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CAS ECOTOXICOLOGICAL STUDIES ON THE ACTIVE SUBSTANCE
INTRODUCTION

This document provides detailed summaries of new ecotoxicological studies Wh@h were not available
at the time of the first EU review of amidosulfuron and were therefore not evaljiated for the Annex I
inclusion of this active substance. Existing studies already submitted for the first E review&are found
evaluated in the Draft assessment report (DAR) or its Addenda; in the pr@t docéent ti®se studips
are therefore only briefly referenced, marked in grey shade. In exem@‘ frthis, pon fic
request by the RMS expressed at the pre-application meeting, studies @ have been sub ittedys part
of the confirmatory data post Annex I are summarised apgPdiscussed asSNnew iffdrmatide’, even
though they have undergone review for the EU by forper AGES Auwéﬁ and%}re found
summarised in the ‘Addendum to monograph prepared jnthe context ofpost Afinex I Goedure (new
Annex II data)’, December 2010 (rev. 1 Feb. 2011) and aeﬂect@y in @pd@ EUgSTst of
Endpoints of December 2010. O < @ @ @) @

N LD S @)
Complete reports to all studies are found incld in\the @@}troni&dossie@provi by Bayer
CropScience. The numbering and the headlin@orres dto st E%{@quirel@nts.@@&
For transparent overall data interpretatiox&%nd risl&assess@%, k end}g&@ts de@red from both, old
and new studies, are listed in the overvi%r tablesFor e{ disc, mati%l, new @gformation is printed
black, whilst existing information is n@ed in@rey shaded foft, \@ N
Due to new data concerning the fat@e)ancko\b}havi@é%of ax@sulf@m in“the environment, additional
metabolites are proposed to be J{@lded the rgidue d@é‘lnitio@r the risk assessment (see Table CA
8-1). Accordingly, studies have be% repaggd to sdeScribe t ec@xicological profile of these
metabolites in the relevant @ronm@tal compartmént. S <

& N
@@QV@&@\%
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Table CA 8- 1: Definition of the residue relevant for risk assessment*
Compartment Residue Definition Major Metabolite in
Amidosulfuron (parent substance)
A.-Desmethyl (AE F101630) Aerobic soil, anaerobic soil
. A.-Desmethyl-chloropyrimidine (BCS-CO41838) &y Aerobic soil
Soil A.-Guanidine (BCS-CO41839) D Acrobic soil
A.-Biuret (BCS-CQ51287) N Alrpbic % c
A.-ADMP (AE F092944) N wAerobicsoil @
Amidosulfuron < @ %rent@mmnc@y
A.-Desmethyl (AE F101630) _ Avrobic 5ot anaerobic soil
A.-Desmethyl-chloropyrimidine (BCS*€041838) @robw%@?
A-Guanidine (BCS-CO41839) .\ % Acrotgegoil s °
Groundwater :
A.-Biuret (BCS-CQ51387) @ O Aerdblc sog@nQ

A-ADMP (AEF0R944) . 2@ N7 [« .Acrobic séiP
)

A N & @)
A.-ADHP (A%0942@ 2, & L@gﬂeter (eachate,
S © S

@’anae;;ibic soil
Amid@furon R @\g @ (pare@sibstance)

N 2 Q
A.-Des{r@yl (AE®1016i@ @ N Aer, soil, anaerobic soil
)
\

@)
gﬁ Aero@ water/sediment

A.-Desmethyl—c@opy@\ﬁdine @3CS-C @ Aerobic soil
A.-G%)ﬁnidilf&gBCS;(f@I%%U Q) . Aerobic soil
. R-BiurgfBcs-cQs1287) & Aerobic soil
A.-ADNIP (AEF0929447 S Aerobic soil

A.- (GuanitlinogafBonyl)sutamic adid (BCS-BI49539) Aerobic water/sediment

Air &@ Q An@sulfg&n e < (parent substance)

*Justification for the residdy deﬁr&t}ééﬁ for risk assessﬁlént se@)rowde@ th MCA Sec.7, Point CA 7.4.

Surface Water

Substance codmg

For historic reagon, dlf@ nt v«v g o&gnn ysten@ have been used for the designation of
metabolites in_stddy reports a ass ed do . For better transparency and readability, a
consistent g st@gy wz%l be f%®wed in the plﬁ@nt document, identifying each component by a
numeric code; and@report@me”

To maintain c&g%parab@y to @:um fromChe first submission for Annex I inclusion, numeric

identifier will Q>
the AgrEv@venhQ@ropS‘&gence anum@c substance code (AE xxxxxx), or
where ng assi , the Bdyer Sc1@§}e alphanumeric substance code (BCS-XXxxxxx).

with anca oc1ate “re @name as sh(@n below.
:

Where ap %ble t@com@@nent w@l be addressed in a constant order of appearance. This applies
for tabulated infom atlo%aﬁ well as for the sorting of study summaries in the document main text.

1) Amidoswfuron (parent substance) AE F075032
2) Amideﬁron-desmethyl AE F101630
3) Amidosulfuron-desmethyl-chloropyrimidine BCS-CO41838
4) Amidosulfuron-guanidine BCS-C0O41839
5) Amidosulfuron-biuret BCS-CQ51287
6) Amidosulfuron-ADMP AE F092944

7) Amidosulfuron-ADHP AE F094206
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BCS-AW41401
BCS-BI49539 (A. = Amidosulfuron)

8) Amidosulfuron-sulfamic acid
9) A.-(Guanidinocarbonyl)sulfamic acid

A full overview of chemical structures, names and synonyms of all components is found in
Document N3.

@@’@
CA 8.1 Effects on birds and other terrestrial vertebrates ., ° &
S @ © 9
CA 8.1.1 Effects on Birds QN %, @
v
CA 8.1.1.1  Acute oral toxicity to birds &@ N % @

Acute oral studies were performed on Japanese quail, bobg"hte il a malla ck T*hse highest
tested dose level in these studies was 2000 mg/kg body @1ght mog@ ity o& ed. @}%falls of the

studies are provided in the following table. % %
O
Table CA 8.1.1.1- 1: Avian acute oral toxicity da}&&ef amnﬂ@%lfum&presen%gd in th{s chap
Test species Test design Ecotoxicological e \mt w\g & feren@
Amidosulfuron S 0\? a2 & ~ @
o ) @© ﬁ; X
O S00g? T @t 1887 M-120936-01-1
f\\?% N S - -
S @ ;
q o\© «xf) § @ " O |l 1989; M-123940-
% N < @ SV ot
O ®© SEES < S
S o ) ;
QY &3 o w00 . 9 @ 1988; M-121564-01-1
& Q & XY
body W&ight ©

a.s. = active substance; b
Bold letters: Values co&red r&evant &r risk azs\gessme

r@ the document

987; M-120936-01-1

7 —

S %

@

& S K, e
S N
&& &1209%@11 o

\ %) @)@ RO § &

N

o § é O "\@

[Study s@ \n, m‘e&nd e@luated o7 the j@st inclusion of amidosulfuron on Annex 1]

V

The study reports%jn O@]te oral%oxwlty test on Japanese quail with amidosulfuron technical a.s. No
mortalities oc oscoplcally visible finding were seen at necropsy at all tested dose
levels up to 20 m%&% bw. Observatlon period was 15 days after treatment, LDso > 2000 mg/kg bw
was reported.

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (2006).

The study was considered acceptable. An EU agreed endpoint of LDsy >2000 mg a.s./kg bw for
Coturnix c. japonica was derived based on this test.
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KCA 8.1.1.1/02; N I 1939: M-123940-01-1
M-123940-01-1
%
%@
o M &
S @ © ©

[Study submitted and evaluated for the first inclusion of amidosulfuron @@noe/@i“@% % é\ﬂ
o S \\ o .«
@ & v ~
The study reports on an acute oral toxicity test on bobwh@ quail $ith ami sul%@ ec@tal a.s, No
mortalities occurred, no intoxication symptoms were ob&rved % no nfggroscopically ¥isible ngs
were seen at necropsy at all tested dose levels up to 0 mé@g bw Obse period ﬁ
after treatment, LDso > 2000 mg/kg bw was reported,, °

The study was evaluated in the EU review for the ﬁrst@usm@ aml@%ulfun@a on Aqnex I, a study
review is found in the previous DAR (2006) § Q LN @ @@
The study was considered acceptable. &e LDs&)r bo@z ite 11 is %daentlc that of Japanese

quail (KCA 8.1.1.1/01). ©\

X
@
[Study submitted a}@’ evalyated fo ﬁr@%lus@g of a@sulfumn on Annex I]
R

. S Q N )

D X @)
The study né&ts omfar am&oral city @ %ﬁard duck with amidosulfuron technical a.s. No
mortalities occurrgd and no Tacroscopicaly visi le finding were seen at necropsy at all tested dose
levels up to 200@@ng/k§ g@cons gﬁﬁ)tlo s slightly reduced during the first three days at the

period

highest dosaggf@%bser@ on wag 4 daés after treatment, LDso > 2000 mg/kg bw. was reported.

The study @s ev@ted léhe EI@ Viewﬁ the first inclusion of amidosulfuron on Annex I, a study
review L%ound ifythe previous DAR (2%6).

The study W@i@%onsi&d ac@%ta@l@ he LDso for mallard is identical to that of Japanese quail (KCA
8.1.1.1/01)» §\

S

O
d >
CAS8.1.12 S -term dietary toxicity to birds

Two short-term dietary studies on non-related bird species, japanese quail and mallard duck, were
performed. The lowest LCso was determined to be > 5000 ppm corresponding to an LDDs, of 1170 mg
a.s./kg bw/d. Details of the studies are provided in the following table.
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Table CA 8.1.1.2- 1: Avian short-term dietary toxicity data of amidosulfuron presented in this chapter
Test species Test design Ecotoxicological endpoint Reference
Amidosulfuron
I (933; M-
r120881-01-1
d
iLog
- —
S 1988 M-1 8301
o@ KEA 8.k
ppm = parts per million; a.s. = active substance; bw = body weight; day & N 7 &W N)
o ~N O s
KCA 8.1.1.2/0 ;I 1988; M—k@gl—0§ W @% O
@ ‘7\ K \ @ &
@ @rix jugtien) & A
> P & &
M-120881-01-1 & N © Q@ & @ §
S SEEAZ

\ d
NN
LN @) Q) N
[Study submitted and evaluated for the ﬁré%’nclu@w of a@osul no @nex l@
@
A
The study reports on an 8-day dietaftoxi t@test %@J?apan@ quaﬂ@mth arfiidosulfuron technical a.s.
No intoxication symptoms wer observ%d and “no mac cop{ y Vds sible findings were seen at
necropsy at all tested dose 1eve§ up to§@00 ppm. A digtary > 5000 ppm equivalent to a mean

daily substance intake of apg&mmate@ @ a.s. /Kg bod@velght@ reported.

N\,
The study was evaluated i he E Vle\@r th%ﬁrst 1n@ sion o{%nndosulfuron on Annex I, a study
review is found in the 1@) us YA (20 6). ) &

Q W

The study was con gepta oint@ LCso > 500 mg a.s./kg feed and LDDs,
> 1170 mg a.s. /k bw/da r Co m zx c omc ere depived based on this test.

@A

N{C 1 12/0 - 1988; M-120883-01-1
‘\ ™ @\ <
@ﬁ\ 120@?0 § ©©
é\ @Q@ é Q "\@
< & @) L

[Study¥subm @d an alua@g for t@ rst inclusion of amidosulfuron on Annex I]
S &

The study rep@ on an@ -day @etary toxicity test on mallard duck with amidosulfuron technical a.s.
No intoxication sy ms were observed and no macroscopically visible findings were seen at
necropsy at all testgd dose levels up to 5000 ppm. A dietary LCso > 5000 ppm equivalent to a mean
daily substance intake of approximately 1687 mg a.s./kg body weight was reported.

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (2006).

The study was considered acceptable. No EU agreed endpoint was derived from this test.



Bayer — Crop Science Division Page 11 of 152
2016-05-31

Document MCA: Section 8 Ecotoxicological studies
Amidosulfuron

CA 8.1.1.3  Sub-chronic and reproductive toxicity to birds

A reproductive study on japanese quail was performed. The NOEL was determined to be 100 mg
a.s./kg bw/d. Details of the study are provided in the following table.
%

Table CA 8.1.1.3- 1: Avian reproductive toxicity data of amidosulfuron preseg\t in this chapter

Test species Test design Ecotoxicological endpoint

<

N
ppm = parts per million; a.s. = active substance; bw = body weig@ d=d
Bold letters: Values considered relevant for risk assessment ir@@e MG& cun@t

L (g
KCA8.1.1.3/01;-;199@1433@@’-01-1@ @@ S @
& °\ % &
fRxicitwheludt @é o
o

M-133167-01-1 &\ ©& @ éﬂ o%@ @
3 ' @ N 9
SEEFS IR O
N I
%\, v @) Q" S

[Study submitted and evaluated foPthe g@ mclusi}n of ((%midos@mn onAnnex I]

S
Y (O .
Q @ & O\ o @ k3 @

The study reports on a g\r} ductixe toxi test pn Japanese quail with amidosulfuron technical a.s.
No adverse effects of argi osul onYeproduchive fufiétions were seen in Japanese quail including

reproductive capacity (}'c viabiljty of the offgpring u@the ]@hest tested dietary level of 1000 ppm.
A NOEC of 1000 afglkg diet was rtedéﬁis d?@ary cc@entration corresponds to a mean daily

intake of approxirnly 100xmg/kgbody ht. & &

o O @ & & Y
The study w%@valuat@in the EU re for thgﬁr lusion of amidosulfuron on Annex I, a study
review is fotind in @revi@ DA 006)@\ %,

N N
Although the tréatment phase he ngﬂs is @h 6 weeks significantly reduced compared to the
common test design ECR, 1§ 206, the study was considered acceptable. The EU agreed

endpoint of NOEC #9000 mg a.s./ iet Coturnix c. japonica (corresponding to a mean daily
intake of 108 mg a&§vkg bady weight) wasiderived based on this test.
v

Com@% on EC10 an@?ﬁbo e timati&@f@o]f the avian reproduction study

This s udy%'@aimedS?o reyédl a N@\EL. According EFSA Praper meeting 133 (Outcome of the
pesticides ‘peer rexiew g%ng ogﬁeneral recurring issues in ecotoxicology, 2015) the relevant test
guidelines for tudyChas serious limitations for the derivation of reliable ECio estimations. The
design of thisudy implicate$’ that EC10 and EC20 and their confidence intervals should not be
routinely provided. NOAEC/NOAEL should be retained as primary endpoint.

In the avian repro@étion study with amidosulfuron, deviations to the control in all test groups were
without statistical relevance. The NOAEL was at the highest test concentration A dose response was
not identified. The missing of a dose-response relationship is an acceptable reason not to perform an
ECi0and EC2o0 calculation.
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CA 8.1.2 Effects on terrestrial vertebrates other than birds

Three acute oral toxicity studies and one reproduction toxicity study on mammals have been
conducted with the metabolites amidosulfuron-desmethyl, amidosulfuron-ADHP, amidosulfuron-
ADMP and amidosulfuron-guanidine. The results of these studies show that the amidosulfuron
metabolites are not more toxic to the tested mammals than the active sub(%ance Therefore, no
mammal risk assessments for these metabolites are presented in this documen?[% @

N M &
CA8.1.2.1 ici & @ © @@

Acute oral toxicity to mammals
Two acute oral toxicity studies were performed on male a fema @1‘[5 (@nce %e L@ was
greater than 5000 mg/kg bodyweight. Details of the study ar 0V1@1 n the\f@ lown@tabLe

S
Table CA 8.1.2.1-1: Mammalian acute oral toxicity da@@gf amlelgsulful;%x prese&ed in iklalgﬁchantero

Test species |Test design Ecotoxicological endpdint Qy
© ¥ I
& o
QY (O me e b 1982 M-121349-01-1

Ry N
v \)

S i 5 il
§ R @Q@ B ow e NET20196011

&\ @
a.s. = active substance; bw = body weight % N 9
Bold letters: Values considered relevant @wk sme%m the @P dog&@nt @@Q

110 rats per group, no mortality occurred) N

@
Endpoint according to the EFS, %)m §
t

Report (20(@3 116 §~ 86, %clusmn on the peer review
of amidosulfuron and the updat of pomtgaof Dece er

@Dso 25000 mﬁvas/k
* corrected for falsely repo@ unit @/kg b@ay i the previous E U@gt of Endpoints of December 2010.
@ Q @ N
N D A
CA8.1.22 Lo Qerm and re@mdu@n to ty \- ammals

During the first E@ew@ c&ﬁ% (20 116, 1 — 86 and the updated EU List of
Endpoints of Déemb fo@epro%@ctwe performance of 400 ppm (22.5 mg/kg
s

g

O A @ﬂ

bw/d) in the@two eraté%rll repr tudy een identified for use in the risk assessment
under the @ewo U gwdance ocum% ongsk assessment for birds and wild mammals
SANCO/4145/20Q0; 2002). AN

( X2 9 O &

O
Meanwhile, tl@igs(}uld@ﬁ of BFSA isk agsessment for birds and mammals (2009) was published
which giv re g ncechow to rmingytoxicity enpoints from mammalian reproductive toxicity

.1). @'the Table CAI1.2.251 below three different enpoints are presented ([
19 1e@%z 01-1).

\
The ecologital endﬁ}m‘[ {é['ups \@re determined according § 2.3.1 (c). As an example how to
distinguish elev% fromwgdn-relevant effects, the Guidance Document discusses pup weight as an
endpoint: “In to d@rmn]%}he biological relevance of an effect it should be considered whether
the effect coulddlead %a functional deficit later in the study, e.g. if a reduction in the weight of pups
leads to a decrease @ evel of survival. If not then the effect may not be biologically relevant, however
if there is a carry over of effects into the number of survivors, it can be considered biologically
relevant.”
In the 2-generation study at 2000 ppm the body weight reduction of F1 pups amounted to -3.5%, that
of the F2 pups to -4.6%. Both findings were not statistically significant. No impact on any
reproduction parameter was indentified. Therefore the body weigth reduction was considered not to be
biologically relevant at that dose. The NOAEL was therefore 2000 ppm or 153 mg/kg b.w./day.

studies (
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In addition, several further subchronic and chronic studies were performed with amidosulfuron. As the
90-day dietary studies, the long-term carcinogenesis studies as well as the developmental toxicity
studies resulted in endpoints higher than the relevant endpoint of the two generation reproduction
study, 153 mg/kg bw/day, respectively, there is no reason to deviate from the reproduction study as
endpoint for risk assessment. Details of all studies are provided in Table CA 8.1@.@2— L.

Comment on ECjo and ECy estimations of the 2-generation reproduction stm\ly Wl
This study is aimed to reveal a NOAEL. According EFSA (Outcome @1

s@%ldes Qer re@%%v

meeting on general recurring issues in ecotoxicology, 2015) the relevang; es ehne or thig&study
has serious limitations for the derivation of reliable ECI(@Stlmaﬁi@ns L]%y study
implicates that ECio and ECy and their confidence intervdls sho not e outl y proxided. The

NOAEC/NOAEL should be retained as primary endp01 n the@Vo e%eratl @udy rats and
amidosulfuron the relevant effects (pup weights) we@ low: \than %ﬂo evey” at tl@ ighest, ‘test
concentrations (10000 ppm). Therefore an EC;o or E cann e calcu ated N

definition of mammalian reproductive endpoint for a sulfiffen risk\asses a proposed

updated value of NOAEL = 2000 ppm or 15§g/kg@ d & @ @

Table CA 8.1.2.2-2: Mammalian reproductive tox@ data& amiddsgu furoi&preselg@ in this chapter

&
In overall conclusion, applying current guldancth is \posed\to reconmd:&g LIS@@ Endpoint
@ nt

Test species |Test design Ecotox@ﬁ%gw&endpmn{k Y @ @Etverence
) ° 4
© \@ . y\)@ @§ §\ v % : ;
@APLg® D N ..
’ § ©& %@ Q g/ [135662-01-1
& O N NN SN
s = ; ,
@@&9 @Q X S @@@ @&\ 1988; M-123241-01-1
S\ R

- 1989; M-123312-01-1

%§¥©V T
§”\>©

@
§ N 953: M-

123121-01-1

g @Q N ~ I
| Foryoies § & 1991; M-130678-01-1
&

. AR - [ ]
) x.$ @ Y @5’ 1088: M-123311-01-1
v le & gy
~
QN T
o < & N - 1989; M-123328-01-1
S 5

. 953; M-

123111-01-1

ppm = parts per million; a.s. = active substance; bw = body weight; d = day

Bold letters: Values considered relevant for risk assessment in the MCP document

* Group mean intake of amidosulfuron (mg/kg bw/day) of FO-females during gestation period at the dose level
0f 2000 ppm (Table B.6.6.1-4 in the Annex B.6 of the DAR)
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CA8.1.3 Effects of active substance bioconcentration in prey of birds and mammals

As the log Pow of the active substance amidosulfuron is below the trigger (< 3), no evaluation of
secondary poisoning is needed.
%

@

o, % @
CA8.14 Effects on terrestrial vertebrate wildlife (birds, ma@nals Nptile@%nd %)
amphibians) @ @

Since amidosulfuron is of low toxicity to birds and labo@ory rodents, o rlsk@T reptw% and

amphibians is to be expected. v
L7 S O &
SN kN D 9 o
S -
CA 8.15 Endocrine disrupting propertl&@ @ @ @ © @
Birds N \ IS @
The population relevant effects of Amidosulfaron or@ds \@ﬁe stu@d in @yeproductive toxicity
study on bobwhite quail. There were no e s on @)rode paci‘mnete%up to including the
highest tested dietary concentration of 100Q.p { @@
& @ &9 @

As reproduction was not affected in bi@; %@he hlgﬁsst tes&?eon ratio@ 1000 mg/kg diet, it
is concluded that there are no popula@@l rele@ t ad\@se eff@s of %ﬂ@ldos @ron

Wild Mammals &) % \

<, @ \
There is no evidence from the“existi atabase that @ﬁdosﬁ@non s an effect on the endocrine
system. No primary endocring dis g e@ weieo\bbsel@d in and it is considered unlikely
that any mechanistic study ould adc any@levant informatien. %\

Based on the absence ny izé?cation?relevant e%@@ts it cdn be concluded that Amidosulfuron is
not an endocrine disgapter. @ é\a Q Y

o & @
Amphibians an%Reptﬂ@Q % @ N~ >
Currently no ‘te@t methods are e$tablighed to a%ss t@ population relevant effects of chemicals to
amph1b1ans& rept11® Wh a@hlbla eta h0s1s test protocol is available, this test was
developed to evalu%@ to po tlal t o t e thyroid system and not to measure population relevant
effects. Therefore@% furt‘l:@r stu @cam b@ugg%@d at this time for these groups of organisms.

Asa conch§%}2 no er testlng fi ndoc {9e disrupting properties is warranted.

@ \

@ & ES

CA &? @Effe§§ on “uatlc DY ganlsms

Aquatic o?ﬁgams have Q[% d with the active substance, and considering the metabolites
included in the ue 1t10n or aquatic risk assessment (see MCA Section CA 7.4.1). As typical
for sulfonylur&g-cla

ss_herbicid®s, aquatic vascular plants were identified as the most sensitive
organism group, w@as endpoints for fish, daphnids and algae were found orders of magnitude

higher. @y

Accordingly, metabolite testing for all primary and secondary degradates included Lemmna, the
standard aquatic organism species by far the most sensitive to the parent active substance. Rainbow
trout (Oncorhynchus mykiss), Daphnia magna and green algae (Scenedesmus subspicatus) were tested
in addition for the first generation metabolites in the degradation pathway in water/sediment, i.e.
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amidosulfuron-desmethyl and amidosulfuron-ADMP, as well as for one further component,
amidosulfuron-ADHP".

Guanidinocarbonyl sulfamic acid, a tertiary metabolite in the aquatic environment, was not tested.
Based on structural considerations and data on its metabolic predecessor components, risk assessment
can be established via non-testing approaches. S

Consideration of ionization of amidosulfuron: °\% \°

According to the Guidance on tiered risk assessment for plant pro@on Bitucts @r aq@%lc
organisms in edge-of-field surface waters (EFSA, 2013), the impact® ion'ﬁé%ﬁon the atic
assessment has to be considered. Amidosulfuron is an ionisa@@ substance %ﬁ‘fh ap 3. % CA
section 2.8). Hence, both dissociated and undissociated fé#ms wild, co- in wafer in ﬁgmﬁcant
amount up to a pH of ca 4.5. As this pH is below the pgnge ifecotoxicologicaltestinp

the range of relevant pH of surface water bodies in agriéjitura ateas of

I I B 2015; M424756:G2-1), i is not sicbessapjdo er the

. . . )
effects of the undissociated form of amidosulfuron en aqli‘{ rga SIS @ o
Q % & L @

CA821  Acute toxicity to fish § CTE Ny @

Some metabolites relevant for risk asses ent h % bee@s‘[ed @r them@%ﬂe t@Xicity on fish, these
are the primary metabolites A-desmeth d MP In&addltlo on‘g@&ent A@P was also tested.

Despite the presence of the structur@gromespon&k(?e fo @?fon eas, h&%lmdal activity (Sinclair,
20092), tests demonstrated a lac kagf her al acfwlty forél%th -desm h 1 (KCA 8.6.1 /02) and A-
desmethyl-chloropyrimidine (K"&A ) Moreové@ the sa@e res lts were obtained with ADMP
(KCA 8.6.1 /08), ADHP (KCA 8.6 uam 8. 6@6) and A-biuret (KCA 8.6.1
/07). Therefore all tested bol ¢S los th oxop%re re§p0n51 tg for the biological target activity
(i-e. herbicidal act1v1ty) ord {Qto ti%@s sme che mg Tor metabolites (pp 143-144) of the
Guidance on tiered nsk@sess% t for plant prot tlon @oduct&for aquatic organisms in edge-of-field
surface waters (EFS@ 20133), risk &gsess t for sxetabodites without toxophore can be based on
active substance (@a C equen fu%fggﬁest& fislowith  A-desmethyl-chloropyrimidine, A-

guanidine and A%luret WEY no

Guamdmoc@yl sa&émlc(iagld is @) a r metabolite for the aquatic environment. No tests were
performed to ch@r@erlze Geither toxt@ nor it herbicidal activity. It is a tertiary metabolite
resulting from tge degradation @f amidosulfurén-guanidine which does not show any herbicidal
activity. Cons%uently §tis asstmied thit the to phore is no longer present in this metabolite and the
risk assessment’can ddressed usigg-informiation from the parent substance.

K <,
§ Q Q" s
Sy il
! noteﬁcons ence @gw m%abohc &ghway information for water/sediment systems generated in study
KCA 72.2.330%, compdpent a. ZDHP i§do longer part of the residue definition for aquatic risk assessment. A

set of data 6hea. A]&P 1S n meles@rowded for comparative purposes, and as present in the baseline dossier.

2 CJ Sinclair Ph esis Universitdf York Predicting the environmental fate and ecotoxicological and

toxicological effects o ticide transformation products
https://www.researclyggdte.net/publication/235934684 Predicting the environmental fate and ecotoxicological
_and_toxicological effects of pesticide transformation products

3 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 CA 8.2.1-1:

Acute toxicity data of amidosulfuron and metabolite to fish presented in this

chapter
Test species Test system Test Endpoint Reference
duration [mg as/L]
Amidosulfuron
N 1557 -
oniny, 1 17660 @l 1
S 9
@©> 1987,
. & o 377& Dl

Amidosulfuron-desmethyl

Amidosulfuron-ADMP K
S
@© N O\”\ﬁ @© § o\© 131422-01-1
. Q) N S
VY [ST PR ) | 0 -
“ ©© Q N &5 O 549001-01-1
S [~ . N KCA 8.2.1/11
Amidosulfuron-ADHP (Y Q \J S & =
S @ Y B oM |
G > % @@ @} 138953-01-1
o MRS S
R @ ] ,QQ ay
Amidosulfuron Lys\i/metepal;%acha@ (@ N N
N N @? R b, | ST
SQ & Q 138536-01-1
Lo & & P
< ¢ O & v
& @Q § N\ 138604-01-1
% N
Bold letters@al @mde relevasfor riskassessment in the MCP document
(nom) NOMigal conc@atlon, (mm) M€ casured concentration
T @ SN
@ @ @ O
% < S
S & 0
od &

@

3
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Studies on amidosulfuron:
KCA 8.2.1/01;  E; 1987; M-117660-01-1
%
M-117660-01-1 %@
- 01- . . o
& @ o o
>R v
Q @7 &% @
N \ S
[Study submitted and evaluated for the first inclusion of ar&@sulfu@n on (igl%nex A ]@@7 y;\
@ . &) .
\ > S & A

The study reports on a static acute toxicity test on &fnb (\i\gg@’out @th am@u u@ teg@ al a.s.
Based on the test results the LCso could not be culat& The@> 50 Was ass as 0

(visual solubility limit exceeded). @

Analytical measurements were performed on wonce@tlon@@mg &/L) og@gside range of the
tested concentrations (32 to 1000 mg a.s./L). cove at 0,@48 aﬁ&% ow th?§e substance is
stable in the medium, however precipitate s rted at @?@ mg.a.s. /L above hese analytical

deficiencies could invalidate the study; Verth@ s the® udy @s not*sgpeatedor animal welfare
reasons. Moreover, a new study W§ rovidéa bett& estigiate ofctHe acute toxicity of
amidosulfuron on Rainbow trout, as oul llm@d to c@centr‘aﬁons u 100 mg a.s./L, which
would result in a LCso > 100 mg a. s § .

9 @
The study was evaluated in the BU rexidw for the first @lusmf@f am@sulfuron on Annex I, a study
review is found in the previo&s@ DAR@%) % f@ @

The study was consid abl n Eg%agre@ end&%t of LCsp >320 mg a.s./L for
Oncorhynchus mykiss der% based on this test. &

& Q @
©©>K(@821/ ,1%%1\41&7011

6@&

A
[Study sz%mzttec@@d e\i@cz)luated 168 the %f inclusion of amidosulfuron on Annex I]
SN AN
¢ & @ .0°
The study%ports on a s@% acu &\oxmty test on bluegill sunfish with amidosulfuron technical a.s.
No mortality or s of @toxications were observed at the test concentration of 100 mg a.s./L. A 96 h
LCso>100 mg i JL %d a 96 K&OEC = 100 mg a.s./L were reported.

The study was evafgiated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (2006).

The study was considered to be used only as confirmatory data because the test was conducted as a
limit test.
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KCA 8.2.1/03:; I 1988; M-120514-01-1
M-120514-01-1
%
%@
o M &
S %@\ S
[Study submitted and evaluated for the first inclusion of amidosulfuron @Anoe/@j &% é\ﬂ
(S \\ Q . %
@ & v S

The study reports on a static acute toxicity test on blue@ sun,ﬁ@ w1tl§§1mdo%@ron nical a.s.
No mortality or signs of intoxications were observed at%he te&g} conogy at1@ up toQP0 m@s./L.
A 96h LCso>100 mg a.s./L and a 96 h NOEC = 100 @ a.s. /@@Vere @)orte &

©N@§
é\a@&\@@

b il @ 2
The study was evaluated in the EU review for the st i Slon (ﬁgamld&sulfu 0@ A 85 I, a study
review is found in the previous DAR (2006). s, S @ Q 703 &
& AP
The study was considered to be acceptab@nd was us@or tb\eﬂ risk agge ssmen@An EU agreed
endpoint of LCso > 100 mg/L was derive§ﬁom thiy test. @ ST @
NS I
KCA 8.2.1/04@“; 19895 M-128929-01: @
ORSamp ey © | ©
& R N © O \\
0

O
@Qv©@@&\

A
[Study submitted avaluated for @ﬁrst iggslusio C?amlc@%lfumn on Annex I]
SENSEE &S S
Qo @ N
The study repdsts on @atic acute toxioity test on %@éshead minnow with amidosulfuron technical
a.s. No mo& 0 ed e tes§ c@ratlo& 96 h LCsp >94 mg a.s./L and a 96 h NOEC =
94 mg a.s./L Wereg orted.
2o @ @ é&
The study wa %alua@n th§U rey@w for the first inclusion of amidosulfuron on Annex I, a study
review is fais ?m t&@@nevws DA@ 006

The stud%rewesc ed that@emp ion occurred at the two highest nominal test concentrations
and co entrat e test solution were not analytically measured. Nevertheless, since the
results’wereGn agre@ent @ the &3ults of the other fish tests, the study was accepted and no new
study was Yéﬁ:’nmde%d nec& NQ\EU agreed endpoint was derived from this test.

S

For the risk aﬁm% in the@CP document the re-calculated LCso > 100 mg a.s./L based on the
content of the active@ubstance and by-products is used.
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Studies on the metabolites of amidosulfuron:
Amidosulfuron-desmethyl:
KCA 8.2.1/05; R 1993; M-131849-01-1
%)
%@
o M &
S @ © ©
M-131849-01-1 OIS @
& & & 5
S 8 S S
@ N9 LN
ST S ST
N Q& (A
. PR < N 9 .
[Study submitted and evaluated for the first inclusion g@mdox@hmn Qi Ann § é&

@

The study reports on a static acute toxicity test o ain troutwvlth the met te aosulfuron-
desmethyl. No mortality or signs of intoxication,were erve the ed capeentration of 100 mg
metabolite/L. A 96 h LCsp >100 mg meta e/L NOEQQ 1& mg n@oolitem were

reported.

The study was evaluated in the EU re@ for @e first ﬁ%@lum%pf a ulﬁ:@% on Annex I, a study

review is found in the previous DA% 6).© %@’@ @@ @
\ O
O e andWas use for ghe rlslxassessment An EU agreed

@

The study was considered to b@ccep

endpoint of LCso > 100 mg/L was derived from&his test@
X @ @ <o QQ
Amidosulfuron-ADMP: & & O < S D
§ 8%@06 &,@9936@9@3 14%7%\01-1
R

o) w o
o\ @
[Study subtitted c@ evaludted forthe ﬁr&@clusion of amidosulfuron on Annex I]
% @) ©) v
d
Repor @@ @KCA@ 11 1_; 2016; M-549001-01-1
N

Title: Res&yaluatign,of acute fish study with metabolite AE F092944 (M-131422-01-1) in
% ext of mesosulfuron approval renewal (EFSA request, Point 33)

Report No.: § ’549004-01-1

Document No.: M-549001-01-1

Guideline(s): Not relevant

Guideline deviation(s): none

GLP/GEP: no

The study reports on a static acute toxicity test on rainbow trout with the metabolite amidosulfuron-
ADMP. Signs of intoxication were observed at concentrations of 180 mg/L and higher. No fish died at
concentrations up to 100 mg/L. 100 % mortality was observed at the test concentrations of 560 mg/L
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and 1000 mg/L within 24 hours. At the end of test 10 % and 80 % of fish were dead at concentrations
of 180 and 320 mg/L. The 96 h LCso value was calculated to be 254 mg metabolite/L. A 96 h NOEC =
100 mg metabolite/L was reported.

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (2006). @@)
The oxygen concentration in one sample was lower than 60 % of air satura’k@n A ‘othe ﬁweasu ed
values were higher, this single value can be classified as erroneous and-gd 1Jes t@hvahd the
Therefore, the study was considered to be acceptable and was used fag)the rlé@assess%lent $g EU
agreed endpoint of LCso =254 mg/L was derived from this tes@ & \°\

BN
As measured concentration below 80% were obtained at = for s@e conéentr a pomt has
been recalculated on the basis of mean measured cono@ ratl%} Tha% 01nt Cso @69 2
mg/L (M-549001-01-1).

