % >214.4 & 2

LDjo pg product /bee >200.0 © N > 2}4} N O“Q

NOED pg product /bee* >200.0 ®Q >Qi4.4 § ~ é

* The NOED was estimated using Fisher Exact Test (pai xe comparisﬁ\ojne-sided gréaler, o :%05)@© @g}

A
The contact and oral LDso (24 h) values of the erenc 1te@1me§lgoate)@zere %lculateg to B&P.1
and 0.13 ug a.si./bee, respectively. @@ % & N e

% <
@
Conclusions: v\% N Q

& \ @J °
The toxicity of foramsulfuron + iso & fengag?hyl &45"@%54@%@.5) %Nas d iboth, @n acute

contact and an acute oral toxicity t%
The contact LDsy (48 h) was ?@ OOO ug @50

@@
02

product/bee. @ S S O
CP 10.3.1.1.2 Acute cm@act to@cny@b v b @ \@ 9
§ o v & &
e O &)
Report: | ] 1999@){ 18739301
Title: Co&acl loy (0) to R¥ne ? mellifera L) AE F130360 + AE F122006
N g\)l@l()\’hﬂm 5802, S&L Code? 0 36% K{@Ag()l
Report No: &2  [2004076° & S
Document N&Y -18%993-01% K & AQ} A @
Guidelineg, EPPO: 176Dev .@)on ng}&specnt@ %
GLP/GER:” EES & Y
A @ O T = O
Endpoint accordir@ the@%vie@epo&r feg}msu@{uron (SANCO/10324/2002-Final):
g@ LD@@”Z ng/b@
? @® § & s & &
®@ . -
Report: - _ - _ ;M-465361-01
Title: b o+ isoxadifen-ethyl OD 45 (22.5+22.5) G (acute contact and
@7 eporal) ok oney bees (f& n@fera L) in};he labora(tory 19
Repart No: $79092035 o @ -
Ddeument No: Mgg6536101-1 R
Guidelines: 5> OECD@\T% an@14 (1998);none
GLP/GEP: & \ho ¢ %
NS
The stud@is sum@%érise@a de@t in K@’ 10.3.1.1.1/02. The endpoint from this study is:
@ &8 h-LDso-contact > 200.0 pg product/bee

O
@ @@ v\g@ 48 h-LDs¢-oral > 214.4 pg product/bee

C@ 3 @ Chrom@mmty to bees

A 10 623 chronlc oral toxicity study was conducted with Foramsulfuron WG 50, the corresponding
summary is filed under KCA, point 8.3.1.2/01.
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CP 10.3.1.3  Effects on honey bee development and other honey bee life stages .
A honey bee brood feeding study was conducted with Foramsulfuron WG 50, the correspoﬁpin%@@

summary is filed under KCA, point 8.3.1.3/02. S @Q S
N
© S8
CP10.3.1.4  Sub-lethal effects A S & .o
. X
There is no particular study design / test guideline %ﬁssess “sub @sthal offect &\m hadiey b@ -
However, in each laboratory study as well as in any higher-tier stu@sub—lethal &cts@occ@ing, &
are described and reported. @} & é\g Q @) @Q}
S) R o & A © &
& v L@ R 9O o @
CP 10.3.1.5  Cage and tunnel tests « & @f@’ %\ %@J 6\ \% §
N
A honey bee tunnel study to assess potential @fect&@f for@}isulf@ t@ney @&e colonies :ﬁ%cludng
a very detailed assessment of brood @g%lopg@lt it F %ﬁ%r %F 016@45 wz@ cox@éted e

corresponding summary is filed under A p\%mt 8. @L 2/ 0&

A
LN o
L § @a% o & & .
CP 10.3.1.6  Field tests with I@aeybe@ >

o R
Not necessary when considerin@the o&tcome@fth as@% nd t@ res@ of the lower-tiered
studies. @ &@ .9 S

o Faow T
KR S s
CP 10.3.2 Effects on n@%ar&@ arth@pod@@her\@an kg @

Toxicity tests on -target art] po -\v ere @ndu@d with FSN@ IDF%D 45 on the sensitive
standard species Typhlo&om yrz a%d dms< opal 'phi. @ﬁ adé@g%n, tests on further species
are available § ry%'é@ rnea%ﬂeocé&l i%eata@Poec @ cupreus, Pardosa sp.). A summary
of the results pro abl 3 2- (, @

@ é&\’

&
Table 1@2 1: FSN @%F (@45 E§x1@hgwa@§dpoﬁm for @thropods other than bees

Test species, @ Q” | Tested m hf)n, @dy @totomﬁloglcal Endpoint
Dossier-file-No. ¢; Q%ype, os @b
Reference f(\\Q A o
Typhlodromusgy. i + IDROD Rs0 > 2670 mL prod./ha
M-457360-Q1-1 @ @, gl é%)late@2 % Corr. Mortality [%]
Rep.No @%% 48 031 @mL@% & 1.0
13 °\ 5 mL prod ©\ 5.1
< 844 pro&@§ N 38.8
\\v\? ™ @50" ‘@Ii pr@/ha § 36.7
@“% 2@\ mL gyod./ha& 48.0
IDFOD 45R
orato?y\f glas@plate Corr. Mortality [%]  Effect on Reproduction [%]
©° 26%mL prod./ha 854 0.8
2697 mL prod./ha 53 33.9
FSK* IDF OD 45 LRso > 4000 mL prod./ha
§§l’ended lab., exposure on
etached Polygonum
convolvulus leaves Corr. Mortality [%]  Effect on Reproduction [%]
2000 mL prod./ha -1.34 9.4
4000 mL prod./ha 20.0 -10.48
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Test species, Tested Formulation, study | Ecotoxicological Endpoint . @
Dossier-file-No. type, exposure
Reference o @ §
Aphidius rhopalosiphi FSN + IDF OD 45 LRsp 241 mL prod./ha ©)
M-461455-01-1 Laboratory, glass plate Corr. Mortaldty [ %] &@ ©®
Rep.No: 131048 030 A | 2™ test run: (o8 N
[ BUE 35 mL prod./ha Q S S b
62 mL prod./ha © &%0 N é%
111 mL prod./ha e @15 & S @
197 mL prod./ha Qs @ » S
350 mL prod./ha O > 515 & R/ ©
1% test run: A\ Q o S & < &@
267mL prod.ha o N  @6sR O o @
475 mL prod./ha RN I W SRN
844 mL prod./ha % 2 %Q g\’ 0 & S >
1501 mLprod/ha > = @7 @& ofo T & S
2670 mLprod iy, . ¥ @ KR e 9O & &
Aphidius rhopalosiphi FSN + IDF OD 45~ N © D, O x
M-191908-01-1 Laboratory, g plagi\\ %om@%nalit@%] w@ff@ Re@ucti@ %]
Rep.No: 991048029 160 migrod/ha > & %6 o O °
. (090 2000 @prod./f@’ SoMs B Snad
4000 . prad/ha & | 10 O o7 & nds
Aphidius rhopalosiphi FSN +@DF OBA5 & MRs €2670 prod¥ia @wj %
M-198973-01-1 Ag@sidu@?, spragdeposits S @ & @)
Rep.No: 001048067 on potted faize plahts @ @Corr. Sl ffect&@ Repellency
. 2000 \1@7 mL od./l@ Repellency %, QO %
idues aged foP days@ r&y [‘2@ Repii\\.ﬁ[%] @O min) [%] (2h) [%]
Q sidu%%ged for 3 d N0 &3P N 32 39
@ esi ar 7 ddys: §’ 0 @ Q2 & 7¢ 6
£ G000 miprods; e o a® 1 24¢
< D Résiduegagged f&&} day& Ny @ N
@© IS Besidugyage f6¥ 3 dags: | &0 § 5 6 70
@ | = Residues aged for 7da¥s: | & 0 S) y\?@ 0 13 6
9 2670 miro > Y gy 6" 5 13¢
Q\ < iduescaged for 0 da}§ & ©\
A O\@ . igs age%{}@?3d& ] (&%o R 3 5 21
NS & Residués agetPfor 7:days: 5 6 -12¢ 7
N @ ST P By 2B 5 4¢

Chrysoperla carned Q SN IDF 45, § LR@;@@ 4000 mL prod./ha
M-194627-01, \)@ ¢ | LaBoratory, glass fiate -
Rep.No: 991048098 ntr Q Z) @rr Mortality [%] Eggs/Female/DayHatching [%]

S

. o 1@& pisd/ha 2 o - 17.8 81.3
N 2600 mL prod./h& N 13 15.7 81.7
& | 24000 @k prodgha N 2 15.0 80.8
> SRR Q 35 15.4 81.7
Aleochara bilinegta, ¥SN AIDF 45 &U ERso > 4000 mL prod./ha
M-193482-01- +|La Satory@pray deposits on
Rep.No: 991 95\% (@ santy @ Effect on Reproduction [%]
B v O 168ynL pr&d./ha 0
@ @Q @ 2089 mL prod./ha 10
< N 0 mL prod./ha 15
; LFSN + IDF OD 45 LRso > 5333 mL prod./ha
HPaboratory, spray deposits on
quartz sand Corr. Mortality [%]  Effect on Feeding Rate [%]
2667 mL prod./ha 0 -22.5P

5333 mL prod./ha 0 -12.4P
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Test species, Tested Formulation, study | Ecotoxicological Endpoint .
Dossier-file-No. type, exposure @ @
Reference o §
Pardosa sp. FSN + IDF OD 45 LRso > 4000 mL prod./ha S @CQ)
M-188675-01-1 Laboratory, spray deposits on & @
Rep.No: 991048030 quartz sand Corr. Mortality [%] Efféct on Feedi %ate Q%
. 199 160 mL prod./ha 0 S\ 80 @)@ )

2000 mL prod./ha ®5 gw KN N &

4000 mL prod./ha 0 @ 2N @
A: A negative value indicates a lower mortality in the treatment than in the co 1 @ Q\\y é\a ®
B: A negative value indicates a higher reproduction rate in thgMreatment th the control &> Q Q N
C: A negative value indicates a higher percentage of wa ound on planth the reatme than the corfégol. &@
D: A negative value indicates a higher feeding rate in t@@eatmem than\n the c@ @ © @
prod.: product . 6\ Y <
n.a.: not assessed LN D @ &% ”\7 Q& S >

Q @ XN v @
SO O S & -
S & @ R & © @j 9
W UOS \ S S @

Risk assessment procedures & \ S §

)

A Y
The risk assessment was performed @gordt@ to t@Guld@tce D&um § § c%fgmcology
(SANCO/10329/2002) and to t {Guiddhce Docu nt on gul te@ng angt’ risk\assessment

procedures for plant protecuo@ prod%@s w&@ no rge@ ods O@ 2, C%dolﬁ et al.

2000%). &
RN & & @ & o .9 @
@ © @© 3 oY § @ N
In-field hazard quotlent (H@ler & risk § sr‘@it § v ) §

The following equzé@g was used@@cal@te th aza@quot@rg (H(&or tlfés\in—ﬁeld scenario:
SHPNR O "\ S @ S
S $ -
In field-HQy= ma@smilg@apph@tlonm@ ]@%F / @ S @
X

N
S & & @ © Q@ & (T
A s & ~ O .0
Use pattern: Q\ & éw \@ @% é S

Please note that for visk a§ @t’on ngn ta@ art ods, the worst-case application rate of

1x26L pr .« t/h ; s takeig> nto @ount% use pattern is considered to cover also the
multiple a llcatlons as g@en 1@1% 1rg\“@ded(§ pa for this product (2 x 1.3 L product/ha; see
Table 10 &

A °N @
Q N & N
\‘”\, %, @ Q\@’

FSN + IDF O@«AS is @ten&gﬁ to@e 1ed once with an application rate of 2.6 L product/ha.

Therefore, \t@@nultq%e ap tlo& ctor AF) was set at 1.0. Resulting HQ values are presented in
the followj& tabléﬁ\he is §ﬁns1d acceptable if the calculated HQ is < 2.