¢ @
Amidosulfuron-ADHP: Q& h °\% & @ @
O S
KCA821/07%$§§1993@1389é—201-1K© @@’ @@&
N Ko @
%& é &@@ @Q \% @@
Q O O
M-138953-01@@ QO 9 L A @
N %o Q X .9
oy VRN RN
N & B R
> Q% O

(S ¥ N, .9 &
[Study submitted and ev@d f()é fi r@nc usion of amﬁdosulf n on Annex ]
S @ X~

The study reports m&s‘taﬁc acute 101ty oW w- t with the metabolite amidosulfuron-
ADHP. No mortal@ or sigifs @P Xic f\a at the tested concentrations up to 100
mg/L. A96 h LQ@ >100 @g m 1te/1§> d a = 100 mg metabolite/L were reported.

The study \g@@valu@ the EU ]§GW forthe ﬁgg@nclusmn of amidosulfuron on Annex I, a study
review is found 11;1 ?@ prev1@s DA OOQ
LN

The study w on51 d t %@acc ble ar@ was used for the risk assessment. An EU agreed
endpoint ofo 50 > rng/L was d fr Rithis test.

Amldos%furon@@mmete@> leacl@@e @
§ § @KCA@% 1/08_; 1993; M-138536-01-1

2
& i .
@M_138536-01_1
@

[Study submitted and evaluated for the first inclusion of amidosulfuron on Annex I]
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The static acute study reports on the effect of lysimeter percolates treated with amidosulfuron
technical a.s. to zebrafish. No mortality or signs of intoxication were observed until the end of the test
after 96 h. The percolates from a lysimeter treated with 49 g a.s./ha were not toxic to zebrafish.

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (2006). (%)

The study was considered to be acceptable. An EU agreed endpoint of “n%%ects%gas dﬁwed frC%m
this test.

@% 7
KCA 8.2.1/09; Iz 1993 M-138694:01-1 < \\ @& %Q
@ . b
Bo L @Rl & A
@ <> S é@ %
M-138604-01-1 Ay (s S & 8
QoG @S (1907 & &
Q& \O\ \% b & @
9 & & N @

%o O
[Study submitted and evaluated for the first z@szon@ amid&&i quro%%on Ar@ex 1] @

~ % @
& é @f@ 1 @
The static acute study reports on t ffec@ of 1y51%eter %@cola \treat with amidosulfuron

technical a.s. to zebrafish. No morta@or sy@ptoms@f intox{Cation tyere ob @ed until the end of the
y e

test after 96 h. The percolates from a 51mé§er trqafé\d wit we& ot toxic to zebrafish.

9
The study was evaluated in the BU re for@s first @lumm@f an‘@)gsulfuron on Annex I, a study
review is found in the previong DA 6)& f@

The study was cons1der 0 be @ﬁeptak@ An @ agre@ end % of “no effects” was derived from
@

this test.
©© O
ron|

AE F118772 [not £oil o@quatl%net @ e oigg%do §?J
@@ KCAS# &393 N#y132471-01-1
AN

@'see P
% ©) v
@ g
[Stud, subm@ﬁed an valu @ for <@ﬁrst inclusion of amidosulfuron on Annex I]
N
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The study reports on a static acute toxicity test on rainbow trout for component AE F118772%.
AE F118772 was not observed to be formed as an environmental degradate of the active substance
amidosulfuron. The study is listed only for formal completeness reason, as it was erroneously included
in the previous (baseline) dossier.

The study was evaluated in the EU review for the first inclusion of amidosulfur&@ on Annex I, a study
review is available in the previous DAR (2006).

\
The study was considered to be acceptable, however since the tested com@ent

Qnot fo@ld fo@

in fate studies the endpoint of this test is not of relevance for risk assesgments he ae%ve sug\wnce
amidosulfuron. No EU agreed endpoint was derived from thls@st & \\ N
@ % S

N RN A

TP O
CA 8.2.2 Long-term and chronic toxicity t&@sh @j‘”\a © S O Q
In the new European dossier format/data requlrem@% theré@s no dH fa po tha%(‘) esp to fish
prolonged toxicity tests. Nevertheless, one stud@(on the actl‘*@ substance) entipidd here as

&

supportive information, since it is contained in«the baselitie dossier an of kndpoints from
the first EU review. § Q VRN @@

Studies submitted and evaluated for the fi ;&it mcl@n of @dosu@mn

Q

Table CA 8.2.2-2:

(&
nex @
N 9

Fish prolonge@%icit(&t datgpf aml@ulfuﬁiﬁreseﬁ in this chapter

Test species Test systéﬁ% Testy U End@»nt .. | Reference
& / duration as/L]
Amidosulfuron N O & 9 %
Wth (¥ | AT
330\9 e > b
Q &© 01> " 129610-01-1
Low-ten O

D According to DAR, the

p01

&
&%S base%n meah‘ﬁleas%\gjconc&ﬁatlons
é\g @

(mm) Mean measured con@ltranon

@@

S
/@

) chemlcal@entn@d stl@ﬁure
hepivyal ndie: 4 i

st¥actuzll
S

R

Empirical formula: CgHglaOsy

Molar mass: 170.15 g/mole
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KCA 8.2.2/01;  : 1991; M-129610-01-1

M-129610-01-1
%
%@
SO
[Study submitted and evaluated for the first inclusion of amidosulfuron o@nexsﬂ?
¢ T S

@«»&g\@%@

The study reports on a 21-day prolonged toxicity test on dfibow {out ‘eh ami Ifurgintechnical
a.s.. Fish exposed to the solvent control showed slower @ove e@ tha ted &E’rol group.
No other visual signs of intoxication or abnormal swi I@hg be@wour @ere 0 ed ated or
in the untreated control groups. One fish died at da at .s./L. wag fC €J’as not
being related to the test substance since no mortality was.Q serve&m the&@gher test co é trations.
Effects on the growth of the test fish were observed. 1ncr dse in e and geight declined with
increasing concentration of the test substancelXA los weighf was erve@t a ¢éycentration of
37.59 mg a.s./L and higher. At a concentra@of 3 @s./L the dlff nce t controls was
significant. A 21 d NOEC = 6.41 mg a.s{ a&conclu@Q (V@es ex@essed as mean measured
concentrations as per previous EU rev1e§)» @ \% @@
The study was evaluated in the EU IRﬁew fo@%e ﬁr@@nclu@f@n of @?osu@%n on Annex I, a study
review is found in the previous DA OQZQ% O\% @ N
9 N
VS e Q
Y (O . QQ
CA 8.2.2.1 Fish early@ye st& t0x1c¥tpy test™> e\@
Table CA 8.2.2- 3: ear ﬁe sta&xwlt@%st dat@of amidgsulfuron presented in this chapter
Test species @Vj Testsystem Test Q@ @dpomt Reference
n rati@ mg as/L]
Amidosulfuron © = &° S

0 N N
Pimephales prontdlas | Earl§ife St@} Q ‘ Z» NOEC 9.729 : :

2015; M-538454-01-1
(fathead mins&w) flgw-throu ECio  >9.72(m) | KCA82.2.1 /01

) The NOEC of 9.72 1% a.s./L'Was the Ff’éhesf\@{ed con%ﬁntratlon of the study

mm %
(mm) MEanN measur nc Qn%mon @@) &Q é

Studies on é\l%osuon * § @@

SHEEEN )
Report: o O késa _— 2015; M-538454-01-1
Title:

@arly 1fe S age togjeity of amidosulfuron technical to the fathead minnow

§ P1m 1es promelas) under flow-through conditions
Report E
5

%@

Document I% 4@1 1

Guideline(s): f SPP uideline 850.1400; OECD Guideline 210 (2013)
Guideline deV1a n(s):  DeviatioH none

GLP/GEP: @yes

v
Executive Summary
The aim of the flow-through early life stage toxicity test was to determine the effects of amidosulfuron
(purity 99.0%) on fathead minnow (Pimephales promelas). The primary objective of this study was to
estimate the No Observed Effect Concentration (NOEC) and the Lowest Observed Effect
Concentration (LOEC) for amidosulfuron.
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Eggs and fry of Pimephales promelas were exposed in a flow through system over a period of 35 days
to nominal concentrations of 0.0954, 0.305, 0.977, 3.13 and 10.0 mg a.s./L (corresponding to mean
measured concentrations of 0.0809, 0.297, 0.862, 3.89 and 9.72 mg a.s./L (85 to 124% of nominal). In
addition a control (corresponding to a mean measured concentration of < 0.01 mg a.s./L) was tested.

Sublethal effects, fish hatchability, survival and growth (length and dry weight — all surviving fish on
Day 35) were observed. Based on analytical findings the biological endpointsGare reported as mean
measured figures. The overall NOEC was determined to be 9.72 mg aQ, theo highest tested

concentration. c S
§ @ © @@

Materials and Methods: @ %

Test material: Amidosulfuron; Batch No.: ELIR000195; Sp@ﬁcatldeo \°P@2000 SIQ&QCAS

No.: 120923-37-7; purity: 99.0%. Q N

g}ﬂ LO & @ %
Fathead Minnow (Pimephales promelas) eggs staing af 24 @J @ wer@expo&@ﬁ to
amidosulfuron (purity 99.0%) in a flow through sys@n overyy per1 d of 3 Vs. @ Ves were
dosed via a proportional diluter with a renewal qate of Volu IS per period;
Nominal concentrations were 0.0954, 0.305, 0. 9@ 3. lx}ﬁ I‘Q%O mg a.s. /L ddmga dilution

water control was tested. Each vessel (glass ag%arla cm) ed ne replicate
containing one oscillating egg cup and d wi 1ma&\1y soft r@cessed water
(dechlorinated municipal water blended »g reverse OSI% r) 35égams were used per

e togk>placegg day@the pas hatc@hase started after

replicate. Thinning to 20 alevin per rep
thinning (when at least 90% of all vy, @e control egg had Hatched)s The n wet weight was
0.16 g/fish (based on controls). The amic Biological lo@ﬁg was .06 /day (mean biomass
based on controls). The test was con@icted"ag 4 rap,)hcate@@r treent 1e@él

NN S

AN
Observations for sublethal effésts a d@rvwa&were Bpde da@' hatching observations were made
daily during hatching phas growete at10<,n§\were ade e end of the exposure. For

(£ 2 days) thereafter 1ncl g exferim finishfrom 1 con& ations. The limit of quantification
(LOQ) was 0.01 mg @/L analysis was perf@ned using a Liquid Chromatography-Mass

Spectrometry/Mass %e%trometry (LG@/IS/ Q

Dates of experué)ental w& e &r 1 &14 —%ﬁ’ovember 19,2014

analytical verification of th@est 1t congé tlons}ampieg Weriﬁ}%@ken at experimental start, weekly

Results: & N @
szllzhtj/ Crl& @Q é @ @’ R

Validity criteria &% this &udy W@ met. @gard‘mg hatching rate, the test is considered to be valid if
the mean hatchigg suc Qs is 365%. post fratch average survival of controls must be >80% and
each contro] rg?hcat ' st haVe at ledst70 p@ent survival. Dissolved oxygen must be 60-100%.

Analytical ﬁndl
Analytica 15 Verlﬁcatlon@f test solutlor@’revealed mean measured concentrations of 0.0809, 0.297,
0. 86 9.72 g a.s Me@\measured recoveries ranged from 85 to 124% of the nominal.

Blologlcal ults are b on:ymean measured concentrations. Detailed analytical results are
presented in the -- 0w1r@wble B

< @
S
&
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Table CA 8.2.2.1- 1: nominal and measured concentrations of amidosulfuron
Nominal Mean measured concentration (mg a.s./L) Mean | SD | Percent of
Concentration (mg | pay 0 | Day7 | Day Day Day Day Nominal
a.s./L) 14 21 28 35
Control <0.01 | <0.01 | <0.01 | <0.01 | <0.01 | <0.01 NA | NA NA
0.0954 0.0826 | 0.0751 | 0.0989 | 0.0680 | 0.0799 | 0.0811 0.0éﬁ@ 0.01 85
0.305 0.301 | 0.295 | 0.302 | 0.286 | 0.302 | 0.300 @@\9/7 0.01 97
0.977 0.847 | 0.854 | 0.876 | 0.875 | 0.837 | 0.882 N\9.862 5004 | & 88 ¢,
3.13 3.72 3.63 3.99 4.11 3.83 4.08{7@ 3.89% 0.2 Q@
10.0 982 | 933 | 1030 | 9.65 | 930.| 9047 | 912 |040] V7
@ o - °
N v AN
Biological findings: v .0 (Ei% \@’ é}
Biological parameters were observed as listed below. @ %\ ] > Q 2y
§ © &
Table CA 8.2.2.1- 2: Effect of amidosulfuron on h&t@ingosu@@ess am@nartg{l@ of 9 hale&melas
mean measured mean hatch by mean ff@ miean et | mean sta d hean dry
concentration study day (%)* survival (%) Dleng ) &gth ( at @'elght (mg)
(mg a.s./L) Day | Day | Day | Days(d Da at 35 (%y S @b at day 35
3 | 4| s FO)| 35¢ Q v
Y%
control 57 657900 sat | 863 |2 0.6 %@25 4@ 32.0
0.0809 50 | 614|879 |[opus | 975 & NAY 2{@? 311
0.297 3.6 | 60.0 | 914 D 90.00] 96.8& QNA 33.6
0.862 07 [ 643943 @9 [ 963 | ¢PNA \15 9 32.8
3.89 21 [657./93.0] @6 | 975 NAS \ 26.1 32.3
9.72 43 ] 60.0 [88.638386.4 A°100.0 P NAS &) 258 311
A Percent Hatch = (# of alevin f eggfdn day B)* 100 Q 2N
B Percent Survivorship befo inni of in angd eggs on y 5/ eggs on Day 0) * 100
€ Percent Survivorship aft innin on d&y 35/# c@ﬁsh at‘thinning) * 100
NA = not applicable N
Calculations done in @% using unrou nun@% ma@ calc@@ ions may vary
Observations o 1sh w@ re d dady thr out ??e study. Fish throughout all test levels,

including the trol }eared rmal@uring the couré® of the study with the exception of one alevin

in the cont nd o leV -'\ the§809 a.i /@st level. These fish were small and showed an

abnormal develop of th spine (Spinas

Biological eng nts d;eﬁ?ved %, @

From the re >\ pres(é§t/ed above thﬁow' e biological endpoints can be derived:

& S

Alevin ival ( & NOEC 9.72 mg a.s./L* LOEC >9.72mga.s./L
Fry 1 (@y 35) & & C 9.72mgas./L* LOEC >9.72mgas./L
Perce tHa @ EC  9.72mga.s./L* LOEC >9.72mga.s./L
Time to H%@h S S NOEC — 9.72 mg a.s./L* LOEC >9.72mga.s./L
Growth (Length % é\” NOEC  9.72mga.s./L* LOEC >9.72mga.s./L
Growth (Dry ght): @ NOEC 9.72 mg a.s./L* LOEC >9.72mga.s./L
Morphological & Be@oral Effects: NOEC  9.72mga.s./L* LOEC >9.72mga.s./L

* highest concentratiGiy tested

Since at the NOEC of 9.72 mg/L less than 10% effects were observed, the ECio will be > 9.72 mg/L
and thus not influence the risk assessment. For this reason a calculation of an ECjo and ECy is
considered not necessary.
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Conclusion:
The 35-day exposure to Amidosulfuron Technical resulted in a NOEC of 9.72 mg a.s./L (highest
concentration tested) and a LOEC of > 9.72 mg a.s./L.

CA 8.2.2.2  Fish full life cycle test @@

A fish full life cycle test with amidosulfuron is not triggered as the corrgund no r ential %)r
bioconcentration and is not persistent in water-sediment systems.
& & a8
S)

@©° S . \\ R
CA 8.2.2.3 Bioconcentration in fish %, § K\ @% %\

Due to the low Pow amidosulfuron has no potential for ‘t@)conc&}ratlo %e Se&, CAQYT). =,°
N @ o O T L

. ¢ @ @9 ¢ &

& °\ . % & @ @
CA8.23 Endocrine disrupting propgties Q\ w\g\ @& @@ &@
Fish NS QQ RN O
Population relevant effects of Amldosulfur n-en fish were 1edtg1j an ea@ife—sm@j test (ELS). No
effects on embryo survival at hatch or &1;1 surviwal anowth@ﬁwet weight, d& weight, and total
length) or behaviour were seen at th@ghe%tested %@nce% on @ 72 ( mean measured,
10 mg/L nominal).

o

o

N
& @ <&
The fish NOEC is orders of mag@tude @eve re@latory g@cepta@@e con&entra‘uon driven by aquatic
plants. S N ) R
SRR O

o \ <

Based on the absence O@ant %f@ cts @ an b& (%ncluﬂg?that%&mldosulfuron is not a (potential)
docrine disrupter in fi

endocrine disrupter in fi @Q & ® @ &\

No further testing is @cated to evate th@adocr@ls pid potential of Amidosulfuron to fish.
Amphibians an eptﬂ@Q % @ @ @

Currently no test"me MS are abh d to a&ss tly population relevant effects of chemicals to
amphibians %@rept@ Wéglle Qmphibian méfamorphosis test method exists, this test was
developed to evaluﬁ to po@ltlal :% thyroy?ﬂ system, and not to measure population relevant
effects. Therefor&}o further studi@s can @sugg ed at this time for this group of organisms.
S N O

& @ %
S~ S
CA 8.24 A@%e to@lty @@quai‘m invertebrates
CA 8241 Acutf%)@xwlg to D&]@i’nla magna

Some rnetaB@ltes ré@va ris z@sessment have been tested for their acute toxicity on Daphnia
magna, thes? are the primary metabolites A-desmethyl and ADMP. In addition a secondary metabolite
(ADHP) was a@es‘ced

Despite the presence f the structural group responsible for sulfonylureas herbicidal activity (Sinclair,
2009°), tests demoated a lack of herbicidal activity for both A-desmethyl (KCA 8.6.1 /02) and A-

5 CJ Sinclair PhD Thesis University of York Predicting the environmental fate and ecotoxicological and
toxicological effects of pesticide transformation products
https://www.researchgate.net/publication/235934684 Predicting the environmental fate and ecotoxicological
_and_toxicological effects of pesticide transformation products
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desmethyl-chloropyrimidine (KCA 8.6.1 /06). Moreover, the same results were obtained with ADMP
(KCA 8.6.1 /08), ADHP (KCA 8.6.1 /03), A-guanidine (KCA 8.6.1 /06) and A-biuret (KCA 8.6.1
/07). Therefore all metabolites lost the toxophore responsible for the biological target activity (i.e.
herbicidal activity). According to the risk assessment scheme for metabolites (pp 143-144) of the
Guidance on tiered risk assessment for plant protection products for aquatic organisms in edge-of-field
surface waters (EFSA, 2013°), risk assessment for metabolites without toxopBore can be based on
active substance data. Consequently further tests on Daphnia magy Wit}ol A-desmethyl

chloropyrimidine, A-guanidine and A-biuret were not deemed necessary. ° N
pyr g ry Q\ @\ S @@
Guanidinocarbonyl sulfamic acid is also a major metabolite for the aquagig envirgpment=No tesgsowere

performed to characterize neither its toxicity nor its herbi@al actildity. It'Ss a terfjary metdbolite

resulting from the degradation of amidosulfuron-guanidif® whi
activity. Consequently, it is assumed that the toxophore 1
risk assessment can be addressed using information fron@he pq@qt sub

lqng@ pr

ce. @

does.not shaw™ any<herbicidal
eséht in

o

t{@ﬁeta ite and the
SHR-

> Q" £
Table CA 8.2.4- 4: Acute toxicity data of amidos@@uron&gﬁ met&@ites Qaphg%agna{%r@ésented
in this chapter N S " RN @f@
Test species Test system “Jest N4 Npo n efere
' Y ratio®> @;n@g as;&]Q @ %@
Amidosulfuron oo 2 o N @\J Y
S RS 2 ; 1988; M-
@ © 5 %@ @\ @328-01-1
N S S &
%, \% O O S | 1987 M-
2 O SN 1119379:01-1
ST A PR
Y 1Q S}
Amidosulfuron-desmethyl ~3 &© S L2 LN
§@ @»Q VCQ & 7@ &\% 2003; M-211220-01-1
& |y I Q@@ Y
e & & NS 53 v
q O |V 131833-01-1
o @ °\ % f,@ Q (@)
AmidosulfufGEADMEY G o Q
] Q <O o\@" : 1993; M-
N 131382-01-1
Ol N
NP AR AN IS
AmidosulfuréADHID” &0 o
6\ @VJ N @ ] D ; 1993; M-
131835-01-1
@@ D ©© &ﬁ\
TE SS9
%, NN
SIKS)
d v

¢ 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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Test species Test system Test Endpoint Reference

duration [mg as/L]

Amidosulfuron-Lysimeter leachate

_; 1993; M-

131134-01-1

@@

- 1993: M-
131 gof-l ’
@@ (Z Q @@)

3
Bold letters: Values considered relevant for risk assessme§ﬁ1 the (Ig@? document @@ @Q @

(nom) NOMinal concentration; (mm) mean measured conce&t ion, A &
\ o

N S
Studies on amidosulfuron: ©\ é\g\ N @J@

oS o &
KCA 8.2.4.1/01;&; 1988 M- 28—0 ey @@ @@
&

N
[Study submitted and e\g@wd f@o@ze fé@nclué@n of t@idos;@pn on Annex I]
@ & @ &

&
The study reports @a stati aacut i
No mortality wa observ@ nt w tro
animals died a& t concentrationd of
at concentr s of @ mg@%s /L. %

reported. Q .

v
oin the@J review for tl@ﬁrst inclusion of amidosulfuron on Annex I, a study

o . @ -
review is four@in the Bfevious DA 06).
S &
The study was ideredo be@@cepta@} and was used for the risk assessment. However, no EU
agree%n point was d@lved from this“@est, since a lower endpoint resulted from the corresponding

study A@ 1/0 ©\
S 824%/02_ 1987; M-119379-01-1

§ %
S
@
M-119379-01-1

st o aphn agna with amidosulfuron technical a.s.
du @a con@ltratlon of 18 mg a.s./L. 10 % and 40 % of
d 56 @ After 48 hours all animals were found dead

[Study submitted and evaluated for the first inclusion of amidosulfuron on Annex I]
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The study reports on a static acute toxicity test on Daphnia magna with amidosulfuron technical a.s.
No mortality was observed in the controls and up to a concentration of 10 mg a.s./L. 25 % and 30 % of
animals died at test concentrations of 18 and 32 mg a.s./L. After 48 hours all animals were found dead
at concentrations of 56 and 100 mg a.s./L. A 48 h ECso = 36 mg a.s./L and a&8 h NOEC = 10 mg
a.s./L were reported. @

The study was evaluated in the EU review for the first inclusion of amld@furo&gﬁ Anne@ Ia @@ay

review is found in the previous DAR (2006). @ @ &% éxg
SIS

The study was considered to be acceptable and was user tl@rlsk a§§ssmcmg©An &%ﬁ agreed

endpoint of ECso = 36 mg/L. was derived from this test. (& @ é;a
o SAS
KCA 8.2.4. 1/10_”@%0 ; 4953@@5-1 ©© &
o S B e
©\ %\ S @
M-249534-01-1 @"\a N @Q Jog
65,03 Q

S

O S
K@@@
Y

\

%

This expert statement responds to @wstlo@%y th%for y no @alytlcal measurements
were made in the above two Daphn tox1%1>ty stu(?ﬁ@s (K CA 8.2.4.1/02), and in

green algae study KCA 8.2.6.1/0 @It wa gued thit

- the procedure is in-lige w1t@ dati&n glver@n the dance Document on Aquatic
Ecotoxicology forJrandling.o der ackmg aﬁalyms@nce neither daphnia nor algae are
driving aquatic rigk’asse ent

- hydrolysis an otolygls data let expect th dosu@uon would have been stable under the
conditions % over the in- h@phase 10ds hes

The case is dis sed 1n®16 ‘§ , 1t w% concluded in a general comment on the
studies with cm@tace SlIlC aph S were n th@most sensitive group of organisms and do not
represent tb;é% ost ¢ ﬁﬁcal omt for the aitc %% assessment no new studies with daphnids are
considered to be ssa

@ LN

Studies on theﬁnetab es Oﬁﬁld 0@©
9
Amldosulﬁon- ethé o S)

Two stt%is we@ Submitted an@valu%%d for the first inclusion of amidosulfuron on Annex I. The
lowe%gx point ECs 3.6 mg/L wa selected for this metabolite, while in the other study, no
immobilizaty tiow was ghserve to 1@ mg/L, the highest concentration tested.

However, the grades of théRietabolite tested in both studies are rather different. The highest toxicity is
observed for th N dy with the grade of lower purity (93.0% vs 97.2%) and most importantly, the
highest amounun own mdtetial (5.5% vs 0.9%).

The impurities presgafin the tested material result from the synthesis of the metabolite and are not
relevant for the riskyassessment of this metabolite in the environment, as this compound is produced
during the degradation of the active ingredient, and not from chemical synthesis. It is therefore
proposed to consider only the study performed with the best grade.
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KCA 8.2.4.1/03; NN I ©003; M-211220-01-1
M-211220-01-1
9
%@
o M &
S %@\ S
[Study submitted and evaluated for the first inclusion of amidosulfuron & Anne$Q % é\ﬂ
S 8 AN S
AN Q . ®
@ o N

<

desmethyl. No immobilization occurred in the contfdls. O@\indi@al § at lowest test
concentration of 1 mg/L. This mortality event was cc@’dere ‘x5 beil@ notr to ghe'test gibstance
since no immobile animals were observed at all othé test egncentrations. A8 h F,éso > 106ang/L and
a 48h NOEC = 100 mg/L were reported. suréd, concéntratiops at tQfor t2 highest
concentrations were below 80%, due to solubility issugNi¥is th@%ﬁ)rop(@ to br$the results on mean
measured values (geomean): 48 h ECso > 55 @L ane@ 48 @@OEC %355 m%. @

L N A
The study reports on a static acute toxicity test on Daphn@nagm@lith %meggﬁte ar@ﬁosulfuron-

S Ry @
The study was evaluated in the EU revieyxfor th@rs‘c in@f?sion ¢famidssulfuros %n Annex I, a study
review is found in the previous DAR ( ). AN @ Q>
S g & O
The study was considered to be ac@ptabl&and Was use ®r theYisk as e@ment. However, no EU
agreed endpoint was derived frofp this @t, since™a lower endpeint resulted from the corresponding

2.4.1/04. RN
study KCA 8.2.4.1/0 § S %@ R S

S G
SR )
[Study submitted %Qevalucgd for the ﬁ%&'nclu@&on of amidosulfuron on Annex ]

o &S g O
The study %orts on@static acute tﬁty t@ on Daphnia magna with the metabolite amidosulfuron-
desmethyl. "Wo imgrobilecgaphnids) weresobserved in the control, solvent control and in the test
substaned up to @ concentration®f 0.563mg/L. The percentage of dead individuals rose from 10 to
85 %catthe t@ed cntrat{ms ofs] = 10 mg metabolite/L. The highest mortality of 90 % of the
tested “animdls wasobservedat a €oncentration of 5.6 mg metabolite/L. A 48 h ECsp = 3.6 mg
metabolite/fs and %48 h I\J% C= @6 mg metabolite/L were reported.
S

The study was ¥valuated in the@} review for the first inclusion of amidosulfuron on Annex I, a study
review is found in téevious DAR (2006).

The study was considered to be acceptable and was used for the risk assessment. An EU agreed
endpoint of ECso = 3.6 mg/L was derived from this test.

It is proposed to change this endpoint to ECso > 55 mg /L based on the further study KCA 8.2.4.1 /03,
for the arguments on test item purity discussed above.



Bayer — Crop Science Division Page 31 of 152

2016-05-31
Document MCA: Section 8 Ecotoxicological studies
Amidosulfuron
Amidosulfuron-ADMP:
KCA 8.2.4.1/05; R 1993; M-131382-01-1
M-131382-01-1 @@
S N
: S
S @ © &

Q

[Study submitted and evaluated for the first inclusion of amid@ilfumn&m An&%c Il © 2,
@ TN L S
& O N T

The study reports on a static acute toxicity test on Dag@?’a m \a withthe m@olite idos%mron—
ADMP. No immobile daphnids were observed in theGgOntro}s®@r in @f tested concegtyationsqy
mg metabolite/L. The percentages of dead individug were 20 %, 183 %, 26%, 95% and 160°% at the
tested concentrations of 56, 100, 180, 320 1@0 1By met. bolite/I@ A 48H
223 mg metabolite/L and a 48 h NOEC =32 eta e/L were repayed. @

S @ O

The study was evaluated in the EU review-dorthe &rst 1ncl@§»n oﬁ@midos@ron on@&nnex I, a study
review is found in the previous DAR (2(&). QO @ SR

@
The study was considered to be ac@%abl@%d wés) used(ié?r’ thers as&@sment. An EU agreed
endpoint of ECso =223 mg/L was dérived yimrn thbii%est. @© § 0
9 N
Amidosulfuron-ADHP: ~ § & 9
Y (9O % O
B

Kc§z.4.%@$; 1993; M-°1§1/3335- i<

A A v N

@
SRS &
[Study submitted %ﬁevaluc@d for z@e ﬁ% inclugion of amidosulfuron on Annex ]

v
T
The study reports on@static acute tﬁty t§on Daphnia magna with the metabolite amidosulfuron-
ADHP. No~mm anigils werg observed in the controls or in the tested concentrations of the
metabo]‘i%. A ECso > 100mg m%:bolite/L and a 48 h NOEC = 100 mg metabolite/L were
repor@ S N
¢ & @ .0

The study Sxas evgél‘ated '@w Eg%view for the first inclusion of amidosulfuron on Annex [, a study
review is foun e preyious DAR (2006).
oy

Although the conce %tion of the test substance was not measured in the test vessels, the study was
considered to be a@deptable and was used for the risk assessment. An EU agreed endpoint of ECsy >
100 mg/L was derived from this test.
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Amidosulfuron-Lysimeter leachates
KCA 8.2.4.1/07: N 1993; M-131134-01-1
M-131134-01-1 @@
5 & @ &
S @ © o
ON Z

O\ %
& . § N
The static acute study reports on the effect of ly; ifeter &colate@?treat wit 1d0@£uron
technical a.s. to Daphnia magna. No immobile ani wer@l se int ted pgreolaj@y and in

the control until the end of the test after 48 hour@[he perco ates&om a ﬁgmme&g treat S ith 49 g
a.s./ha were not toxic to Daphnia magna. @ w\g\ é S @

N -9 voS
The study was evaluated in the EU review @e ﬁr@nclu A of al%bdosul@ron o@nex I, a study
review is found in the previous DAR (2006% & @@ % @
@) @ N %
The study was considered to be acc@;& 1e d was Bised fgﬁ@he @ asse@ent An EU agreed
endpoint “no effects” was derived frofe) is t @@ @ ©@

KCA 8.2, @/08 _ %93 M%lmﬁ 1Ay

@ Orrune @
gy 38
G geePoingdl - O @
Ovws . @& & Q O
O S & LTS

N

A
The static acute* Qgtudy reports the ‘gf f lysnneter percolates treated with amidosulfuron
technical a.s. to Baphni brle@r mals were observed in the tested percolates and in
the control ur@g\\’the efw)’ of th&test § ours. The percolates from a lysimeter treated with 54 g
a.s./ha werenot tox@) Dq&hma m@@na.

.
The s@@was e@luaggn the EU revigiyfor the first inclusion of amidosulfuron on Annex I, a study
revie foungl in thegyevious DAR (2006).

Gin (hegTviols DAR K

The study%vas s1der 0 be@}ceptable and was used for the risk assessment An EU agreed
endpoint “no e erlv%cjl from this test.

@7
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KCA 8.2.4.1/09; I 1993; M-131854-01-1

M-131854-01-1

%
&@
BN

> @ O o
[Study submitted and evaluated for the first inclusion of amidosulfuron o@ne)% % %@
@
y SO @
The static acute study reports on the effect of untreate&ontr@@ysi &ter per%ates o5 Daphnia

magna. No immobile animals were observed in the testedpercola and&n he eQn ol u@ the end of
. N . ? N
the test after 48 hours. The percolates from the untreat&;@&mmﬂgr was fpt tox Daphatia mggna.

- : o o @ @ O &
The study was evaluated in the EU review for the t inclusion of-amidosyl] ron@n Ann @Q a study

review is found in the previous DAR (2006). A S

S
O SI

The results of the study were rated acceptab]%?owev@the

ey was%%onsic@ed no%@e relevant for
risk assessment. No EU agreed endpoint wag riV&d from @,-)Q testy @
N ZE S
S ¢ 0N &
R’ o v L9 S

QO ’
CA 8.24.2  Acute toxicity to 4n ad%@nal@atiu@veré@\ratg Species
¢ N
One acute study on Mysidopgi@ahia@@’as per%rmed. %eta of thaystudy are provided in the

@@Q

v
Table CA 8.2.4.2-1: Agﬁ toxicity data/,e/gamidosulfuroanMysi@rsis bahia presented in this chapter
Test organism Test sﬁm T%&s@ dur@% @ Endppint [mg/L Reference

5 5 M-
@‘? 9 S | BCERV

following table. > @ é O\‘Z’\g

AN N O @ 123930-01-1
UL B I A S P
nom) NOMInal concgntration
(nom) 0\% té{\(@ S Q
&@ @@ C%&ZA.Z/O ,lﬂ\i@, M-123930-01-1
o\ O\
D &1231-1 &Q é
& _@ISEPN o
S @Q@ é Q N
@) @) 2o

[Stu %bmit@d and g uate{ for thg%@;t inclusion of amidosulfuron on Annex I]
> 9
& N <@

The study rep a stafic acutﬁoxicity test on Mysidopsis bahia with amidosulfuron technical a.s.
One individuaed in the solV&it control and one was found dead at a concentration of 38 mg a.s./L
after 24 hours. N rther animals died at the tested concentration of 38 mga.s./L and at
concentrations up @56 mg a.s./L until the end of test after 96 hours. Therefore, the mortality observed
at the concentration of 38 mg a.s./L was considered not being related to the test substance. 95 % of the
mysids died at the highest test concentration of 94 mg a.s./L within 96 hours. A 96 h LCsy =
75 mg a.s./L and a 96 h NOEC = 56 mg a.s./L. were reported.

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (2006).
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The results of the study were used as confirmatory data only, but were not used for the risk
assessment. No EU agreed endpoint was derived from this test.

CA 8.25 Long-term and chronic toxicity to aquatic invertebrat@@

CA 8.2.5.1 Reproductive and development toxicity to Daphnug@agna@\ ©& %
One reproductive study on Daphnia magna was performed. Details o stu@me p Vlde%@he

following table. . & N
& s . \ O | %N
Table CA 8.2.5.1- 1: Reproductive toxicity data of amidosulfiivon to @hnia%}gna pf@%ented@hls
chapter @ N ff\&? N (({@ o
Test species Test Test “Endpoint> Y Refererice S
system | duration ng a@] @ @ < fm@

. @\)1;
& V3019311

R ©\ \
ECyeproduction. c@on @@58 K
1@0 u : @ ; 2016;
E(‘%o roduction: @Q 1%% @ | M-551834-01-1
L @ % 8.2.5.1 /02

Bold letters: Values considered relevant f@k aS@gsment idthe ]\%@docﬂ@lt @J
(nom) NOMinal concentration (i@
@ @ ©

KCAM@/M_%% M%Ol%@l >
6\} @ % 3

> @

& § % @
Report: N CAQ 2.5.1/ 2016 M-551834-01-1
Title: & IO/Egﬁcalc n fo phnla reproduction study with amidosulfuron (M-

B 019

Report No.: \ & M-551834-01
Document @ M-,
Guldehn%>€ %,
Guidel V1at10©8s) @nne & \@
GLP/§EP:

@ Sl N O

technical a.s. animal$ diegdyat the highest test concentration of 10 mg a.s./L within 7 days of
exposure. Immabilizatipn of adult individuals and delayed brood was observed at a concentration of
3.2 mg a.s./L. Rel of brood started at day 9 at concentrations below 3.2 mg a.s./L and in controls.
The number of living juveniles was not significantly different from the controls up to a concentration
of 1 mg/L. A21 d NOEC =1mga.s./L anda 21 d ECsy = 3.2 mg a.s./L were reported.

ECio and ECy are 0.8 (0.3—1.1) and 1.4 (0.9 — 1.8) mg/L, respectively (M-551834-01-1).

The studyw?gepi@n a @9&1 statféZl -day reproduction test on Daphnia magna with amidosulfuron

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (2006).
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The study was considered to be acceptable and was used for the risk assessment. An EU agreed
endpoint of NOECreproduction = 1 mg/L was derived from this test.

CA 8.2.5.2 Reproductive and development toxicity to an addition@%quatic

. . & o
invertebrate species " &

Amidosulfuron has no insecticidal activity and no relevant chronic effe@ on %hma magna @Ve
been observed. No additional chronic testing with aquatic invertebrate sfigcies 15@Eeme ces
> S XS S
@ o \ Q, %
@@ C&\ L %\
CA 8.2.5.3 Development and emergence in Ci@gﬁnorriw rtp ©\ é@

Amidosulfuron has no insecticidal activity, is not a @N @ﬁlat and n@eva hro foects
on Daphnia magna have been observed. No a%guonal Y om(@s‘un with 8uatic ifiyertebrate

species is deemed necessary. N @
& & & &L
o | & oy e
CA 8.2.5.4 Sediment dwelling orggnsmb& @f@ é% %@ @

Amidosulfuron is highly water solubénd @es not ‘ée cum&e il@ sed@%nt. No testing with

sediment dwelling organisms is trig N @
L2 &S o
‘2’\0 °\ < O A
X o Q
CA 8.2.6 Effects on algal gr@% % ®)
N 9 <

Some metabolites relevan rlsk %sess ave been tested for%ﬁeir toxicity on algal growth, these
are the primary metaboll ethy@(; A P. In @dltlor\ econdary metabolite (ADHP) was
also tested. &

Despite the presen@of th@ﬁ'uct esp e f lfonylureas herbicidal activity (Sinclair,
20097), tests del%nstrate@a la dal #ity forsboth A-desmethyl (KCA 8.6.1 /02) and A-
eov@ the same results were obtained with ADMP

desmethyl-chlotopyrimittine (KCA 8. 6@ 706).
(KCA 8.6. 1@@ @T }&A /03).A-guanid iditie (KCA 8.6.1 /06) and A-biuret (KCA 8.6.1
lost

/07). Therefore all wietabo e taxophore respon51ble for the biological target activity (i.e.
herbicidal act1v1§§ Ac@@dln@the ri€le ass%ment scheme for metabolites (pp 143-144) of the
Guidance on tiered risk asses fo nt protéction products for aquatic organisms in edge-of-field
surface watets“(EFS&, 2013%), ris sesst for metabolites without toxophore can be based on
active substanhce . C que further’tests on algae with A-desmethyl chloropyrimidine, A-
guaniding and Agbfuret were not @emecﬁ@;ﬂpcessary.

@

Guanid nonyl @amlc@}ld 1s @o a major metabolite for the aquatic environment. No tests were

performedsito chz%cterlzgi%lther%%s toxicity nor its herbicidal activity. It is a tertiary metabolite
SO 4

7 CJ Sinclair PhD Thesig¥niversity of York Predicting the environmental fate and ecotoxicological and

toxicological effects esticide transformation products

https://www.researchgate.net/publication/235934684 Predicting the environmental fate and ecotoxicological

_and_toxicological effects of pesticide transformation products

8 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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resulting from the degradation of amidosulfuron-guanidine which does not show any herbicidal
activity. Consequently, it is assumed that the toxophore is no longer present in this metabolite and the
risk assessment can be addressed using information from the parent substance.

Table CA 8.2.6-1:

Growth effect data of amidosulfuron and its metabolites to algae presented in this

chapter o
Test species Test system Test Endpoint eference
duration [mg/L] N S
Amidosulfuron RN @~
E.Cso " @mm) . N 1988 x M-
° 13 \1203251-1 %
29! o

Amidosulfuron-desmethyl ’ & & @
%% © &@ EST M
SO S Sl A S
@ ) @ ((J@ r@ @ @j
o% @20 ©>10(Q _;2016;M-
& é}a S K7 hy | 349438-02-1
’ N |« 2 Q) KCA 8.2.6.1 /09
Amidosulfuron-ADMP ) O R ~D
SR S  aITnvaa
é@Q @ O < s 131421-01-1
S @S, X © 7@E£1® 283
O S « O E@ 163 |, 2016; V-
Q IN I 549790-01-1
D R
S & & V@ KCA 8.2.6.1/11
Amidosulfuron-&PDHP. O @g)@\? $ @V -~
' © & | AT
Scenedesmu @ﬂ%ca@ & @@) AN ECs" > 100Gon) | 138952:01.1
(green alga) Y Q o3 R
N bbbt N E.Cio 51 |KCAB8.2.6.1/07
S groWiPG % E:Ca 72 | 2016; M-
R @Q § o NOEC 3 |549441-02-1
L2 A A@ N KCA 8.2.6.1/12
@ @7 K Q < @
Q S) Q N
(S
@ @© & o F
SSHRN @ O
ORISR
¢ |\ °
Gy

® The study duration is 72 h but the endpoints were calculated at 48h for validity reasons (see: KCA 8.2.6.1/08

for further explanations)
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Test species Test system Test Endpoint Reference
duration [mg/L]
Amidosulfuron-Lysimeter leachate
-; 1992; M-
138143-01-1
%
%
. o ; 1993; M-
- | 15
Scenedesmus subspicatus growth inhibition 72 h E.Cso " s | 13 01-19 9
(green alga) =S @
G LI
; 19983 M-
@ N
é}’ ©© ‘& 2-01- g%

Bold letters: Values considered relevant for risk assessmen% HAhe M‘QE docul@t
ure(ﬁre @

D Since the new aquatic GD 10 focusses on endpoints base gro rates@e EbC

from the table above. ° AN
(nom) NOMinal concentration Q N BN &
L § é}’ Q) @ &

§ T F Y &

CA 8.2.6.1 Effects on growth of g£éen algae @Q % @ @
@ .5
Q e &

Studies on amidosulfuron @@ § N @@

@
N SorCD; 9
L NN
ﬁém-lv@ & @@ &\%
Shevito precindy
S N
S &S S

[Study submztt@@ and gy &?luated < ]
AN
A OQQ S B @
Report: &> KCA 8.2,60/08; J£2016; M-549424-01-1
Title: o &alidit Fheck apd i
o\@ @)@subspl%tus( > I o:¢)
Report No.:@ & M 1 S)
Documen N0' ©©

01 ory”
dev1@)n(s) @’@Dewgon non&

EP; “O
The study re %on @stati 72-h0ur growth inhibition test on Scenedesmus subspicatus with
amidosulfuron techniggl a.s. The test was performed in two dilution series of amidosulfuron. In the
first dilution series &v growth inhibition at the highest concentration and an equivocal concentration-
effect relationship Were observed. Therefore, the results of the second dilution series were used for the

10 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/;.efsa.2013.3290
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calculation of the EpCso value. In the second dilution series growth inhibition was observed at
concentrations at and above 10 mga.s./L. No significant effects on growth were found up to a
concentration of 3.2 mg a.s./L. A 72 h ExCso = 47 mg a.s./L. and a 72 h NOEC = 3.2 mg a.s./L were
reported.

The validity criteria of the new version of the OECD guideline 201 (July 201 1@5@% been checked for

this study:
- The biomass in the control increased by a factor 49 over the 72 h te@@perlod%guldee crlt%la

=16);

- The mean coefficient of variation for section-by-section specifyg gro“@%ﬁ rateséﬁ% the trol
cultures must not exceed 35%, for this specific study,@e obsefved valte is 5

- The coefficient of variation of average specific gré®th ra during the whole tesgperlod n
replicate control cultures must not exceed 7%, it @s 3.3 ifithis tﬁ\iy \@’ é;a

N S L A

@
The second criterium is not met, this is explaine the @ct !t %ye @th \@@ no @er in

exponential phase after 48 h, there was an obvious ckcrease (@the rowth r%

< @ &
The OECD guideline 201 (July 2011) states that; é\a
The test period may be shortened to at le 48 % to @amtai&unll lte ntlal growth
during the test as long as the minimum i pllcatzonf of 16 is i\%ed (§ ¥1, page 2). The
validity of the study at 48h was also ¢ égked a all c met the bioftiass 1ncreased by a
factor of 28, the coefficient of variatio %}T average specific gro@?h rat ] 17@ d the coefficient of
variation of average specific growth T @1@ § @\
Consequently the 48h E.Cs is coasi dere%fl be th&relevan@endp 1@ 4 %’Cso =145 mg a.s./L (95%
confidence interval: 106-198 ni1g.a.s./ he c(&rrespor@ng E @ and 20 are 13 (5.5-21.3) and 29
(16-43) mg a.s./L, respectw%{\/o(M 540424 k % %
The study was evaluated diisthe E@evr@r théﬁrst m@usron\“i%mrdosulfuron on Annex I, a study
review is found in the ious ]%&R (20 6)

<

Q o

The study was co ered ccept %ﬁ agr e@en d§ t of EvCso = 47 mg/L for Scenedesmus
subspicatus waz%erlved () ed STt is pose change this endpoint to the E.Cso = 145
mg a.s./L accordimg tq EESA A tlance documeyt.

@©K©@f%§

Studies on the r@s%abolrtes of armﬂosult{lxon N
SN

ES <
Amldosulfur@ desme hyl * § N
Q

> &£
Q K@JKZ@?@Z IR 1995: Mi-132028-01-1

& o LUl
> Q
*§ S M&%ozs@r

o &
@

[Study submitted and evaluated for the first inclusion of amidosulfuron on Annex I]
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Report: KCA 8.2.6.1/09: | ; 2016; M-549438-02-1
Title: Validity check and EC10/EC20 calculation for amidosulfuron-desmethyl study on

Desmodesmus subspicatus (M-132028-01-1, -, 1993)
Report No.: M-549438-02-1
Document No.: M-549438-02-1
Guideline(s): OECD: 201 (2011) %)
Guideline deviation(s):  Deviation none @
GLP/GEP: no RN ~

S %

The study reports on a static 72-hour growth inhibition test on Scene@smusi:sy Spi tus w1t@he
metabolite amidosulfuron-desmethyl. A dose dependant big ass g lnhl tion 4
1.2 % to 37.7 % was observed at the tested concentratlons g/L tQ 1000 /L. S?ﬁgmﬁcant
growth inhibition was found at a concentration of 18 01 7% No lculation of the
EyCs0/E:Cso values was conducted because 50 % growt@ 1nh1 ceeded@ the tested
concentrations. A 72 h EyCso/E/Cso > 1000 mg metab%@L arfda 72 h@OEC 1§ meta@hte/L
were reported. & Q) @ @ @

72h E,Cioand E;Cy are 978 (910-1063) and > 100%;;@%01@& res&ectlvel@ @

vS
The validity criteria of the new version of t@ECD@udel@lOl (}%iy 20@) have«@n checked for
this study:
- -The biomass in the control m%%ased l@a fa&@ 140er thg\??_ h & (,) { period (guideline
criteria = 16); Q> %
- The mean coefficient of va@on féd sectiofsby-section ific g&!r -$&th rates in the control

cultures must not exceed 35%, fo this spec%ﬁ’c study; the rved%a ueis 11.5;
- The coefficient of variatféh of aygrage spe01ﬁc growﬂmtes during the whole test period in
replicate control culture\mus exc 7% avas 1 thl@)ﬁudy

ONE o
All 3 criteria were met, t @f}udy #onm@d to &e valid (M 5494 02 1).

@ @
The study was evaluated®in thekEU review for the ﬁrs@lum@\of amidosulfuron on Annex I, a study

review is found in %@orewous DAR@OOQQ Q

The study was c@mdqre@acc le. A@U ed end omt of 72h EwCso = E;Cso >1000 mg/L for
Scenedesmus@bspzca@% was derived @sed on this te %

5N
Amldosulfuron-;&ﬁ/lp © @ @@ (&y\ﬂ

v
CA 8&?1/0 ©1993; M-131421-01-1
b\ @@@ S g \@5
@) 2o

©©©

@
$
7
@/I

%)
g Delon ¢
B, Q
i
[Study submitted and &valuated %}{)r the first inclusion of amidosulfuron on Annex I]
N

@
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Report: KCA 8.2.6.1/10; R 2016; M-549437-01-1
Title: Validity check for amidosulfuron-ADMP study on Desmodesmus subspicatus (M-
131421-01-1, ||| 1993
Report No.: M-549437-01-1
Document No.: M-549437-01-1
Guideline(s): OECD: 201 (2011) %)
Guideline deviation(s):  Deviation none @
GLP/GEP: no RS o
S o & o
Report: KCA 8.2.6.1/1 ;. 2016; M-549790-01-1 &Y %, @
Title: Calculation of EC10 and EC20 for algae study (M-132421-01%7 % §
1) in context of mesosulfuron approval re@ﬁval (E1§SA reqi&;t, Poigtyt2) %,
Report No.: M-549790-01-1 @ o NS
Document No.: M-549790-01-1 & L9 & o é}
Guideline(s): Not relevant T O o ©\ 7w
Guideline deviation(s): none %, e ) Q N
GLP/GEP: no (@)

@ @ € @
The study reports on a static 72-hour growth 1n%blt@test @{?Scené@esmus@bspzc@u with the
metabolite amidosulfuron-ADMP. No gro 1nh1@ w@obs d up centration of
100 mg metabolite/L. A dose dependant bl@ass ar ition rangln rom @7 % to 67.6 %

was observed at the tested concentragions f 18k%g/L% 5 @ /L@A 72h EyCso =
403 mg metabolite/L and a 72 h NOEC §6 mg nictab /Lw repoxte @(C’@

@
72h E.Cio and E.Cy are 283 (235- 3@9 and (452%{@1 1) @ met@ﬁe/L@@ejspectlvely (M-549790-
01-1). w\ﬂ @)
@) &

The validity criteria of the new Versw@ the &CD gg)@dehne ’1 (1W3»2011) have been checked for
this study: é\” \\ 9
- -The biomass in @e con@ 1nc@ed by a factor\107 @%r the 72 h test period (guideline
criteria = 16); @ Q) @
- The mean coetjicient Of Varlitlon fq&gsech l@-se @1 specific growth rates in the control
cultures m ot exceed 33%; for t specn@ stud@ne observed value is 22.6;
- The coeftic riatig ‘\o a sperific th rates during the whole test period in
rephcate%)ontr@& lturédy ust n@»exce %, it was 6.3 in this study.
All 3 crlter@e m@the S&&dy is c@derxto be w\g@ (M-549437-01-1).
ORS;

KOS
The study was evaluated in the E% rev1eg§)for thggrst inclusion of amidosulfuron on Annex I, a study

review is found ifvthe pé%f’lou (200

S @
The studyStas c dere&accep e. A@%U agreed endpoint of 72h EyCso = 403 mg/L for
Scenedesmus subspicatus ®as de&@d bqpied on this test.

The f$ aquagc gulc@@l@ce doQumen SA 2013) only regards endpoints based on growth rates as
relevant. Aé@rdlng the Jisted endpoint should be revised to:

E.Cso > 5604n g/L% 6” Q

o4
S
@
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Amidosulfuron-ADHP:
Report: KCA 8.2.6.1/07; I 1993; M-138952-01-1
Title: Hoe 094206 - Substance, technical (Hoe 094206 00 ZC99 0002) - Effect to
Scenedesmus subspicatus (geen alga) in a growth inhibition test (method OECD)
Report No.: A49948 S
Document No.: M-138952-01-1 @
Guideline(s): OECD: 201 (1984) . A o &
Guideline deviation(s):  Deviation not specified Q\ @ ©
GLP/GEP: yes QN @% % %@
Report: KCA 8.2.6.1/12: . 201¢: M-51-02-1& \\ é %Q
Title: Validity check and EC10/EC20 calcu% for aiidos fﬁgon-A%ﬁ’ studyven
Desmodesmus subspicatus (M-138952; 1—10&19939\ é;’ .
Report No.: M-549441-02-1 S N L A
Document No.: M-549441-02-1 é\ﬂ & @@ ©© N
Guideline(s): OECD: 201 (2011) & o ©) %@ & @
Guideline deviation(s):  Deviation none \\ N @ @
GLP/GEP: no Q N &S 9
< & & LTS
Executive Summary: @ Q Q @ o

The aim of this study was to determin® the ect he %@abol' e@amid@ulfuron-ADHP to
Scenedesmus subspicatus in a growthshibition test.<The tes@ as&;%gr orme@in accordance with
OECD guideline 201 (1984). Algae ¢ exposed for 72 s updey’ statigyexposure conditions to
nominal concentrations of 0.032, 0@@13\2, 1.0,% , 10,38, 3 an 0 mg metabolite/L in
comparison to untreated control. Three replicates for each tfeated p and'six replicates for the control
were used. 24, 48 and 72 hoursx% er te itiat‘@n cell nts determined for each test flask. The
concentrations of test substance inhibi@g the gtpwth ahd the resultin 50 and E.Cso were determined
by using computerized pro 5. THe)concehtzation Of no .ob rved\e ects (NOEC) was verified by a
multiple t-test. Based on @ ytic ndir@ the biological end oﬁ%s are reported as nominal figures.
After 72 hours the EyCspowas de@rmine%s 70 @/L (95%% Cl; 56 — 100 mg/L). The E.Cso could not
be calculated becauselthe inhﬁ}itionf the specific wth. fdte did not exceed 34% in the highest
tested concentratio@@herefoge the JoA

5018, 35100 . Thero observed effect concentration (NOEC)
was found after 72 hours m @-23@ he lgwest oérved ct concentration was found at 56 mg/L.

o A
Material a ethodss ©

Test item: %gn?lo ron—@HP; I@Qerial@% 09&6, Code: Hoe 094206 00 ZC99 0002, Sample-
No.: Roe/GY 75&@ 1%& Purit}@99.9%@§iw. N

Scenedesmus @\Z}bspic@ts CHQDAT cellular planktonic green algae) were exposed in a growth
inhibition tg&¢ for 7 ourg@ nomi concen) ations of 0.032, 0.10, 0.32, 1.0, 3.2, 10, 18, 32, 56 and
100 mg metabolit&}: in camparisoftto unfreated control. The test volume was 100 mL test medium per
replicatexThe stfidy was, carried Giit wi% replicates in each of the treated groups and 6 replicates in
the cegtrol grayp. 24,5 and %2 hourswafter test initiation cell counts were determined for each test flask.
At the’ sam@(ime theypH es at @ich test flask and temperature at each concentration step were
assessed. The co ntratiens’ of te&,\substance inhibiting the growth and the resulting EyCso and E.Cs
were determin usifg) computerized programs. The concentration of no observed effects (NOEC)
was verified by¥a mu]tiple t-test”At the end of testing the growth curves and the concentration effect
relationship were pl@@e using a computer program.

The pH values ranged from 7.5 to 10.0 in all replicates and the incubation temperature ranged from
24.5 °C to 28.8 °C over the whole period of testing at a continuous illumination using white spectrum
fluorescent lamps and a quantum flux density of 180 £ 12 uE.m?.s™!.
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Chemical analyses of the test substance concentration in the test water was made in a stability test
after 0, and 72 hours test duration from the nominal concentration of 18.0 mg/L by HPLC-analysis.

Dates of experimental work: July 28, 1992 to September 11, 1992

Results: %)
@
o R
Validity:
No unforeseen circumstances were observed which may have affected t ual%&r 1nte9ty o@%s
study. % S
& \ @

Moreover, the criteria of the latest version of the OECD 2@ gul@ne { } 201& are aigmet The
biomass in the control increased by a factor of 150 over 72h fost p r%d T eat;@%fﬁment of

variation for section-by-section specific growth rates in@he co Yol cul ugnot e d 35%, for
this specific study, the observed value is 21.3. And<the coeffircient of varia rag ec1ﬁc
growth rates during the whole test period in replicate conl:ro@bultu e mus& t exceed 7%t was 5.3
in this study. (M-549441-02-1). Q \ "

S N
In a Growth Inhibition Test (report CE92/606) ca@ out@gaanua <?7—3 61%792 etermine the
effects of the reference substance potassm]% hromate to @ene STUS § icatus{Green alga) the
EwCso after 72 hours test duration was galculat ith $5% co encegl}mlts d20.19 (0.10 - 0.32)
mg/L when compared with the untre control grouf, The 1) ob@ued efé@t concentration was
S

found at 0.1 mg/L. @@ o @ @ @ @@
N, .
Analytical findings: & é}g \ @ Q) N

In the stability test it was shows that, thg test substancéis stab@ under test conditions with analysed
values >80% of the nominal oncenﬁ?ons Thereforésnomipal con tions are used for reporting.
In the concentrations hlgh®than& m@ e test\substgnce wasg not completely solubilized and

flocculated. Q
N o> X @ @ §\

Table CA 8.2.6.1- 1: @ﬁconcen%'ationgof amiﬁQ,sulfurp@ADHﬁﬂ the test solutions at day 0 and 3
@Mj q N Nf%i’linal ﬁiﬂﬁlcentm%n (mg¥midosulfuron-ADHP/L)

ol _gp) Goutrol & < 18.0
Theoretical contéht of the Nl ©© R @

test i}emin@st@m % § O.K @ 18.0

in mg fitstabol ®)

Theoretical contént of the

N
metabolite calcutated fr@v Q@j &Q é
amount 1%% 1ten@ 7, 0.0 17.982
(purity: 99.9% §

in mg tabo A A o
Act CDay 0 O Ses08 16.304
conc on = N

iNng Da@ A A 0588 14.743
metabolite{L Mean ¢ ° 0.55 15.52

v

SRS

1oy
3
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Table CA 8.2.6.1-2: Concentrations of amidosulfuron-ADHP in the test solutions at day 0 and 3
(continued)
Nominal concentration (mg amidosulfuron-ADHP/L)
Rec.! 18.0
Actual Day 0 87.22 90.7
concentration )
in % Day 3 87.2 82.0 @
metabolite/L Mean 87.2 86.3% o &

' Concurrent recovery rate of laboratory fortifications prepared on the correspon@g test @% Q) ©

Reference substance: w (Hoe 094206 00 ZC99 0001) =99.6 % @
2 Recovery from Day 3. @ | o % §0
S S N @&
N W
Biological findings: %@ @ N @j‘z\a %\
Observations are listed as follows: (G gix N S .
@ %\ v S L B
Table CA 8.2.6.1- 3: Effects after 72 hour on al@th m@ltlonf(gﬁst o@ “© D@
Nomlnal. Mean area under the Mean@owt “Perce ﬁnhlblﬁ& cell yerce@nhibition
concentration growth curves rate in - dwth (area) Q (Biwth rate
[mg metabolite/L] in 10* cells/mL*h B @ (?%5 (g% Qy §
control 28732 $°0.0690) @ 90 S 0.0
1.0 2996.8 o D 0.070 R 4302 5 ‘O 04792
3.2 2985.2 070 g7 73.89% -1.2165
10.0 30504 ) 0.070 <& @ -6.16 9 -1.2496
18.0 34528 & | AN0.072 A 203 @, -4.3855
32.0 26184 O ~ 0.068 o 8868 O 2.0839
56.0 1798.4 Q61 D 37408 12.4357
100.0 857.0 S 0 046 & A 70. 152 33.7216

Q
After 72 hours test duratl E% 0 was%%lculatﬁi at &@“)gng/N%\S% confidence limits 56 - 100
mg/L) in comparison with/ the rea ont Cso ¢ d not be calculated because the
inhibition of the spec1® grov&t@rate d not e eed j 0 1n % highest tested concentration. It is

therefore > 100 mg/
&’ L@ & Q

Significant 1nh1b1tlo©n of@w@% cor&mon@%&th th§ontrol was observed after 72 hours at
concentrations t\@nd ltigher than /56

In the conce&fratlor@of 56 é 100 @/L ce@mcle&v@ere enlarged and several cells formed lumps.

The no observed, éffect g.%ncentr n @C) agdefined in the OECD-test guidelines (no significant
growth 1nh1b1t1&r§and 1@cell deformatién) was $und after 72 hours at 32 mg/L. The lowest observed
effect concerfffation . @as fotind at mg@ 72h E.Cio and E.Cy are 51 (46-55) and 72 (68-

75) mg me@)hte/@@f?espe@gvely @

Concl
After ho est EbC \Vas calculated at 70 (95% confidence limits 56 - 100) mg/L in
comparlso th th trol group. The E.Cso is > 100 mg/L. The no observed effect

concentratlon (N C) as’de 1nedﬁ% the OECD-test guidelines (no significant growth inhibition and no
cell deformau%was found afigy 72 hours at 32 mg/L. The 72h E.Cio and E.Cy are 51 (46-55) and 72
(68-75) mg met boht&\% respectlvely

Amidosulfuron-Lysimeter leachate:



Bayer — Crop Science Division Page 44 of 152

2016-05-31
Document MCA: Section 8 Ecotoxicological studies
Amidosulfuron
KCA 8.2.6.1/04; I 1992; M-138143-01-1
M-138143-01-1
D
%@
N M &
S %@\ S
[Study submitted and evaluated for the first inclusion of amidosulfuron @Anoe@fj &% é\ﬂ
& AN \\ S =
ST R
Report: kea 82.6.1/13 R 2016; MSwoazp- 601 ST O &
Title: Validity check for amidosulfuron I{&mete lﬁchate @y onDesmodégmus - %, ¢
subspicatus (M-138143-01-1, W @@ ©© N
Report No.: M-549422-01-1 o Q@ & @
Document No.: M-549422-01-1 O @@ @@
Guideline(s): OECD: 201 (2011 &
(s) (2011) v § ) @ &

Guideline deviation(s):  Deviation none KQ @Q O
GLP/GEP: no Q

@

colates treated with

amidosulfuron technical a.s. to Scegedesmu§>subspicatus. i&Lo sg?@icant &rowth inhibition was
oo @

observed at all tested dilutions and 11ute@)erc%lf s. Thesper frm@ lysimeter treated with

49 mg a.s./ha did not inhibit the gégwth of:Scene us s@pzcatu@

The validity criteria of the new >er51o the @CD &@f)&ehne ’1 (Ju@)ZOl 1) have been checked for
this study: é\o Q A\ 9
- The biomassint ontrﬁncrea@ by a{actor 83 dver th%\n h test period (guideline criteria
=16); @ @) @
- The mean co cient f vari &tlon fQ:r\gSCCtIO -se spemﬁc growth rates in the control
cultures muy i £ ot exceed 35%; for thissspecifiQ study(the observed value is 27.8;

- The coefﬁ g'mat --\ a@ge s&ﬁic th rates during the whole test period in
rephcat@ontr - tur ust nQy ce@@ %, it was 3.2 in this study.

All 3 crlterla@e m%; e s&xdy is c@der&to be %@] (M-549422-01-1).

The study was eva%uated it e E reV1e r th@érst inclusion of amidosulfuron on Annex I, a study
review is foun(;g?ﬁsthe p@ iou. ,. J R (2&

The study s¥as coé@ere to be ptab@%nd was used for the risk assessment. An EU agreed
endpoint “no effety” was@gtived @om this test.

O o
@ @ CA%“/O&‘%;1993;M-138605-01-1
AN Q@ \©
PN SN
§ 91386@’-01—1
&
@

The static 72-hour growth inhibition s repo@ on h@effe %f ly r%éter pe

‘v/.

[Study submitted and evaluated for the first inclusion of amidosulfuron on Annex I]
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Report: KCA 8.2.6.1/14: R 2016; M-549423-01-1
Title: Validity check for amidosulfuron lysimeter leachate study on Desmodesmus
subspicatus (M-138605-01-1, | NN 1993)
Report No.: M-549423-01-1
Document No.: M-549423-01-1
Guideline(s): OECD: 201 (2011)
Guideline deviation(s):  Deviation none 2
GLP/GEP: no & o

S @ & o
The static 72-hour growth inhibition study reports on the effect of lysiger percolates treated @ith
amidosulfuron technical a.s. to Scenedesmus subspicatus. No significant é@)’wth ibitigflv was
observed at all tested dilutions of the percolates. The éicolate from %Pysim@& treatgd with
54 mg a.s./ha did not inhibit the growth of Scenedesmus s@g&@icat Ci"%\ @S\g @%’;\
The validity criteria of the new version of the OECD elin@@l (Jul@%Ol 1§Ve b§ chegked for
this study: Q v @ @ @)
- -The biomass in the control increased by & factaé%S ox¥r the %2 h test perio@@%deline
criteria = 16); yQ A S
C . MO TS NI Y
- The mean coefficient of variation for%@ctlonsectl@ specific growgh ratesin the control
cultures must not exceed 35%, for t '@pecif@tudy @e obsérved eis 9§
- The coefficient of variation of average specific 40 h rates durigg the whole test period in

replicate control cultures must nafexceed 3%, it s 4.is stiidy. @@
All 3 criteria were met, the study is corg} red@ be valid (M-23@-\1). Q
o 9 & @
The study was evaluated in the EU r@/iew for the first inc]@@on o@ido&%ron on Annex |, a study

review is found in the previous D&R (2006). &, N
Sy A %@ N %
tabl@d was ‘useddpr the&isk assessment. An EU agreed
mtl@est. o ’ %\
2
; s 1993.991-131482-01-1
O
S
SMS

"\@ \@ §V QQ

The study was considered ta,be a
endpoint “no effects” was gdevived Qﬁ@

WCA 8%@1/0

&&\
9
@

7)

e
S
@ %
o\ @
[Study submdited @ evalggted forthe first inclusion of amidosulfuron on Annex I]

S o S
Rep0§ Q

@
Title: R % Vaﬁ@ty chi%bifor amidosulfuron lysimeter leachate study on Desmodesmus
S -

@@KCA@%.M/M; 2016; M-549418-01-1

picatus (M-131492-01-1, || | . 1993)
Report No.: § -549498-01-1
Document No.: -549418-01-1
Guideline(s): N OECD: 201 (2011)
Guideline deviation(s):  Deviation none
GLP/GEP: no

The static 72-hour growth inhibition study reports on the effect of untreated control lysimeter
percolates to Scenedesmus subspicatus. A statistically significant effect in growth rates was observed
at a dilution of 2. However, growth inhibition was very low and the significance of the value is
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probably linked to the very low variation in the control. No statistically significant effect was observed
at the dilution factor of 4.

The validity criteria of the new version of the OECD guideline 201 (July 2011) have been checked for
this study:
- The biomass in the control increased by a factor 149 over the 72 h@est period (guideline
criteria = 16); %@
- The mean coefficient of variation for section-by-section specific growth fai;gos in con(‘%ol
cultures must not exceed 35%, for this specific study, the observe&lue 1533 .4; @
- The coefficient of variation of average specific growth rates dgying tl@whol%st pg@d in
replicate control cultures must not exceed 7%, it was @P in thi&stud&\ é %,
All 3 criteria were met, the study is considered to be valid (@5494@@01—@12\ @% y;\
The study was evaluated in the EU review for the first i@gf’usi 1°of ami&ulfu@\on A@ﬂ@ex I, astudy

review is found in the previous DAR (2006). é\a @@ @ @@ @© §
: )
The results of the study were rated acceptable, hov@ver t&%tudy%\gas consi%ered ot b@@élevant for
risk assessment. No EU agreed endpoint was d%igved f@this @& é > &
§ g N @

S 9> XN
CA 8.2.6.2  Effects on growth of %l&addi@nal {@al S@%es o\% @@
For amidosulfuron, an aquatic toxic&@ dy Qi an a@ﬁitiona@f’gal@ﬁes, @?;@\/Qicula pelliculosa, was
° Q

performed. N v .
‘2’\0 N <) Q) A
KCA S.M%/o;ﬁ; ©g\99; M-181803-01-1
iR
é\ﬁ &® Nshibit O \@ \Q
§§18-1 O é @@ &\%
< & <! © é@

x\% @@\K

Report: %y KLeA 2016; M-549436-01-1
Title: 0 9 2) idi Ifuron study on Navicula pelliculosa (M-181803-01-1, ||j
N
S . 1999)
Report Na: ©© \-}‘"’ @\g
Docum 0.: @-549436-01-1 @y
GuideWm(s): @ SOECD:,201 (2011)

Guideline d\Gation(s)™Y Deyid

GLP/GEP: AN ne >

@
The study rerts a sta@cj 96-hour growth inhibition test on Navicula pelliculosa with
amidosulfuron techfijedl a.s. Growth inhibition was more pronounced after 72 hours than after
96 hours of expos@. Statistically significant inhibition of growth was not observed at a significance
level of p = 0.05. A 96 h EyCso/E:Csp > 84.2 mga.s./L and a 96 h NOEC = 84.2 mg a.s./L. were
reported.

No growth inhibition was observed at the highest concentration so ECjo and EC, values can not be
calculated, they are both > 84.2 mg a.s./L.
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The validity criteria of the new version of the OECD guideline 201 (July 2011) have been checked for
this study:
- -The biomass in the control increased by a factor 16 over the 96 h test period (guideline
criteria = 16);
- The mean coefficient of variation for section-by-section specific grow@@ rates in the control
cultures must not exceed 35%, for this specific study, the observed Va%h is 52.8;
- The coefficient of variation of average specific growth rates duri Whgfe te*yerlo%@m
replicate control cultures must not exceed 10%, it was 7.5 in this
One of the validity criteria is not met. Nevertheless the study 3 not I%peat %r sev, 1 reagol oﬁ
- The section-by section high variability is due to t}@lnltl g phé wh%gﬁeas nNtatlonary
phase is reached over the study duration, which 1@& imp c@nt %i’eerla t& ess t%wahdlty of

the study, @ sgg

- No effects were observed in this study up to hlghe®conc ntratlo

- Diatoms are less sensitive than green algag w 1ch far sengl e than mac:@ﬁytes 4
orders of magnitude). Therefore Diatoms é@ notsetl itical f% the I‘lSk asse

- Technical reasons such as the counting methodland ti not % old studies,

not designed to minimize the growth ¥atiabilityin th ntro -549436-0
g growthJariabiligg é@) Fss s }@,@»

The study was evaluated in the EU revie ?or th@rst m$10n @mld&gg?furor@n Annex I, a study
review is found in the previous DAR ( ). S %@ @ Q@J

O
The study was considered acceptab@ An E\T.Qagre@q,) endp@t of @ EbC@ E.Cso >84.2 mg/L for
Navicula pelliculosa was deriveddased @v}ns tests

O\ § & %@9 Q
v & O e o

CA 8.2.7 Effects a@@ ma@phyt@ > %\
For amidosulfuron, toxjcity t“les on aquat@ mao@@ghytes% clearly indicated vascular plant to

represent the overall sdst sens 1ve uat1c Qs a-w J To provide a thorough description of
susceptibility, the fq owm@ssts 1ve stan% e SL@marlsed

@ o
Standard test: - N %\

AS
KCA'S. 2b 7@1 Le@na gro@h m&@jtlon té%f with 14 days exposure time
Lo @ O A
Standard test @iudin@vest@ons ecove@ potential:
N 2 @)@
KC@ 8.2.@: L@m laggratory.growth inhibition & recovery test with
% @) 7 days eﬁposur%hase followed by 7 days recovery phase

Suppﬁe rmat@n for%@ect Qn @urther aquatic macrophyte species:
KCA 10 @l 1: p@lj)llc literature data on sensitivity of Myriophyllum.