<
& S8
> o T e

4 —et al.: Guidance document on regulatory testing and risk assessment procedures for plant protection products

with non-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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Table 10.3.2-2: HQ for terrestrial non-target arthropods for the in-field scenario

Crop Species Appl. rate MAF LRso HQ Trigger Q\Q @6
[mL product/ha] [mL product/ha] S 93
T. pyri > 2670 @ 2&@ f@
Maize L rhovalosivhi 2600 1 241 “(%”0 o o .
. rnopalosipni A . o f/ﬂ@ &
AN Y \O\ & @
The in-field HQ value for Typhlodromus pyri is below ¥he trigger oncern. H@ﬁ%ve@ e i%@éld &
HQ value for Aphidius rhopalosiphi is above the trig@r of 2, indic&@lg a need f@yeﬁne@ent. § @@}©
o & )
o A &? | O o @
In-field tier 2 risk assessment: o) Q} N @& 6\ ®, Q
o % o\ %
The risk is considered acceptable if effects&l m(@%)lityéﬁnd r%gsodu%z%’n ar@QSO% at the in-field
PECumax (application rate x MAF). S > \@ Q A & Q @’ @§
R A Q
NN NP S S

Table 10.3.2- 4: Tier 2 in-field risk assen@sed% stu esultgﬁ@om nd
with the standard spegies 77 lod;goﬁ(t?ts PR nd {@’idi% opalesiphi aboggtory

studies with additi@“al species) N S & O @Q 7,
4 5 2

Test Speci @Q ine&%fd PE&“ (@Q LR§0‘R50@§ . IEQ} @Q@bl K Refined t

pecies N L pro @t /hz& mL./haf Risk acceptable@: assessmen

[%IQ @5& N & required?
Aphidius rhopalosiphi .2 ) @60 < >2637Q EffeGts are $50% no
Typhlodromus pyri S 2. 2600 %@ >¢900 o, Effects argX 50% no
Chrysoperla carnea o | w7 2600 & 54000 © “Effectsare < 50% no
Aleochara bilineata (9™, Ay 2000 O 24009, “Effects are < 50% no
Poecilus cupreus Q 7 %2600 D >5333 N g@s are < 50% no
Pardosa sp. f(\@ ) S G 2600 >4900 § ects are < 50% no

O SO VRN o &S e

e S N
An exten@% laboratoryaged sidl@udy %s been pg &d@n Aphidius rhopalosiphi (-,
2000; 4@@98973—01— - In dhjs study, ESN + @F OD 45 @as applied on potted maize plants.
Bioassays with fr@lyy dxg'}d re@ueg resl;lﬂ‘ﬁ"ues aged for3 and 7 days resulted in a corrected
mortality of 0%@% ang 0%, &pecﬁg}ly, &@ rate Of 2639 mL product/ha. Effects on reproduction
were < 7% in g]l bio S. he @es‘t&sted @ of @O mL product/ha no repellent effects of the
test item wer®obser&ed. T@@ st@ inditates that no wnacceptable effects on mortality or reproduction
of Aphidiz%rhopalosiphi@e toee ex@g d, &gcn dit@ctly after application.

The ex@ded labOI;a\t@y sty with T y@lodr@é%gus pyri (_, 1999; M-192822-01-1)
resulted 1n 20% co%@cted%lorta@ at @ate 000 mL product/ha and a higher reproduction rate
thafin the control%onf@ing e resuldy of @ tier 1 assessment and showing that no adverse effects
on reproductionmgyt Typhlodrotus pyfare @be expected.

Further tes@n adé%i%on threpod spectes resulted in LRso and ERso values above the intended
applicatio& e 0f§600 preduct/hagsce Tables 10.3.2- 1 and 10.3.2- 4 above).

o o O N

8)
It ca@ c@ud that ho unacceptable in-field risk for non-target arthropods has to be
ex&@ted %@n thegse of§io\\SN + IDF OD 45 according to the proposed use pattern.

N

Off-field hazard quotient (HQ) tier 1 risk assessment

The following equation was used to calculate the hazard quotient (HQ) for the off-field scenario:
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Off-field HQ = max. single application rate * MAF * (drift factor/VDF)*correction factor / L@ @6

N
. . . . & & o
MAF (multiple application factor) = 1 (single application) @J@ & IS
Drift factor = 0.0277 (90" percentile for 1 application in field crops, Im distance; @SC@T 2)
VDF (vegetation distribution factor ) = 10 %%
Correction factor = 10 (uncertainty factor for the extrap on from 1@ator speme off— @
non-target arthropods; default value for tier 1 risk assessment acc@ng to the 1@Test Gu@ance ®
AN
Document) @ S @
% N @ & @
The risk is considered acceptable if the calculatedVHQ is < 2@@} S @, 6\ «:5@ N
2 % N L
S & = (§ A
Table 10.3.2- 3: HQ for terrestrial non-targ%arthr(@ f@@f’he oﬁé?;ld sc@larl@ @ @&
Crop | Species Appl. rate @AF \ﬁnft VDE&>COI’& «BRso é\a P{g T@ger
[mL @7 N %ig ° fq& ™ SN
product/ha)y & oductiha] @
> |9 § DN 7
T. pyri Rl B D1 100 25570 &7 0.0, 2
Maize @0 NR 27| & $ SHINS é)
A. rhopalosiphi | % & 10 0.2 3 2
palosip O S |9 S 24 o

% & SO

The calculated HQ vatues are@%lov&vj@@le trigger o@onc;&’ indigating,that n(§®acceptable risk is to
be expected for n Qtarge ar po@n tl@%ff @ld a@za frofthe uSe of FSN + IDF OD 45
according to the gﬁose@se pattern. o, "« \@ é@ @x @@

S s @ ~

8
CP 10.3.2. 1 @ ard»:@@mr ory ts%ng (,fof@noniﬁbrget @thr&@)ds
Report:* I 999 M~1908-61
Tille:&X > 0 the ms@d Ap/z us //mya/osl;@ (Destefani-Perez) / adults under
@ db(&\my dition®y (,L(){;\ﬂms_, t()qk)B( (Q}klmcs (_1 992/1997) Code:
| AEFl %O$IJN5A3@Z SN

Report No: 2 1§53 @ . & o
Document No& QM-19¢908-01Y Q Q (3

Guidelines: ¥ N log\@ Dmgatwn@t spc@%cd @

GLP/GER) RN

Report: q ;1999;M-191384-01

Tie™ O - N4 N s - -
L T Wity ta the pl@@ e Typhlodromus pyri SCHEUTEN (Acari, Phytoseiidae)

tory@
N inc lapS2atorysAE Flﬁ 60 + AE F122006 oil flowable 22.5 + 22.5 g/L. Code: AE
D F13036001 1Y5 AR

Report No: L DI N o
Documengﬁboz v M@@l?&S%l-l Q
Guideli@s: @) Déviatie}Pnot specified

GLP{GEP: gwes N
& @w Iy °
@ & <
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Report No: @wj

%

NC006®1 @ %

)

Report: I 009 188675-01
Title: Toxicity to the ground dwelling predator Pardosa spp. (laboratory) according to I@
Guideline (JEEEEN-t a1. 1998) Code: AE F130360 01 1K05 A304 §
Report No: C004831 N O)
Document No: M-188675-01-1 L & ~ A@
Guidelines: IOBC: Wehling et al. 1998;Deviation not specified o A °
GLP/GEP: yes AN O & 2
@) Y >N O
Report: ] 1999;M-186968-01 O @ ©
Title: Toxicity to the ground dwelling predator Pocci/us@%r@m L. (Colpteran® arab@k) O
in the laboratory AE F130360 + F122006 ()@ﬂowablc 225Q025¢ Co% AE @
F130360 01 1K05 A301 o S &
Report No: C003899 ol N NN
Document No: M-186968-01-1 G RER AN Ry
Guidelines: BBA: VI 23-2.1.8;DevifBon nd@pecified @§ X @ .
GLP/GEP: yes NN N o & A
RO S W > §\‘”
Report: 199M-193482-08°
Title: Toxicity to the cllingPredatgnd leogdara biw eara atory)
according to KQBC G{@leling @( odeIAE F S03 6%@ 1K05
A0s Rog
Report No: C006202Q % S h@
Document No: M-193AR 011> @ ~ & @ (f’@ @
Guidelines: 10BC: opc&h & @on ]&92 Def®ition not sg@a‘lcdo &
GLP/GEP: yes 2 o & <« R A
) Q <
Report: - 00%19462@7)1 NN
Title: § TO){City to { ~= w & : (@ ysoperld ((IY(’(I STEPH. (laboratory)
O | fo®Wwing L E@Wte dethod ([t a1. 1997)
€ ;&sd OEC al Cadg: AE F130360 01 1K05 A304

@ @
N\

Document No: K¢ M-l\“§ﬁ627t@,\1-1 I\ S 2,
Guidelines? IRBC: J988; 1999 Deviation pot spe%@' d O
GLP/GEP: 2% S S Q% S
o Q \ B \

A
Report: S :2000;M-194770-01
Title: 9 DI Rpe e AEAN 3()3@% entomology screening species
Report No: @ @Z‘OO()&?}B’Y © Q Q 258
Document No? N _&@770%&1 Il & 2 @
Guidelinedy De%njatim%}ot sgé\y’\ﬁ’ied 9 ©
GLP/GE®: 1 9 Y & -

A

o

&
This@fst study was‘in th @e%}e@loss& an \s been included here for completeness; however
please note that this stud%@?is eleygnt forthis data point.

Report: & D ;2013;M-457360-01

Title: (2 @ ects@f foramsulfuron + isoxadifen-ethyl OD 45 (22.5+22.5 g/L) on the predatory
A (gg gj\mltqﬁ%hlodmmus pyri SCHEUTEN in a laboratory test

Reprt No, @ @ 134048 031 A

BdcumemtXo 57360-01-1

Guid@i’@s: I0OBC (BLUEMEL et al. 2000);none

GLP/GEP: yes
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Executive Summary:

The purpose of this study was to determine a rate-response relationship for mortality of the pl;e§i)ry©6
mite Typhlodromus pyri SCHEUTEN in a worst-case laboratory test. Mites were @gposed on gl@plate@j
to application rates of 267, 475, 844, 1501 and 2670 ml product/ha in 200 [deionized wéger/h

effects on mortality were compared to those of deionized water tr%ned controls@QOO

ha),

Dimethoate (applied at 15 mL product/ha, nominally equivalent to 6 g als./ha, in Q\@L déoniz
Y
water/ha) was used as reference item. Survival of the [%atory mltes&as used as t engdpoint
the aim to calculate the LRs if possible. The test was performed acc, &

performance of a reproduction assessment. The o for T yphl ro l(ﬂ py imated to b&,>
2670 mL product/ha in 200 L water/ha, the highCst rate tes’n@b Al‘i\vahdl%, CI‘lt aco&%ﬁng%@ the
guideline were met. é& @@ %Q & @

S & &Y @’ & %

AN
Materials and Methods: w\% N \\ @Q &% § © @j @

X

Test item. Foramsulfuron + Isoxadife, éhyk@?) 4@ 5@% 5 g@@, an, \sed ive i@edi@s: 2.33
% w/w (22.41 g/L) foramsulfuron@AE %13036 2 v&@/ @y g iso@ifen@thyl (AE
F122006); Specification No.: 200001130 (% tchr§ EF 006@42 @nple@%escnptlon
TOX10129-00, Material No.: 0@218%%%% 0@1 g/ ac@rdmg@ Ce@cat%f Analysis).