Moreover, all pri %and secondary metabolites relevant for risk assessment, and the hydolysis
product amidosulfuron-sulfamic acid, have been tested for growth inhibition on Lemna. Even though
this species represents the most sensitive aquatic organism for parent substance amidosulfuron, effect
of all metabolites was found orders of magnitude lower than of parent substance, or fully absent.

Guanidinocarbonyl sulfamic acid is a tertiary degradate observed in water/sediment. No tests were
performed to characterize its effect on aquatic macrophytes, however the component results from the
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degradation of amidosulfuron-guanidine which does not show relevant effect on aquatic macrophytes,
nor herbicidal activity (cf. KCA 8.6.1 /06 and KCA 8.6.1 /07). Consequently, it is assumed that the
toxophore is no longer present in this metabolite. Guidance on tiered risk assessment for plant
protection products for aquatic organisms in edge-of-field surface waters (EFSA, 2013'!) proposes
that in a non-testing approach risk assessment for metabolites without toxophore can be conservatively

based on active substance data. @(%)
An overview summary of endpoint information on aquatic macrophytes is p@v1ded‘ﬂa{fabl%€A 8. %@7 -
1 below @
@ | @
Table CA 8.2.7-1:  Effect data of amidosulfuron and metaboln%ﬁo aqu%tslc m&%phyte@*esen ﬁn this
chapter @ < N v S
Test species Test system Test < End oiht ﬂefer@j .
duration @ _Img as/L] @§ N Y
Amidosulfuron (<§’ ‘o 5 @%@ N
\)
N N ; 1993;
i § & & M-138621-01-1
§ Q) @ & > I%
N .- JQ i 308657 01; ?002; M
” 01-
%& © @ @Q ‘\% 9
)Q N 5 O e @@
@ o\© @ RQ %&\ f 9
& R RS <€) &© \o\
: S BCQ
Myriophyllum > @ EC?\ﬁor Ch%rophyl %d b and )
aquaticum ‘o v g & Cargfinoid§ng.32 ; 2002; M-
i@“ > @j fO@ro tlx oints: 0.970 253960-02-1
§C50 W e KCA 8.2.7/10
N &@ V 9 t,gf& 974
Amidosulfuron-des yl o A a2
Ol &S S I >003; M-
& |® S S S 213899-01-1
N ) Q ()
Amldosulfu@@des étliyl-cliloropyriidine S
Lemna gibba Q <hj Qo W -; 2010; M-
o growt E.Cso D >100
(duck weed) S| Saibiton @ @\1 c& 365833-01-1
&7 i ?mbmon{@ & NOE.C 100 KCA 8.2.7 /06
Amldosulfur(ﬁ@guan; e N &
Lemna gibba> @ o @’ @) E.Ce D >100 -; 2010; M-
(duck weed © gh@? Q| ad 30 605 365913-02-1
Q  |Imon @ | % NOE,C : KCA 8.2.7 /07
Amidgsulfurog;biuretz,~ & ~
- G4 q K M-
Lemna gibbe> aro “@@ O\& E.Ca D - 10 | Y
(duck weedyo hibition <\ 7d > 10 510513-01-1
@\% ® NOE,C 2 KCA 8.2.7 /08
AmidosulfurondADMP ‘o
o ;
(g : 2000; M-

' 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



Bayer — Crop Science Division Page 49 of 152

2016-05-31
Document MCA: Section 8 Ecotoxicological studies
Amidosulfuron
Test species Test system Test Endpoint Reference
duration [mg as/L]
186916-01-1
Amidosulfuron-ADHP
o/ I 2003; M-
@] 213897-01-1
o % A &
Amidosulfuron-sulfamic acid N @ ®) 9
. Q (X
Lemna gibba growth E.Csy D @® @ Ml
(duck weed) = 7d o 54386- 03}
inhibition NOE,C @ No S K@ s 7%9
Bold letters: Values considered relevant for risk assessment in t&\MCP met@x\ %\
= mean measured; n,om = nominal 2

il Since the new aquatic GD focusses on endpoints based %ia@owth\;&}s the @ Ey %@g res Were or@g&

from the table above.

@)
2 BU-agreed endpoint; at 9.2 ug/L the % inhibition WaK@ 01% © %@ &@ © @
Q \\ S @ @@
o § S s S
Studies on amidosulfuron: N O

% S
ﬁ R 2 N & @@
KCA 8.2.7/01] 19 ~M-138@1—01-@
0% Q @ N

. 9
@ S e %@ OQ\ N
" o & £ N 9
M3se21-0f T L w” O &, ©
%y SN S O A
o s o X o
SRS &

[Study submitted and evc@ted f@he f r@nclun of %>05®n on Annex I]

N

@ 8 % @
The study reports o@ growth inhib{idon tegton Le @ gib @rith amidosulfuron technical a.s. A dose
dependant reduction of th bsegved withyincreasing concentration of amidosulfuron from a

mean measured @nceﬁﬁgatlon 14 0 65.@@ a.@/L. A 14-d E.Csop = 17.6 pug a.s./L and a 14-d

NOEC = 8. @as@@wer%gPOﬂeé@ \ %@

The study was e§§£uate 1n the reV1e r the\ﬁrst inclusion of amidosulfuron on Annex I, a study
review is foun%n the 10u R (2806).

The study @s n@@ered@@ be a pta‘?l@nd was used for the risk assessment. However, no EU
agreed egdpomt was deri¢ed frC@ths ;\g?b, since a lower endpoint resulted from the corresponding
V

study KA 8.2.7/02.
S
@ 9 S
§ © K2.7/%h; 2002; M-208657-01-1
S e

@M-208657-01-1
@

Objective:
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The aim of the study was to determine the effects of Amidosulfuron (AE F075032 00 1D99 0013
purity 99.4% w/w) to duckweed, Lemna gibba under semistatic conditions and the potential for
recovery after the treatment. The study was designed to meet OECD criteria.

Material and methods:

Lemna cultures with an initial frond number of 12 fronds per replicate were expésed to the test item in
20X-AAP medium at five nominal treatment levels (i.e. 10, 18, 32, 56 an 0 ug/L) During the
treatment phase six replicates were involved in which growth and abnormak%ppea ¢ of frnds were
determined on test days 3, 5 and 7. At day 7 three replicates were sac@ er toobtai
weight data. The test continued with the remaining three replicategbut

unt ted ent
solutions (recovery phase). Again, growth and abnormal appe@?nce o&fronc&mre d@rmm&ays

10, 12 and 14. Q>

g’;ﬂ O ‘& @ o
Findings: %\ Q7 v’
Time-weighted average concentrations during the se -day @atm t peri ?c een 225 and
91.96 % of nominal. Therefore, the following ti —welght ave&7 tre& t leV @Esed to

calculate the biological endpoints: 9.20, 13.05, 25‘@ 45 &\and ug/L.
Aged water from day 10 (day 3 of the recoveryo\pﬁhase) ealec@hat th@%st 1tey§onceg@ltlons in the

recovery phase were below the limit of detectign (LO. @ K @

&) @ v
Inhibition during the treatment phase wa Qﬁantif@ as fo@w @

5 &
Table CA 8.2.7-2:  Inhibition durin @Qetrea@ﬁnt pl@§e é% ° @ @
treatment level (ng/L) mean gro ratés | percetityal @) incredsd in percentual
(dh & é}a inhibition of © Q mas%%) inhibition of
¢ N growth ratés D N biomass increase

untreated control 0387 S Q@00 %, 199 0.0
10 w74 | © 55.03 o 2 |94 53.01
18 40148 & (9 ]61.82 8&% 59.03
32 0.098% 7498 O 18T 71.24
56 Cy 10.09b 7659 &7 . @l6.0 69.73
100 O 10079 @ @/955@ O 165 67.39

wj@%&

At day 7 Vault@from& ereerve@t 10 @d 18 g/L Since no observations regarding plant
appearance \@ h1%<:r treatéeht IKIS Va d fronds are not regarded as a test item related
i icati I&Impt

@ N
\
Inhibition duri %e re S:%ﬂery phase w gﬁanti as follows:
U e ToR e was

9 @O %
Table CA 8:37- 3: @hlbl@n duri e rec@%ry phase

ntoxicatio

treatment level @) (nean h rafés, | percentual mean increase in percentual
(ng/L) @ (dh @é\’ inhibition of biomass (mg) inhibition of
§ @ S & N growth rate biomass increase
< v @ .0
R NS
untreated control =\ 89.396 0.00 24.4 0.00
10 S 0.3925 0.98 22.8 6.82
18 0.364 8.02 22.1 9.55
32 N 0.367 7.33 20.7 15.28
56 @ 0.326 17.58 17.7 27.69
100 0.311 21.38 18.1 26.06

The occurence of symptoms changed between the different days of the assessment during the recovery
phase. This indicates that these symptoms were transient. The fact, that at day 14 only some (but not
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all!) fronds were smaller also confirms the transient character of the morphological appearance.
Therefore, these observations are not regarded to be severe intoxication symptoms.

Conclusion:
The inhibitory effect of Amidosulfuron (AE F075032 00 1D99 0013) to duckweed, Lemna gibba was
determined as follows: @@)
S R
TAdE.Cso < 9.20 pg/L N S
7dExCso < 920 pg/L @Q %@N SER
7dNOEC < 9.20 pg/L regarding growth rate (frondzumbery % Ao
7dNOEC < 9.20 pg/L regarding growth é@e (biothass) \°\ é %Q
° L
Time-weighted average figures during the seven-day sta@ﬁrengv&@ rec@ p&a@’ é}
7dECs > 79.17 ng/LL @ %\ g S Q 2y
7dEyCso > 79.17 pg/L S @ ) ©© N
7dNOEC =  920pgL  regardinggrowth Fte (fréild numiber) &
7d NOEC = 13.05 pg/L regardi-‘&row@n rate’(hiomass) @ @

N
S O RN

Q@ % O
The study was evaluated in the EU review@%he first Tnclys®n o amidos@ron on@nnex I, a study
review is found in the previous DAR (2086). Th@%dy considetred ta be accéptable and was used
for the risk assessment. Based on t act that the&percent@ges inhibifign at the actual test
concentration of 9.2 pg/L were only @&ty slightly ex%eding@% lexel"(55.08)% for growth rate and
53.01% for biomass increase), it W@COHC’Q ed }hm\;y or ri@@assent pu@-ﬁoses 7d ErC50 / EbC50
can be assumed as the discrete vabae of 9&;@&. S & \\

Sy A9
An EU agreed endpoint of 7Q@rC50 50 @2 pg/{ﬁfor L%na gi@vas derived from this test.

& N
Q & S
To provide informationds the &sitivit)%f furtl@r aqu@gg magtrophyte species to the active substance
amidosulfuron, two &@lic literature @Q‘ticle orti ne ints for Myriophyllum aquaticum are
submitted. Even t}@lgh the key odo y ap&h bychic authors of these publications did not
exactly follow current D 289 n"§ the e%eriments were non-GLP tests, the data
X GO AN T :
generated allows for a clear contlusion-df a signiticantly, lower sensitivitiy of Myriophyllum than was

previously é@%@wed@ Lemna. ﬁncﬁgg is 4l8d in-line with general trends in the class of
sulfonylurea Herbi¢ide compunds. S (G
N

ek

O

For the above m&sons fhese pifblic li e/i"~= ture afitles are classified as supplemental information. The

e

endpoints r¢ §Rted are Considered suitable to Characterise sensitivity of Myriophyllum as notably lower

than Lemnn&u‘[ wi@@not bsed i .Q& meri€}isk assessments of products.

Repor % © @CA 8.2.7/104 I 2002; M-255960-02-1

Title: § @ SSensititity of thesrooted macrophyte Myriophyllum aquaticum (Vell.) verdcourt to
@ @ se fr-e:'-) ticides determined on the basis of EC50

Source.: RS % Ball. Envirdy. Contam. Toxicol., Vol. 69, p. 601-608

Document No.: @2559%;02—1

Guideline(s): none
Guideline deviation(s)@ one
GLP/GEP: @7 No (published paper)

EXECUTIVE SUMMARY

The aim of the study was to determine the sensitivity of Myriophyllum aquaticum to amidosulfuron
and 16 other pesticides (2,4-D (acid), dichlorprop, dicamba, pyridate, propiquizafop, terbutryn,
triflusulfuron-methyl, rimsulfuron, metsulfuron-methyl, thifensulfuron-methyl, glyphosate, trifluralin,
pendimethalin, chlorothalonil, propiconazole and parathion) using several endpoints (contents of
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chlorophyll a, chlorophyll b, carotenoid, and increases in shoot length, root number, total root length,
fresh weight, side shoot number, and side shoot length). For the purpose of the present document, the
summary presented will focus on amidosulfuron only.

Plants were exposed for 14 days to 7-8 concentration levels of amidosulfuron. Each concentration was
replicated five times. During the test, plant length was measured regularly on al@rnate days. After the
fourteen days of exposure, the plants were removed from the test tubes an% oot length total root

length, root number, side shoot number and length were measured and recerde 1t10 @y
apical segment were weighed and the contents of chlorophyll a, chlorop and & roten co
were measured. ECso values were calculated by a non-linear regression 1pdel. %

B LN

The results showed that the pigment content were mostly mége sensg Ve theg\he remglmmgaén&ydpomts
The ECso values for M. aquaticum exposed to am;g?lfuro@zver 9,325 n@L forxchange in
chlorophyll a, chlorophyll b and carotenoid contents 14@ays after exp €. T@resp e 14d;ECso
values for area under growth curve, increase in fres@selght increase in \'h, l@h Wi 974,

0.970 and 0.974 mg/L.
QN A & @
@x V> @Q Y v )
5 NS > @
< S @& e
% & @ N 9
SIS v QL
O @ 9 £ o @
@) N %, @) Q> s ©
& R N @) Q) N
< @ & \
N AR R R o
é\a Q RN 9 &

Q O 5
o & s 8
& S
%%é%@%\
" &
S
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MATERIAL AND METHODS

A. Material
1. Test material

Test item:

Active substance(s):

Chemical state and description:
Source of test item:

Batch number:

Purity:

Storage conditions:

Water solubility:

2. Test solutions

Vehicle/solvent:

Source of vehicle/solvent:
Concentration of vehicle/solvent:
Method of preparation:

Evidence of unsolved material:

3. Test organism(s)

Species:
Common name:
Source of test species:

4. Culture conditions of test organism(s

Culture med1un©

Tempegture:

L1ght intensit @ 120- 1@) umokm?’/s

Photegeriod:
satur
Food an dmg @
Acclimatisatipiprior té%testm

Observations durihg acchmatlsatl

B. Study desngr@@nd @ods e
1. Test proce@@ m\ Q?

&\T est concentrat@(s)

N
@Q @t syst@@>

Amidosulfuron 75% SC
Amidosulfuron
Not reported
Germany
Not reported
Not reported
Not reported
Not reported @O
-water %@ &
Not reported < . @)
Not reported @ %\
Not reported é\a @@ @
Not report
& NS
Myriophyllum @tzcu ell.) Werdcou
Not d & @Q c&©
@oﬁed@ Q
S 9 @
mL ofGterile l{guid gr meditm Supp

sucrose and filledswith urf
con@ed using 50 m@@f sterilg oagl@d nutrient medium with
30.g/L suctése add @ @

2C (light),18-20 (darl& \

hougs light, urs d@ @

orted\ 0 9 o

repo ed S %\

Woes n0@pply @ N
Incubatlon sta 14 d@ before testing
orte

@
@@@

Not

Tu@coven@ﬁvith sterile plain closures

13

8 te@&concentratlons

é\g C@@ol(s) & Not repbited

° @ Ngi er of replicat

S By 5 r@ates
@ § T éc on dll@]s eported (most likely same conditions as during incubation
% <& s:g}lod)
§ @ % Feedlng\@ﬁoes not apply
S N edlu@)renew@ None
Frea%ency %test it @pphc@%n: Once
§ Orest %atlon: 14 days

Statistics:

2. Measurements during the test

Water/medium parameters:

@ Endpoints:
I p

Content of chlorophyll a, chlorophyll b and carotenoid as well as
shoot length, root number, total root length, fresh weight, side
shoot number and side shoot length

ECs values were calculated using non-linear regression analysis
using transformed concentrations of the active component (Sigma
Plot, version 4.0)

Not reported
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3. Sampling
Sampling frequency: Not reported
Transport/storage of samples: Not reported
4. Chemical analysis
Guideline/protocol:  Not reported S
Method: Not reported %@
Pre-treatment of samples:  Not reported &N \o S
on: v @ S %
Conduction: Not reported SIS @
Reference item: Not reported . &@ Q\@? &% §9
Recovery: Not reported @6 RS @) Y
Limit of detection: ~ Not reported R § K\ @% &9\
Limit of quantification: Not reported @@ S LN ©\ @Cf@ %
S N P S &
RESULTS AND DISCUSSION O & &
1. Validity criteria: Q N N @ @@
No validity criteria were mentioned. % § é\ﬁ é @;Q &
§ ¥ F Y &
2. Biological findings: Q

dosu@(%

Compared to the other sixteen hgﬁes @’ed ron %@l?sed @edium effects to

Myriophyllum aquaticum after 14 days xp(@ne. EC&Valu%iﬁ Ge pr@med ié@e following table.
Q 9 L N O
Table CA 8.2.7-4:  Effective concen@ation"s{ECso} fév M. a@icum@ed w{ amidosulfuron. All units
are mg/L. Endpoints @e deterihined at 14 d. & N
Endpoint S N & | ECHmg/L)R A
Chlorophyll a VT3 o o7
Chlorophyll b NN 0.325 S
Carotenoid (&W Q 7 Ar0.325, =
Area under growth curve <’ o 2 0.974) &
Increase in fresh weight'& & k) 0.850 Y
Increase in shoot length” o O oS 0974 &7
Total root length &) N od
Root number , 99 ° 3l \\))@ Q nd
nd: not determi X Q
SO

RESULTS SUMMARY &
The 14d-ECs %ﬁﬂes fi yri%%llurr&aquatid@n exposed to amidosulfurion ranged from 0.325 to

0.974 mg/L fogfhe vafidus endpoint et@ assayed.
S & & S
Report: ©° K@18270 ; 2014; M-488799-01-1
Title: % O he impa stisides toward parrotfeather when applied at the predicted
virogmental €0
Source? @@j §) Chen@%phere & (2007) 469473
Document Mg,: MA488799-( 1
Guideline(s): % pplicable
Guideline devia@s): not appligable
GLP/GEP: No. Published study (peer-reviewed article).

N

EXECUTIVE SU@MARY

The effects of 18 pesticides to parrotfeather (Myriophyllum aquaticum) were evaluated in a water-
sediment system over a period of 14 days. A single test concentration was assayed, considered to
represent a worst case estimated environmental concentration by the authors. Material and method as
well as results will be summarized in the following for amidosulfuron only.
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MATERIAL AND METHODS
A. Material
1. Test material
Test items: Amidosulcuron 75% (SC)
Active substance(s): Amidosulfuron
Chemical state and description:  Not reported S
Source of test item:  Not reported @
Batch number: Not reported . S o &
Purity:  Not reported Q\ @ ©
Storage conditions: Not reported S R @
Solubility at room temperature:  Not reported @ o &% §9
2. Test organism(s) @O S \\ @) Ry
Species:  Myriophyllum aqu%m (VD) Vegihs\ourt @9 ‘f;\
Common name: Parrotfeather @) R O & N 2 .
Source(s): Notreported @ > N X

. e . NS
Culturing conditions: An axenic cu@e of wérestablished as@ally@ck c es
were maint%irjl d by c@ﬁng Q" long,stems into Vesselgand

transferrir@ emeintd cultuge Vessels a desciibed by Trgut and
Fomin (2001)"

2 @
Y & O T &
B. Study design and methods O\@ Q @Q ‘. @© o
1. Test procedur N
B %borato@toxi ity test S N @

Test principle: % N &
Test conducb@ fter§6 weeks 1 stoo:&jcultuor@ cm xillary buds from
S st?c@ ants Were tra§rred ixite the cplfdre tubes (200 x 25 mm)
cohtaining 50 ml ofsterile ligujid growth medium supplemented
&) @fh the]%ition of 30 g/lsucrose and filled with 5 g Turface®. All

A Oexperithents we@condu&@d using 50 ml of sterile Hoagland
@ nut@ meditine '3 wi@fdding@/l sucrose. Plants were

é\g S incubated for 14 days, N
Test @centra@&ns: ingle d.@f% level'@pplie centration for amidosulfuron =

@ N.0075 thg/L
gSolven& Not @orted ©@ N

@) @
©©> Contrgly” unt@ated o
QReplicatss: licat §
. 163 co ns: C fi h with @ light influence rate 120-180 pmol m? s™! and
% N

N C»18-20°Cduri 8 h dark period'*
&@ N Ti&duratg 14 @s
M rements:  Shouts, totaﬁ'oot length, root number, side shoot number and
% @ ength wére measured and recorded after 14-days exposure. 50 mg

o

&zﬂ\a& & N Lapical s@ments were weighed, placed into 10 ml of 96% ethanol,
. 9 @ RS storgehyn the dark at 4°C for 24 h and measured with a
b\ Q@) & speéCirophotometer at 470, 649 and 665 nm for chlorophyll-a, -b
Q Q Q dng carotenoids, respectively .
% @) @ Stafidtics: irwise comparison were made between pesticide treatments and

§ @ 2) & NS controls via Tukey’s test in SigmaStat 3.1 (SPPS Science,
Q N @ © Chicago, IL, USA).
Ri\%@ssess&%ﬂt: Calculation of EEC (predicted environmental concentration in a

% Q 30cm deep water body for a worst case exposure scenario) and
§ & ECso (mean lethal concentration). ECsy values were obtained from
% Turgut and Fomin (2002a). The following formula of risk quotient
@@ (RQ) was used to calculate the risk (Goktepe et al., 2004) RQ =
EEC / ECs.

12 Turgut, C., Fomin, A., 2001. J. Appl. Bot. 75, 80—84.

13 Selim, S.A., O’Neal, S.W., Ross, M.A., Lembi, C.A., 1989. Weed Sci. 37, 810-814.
14 Roshon, R.D., Stephenson, G.R., Horton, R.F., 1996. Hydrobiologia 340, 17-22.

15 Lichtenthaler, H.K., Wellburn, A.R., 1983. Biochem. Soc. Trans. 11, 1982-1983
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RESULTS
1. Validity criteria:
No validity criteria are mentioned.

1. Biological findings: 9

In case of the test substance amidosulfuron, for none of the assessed pan%eters any statistically
significant difference to the controls was observed. Numeric results for inhibition ﬁ%ﬁigﬂﬁ@ content
and shoot length are presented in Table CA 8.2.7- 5; inhibition of root lghigth, r HnumbéPand gh
weight are shown in Table CA 8.2.7- 7; negative values indicate increai@)vero C&OISE&% éxg

o S
Table CA 8.2.7- 6:  Inhibition of pesticide used on pigment CO@%H al@ncrea%\m sho%%ngtﬁ%(i‘;}y) at the
test concentration of 0.0075 mg amidosg) urou/].@ qfx ‘v N

S
Pesticide Chlorophyll-a Chlorphyll-b © Carotenoidsy Jncreasein sh@m
S Lo Dtenggh g,

Amidosulfuron 203+ 1.7 11.9+4.18 o [BI£AT <« | -10.0£34LK>
* = Statistically different (p < 0.05) from controls usinﬁ%key%gs AN §; ‘O

O N NS

LN @) Q N
Table CA 8.2.7-7:  Inhibition of root length, @ num@r and fZesh weight at test c@ntraﬁon of
0.0075 mg amidosulfuren, < @Q @

Pesticide Root number S Ropt length S “Bresh péiht
Amidosulfuron 0.00 + 0.00 Q) 16715 < -20.38¥5.2

O 9 £ @
Risk assessment was done via risk@luoti‘ém (R(Qt&@omp@?on AQ.@ECW. ECso values were

obtained from Turgut and Fogli@@OOZé}’ [summarised a ove&é A 82.7 /10]. The resulting RQ
values are presented in Table\C@% b%mi%@lfuron as @nsidered of no concern for

Mpyriophyllum since the RQ was bel 058 N & &
0\ @

& N\
. ) & B
Table CA 8.2.7-8:  RQdalues fop sk qiiptient O @

NS
N
0 C
C

Pesticide Qﬁoropl@l]-a Chlorp@ll-b @& Carotenoid
Amidosulfuron 9.023 @ &Y 0.0280) O 0.023
© &

L° & $

RESULTS SUMMARY® QQ S %Q o
Amidosulfurox When%%sted at’a céacentration of @0075 mg/L, was found to not cause any
statistically. niﬁ&@ diff%nce Qontrg§ for % evaluated parameters pigment content, shoot
length increase an{ esh weight of yrio@y lum aquaticum (Vell.) Verdcourt.
Based on worst éase expéeted Gronmental c ntration as calculated by the authors of the present
publication, é" ECsqrata r%%ed ifZa publication by Turgut and Fomin (2002) [KCA 8.2.7 /10], a
risk quotie @' Q< §95 wgderive@ co@ered to indicate no concern.

Q O ©© w;\
SR @ og

Te o8
§ &
S
@

16 Turgut, C., Fomin, A., 2002. J. Appl. Bot. 76, 62-65.
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Studies on metabolites of amidosulfuron:
Amidosulfuron-desmethyl:
KCA 8.2.7/03; . 2003; M-213899-01-1
)
%@
M-213899-01-1 S o © o
O-EP R @
gLy
S N S
@ NS
& v %\
[Study submitted and evaluated for the first inclusion of a@ldosuﬁon ap stnne. 2 .
VN AN NN %
o ¥ > P
The study reports on a semi-static growth inhilfition s@ on &mna &@% ith the etabolite
amidosulfuron-desmethyl. A significant reduction 6% gro 1n tﬁ‘?ﬂs of frond nupmber .m observed in

observed at a concentration of 2.7 mg/L a ove@ his ance&rowt was n garded as an
adverse effect. No significant growth inhibitioni and no .‘,/g,,a in plant apl@prance were observed at a
=092 m@éL a @ »Cso = 0.75 mg/L

a concentration of 0.27 mg/L. and above. @iﬁca nhan@ gro (in €grms lomass) was

time weighted average concentration of %M mg/DA 7- d%.Cso

and a 7-d NOEC = 0.16 mg/L were rep@Q A @ Q

$ o & 93
The study was evaluated in the EU r@ﬁew for the first 1nc@§o I@Mo%ﬁ“ﬂron on Annex I, a study
review is found in the previous_ D%&R (20@ > AN

& ) Q Q
The study was considered a*egeptab@@U &%ed e@}fomts@f E.Cs6=0.92 mg/L and E,Cso = 0.75

mg/L for Lemna gibba wg» erlvgsbase is test %\
@ N

Amldosulfuron-desn@yl-cl@@r}op}@mldme @ @&
. &S

Q
Report: S KCAS8.2.7/06 201@% 3 §3 -01-1
Title: @ Léna gj 3 @bmon ith Amidosulfuron-
ﬁ@smet Py imi CS+§P78570) under static conditions

Report No.: NEBBEL00S A S
DocumentN& QM 363833- O@ @’ R

Guideline(s): é,\ ECD &elme @ (Ma&h 23, 2006)

Guideline devi (s): ‘r iati. one &
GLP/GEP: a?&’ es R

o

\ S)
Note: T hzs@udy beer@ evzoﬁbn@tted to former RMS (Austria) to support the post Annex 1

process amld@tlfur At was@/alu by Austria and is part of the DAR Addendum (Feb. 2011 —
Adde m to n pre red lm@ze context of post Annex I procedure (new Annex Il data). Upon
R ‘lf‘t

reques of th@zew

Executive Suy @

The ob]ectlvef thi growth@nhlbltlon test was to verify the assumption that the metabolite
amidosulfuron- desn@rl chloropyrimidine (BCS-C0O41838), tested in form of its sodium salt (BCS-
CO78570) will c&e no adverse effects on the growth of Lemna gibba G3 at the test item
concentration of 100 mg pure metabolite (p.m.)/L. The test was performed according to the OECD
Guideline 221.

@d the@udy has nevertheless been included in the supplemental dossier.

6 x 12 fronds of Lemna gibba G3 per test concentration were exposed in a chronic multi-generation
test for 7 days under static exposure conditions to the nominal concentrations of 100 mg/L in
comparison to control. Visual observations were made on study days 3, 5, and 7. Quantitative amounts
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of amidosulfuron-desmethyl-chloropyrimidine were measured in all freshly prepared test levels on day
0 and additionally in all aged test levels on day 7 of the exposure period. Based on analytical findings
the biological endpoints are reported as nominal figures. The 7-day-E.Cso was > 100 mg/L, the 7-day-
NOEC was determined to be 100 mg/L.

Material and methods:

Test item: Amidosulfuron-desmethyl-chloropyrimidine, sodium salt (BCS %@78570) Or1g1n batch
No.: BCOO5766-3-3; Batch code: BCS-CO78570-01-01; LIMS No.: 092% G&glﬁca (%z
16057; TOX-No.: 08625-00; Analysed content: 88.7 % w/w %

Cultures of Lemna gibba G3 with an initial frond number of %ﬁondsﬁa@r replicate ( %w e@essels
per test level and 6 replicate vessels per control) were e@posedﬁ@r 7 %C% under statf@\exposure
conditions to the test item in 20X-AAP medium at nogn@ c ﬁ%@ntrat{{@’ of mg/L in
comparison to control. The pH values ranged from 7.5@o 8.7&% the ggeubatioy’ tempgrature sanged
from 23°C to 26°C measured over the whole period sting@@ a continuou @)ml n of 260 lux

ays 3,83, % to eélqzé)rminer@e

(mean). Visual observations were made on stud th rate.
Quantitative amounts of amidosulfuron-desmetliyd-chlozopyriniidine were meaSured i 14l freshly
st 16@3 on d@ﬁ of

prepared test levels on day 0 and additionally 1%11 age§ exp% ¢ period.
NQ{@ber OSOO%QNOV&HIDGI‘ 2@)09

o

Dates of experimental work:

Results: @ %@ @ @f@
Validity criteria:
The frond number increased in th@bontf@i y a%ctor 14.5 hlm 7@éays corresponding to a

doubling time (Tq4) of 1.8 days Hest @dltlons\met all*validity crlte:%} given by the mentioned

guideline. S N & ©
6 T O
@ N <
Analytical findings:
The chemical analys1s 0 urov%met —chlo yr1 ﬁe revealed recoveries of 100% of
the nominal concentrat@ on 7. Based oﬁg «éiytlcal findings all results are given as
initial nominal conc ed @

tlons the n\ 1ter@a the

& % §
rowg@mhlbltl test @%lded % follgyving tabulated effects:
ST N

Efects 0@nldos@lron-(@ymeth)\lexéhloropyrlmldme on Lemna gibba

Biological findi
The static 7- d

Table CA 8 % 9:

A easured @) N % inhibition* of average
§ con@ntratﬁ@of 9 growth rate of
<2 osulfiivon- Mean final Mean final
Nominal t des th - d total frond total frond
level [mg § y o ber on | area of plants frond otal tron
@n orop@mldm@t S\ 2 area of
% v, day 7 [mm?] numbers
day 7 o plants
S o @fmg/ L
cohtrol SO <0.f02 © 174 733 -- --
100 % 100 202 866 -5.29 -2.00

* Negative value n gr@yth sti%tllation

No morphological e

Conclusions:

@ts and effects on biomass and growth rate were observed.

The E.Cso (7 d) is >100 mg/L and the NOEC (7 d) is 100 mg/L (based on nominal

concentrations).

initial
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Amidosulfuron-guanidine:
Report: KCA 8.2.7/07; . 2010; M-365913-02-1
Title: Lemna gibba G3 growth inhibition test with Amidosulfuron-guanidine under static

conditions [amended 2016-05-03 for typo correction]
Report No.: EBBELO009 &
Document No.: M-365913-02-1 @
Guideline(s): OECD Guideline 221 (March 23, 2006) . S o g
Guideline deviation(s): Deviation none Q\ @ Q (z’@
GLP/GEP: yes QY sgg
@ %

Note: This study has been previously submitted to former R@? (Aust%a) t %port e po@nex 1
process of amidosulfuron. It was evaluated by Austria an lg%art AR Add L2011 —
Addendum to monograph prepared in the context o postc exg& roc (n@g Annex 11
data)).Upon request of the new RMS Finland, the% dy has neve@%eles@}een ude@u the
supplemental dossier. Q @667 @ @ @) @
Executive Summary: Q S @
Aim of the study was to determine the inﬂ@e of thy metzé})‘hte a@dosul@on— idine (BCS-
CO41839) on exponentially growing Lem glbba@3 ezgéssed%s N LOﬁfmd ECx for
growth rate of the response variables, fren ber ang total frond aré of plan s. The test was
performed according to the OECD G ehne 1. 3 @ 12 *‘5 ds oi\Lem zbba G3 per test
concentration were exposed in a ch ti- genet{%vtlon days der static exposure
conditions to the nominal concentrati of 136, 3.1%6.25, 1@ 25"& 100 mg test item/L in

comparison to control. Visual obse atlonkwere hade 0%» tudy ys 2, X and 7 to determine the
growth rate. Quantitative amountof a sulfuroh- guan ine were measured in all freshly prepared

test levels on day 0 and add1t10ﬁa11y «\.-_r aged\test lgvéls on e exposure period. Based on
analytical findings the biological e 1nts& re g%d as @g)mu}al@:ﬂes. The 7-day-E.Cso was >
100 mg/L, the 7—day—N0§s rmn@to be 6.25 mg/b %\
@ @ N
Material and metho 9 &
Test item: Amidosylggfon- guamdm@ @4183 Q)rlglatch No.: RDL 603-16-20; Batch code:
92

BCS-C0O41839-0140%; L ca‘§~1 : AZ 16021; TOX-No.: 08626-00;
Analysed conter%% 3, ‘)@l/w Q

N

Cultures of@ @ G3%ith a\QQ@tlal d number of 12 fronds per replicate (3 replicate vessels
per test level an epllc@e vessels per control) were exposed for 7 days under static exposure
conditions to the& tést ity in @ﬁedl at the nominal concentrations of 1.56, 3.13, 6.25,
12.5, 25.0, 50 Oxand 1 mg/ ison to control The pH values ranged from 7.4 to 8.8 and the
incubation ten erattﬁy ranged fro °C §ZMC measured over the whole period of testing at a
continuoustlumination of=r840 1 ual observations were made on study days 2, 5, and 7
to deter%ne thecgrowth rate. Qu@ntlta'u%&% amounts of amidosulfuron-guanidine were measured in all
fresh par@d test IC(%@E or&day 0&@?add1tlonally in all aged test levels on day 7 of the exposure
periodt

°

Dates of expetal @fk = September 09, 2009 — October 20, 2009

Results: %

Validity criteria: @

The frond number increased in the control by a factor of 17.7 within 7 days corresponding to a
doubling time (Tq) of 1.7 days. Test conditions met all validity criteria, given by the mentioned
guideline.
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Analytical findings:
The analytical findings of amidosulfuron-guanidine determined in all test levels on day 0 ranged
between 89 and 104 % (average 94 %), on day 7 the analysed concentrations ranged between 82 and
115 % (average 96 %) of nominal concentrations. Based on the analytical findings all results are given
as initial nominal concentrations of the test item in the test medium.