N 5 %
The test item was tested under @orat@ @mns @‘ter contac@cpomg(? of pyotonymphs of the
predatory mite Typhlodregius %rz SCH@JTE rg§x‘é51dﬁ%s of h tes@'m with rates of 267
— 475 — 844 — 1501 «2670 QL pro@mt/ha@h 20 de 1sedévate§@a app{@ on glass plates. The
control was treate ith \ﬁ‘-~o (2§ l@a Dimethoat® EC 400 (15 mL product/ha,
nominally equiva§to @ a.s:(ha?in %\Q L e1omsé@wate J1a) was used@s a toxic reference item.
Protonymphs (gﬁhe @dator}&tmt%T yphl@vomu&pyrl E r(fz wegg’ exposed in 5 replicates per
treatment gr0® ang@@) Hl?lig@ per I@)h(ﬁﬁ%& to tl@?‘em of fhje testgtem, reference item and control
treatments,@yspectively During&he as% @\s the @ites were f ith a mix of pine (Pinus nigra)
and bir@%etum pena@é) p @ The numbeof suiivingydead, trapped and escaped predatory
mites w recordedo% ra pg d &g 7 da§Fror&@1€se data t&s%endpomt mortality was calculated.
Toxic standard: éDimetivate § 40@%15 nﬁL pro ct/ha@ommally equivalent to 6 g a.s./ha) in 200
L/ha of deio%@d W@@; corgyol de@mse@wa‘@r@lly (2@ L/ha).

ing to the I@C iyideli
-et al. 2000) taking account of the recommen%@lons glven et @ (200@ bu@@ﬂho@k

o,

N
SR @ ¢
Dates o@rk: May §§ 013 Ma 5%, 200
~
S & N
Results: N S i Q@ S
Table 10.3.2.1- I@Kalldlty@é;lteg@ @ (§©

Validity criferia %\ ﬁ ‘W\g

Mortality@ e %@trol %@P & & <20% (dead, trapped and escaped mites) on day 7

Corre&@Q mow@&y in\th\;))reg%@\njce group 50 —-100 % on day 7
All V{lﬁ’ity cé@ia w@@mgt‘%”\g
N o T

The regdlts of the control group indicated that the test organisms were in a good condition (mortality:

2.0 %). The results of the reference item group indicated that the test system was sensitive to harmful
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substances (corrected mortality: 85.7 %). Concerning mortality in the control group and as well the

susceptibility of the test organisms to the reference item the study is proved to be valid. ©©
After 7 days, the mortality in the test item treatments ranged between 3.0 % and 49.0 % in co aparisord”
to 2.0 % in the control. Based on these results the corrected mortality for tliedifferent r t& ra
between 1.0 % and 48.0 %. The LRso for Foramsulfuron + Isoxadifen- ethy@jOD 45 (2@+22®g&)
was estimated to be > 2670 mL product/ha in 200 L water/ha. &% \ s v\g
N \ ANy
Table 10.3.2.1-2: Effect tality of Typhlod, Yh t Q@ @é § %@ S
able 10.3.2.1-2: Effects on mortality o odromus pyri Scheuten
y of Typ 5{ o o & . ©
Test item Foramsulfuron ﬁsoxadifen-e@l OD 45 (2%&93- 22.5 g?L) @
Test organism ABybhlodromys pyri SGIRUTENQ @
Exposure on Dfied spray dg@sits omglass giates S\ W\,ﬁ <
Treatment Mortality®{%] o2 Y Cor@ted n@rtahty%[%]
Control 2,0 R ST
Application rate! =S N S Q& @
[mL product/hal NS @ @ - &
267 A (e« YN @ & O
475 O%.0f&s) . © S SS1 4 g
844 Q> 400* S O @y N
1501 38.0*.2 & 1O YD 367
2670 &« 49.0*7 & P R 30 N
LRso % >2670 mré%rodugt/h O L2 e >
Reference item & Q @ “ L N 9
Dimethoate EC400 "." @86.0>§ E S N
150 mL product/ha I O @ .9 . O
! Application rate in 260 L Wa%/h v © Q &
2 Mortality after e ure tgres1du@)>0n tr@ted gla%pl@f he f@sults for mortglity in individual treatments
were compared @ co t?@l usingFis N Exaeg Bino tes
3 Corrected n%@ ty a rd1 ?
(n.s.) not statisicall gmf tly différent mpar@@ to th(kntr 1she@ Exact Binomial test with
Bonferron@gorrectlon (a=0. 05) @ @ @,
statrs@ily srgmﬁcan dlff t co red to the c@ol r *s Hxact Binomial test with Bonferroni
n (o= 0.05)%r teﬁt@m and hq@s“Exgc@mon%%al tes[\(@ = 0.05) for reference item
O & @ 5N

No unusual obsaﬁtmr}% reg \avmgr@were 90&:&@1 the control and the test item treatment
groups at any @serv@ p@@t dur@g the@st
AN \
Conclu@. @ § %g . f@@ @©
L9 @ -~
In a wortst-case la st%iy a@th F(}gﬁsu@ron + Isoxadifen-ethyl OD 45 (22.5+22.5 g/L) the
LRg@for Typhlodrdmus to@> 2670 mL product/ha in 200 L water/ha, the highest

@%a& tlm
rate tested.

> &

N
Report: [(\@ N 3, ;2013;M-461455-01
Title: & Q ctﬁramsu ron + isoxadifen-ethyl OD 45 (22.5+22.5 g/L) on the parasitic

@ @ sp A@hidius rhopalosiphi (DESTEFANI-PEREZ) in a laboratory test

Repo@o a7 N3 1048030 A
Do&&mem;@ | Meg61455-01-1
Gdidelines? C (MEAD-BRIGGS et al. 2000);none
GLP/GEP: yes



http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-461455-01-1

E ] Page 54 of 74
BAYER Bayer CropScience 2013-12-06
R

Document MCP: Section 10 Ecotoxicological studies
FSN+IDF OD 45 (22.5+22.5)

Executive Summary:

The purpose of this study was to determine a rate-response relationship for mortality of the pa§itrc @6
wasp Aphidius rhopalosiphi (DESTEFANI-PEREZ) in a laboratory test. Adult Wasps (used @un 4@
hours after hatching, 4 x 7 females and 4 x 3 males for the control groups the treatmeqt gr

were exposed to control (deionised water) and dried spray residues of the test item withates 267,

475, 844, 1501 and 2670 mL product/ha (1% test run) and 35, 62, 111, 19 and 350 mL@odyc@ha (2&;@
test run) in 200 L deionised water/ha applied on glass r@@s Dimeth@ EC 400 (@7 @%duc@a @
in 200 L deionised water/ha) was used as a toxic reference item. S ival of the @rasrt@ as§was &
used as test endpoint with the aim to calculat @s e LRso, 1 &possrble Tl. RsoQor

rhopalosiphi was calculated to be 241 mL prod a in 200 L wa er/@@base n th@%esults of t st

and 2™ test run.

The test was performed following the IOBC gmdd@ l 2@ tak%g acc%nt of
the recommendations given by -%t al. {%@Ol) é@t w@u‘[ 1%’ orrna ce @%a re@duc@oﬁ

assessment. \\ @ % § N §@
& N L@ SIS SRS

Material and Methods: ©Q cgix é\g § @ﬁ @ @ o

Test item: Foramsulfuron + Isoxa@fen %?yl 5+2 @ /L al 1n YZe\ehents 2.33

% w/w (22.41 g/L) Foramsulfggpn (AETF130360) ﬁ 2.2, (g(Zl % g/%@ox fen ethyl (AE

F122006); Specification N @020@9011@94 - 06, Batch I K¥002442, Sar&le description:

TOX10129-00, Materrall\(};o) 06%&801,§nsn $0.961%/mL (accor@g t(yé?mﬁa@e of Analysis)
N SR

The test item was tested un abo@tory @ndrﬂ@s aﬁg@eon t exposure. %@dults of the parasitic
wasp Aphidius rho szphlgﬁé SCEFAN @ERE§0 d@d spray residies of the test item with rates of
267,475, 844, 15 and@m H%L*roduj /ha\(lSt testéun) u 5, 62, 111@97 and 350 mL product/ha
(2™ test run) j deioftised @Qateg? apph@} on glass plates.«he control was treated with
deionised water (20 /ha?)\g®1met@ate 40@.3 @ro /ha @ 200 L deionised water/ha) was
used as a tajic reference item. @ N

, o
Adults @he parasﬂm@sp ldl@hopaloszph@(DES@FAN@EEREZ) were exposed in 4 replicates
per treatinent group% 7 4 legs\ﬁand %les -QEr 1€ lickte g% e residues of the test item, reference
ments, re

item and control & ctlveiy Dw@ag theyexpgsure phase the adult wasps were fed with
25 % wiw aquegﬁs fi se gQtutio @\‘The ﬁambe@of s@mg, affected, moribund and dead wasps

was recorded@@ver a@md 48 ho@fs Fr@n the@ data @Wie endpoint mortality was calculated.

Q \ @
LY VS
o @ RN S
ClimaticsConditions; /S Temp at{e J@est run: 19-21°C
NPA @ om o
\‘& S (o Q @“ testrun:  19-21°C
. @latl\@ﬁlu dlty @ 1* test run: 67-73%
2 A > 2 testrun:  68-71%
@ Q L§ - daﬁ le 16 hours light, 8 hours dark
Grad G
Dates e@vorl@ I8t n: June 03, 2013 — June 05, 2013

N ) 2485t run: June 24, 2013 — June 26, 2013
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Results: .
Table 10.3.2.1-3: Validity criteria . @ @§
Validity criteria @btained (@@@ine@
Recommended AF 1% run &gnd 1
Mortality in the control group < 13 % (48 hours) 2.5 % f(§ 0% )
. % ? ° AN
.Corrected mortality in the reference > 50% @hours) @ 100 %\ \% 0% @@
item group A w@ \§®
All validity criteria according to _et al. (2000xwere met. S) % < S)
2 Q& O R S &

The results of the control group indicated that t % orgamsnsg were @ a goo@co xon (@ortali@

2.5 % in the 1% test run and 0 % in the 2™ test run). The re@s oﬁo\ahe refe@nce gro oup i %ted
that the test system was sensitive to harmful §ubstanés (c cte@@aer‘[ iy : IO%A) b th test%ms)
Concerning mortality in the control grou%nd a@az\fvell thie sus@)tﬂ:§1 of @e test@rga@s t(@%he

reference item the study is proved to be@{%hd o\ \ @} &6 & \ é\g “ §
Mortality: O % \Q % \@' @ S @ 9
1% test run @ N @b @ @ W\a
After 48 hours, the mortality irgthe tegtg@?tem @eatn}gt _,Q". b@veen @ 59 @1d OO % in the test
item groups in comparison @ 5 %%Nn theceontrol ase&on 1{1@8 regylts the correéted mortality for
the different rates was bet}%een 6% % @100@& g @ °
&, > R @ X

@ @ BN L

2" test run 5, @

After 48 hours, the rtaht@m test f@em t@ 3§ e@bet\@en 0% and 57.5 % in the test
item groups in cQ arlséto 0. ‘@n the tontrol. Ba @se r@§ults corrected mortality for the

different rates w @ bet&een O@ ‘% andgé7 5 "/\ % @ §
o T Vo a8 T e &
S & & & o &7
A o O & O O
FIEFITs s
9 @ Y (S
v - SEEENY
o XY oS & @
A N
S\ L 4+ 9 @
& N @ y R
& SR &@ &
S @ &@\ O
@%
@ \%% § § @Q
& N Q S Q
AN
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Table 10.3.2.1-4: Effects on mortality of Aphidius rhopalosiphi (DESTEFANI-PEREZ)

/@(\o
Test item Foramsulfuron + Isoxadifen-ethyl OD 45 (22.5+22.5 g/L) @g @6
Test object Aphidius rhopalosiphi (DESTEFANI-PEREZ) A o
Exposure dried spray deposits on glass pla}@ Sy
Mortality 2 Corrégted mortali »
Treatment N
" [%] 1%l m% @)@ 2
Application rate ! R N S
A
[mL product/ha] © @% YN @Q
§ Q) N4
1% test run . @Q @ \)@ é\ﬁ é
Control 2.5 @ é ﬂ R @9 @
267 62.5* 0 2 DISO o oy
475 9.0t 7 . O N @8 LY LS
844 100" @ = & @7 4o
1501 wr v 0| K 7 100 & g
2670 L0 5 JO a8 D e &
2 test run RN SN B
Control &U 7N %o \U(@J @Q} NEEES %@9
35 N desp O b O L
% % T
2 P AT S 5 =
111 N 7@\“)& > | S N L9115,
(@) =
197 P @%’0 0% PO SIS
350 576 9 O & ., . G5
LRso* AN mI@rod a 3 Yoo &
95 % cL &2 ~269mL pro uc@ o o
Reference i ) N 5 @ X
Dimethoat @00% N o S %
0.3 mL pr&uct/ S %© © %@ (539 @b ©§ @ 100
(1% and 24 test run 9 N v ~
! Applicatidrate in 200 L %r/h K N4 ¥

NS

2 Mortalgﬁ% fter exposure @remdu@m treated glags plates. @Qe resﬁ&or m@allty in individual treatments were
compared to that in @ntro mmg FIRYER'S @t B1n6mlal t@i (a= O@)

@’

3 Corrected mortality rding t 19253

*LRso = lethal rate oggr 1% a\%znd teghun v %,

395 % CL means lower ai per 95% cor@nce @mts @@Q
(n.s.) not statisy si cant ffereng compared to tk&@gntré

* statistically sighificantly diff@rent C(@ared to@e cont@ @

N @ %
No unn@l observagions w@e &oted 1&@6 @\trol and all test item treatment groups at any
observation point $ ng @test v @ @
N [0 @\ ) Q)
Conclusmns > Q@ Q&

In a worst- @e la@%torﬁdy With Reramsulfuron + Isoxadifen-ethyl OD 45 (22.5+22.5 g/L) the
LRs for diug %hop@szp@was calulated to be 241 mL product/ha in 200 L water/ha based on

the resudts of t,
All V{ﬁdlty @krla@%ordmg to _et al. (2000) were met.
Q@
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CP 10.3.2.2  Extended laboratory testing, aged residue studies with non-target arthropods

b))
Report: I N 1999: M- 19282201 S @b
Title: Toxicity to the predatory mite Typhlodromus pyri SCHEUTEN (Acari, Phytosgsdae)
using an extended laboratory test AE F130360 + AE F12 OO(@@I flowable 22@ 22@
g/L Code: AE F130360 01 1K05 A301 S
Report No: C005863 >
Document No: M-192822-01-1 B ) > 9
Guidelines: Deviation not specified D @7& v @% @
GLP/GEP: yes Q a SN ©§
O %, Q\\” >
Q A
Q& © &© & @ Q @
Report: 2000:M-198973-01 @7 R | [9) @
Title: Toxicity of AE F130360 01 TK05 A304 ta @2 ceréal aphid@paras 45)%41”\ Y
rhopalosiphi (Destefani-@w) (@%ende&%bom@ te %*a”ed Q¥idue ted'") Co&é
AE F130360 01 1K05 A’ @ &
Report No: C010411 = . “@ w % @ N @
Document No: M-198973-01-1 & N N L0 Y L YN S
Guidelines: ESCORT: Qct z%ﬁ“)%;wl\\g%C?Qﬁad- ngs@ n@ 199@1\1a®n not
specified Q> & & X @ S J(@ e
GLP/GEP: yes D 5 \ SHIRYEN N
5 & O SARN S GRS
X TF TS TS
CP 10.3.2.3  Semi-field s‘i&udle@anh r@ tar&et ar%gopodg \@ % @©
No semi-field studies we&e@%eeme@ nec@sary § & Q> § § Q‘”\z
¥y .9 S o W2
CP 10.3.2.4  Fie tudle@wm@non @get @ro@ds o &
: § Y
No field studies @e d\@led &‘@cessaf)% N \ @ @
6 S o & & &S
CP 10.3.2. % Otl@r routes of@%xpos re fo Q%h-t@t art@‘op%@
No rele@t exposure (@ion-t@et a@opods 1s e)@ected@@ otlgg@%utes of exposure than by contact.

INS
CP 10.4 E@cts orﬁlon rget"sgg me& an&é\na%%\una

The risk asses ent @edu@ (@j@’ the qulr@nts @§ given in the EU Regulation 1107/2009 and
the Guldancurﬁﬁnt %ﬁerr Stsial ESQ Xl%@ogy@

Predict env1r0nn1el@al co@ntra@ons@ed m:\isk assessment

@ \ & N
Pre&icted environnient Qon tratlo@ 1n il (PECsi1) values were calculated for the active
substance and 1@§espect1ve m\g s as scribed in detail in Point 9.1.3.
A soil lay@f 5 c@ Wit bulz}gﬂ en; 1ty of 1.5 g/lem?, 25% interception and a DTso of 82 days
(maximu aboggtory &udles@ormahzed to 20°C and field capacity to FOCUS (2000)) for
the par@ nd fé@&ms@ron 25.7 days for AE F130619, 3.68 days for AE F153745 and 147.6
days i% AE 29%§Were@mdered

O
T}Qmaxi@%m PEC,il V§CS are summarised in the following table.


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-192822-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-198973-01-1

B
Bayer
R

Page 58 of 74

CropScience 2013-12-06

Document MCP: Section 10 Ecotoxicological studies
FSN+IDF OD 45 (22.5+22.5)

Table 10.4-1  PEC of foramsulfuron and its metabolites for the uses assessed, taking the effect of .
accumulation into account (standard mixing depth of S cm) @ @
Compound Maize Maize N §
1x 60 g a.s./ha 2 x 30 g a.s./hax @®
PECsoil, max PECsoil, plateau PECsoil, accul) PECsoil, max PECsoil, platea%@csoil, accul) & @@
[mg/kg] | [mg/kg] [mg/kg] | [mg/kg] | [mg/kg] [mg/ke] S
FSN + IDF OD 45| 24992 = - 24992 - - o & .9
Foramsulfuron | 0.060 0.003 0.063 02058 0.093” 0.061S | 7 &
AE F130619 0.016 <0.001 0.016 V015 <001 0.065 @ @ &@
AE F153745 0.003 | <0.001 0.003 0.002 | gp00l 0%02 ISERS
AE F092944 0.004 <0.001 0.004 @) 0.004 |.£<0.001 @ 004 @© é}
D PECsoil, accu =annual maximum (PECioil, max) + plateausy centratlon (P\é;o,@m) affer mu@year %%e
2 Calculated based on: application rate: 2.6 L prod./h3 9 1ntercept10n % 3 duct@,ensng) 961 & L @
Bold values: worst case considered in risk assessment 2 RS
Q @ & @x
o @ @ @ % & °
@ R @ & o
CP 10.4.1 Earthworms g\? \\ \\ > %% O w
. . N L
The summary of the toxicity of F g&ﬁF %@45 {%‘am@\lﬁ@uro&and Qsml@etab@ltes to
earthworms is provided in Table - % Detal it of@ st&c@’s the agtive substangg and the
metabolites are presented in the d@ume%t M, P%mt Ca 8.4 @Q ® ©@ @Q \%
o T S Y F s
Chronic toxicity of forams ﬁron to earthworms @ o )
@ S N . 9 &
Table 10.4.1- 1 Endpoimr %sed in©risk 453ess > § @ N
& polmts o S LS
Test substance spe};@ tegt(@%sign P Q @%poi}f(\% & D Reference
S K|
eSfmaé‘:nda@? AN N @ Q . . 2013
FSN + IDF OD 455 Thioguction, ANOEG. @ 370%g proffvice du§” | M-464885-01-1
G| (Ko peatdg test s, QO 2," | KCP 10.4.1.1 /01
8 1tem@1xed&§b s0il @ N § T
N @Senﬂgf/ tida NIRCEES O @
) reproduction, 564 = | T o o 2000
Foram@ron (1@% pea test@) NOE&> > ‘C_Q' @%/k dws D M-193508-01-1
&4 1ten§ ayed on soilp Q" =& g\ X8 KCA 8.4.1/01
@\lrfacé\ & O NS Q
NP Eiseyi (e ©
@ fels%flé[$56 AN @© B 2013
AE F092944 @ N - N O NO§ 10@ng/kg dws M-461051-01-1
Q o P&t In tegt Soil N KCA 8.4.1 /02
esti mlxﬁd nto g0y & O o
9 N
FE A B . 2
AE F153745 oot NOES® > 100 mg/kg dws M-459518-01-1
% (0% peat in t% SO‘D@ S KCA 8.4.1 /04
Mest ;@1 mixed into S o
)
& | eotom 56 4 T
AEFI306198 " | 00, ot i . Y NOEC 56 mg/kg dws M-461453-01-1
% JEat in et soillg, KCA 8.4.1/03
@ test iggin mixed into§dil o
b Conmd@ng a _@\surfa@e)) area@@ZfBA cm? and an amount of 618 g dry soil per jar — BCS calculation results
in 2. 75 a.s. &@dws% KQ
§ & §
€ o

&


http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-464888-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-193508-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-461051-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-459518-01-1
http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-461453-01-1
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Based on the endpoints in the table above the TER values are calculated using the following equations:

TERL1= NOEC / PECqi 5 S @
N &@ @Q
The risk is considered acceptable if the TERr is >5. © Q> N
&% ) ~
Table 10.4.1-2 TER calculations for earthworms @ @ %\ \O\ @Q @
e ST
Compound, . N PECsoil,max/ © v .
test design Endpoint @ [mg/k gé ) TER&@ ) Q Tr@r @
v 2 @)
FSN + IDF OD 45 @ % 9 5 O
reproduction NOEC > 370 mg prod./kgdws ) 2.@9 N @1 8 6\ S SO
& N Q
Foramsulfuron =\ yopc 2275mgashaws @] Sooexe [20zar 4 Sy .
reproduction S @ QD S Ky &
~ . N N <
AE F(092944 o S
ot NOEC  10measkidys” o &@)4 & ;\@500@9 A 2§
AE F153745 N NIRRT 3§” 2
reprodustion NOEC  >1 &(@1{; a@(g dws™ | s O.Q@’ C@ 2% 33 § w\\q@ 5
AE F130619 X 9 O S S
reproduction NOEC _ ggmg as ke @5 S s, S O3 500 5

@@ N\
. N Qs e S P o
Conclusion: The TERLT v@jues af® aboyeithe tri€ger, indicating no @cc@able tré@ for earthworms.
° & Q% o

A
S O O ¢ w\’ <§
Report: 1999 M-199746-G%,
Title: @ A 14-day C;Jk)\ .J testWith tlt@earth@)rm (/:'i%gnia etida) Code: AE F130360
0IGK05 AR % O 6 & K
Report No: O [sQ006356> RS N N
Document N QWM-198946-019° « °~ > &

(O @7(\
Guidelines: ‘Ol OECD: 20Z;Deviation ng&spccit}iﬁl ~
GLP/GER:” TN N NG
()
@ @ @ ) S Q K SR Q

This study is part Athe @%e]in@ogi@%s i@%as pagt of t8%initial submission. However, as acute
toxicity tests wit *@arth%)rms@ no @ger%@uired@cco@ng to EEC 1107/2009, no risk assessment
is based on re@]ts Of@ su@@. @@7 ©\ § @§

\©) ©) ©© RS N °@\ @

CP 10.4/.@ Earth%)rms 1)

Y

Report NG

Til&é.\a %v| Fo Q\\ oh + igax wethyl OD 45 (22.5+22.5) G: Effects on reproduction and
gi@wth 0®rthw s Efsdnia fetida in artificial soil

Report No: @ 833528 7 o

i

Document @ NM-4£4888-04,1
Guidelinq& %, | O s G\{lﬁidelin@%r the testing of chemicals No. 222, Earthworm, Reproduction

@ @Q Test (adepted April 13, 2004)
& NN deline 11268-2, Soil quality - Effects of pollutants on earthworm (Eisenia
&% (ON (\%fetidag) - Part 2: Determination of effec;none

GLP/IGER:y” U] ye>
g

&



http://cropscience-transparency.bayer.com/OrderProcess?DocumentId=M-193746-01-1
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Executive Summary:

©

The purpose of this study was to investigate the effects of foramsulfuron + isoxadifen-ethy] ‘&45
(22.5 + 22.5) G on the mortality, body weight, feeding activity and reprod%}tlon of adu]@@zsem
fetida. & @
Adult Eisenia fetida (with clitellum and weight range 300 to 600 mg, 9 to 10 monthgeld, @x 10
animals for the control group and 4 x 10 animals for each treatment group) were exp&@d n %tlﬁc
soil (with 10 % peat content) to an untreated control ar@ the noml@ concentrat@ns of\]@ 21

>
>

@

55, 88, 142, 229 and 370 mg test item/ kg dry weight artificial soil. '@ test item W& incaiy orat@vl nto &

development was carried out. After additional 28 days the reprodu ionGate (@1 @f offspring) ¥

assessed. The test was performed accordmg tothe guldehn@ ISO\ 26%2 (1) an@q e €F D
Guideline 222 (2004). S