%

@

Biological findings:

- e . ) & N
The static 7-day growth inhibition test provided the following tabulated effeets? N
ve P e § @ O @@

Table CA 8.2.7- 10: Effects of amidosulfuron-guanidine on Lemna gibba @)
Measured o % mhlbmg\oi” avgiy e
concentration of Mean final Meangfjnal togal grog(t rate-of
Nominal test level | amidosulfuron- frond number frond are@ K frond
[mg/L] guanidine @plant«s% fro o
on day 7 @ ' o3 Larea
at day 7 % [ nugbers §
[mg/L] Cy ) @ d
control <0.0995 212 A °,694 L - X oo
1.56 1.54 190 A 638, S o 36y @é 27
3.13 2.88 1675 | & 518 D" 8.4 S 4.90
6.25 5.13 178> Q4 899 P 6.l
12.5 14.4 58 el @10.6 6.74*
25.0 25.1 S48 © @43 0 [N 1279 10.3*
50.0 46.8 ) 166 S 5079 4 8 447 9.74*
100 91.7 QO 16 s o 385 41.9%
* significant difference to the control (p@0.0S)\ Y @© § o\@
SN

9
No morphological effects were"&bserve@@ & ©
The most sensitive response@\iariabl as tptaD frond“area o

OWCQ

lants & ltmg in (0 — 7-day) E.Cso of

> 100 mg/L (131 mg/L) @
N

Conclusions:

@

The ECso (7 d) ISOO m§’L

the &)EC

@) )NOEC of6,75 m

@
& N

@

@d) is%25 mg/L (based on nominal initial

concentrations). @ 5 &
S H &S
Amldosulfure&@b))mref % > Q
@)
&@ @ N SO &
Report: Q" KCAR.2.7/08 20157 M-510513-01-1
Title: &\ emna gil@ G3 - @ wth ﬁ@lbmon test with BCS-CQ51287 (amidosulfuron-biuret)
%, @nder stafic conditions Q)
ReportNo.: & @EBBEN033 S
Document Q@J M-510513-0 S
Guideline(s): @ 1rec£9@ /4I4%EEC Regulation (EC) Number 1107/2009; US EPA OCSPP
50 4400

Gllld@ ev@lon(s) Sor de&atlon s&@jomt 4
GLP/ P yes

\

D

Executive Sum Yy

The objective@hi growtHOinhibition test was to verify the assumption that the metabolite
amidosulfuron-biur CS-CQ51287) will cause no adverse effects on the growth of Lemna gibba G3
at the only test it@ concentration of 10 mg pure metabolite (p.m.)/L. This test was conducted
according to the OECD Guideline 221.

At test start 8 x 12 fronds of Lemna gibba G3 per test concentration were exposed in a chronic
multigeneration test for 7 days under static exposure conditions to a nominal concentration of 10.0 mg
p-m./L in comparison to a control.
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Plant frond numbers and total frond area of plants were recorded at the beginning of the test, at test
termination, and at two occasions during the 7 day period. Growth and growth inhibition were
calculated. The E;,Cso was > 10.0 mg p.m./L and the NOE,C was > 10.0 mg p.m./L.

Material and methods:
Test item: Amidosulfuron-biuret (BCS-CQ51287); Batch Code: BCS—CQS]%@@OI—OZ Origin batch
No.: GSE61653-3-3; TOX no.: 10517-00; Analysed purity: 93.6 % w/w. %

At test start 8 x 12 fronds of Lemna gibba G3 per test concentrationswere Xg‘sed 1@%1 c
multigeneration test for 7 days under static exposure conditions to a no@r% co@entrat&%l of g
p.m./L in comparison to a control. The pH values ranged from @%0 8.7%n the control the i ation
temperature ranged from 24.1°C to 24.6°C (measured in an @lditio 1ncu>®d glass Vess&Ll over the
whole period of testing at a continuous illumination of 6.6 X av@age ine ure S).
Quantitative amounts of the test item were measured iZa frg\;ﬁly prepg %’ed t l&kzvel da&@ ‘and
additionally in all aged test levels on day 7 of the expo@e perl@ @

@7 2%4 @ @

Dates of experimental work: November 07@014\%’0%@& 2 3
& S & o @ @&

Results: @ S
Validity Criteria: Q Q @b ©
The doubling time of frond number in é%contr Swas 1 @%orr ndin&;o a 13@® fold increase in 7
days. The control coefficient of variat or ylékl and &b < 20:% at test termination.
Therefore the study met all validity c@ este(@y the tl(%& uid&@es.

@ o
Analytical findings: % O\ © @ >

9
The analytical finding of amidésulfur

media the concentration of Q@ldOSu twon-hidet ingréased in_the tr nt and the nominal range of
120 % was exceeded (135 The@ r@ ies atthe test eénd cag be explained by loss of media in
the replicates due to evapé¥ation, Q S \§Q

Since a correct dosing efjthe t&@tem 1s%0ven@r the@palytical measurement all reported results are

S
furet @und origlay 0 @s 11 ;é% of nominal. In the aged test

based on nominal va of the test itém. R Q
S NS
Table CA 8.2.7- 1;' C@%ent):g@o s of & dosu@ron-bﬂ%t in the test solutions at day 0
2 S Payo

Nominal entr@n & Actial Cementrat@a (ug amidosulfuron-biuret/L)

in figyp.m. /J@ D SR
Dg}@rmlnag&%n Determination Average %
cOng@% O | <0493 D <0.493 <0.493 --
1029 @ RN 11800 11800 118
SIS O
Table CA 8.2.7- 17,,@ C(@entm&s of amidosulfuron-biuret in the test solutions at day 7
ISR > Day7?
Noﬁﬁlal Ct\@cent g@n <, Actual Concentration (ug amidosulfuron-biuret /L)
in m @ . Y. 9.
Determination Determination Average %
Qm@@ OT 5, <0493 <0.493 <0.493 --
10.0 ! ~ 13400 13500 13450 135
&

Biological findings:
Effects are summarized in the following table.
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Table CA 8.2.7- 13: Effects of amidosulfuron-biuret on Lemna gibba in a static 7-day test

Nominal test Frond no. (day 7), Total frond area of % inhibition

concentration | mean values from 8 plants (day 7), mean Mean growth | Mean growth rate for

[mg p.m./L] replicates values from 8 replicates | rate for frond total frond area of
[mm?] no. plants
Control 166 1474 -- A --
10.0 179 1566 2.8 @ 0.3

No sublethal effects on Lemna gibba were observed. No remarkable obs@ation@}s the ét iten
the test medium were recorded. Over the whole test period, the media w@lea@i col%rless

S 0N
Table CA 8.2.7- 14: Results based on nominal concentratlo(x;@f amidosulfuren- blure© ”\7
Endpoint Effect on mean growth rate of frond no. %E’ffect@v meg%%%;ozvth?zi Of%\{}l frond
- .m. S ;§ °
(0-7 day) [mg p.m./L] @ 02?9 @ [m L] /\Q %
E.Cso >10.0 @) @) @
(€195 %) O @
LOE.C >10.0 X N >1W o2
NOE,C >10.0 Q2D &
The E,Cso, LOE,C and NOE,C determination is b@ on st@tlcal daia anal$isis. @ @@>

‘”\a
Conclusions: f@

Amidosulfuron-biuret caused no adver. %ffe ; on the %rowt]&&Len@gzbb@@& up to the limit test

item concentration of 10.0 mg pure @ 011 @ @
~

Amidosulfuron-ADMP: & @ & N

[Study Submzttea%\nd ev atec@the fi r@ mcl@@n of amidosulfuron on Annex I]
@ @ S
S
The study@port; n a @ni st gro@ inhibition test on Lemna gibba with the metabolite

amidosulfuron- P. Exponelﬁml gr{%w was observed at all treatment levels and control. A
b

mgm‘@\ inhipition was otobserved up to the highest test concentration of 100 mg/L. A
E&s) > mg/ 7 d s0 > @0 mg/L and a 7-d NOEC = 100 mg/L were reported.
IS

The study was at @9 the E[%rewew for the first inclusion of amidosulfuron on Annex I, a study
review is founddn the%rewous@’AR (2006).

The study was coft$idered to be acceptable and was used for the risk assessment. An EU agreed
endpoint of 7d E.Cso = ExCso >100 mg/L for Lemna gibba was derived from this test.
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Amidosulfuron-ADHP:
KCA 8.2.7/05; R 2003; M-213897-01-1
M-213897-01-1 @@
K 3
: S
S @ © &

O\ %
N § N
The study reports on a semi-static growth inhibitj Drest 194; Lem@? gib ith B¢ metabolite

amidosulfuron-ADHP. A significant inhibition of groyth 1 @m fron bercy gorved at
treatment levels of 32 mg/L and higher. Enhanc rowth m ter@ of biomasswas obsgrved at all
treatment levels of 18 mg/L and above. However, §at wa hot 51 ificant @ QJQ)

as an adverse effect. A 7-d E.Cso > 100 mg/L %.J/-d E g/L@ld a 79yNOEE, (growth rate)

= 18 mg/L were reported. @ 3
\ @
The study was evaluated in the EU revie or theJirst m@%lonmld&ulfur%% Annex [, a study
review is found in the previous DAR b @ A s @
9 L &

The study was considered to be ac@eptafﬂ‘e and, was used=for thlsko s%%ssment An EU agreed
endpoint of 7d E:Cso = EpCso >}0@§mg/L® Lemna gtbba was detived from this test.
h § ©§ %@ &)

@ \@

Amidosulfuron-sulfamic acig

Report: 2013 -464 -01-1

Title: @mna G3 - rowth inl 1b1t1&@test w CS AW41401 under static conditions
Report No.: BFSN 2

Document No.: @ Q

4386-
Guideline(s): Eﬁlrec 1/4 EC c@gulatr@@(EC) No. 1107/2009; US EPA OCSPP
D g ideling221 (March 23, 2006)

Guideline d&@on(s@])ewg&on nOé@ @

GLP/GEP: @ yes Ry

Executive Su lfiary @ @ C&

The objectivee0f th@@%rowﬂ% inhibion test was to verify the assumption that the metabolite
amidosul fuggn-sulf; (BCS 4140Y) will cause no adverse effects on the growth of Lemna

gibba G3 atthe test (@ cor@ntrat‘mn of 10 mg pure metabolite/L. Fronds of Lemna gibba G3
were exposed ifiya chrgnic mu ene@n test for 7 days under static exposure conditions to a
nomiggbconc tratlor@ 10 mg pure metabolite in comparison to a water control. Plant frond numbers
and total fré@ area @plar@rere rdedrded at the beginning of the test, at test termination, and at two
occasions during % 7 day per 10Q%rowth and growth inhibition were calculated. The concentration
which inhibited grov@ of this species by 50 percent (ECso) was determined where possible.
Amidosulfuron ulfa ic acid (BCS-AW41401) caused no adverse effects on the growth of Lemna
gibba G3 up to thel@@i test item concentration of 10 mg pure metabolite/L.

Material and methods:

Test item: BCS-AW41401; Origin Batch No.: GSE 61222-2-3; Batch ID: BCS-AW41401-01-01;
Customer Order No.: TOX09976-00; analysed content: 89.7 %; Certificate No.: AZ 18815; LIMS No.:
1320720.
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6 x 12 fronds of Lemna gibba G3 per test concentration were exposed in a chronic multigeneration test
for 7 days under static exposure conditions to a nominal concentration of 10.0 mg pure metabolite/L in
comparison to a water control. The pH values ranged from 7.6 to 8.8 in the control and the incubation
temperature ranged from 24.4°C to 24.9°C (measured in an additional incubated glass vessel) over the
whole period of testing at a continuous illumination of 6.70 klux (average of nine measurements).
%

Amidosulfuron-sulfamic acid (BCS-AW41401) was quantitatively determin &%h an freshly prepared
test levels on day 0 and additionally in all aged test levels on day 7 of the eg@sure ggiood. N

%

. O~ @

Dates of experimental work: July 10, 2013 — August 20, 20137, @7 % é&
SO
Results: @ N °
AN ‘*\g \
Validity Criteria: é}ﬁ § %S & @‘}
The study met all validity criteria, requested by the men@ned gu &}delm § § & o
v

Analvytical findings: @ © §@ & © @
The analytical finding of BCS-AW41401 found m@ay Oﬂg\s 113@ of nommal 115 %%t nominal
on day 7. All reported results are based on n%nmal e te@ em 'dosu@ on-sulfamic
acid (BCS-AW41401). N Q @ Y @@

N
The static 7 day growth inhibition test p&%ed t]@ﬁfollov@ ta%?@ed eﬁ@cts @

Table CA 8.2.7-15:  Survey of blologlc@)Qesulp@ld degived 1nlgg%'tlon Rg@entag@%ased on growth rates

o X,
nominal te‘st fina‘l frond no. ﬁn a@}al f l‘hé\?farea ') ®) % -inhibition
concentration | (replicate mean&y mean growth rate for

o ants (replica .
[mg p.m./L] day7) §ea®mmk% meqy gr@lrate total frond area of

for fr 0.
plants
control 940, . 1400.8 ° No- -
10.0 26@8 K% 14695 o, =25 21
9 SN
Observed visual effe@@ Q 6@

There were no Vlsu@effec bser%g2 ina @f th%% co trations.
Observed visual (%fects ofdthe t Q

The results@ed o@nomlﬁgj co @tra‘u% of th%@fest item amidosulfuron-sulfamic acid (BCS-
AW41401) are shp@ in the@able betow. -

A
O A
Table CA 8.2. 7-% Sp@y of %@\y endpeints fo@midosulfuron-sulfamic acid
end pom@ efféct on rifean gro rate &Dfrond no. effect on mean growth rate of total frond
(0-7 day) Q) Q) n@m /lg\\g\ area of pljl]ljts
mg p.m.
B @) o [mg p I

0 %) & & >10,‘B% >10.0

LOE.C ] v D 5109 >10.0

NOE,C gﬁ).o >10.0

Conclusions: é

Amidosulfuron- sulf@% acid (BCS AW41401) caused no adverse effects on the growth of Lemna
gibba G3 up to the Bimit test item concentration of 10 mg pure metabolite/L.

CA 8.2.8 Further testing on aquatic organisms

No further aquatic organisms were tested. Further studies are not required under Commission
Regulation (EU) No 283/2013 in accordance with Regulation (EC) No 1107/2009.
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CA83 Effect on arthropods
CA 8.3.1 Effects on bees

Acute laboratory studies with technical amidosulfuron (oral test: ﬂ 89 M-124106-01-1,
KCA 8.3.1.1.1 /01; and contact test: ||| | | | | ; 1989; M-124103-01-1 Kc 83112 /Ol%had been
available but were described and rated as invalid due to deficiencies in t est d@ (miSsing té3
standard) in the EU review for the first inclusion of amidosulfuron on Ap fox 1. refore, for ap& al

renewal, these studies are superseded by a new guideline-co Qrm ac&oralo contact toxicipy test
on honey bees (i}, 2014, M-503119-01-1, KCA 8.3. /(@ perfoﬁmed wﬁ@ anud%gulfuron
tech. é}j @7 %

Moreover, an acute oral (KCA 8.3.1.1.1 /03) and an %@{e O 'x t tox1@y st@ (KC@% 3.1 /03)
with amidosulfuron techn. in bumble bees have béen co@wted @ orde@to ber€hmark@btential
amidosulfuron-inherent sensitivity differences to y beés, O\ @ @

Q @
In addition, a chronic 10 day adult feedin@ﬁhit t@was éﬁdu%@wnh @ndo@furon WG 75
(I 2016; M-549770-01-1, KCAC$;3.1.2 >
R @
I

\
Potential effects on bee brood were mv%gated@ a bﬁQroodﬁdmg\%dy
es were exposed to

B 2014; M-482118-01-1, KCA 83R /0@where entirethoney “b¢e co
Amidosulfuron WG 75 via feedmg reate gar Shution additionallycisr a semi-field honey bee

brood study performed under %ﬂc conditions in @owering Phacelia sprayed with
Amidosulfuron WG 75 at full b ﬁ 201% M-5 20 01-% KCA 8.3.1.3/02).

The information derived fro@these @dles 1&§ummzmsed gn e follc@qng table.

N <)
F o s
SENF SR RS
@@\}@
RS A R
RN § o O N ©
/\O©©©\@7%
AN
&%@@é&
Of%%@@@%@é@
N
ISHEEN . O
S © O N
& 0@ O F
@QQ@\©
< &
S
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Table CA 8.3.1-1:

Toxicity endpoints of/for amidosulfuron (tech. and representative formulation

Amidosulfuron WG 75)
Test Ecotoxicological endpoint Reference
substance
Acute oral and contact toxicity to honey bees
@124106-01-1
S :
@J 4 M5
Amidosulfuron, LDs¢-oral, 48 h LDso > 109.2 ng a.s./bee @ %@311 43&\1 @
tech. LDso-contact, 48 h LDso >100.0 g a.s./bei o
S o
@ o
ieag@ie
@ > g NCASRTI2m
Acute oral and contact toxicity to bumble bees m % Q ) S
. b %KQ &\g ; 6; M-
gf}ll‘dosulﬁ“on’ LDso-oral, 48 h > > 203 hg asbumble bed | 3 712-
' NS A 83911 /03
. Y N N : 2015; M-
Amidosulfuron |1 pey-contact, 48h | § LDy 2 100@% S Jourmble be® 525189-01-1
' 0D & S % KEA83.1.1.2/03
Chronic toxicity to adult honey bees Q N N 2 @) @
) L Q h; 2016;
\Avrg‘;‘;sulﬁ‘mn 10 d adult feedi@@rudy i&%ffggéﬁ > sﬁf@% . @ M-549770-01-1
N | LB > 78@jig 2 sibee KCA 8.3.12 /01
Honey bee brood feeding study 9 < & N
@@ Wo adyce effecton b
(adwlt, pupa
é\g & K’ larvae beeelgr@(?od @%)apment T
Amidosulfuron Iﬁbeeb aod fee@ @gs yO@g lar\% 1d larvae), ; 2014; M-482118-
WG 75 ( en e& 1992) d be]@llour by feeding honey | 01-1
G & 2| bee c@mes &r syrup at a KCA 8.3.1.3 /01
§® N @ e % trati pically present in
L 2 Q| gespray tink (0.114 ga.s/L)
Semi field hone)@@ee bP@Ystud(ijy O
§ml -field honeyé@ bro% No se effects on mortality
& <> (éc (adt@s, pupae and larvae), . 0 s
Amidosulfuron N forced exposure condmgns) oraging activity, behaviour, M-545720-0 1’_1 ’
WG 75 & celza licatiSs) ony condition, colony strength KCA 8313 /02
@%\7 $ fuzlggoom bees |and bee brood development at o
cactively foragln &> 45 gas./ha
D &g ()
Study not @nﬁdeahd é @ N
D O e Y @
T L s
S NN
S &
d @
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CA 8.3.1.1  Acute toxicity to bees
CA 8.3.1.1.1 Acute oral toxicity

KCA 8.3.1.1.1/0 ;] . 1989; M-124106-01-1 %

%@
0\ No &
M-124106-01-1 @@ so\j@ © @@
&@ ° & &% §
& \\ Q . ®

ZE SN RS RS

é}ﬂ Q" 5N (g é;a
[Study submitted and evaluated for the first inclusion of@mdo%%mn @Anne Q %
S & O L
@ @ € @

The study reports on an acute oral toxicity test 01@0 %es for the tech%cal active subtance. The
acute oral LDso of amidosulfuron was reporteqq\tg) be >§ ;@a S. /b%i(mea%ﬁd su&s@nce uptake,

48 h). @ % @ @@

The study was rated invalid for reason O&Nack the tgﬁaemg@n 0x1c@andard) in the EU
review for the first inclusion of amid uron on Anrex I, a @ndy & ew 1@md in the previous

DAR (2006). @ <
S &
In consequence, no EU agreed en@gomt \@ derlvéd from @ﬁs tes& \\

N o
For approval renewal, the st&gy is s& dDy a n&y gul%lme c@m oral acute toxicity test on
honey bees, see reported below un% CA 83:1.1.1502. N

O« )
Report: AS. @%1/02“ 201@&-503@9-01-1
Title: ffects amu&sulfuro%ech (agufc CO%@ and oral) on honey bees (Apis mellifera

@ L.) in the labdggtory Q Q>

Report No.: 35 S
Document No.: & &3 1@ 1 @ QQ @
Guideline(s): °s. \y\bECD 213 and@14 (1998) @
Guideline dgi% tlon® none© ©© @\ $§
GLP/GEP: yes N

o @ (ONES N
Executive Su%mary: & < SN O

Y

The purpose.o this siydy was to ﬁine the acute contact and oral toxicity of the active substance
amidosulfu@n to hongybee melljfera L.) under laboratory conditions following the current
valid tes guidelﬁOEC 213@nd 214), For this purpose 50 female worker bees were exposed for
48 hou§9 a single dos&of 100.0 pg @er bee by topical application (contact limit test) and to a single
dose of 109.243& a.s. pet bee éfeedé}(oral limit test, value based on the actual intake of the test item).
Mortahty af the bges was @d as gae toxic endpoint. Sublethal effects, such as changes in behaviour,
were also assessg ~-\ @
N @
The contact LDsy (4@ was > 100.0 pug a.s./bee. The oral LDso (48 h) was > 109.2 ug a.s./bee.

Material and methods:

Test item: Amidosulfuron, technical (AE F075032); Specification No.: 102000000551-03, Batch code:
AE F075032-01-05; Origin batch no.: 2014-000761; TOX-No: 10494-00; Analysed content: 98.1 %
w/w; Certificate of Analysis No.: AZ 19335.
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Test units were stainless steel cages of 10 cm x 8.5 cm x 5.5 cm (length x height x width). 10 bees
were used per test unit. 5 test units were used per test item dose level, control and reference item dose
level, respectively. 50 worker bees were exposed for 48 hours to a single dose of 100.0 ug a.s. per bee
by topical application (contact limit test) and 50 worker bees (Apis mellifera) were exposed for 48 hours
to a single dose of 109.2 ug a.s. per bee by feeding (oral limit test, value based on the actual intake of the
test item).
) @("@

For the contact test one 5 uL droplet of amidosulfuron tech. dissolved m\aceto was lied tow
times on the dorsal bee thorax. The reference item was applied as onesX DL plet of dimet
dissolved in tap water containing 0.5 % Adhiésit. For the control, ofg ul%ropl f tapiwater
containing 0.5 % Adhisit was used. For the solvent controVne 5 L dr&iﬁt of @% acq&~ was

used.
PO SN
For the oral test the test item was diluted in acetone arig) the eﬁ?phed g&50 W&/V su@%)se selytion,
which was used as carrier (food) in the oral test. refer@ce 1t m Was c" ited @tap r and
applied in 50 % w/v sucrose solution. For the con‘r& ulz,e §0 % sucr& solutlo wa ered to
the bees and for the solvent control 50% w/v suérdse s&&u ion VQ‘[ 5 % aceton&was o fered to the
bees. The treated food was offered in syrlnges whic e angpafter i DAro ductlon into
@ u

the cages. After a maximum of 2 hours 20 utes pt@ was%@omp te and }@yﬂnges were
removed, weighed and replaced by ones CQ& 1nifres ate food.

The number of dead bees was record ter 4 (d: 0.5%) hours@ﬁrst g@d 48 (+ 2 h) hours.
Behavioural abnormalities (e.g. vomifing, Y, n@lswe nin, ere ssed after 4 (+ 0.5 h)
hours (first day); 24 and 48 (+ 2 @ homa% emfferature @rmg? test Gas 24 — 25 °C; relative
humidity was 28 — 72 %. Bees w@g kept@wdarkne%s (exce dur]& bse&ﬁlon)

9
Dates of work: April 14%2014 érll 7@014 X & @Q

o g

> O -
Results: Q S %
Table CA 8.3.1.1.1- 1:  <¥alidity Shteria X O @ &\
Validity Criteria & 'S I%@mmeﬁ@éd | Obtained
SL_an e ﬂ < X Cofitict Test
& CWVater gopttol @ < 1% 0.0%
o NAcetonsontrghY | X 5,10% 0.0%
Control mogtaljty & Q S8 Oral Test
. Sudar contrdl . |'O <10% 0.0%
N
2 Acetonéfsugar @ N o o
%& IS N o <10% 0.0%
@@ @\@ 5&9 O Contact Test
LDso ofre nce O & L O 0.10-0.30 pg a.s./bee | 0.24 pg a.s./bee
item (Z%h) © QO ﬁ;@ \ Oral Test
© (7D @| 0.10 - 0.35 pg a.s./bee | 0.12 pga.s./bee
SN

The conta t%%s\nd oraﬁést [SESONSi Q valid as the control mortality in each case was < 10% and the
LDs values obtan%d w1e reference item (dimethoate) were within the required ranges.

@
Biological results: %

Contact Test: @

At the end of the contact toxicity test (48 hours after application), there was no mortality at 100.0 pg
a.s./bee. Also no mortality occurred in the water control group (water + 0.5 % Adhésit) and in the
solvent control group (acetone), respectively.

No test item induced behavioural effects were observed at any time in the contact toxicity test.
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Oral Test:
The maximum nominal test level of amidosulfuron tech. (i.e. 100 pg a.s./bee) corresponded to an
actual intake of 109.2 pg a.s./bee. This dose level led to no mortality after 48 hours. No mortality
occurred in the water control group (sucrose 50 % w/v solution) and in the solvent control group at the
end of the oral toxicity test (after 48 hours). @(%)

No test item induced behavioural effects were observed at any time in the or%%omm@est N

. . :
Table CA 8.3.1.1.1- 2: Toxicity of amidosulfuron to honey bees; acute contagtand o abonaiqry tegw

Test Item Amigdosulfurofitech. . A
Test Object @pis melfifera - °
¢
Exposure contact N D K&& \g;'al o
(solution in acetg\\ﬂrg) fi\\f (@garla{&@ne/w@ sol@n)
Application rate pg a.s./bee 100.0 © @)U @ @~ 1092
LDso pg a.s./bee > 1008 N N %1092 o)
LDy pg a.s./bee >100.0° A @ < 109.2@
LDy g a.s./bee >100.0 & O 0> 1093,
NOED pg a.s./bee* &y00 V9O x> 10972
* The NOED was estimated using Fisher’s Exatt Test sairwise ari one-sfded greater, a = 0.05).
PPt ExgoTon (i oy re i gen =009
@ 9
The contact and oral LDso (24 h) Vah@Q)f t@fer%e 1ter@hmet @[e) w@ calculated to be 0.24
and 0.12 ug a.s./bee, respectlvely @) S s
‘2’\0 °\ @ @ \
s Q, @ & \
Conclusions: \ N) &
The toxicity of amldosulfurq&tech @ tes?xv bgtfi\an ac%e con@nd an acute oral toxicity test
on honey bees. The contdCt LD& 48 as >100. ng a. S’q@ee The oral LDso (48 h) was

>109.2 pg a.s./bee.

& v O
Report: @KCA $311.1 3 M @7712 01-1
Title: ©©> gsulfur Ac&@ral toxieity to the bumble bee, Bombus terrestris L.
r labo 10ns
Report No.: <>
Document No 712-01-
Guldehne(s no %lﬁc g llne ila Qased on OECD Guidelines No. 213 (1998),
/EPPO 10), review article of VAN DER STEEN (2001) and the

ﬁbg;ent r mei 10ns éﬂhe ICPPR bumble bee ring test group (2015)
Guideline devi%mn(s) Gone %
GLP/GEP: . @ es § S
Execut sum
The a f this study @as to deterrmr@’the oral toxicity of amidosulfuron tech. to the bumble bee
(Bom§ @ns nde@bora@ conditions. For this purpose bumble bees were exposed to a
single dose.of amidosulfurday one§se of the reference item, as well as a control (50 % (w/v) aqueous
sucrose solution %@d a @went control (50 % (w/v) aqueous sucrose solution containing 5 % acetone
and 0.1 % Xafyhran) for the safye period of time under identical exposure conditions. Mortality and
sub-lethal effects wi ssessed 24 and 48 hours after test start. In the test item treatment group, 2.0 %
mortality was obsegy@d at the dose level corresponding to 203 pg a.s./bumble bee (based on the actual
uptake) at the final assessment after 48 hours. Only two affected bees were observed during the
48 hour test period in the test item group. The oral LDsy (48 h) was determined to be >203 pg
a.s./bumble bee. The oral NOED (48 h) was determined to be > 203 pg a.s./bumble bee.
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Material and methods:

Test item: Amidosulfuron, technical (AE F075032); Specification No.: 102000000551-03; Batch code:
AE F075032-01-05; Origin batch No.: 2014-000761; TOX-No: 10494-00; Analysed content: 98.1 %
w/w; Certificate of Analysis No.: AZ 19335.

In an acute oral limit test, adult worker bumble bees (Bombus terrestris L.) werépxposed for 48 hours
under laboratory conditions to one dose of the test item, a dose of the refere&@ item, a control and a
solvent control. K BN
§ > & o
In the test item group (50 replicates of 1 bee each), the bumble bees wegg expo@ to ae%ngle e of
203 ug a.s./bumble bee by feeding (value based on actua@fptakeﬁ The_tasget (@e wag 0ug
o \ Q,
a.s./bumble bee. @ Q& N % AN
¢y L O N (N
In the toxic reference item group (50 replicates of 1 be@ach)&%mble%es w@ expc@ to asgingle
dose of 1.4 pg dimethoate/bumble bee by feeding (V@Q base@on actual uptg ). Th@@rget e was
1.5 pg dimethoate/bumble bee. As a toxic referenge item Pérfekt wag used, containiqg 420.3 g
D N @

S

dimethoate/L (analysed content). Q N
% S S & &
In addition, two untreated controls (50 repli of @e ea @weré@ested&ne bei control with

50% (w/v) aqueous sucrose solution and.thezdther being lve&tg contr(@ ith 50% (w/v) aqueous
sucrose solution containing 5% acetone §g .I‘V@nthar@ Q %, @

o N 9
Bumble bees were randomly collecte m @hive@ld int@?ﬂced%ig% the § units one day before
test start. The collected bumble b&ds were kept sunder tésh con ns, ufiil test start. During the
acclimatisation period they were fegd ad l@&mm with untrea@d 50% w/v)%ﬁleous sucrose solution.

S e K . .
The bumble bees were expcg%ed to 1ter@ individual feeding. @\peratme during the test was
between 24.3 and 25.0°C; @ative@mi ity Wwas 559 — 63.8%. @s were kept in darkness (except

during application and o@vaﬁ(@@ e ©§ @ o

Assessments of mortalily were§ madQA and*48 hours-ifter §@ start. Behavioural abnormalities such
as symptoms of poiggning j eompon t controls w ecorded at each observation interval.
isgning jn compa R vty

Q) o
Dates of worK@ptem%r 29, — @ober 0@201@
A & 8 0 > O
o O O K
N
2o @ (NN
Validity criteria&v& L L A
The study is cGaside evalid Sthce talidit{g\criteria were met:
. the@an céaifrol nidctality "lg < 109% at the end of the test
. %e meanfeferencédtem p alitx}as > 50 % at the end of the test

o
Statisﬁjcs: N NS

Fisher’s Exact Binominal Test (o -sided greater, oo = 0.05) was used to evaluate whether there are
significant differeiges between the' mortality data of the solvent control and the test item treatment
group at the eniof the test. @y

Results:

Biological results: S

In the control group, treated with untreated 50 % (w/v) aqueous sucrose solution, 2.0 % mortality was
observed during the 48 h test period. In the solvent control group, treated with 50 % (w/v) aqueous
sucrose solution containing 5 % acetone and 0.1 % xanthan, no mortality was observed during the 48 h
test period.
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The reference item mortality of 90.0 % (corrected mortality: 89.8 %) at the end of the test (48 hours

after application) was within the required range.

In the test item treatment group, 2.0 % mortality was observed at the dose level

corresponding to

203 ug a.s./bumble bee (based on the actual uptake) at the final assessment after 48 hours.

("@
The results described above are presented in the following table:
Table CA 8.3.1.1.1- 3: Mortality and actual uptake in the acute oral toxicity le beeQ'lth @
amidosulfuron (tech.) in the control, test item and referénce i grouﬁs
Treatment group Mortality [%] S\ o Coixected niartality <[@]
(Target dose) | ‘\ctualuptake 24h LN Nh .
Control -- 0.0 SXNS) - @y Ry -
Solvent control -- 0.0 o> 00° K - N PR
Test item: Amidosulfuron [ug a.s./bumble bee] S o @%Vj Q) O
250 | 203 | 0.0 O 2 @& @~ &
Reference item: Perfekthion [ug a.s./bumble bee] [(\\ ° X @%
1.5 | 1.44 | 90.0 [ A90.0,> [ o 9.0 | @ 89.8
OO N
& P
In the test item group only two affected bees were @sewe@-ﬁrmg«;@e 48 haur test @5 eriod.
\ @ R
Table CA 8.3.1.1.1-4:  Acute toxicity o 1d0§glfuron to%umble@es, @lahor@@ry test
Test Item D e & Amidostdfuron tedh)
Test Object w ¢ o @omb%serreslr&{
&) @) o ~ Orél tox1c%gtest
Exposure S 4O & (i amidosifuren/bumble bee]
LDs, (24 h) & o : >Qo3
LDso (48 h) & fm , S 203
NOED* (48 h) (&‘“ o ) @ 2203

* NOED = No Observe ect Dége, Flsher S Exact Test (@mde <0.05)
) & 4

Conclusion: S
The 48 hour ora@}Dso gﬁle fi 1do ‘@ mca&ras determined to be >203 pg a.s./bumble
bee. The oral NOED determined t@e > 203 g a,sZbumble bee.
S o
. O
N @ 5
CA83.1.1.2 sAcuteg éﬁtaa@%@xici 9
v
\ 9 S
S § K(%SB.I 01;*; 1989; M-124103-01-1
£ o S
@ Das118d
@ @ M ~.AJ 03-6d -
¥ A B
P ©
(o

[Study submitted a@ evaluated for the first inclusion of amidosulfuron on Annex I]

The study reports on an acute contact toxicity test on honey bees for the technical
Acute contact LDso of amidosulfuron was reported to be > 100 pg a.s./bee (48 h).

active substance.
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The study was rated invalid for reason of a lack in the test design (missing toxic standard) in the EU
review for the first inclusion of amidosulfuron on Annex I, a study review is found in the previous
DAR (2006).

Nevertheless, an EU agreed endpoint of acute contact LDsp > 100 ug a.s./bee was derived from this
test, footnoting “study of limited validity”. @@)

For approval renewal, the study is superseded by a new guideline- conform%ute tact tdxicity

on honey bees, reported here below as KCA 8.3.1.1.2 /02. This new&dy &f ffirme a@%e
endpoint for acute contact toxicity. It is hence proposed to change study@g eren 0 th1s¥U egpoint,

whilst no update is triggered for the numeric parameter itself. @ AN \
@ N

Report: KCA 8.3.1.1.2/02; I : 2014; M5031 1@% 1 K CKEE% %\
Title: Effects of amidosulfuron tech. (acugg,Conta tand or%§n hor@bees @s m féra

L.) in the laboratory Ro > @ @)
Report No.: 91051035 ) < @ @ @)
Document No.: M-503119-01-1 @ S NN >y @
Guideline(s): OECD 213 and 214 (1998) ©\ %\ & L @
Guideline deviation(s): none v N < @) @ S
GLP/GEP: yes § Q Q@ EN @ @@

R @

The study reports on a combined test ¢ %’ ring @)ects @@%oth data poifits ac ral (CA83.1.1.1)
and acute contact (CA 8.3.1.1.2) tox1c1@ hO@y bees s Q
< D
A study summary has been prov1ded@efore*undex; i&mt K(@@S 3.18 /0% ©
o S Boa0o
Study endpoint for acute conta%t toxi @u &y for 8@@ bg\o 50 >@\§0 ug a.s./bee.