The No Observed Effect Concentration ( E?EC@EO ngﬁaht @row@ and @édl@ ac‘@ of ¢the
earthworm Eisenia fetida was determ@ testyy 5011 re. the higHest
concentration tested. The No Obsewe@ffeck&nce@aﬁor& OE@‘) for I‘Bprodu@lon s detesthined
to be the concentration of 229 m@@s‘[ q& g@@ll S@% Lq§e gs &Eff Concentration
(LOEC) was determined to be 370 mg t&t iterivkg soit andithe E@o, @%50 ues were

determined to be 273.9 mg test é‘;e Ok\i@ﬂ’ 3@gﬁ28 n@‘@s‘[ @@/kg& an&@@ Qé;& tesﬁtem/kg soil.
Materials and Methods: v (& § @& @ &@ \@ @@ @
Test item. Foramsulfuf@g;l + oxadﬁ% eth 0OD&45 (2@5 + 22.5) &(B@AH47626 + BCS-
AI19578); Batch ID: @KM®442@Matel@l N@ 63%@ §pec1§§catlon 1@ 102000011304-06;
density: 0.961 g/ t 20° ent ron E FIB0360): 2.33% w/w, 22.41 g/L,
isoxadifen-ethyl Flé@%)\ 9%§ %1 96 g?@ Sarﬂ@@e desgrlpt @ TOX10129-00.
RS

Adult Eisenic} id ©1th c@ellun@nd %1ght @Ige @ mg,#) to 10 months old, source: from
an in- hous@yulture x 10 animéds for;%le co@sol gréip and 4 x nimals for each treatment group)
were e@ed n amﬁ@ soil{wit % peat c@itent an ntreated control and to the nominal
concentrations of 13\ , 34, {% 142229 %@370 mg testdtem/ kg dry weight artificial soil. The
test item was 1nco§rated%nto soib ter@ﬁ dayggxpasure of adult worms in treated artificial soil
the mortality, befavio effgcts an@wmé&s de\@;opm was carried out. After additional 28 days
the reproducti@ rate @uimbes of of@ﬁ)rmg@wag dssessedassessed 56 days after application). The test
was performe accordm@ 1del@ IS%\I (1998) and the OECD Guideline 222 (2004).
Moﬂali@elght cha gg acl@ ty gepr uction rate were determined as endpoints.
The artifycial soil a@amed 6 fine &@%l 20 % kaolin clay, 10 % sphagnum peat, air dried
and flaely groundand O@% Ca@03 @ @ustment to pH to 6.0 £ 0.5 according to OECD 222;
the\H was 5.9 to 6.1 a@’expe@m | start &1d 5.9 to 6.0 at experimental end; the water content at
experimental QQT was25.89 %0 2983% (499% to 56.4% of the maximum water holding capacity) and
at experimegisal end 30 2$0 SZ\\.Q% @8.1% to 65.8% of the maximum water holding capacity);
temperat was@tbit&@e ra@e of @’C to 22°C; the illumination was 16 h light : 8 h dark, light
intens?ig@vas in %e rar@f 400 to 800 lux.

LS
T@s‘ta @?d (L@an Qirbendazim 500 FC): 0.57 — 0.87 — 1.30 — 1.96 — 2.91 mg a.s./kg soil d.w.

(corre dsto 1.3 -2.0-3.0—4.5— 6.7 mg test item/ kg soil d.w.); .; control: untreated artificial soil
moistened with deionised water, solvent control: none.

the soil. After 28 days exposure of adult Worm§ e mortalit behav1oural@:§ffects‘nd kioma
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Dates of experimental work: May 08, 2013 — July 24, 2013 @o S
Results: Q\ §
Table 10.4.1.1- 1: Validity criteria @§ & IS
Validity criteria Recommended | Obtained{ @\ 2
\»)
Mortality of adults in the control A <10 g&?) 0 %\U o\@ é\g
Reproduction of control (number of juvenile worms per repli@me) & 14%%25 82 Q\ y\g@ &@
Coefficient of variation of reproduction in the control @ @0 % é@,l % @Q é®
All study validity criteria were met. % R ° § & ©
.98 @

In the most recent GLP conducted experimes ct wit @ﬂle r @enc&%em @an bend'amm 500 FC
(performed under IBACON Project No. ‘ fro @lug@ou@) Octg%’er @J m@e were
statistically significant effects on reprodugtl n aga c mntraggn of 4%30 m@@arb ndazi gs nd
higher. The ECj9, ECy and ECs (r@od?&@tgon) v@re ga%ula@o @ 0@@7 mgJa.s./kg

artificial soil dry weight. @ @ @ @
Q v o 6 S & @© @
Mortality: @ g @j@ @® S ©© (&
No mortality was observed i %gny tre\tmen@roug S @ o @)
LN @ S N % ©
e & & S S &
Weight change: S S\ & @QQ R §
The body weight ch@ Q@e %%worms af@@4 \ggs,ks ex&sure&«\t for&msulfuron + isoxadifen-

ethyl OD 45 (22. 5@ 5)@ wer@t sw@stlced@m nificantly, dlffirent O@mared to the control up to
and including t %gh Sest eoncentratio %ﬁ370‘ing test@m/k
h@ gi «Q & n\

011 (Williams t-test, a. = 0.05, two-
sided). @ @,@ %© Q K %&a @@ S @

& N @ Xy
Reproduyg¢ @n g}ﬁ v\’ % @ @ @7

&
The reé@duction rate &%t S éﬂlﬁC&@? dul{(@ent C(Y;\\rhpafe%@to the control up to and including the

test concentra‘uor@ 29 %g itemkg SO@WH@S -test, o = 0.05, one-sided smaller). At the
highest test conc@htrati m@@@q\?’st 1t§%f/kg so0il a statistically significantly reduced reproduction
was observe%@ © @ . o O @
O © SN D
¥o L LS
S\ L 4+ 9 @
No behagdgural abnon@lltle@ere o@ew@m ani%f the treatment groups. The feeding activity in all

the treated groups W@ com%arab]%j%o the@gntr(&%%ee table below).
\ @ & N @



E . Page 62 of 74
BAYER Bayer CropScience 2013-12-06
R

Document MCP: Section 10 Ecotoxicological studies
FSN+IDF OD 45 (22.5+22.5)

Table 10.4.1.1- 2: Foramsulfuron + isoxadifen-ethyl OD 45 (22.5+22.5) G: Effect on earthworms (Eisenia

fetida) in a 56-day reproduction study @ /(\b
Foramsulfuron + isoxadifen- @ Cj@’
ethyl OD 45 (22.5+22.5) G Control [ 13 21 34 55 88 O 142 229 3@
[mg/kg soil dry weight] @S S N
Mortality (day 28) [%] 0.0 0.0 0.0 0.0 0.0 0.0 0.0 [£0.0 (0.0 |
Significance - - - - - R - P -9 -«
Weight change (day 28) [%] 203 [ 241 | 236 [(350 | 2445202 | 215.] 284 [ 306 @
Significance - n.s. n.s. n.s. nsQ] ns. @7;) . |xg.s. ©&
Mean No. of juveniles (day 56) | 237 239 | 23685 251 | 268 | 275 |2978 Q231 o118
Significance - n.s. a\N. ns. | Qs 4ons. ¢ Tnse | ns©] *Y
Reproduction in [%] of control o o X @
(day 36) - 100.8 [£99.5 | 105.65 112.\5@ 1156 %&% o @1 6
Food consumption [g] 244 | 248> 25(5«” 243 | 245 |48 JK25.0 [V24.5 [243
Xndpoigts [mg/kh soil dry weight] > g0 <
NOEC RIENEEN S S Y
R S
(day 28 mortality and weight) NN &6 237\&% O N
NOEC (day 56 reproduction) AN LN R Oy g 009
LOEC (day 56 reproduction) LOY S LS ENRSHEIRENNE
I\
Q & ECie, © § E@o @Q /\@@ %@%50
EC Values (reproduction) ? I YeX @~ @5 g T 3692
w L (693%278,1) 30¥5 1o $08.8) % (5682 10 370.3)
- =not applicable Q N @ 'O AN 2)
n.s. = not significantly differe‘hg%)mp ed to thé@ontro SN @“ *> $ Q\y\’

* = significantly different ggmpare ecdigrol O @ ,© N .
D Williams t-test, oo = 0. %g\gvo-sij@d? fo@ght clianges @%eg@\d small@ for r@r&oduct@}
2 Logit Analysis N < © @ @
N © &\ S ~ é@ @& <

Conclusions: $ & SRS S

onc us10ns.© Q %© S 9 N S @
In an eartfvorm repr%uctio&%rﬁ@wth&udy Rith @rams@ron + isoxadifen-ethyl OD 45
(22.5+ @) G the N@Q()bs ed ct ancen@ion@@OE@ for mortality, growth and feeding
activity of the eaorn%%Eisené% fetid@@vaséﬂdeterrg&ned tg*be >370 mg test item/kg soil, i.e. the
highest concentratiph tested. SEAN @ ©O
The No Observad t cen@g%gtionsﬁ\lOE@) forQreproduction was determined to be the

concentratiog .@s’ 22@@1}; éﬁ iten%%g s&i@The\@w st@%bserved Effect Concentration (LOEC) was

determine% to be 370 mglest i@/k%ﬁl an%(@le E&, ECy and ECsy values were determined to be
enc

2739 m t item/kgggil (98% co 1mi1§@f 269.3 to 278.1 mg test item/kg soil), 305.8 mg
test itenvkg soil (9@ confidénce Jimits¢of 3023 to 308.8 mg test item/kg soil) and 369.2 mg test

%)
ite soil (95% Cenfidedet li 15 of 368.2 0.3 mg test item/kg soil).
mlkg soil (95% Confidst i %@7 g g soil)
@° SN Q&

CP 10.4.1.2 &Ea{ekbv“vor ﬁeld§ud'@s

Considering the in 0 aboveno further studies are required.
ing @@ﬂ gseep élgd q
AN S
@’ @@ @ o v

CQ%A.%@ Ef@écts@ non-target soil meso- and macrofauna (other than earthworms)

A sury of the toxicity of FSN + IDF OD 45, foramsulfuron and its soil metabolites to other soil
non-target macro-organisms is provided in Table 10.4.2- 1. For details of the studies conducted with
the active substance and metabolites, please refer to the M document, point CA 8.4.2.1.
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Table 10.4.2-1 Endpoints used in risk assessment
,@ﬂo
Test substance Test species Endpoint Refereneégy @6
| FIES
Folsomia candida NOEC 142 mg product/kg @ M-46282%01-1 @
KCP 10%%.2.1/60°
FSN + IDF OD 45 e
Hypoaspis aculeifer NOEC >370 produ%% dws §835@1 1 %@
© & % 10.42.1/0,
7
S
_ SR o
Folsomia candida NOE@ 178 Qrﬁg as/kgdws ©
Foramsulfuron /@’ O((;@Q @
Hypoaspis aculeifer C& NO? @lOOO&M a. s dws§
v
> Q Q
Folsomia candid& \NOE&\ @ 10(@/1% dWs
A @ o S © %\ @
AE F092944 Q % O gy
o «f & X% @ S
Hypoaspis leifer@’ KOEC ™ \%&100 r&g d@
o O & O o _KCAS4.203
& Ty @7 YR M 2013
Folsé?a canﬁ?da NOEC S i % m¢kg d\;\% 450830-01-1
N S oy @ & LKCA 8.4.2/06
AE F153745 € < N
N o 1§ & o N O | BOE
Hypoa@‘\y 1%1]‘6}’ q NQEL o 2%)0 mg/lg?dws @ M-447606-01-1
S & o & s | KCA84.2/05
® © _FEe
é@ § AR E@@ @ . , 2013
S Elsoniq and%ig NOE & >1 mg/s M-450824-01-1
Ol & N KCA 8.4.2/08
AEFI130619.© |5 <
> & .0 @ K S @ B 20
@ Y o y%asp@jculegr "\%)OEC@© = 108g/kg dws M-454051-01-1
S-S @ @ KCA 8.4.2/07
dws = eight soil < > %, Q
o ©\>@&®% SO
S @ ~ @ O
Toxicity exposu@ ra@ for t soflwmes&%and @crofauna (other than earthworms)
< @ o @ @
Ecotox1colo§@al en%on@and\gﬁcm lues for TER calculations for soil non-target macro-
organis e summar%ed belQ TE@VVal @Ver%@lculated using the equation:
N
N N
TER*=NOEC/ PEC, & O Q@ N
@ @\

The risk is cosist dere%ac
@& %
<&
X
S
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Table 10.4.2-2 TER calculations for other non-target soil meso- and macrofauna
,@f\o
. . PECsoil max/accu
C d S End t ’ TER |[E
ompoun pecies ndpoin [mg/kg] Cg ger
FSN + IDF OD 45 | Folsomia candida |NOEC 142 mg productkgdws | 24998 | 56.8 (|2 5.0
Hypoaspis aculeifer [ NOEC > 370 product /kg dws 2.499 2148 | S
Foramsulfuron Folsomia candida | NOEC 178 mg a.s./kg dws 0.063 2 §95 &5
Hypoaspis aculeifer [NOEC > 1000 m&%@./kg dws @% 0.063 25878 5 @§
AE F092944 Folsomia candida |NOEC >100mg/kgdws AR 0.004 _$25000| &
Hypoaspis aculeifer [ NOEC > IOQ@g/kg dws (<§ 0.0043@ > 25600 @95 @
AE F153745 Folsomia candida | NOEC ZA@g/kg dws_ 0%9 0.008 @3 333 5(0%
Hypoaspis aculeifer | NOEC > 100 mglkg dw\@ 0.@93 @& 33 B3| &
AE F130619 Folsomia candida | NOECO> 100@ng/kgdws & | @016 5> | 26250 [ 5
Hypoaspis aculeifer NO&C > 1@ mg/l@dws Q ~0. 06, ©6 25}@9) 5@%
Q ﬁ O Ro
Conclusion: The TER values are abg #the&ﬁgger 1ca§r§g ng @accepj}bl @( fo@Oil nap-target
macro-organisms, i.e. collembola an@soﬂ %‘[es % \@' @@ ) @ ©
Q S SN & @Q "\%
N O & ¥ .0
Y & @ Q &
CP 10.4.2.1  Species leveﬁ@stlng\ AN &@ ©
& o,
Report: 2013:M962827-01 O .~ 9D
Title: Z A D 45422.5+72:5) G (FSN-{DF OD 45
22.5+2239) G)@ffects.l rep tgo@f thé@ollelgiaola Fo@ma candida in
Qartificfdsoil X 5 <
Report No: L 83383016 & O VY @
Document No: > | MS46287701-1 N -~ D oy
Guidelines: _~~ [CGLP comphaﬁgstudyﬁaseqq& OECD 232,8009 aiid ISO 11267, 1999;none
GLP/GEP: ©  Lyes, © o & o @
@) o\ %
E \? % % © @ Q@ \@
xecu ummar
e Yo & o & O

The purpose of t
(22.5+22.5) G (
Folsomia can da 1r1
10 collemb@@ns ( 1@2 olc&per re cate repl ates for the control group, 4 replicates for each
treatment group) were ex (Watst tre@ ), 13, 21, 34, 55, 88, 142, 229 and 370 mg test
item/k % dry wei 1@ Aft a pergd 0@8 da@és mortality, behavioural effects and reproduction
were, y(\i?etermmed @ % AN &
Theévoverall No—O&ew@ffe" fgonc‘@trat@ (NOEC) was determined to be 142 mg test item/kg
soil dry weighty, The overall<lLow ?Obs ed-Effect-Concentration (LOEC) was determined to be
wielgh

udy %as t eterl@ne t@effe&s of E@amsulfuron + isoxadifen-ethyl OD 45
(2&}%22@@’ Q) o@mo@hty and reproduction of the Collembola
11

229 mg te@temﬂ@%soﬂ validity criteria for the untreated control of the study
according { deline 232@@’6 been fulfilled.
@ N

@ Q

Materia an@let §
S 0

T em@@@rams@fur@% isoxadifen-ethyl OD 45 (22.5+22.5) G (FSN+IDF OD 45 (22.5+22.5) G);
batch EFKMO002442; specification no.: 102000011304-06; sample description: TOX10129-00;
density™0.961 g/ml; content of a.s.: foramsulfuron (AE F130360): 2.33% w/w, 22.41 g/L, isoxadifen-

ethyl (AE F122006): 2.29% w/w, 21.96 g/L.
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10 Collembola (10-12 days old, from cultures held at the laboratory) per replicate (8 replicates for the
control group, 4 replicates for each treatment group) were exposed 28 days in treated artificiafSoil.
Different concentrations of the test item were mixed homogeneously into the_soil which wagplacedd”
into glass vessels before the Collembola were introduced on top of the soil; ncentration¥(13, @,
34, 55, 88, 142, 229 and 370 mg test item/kg soil) and one control (unff&ated) wer tested\ he
collembolans were fed with approximately 2 mg dry yeast for each test V@%)sel at the b@§nm§f th®
test and on day 14. The assessments of adult mortality{4pehavioural Q\Z%fects and r@%ducm)n w@e
performed after 28 d. X @ @ Q\ y\g

The artificial soil contained 74.8 % fine quartz sand %20 % kaolin c@y, 5 % sph num@t @n%®
and finely ground, and 0.2 % CaCO; for the adjus%lent to pH t@ 0 @ 5 a@gordm% to OECD 2 @
the pH was 5.7 to 5.8 at experimental start 5.7 at e‘xperlm@al en@ @vater@on
experimental start was 21.2% to 21.7% (55. S‘Qto 57456 of @ ma@u V@ter dmg\%’pacrty and
at experimental end 20.0% to 21.9% (52.7% to @6%@ the@ @n water h&dmg @)pacny),
temperature was within the range of 18°§;0 22% t&@llumlf@tlm%was 16sh hgh© 8 l@ @ht
intensity was within the range of 400 to@%@o lm @}

@

~
Q3 %o "\& v\ﬁ© &Y @»@ é\g O
Toxic standard 33.6 — 53.7 — 85. 9&©1 7 Q mg-H ric&%/k&@ﬂ dg co r@l al@gﬁmal soil
with deionised water, solvent confedl: ngpe. ¢, S @Q ® ©@ @ \
VRSO I - AN
Dates of experimental Wor]& June &5 2%@ to unly 04@?2%13 &@ ,© % ©
o O N O QY & <2
Results: S AN 9 ©§ @% @@“ o @@
Table 10.4.2.1-1: Vag?@ crie§a @a@ - \@6 O S SN
Validity criteria @ LS .9 N @V R%é&mmended @ Obtained
Control mortality [fneas) = & DS <@ SO 5%

Control repro?t dfiotion @an nggnber @uve ifés per% S §
replicate) ~ Qp N IS 100 @, 423 - 555
Coefficienfpf variation Q:f the coggﬁ%l remucu@ T g < 304@’ 10.7 %

All Va@ criteria we Q)' met@ere@% tlg studal GQ ;&

&SN
In a separate GI@ co %mted dy {%ﬁudy @%e 6@030@) the reference item Boric acid showed
statistically si 1 ica ect, @@hty and re@duc@ at concentrations of > 53.7 mg/kg soil dry
weight; the fo@pr%ﬁtlo&%sas culat%\to be§9 9 mg/kg soil dry weight.

%f' .

Mhé@ ~ QQ @ @ @\%
A megality of 58%&9@% rvedf@n th @§ est item treated group of 370 mg test item/kg soil dry
WCIEht which was stat@tlcall@ mgnﬁ%mtl@dlfferent compared to the control, where 5% of the
Collembola d{@(%F isher’s t tegty 0 = @YS5, one-sided greater). At the lower test concentrations no
significant igcreas ort, wa%q\obse@ed except at the concentration of 21 mg test item/kg soil dry
weight, which i@ot cofididerd®to béHeatment related since at the higher concentrations up to and
including229 R test item/kg3oil dry weight no effects were observed.

LG e emigieil dy g

S

@%uct;@@ v @

The re uction of the Collembola exposed to foramsulfuron + isoxadifen-ethyl OD 45 (22.5+22.5)
G (FSN+IDF OD 45 (22.5+22.5) G) was not statistically significantly different compared to the
control up to and including the test concentration of 142 mg test item/kg soil dry weight (Bonferroni-
Welch t-test, o = 0.05, one-sided smaller).
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No behavioural abnormalities were observed in any of the treatment groups.

Table 10.4.2.1-2: Effect of foramsulfuron + isoxadifen-ethyl OD 45 (22.5+22.5) G (FSN+IDF OD 45 Qy
(22.5+22.5) G) on Collembola (Folsomia candida) in a 28-day r@nduction study @
& AN

Foramsulfuron + isoxadifen-ethyl OD 45 (22.5+22.5) G (o3

(FSN+IDF OD 45 (22.5+22.5) G) Control | 13 | 21 | 3 | 55 | 88 42 23704,
[mg/kg soil] ‘s > : : N
Mortality (day 28) [%] X3 13[239°15]15] 207 | 18} 15|68
Statistical significance? 4 - ns. [ ns. [ns.d Ws. [o¥ [ ng) *
No. of juveniles (day 28) @ 487 [5321386[467[53%) 432 5123 | 53,
Reproduction in [%] of control (day 28) mﬁ - 1093 798,96 @Q@ 84\ 1105 66
Statistical significance ? ol - f§.s. 257 ns, [ ns. [0S, [085] * g
& 9" < Endpoints [mglRgsoily,
NOEC (mortality) O Y e @ a0 2% < .
NOEC (reproduction) v | 9D R O L& o>
LOEC (reproduction) J\? . > = Q29 @
B @ o
EC Values (reproduction) ¥ Q@ K\ L) @ﬁg&%© é" 2]3%%Q @@ //,2;@;%:8
n.s. = not significantly different compared@@ the cofiol s significantly g ferent®ﬁpar th%?trol %J
D Fisher's Exact Test, o = 0.05, one- s1de@reate% ((’@2) Bonf@mni—@ t-tefDo = ()g one-gigled stialler
3) Probit analysis @ % o & @ Q @ @@) N
Conclusions: % (& S @ \@9 S
Foramsulfuron + isoxadifen- e;&xl OD 4 ( Xs DF OD%S (2 22.5) G) caused no
significant effects o rtalgty of @ somza can@

and@clu&g the’soncentration of 229 mg
test item/kg soil d el ht and§ eff x\ on ?}pr 10n@p to and including the concentration of
142 mg test 1te @y W, ‘fght W N

Therefore, the @ .veraé&o 0) serve?ffec@onq@ﬁr (NO ) waxs\determlned to be 142 mg test
item/kg soil wegght. Fhe overa Low st Qgerve ffecl@Eon e@ratlon (LOEC) was determined
to be 229 n(@ test 1tem/]gg soﬂ@{gy wej TI&C as d@@m‘m&@f to be 258.48 mg test item/kg soil

dry weight & O & &0
oS S ¢
Report: N ] ;2018M-462835-01
Title: 9 dHuron @soxag fen-ethiyl OD 437(22.5+22.5) G (FSN+IDF OD 45
@ €2 .5) G@Effec@ on re@)ductl@ of the predatory mite Hypoaspis aculeifer in
Report Ned\ 833351089 9 9
Documgii®No: f402835-01-19 & -
Guidelines: Q\GLngomplbglt stuﬁy according to OECD 226, 2008;none
GLP/GEP: ol yes? L Y o7 @
ORI
. @° N
Executive summar &
xecutive sum %% " Q

The purpes of \stu(@ asxto det‘@n@me the effects of foramsulfuron + isoxadifen-ethyl OD 45
(22.5+228) G ( NHIDE OS5 (22.5+22.5) G) on mortality and reproduction of the Predatory Mite
Hypoaxpzs a lfer%

1t s@nite@ mddes) per replicate (8 replicates for the control group and 4 replicates for each
tre%m oup) were exposed to control (water treated), 13, 21, 34, 55, 88, 142, 229 and 370 mg test
item/kig50il dry weight. Two weeks after start of exposure, the number of juveniles and surviving
adult female mites were determined.
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The overall No-Observed-Effect-Concentration (NOEC) was determined to be > 370 mg test item/kg
soil dry weight. The overall Lowest-Observed-Effect-Concentration (LOEC) and the Ecso@ere ©©
estimated to be greater than 370 mg test item/kg soil dry weight. The validity_criteria for th@ontro@ﬁ
group of the study were accomplished. @J@ & @@