Q <

Report: 3 1.K2/03; 2015 M52513§801-1

Title: dosun te e con@jt toxx%y o the bumble bee, Bombus terrestris
&r'unde orato @ &

Report No.: $814-006 0 @@)

Document No.: ©©> gl 39
Guideline(s): g§ are %lable e test design is based on OEPP/EPPO 170
9 ° 4 C ui ell@ 214 @998), and on the review article of VAN DER

N 01 E
&s E N (2001

Guideline d no.@n g N
GLP/GEP: o yes @ @\ «

NI SO S
Executive Su ary:@;
The aim ofthis stud¥avas to determifse’ the glute contact toxicity of amidosulfuron tech. to the bumble
bee (Bombus terresyris Léﬂder oratey conditions. For this purpose bumble bees were exposed
for 48 howrs to a&ngle dose of 180.0 uga.s. per bumble bee by topical application (contact limit test).
One rol 22 xposed for same period of time under identical exposure conditions to

DMSO th er col p we@exposed to tap water. Mortality and sub-lethal effects were
assessed %an;iﬁ hour, %( er a 1cat10n Only one affected bumble bee was observed during the

48 hour test period’in th@ytest 1tem group. The contact LDs (48 h) was > 100.0 ug a.s./bumble bee.
The contact N (&h) was @étermined to be >100 ug a.s./bumble bee.

Material and methwds:

Test item: Amidosulfuron, technical (AE F075032); Specification No.: 102000000551-03; Batch code:
AE F075032-01-05; Origin batch No.: 2014-000761; TOX-No.: 10494-00; Analysed content: 98.1%
w/w; Certificate of Analysis No.: AZ 19335.

In the laboratory, 50 bumble bees (Bombus terrestris L.), were exposed for 48 hours to a single dose
0f 100.0 ng a.s. per bumble bee by topical application (contact limit test). Test units were plastic boxes
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(base: 13 cm x 17 cm, length: 6 cm). 10 bumble bees were used per test unit. Five replicates were used
per test item dose and three replicates were used for controls and reference item treatments. One
control group was exposed to DMSO (solvent control) the other control group was exposed to tap
water. The reference item group was exposed to the reference item Perfekthion (a.s. dimethoate). The
tested dose was 13 pg dimethoate/bumble bee.

9

For the contact toxicity test, amidosulfuron was applied using DMSO as carrij DA single 2 uL droplet
of the preparation of the test item was placed on the dorsal bumble bee theraX, 11 ise f@the to 1c
reference solution (dimethoate, with water as carrier), the control (tapiwater gfd sol

(DMSO). After the application, the bumble bees were returned to the té%ag@nd fe%wnh %

aqueous sucrose solution ad [libitum. Temperature during test %as betiveen 2°C;
relative humidity was 47.0 — 61.8%. Bees were kept in @arkne@ (excqg*durmg} applisgtlon and
observation). é}ﬁ s @) (5% @’ é}
@ o> v
The number of dead bumble bees was recorded 24 48 @urs ter dos Su @hal cts as
symptoms of poisoning or any abnormal behaviour@ com& son ‘& e cq were ecor at each
observation interval. N
o 9 @ &@
Dates of experimental work: November 152014 Veré@r 13,2Q 4 @ @@
Results: &\ é @f@ & %, @
Validity criteria: % & @ N 9
SIS &8 &

Table CA 8.3.1.1- 1: Validity critéeia  © O % Q @ ©)

Validity Criteria Ca ) N Recoﬂ%ﬁwnd{gﬁg Obtained

Mean mortality in watercontroly | & Cx 10% O &) 0%

the control groups at 8

the end of tlgle teIs)t D%@O co@ g O\% Sql(% o € 0%

Mean mortality in @ Q @ & %

the reference item Q) ) I N

treatment at the end G S0 % 86.7%

& r, O W@

of the test @Q @ N O Q@

All validity critegig fi th@t d@g% $ >
etip for u re Q
\ O @

Statistics: & @© @\ g§
Fisher’s Exact Bi %%mal '[©st (one-sided~greater, a = 0.05) was used to evaluate whether there are
significant dlffelﬁnces rno gﬁty data~of the control and the test item treatment group at

the end of the@ %
é@ 3
Biological @ults QQ (&
In the ce&%rol gr&ups, tr@ited WI@DM%:OY tap water, no mortality was observed during the 48 h test

perlo§ @ § @ @\

The referetiee ite morta@of 8@% at the end of the test (48 hours after application) was within the
required range§ o @

In the test item treat@%lt group, a mortality of 2.0 % was observed at the dose level corresponding to
100 pg amidosulfuf®h /bumble bee at the final assessment after 48 hours.

In the test item treatment group only one single affected bee was observed during the entire
observation period. In the final assessment (48 hours after test start) no sub-lethal effects were noticed.
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Table CA 8.3.1.1- 2: Acute toxicity of amidosulfuron to bumble bees; contact laboratory test

Test Item Amidosulfuron tech.

Test Object Bombus terrestris L.

Exposure Contact toxicity test

[ng amidosulfuron/bumble bee]

LDso (24 h) >100 &

LDso (48 h) > 10Q @

NOED* (48 h) > Q0 ° &

* NOED = No Observed Effect Dose, Fisher’s Exact Test (one-sided, p <0.05) @@ %@ © @@

. ¢ F S &

Conclusions: o & N S

The 48 hour contact LDsy value for amidosulfuron tedinical gwas d \mne&@o be<§100 ug

a.s./bumble bee. The contact NOED (48 h) was determme@s >01(Z@ Lg %i%bumbl@e é}
7 «E\fo% v § S &
@ @ @ @ € @
CA 8.3.1.2  Chronic toxicity to bees S @

Note: The following study has been conducte u51 10n 1dos ron \&@75, to serve
as a vehicle for delivery of the active substa furogfo t y tem. Sl rimary intent
i

of the study is the generation of active 5\ ance n orr%@on &IS su rised and evaluated on

document MCA level. @
W < <2

Report: KCA 8.3.1.2/0 016; 1\@49770 Ql @

Title: Amidosulfuréd®WG J{ KQ-day chigpic fee@g test @the honey bee (Apis
mellifera 1n the i@oratofy\ ©)

Report No.: M-549770 o @ N

Document No.: M- 54977 @

Guideline(s): Reg 10n ( No. @/2069% 9 <

998) aind CEB, No. 230 With curent recommendations of
rlng gro Kh nd S@mltzN 15)

@Eﬁrectl ¥e 2003-01 Canada/Pltg@ @
S EPA OC Not @pllca
Guideline dev1atlon@> no&«a %’ @ @6

GLP/GEP: @ N

2 @Q@

Executive K@mar \y\ﬁ
The purpose™of thiS) study&as to@’eterm@ the x&@nomc oral toxicity of Amidosulfuron WG 75
(750 g/kg) to the@ney lgge (ApZS@ellzfe;@\L ) fd@ period of ten days in the laboratory.
The test item @as dai Qadmlfﬁ%terig you@honey bees in a sugar solution at the concentration of
3333 mg @‘kg fi selution untl@ted control and a reference item were included in this
study. ortality@ the b@s wa@@sed &g\the toxic endpoint. Sublethal effects, such as changes in
behavigur) were afso asggssed. 04

@ D ©\
The LCso f@days) %s mga.s./kg feeding solution, corresponding to the LDDs of >78.4 ug
a.s./bee/day. Th OEC@EAO days) was > 3333 mg a.s./kg feeding solution, corresponding to the
NOEDD of > ng a.s7bee/dpy.

Material and met@ :

Test item: Amidosulfuron WG 75A W; Specification No.: 102000000550, Batch ID: EFKE002780,
Analysed content of active substance (Amidosulfuron, AE F075032): 74.9 % w/w; Sample
Description: FAR01779-00.

The chronic toxicity of the test item Amidosulfuron WG 75 on the honey bee, Apis mellifera L. was
assessed in a 10 days continuous oral feeding test in the laboratory (limit test). Over a period of
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10 days, young honey bees (2 days old worker bees) were exposed by continuous and ad libitum

feeding via 50 % (w/v) aqueous sucrose solution containing 3333 mg a.s./kg. An untreated control

(50 % w/v sucrose solution) and a reference item (Perfekthion EC; 400 g/ dimethoate) at a

concentration of 1 mg dimethoate/kg feeding solution were included in this study. The test was

conducted with 5 replicates per treatment, each consisting of 10 bees per test cage. The temperature in

the test environment (incubator) ranged from 31.0 to 34.0 °C, the relative humi@'ﬁzy ranged from 57 to
90% (mean relative humidity: 84 %) at 24 h darkness (except during observat& ).

Mortality and behavioural abnormalities were assessed every day thro@ut %@12\0 da)@ exp@
period. Furthermore, the daily food uptake was determined. Q &% é&
o & XN
Samples of the feeding solutions prepared freshly every@ay t}@oughou&\he 1&9 ays e@ntmuous
feeding period were taken daily for subsequent cheﬁ%ﬂ ana@ls Jgpi\*@rder t®Teveal™Mhe actual
@7 <

concentration of the test item. %@ ég\? @@ @@ é&
Dates of experimental work: June 09, 2015 — July @, 201@ Q@ &@ © @
Results: G @ v @% Q

9

N
S g S
Validity criteria: Q @
The chronic oral test is considered Vahd% the cé}\trol r@ality@%ﬁs <14_% and@he mortality of the
reference item (dimethoate) was withi required range. %@ ©\ Q@J
@) & N @
o .0 2 o & o

o

[u—y

Analytical findings: \

The actual concentration of Amld@julfur@ n the Teeding s@iu‘uog@a e%%etween 81 and 103%.
S & o K S

Biological findings: S Y IS

The test item was daily ad@nlste% to \ﬁees ina sugar soluigl at the following concentration:

3333 mg a.s./kg sugar tlon entr@on le@to ar\ al daily mean dose of 78.4 ng

a.s./bee/day after 10 da

At test end, 10 da@» foll mg s of egposure % % 4 rtahty occurred in the untreated water
control (50 % w/y sucros€y lut -,@ @ /kg (@Tespondmg to 78.4 pg a.s./bee/day) 2.0 %
mortality occurred. Thr&was s tlc not si 1ﬁca@ly different from the control (Fisher's Exact

Test, o = 0.Q5%>
R @ S @ N
One moribund b&\was ql@erved ayday 5@ the t%ﬁ item treatment group.

<
The referencg@ ite 1meth%ate) @entratlon of 1 mg dimethoate’kg feeding solution
correspond@ to a@@ally @@Ql 8 ./bepé@y caused 100 % mortality at day 6.
(O
SR &
O

N
@O
%§©§®
@
&
@
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Table CA 8.3.1.2- 1: Ten-Day Chronic Feeding of Amidosulfuron WG 75 to young honey bees (laboratory

test)
Test Object Apis mellifera carnica
Treatment Group Concentration Dose Level ! Mortality at day 10 2,
[mg a.s./kg] [ng a.s./bee/day] [% Mean]
Amidosulfuron WG 75 3333 78.4 c 2.0 (n.s.)
Water control 0.0 0.0 @ 6.0
Reference Item 1.0 0.018 - 100.0
Endpoint at test termination (day 10) N @ O @)
LCso LDDsy NOEC O %, NOEDD, Y
> 3333 mg a.s./kg > 78.4 ng a.s./bee/day >3333 mg as. K . "O>784 1y a.s.bed/day
'mean dose per bee per day; dose measured based on consumed feg solution N @) R
Mortality at study termination 10 days after start of first feedlng% & BN v ~
Statistics: @) K \@7 é;’
Mortality: Fisher's Exact Test, pairwise comparison, one- s1de@great } 0. O ) N %o

NOEC/NOEDD: was estimated using Fisher’s Exact Test wise é@fnparl on one- @@a §‘§®r, @)
fe m

n.s. = no statistical significant difference compared to th&c troj & statl lly ghificant re pared

to the control (o = 0.05) Q @
@ O & &

G : % O @ @ S

onclusion: @
The LCso (10 days) was > 3333 mg a.s./kg @m@%ﬁo&)@one&ondmg@the L]%so of >78.4 ng
a.s./bee/day. @ Q> %
The NOEC (10 days) was > 3333 S. /lé@eedmg solutl@ copond@ to the NOEDD of
> 78.4 ng a.s./bee/day. Q ® @) @

@ N < L ©
‘2’\0 °\ @ @ N

N
CA 8.3.1.3 Effects on ho%yb @evel en @Rd oth@# hongybee life stages
NS k2 oy

Note: The following two st@les h@bee %nductf% usmgf/ﬁ)e ulatlon Amidosulfuron WG75 as
a vehicle for delivery of actlvgubs am desulfurgn to t e§ t system. Since primary intent of
the study is the gener@ffon (& ctive S bstan inf¢ atlons,?%l is summarised and evaluated on
document MCA level© Q

5 F S &Y

(3 » B
Report: K§ 8.3 I;
Title: @ %mldos ron

rood fee
Report No.: & @M 4%“8 0
8

Document No.: °

Guideline(s): &
R
9

@
N © Bulletin, 22,
Guideline d@iatio@ noé

GLP/GER; @ yes

Exec§ i i ar ©\
The purposg, of th l§ honey“@ bro@d. feeding study was to evaluate potential effects of Amidosulfuron

; 2014; M-482118-01-1
50 %g): Effects on honey bee brood (Apis mellifera

&
L

. (1992). Method for
ests with insect growth-regulating insecticides. EPPO

WG 75 W on br dev ment anid mortality of adult worker honey bees and pupae, Apis mellifera.

0.15 g test ite commer@ial ready-to-use sugar syrup (Apiinvert; 30 % sucrose, 31 % glucose,
39 % fructose) per y was used (= 0.114 g amidosulfuron/L). As toxic reference 3.0 g reference
item (Insegar; 25 enoxycarb) in 1 L commercial ready-to-use sugar syrup (Apiinvert) per colony
was used (= 0.75 g fenoxycarb/L). As untreated control 1 L untreated commercial ready-to-use sugar
syrup (Apiinvert) per colony was used. The ready prepared sugar solutions were offered per colony in
a feeding trough. Three bee colonies were used per treatment group. Ontogenesis of honey bee eggs,
young and old larvae was observed for a period of 21 days after application. Mortality of adult bees
and pupae and sublethal effects such as changes in behaviour were also monitored. No adverse effects
on any endpoints assessed were observed (i.e. on the survival of adult bees, larvae and pupae, brood
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development). The method of investigating the development of the honey bee brood is based on the
method of Oomen et al. (1992)".

Overall, it can be concluded that the administration of Amidosulfuron WG 75 fortified sugar syrup
(0.114 g amidosulfuron/L) to honey bee colonies does neither adversely affect honey bee colonies nor
bee brood development. @@’@
Material and methods: \%
Test_itom: Amidosulfuron WG 75A Wi Specification No.: 102000000 @o 03; @Batd@%?)
EFKE002307; Sample description: TOX10124-00; Analysed confgnt of}t s: %9 ‘@w/w
amidosulfuron (AE F075032). D A '~ @ o

@ @ N
Test species: Honey bees (Apis mellifera L.); honey bee nies Wore acifmaln d @’cord to normal
beekeeping practice, containing two magazines with 1&com s\each e préliminar@brood:gheck
indicated healthy colonies with all brood stages pre@( and @ufﬁc ent su%@ of ar a ollen.
The mean strength of the colonies per treatment group, twosdays b re catjon, Tangeghbetween

10035 and 17100 adult bees. Colonies were free f@ng, with access to natural fo @ourc ut due to
the season, there were no main flowering, bee&‘gtracu@rops@pﬂowéng W in t{e surrounding

area. Q Q@ & @ @

Test design: A bee brood test was c }ucte(§ n or Soéss thg effec@of Amidosulfuron
WG 75A W to the honey bee brood. @ntreat contkol and 0x1 eren@ere included in the

study. Three bee colonies were used @gr tre up. T e test ite! and@ erence item solutions
were mixed with ready-to-use suga@yrup% pllnvg an @pphe the Bek colonies via a feeding
trough, which was put directly @gto th “solony ®n top of the nd@gazme Pure sugar syrup
(Apiinvert) was used for the controls. (@gen@gs of a dgfined @mber of honey bee eggs, young- and
old larvae was observed for & period @1 d y@follov%ﬁﬂg thezapplic for each treatment group and
colony. This was assessed dQe day plle}ion by Selecting one (or several) brood comb(s)
of each colony and by ta a digital p%@ of tés (tlll@? bro mb(s). After saving the photo-file

//

on a computer, eggs, yeuiig- a 1d larvae were marked at thig first Brood area Fixing Day (BFDO).
For each subsequent hedod assessmerft (BFDi#f), agai es comb(s) was (were) selected from the
respective colony another digits¥ pho as t&k er to investigate the progress of brood

development. Ontogenesi§pf the 0:3 brogd-was gerved%r a period of 21 days after application (i.e.
22 days follow& BFUQQ) Mortahty o@%ult beessand pypae was also assessed.

@ & QN
Endpoints: & @ @ *o
. Mortaht %f ad t bees agy well @ pupa&or larvae: between 3 days before to 21 days after

apphcemg)n( of tlf@rlal) SN
o Bee b%%od e mexit ( youc@ and old larvae): one day before (= BFDO) and 4
56@( BER 9), 1 6) 21 (= BFD 22) days after the application.

Test Q@ﬁe%ntratlons

Contrdl: 1 trea@om@mal 1@1 -to-use sugar syrup (Apiinvert; 30 % sucrose, 31 % glucose,
39 % fructege) per colony &

Test Item: 0.15 %st it Amld%ulfuron WG 75A W) in 1 L commercial ready-to-use sugar syrup

per colony, eqiizalent to an actigje substance concentration of 0.114 g amidosulfuron/L.
Reference Item: 3.0 @ference item (Insegar; 25 % fenoxycarb) in 1 L commercial ready-to-use sugar
syrup per colony, eggiivalent to a nominal active substance concentration of 0.75 g fenoxycarb/L.

17 _ (1992). Method for honeybee brood feeding tests with
insect growth-regulating insecticides. EPPO Bulletin, 22, 613-616 (1992)
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Test conditions: Natural field conditions. Temperature, relative humidity and rain were recorded
during the experimental time

Statistics: Statistical evaluation was done for mortality and the brood termination rates using Shapiro-
Wilk's test (check for normal distribution), Levene's test (check for homogeneity of variance),

Student’s t-test (pairwise). @(%)
S o
Dates of work: July 15,2013 to August 08, 2013 o S
Y - § ® © o
Results: @ &% §0
e o S \\ Q N

Validity criteria: @ Q> N % N
For the validity of the test, the mean control mortality sheytd not & considerable @ e d in the reference
item group there should be a high number of impacted 6zZpod, %mch eﬁ% die the é@wal, pupae or
adult stage. RN

e O & @ &@@ @
The overall mean mortality in the control group @s IOK?ZIQ dead bees/colonyday), is within
the range of normal mortality levels of colonies of employed size un ieldeconditions. In

addition, a mean of 0.9 dead pupae/colony/d; ere fofind d@jng th days post- cation period
and represents a biologically typical numbe\ dead pupae@r thg\{g)eriod 1 days:

@
In the reference group, there was a hig mber 0@ 1mpa§ted bed@rood,” w?lgich @lted in 81.1% mean
loss of the initial observed cells (10050 eg 6‘V oun vae-and 43.87p1d larvae stages). The
termination rate of the eggs was 10@% e Vah;es of e yound of®larvae termination rates
ference item values were on

were statistically significantly higher co red to'the cont@l T
an absolute scale sufficiently hifgh to @ onstrate the s@gsmwt@f the@es‘[ system and the validity of

the test ditions. o
e test conditions %, o O N 2
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Biological results:
Table CA 8.3.1.3- 1: Effects of Amidosulfuron WG 75 on honey bee brood
Test item Amidosulfuron WG 75A W
Test species Honey bees (Apis mellifera 1) (complete colonies)
Exposure via treated sugar solitjon

> -
Treatment Untreated Amidosulﬁ;lr@@ Iélieer;ge;frf

control WG 75@1\( @ fendycarb) &

Rate per L sugar solution [product]? - 01588 N 3.0 g/l, 2
Rate per L sugar solution [a.s.]" - . 0.RFgL- ~| <« 0.75gly
Termination rate of the eggs [%]? 17.8% o2  21.6 % (0.&), ©100 %n.d.)
Termination rate of the young larvae [%]? 10.2 % Abl %ms) B 9%6 % (%)
Termination rate of the old larvae [%]? 64% O [ 0.2%@s3.) A58 % (*)
Mean brood termination rate over all stages 11.5% = o 13.0 Bns) NP A1 %A
Mean mortality of worker bees/colony/day O @@ @ @ 71
during pre-application phase® %’ﬂ XN 9.2 (n.&) ﬁ.)
during the entire post-application phase® 2N ' 18.0 (n.s.) @§ 4 (n.s.)
Mean mortality of pupae+larvae/colony/day o N\
during pre-application phase? $ O9Q© Z)Qﬁ &%s)@@j @2.0 (n.s.)
during the entire post-application phase? o @ 0.9 Q 0.0 (n.sh, v 1.3 (n.s.)
Mean number of bees before application® 030 @ | &7 1710Q ) 10035

D test and reference item were mixed with sugar Iytion N @ N @QQ@
2 mean termination rate of 3 colonies per trea t gro

>
3 mean number of dead honeybees per day colony felind i (@d bee s @ ©@
4 mean number of dead pupae/larvae per day and c&la&&y fow& dead traps © N
mean number of bees per colony &) <
Statistics: n.s. = not statistically signifidant co @ed to thgcontrol;@? statisti@ly significant compared to the control; n.d.
= not determined; Student t-test, o = 0.05, pai\%e co@son,@{%@sided efore ap@ion), one-sided greater (after appli-

cation) é” &© N N %\
Although the mean ter atior@%te o%ggs was sli@r higher 'in the test item treatment group
(21.6 %) when compargd to the values of \Z&hge contrgt’ group,’(17.8 %), there was no statistically
significant differe Thus& therazwas o effee@on @ development of eggs following the

consumption of the test it@via QS},- S@P sol@n. N

9 N @ N % @ - .
The development sucgess of the you rvag in t e item treatment group was slightly lower and
resulted in 4mean inatigyrate 1.1 %pompazxed to 10.2 % in the control group. This difference
was not statisticaldy significant compared.to the.control group. Thus, there was also no effect on the
development osﬁiﬁung @ae after-consumption@fthe test item via treated sugar solution.
@
No effect ofinthe dev@lopment of o arva§as observed after consumption of the test item treated
sugar solution. T ean t€ymination rate’of old larvae in the test item treatment group was lower with
a me@ 6.2 ‘@com@red to €4 %@‘the control group. Accordingly, this was not statistically
9

signi t compared e control group.
e B

5)

Adult bee tI%Mtalé]%in th@@ iteng}eatment group was lower (mean of 18.0 dead bees per day) when
compared to t trol &oup %1 .2 dead bees per day) and not statistically significantly different.

Nearly no dead larvé& and pupae were found in the dead bee traps after treatment with Amidosulfuron
WG 75. Thus, ther@vas no effect of the test item on honey bee pupae and larvae.

No behavioural impairments were noted at any time in any of the test or reference item treatment
groups until test end. Also no behavioural abnormalities were observed in the control group.
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The reference item treatment (Insegar, a.s. = fenoxycarb) resulted in an egg termination rate of 100 %
and a statistically significantly increase of unsuccessful young- and old larvae development and thus
confirmed the sensitivity of the test system and the validity of the test conditions.

Conclusion:
Overall, it can be concluded according to the results of this study that @@e administration of
Amidosulfuron WG 75 fortified sugar syrup (0.114 g amidosulfuron/L) to g&ey bee colonies does
neither adversely affect honey bee colonies nor bee brood development. N

g g et & @ O @@

Report: KCA 8.3.1.3/02; . 2016; M-545720- 01@@ ~

Title: Amidosulfuron WG 75A W (750 g/kg): 5\ ects on c@ney bee%brood pis meﬂ@’era
L.) under semi-field conditions - Tunne st F@al repp e o\

Report No.: EBBEN041 ng @ ‘zgj

Document No.: M-545720-01-1 N NS

Guideline(s): OEPP/EPPO guideline No. 170@0P§EPPO %10), CD l@gber @”
(2007) and recommendations ienengghutz 2911) O @

Guideline deviation(s): Yes, see report AN & @

GLP/GEP: yes Q ©\ w;\ < S @@

S © S TS
Executive summary: & Y O

@ KN
A higher tier semi-field honey bee brood sty (f(&llOWlng@CDs@uldam@ocumem 75 (2007) and
the Guideline OEPP/EPPO No. 170 (201(@ was @)ndu undée forcgdionfined exposure
conditions. As deviations to the gui post- a{ﬁphca& expasiire plase in the tunnel was
reduced to 3 days due to the herbici@]ode () ctlolﬁgf the é@r 1te%‘sgamst£é Phacelia-crop.

> <
Amidosulfuron WG 75A W (75@'@/kg) Vs apph\ at a rate of ®0.1 g ﬁmduct in 400 L tap water/ha
(corresponding to 45 g amldo\lfura) t@full g\go@ermg ace@ tanacetifolia, a highly bee
attractive surrogate crop. %, @ G N © N
i %

The test was designed as&pli@ n@ stud@ assesy) potem% effects of amidosulfuron to honey
bee colonies, includi very detailed assessment roovelopment Tunnels (20 m length x

QI

5.5m width x 2.5 cight) were up 0 Op of Phacelia tanacetifolia (2 x 36 m?).
Small bee colonies'el1 frames c introduced to the tunnels 4 days before
the apphcatlon @le hone@bee @Hy used tunne

The test 1te;f®later®d ar renc* app %@on the whole plot of plants in two operations,
with foraging be %@esent e trial ' was carried out using four tunnels (i.e. replicates) for the test item
treatment, the c@Qtrol afid, the 1 @é&enc ftem tr ent (Insegar, 250 g/kg fenoxycarb), respectively.
The conﬁned osur ase.ofrthe y bees inside the treated crop was 3 days following the test
item application. At the end of the ?ﬁ application, due to the herbicide mode of action of the
test item, t Pha za cr on tractive to bees (faded crop) and did not longer support
the confined colgies. Thus all @e co&ws (i.e. the colonies from the test item, the water and the

refer@ tem group, pec ely) \& relocated after 3 complete days of confined exposure from
their res c& and ed 11.1 area with no main flowering, bee attractive crops.

Appllcatlons %ond@éd durmg daytime and during full flowering of the Phacelia-crop (BBCH
65), with configed hopey bees@’ctlvely foraging on the crop during application. After foliar (spray)
application of the watep (control), test item (Amidosulfuron WG 75A W (750 g/kg)) and the reference
item (fenoxycarb)./Ontogenesis of a defined number of honey bee eggs was observed for each group
and colony. Mortality of adult bees and pupae/larvae as well as foraging activity of the adult bees was
also assessed. The condition of the colonies was assessed in regular intervals until the end of the trial.

Ontogenesis of the bees from egg to adult workers was observed for a period of 22 days (i.e. one
complete honey bee brood cycle). This was done one day before the application by taking out one or
more brood combs and taking a digital picture of the brood combs. After saving the file on a computer,
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250 eggs per colony were marked at this first brood area fixing day BFDO (BFD = Brood Area Fixing
Day). For each subsequent brood assessment (BFDn), again, the respective comb(s) was taken out of
the hive and another digital photo was taken in order to investigate the progress of the brood
development until day 21 following the application (BFD22 following BFDO).

Statistical evaluation was done for mortality, foraging activity, colony strength Bpood termination rate
and brood indices using Shapiro-Wilk's test (check for normal dlstnbutlon) L@vene s test (check for
homogeneity of variance), Student or Welch t-test (pairwise comparison). @ \ ©& @
No biological relevant adverse effects on mortality of worker bees or p@oae w@ obse‘@fd F@@glng
activity, behaviour, nectar- and pollen storage as well as qu@ survital washot aff] ffects
on colony development, colony strength or bee brood wef# observed. B§Ked on\z@;e resislgcs of this
study, it can be concluded that Amidosulfuron WG 75A WX750 2®g) do&s.not d@’rsely ect honey
bees and honey bee brood when applied at a ratéof 6&* g proguct 1&400 p watet/ha
(corresponding to 45 g amidosulfuron/ha), during y be@factlv ly for@ ee- ctive,
flowering crop. The observed, characteristic breo eﬁfe ce 1191 ar (a.s.
fenoxycarb) in terms of typicality, time of oca@ence%@% ext@t showed % e pr&¥ailing test

conditions allowed for a profound detection of g&fgfects @n @w hon@bee li tages,

S @ % O
Material and methods: @ Q @ o

Test Item: Amidosulfuron WG 75A W%%SO ); S@ﬁca@ No;gﬁ@()ZOO@OOSSO Batch ID:
EFKE002780; Sample Description: @AROU -00; &analys@ cc@mt o@ S 749 % wiw
amidosulfuron (AE F075032). Q § @:@ @

(R <

Test Species: Honey bees (Apis@gellife \armcbbL) sr%%ll b@@olon&} maintained according to
normal beekeeping practice, cogtaining;11 combs witly hone@poll and brood. The preliminary
brood check indicated healt colon‘?w brooa\stage resen@ a minimum reserve of food
(uncontaminated nectar anc@olle guarartee colony viabi 1t brood status but also to ensure
that enough space is avaij@ble for@pos@f thebrood tg new sources. The mean strength of the
colonies per treatment gFoup, i day before th app©> ligation, Q/as similar and ranged between 6030
and 6739 adult bees pefcolon
& - & & g

Test Design: Th test wag) u & forcediconfined exposure conditions (tunnel), in order to
assess potentu& fects“@f Am sulfi WG BA V(750 g/kg) to honey bee colonies including
brood deve@ent e ﬁel%@ndltrms Turiéels (20 m length x 5.5 m width x 2.5 m height)
were set up on a@ 75 r@plot Phacia tanaeetifolia (2 x 36 m?). Small bee colonies were
introduced to the tﬁnnelsgégdays bgfore th@}pphcﬁ%\gon One honey bee colony was used per tunnel.

The test item, Vs@te@@ refé¥ence itgfn were applied on the whole plot of plants in two operations,

with foraging Bees present Thetrial carried out using four tunnels (i.e. replicates) for the test item

treatment cont and ‘the refer&nce 1te@ treatment (Insegar, 250 g/kg fenoxycarb), respectively.

The confined expdsure phase of ghy¢ ho y'bees inside the treated crop was 3 days following the test

item @anon t th@nd of the 31 d@ after application, due to the herbicide mode of action of the
th

test it acel, rop no er attractive to bees (faded crop) and no longer supported the
conﬁned ‘a@ lonies (i.e. the colonies from the test item, the control and the
reference 1tem re@ctlvel were relocated after 3 complete days of confined exposure from
their respectiv els and plaggd in an area with no main flowering, bee attractive crops.

After foliar (spray)@plication of the water (control), test item and the reference item, ontogenesis of a
defined number of honey bee eggs was observed for each group and colony. Mortality of adult bees
and pupae/larvae as well as foraging activity of the adult bees was also assessed. The condition of the
colonies was assessed in regular intervals until the end of the trial.

Ontogenesis of the bees from egg to adult workers was observed for a period of 22 days (i.e. one
complete honey bee brood cycle). This was done one day before the application by taking out one or
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more brood combs and taking a digital picture of the brood comb(s). After saving the file on a
computer, 250 eggs per colony were marked at this first brood area fixing day BFD0O (BFD = Brood
Area Fixing Day). For each subsequent brood assessment (BFDn), again, the respective comb(s) was
taken out of the hive and another digital photo was taken in order to investigate the progress of the
brood development until day 21 following the application (BFD22 following BFDO).

%
Test Parameters: %@
- Mortality of adult bees and pupae: 3 days before to 27 days afte‘r@pplicaﬁgn = égd of %16
trial); N @

- Behavioural abnormalities: 3 days before to 27 days after applicgtion ( @qd of t%&s trlali%@
- Foraging activity of the bees: 3 days before to 3 days r application;
- Condition of the colonies (food stores, brood status@nd co@ny stp@ h) ay be@re and 4,
8, 15,21, 27 and 41 days after application;
- Bee brood development (eggs): 1 day before (ﬂéglFD%%d 4 %BFD \8 = &D 9&]5 =
BFD 16), 21 (= BFD 22) days after the apph@m @
Application Rates: Q N °\

Control: 400 L tap water/ha, % NS
Test Item: 45 g amidosulfuron/ha via 400 @)ray @%}utloﬁs@a ({é%?or ing @Cemﬁcate of

Analysis: 60.1 g Amld\ uron W (750 g/ksy in 4 L tap water/ha
(corresponding to Am1 lfur tap water),
Reference Item: 300 g fenoxycarb (@g produ t)/h?a in 400@ Spras 01ut1 a (corresponding to
nominally 3.00 g uct/
All applied during full flowering of cron en h@ney b@@ weré@twely@)ragmg on the Phacelia-

o

crop 9 @ ~ & \
N

Test Conditions: Natural ﬁet% cond #She a iﬁhcatl day, @s very warm and sunny and
accordingly there was a l@ h ybee fo ging activity on the, crop within the tunnels. Mean
temperature during the 1me@ntll y 27 @110W1% plication) was between 16.4 and
30.9°C. No rain occurre@durl e exposure ph e of bees@o the treated crop in the tunnels. First
precipitation (4 mm)Qecurred betweég night%ef day 1ng of day 6. Thereafter rain occurred
on 10 occasions du@g the@&xt 21 % @mm@ t@e second half of the experiment.

Statistics: Sta&;&%&al emluatlo e for <gorta]@y foraging activity, colony strength, brood
termination and od indices L%@ Shapiro-Wills test (check for normal distribution), Levene's
test (check fo hon@enmty@f variande), St ent or Welch t-test (pairwise comparison)

@
Dates of work@%ne 015 @ugu 2,2019

o\ @ @)@
Results: @ @@ é& @@ O\
Morta f the adult Bées (worker bee@’
Pre- aﬁcatlg@phas av— 3% day %efore application):
Mortality @the prﬁppl@on W§se in the control, test item and reference item group was 77.2,
104.9 and 96.5 d be@écolon ay, respectively. This was not statistically significantly different
compared to t ater control (§fudent t-test, pairwise comparison to the control, two-sided, o = 0.05).

Exposure phase in &§ tunnels (day 0 after application to day 3):

Mortality of adult bees in the test item treatment was slightly higher compared to the control group.
The comparison of the daily mortality values between the test item treatment and the control group
showed a statistical significant difference to the control on the day of application (day 0). Thereafter
from day 1 to day 3 following application, no statistical significant difference to the control group was
detected. A statistical evaluation of the mean mortality levels from the period of day 0 after
application to day 3 resulted in no statistical significant difference when compared to the control group
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(Student t-test, pairwise comparison, one-sided greater, o = 0.05). Average control mortality of adult
bees during the exposure phase (day O to day 3 following the application) was 95.8 dead
bees/colony/day. The average mortality in the test item group was higher with 195.4 dead
bees/colony/day. Reference Item mortality was 147.7 dead bees/colony/day.

Phase outside the tunnels (day 4 after application to day 27): )
The number of dead bees in the test item treatment was low with a mean of 2,6%ead bees per day and
colony during the period from day 4 to day 27 after treatment. This was‘dQwer and@cccﬁingly ot
statistical significant different to the control (2.8 dead bees/day/colo (St A&t t-te ; paigyfse
comparison, one-sided greater, a = 0.05). The overall comparison frongglay 0 €grday %%show that
the number of dead bees found in the test item treatmen@?ao.l dead heés. /day@:nnel s not
statistical significant compared to the number of dead beé® foun@in the, controkgroup °(16.0 dead
bees/day/colony). é}ﬁ Q) N v
N K N @ o

. . M
After treatment with the reference item to the adult&es, m@stality was sh@r incredsed (49 dead
bees/day/colony) but this was not statistically significant @iffere&@to t ontrol “valuetZ.8 dead
bees/day/colony. The day wise comparison indicated a st%}sticai%igniﬁcan dif] ce e control
on days 4, 5, 15 and 20 (Student t-test, pairwis&@ompa@n, or@szided @%ater, % 0.05&

< e

Mortality of pupae N @Q . @

Pre-application phase (day -3 to day 0 befare app]fi%ation)@ Q %,

No dead pupae were found in the contgghand referencéjtem tréitme Kbefogplication. In the test
item treatment 4 dead pupae were fohd ov e pre=applicatisn pex{o of days in all 4 colonies
(0.25 dead pupae/day/colony). Thes@lumes weregot sta®1call§gniﬁ<§ﬁt (Welch t-test, pairwise

comparison to the control, two-sided, o =@§05). S © & Ny
| N

N
Exposure phase in the tunnelg (day O§r amp@%tiom% day 3): @Q
Mean pupae mortality duting exposur phase in>the °ggst it treated group was 0.38 dead
pupae/day/colony and stati@call &@gniﬁémly @fere& the control group (0.25 dead
pupae/day/colony) (W t-te t airwi&ompa son ang-sided greater, a = 0.05).
No dead pupae were@md after the %Qpplica&p of efe@e item following the first 3 days after

treatment. @ & & @
| & & $ s
Phase outside ih@unnel&( day &after ap catlor@o da\@; 7):

In the test i treat@t groyp on @wﬁea upae Were found during the period from day 4 to 27 in
all 4 colonie (Ozﬁﬁiead Puba/dayfedlony)yONo déad pupa was found in the control group for this
period. The mea %umbe{gof dea@gzpupaegund i the test item treatment for the period from day 4 to
27 and 0 to 27 was noistic%@ significantly @ifferent to the control group.

Pupae mortali{/?) in the Féferenc¥ ite up was distinctly increased with means of 4.85 and 4.16 dead
pupae/day/@bny for botltipost-a ‘catiplQ)eriods from day 4 to 27 and 0 to 27 and both were
statistically signifieant differentt¢-'the g@%trol group (Welch t-test, pairwise comparison one-sided

great 0.05). @ o
- A AN

oraging Activity N
Pre-application phase (da$3 to d% 0 before application):
The mean foragiig activ%t,)/y in tp intended test item and reference item groups was comparable to the
control group, resultimg in overall daily mean values of 23.3, 24.3 and 21.7 bees/m?/day in the control,
test item group a ference item groups, respectively. No statistically significant differences were
found between the control, the test and reference item treatment groups at the overall daily mean
comparison of this period (Student's t-test, o = 0.05, two-sided).

Exposure phase in the tunnels (day 0 after application to day 3):
Over the first two days following application (day 0 and day 1), foraging activity in the test item group
was not reduced when compared to the control group or the situation before application. From day 2
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onwards foraging activity was decreasing due to the fading attractiveness of the crop as the result of
the herbicide action of the test item. On day 3 foraging activity was distinctly decreased to the control
group and the bees were removed from the tunnels in the evening of day 3. Accordingly, the overall
daily mean foraging activity from day 0 to day 3 in the test item group was little lower with 18.3
bees/m?/day compared to 24.7 bees/m?/day in the control group. As foraging activity for the first 2
days was comparable to the control group, the mean value over the post appliéation period was not
statistically significant different (Student t-test, pair-wise comparison to the c&l@lol one- -sided smaller,
a=0.05). @\ @ ©& @@

The reference item (Insegar) resulted in no reduction of the foraging act@% @%ﬁ &% §
° \
Behavioural abnormalities @
No test item related behavioural abnormalities occurre any@me dﬁmn %ssessment
period (up to day 27). No behavioural abnormalities w@re oh@ved i (@01 gr andt@ the
reference item group. é\a 43
& o O &
& °\ %

°

Condition of the Colonies N N
At the beginning of the trial, all queens (or eggs) and rood Stages (&ggs, lqaiﬁe an%@osed brood)
were found in all colonies as an indication @ealt oloni@s. Thetamount o foo%@@ewes (nectar

and pollen) was sufficient to ensure colo% ability dnd brgod status b so allowed that enough
space was available for exposure of the b od to 1@%] foo@ urcegs w\y @@
An additional brood and colony cheo@%as ssed day d§ foll@'mg BFDO) in order to

cover 2 whole brood cycles of the hgﬁey bé‘e\s> 2x 2$L9 ays @ §

\
All queens and/or a sufficient mmesen eé’» eggs@vere f(@ld in t@ test égm treated colonies during all
brood checks indicating that gtge que@ver& ¢ and ealth% @

After application, no ;&@tlon %@tem ated fect %he condition of the colonies was
observed. Compared t &1 a similar amount & all s@e brood stages (i.e. eggs, larvae or
closed brood (pupae)sould be oundid urm ass ent &ith no indication of a test item related
effect. On all colonyyassessment day 2y (ie n days 4, 8, 15, 21, 27 and 41 after the
applications the total nun@r of b ”\'5 @ tes trea%&l colonies followed the same pattern as the
control coloni 't §S‘Ntem tres ies re @@qtal with increasing bee numbers and healthy
brood. Ther s no dndicatibn of anyhazardef the te&sitem on the condition of the bee colonies.
s e &

Colony Strengtll%\ S @ Q\ N

The mean nuniber of foney bees pe%olony@ all treatment groups was similar one day before
application , i@ dld@ dlffi%’stat'lly Significantly (mean of 6030 to 6739 per colony). The
subsequent&velo ent 0&tbe ny sttehgth among the colonies in the control and test item
treatmen group lowedthe sa@patteg\l Following re-movement of the colonies from the tunnels,
there w contlnuous@lcrease of colofly strength observable, which was very similar or even higher
in tht gro com d to control group. No statistically significant difference in the
colony strength between e tes %Q;em treated colonies and the control colonies occurred at any
assessment date uder@&test pair-wise comparison to the control, one-sided smaller, o = 0.05).
Overall, no aderse effects of tig test item on colony strength and population development have been

observed throug ou@% study. Development in the reference item group was decreased.

Considering the initial mean number of bees per treatment group before the application as 100 %, the
following relative mean numbers of bees were determined:
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Treatment | 1 i | | Day+4 | Day+8 | Day+l5 | Day+21 | Day27 | Day4l
Group
Control 100% 114% 129% 150% 133% 127% 163%
113% 143% 154% 132% 133% 163%
0
Test Item 100% (n.s.) (n.s.) (n.s.) (n.s.) es(n.s.) (n.s.)
Reference 100% 110% 130% 118% 121% @ 99% 113%
Item ’ (n.s.) (n.s.) (n.s.) (n.s.) (n.s.) )

!in relation to the application N @ Q 9)
n.s. = not statistically significant to the control, *. = statistically significant to the@pntrolzStudent {-test, a=005,
pairwise; one-sided smaller. @o & Q\‘@’ &% §0
Development of Bee Brood @ Q \\ ‘z”\g@ "\%

Brood Termination Rate: é}ﬁ .0 N O
Following the assessment of single cells from the egg st&ge to glg&succe%ﬂly l@hed \@((}/‘r))ker bee, the
mean termination rate at BFD (Brood Fixing Day) in thgrtest item grwa @ith anéan of
47.4 % only higher compared to the control groupg(29.7 %@This &her god Tesg%inat' Rate in

the test item group was not statistically signiﬁcant‘@diffe&}t compared to the co @1 grogé
é e of brood
0 ()

Treatment with the reference item Insegar 4as.: @ycar@ocaus@*a clear decre:

development of the marked eggs, resultin a inatign rateQf” 88 . T@decrease was
statistically significantly different compare% the &con ol @.\p (%udent t, pair{Wise comparison
@ @ @ ° %

to the control, one-sided greater, o = 0.05 @
(DN é@
Brood Compensation Index: @Q § 2 é\’ \© @
The Brood Compensation Index is a@indica@on forrgcover§and shiaws the@%velopment of the brood
at each assessment. A continuougbrood Hevelopritent wag%bse in thetest item as well as in the

after application (BFD+22) were 0 lig tl@owcr% the test ite up compared to the control.
Differences in the Brood €ompe on In between test itenfsand control were not statistically
significant. The high bro ermil@lon @of t arke@fcells ;%5 treatment with the reference item
Insegar (a.s.: fenoxycarb) is al&@eﬂecte by the'statistigally significantly lower Brood Compensation
Indices in the refereléﬁtem group wlign cm@@red tofhe

@ K

conttdl.
S <
s & s s

control group. The Brood Corri’p@nsatéc@ ndiceg followipg the @elli of the egg stage up to day 21

D T \J

Treatment Group o BFD+5  © }i‘b@ BFD +16 BFD +22

Control \Q O35 © (\@ %;\B’ 3.0 3.9

& (V40 9)
Test Itemg_ O 1.8@s.) & Q6 (n.s.) 2.8 (n.s.) 3.8 (n.s.)
KIS & ﬁ

Refi e 0.7°(* 0.8 (* 1.0 (* 2.3 (*
eference ftem @5~ 0.7(*) QQ (*) (*) (*)

n.s. = not st&t){stica@\ignif@nt to tii®contrék * = statistically significant to the control, Student t-test, 0=0.05,
pairwise%ne—sid@ smal@r.

Brood Inde@@ Q@ @§ ©\

The BroodNndex s an @@'tiona&%ﬁldica‘[or for the bee brood development facilitates a comparison
between the dit tre@ments, Following the labelling of the egg stage, the Brood Indices of the test
item group weré as well only slghtly lower compared to the control values. Differences in the Brood
Index between test(ieém and control were not statistically significant. After treatment with the
reference item Ins@r (a.s.: fenoxycarb), following the labelling of the eggs, the mean Brood Indices
were statistically significant lower compared to the control indices.
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Treatment Group BFD +5 BFD +9 BFD +16 BFD +22

Control 2.4 2.8 2.8 3.5
Test Item 1.8 (n.s.) 2.2 (n.s.) 2.1 (n.s.) 2.6 (n.s.)
Reference Item 0.5( 0.6 (*) 0.5(% @@2 0.6 (*)

n.s. = not statistically significant to the control, * = statistically significant to the con%gpl Studeat t- te& 0=0.05,
pairwise; one-sided smaller. @ @ Q© &

Y
Accordingly, no adverse effects of the test item on brood developrnen Kave bee@’obse thrgughout
the study, following the labelling of the egg stage up to day fter ap 11cat§Qn (BF 2). %,

\

Table CA 8.3.1.3-2: Effects of Amidosulfuron WG 75A W @0 g/kQ@l ho&%bee b&@l und@j seml-ﬁeld
conditions (Tunnel Test)

@) %\freat@nt gr(@;@ @
Parameter Q& = @ Refergnce Item
Control @mld(}@uron & @isegar

,{&\a D 75AW (750 @ 0" 03 kg a.s./ha]
Mean mortality of worker bees / colony Q @@ Qy
/ day [n] during
pre-application phase 2 % 2+ 4@ @104 9@@0 6 @1& @@ 96.5+50.9 (n.s.)
exposure phase in the tunnels ? Q S 195 104 q 147.7+73.9 (n.s.)
phase outside the tunnels ¥ @ 2.83 4 @) i 4 ©@ 49+7.6(ns.)
overall after application 160 + 36.6% (n s )\ 25.3+57.0 (n.s.)
Mean mortality of larvae and pupae@] <)
during S @ &
pre-application phase ¥ %, > i 0. 3@ 0.00 = 0.00 (n.d.)
exposure phase in the tunnels@% &Q @) O 20 i O°4%§ n.s.) 0.00 £ 0.00 (n.d.)
phase outside the tunnels Q +0, @Q O 02+ 7 (n.s.) 4.85+8.34 (%)
overall after application \ @ 04+ 01 0. 07(@:\9 21 (n.s.) 4.16 +7.89 (*)
Mean foraging activity Cn? / colony / g // @
day [n] during @
pre-application phas@ % @ 3+5.4 (ns.) 21.7+4.7 (n.s.)
exposure phase iCthe mnn@ (‘@7 7 + 18.3 + 8.5 (n.s.) 22.2+5.5(n.s.)
Mean brood tefininatiomrate [%] © 29.7 9 47.4 (n.s.) 88.3 (%)

D each with %@an %@reph

2 mean number of dea honey bBees per day and\@on f:ﬁfld in dead bee traps and on gauze strips in the tunnels
3 mean number one d hongy bei@ day afid coloéound in dead bee traps, only

4 mean number $fdead @e/larv P y found in dead bee traps and on gauze strips in the
tunnels

%) mean nun@ of de@tbpupaédlarvae ay an@olony found in dead bee traps, only
9 at BFD 22 Q) S 9

er nd col

dent @Welc -test, a—%;bS p@lse before application: two-sided; after application one-sided
great ortalig and te@matlo&rate) ohg-sided smaller (foraging activity).
n.s. = not statistically ific omgar@ to the control; * = statistically significant compared to the control

"n.d." = not"determi %ed dueyt\oa 0" reg@me

O
Conclusions: § @
To assess the pote@ effects of Amidosulfuron WG 75A W (750 g/kg) on honey bee colonies
including brood d&¥elopment, 60.1 g product in 400 L tap water/ha (corresponding to 45 g
amidosulfuron/ha), tap water for the control and a reference item were applied to a full-flowering and
highly bee-attractive crop (i.e. Phacelia tanacetifolia) under semi-field (tunnel) conditions during bee-
flight.

No biological relevant adverse effects on mortality of worker bees or pupae were observed. Foraging
activity, behaviour, nectar- and pollen storage as well as queen survival was not affected.
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No effects on colony development, colony strength or bee brood were observed.

Based on the results of this study, it can be concluded that Amidosulfuron WG 75A W (750 g/kg) does
not adversely affect honey bees and honey bee brood when applied at a rate 60.1 g product in 400 L
tap water/ha (corresponding to 45 g amidosulfuron/ha), during honey bees activély foraging on a bee-
attractive, flowering crop. %

0\ No &
The observed, characteristic brood effects of the reference item Insegar (9. fe&o%carb)@l terr@%f
typicality, time of occurrence and extent, showed that the prevailing@gst congitions lowe$for a
profound detection of effects on immature honey bee life stag@° AN '~ é N

@ o s
N § > C{E’%’ O
&S S S & o
CA 8.3.1.4  Sub-lethal effects ' @j‘& @ S S

N
There is no particular study design / test guidel@@to ,assbss “%@—leth@@ffe%sf@in h@y bees.

However, in each laboratory study as well as in ac@ higher-tier study, sub—lethab ects@?occurring,
are described and reported. % S R é &

& V4
~ & <) S
CA 8.3.2 Effects on non-target%%thro@ds %@r th@§bee<\’ @@

No studies on the pure active substané® ere@erat% Test@! non&et at@hropods other than bees
are product related information andds sue ound“gport do@wni> M@P for the representative
formulation. © é}ﬂ A & >

A
N & L9 R
v @© @ °\% Q\@) \@Q
CA 8.3.2.1 Effects phidius ri{opalosiphi
@ @ @KR @ \%
(see comment under C@@.?ﬂ)& @@ @&
¢ & &9

9)
(3 Q2 S
CA 8322 _ Effects.on y&dre@lgi p)@@
(see commg@der@ 8.3.2) Q N @@
R SR S N

N A
@ © N
§ & & &7 Q
CA 84 K2 ffe@)@on noén-tar sml@eso and macrofauna

N . . . .
In the new@ilrop dossjer for ata x&@lrements there is no data point that corresponds to acute

toxicity Yo ea orms, and aCyite rigk assessment for earthworms is not required anymore.
Nevess, one acyuf@study (on active substance) and two statements (on metabolites) are
mentiSned "C(:?) as s@orﬁv@%ﬁom@ on, since they are contained in the baseline dossier and in the
List of Endppints gom thg:a@t E&%@View.
©
v
5
v
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Studies submitted and evaluated for the first inclusion of amidosulfuron on Annex I:
KCA 8.4/01: . 1987; M-119372-01-1
9
M-119372-01-1 K@
S @ S o
@ @
% S
& \

R
The study reports on an acute earthworm toxicity test for tchm@ acth‘R\Sllet e. Théstudy was
rated valid in the EU review for the first inclusion of osul on Q& nnex a st review is

found in the previous DAR (2006). § %
@)

fror@@s test.

Note: In context of application for EU approv&grenev@ n@bsulf@ thl@gdpofgt 1s ranked as
supportive information, since acute earth te@ng o lofiger asdata r ement under
Regulation 1107/2009. The updated List « nd@ints w%@nclugeﬂ only @; from™a corresponding
chronic earthworm test. A @ @

S & & 9

\
Q
KCA 8.4/02; 99; 8895%@%1 i @
&é\ i ©@ N

An EU agreed endpoint of LCso > 1000 n@as/k% dW@@ was&%engl

& @
The two sk men@@gredl t earth m togicity to be low for soil metabolites of amidosulfuron,
founded on stmct@l con erat] Boflkdocuments were rated valid in the EU review for the first
inclusig g\ \\ amidd ulﬁ@n on A V1ew is found in the previous DAR (2006).

V
No E agre%@ endp&kts demg@from these studies.

Note: In cont@of ap;@catl or EU approval renewal of amidosulfuron, these statements are
superseded since acutd earthworm risk assessment is no longer a data requirement under Regulation
1107/2009. Chromrthworm tests are now available for all soil metabolites considered relevant for
risk assessment.
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CA 84.1 Earthworm, sub-lethal effects

For amidosulfuron and its metabolites amidosulfuron-desmethyl, amidosulfuron-desmethyl-
chloropyrimidine, amidosulfuron-guanidine, amidosulfuron-ADMP, and amidosulfuron-ADHP,
reproductive toxicity studies on Eisenia fetida were performed. In these studies, @ mortality occurred.
No-Observable-Effect levels ranged from 9.98 mg/kg dws for the metabolite antidosulfuron-ADMP to
> 983 mg/kg dws for the metabolite amidosulfuron-guanidine. An overview of all s dles provided
g/kg gu cRofall sy &p %

in the following table. %
Table CA 8.4.1- 1: Reproductive toxicity data of amidosulfuron @d metzﬁmlltes\&Elsemé%tlda p,\yﬁnted
in this chapter @ &
Test species | Test system Test Elgpoint @) & Re@’ence
duration @ ‘S LN é@ o
Amidosulfuron & @% ~ 2
Eisenia . Y 5; M-
Jetida :eptrl?ductlon 56d NOEC Q& 56 m%prodo./@ ws & 301-10) @
(earthworm) | A@mg a&ikg dw& K@% 8.4, 1@3
Amidosulfuron-desmethyl R N @ ©
Eisenia reproduction @ R : 2015;
Sfetida tect 56d EC &> 95. 8@@g n@g dws? M-529709-01-1
(earthworm) 8.4.1/04
Amidosulfuron-desmethyl- chloropyrlm@ e @ fiy
Eisenia reproduction p ; 2009; M-
fetida e 56 Ji@EC ‘&» 887 @@p m. /§dws 359724-01-1
(earthworm) & KCA 8.4.1/01
Amidosulfuron-guanidine A & & KQ &
Eisenia reproduction | @© 9 Q\@ I 2009; M-
fetida ost - s6d @@o 983 ng p. m&dws 358183-01-1
(earthworm) & KCA 8.4.1/02

Amidosulfuron-ADMP & L

Eis.enia repro @Q%n & _; 2013; M-
fetida Lo 56 g @,98 m., /kg dws?  [461051-01-1

(earthworm) | KCA 8.4.1/05

G
Amidosulfuron-&DHP-. ~ &) ) Q
Eisenia 3 © __________FOE
fetida %m%@n & 56 c§> NQEC @.5 mg p.m./kg dws® | M-533011-01-1
(earthworm) o o KCA 8.4.1/06
dws = dry weight sqil; prodss produe® a.s. i&@ﬁve s@tance,; p-m. = pure metabolite
D conducted wi G 7@Hidprmulgtio

2) corrected o.ar anlyséd) purlty 0f 95.8 §
3 corrected foan anlxsed puritysof 88 A% N

4 corrected to an ed purity of 983 % s,
5) corregtedto an anlysed @ity of 99.8 % 7

® corrd¢ted t@anlysé@unty@ 99.5 ‘@

The metab%fite i osu@won—bu‘?&t was detected as a minor and transient soil metabolite. Maximum
occurrence d ed in Soil 6.3 %. No potential for persistence of amidosulfuron-biuret is
indicated based on theoil half-life calculated to range from 18.6 to 65.7 days.

The chemical strygtpre of amidosulfuron-biuret is very close to the structure of the metabolite
amidosulfurone-guanidine, so that similar ecotoxicological properties of both substances may be
expected. The latter component, being formed in soil in more relevant quantity and being
characterized by longer degradation half-life, has been tested in reproductive toxicity studies on
Eisenia fetida.

Therefore, for amidosulfuron-biuret no reproductive toxicity testing on FEisenia fetida was deemed
required.
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Studies on amidosulfuron:

Note: The following study has been conducted using formulation Amidosulfuron WG75 as a vehicle
for delivery of the active substance amidosulfuron to the test system. Since primary intent of the study
is the generation of active substance information, it is summarised and evaluated on document MCA

level. @)

Report: KCA 8.4.1/03; . 2015; M-524933-01-1

Title: Amidosulfuron WG 75 W: Effects on survival, growth arg%proéu%tlon ofghe
earthworm Eisenia fetida tested in artificial soil @@)

Report No.: kra/Rg-R-164/14 @ % %

Document No.: M-524933-01-1

Guideline(s): The OECD Guideline No.: 222 for th t1n of%lhermgﬁs “Ea@hworﬁky
Reproduction Test (Eisenia fetida / nia Z@el)” idopted il 1 N04
ISO 11268-2 “Soil quality - Effects@ poll tamts

o&a thw (El@la fetlda)

Part 2: Determination of effects epra@yctlon opte ly 1
Guideline deviation(s): for deviation see Point 2.3 &” ©@ @ @ @
GLP/GEP: yes & N ) AN &

N
Executive summary: g, ©\ R §
The purpose of this study was to assess the §Ct of@ido uron 75 .0n surv @, growth, and
reproduction of the earthworm Eisenia fet uring an e ure_jn an artif¥¢ial soﬁ&vith 8 different
test concentrations. The test was perfo% accory g to recoé(enda@ns of fie OECD Guideline

222 (2004) and the International Stand SO 11268-24]998). & min: devi@ from the guideline
the age of the worms from the sync@r ultur@dlffer ot more tha@;8 weeks (instead of 4

weeks). Q S S)

) \ ©) O \
Ten adult earthworms (Eisenid fetida g§’roxm@tely 8@onth5@) p rephcate (4 replicates per test
concentration of the treatme&group s faor the congrol gro ere exposed in artificial soil

control (quartz sand onl once atlon of 18 56, 100, 178, 316, 562 and 1000
mg test 1tem/kg dry W@ t a& al sott. The t 1te@3 was leed into the soil. After 28 days the
number of surviving-adimals and théir we1$w alter@ etermined. They were then removed
from the artificial Aft%ﬁurthe% daygy the nu@ r of spring was determined.

(containing 70% industrial @artz a d 220 aolm% clayand 1 sphagnum peat) to an untreated

Based on the bj o%glcafmd sta al 1ﬁcan@ of tl@effects observed on growth and reproduction,
it is conclu that N OEC for {hus s (%@s 56 Y test item/kg dry weight artificial soil (equals
42.5mga.s./ dv@ Thus@he ov@ll L is determined to be 100 mg test item/kg dry weight

artificial soil (eq&a%lts 75.9.mg a.s.(kg dws@ C&
SN

Material and%ieth 0ed$? %o
Test item: @ndos dfuron WG 75 BatcKID: EFKE002307; Specification No.: 102000000550-03,
Materlalg ﬁ» 848; Qﬁple@cnp&% TOX10124-00; Workorder: 13005778; Analysed content

ofa.s .Q\ 0 %w
-y

Adult Eis %g fetzda (appfQximatgly 8 months old, 4 x 10 animals per test concentration of the
treatment group @eﬂmmaﬂ%for the control group) were exposed in an artificial soil (containing
70% industrialgguartz sand, 2Q% kaolinite clay and 10% sphagnum peat) to an untreated control
(quartz sand only) am\fo nominal concentrations of 18, 32, 56, 100, 178, 316, 562 and 1000 mg test
item/kg dry weightattificial soil. The test item was mixed into the soil. The adult earthworms were fed
once per week during the test period with approximately 5 g finely ground, air dried animal manure
per vessel. During the test period, the temperature was in the range of 18 to 22 °C. The test vessels
were kept under a photoperiod: light:dark = 16 h : 8 h with a desired light intensity of 400 - 800 Lux.
After 28 days the number of surviving animals and their weight alteration were determined. They were
then removed from the artificial soil. After further 28 days, the number of offspring was determined.
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As minor deviation from the guideline the age of the worms from the synchronised culture used for the
study differed not more than 8 weeks (instead of 4 weeks).

Toxic standard: Carbendazim (Carbendazim EC 360 G; 360 g a.s./L): 1.25, 2.5 and 5.0 mg a.s./kg dry
weight artificial soil, control: artificial soil moistened with deionised water, solvent control: none.

9
Dates of experimental work: July 15, 2014 — September 18, 2014 %@
0\ N &

Results: @@ %@ © @@
Table CA 8.4.1- 2: Validity criteria of the study @ Qy Ay

Q, 4
Validity criteria Recongrended & AN «Q\btaineg\@
Mortality of the adults in the control €0 % & ° 0%
Rate of reproduction of juveniles (earthworms per O 15046, 216213, 206,
control vessel) @)@ =30 @% & 208,208, 158 °
Coefficient of variance of reproduction in the control % <% Y @ @.O % Q

(% (Y

e e s, 5
The validity criteria of the test according to the gu@ 1ne%%re ful@ ed. @@ @@
Q

The most recent toxic standard reference test v%fh th@ferer&tes‘c e@ m d@ljnto @artiﬁcial soil,
was performed from January 10 to July 8 2(@ (kra-Rg-R K@‘ZO/ 14; NO]\i@%; ). N@’mortality of the
adult earthworms was observed 28 daysQ er applicati he ngeggg ody@yeight of the adult
earthworms of the test concentration -- 950 and 5. 00xmg a.s@g dry elg &E@ll were statistically
significant reduced in comparison to gj& coa@ Th umb Juv s pegjtest vessel of the three
test concentrations of 1.25, 2.50 &nd 5 @ %g de Welﬁaﬂlﬁ@l soil were statistically
significant reduced in comparisongto the trol E€50 for I%fbrod e calculated to be 1.770 mg
a.s./kg dry weight artificial soilsrespectively. %nﬁden@g limits@Y5 %,) were calculated to be 1.769 —
1.772 mg a.s./kg dry weig art1ﬁc1®5011 resﬁ%s of %e refe@e test indicated that the test
system was sensitive to the &ren& st 1te% %\

Effects on mortality a %the lts at@r an g osur %enod of 28 days and the number of
offspring per test ws&@after 5 0 aysgre sho%gg in thllov&@g table (values in this table are rounded

values). @ S % @ $ §

©)
Table CA 8.4.1; 39 Efféet on mo *5‘ ity, b ass al@repr%}uctlon on Eisenia fetida

Test object s & a7 oS Eisenia fetida
Test item O © & | Conftol v Amidosulfuron WG 75 W
:;ﬁ;lisi;l“:g‘{kg d@“’e‘gzt\ 2 &@} é&s 32 | 56 | 100 | 178 | 316 | 562 | 1000
Mortality of adijt earth@®orms after
25y o\@ f@@ [%d ég 0o {0 | o | o oo ]ofo]o
ﬁi?&?ﬁ&i‘;fﬁ&a%@m O ;@39 63.71(70.08 | 77.85 | 67.54 | 65.67 | 69.73 | 70.83 | 64.80
Standgrd Deviasion  o° < ~9.27 19.86 | 536 [ 19.93 ] 8.32 [13.30] 6.98 | 9.34 | 8.27
Mean humbeof offspeing pe %@&tvessé@ 195.8 {190.5|182.3 | 185.5 | 149.0 | 137.0 | 175.5 [ 110.3 | 120.0
after 56 days ** + + + + +
Standard Deviatigir ) Q) 274 | 82 | 199|296 | 18.1 [ 293 | 36.5 | 24.0 | 28.6
Coefficient of vifiance (%) % 140 | 43 [ 109|160 ] 12.1 ] 214 ] 208 [ 21.8 | 23.8
% of control ) - [973]93.1 948 [ 76.1]700] 897563613

@ Reproduction

No observed effect concentration (NOEC) 56 mg test item/kg dry weight soil

* Williams multiple sequential t-test, two-sided, o = 0.05 (after transformation)
*k Williams multiple sequential t-test, one-sided smaller, a = 0.05

+ Statistical significant compared to the control
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Mortality:
After 28 days of exposure no worm died in the control group and no mortality was observed in any
test item concentration.

Biomass:
No statistically significant different values for the growth relative to the contro%@re observed.
Therefore, based on biological and statistical significance: °\% \o & %
NOEC related to growth: > 100 mg test item/kg dry weight anlﬁc§ﬂ @ @
LOEC related to growth: > 100 mg test item/kg dry weight artlfi soil 404 &% §

N

Q . %

Reproduction: @ & \\ v ~

Statistically significant different values for the number@\?yf Juve@es @é&%test vé&sel r@ﬁve to the
control were observed for the four highest test item con(@ltratl&} 73

QO @® @©
Therefore, based on biological and statistical significance:. © Q@ @
NOEC related to reproduction: 56 mg test item /@dry weight aftificial soil. ©© @@
LOEC related to reproduction: 100 mg test iterg /kg d@eig]@ﬁifqi oil @y @

@

ECo and ECx values of 46.71 (95 % c.l.: Q@m 54 mg 4@@- n‘Q({g dry @%ht soij and 146.57 mg
test item/kg dry weight soil with of (95%% c.l: @6 2 migs est 1teg;n/kg gﬁ weight soil) have

been calculated, respectively. Q N @
: © @’@ L & @
Conclusions: N Yo S) @

Based on the biological and statisﬁgal si canceof the e%pects @servek} growth and reproduction,
it is concluded, that the NOEC for thig§udy 1s<k§6 mg test 1tem$% dry-weight artificial soil. Thus, the
overall LOEC is determmed@%be 10§g te& G/ W%ht art 1 soil.

Based on the analysed C Q %@mdo uro the %tem the NOEC was re-calculated
as 42.5 mg amldosulfu@ a.s. /{ dry weight artificial s and he OEC was re-calculated as 75.9 mg
a.s./kg dws. @

Studies on the 1y taboll £y
@) @
Amldosulf,@ ~des %fh 1 Q N L
@ SRR AN
Report: &\ I&gA 8.4.1904; %; 2015; M-529709-01-1
Title: Ko @mdos@hron- etyl (BCS-BB54362): Effects on survival, growth and

. 9 @eprod%tlon o
Report No.: &N @ 3@@ 4703-
Document No.: @ MGBR9709-0D-1  °~,
Guidelixrets): @) (o) 1126@2 19@@) and OECD 222: April 13, 2004
Guid devi@ion(s)@ one @ @\
GLP/GEP: es

@ y @ R

e ear@vorm Eisenia fetida tested in artificial soil

Executive su

The purpose %hls study Wi to investigate a NOEC/LOEC for the effects of the metabolite
amidosulfuron-des 1 (BCS-BB54362) on the reproduction (56 days after application), mortality
and the biomass dévelopment (28 days after application) of the earthworm Eisenia fetida using a
standardised soil. The test was performed according to the recommendations of the OECD Guideline
222 (2004) and the International Standard ISO 11268-2 (1998).

Ten adult earthworms (Eisenia fetida, approximately 3-4 months old) per replicate (4 replicates per
test concentration of the treatment group, 8 replicates for the control group) were exposed in an
artificial soil (containing 70% industrial quartz sand, 20% kaolinite clay and 10% sphagnum peat) to a
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control (water treated) and to nominal concentrations of 10, 18, 32, 56 and 100 mg test item/kg dry
weight artificial soil. The test item was mixed into the soil. After 28 days the number of surviving
animals and their weight alteration were determined. They were then removed from the artificial soil.
After further 28 days, the number of offspring was determined.

Based on the biological and statistical significance of the effects observed on gréth and reproduction,
it is concluded, that the NOEC for this study is >100 mg test item/kg dry We@ artificial soil (equals

>95.8 mg p.m./kg dws). Thus, the overall LOEC is determined to be > 100°mg test m/kg dry weight

artificial soil (equals >95.8 mg p.m./kg dws). @Q %@% @é)
@ v S D

Material and methods: o A '~ S >

Test item: Amidosulfuron-desmethyl (BCS-BB54362); Or{gin ba@h co NP 7%@atch§\?fde: AE
F101630 00 1C97 0001; Certificate No.: AZ 18898; C@vNoo.: @58%756,9—9; LiMs 1\@? 1324835;
Analysed purity: 95.8% w/w. @ %\ § § & ‘
o

Adult Eisenia fetida (approximately 3 - 4 montth%, 4, x&o anls p <%%st cor%’entraﬁ of the
treatment group and 8 x 10 animals for the contro@oup were exposed in an artificial soontaining
70% industrial quartz sand, 20% kaolinite clay%md 1 phagium p@ to aggontrol ter treated)
and to nominal concentrations of 10, 18, 32, nd mg tegf 1tenfkg dr%elght cial soil. The

Q,

test item was mixed into the soil. The adul hworms wi ed gnce per k durifyg the test period
with approximately 5 g finely ground, aigdried @nal re pervess urin@the test period, the
temperature was in the range of 18 to 2@& The test veésels wet@kept iinder a gidtoperiod: light:dark
=16 h : 8 h with a desired light intefpity 0@0 - 800 Lu@ftero days number of surviving
animals and their weight alteration {vere d@.@rmirole@% hey @ere tempx@i from the artificial soil.
After further 28 days, the numberagf offs@iﬂg Waswetermigéd. & \\
S

Toxic standard: Carbendazi (Carb@ﬁi @360 Gy360 .s./L@S, 2.5 and 5.0 mg a.s./kg dry
weight artificial soil, contro@artiﬁ{ soi@%tened\vith deionisedwater, solvent control: none.

Q S
Dates of experimental\york: &@mary l%, 2015©— Ma 16, 2&}5
O v QO @

SE G

SN
Results: @ S %@ &
Table CA 8.4.1- 4; Validity critetia of{ﬁ% studyy’ D
Validity criteria = N &) f’? N @ecommended Obtained
Mortality of gh€dults itvthe cogrol O O <10% 0%
Number ofju@nilgs@thwor@per cohtrol vesséls > 30 103, 70, 101, 112, 92, 100,
with 10 adults intrgduced af the starte, @)\ - 88, 117
Coefficient of vagiance of@produsion in thé controlJ <30% 15.0 %

The validity criféria of %@test acterding f0%he g@line were fulfilled.
N

The most recent téic starfdard r%@enc tost, with the reference test item mixed into the artificial soil,
was p med ®om uary 19 to % 8, 2014 (kra-Rg-R-Ref 20/14; NON-GLP). Effects on
mort and@rowt g‘:he fdults a@&r an exposure period of 28 days and the number of offspring
after 56 daySwere d rm'. N
No mortaél%fr of adult.carthwesms was observed 28 days after application. The change of body
weight of the @t eartfiwo f the test concentration of 2.50 mg and 5.00 mg a.s./kg dry weight
soil was statistiCally significant reduced in comparison to the control (Williams Multiple Sequential t-
test, two-sided, a. =8.05). The number of juveniles per test vessel of the test concentrations of 1.25,
2.50 and 5.00 mg a@i/kg dry weight artificial soil were statistical significant reduced in comparison to
the control (Williams multiple sequential t-test, one-sided smaller, a = 0.05). ECso for reproduction
were calculated to be 1.770 mg a.s./kg dry weight artificial soil, respectively. The confidence limit (95
%) was calculated to be 1.769 — 1.772 mg a.s./kg dry weight artificial soil.

The results of the reference test item indicated that the test system was sensitive to the reference test
item.
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Effects on mortality and growth of the adults after an exposure period of 28 days and the number of
offspring per test vessel after 56 days are shown in the following table (values in this table are rounded
values).