N
Material and Methods: =N ) § § &

% \ Q, %
Test item: Foramsulfuron + isoxadifen-ethyl OD 45 (22%@22 S5 G (F@§+IDF OD @(22 >2.5)§' @
batch ID: EFKMO002442; specification no.: 102000011 04-06; sa@le descripti@n: TQX101 00,&
density: 0.961 g/ml; content of a.s.: foramsulfuron % F130360)£2.33% w/w, &41 g 15@&&:@2&
ethyl (AE F122006): 2.29% w/w, 21.96 g/L. , @) Q
Q} N

10 collembolans (adult females, approx1mat 9 d aft@\ﬁ%acl&%g th& ult @age) p%r re Y%‘dte 8
replicates for the control group, 4 replic for e tre p) v@re exp sed & da@ treated
artificial soil. Different concentrations ofﬁ tesgl em Were %xed he%loge 1nt0 thessoil ch
was filled in glass vessels before @’ 1tes dwere @trod ied o the
concentrations (13, 21, 34, 55, 88, ]@ 22{% @mg@t 1te@ék dry igh d one control
(untreated) were tested. The colles bolan@)vere fed witly T yr g&re@emme) ad
libitum at test start and on day 2, 7@9 and 92, T@asse@yent& f a@ mo 1ty, Iﬁ)rphologlcal
differences and reproduction «gg rmed after & d. @Q & é
The artificial soil contamed% 8 @Q ﬁne quartz sand, 2@@% kadlin clcag,@ Y%phagnum peat, air dried
and finely ground, and Q\ % C4€0; @the ust ent to_ pH to @accm%ng to OECD 226;
the pH was 5.7 to 5.8 at e>;)§n | sta @to 5@ erlme}%ﬁal end) the water content at
experimental start w@l 2 % ( @ 8% %& 1@}% the@laxn@m Wi%r holding capacity) and
at experimental 6@20 3% to 21y8% 53.5% A) of@he r@amm@ water holding capacity);
temperature wa&?ﬂhu@&@le ra@}e of i% °C %22%& e 1J§m1n@0n v&@ 16 h light : 8 h dark, light
intensity was @hm rangg of 4@0 &&@Tux N @

N © @
Toxic stavsgc%?rd (Dlme ate @) 40@0 @;0 1) 4@’7 g/L (nanlysed)): 1.0 - 1.7 - 2.7
-43 7@ mg a.s. /kg,@;oﬂ d@)}welg control: af® 101aN011 m@stened with deionized water, solvent
control: none. @\ QO éw \

Dates of expe@'ﬁnt@or@l@ un@& 2%\3 to J@ 21@13

Q O © 5N
N\ (S
Results: & & § %g @ @
Table 165°2.1.3: Validits criteida © @ O
RS )
ngﬁtity criteria % @ ' @@ ) Recommended Obtained
Control Mortah% (mean ﬂ%rtah@of tl@adult &@iale <20% 49
animals) ,@»
Control Rep, uctl&%un@ of Ju*:%temle @tes per > 50 190 - 226
replicate) . ®) S
Coefficiént of V@}ﬁﬁtwn 6Bthe Cowitrol Reproduction <30% 53 %
SRS

v
Al&@lidit@@%ﬂi@er@t Therefore this study is valid.

©®©
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In a separate GLP conducted study (study code 74661089, performed in May/June 2012) the reference
item dimethoate showed statistically significant effects on reproduction at a concentration of 1 g
dimethoate/kg soil dry weight and above. The ECsy for reproduction was 4.0 _mg dlmethoat®g soifty
dry weight.
& SN

Mortality: =N § @
Mortality of Hypoaspis aculeifer in the test item treated group range(@?om 3% to g{}% The Val@s
were not significantly different compared to the contr%where 4‘V the soil té&s @ (Fh@@rs &
Exact Test, a = 0.05, one-sided greater). S § ©
No differences in morphology of the mites betwe&ﬁ%}le test 1ten@reat%ogrm§ and{he conffrol w&@

observed. ) ©
&N D L
& &) N &% % IS N
Reproduction: S) @ é*ﬁ b@ @ .
There were no statistically significant @ﬁycts @1’ re, r@luctlé@ of Hypoa@zs acz@ezfe;@ to d

including the highest test concentratlcég%’f 3&mg m st 1te@g sc&%w& ms @tfzs‘[ §one-

Sy,
/?/
@

sided smaller). @s% ‘”\9
The reference item dimethoate &@owe}% sta‘e@%ally@ 1g fg@ant ectsyon r&odu@@on at a
concentration of 1.7 mg dlmeth@te/l% soil @nd a@ve '@ EC@ foréé’pro@ tlon\%as 4.0 mg
dimethoate/kg soil. @ & @ &
> @ & O
@ & %

Table 10.4.2.1-4:  Effect of @Qrams@uro 1so:§fen ethyl OD 45 (2@@22 i@ (FS%%EDF OD 45

(22. 5+2N) G)%n the P %edat ypo@s aculeifer ina 14-@ reproduction study

Foramsulfuron + & 3 v\g @ > @
isoxadifen- ethyl$ N Q@ NS §’ q S
S | cont
Cen

(22.5+22.5) G (F IDF@ rol fo 13 210 °§ 3@{@ % @ 142 | 229 | 370
OD 45 (22. 5+2©@ G) @ NN N QO § N

[mg/kg soil] & L q QO] « o O o

Mortality (day 14) [%] @ 8 N 8 @ 8 11@ 8 8 3 8

Statisticgksignificance! = - ns. | ng. | "eY n.s. n.s. n.s. n.s.

No. offuveniles (day 14 O 207 243 | 2eF | 3 . @33 209 | 207 | 223 | 193

Reproduction in [%6Jf & X b,

comol oy 1) Y & 3 a7 ¢ 10377 112 | 101 | 100 | 108 | 93

Statistical mgnlﬁéﬁlce ) [ - @ ns Y ng | S n.s. n.s. n.s. n.s. n.s.
@ O ¢ Y O |9 @Er@ipomts [mg/kg soil]

NOEC (mortafity) V[>377 © &

LCso (moggality) ¥ S0 oF P xS
NOEC @eproduction).. 2  [370 L N
LOEC (reproduction)\” >370

@ R
ECsa(reproduction) ¥ %" [ >370 Q AV
n.s. = not s1gmﬁca@€x dlfferenkt/co yed to¢he contQT/ not applicable

D Fisher's Exact e § ided §@ter Q" 2 Williams t-test, a. = 0.05, one-sided smaller

3 estimated va @
&@ SERS ©
Conclug @’ §) Q
For&sulfu %adl‘,féﬁkethyl OD 45 (22.5+22.5) G (FSN+IDF OD 45 (22.5+22.5) G) caused no
ifica ffects on n§rtahty and reproduction of Hypoaspis aculeifer up to and including the
hlghe@t concentration of 370 mg test item/kg soil.
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Therefore, the overall No Observed Effect Concentration (NOEC) was determined to be >370 Iﬁé‘i{es‘[
ed

item/kg soil. The overall Lowest Observed Effect Concentration (LOEC) and the ECso were esti

to be greater than 370 mg test item/kg soil S §

o @® @

& N
CP 10.4.2.2  Higher tier testing 3 S %
In view of the findings above, no higher tier testing is required. Y \© N
%@ & &S L@ @
X S

CP 10.5 Effects on soil nitrogen transform%on &©Q é\g@ QQ § q&©
The toxicity of foramsulfuron on soil non—targe‘ﬁgo—organisms@s suggtharigéd in ble 10.@— 1. {g%
details of the studies conducted with the active stfstance and @tab%@s, pel&ase rr o th@do t\Q
M, point CA 8.4.2.1. NN E S

Q @ X >
%@QQ@b

v
Table 10.5-1:  Effects on soil nitrogen t@@or&%&ion \\ [} 'S
o @ &

(N
\)

Test item | Test design | Ecotaxjcological endpoint ', o] Re@ence%@ ©
N-transformation < N Qy Ko @U@? \g@ %)
ﬁ 1999
no@mac table® | =59 0d./ha
FSN+IDFOD4s| 28d  prowracespbiey | B0 Lpsod e~ i 1a37ap o1t
Q Q\ A P @@g KCP’10.5
Z
< | 1997
Foramsulfuron 28 d) @na“@ble @ \WM-142572-01-1
N (Cifeets & K = | KCAB 5/01
S e S ’
Foramsulfuron + neCacceg@iable S s 4000
bound residues @ 28©£ . e%cts% _@.@%375 %@.s./lz QIS @M-193916-01-1
R NN S @ SS[KCABS5/02
O O N N | BB
AEF153745 O @J@ 28 egg© 1o @a“dﬁ@% 9 uz mg®§ dws®@ | M-453508-01-1
o sy D | O o D KCA 8.5/07
> O X YIRS | POE
AE FI40819 L @gq QMO ) Ccept@a@e . 920375 mgikgdws M-453568-01-1
SNV -SSR PN KCA 8.5/06
5 T Y B 20
AEF092944 9 @d §%§fe‘l@@epﬁa\% 40.13%mg/kg dws M-453511-01-1
@ | O g% Q .9 KCA 8.5/05
dws = dry weight soil @U ©\ %T_’Q & @®

) o w
@7 °\@ Q @ @ N
, . e trandibrma Q
Risk-assessment far soil @rog rm@r n
Ac%ding to current re@ﬁ’ator@equ'@e en&»@m risk is considered acceptable if the effect on nitrogen
mineralisatior&@the g@o dedgpplication rate of a compound/product is < 25% after 100 days.
RS

N
In no casesdid d@atior@@rom Sm contrdl exceed 25% 28 days after application, indicating low risk to

soil '-orsm . A stiidy testing effects of bound residues of foramsulfuron on nitrogen
trans@@mati@( , 2000; M-193916-01-1) measured nitrogen turnover for 28
d tartig from the ti@ point when a plateau concentrations of bound residues had been reached in

the tes@l. No deviations from the control exceeding 25% occurred. It can be concluded that the
formation of bound residues does not have a negative impact on the activity of soil microorganisms.
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Report: I 00519374201
Title: The effects on the respiration and nitrification of soil microflora Code: AE F1 303@ @
01 1K05 A304 o
Report No: C006355 N ()
Document No: M-193742-01-1 L NS
Guidelines: BBA: VI, 1-1, 1990;Deviation not specified v A C
GLP/GEP: yes RN Q e P
SN
& @ &S %@Q 2
CP 10.6 Effects on terrestrial non-target higher plants &©Q é\g@ Q@ @@ C&@
Risk assessment for Terrestrial Non-Target I-gé%r Plants S © &@

The risk assessment is based on the ance Doc @ent &I Terrestr, §©Ec t%hc”
(SANCO/10329/2002 rev2 final, 2002). It is&estrictéd to ofbtiel *“s&tuamg;ls agON- téﬂget pléﬁaats are

non-crop plants located outside the treated ared. S %% drl@ rorﬁ@@e tre@a aredy maélea(@esuies

of a product in off-crop areas.

\ \ @ o
For herbicides and plant growth reg 1Sc 1de@unp ablg}o co@tfl studies as it
is inevitable that these will lead to{@r 2 %ose *xgSponSe studies in @r to data, §aitable for
deterministic or probabilistic rlsk@sseS@lents%e El@ V&l@ for @10 01es @presemlng a broad
range of plant species. @ w\ﬂ @ @ Q @ é

Seedling emergence and @gegeta@e Vi r S 1es have been c@ct@%t%@@é plant protection
product with the produc%ﬁ cods%lOZOO the active s@ance foramsulfuron
(22.5 g/L) and the sa@aer i adlf@ Zethyl (22. 5 ) sﬁﬂyed 1 O&form"uia on, following OECD
testing guidelines @ an(&227 r@ect (se@omt

SRS N AR
Ecological e @@&nts@ s é& \ & @Q %
The endpoint e t1 stu%es use§§for Ih@rlsk @essm@lt ar&@ﬁmmarlsed in following table.
S & & @ v S Q@ 7
A X SR X
© N
§ N SERN ;@, S 5
o O ¢ .09 o O @
QOO O N O D
¥ K &2 o
=) S gF W2 O
@7 °\@ Q @ S
T
@ &@\ N
@%
@ O § - @Q
v Q
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Table 10.6- 1:  Survey of non-target plant tests performed with FSN + IDF OD 45

@ S
Terrestrial Non-Target Plants . @\g §
Number of species tested Test method Effects @ Referenc@Qb
(species) Test substance @JQ ©®
Application rate
Dicotyledoneae: 6 Tier 2 vegetative vigour most sensitive spe%ﬁ%
(bean, cabbage, radish, FSN + IDF OD 45 r@h; &
tomato, soybean, lettuce) 0 (control), 0.25, 0.74, 2.2, mest EC50 g sum of
Monocotyledoneae: 4 6.7, 20 and 60 g prod./ha q a.s./ha Q
(rye grass, corn, wheat, with height and conditiong@ S
onion) observations on Day@ Q 2
0 (prior to applicatio @,\ o\@
and 21, dry weight o &Y w0 o U
measurements onay 2127 & & @
Dicotyledoneae: 4 Tier 2 seedlin merg@ 1@st sen@%e spoeies:
(cabbage, radish, tomato, FSN + IDF @@ Nettuc ®
lettuce) 0 (control .25 & 2 29 lowest EC5038.8 g
Monocotyledoneae: 3 6.7, 20 afig 60 Cﬁpgod/ a@ha 2o <
(rye grass, wheat, onion) with g rvaty%s of ° %, \@7 §
eme(@h ce on ays 10 and @@ o ©@
1t S
@ght m con tlon on @ Q@ @Q &
Day {4 and uremgent & o\@
&;| of dweighon Dg@M KL D
Remark: In all studies eﬁdpomts%are giver! in i./h esc §ﬂons of’the &%enm@ﬁ’al design in the two
seedling emergence studigs (pa§ in edgh repod) mdlge that omtg@re glyel@s g (AE F130360 + AE
F122006) per hectare. & @ @ @ % &
@ s .9 X @© @ @
N @ S N \ . 9 N
Exposure Q) & N S AN

Effects on nogstarget ants@e of @ncem&@ th%&f figld envis me@;wvvhere they may be exposed to
spray drlft ef he am@ljmt og#spra%ﬂrlft %achu@off crpp habitats 1%@alculated using the 90" percentile
estimatggderived by tl@%3§000 rom the spray- drlﬁred@sons of

(2000)°.” Only a single applicatior was c@ldet‘ as actors geh as plant growth will reduce residues
per unit area betyeen imulti Qapggsatlon@% FofOa 51&16 application to maize, 2.77% of the
application rate @as a %ﬂ § @’ areas, at tdge@§ the crop (0 meter buffer zone; worst-case
scenario). Fef 5 m@@ffer@%ne asdrift mge of 0s87% 1ig assumed. The highest single application rate of

foramsulﬁ%on + isoxadi -et$ (22 22.5@/L) is 2.7 L product/ha (corresponding to 120 g
forams@on + 1sox&§?fen a) g 1ni®naum off-field predicted environmental rate (PERos
field) @{73 324 ¢ sum, 0 a.1./ @
v O
@° & @ Q&
S Q" %,
@ < Q" & ©@
& e oe
S EFSHI
@ RN

5 B%A ) Bundesanzeiger Jg. 52 (Official Gazette), Nr 100, S. 9879-9880 (25.05.2000) Bekanntmachung
iiber dieAbtrifteckwerte, die bei der Priifung und Zulassung von Pflanzenschutzmitteln herangezogen werden.
Public domain.
6 . (2000) Drift, drift-reducing sprayers and sprayer testing. Aspects of Applied

Biology 57, 2000, Pesticide Application. Public domain.
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Deterministic Risk assessment

& &
According to the Terrestrial Guidance Document’, the risk to non-target plants is evah@ed by
3§%¥ oft&D)

comparing the lowest ER50 observed in the laboratory studies with th ift rates R,

inclosing a safety factor of 5. In addition, the usage of drift reducing nozzles @’conmdere% @
7 2 Q@
N
Table 10.6-2: Deterministic risk assessment for foramsu@ron + isoxagén-ethyl (0))) 4@(22 @2 5 %@
based on effects on seedling emergence
arable field crops, one application, 120.0 g su@f a.i./ha; IOWQ ER?%? 38. 8&g sum gf a.1./ha® &@
Distance Drift PER Qﬁ@ \ TER@ X O o ,\\(@
no drift N &° @ v Q N A
o reduction No drifd @ 50%drift S| r@ 90%,drift
[m] (%) 8 | g rft
[g sum of redu%lon % 101@ edu@on r 101@&
a.i./ha] ‘N \ S
1 2.77 3.324 @1 67, @ 2385 O w\\?lv6.69@“@ D 11(§
5 0.57 0.684 | ©356a3° & 1345 | D269 4 356725
& [ @ \)6’ Z
10 0.29 0.348 £ 11149 12299 O 44598 B AN TIEY

© \ 4 ©
@ O LSS T
Table 10.6-3: Determmlsu@k ass%sme%@for foramsulfiiron ‘&@Xﬂdl@@l etl%l D 4@22 5+22.5 g/L)

based on eg)ects o %&egeta@ Vlg®‘ @ @ N ©
arable field crops, one aggllcatlon%bO @um @i% i /}}@owest%RSO&j 88g®um of a.i./ha
L 9 O
Distance Drift P@ X N TE
x@ % ﬁm\? & S @&9 @ é &
drifg Ro
] @gﬁ \reductf%@n « No A so@rift ¢ @@%drift 90% drift
0 >[g s@n of |© red&: on @ucti0ﬁ§ reduction reduction
Fis/hal 2 &0 |9
= = %) S & >
1 277 ;&93.3%@ &vs71Y LT 18 2.26 5.66
AT 057 @ 0.68% 235 . Q %.500 © 10.99 27.49
10 0.290" Q348 4 L S0 o] K 10800 21.61 54.02
N (&
© SRS @©

Probabilistic Ragk ass€s en@ <© @ Q (%03

In addition %@the d@t’ern@stlc }( as@sme@@\he "@rrestrlal Guidance Document recommends the
use of t@& (the co%:entrgn be@ﬁ%{ & 1e han 5% of the species will be harmed above the
ECso level) which be calculated from the@a sets of ERso growth inhibition levels. The EU
gul%y?rce documerNor t %tr 1@00‘[(@ (§}s‘cates ’If the EDso for less than 5 % of the species is
below the hlgh@gpredlc«@d e@%%sur@level,& risk for terrestrial plants is assumed to be acceptable.
Thus, the HCtself {%ER ca %regar%d to be protective.

The HCs wi al %ted ord§g to

7 Anonymous (2002b). Guidance Document on terrestrial ecotoxicology under council directive 91/414/EEC.
SANCO/10329/2002. 17 October 2002.
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HCs =10 exp(avg-ks*std)

& o
With S @
_ & @
avg=mean of log10 transformed ECs values QS & ©®
std=standard deviation of log10 transformed ECs values v IS N
_ - S\ o & o
ks = extrapolation factor % e 9«
\
& & & & @

From the data sets of ERso-levels obtained from the te txuh foram@uron +1s x@ilfeyl @ 45 &
(22.5+22.5 g/L) only the vegetative vigour data a % phcable fethan HCs- calc@atlon he @dhn@%
emergence data contain too many greater-than ﬁ@ @9 Q @ N

@D
9’ @6@3 %\ %@J 6\ \ §
Table 10.6-4: HCs-figures for seedllng-emerance @% Ve@@atlvour i for@sulf@on + adifen-
ethyl OD 45 (22.5+22.5 g/%\?)% s S @ @
HCs @} ON @edlmg%merg@:e A@g%getw vig§
HCs based on lowest endpoint from al@%cie@\ Q Cha. QX @ @2625 ({(@lm Q(;a.i./ha
@ oy @ @ @V Q N %

o o L
Table 10.6-5 Probabilistic %jgﬁasses?ment fo@’fora@lfug@ + m@dlfen @hy] @ 45 g@ 5+22 5 ¢g/L)
based on effects on wg%tatw@flgour

&)
arable field crop&pone a@hcat@ 12§% sum of al. /ha HQ\Q@O 6@@ su@ig)f a.i./ha

Distance Drift E{% @ % TER *v &
& noghift Q& )
o re uction§ & dl‘lf@ &0% 75%%1rift 90% drift
[m] (% ©3um of %edu&@n re%{glon @ction reduction
%@2 ) a i./fa] N & §
I 027787 B P« o[ Sosgs g 075 1.88
5 & 057 068492 | N 09 |[U 183 gF  3.65 9.14
10,05 029 n;; 0;\@ & 180 859 o 7.18 17.96

\
Since foramsulfu ow oxadl eth M)D 4«&22 5&2 /L) has stronger effects on the vegetative
vigour of young antQ dhn Y%’mer ce, the vegetative vigour data determine the risk
assessment. <& v- t es lég 1 3md -8d becegnes bvious, that a 10-m buffer zone is sufficient to
protect tel%strlal non-targét plgats if ¢ Ve nal spraying equipment is used. With the use of 50%
drift re@ing nozzlci@@le bsg zo@ ca@e re«i%f:ed to 5 m. With the use of 90% drift reducing
nozzles no buffer Z?”i@ is @mre@ @§ N
N s &
F oramsulfuroyi @?soxagifen yl @45 (®5+22.5 g/L) poses no unacceptable risk to terrestrial non-
target plant@ offx%p a@gll&ing the proposed uses.
@ S
@ Q
Cp lg\ﬁ @@Su ary@creening data
Scredning ditta ar¢Biot avdilable.
sgating dita ard ot

&



E ] Page 74 of 74
BAYER Bayer CropScience 2013-12-06
R

Document MCP: Section 10 Ecotoxicological studies
FSN+IDF OD 45 (22.5+22.5)

CP 10.6.2 Testing on non-target plants

Report: I - T T 55\ 25501 @6
Title: A Tier II toxicity test to determine the effects of the test substace on vegetativgsyigor
of ten species of plants: AE F130360 + AE F122006, oil ﬂm}@m 22.5+22.5 Sy
Report No: B002710 Q
Document No(s): Report 11]30{L21dlc:7T11a] Nos.: % § § >
-122 N °\ N
M-238444-01-2 @, A NSO
Guidelines: MAFF: 3850; OECD: (98)17; USEFA (=EPA): 8§9:4250; Deua@;}% no@eufn&g}/ &
GLP/GEP: yes & S & QA ©

Report: 0QI®§385@9 01 @
Title: Sest sub@rance \ seedBag
emergence of seven speciy of plgits: A A@QZ@ oil ﬂ\xable 2 S+
22.5 g/L: AE F130360 01" 1K08A304 QO < A
Report No: B002819 RN S V N
Document No(s): Report includes T&O;}\\Nos\ @} &© @&w \U é\a w, §
23 ~ o
?:leo(; 5 &K é\g S @’ §9 @ @Q ©
M-238550-08%1 O " SR
Guidelines: MAFF: 59 NohSaépNoti @ $ 38 ()E@# Eé@MC/&HEM(%)H
USEP,@EPA}N()O DeViati sp&;t.e¢ %
GLP/GEP: yes % & ~
2 @ @ .
CP 10.6.3 Extende} lal@ytor study§ %@-tar§pl%ts @

Considering the findings rep@te ve i furth&s'stu are r@mr@ &
A ot o S

"\9 &

CP 10.6.4 ml-gld anﬁbﬁelcktests @»noné{arg t [%nt t§
Considering t@ ﬁn@gs r&porte%above I%% ﬁlﬁl@r stu@s are@qu&@?
°\ ) @\a % @ @ @

<
Cp 10& Effec@@%n 0@1‘ ter @korga@%ms %ﬂora 2@d fauna)
Studies on effects@the&err tal ong’@usnz@are %Pher a\/%ilable nor required.

CP 10.8 @MO@)rmédata \© \© N
Reliable r%mtonng data§1 fo@sul ?r@((?ot av@ilable.

@7 °\@ Q @

/p
Y
@?@ o
Q
D @@/"
@@é
7p
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