Table CA 8.4.1-5: Effect on mortality, biomass and reproduction on Eisenia fefiga

Test object Eisenia fetida ,D

Test item Control Amidosulfuron-desmethyl (BES:BB54362)

mg test item/kg dry weight artificial @ S )

so%l sy wes - 10 18 @& S 56 1@

Mortality of adult earthworms [%] after ° R N

28 days ’ 0 0 @60 O\\ @ S 0

Mean change of body weight (growth) S N Y >

of the adults from 46.61 39.03 € 34{(@ @3{69%73 382191 41.24

day 0 to day 28 [%] @l <> | S A

Standard Deviation 7.38 5897 | SO86 g, 382 427 | @437

Significance (body weight)* - \)&- oS Y+ & > " o -

Mean number of offspring per test NS

vessel after 56 days 97.9 %6.0@ 9{&0} @@0.8 @\} 98.{(&@ 98.8

Standard Deviation 1475 1987 | @p4 11.0 10.H) 13.4

% of control = D 981 [ L98. 923> 160.1 100.9

Coefficient of variance (%) 180 [ A203 o7 20| 422 (@102 13.5

Significance ** = - & @ [~N- H - -
NOEC reproduction [mgest itedilkg dry weight saif] . @1 =100
LOEC reproduction[fig test.iter/kg dry Weightspil] O (@) >100

* Dunnett’s Multiple t-test, two-séed, o= %? ° < © AN

ok Williams multiple sequentia] t-

t, one-€ided smaller, o = 0.05 S N

- not significant @@ N Q @

+ significant R o @ o\% S N
@ & @ N N

Mortality: Q S @ \%

After 28 days of exposuié no die%n the@ontr(ﬁggrou%ggnd no mortality was observed in any

test item concentrati@ @& é&a Q® @
<

SIS &
Effects on growth: § @ V N
A statisticallyoggjiﬁliﬁcém differédice f; Qle grth refgtive to the control was observed in the test

concentrati 18 mig’test item/kg dvy weight artifiéial soil. The other test concentrations up to and
including 100' mg tést item@ dry ighl\a ficial Soil showed no statistically significant difference
(Dunnett’s t-test,&t%o-sid%l a=0@5). O N
No dose resporsg was d within th .

© % L Q

Therefore, @s\ed 01@1@@010%@1 an isticafignificance:
0 mgg}st item/kg dry weight artificial soil

NOEC related t wth:
LOECgglated to growthe > 100 migitest item/kg dry weight artificial soil

Effects on %ﬁoduction: Q "\@

No statistically si iﬁca@]iffereﬁ values for the number of juveniles per test vessel relative to the
control were ofggerved at the te§concentrations of 10, 18, 32, 56 and 100 mg test item/kg dry weight
artificial soil.

Therefore, based ompiological and statistical significance:

NOEC related to reproduction: > 100 mg test item /kg dry weight artificial soil.

LOEC related to reproduction: > 100 mg test item /kg dry weight artificial soil

ECio and ECyy cannot be calculated since the maximum difference between the treatment and the
control group was only 7.9%.
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Conclusions:

Based on the biological and statistical significance of the effects observed on growth and reproduction,
it is concluded, that the NOEC for this study is >100 mg test item/kg dry weight artificial soil. Thus,
the overall LOEC is determined to be >100 mg test item/kg dry weight artificial soil.

Based on the analysed content of 95.8 % amidosulfuron-desmethyl in the test itém the NOEC was re-
calculated as >95.8 mg p.m./kg dws and the LOEC was re-calculated as >95.§ p.m./kg dws.

§@§@

Amidosulfuron-desmethyl-chloropyrimidine: @ @
X
Report: KCA 8.4.1/01; N 2009; M-359324-01- & \ % N
Title: Amidosulfuron-desmethyl-chloropyrimi@ine (BES-C078 %) sulgl\g@al toaéé\}fy to the
earthworm Eisenia fetida in artificial §&il with @% pelt
Report No.: 09 1048 070 S o SN ©\ é@ "
Document No.: M-359724-01-1 S @y\a v @ Q N
Guideline(s): OECD 222 (2004), ISO 11268-@1998)@ @ @ @) @
Guideline deviation(s): none °\ . Q AN @ @
GLP/GEP: yes Q @ %\ & S

@
voS
Note: This study has been previously Submi@ to fo@ler (Aus%&la) t uppor@ post Annex [
process of amidosulfuron. It was evaluatea@y Ausgria and@ art%the D4l Addendum (Feb. 2011 —
Addendum to monograph prepared l%‘ Sthe  comext oﬁ&post Hpnex, Fproc e (new Annex Il

data)).Upon request of the new RM@ znla@ the dy l& @el@ss@een included in the

supplemental dossier. N @
@ \ %4% @ § O\@

Executive Summary: S é}” > ©
The purpose of this study waso d ine é@ sub]éthial eff@s e metabolite amidosulfuron-
desmethyl-chloropyrimidinesn repr ct10 ortality'and gggwth earthworm Eisenia fetida by
dermal and alimentary upfake usihg a ificial soil in &slaborafory test. The test was performed
according to the recomnﬁtl f th@E D&mdel@ 222@ 4) and the International Standard
ISO 11268-2 (1998). &

@ @
Ten adult Eisenia @lda ut 3 nths &1% Wi t 310 — 462 mg/worm) per replicate (8
replicates for th ontrol @oup@phc per item concentration) were exposed to 63, 125, 250,
500 and 1000 mg tes ng dry@yeight co alm@ 69.5 % quartz sand, 20 % kaolin clay, 10 %
sphagnum p&a St and A; Ca€03 at; @‘)’\ 0— 2B1°C andha photoperiod: light : dark =16 h : 8 h (570 1x)
and were fed Wlth\ se marire. An-untreated control (quartz sand only) was also included. Mortality
and biomass change wef&gdete@ed affe? 4 wedks and reproduction was determined after 8§ weeks.
Condition and%@haV1(§wer observ eekly.

@)
The test i@n s statigtieally- s%mﬁcantly adverse effects on mortality, growth and
reprodu on of dhe earthworm Eisenia tlda in artificial soil up to 1000 mg test item/kg soil dry
weig he highes @ncer&gtlon d. Therefore, the overall No-Observed-Effect-Concentration
(NOE ) wa te d to > 100Qmg test item/kg soil dry weight (equals >887 mg p.m./kg dws),
and the L(S%@est Oserved “Fifect-Cdncentration (LOEC) was determined to be > 1000 mg test item/kg
soil dry Welguals@0\887 mg p.m./kg dws). The ECso could not be calculated, but it can be
concluded that\t

e ECso is hihier than 1000 mg test item/kg soil dry weight, the highest tested
concentration. The

ity criteria of the test according to the guideline were fulfilled.
@
Materials and Methods:
Test item: Amidosulfuron-desmethyl-chloropyrimidine (BCS-CO78570); Origin Batch No.: BCOO
5766-3-3; Batch code: BCS-CO78570-01-01; Customer Order No.: TOX 08625-00; Analysed purity:
88.7 % w/w; Certificate of analysis No.: AZ 16057.
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Ten adult Eisenia fetida andrei (about 3 months old, weight: 310 — 462 mg/worm) per replicate (8
replicates for the control group, 4 replicates per test item concentration) were exposed to 63, 125, 250,
500 and 1000 mg test item/kg soil dry weight containing 69.5 % quartz sand, 20 % kaolin clay, 10 %
sphagnum peat and 0.5 % CaCOs at 20.0 — 21.1°C and a photoperiod: light : dark =16 h : 8 h (570 Ix)
and were fed with horse manure. An untreated control was also included.

%

Behaviour (worms on the soil surface) and feeding activity were assesse%@lrmg each feeding in
weekly intervals. After four weeks, the adult worms were removed from the test vess els er
of surviving worms (adult mortality) and their biomass change was dete@ned aﬁawo 1nclé%
feeding activity) and pathological symptoms were recorded. After 8 @eeks thg surva&bng ] Yeniles
were counted by manual inspection of the substrate. & \°\ @ %

o

g g
Toxic standard: 5 and 10 mg Nutdazim 50 FLOW (Carb@ azim 50& g soﬂ@’y weight; control:
%

AN o
quartz sand treated, solvent control: none. S) Q %,
% > N ) ©© N
Dates of work: August 12, 2009 — October 07, 200& O\© Q@ &@ @ @
WD 2
Results: %, § é\a é @7@ &@
§ ¥ Y » @
Table CA 8.4.1- 6: Validity criteria L -
Validity criteria & Mecom}fﬁende@\ @ptained
Mortality of adults in the control after 4 v@s a %10 %}&@ {5\ @K@ 0%
. .. O § © & 168, 83,102, 116, 94, 92, 101 and
Number of juveniles per replicate in tk@ontrol\ > N (@) 7
(\ o
Coefficient of variation of reproduc@n int & N 0
control ‘S § & (%30 % 17.7%
\@

The validity criteria of the test a&ordln@he 12@1me ai%é fulﬁ@gd

BN
In the most recent study@oC@proéﬁN R R @4 10 4&%1 dated 17.07.2009), the number
of juveniles was red and 92°% (mean @@ber ouvemles = 51 and 11) by the toxic
standard Nutdazim 5 ow (Carb azim ter e eks of test duration when compared to
control (mean num@r of ]@g@nll@% 43) eref@g erved effects assure a high sensitivity of

the test system. ©
N \

Table CA 8 5)@@ §9Effe&§\on mg@llty, g}gwth an‘@eproductlon on Eisenia fetida
Q

Mean biomass increase Mean number of
Treatment (mg&i?/kg) Mea@morta@ (%) after 4 weeks (%) juveniles (% reduction
& Q) ° of reprod.)
Contfa? D & A 36.9 91.0 (-)
B o7 |w NS 37.8 81.0 (-11.0)
125 O 9 O o0.S 37.5 88.3 (-3.0)
IS O 0gp 40.4 93.8 (3.0)
X" 500 © V& 5 45.1 94.8 (4.1)
1060 YR 43.0 101.5 (11.5)

x{ﬂbEC (bddy weight, reproduction): > 1000 mg/kg dw

RSk @LOE(%(body weight, reproduction): > 1000 mg/kg dw

LCso > 1000 mg/kg dw
Q)
Mortality: @

The test item caused no mortality at concentrations of 63, 125, 250 and 1000 mg test item/kg soil dry
weight. Mortality was 2.5 % at 500 mg test item/kg soil dry weight. No mortality (0 %) occurred in the
control group.

No effects on behaviour (including feeding activity) of the worms were observed during the test.
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Biomass:

The test item caused no statistically significant change in biomass (change in fresh weight after 4
weeks relative to initial fresh weight) compared to the control treatment, i.e. a weight increase of 36.9,
37.8, 37.5, 40.4, 45.1 and 43.0 % in the control group and at concentrations of 63, 125, 250, 500 and
1000 mg test item/kg soil dry weight, respectively.

%
Reproduction: @
No statistically significant effects on the number of juveniles compared® Q%he Cm%trol %Qup w(%re
recorded at any concentration tested. @

ECio and ECy cannot be calculated since the maximum d@erence&betw&ﬁxthe t@tmem‘%ﬁd the
control group was only 11.5%. % § Cig (g&% %
Conclusions: @ S K S 2 %
Based on the statistical evaluation of these results,\the ov \y\il ObseEff ration
(NOEC) was determined to be > 1000 mg test it g so@dry &ght, d the L West served-
Effect-Concentration (LOEC) was determined to @> IO%)\mg test item/kg soil wei%gﬁ The ECso
could not be calculated, but it can be conclude%hat t@cso i@ﬁgher@an 1080>mg tes item/kg soil
dry weight, the highest tested concentration. § Q Q@ & @ @

Based on the analysed content of 88.7 % mldo@furon@mﬂh@ichlo&?}mm@le in the test item
the NOEC was re-calculated as >§mg ém Jkg dws an@ the@OEC @s re-calculated as

>887 mg p.m./kg dws. @) @
S

@
\ ° 3
Amidosulfuron-guanidine: (r‘@ é}a \ @ &© \\

!ﬁ ﬁ %

Report: KCA{ﬁ 1/02; 2009M-358183-01-

Title: sulfu guanidi (BCS%€O41o 3 Su@t al toxicity to the earthworm
E 1a fetidy’in art@lal sm&wnh 10 % peat %

Report No.: 048@TS @ AN

Document No.: -358183-01 @ @}

Guideline(s): OECD 222 @4), 126899@

Guideline deviation@ nofig:" @

GLP/GEP: K @) '{@ S QQ >

@
Report: CARA. 1/0” 66; M-554438-01-1
Title: Cal ation o CXAQ es for report M-359724-01-1

Report No.: \ M-55443890)1-1 %
Document No.: % WE-554488%01-1 & S
Guideline(s); 9 2 one (&lcul only@
Guideline (@ﬂtmn@ no (glkul:lt@ only)©

~

GLP/GEP:
(OIS

Note@s stugly has Ggen prégzousl)mi%jmltted to former RMS (Austria) to support the post Annex |
process of &@dosul]@ @us eya@ated by Austria and is part of the DAR Addendum (Feb. 2011 —
Addendum™~o m ograp@ repaed in the context of post Annex I procedure (new Annex II
data)).Upon 1 e n% RMS Finland, the study has nevertheless been included in the
supplemental dossi er%

Executive Summa@

The purpose of this study was to determine the sublethal effects of the metabolite amidosulfuron-
guanidine on reproduction, mortality and growth of the earthworm Eisenia fetida by dermal and
alimentary uptake using an artificial soil in a laboratory test. The test was performed according to the
recommendations of the OECD Guideline 222 (2004) and the International Standard ISO 11268-2
(1998).
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Ten adult Eisenia fetida andrei (about 3 months old, weight: 306 — 464 mg/worm) per replicate (8
replicates for the control group, 4 replicates per test item concentration) were exposed to 63, 125, 250,
500 and 1000 mg test item/kg soil dry weight containing 69.5 % quartz sand, 20 % kaolin clay, 10 %
sphagnum peat and 0.5 % CaCO3 at 18.9 — 21.9°C and a photoperiod: light : dark =16 h : 8 h (580 1x)
and were fed with horse manure. An untreated control (quartz sand only) was also included. Mortality
and biomass change were determined after 4 weeks and reproduction was detegmined after 8 weeks.
Condition and behaviour were observed weekly. Z

The test item showed no statistically significantly adverse effects § r@ty, é@)wthd
reproduction of the earthworm FEisenia fetida in artificial soil up to @ mg@@st ite%/ il dry
weight, i.e. the highest concentration tested. Therefore, the ov@all No@bserv&i— Eff Cong%~ ation
(NOEC) was determined to be > 1000 mg test item/kg soil &y we@t (equal >983§gng p.m/kg dws),
and the Lowest-Observed- Effect-Concentration (LOEC) dete@nne C¥§>be > 1960 mgtest 1tem/kg

soil dry weight (equals >983 mg p.m./kg dws). The c&ﬁd notype ated, it it can be
concluded that the ECso is higher than 1000 mg 1tem®g sol dry wt (@@hlgh tested
concentration. The validity criteria of the test according to th uid were fulfille

\ \ @
Materials and Methods: NS
Test item: Amidosulfuron-guanidine (BCSQ@)MS@ Origin Ba&@©N I%L @16 20; Batch
code: BCS-C0O41839-01-01; Customer Q& No.: T 26- & Analyséd pur%@ 98.3 % wiw;
Certificate of analysis No.: AZ 16021. © @ @@ %,

Ten adult Eisenia fetida andrei (abo@% m@%s ol% weig £3306 %@4 m&orm) per replicate (8
replicates for the control group, 4 re@catefs\ger testdfem ¢ fiventra -f\ WeI@%xposed to 63, 125, 250,
500 and 1000 mg test item/kg sodyd @ght coritaining 69.5 % qartz%}d 20 % kaolin clay, 10 %
sphagnum peat and 0.5 % CaC&z,, at 189 21.%C and ﬁ@)hotop@lod ht : dark =16 h : 8 h (580 Ix)
and were fed with horse manure. An &eat d@)ntrpf’%quart and 0%@%5 also included. Behaviour
(worms on the soil surfadg) an edi %twlty\vere%gssesse"d% uring each feeding in weekly
intervals. After four wegks, the @ult @ns ved % the test vessels. The number of
2 Qas

surviving worms (adul@nortal and their b10 nge VS@re determined; behaviour (including
feeding activity) an thologlca pto rdeb@xfter 8 weeks the surviving juveniles
were counted by m@ual i ectlorg@j?he trate Q

N
Toxic standard\@and '1°&mg amr@ FLO@ (Carppndazim SC 500)/kg soil dry weight; control:

quartz sand &@ted @’em é%ltrol ;‘. \ $§

Dates of work: k*lvy 31 @09 @@ptem&@}ﬁ , 28Q9

o
Results: 9 @ %o

Table CA 8- 8: @@ Validity crité Q
Validity,criteria O O o Recommended Obtained
Mortality bf adults in th&ontro] afier 4 wébks <10 % 0%
Number ofﬁ@eniles @rﬁep@@ﬁe in gh@ontrol >30 79, 67, 65, 86, 70, 58, 97 and 85
Coefficientdf Var%mn of’ @oducﬁim in the <30% 172 %
control
The validity crlte\{qa of %test accordlng to the guideline were fulfilled.
N

In the most recent@udy (BioChem project No. TER-R 09 10 48 001, dated 17.07.2009), the number
of juveniles was reduced by 65 and 92 % (mean number of juveniles = 51 and 11) by the toxic
standard Nutdazim 50 FLOW (Carbendazim, SC 500) after 8 weeks of test duration when compared to
control (mean number of juveniles = 143). Therefore, the observed effects assure a high sensitivity of
the test system.
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Table CA 8.4.1-9:

Effects on mortality, growth and reproduction on Eisenia fetida

. c o Mean biomass increase | . Mean :l umber o.f
Treatment (mg t.i./kg) Mean mortality (%) after 4 weeks (%) juveniles (% reduction of
reprod.)
Control 0 55.0 e 759()
63 0 57.4 @ 783 (3.1)
125 2.5 55.9 N 7190 (-6.4)
250 0 49.7 N @G5 () S
500 2.5 53.4 & v 69.0-9.1) @
1000 0 46.9 o 2 Y600 (-20.9)
NOEC (body weight, reproduction): > L§@b mg t.iﬁ(g dviny, @) S
LOEC (body weight, reproduction): 16000 m&ti./kgd® &2
ECso > 1000 mg t.i/kg dw - G & .
t.1. = test item %@ %\f% w ®®> & @
O ¢ @w @0 C© &@
Mortality: SN D

The test item caused no mortality at concentrations
weight. Mortality was 2.5 %
occurred in the control group.
No effects on behaviour of the worms wesxe obs%ved dug
worms was reduced at 1000 mg test ite

Biomass:

The test item caused no statisticallgjsig ificant .

o &

f%mge i

L)

5 L

, 250%nd 1000 mg iteg soil dry
at 125 and SO@g te em/oil dfy) weighty No grtality (0 %)
RN

> dugipig thegtjest. ’%ﬁl@ eed g activity of adult
n@ soi @lwe@, con@e t;o\ ¢ congol group.

<

&

D
@iom Q(cha%%) in fresh weight after 4

weeks relative to initial fresh v&gei@t) cotipared to%he control tentfl\»e. a weight increase of 55.0,

57.4,55.9, 49.7, 53.4 and 46.9 % in
1000 mg test item/kg soil d%w

Reproduction:

®

The probit analysis of t,he@pro
1 and gave gﬁétableg@}of the probit@urve. An
it

S Q —

e

has been derived% corr

confidence

been determineds

S N
Correcting ggse ECé@alue@{or the
O

N
£ ©@

10n has

<
v SN

g

S

eight@gspectively. «, =
S
t effécts on the number of

No statistically signif@ 14 !
recorded at any co ration tested
y testedg )

%8

6 gte em/lg@d.w.
it S e

\@ INS

@ \%

enil@%ompared
SIS

© N
CL):@@% 65 - 644 mg pim./kg d.w.s.

ECio (9%
ECZO@OCI@: 100
SSIRN
Conclusiovs:
Based on the s

(NOEC) was
Effect-Concentratio

<

8-7191) 'm./kg d.w.s.
& &

ou, g@d at com: ent@ons of 63, 125, 250, 500 and
N

to the control group were

@% comﬁ:ted by G 2016; M-554438-01-

Cip@alue of 402 mg test item/kg d.w.s. with 95%
ﬁl an ECy value of 1023 mg test item/kg d.w.s.
esponding 95% <onfidence limits of 629 — 7315 mg test item/kg d.w.s. have

ﬁy 0‘@ test item (98.3%) results in the following values:

%tical@faluation of these results, the overall No-Observed- Effect-Concentration
termined to b&& 1000 mg test item/kg soil dry weight, and the Lowest-Observed-

OEC) was determined to be > 1000 mg test item/kg soil dry weight. The ECso
could not be calcufdied, but it can be concluded that the ECsp is higher than 1000 mg test item/kg soil
dry weight, the highest tested concentration.

Based on the analysed content of 98.3 % amidosulfuron-guanidine in the test item the NOEC was re-
calculated as >983 mg p.m./kg dws and the LOEC was re-calculated as >983 mg p.m./kg dws.
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Report: KCA 8.4.1/05; NN 2013; M-461051-01-1
Title: AE F092944 (BCS-AA25052): Effects on survival, growth and reproduction of the
earthworm Eisenia fetida tested in artificial soil
Report No.: kra/Rg-R-147/13 &
Document No.: M-461051-01-1 @
Guideline(s): OECD 222 (2004), ISO 11268-2 (1998) RS o
Guideline deviation(s): none Q\ @ é 9
GLP/GEP: yes SIS @
o @ % §
Executive Summary: @o S \

The purpose of this study was to determine effects of @neta&lte rmdosu % °BMP (AE
F092944) on survival, growth and reproduction of the eafhwor tida~during a@f posure in
an artificial soil with one test concentration in the 1% @and ifferefititest @entrns 1@3 e 2

©o
& @
In the first run adult Eisenia fetida (approx. 6 1‘110%15 ephc tes for@trol treatment
group) were exposed in artificial soil (with 10 peat ent) @ e nd@inal c@centr&on of 100 mg

test item/kg artificial soil dry weight. N @ 3

RN \ @f
In the second run adult Eisenia fetida (%rox ﬁlonth@ d, 8 @10 I;eﬁh»cates f8# the control group
and 4 x 10 replicates per test concentr of the treatment gru W poseghin artificial soil (with
10 % peat content) to nominal COH@I‘&UOI@ f5.610, 1 6 mg st item/ kg dry weight
artificial soil. The test item was mixed intg the soil.“After ays er-of surviving animals and
their weight alteration was deterl@ned y were then removed@rom the, art1ﬁ01al soil. After further

28 days, the number of offsprlr% wa erm@d The ®@st wa@erfO@ed according to the guideline
ISO 11268-2 (1998) and the QECD (@ytdeling 222 (QQ ).

& \

Based on the biological @y stati@al si&%?lcan@%f the@fects@%rved on growth and reproduction,
the overall No-Observ; ffect-Concentration (NOE rmined to be 10 mg test item/ kg dry
weight artificial (equals 9 /kg e overall Lowest-Observed-Effect-
Concentration (LO@) wassdete ned 18 ﬁmg em/kg dry weight artificial soil (equals
17.96 mg p.m. /kgjlws) The Va@@? crlt of t est acc dmg to the guideline were fulfilled.

Materials a@\’[e @

Test item: AE F0929544 (BC@ AA2@52) Q@Zzh Co\%’ AE F092944 00 1B99 0002; Origin Batch No.:
23503LR; LIMS@) 10&4970@Men‘[ &Pa.s. a@lysed 99.8 %w/w; Certificate No.: AZ 17077.

In the 1% te%\% adl@%zsem;?end 0x&& months old, 8 x 10 replicates for control and treatment
group) wetelexp foartifi soi @ % peat content) to the nominal test concentration of
100 mg %t itemgkg dry weight agty 1013%9

In the®2d tn a@l@‘f> Ezs@% fetw@}approx 5 months old, 8 x 10 replicates for the control group
and 4 x 1@\rgeph tes per tést conc@atration of the treatment group) were exposed in an artificial soil
(10 % peat co to ‘r@ nominal test concentrations of 5.6, 10, 18, 32 and 56 mg test item/kg dry
weight artiﬁc1£inl he test #8m was mixed into the soil. After 28 days the number of surviving
animals and their weight alteration was determined. They were then removed from the artificial soil.
After further 28 da§®; the number of offspring was determined.

Toxic standard (Carbendazim EC 360 G): 1.25 — 2.5 — 5.0 mg a.s./kg soil d.w. (corresponds to 3.94 —
7.89 — 15.78 mg test item/ kg soil d.w.); control: quartz sand, solvent control: none.

Dates of experimental work: July 10, 2012 — September 17, 2013 (first run)
April 12,2013 — June 14, 2013 (second run)
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Results:
Table CA 8.4.1- 10: Validity criteria
Validity criteria Recommended Obtained 1% run Obtained 2" run
Mortality of adults in the control <10 % 0% 0%

Rate of reproduction of juveniles 391, 335, 260, 313, 6@46,350, 278, 228,

(earthworms per control vessel) =30 330,399, 371, 387 7285232, 254, 287

Coefficient of variance of reproduction o o, N N

in the control <30% 13.7% ((‘\@ &@ 14"& @@‘J)
The validity criteria of the test according to the guideline were fulﬁlled @ @ &% §a

In a separate study (Study No.: Rg-R-Ref 19/12; Re of® No. @a- %;&\ef /12; N-GLP

performed from September 21 to November 28, 2012) th 10,0 &) an s for roduct10n

were calculated to be 3.06, 3.22 or 3.54 mg a.s./kg dr @mght@g 1ﬁc1a(@o1l ct1 ence

limits (95 %) could not be calculated. The results oéﬁe reféténce @st 1nd1 th@ stem

was sensitive to the reference test item. Q
\ \

Table CA 8.4.1- 11: Effects of AE F092944 on mortglity al@-an‘%&m bod@mght@he a@% of Eisenia

fetida after an exposure pes@ of 2 ys andzthe nuinber of&ffsprm%@ test vessel
after 56 days (values in thi le are r ung‘@values)

Test object & @K @k@ & Eisenia fetwh@
R LD S

D E @
Test item Contr@QDFO;:,z%9 14 %%rol § @\ A@Q%092944
; : ~ o © :
mg test itemvkg dry weight | D | ¢y i s 10> 18 | 3 56
artificial soil A N f(\& N <, S
N
N <,
l\;lortahty of adult earthwormi 0 « 0& % \@0 \QO 0 0 0
[%] after 28 days @& < < A
Mean change of body wei ? @ X D @
of the adults from day 8175 | 30007 13@ 6gF | 975 | 1729 | 1430 | 1272
day 28 [%] * Q @ L
© > &
Standard Deviation § é@ M3 K331 D627 | 282 | 552 | 829 | 281
. D 1S @

test vessel aft

O @
Mean numb@ offsp per ©) o o o
56l§®§ d 348.% 31% @@o 271.8 | 267.8 |201.87 | 232377 | 223.5
&

N
Standard Deviatjon N A 2 Q@ 397 55.2 23.3 19.9 20.6 10.7

. S
Coefﬁciem@vaﬁm@@%) 13.7§ 133 147 | 203 | 87 9.9 8.9 4.8
Q Q] ©

© A\
% 0%@01 - @89.7 - 100.6 | 99.2 74.7 86.0 82.8
X @ N A
S N ¥, .
v%\ K N Reproduction
NOEC (mg tes@@‘nﬁ/kg d@weig(%ﬁoil ) 10
* statistical significanc pared to the control (1% run: Student t-test; 2" run: Williams mult. sequent. t-test,

two-sided, o= 0.05 Y2y
** statistical significance compared to the control (1% run: Student t-test; 2" run: Williams mult. sequent. t-test,
one-sided smaller, o = 0.05)



Bayer — Crop Science Division Page 102 of 152
2016-05-31

Document MCA: Section 8 Ecotoxicological studies
Amidosulfuron

Mortality:
After 28 days of exposure no worms died in the control groups of both test runs and no mortality was

observed at any test item concentration.

Effects on growth

Statistically significant different values for the growth relative to the controlGgere observed in the
1t run and the lowest concentration of the 2™ run. Since in all higher concent&@)ns of the test item no
significant differences to the control were observed this is considered not tode treaﬁn%nt reldted.

© 9

- ON. = @

erefore, based on biological and statistical significance (for both test f@ns): @y % R

NOEC related to growth: 56 mg test item/kg dry @ight attificial Soil é %Q
LOEC related to growth: 100 mg test item/kg d@weig@aﬁiﬁc@ soil s N

SO ‘Ex @ (%w

Effects on reproduction %\ 2y

No statistically significant different values for the er of@fuve per m!-l) ves e latj 0 the

control were observed at the test concentrations of §.6 and 16°m tem/ dry weight arfficial soil

(2nd run). Statistically significant different Values@r thesqu ber’gf Juvenlles per ves, elatlve to
the control were observed in the three highest test conc@atlol@f theéﬁ‘g run. g @
NS
Therefore, based on biological and St&tlSth&l mﬁce%:e ot test run@{b ©
NOEC related to reproduction: 10 #g test @n/kg weight artifieial soil @

LOEC related to reproduction: test item/k we 1ficial s
p @g L gdry %@h @m &@

ECio = 15.35 mg test item/kg dry w&éht so&%S% gonfide hmlpul(j n@ be determined)
EC3 = 54.06 mg test item/kg dry@jelght @ﬂ (95% confidence 1t e%%lﬂ not be determined)

S @9
Conclusions:
Overall, based on the blol@lcal statisti 1 s1gr?’ﬁcane§ of t e%effects observed on growth and
reproduction, it is concl tha \\@ is st is 1 % test item/kg dry weight artificial
soil. Thus, the overall C 15&(%%ermm to b m%@st item/kg dry weight artificial soil.

Based on the anal@q at of % dos f%on- P in the test item the NOEC was re-
calculated as 9. 9(%mg p g d t E(‘Q@s re-calculated as 17.96 mg p.m./kg dws.

09420 %
AEF &@ @ é ®©O@j\ §
SN 6:

Report: < CA 8.4.1#9 %; 2015; M-533011-01-1
Title: %y @mldoﬁ@uron F094200 (BCS-AA25045): Influence on the reproduction of the
feti(@ested in artificial soil

. &) @earthwdem Eis
Report No.: SN Q@) 2 4706-
Document 011-)-1
Guideli &ECD 2@(200 SO 11268-2 (1998)
Guid dev 10n(s) r deyiation oint 6
GLP/ ]@5 @yes & é

&g IS
Executive Sum %y: é\” =
The purpose ﬁis tudy wallto determine the influence of the metabolite amidosulfuron-ADHP
(BCS-AA25045) o %he reproduction (56 days after application), mortality and the biomass
development (28 @yys after application) of the earthworm FEisenia fetida tested in standardised
artificial soil. The test was performed according to the International Standard ISO 11268-2 (1998) and
the OECD Guideline 222 (2004). As deviation from the guideline, the temperature in the climatic
chamber temporarily exceeded the desired temperature of 20 + 2°C up to 25.3°C. Since nearly no
mortality of the adult earthworms and an effect on the reproduction of the juveniles were not observed,
it can be stated that this deviation has no influence on the study.

g

A
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Adult Eisenia fetida (approx. 2-3 months old, 8 x 10 animals for the control group (water treated) and
4 x 10 animals per test concentration of the treatment group) were exposed in an artificial soil (with
10 % peat content) to the nominal test concentrations of 1.8, 3.2, 5.6, 10, 18, 32, 56 and 100 mg test
item/kg dry weight artificial soil. The test item was mixed into the soil. After 28 days the number of
surviving animals and their weight alteration was determined. They were then removed from the
artificial soil. After further 28 days, the number of offspring was determined. &temperature of 20 +
2°C and a light regime of 400 — 800 lux, 16h light, and 8h dark during the c&uct oE the study were
applied. @\ @ @& @@
Based on the biological and statistical significance of the effects obserV gr@@fh andXeproduction,
the overall No-Observed-Effect-Concentration (NOEC) was determinfed to be>100 CS% kg
dry weight artificial soil (equals >99.5 mg p.m./kg dws®) The cqvera ﬁ?owest\% served-Effect-
Concentration (LOEC) was determined to be >100 mg item/Rg’ dry Sweight dmificial’seil (equals
>99.5 mg p.m./kg dws). The validity criteria of the test z@}ordi@o thel%ideli@@vere &Q@lle% o
v

Materials and Methods: &© . © @ &@ ©

Test item: Amidosulfuron-ADHP; BCS-code: B@—A §®453§%ch codé: A@094 6% 00 1C99
0001; Origin batch No.: PW 210/213; Analyse&conte@QS Yosw/w; 8§rtiﬁcg§of angl sis No.: AZ

19246. § Q @ & S @@

Ten Eisenia fetida (adults, approximatel @\-3 mc@hs old@%er re@ate (&%plica@s for the control, 4
replicates per test item concentration) *v\- exposed for 28 d&¥s in @giﬁcia il (with 10 % peat
content) to an untreated deionised watgjScon and to nomi onegniratio f1.8,3.2,5.6,10, 18,
32, 56 and 100 mg test item/kg artifiial sail dry weight at @4 - OCOal@ 400 — 800 lux. The test
item was mixed into the soil. After 28.days fhe numbet of iving“animals and their weight
alteration was determined. Thé~adults e th% remowed fro %e te&glvessels and the cocoons and
juvenile earthworms remained in the Ve@ for additiongl 28 daﬁé% ortality, adverse effects (e.g.

abnormal behaviour, lack éfymov t, 5511 ity etcﬁ andgrowtheof the adult worms were assessed
after 28 days. After 56 d@he n@;@ er %

rviv juveniles w; s%gztermined.

SHGT R

N
During the course of §ife study%emp%ary inggeases he tef@perature in the climatic chamber were
observed. Since ne no mogtalit the tea 0 of 400 inserted were not found after 28
days) and an effect on the) epr%@a ion e julphiles were not observed, it can be stated that this
deviation has n{@@lﬂueﬁ@ on th&study, N Q @
2o <

S ST S U P SR
Toxic standard: Cegbendazi (36(@1):0 195, 2.50vand 5.0 mg a.s./kg dry weight artificial soil,
control: artiﬁci;i&s%il mq@i\s}ened@@}h dei&@ed Vé%ter, solvent control: none.
Dates of expérimentdfivork:"> §ﬁebn@y 2,2015 — April 02, 2015

e & s &0

Results: ) Q A

D O e Y g

Table\CA 8.4,1212:  SHValidify, criterias
Validity qfﬁ%ria N @\g o 2 Recommended Obtained
Mortality of adu the @mol <10 % 0 %
Rate of reprod@on of juveniles‘@arthworms per > 30 72 t0 119
control vessel) A
Coefficient of Varla@ of reproduction in the <30% 17.0 %
control

The validity criteria of the test according to the guideline were fulfilled.

The most recent toxic standard reference test, with the reference test item mixed into the artificial soil,
was performed from October 15 to December 11, 2014 (kra-Rg-R-Ref 24/14; NON-GLP). Effects on
mortality and growth of the adults after an exposure period of 28 days and the number of offspring
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after 56 days were determined. No mortality of the adult earthworms was observed 28 days after
application. The change of body weight of the adult earthworms of the test concentration of 5.0 mg
a.s./kg dry weight soil was statistically significant reduced in comparison to the control (results of a
Williams multiple sequential t-test, two-sided, o = 0.05). The number of juveniles per test vessel of
the test concentrations 2.5 and 5.0 mg a.s./kg dry weight soil were statistically significant reduced in
comparison to the control (results of a Williams multiple sequential t-test, ofg-sided smaller, o =
0.05). ECio, ECy and ECs for reproduction were calculated to be 1.474 (1.3% 1.587), 1.678 (1.553
—1.776) and 2.153 (2.080 — 2.213) mg a.s./kg dry weight artificial soil, respectively: (omﬁ]%gce limits
(95 %) are given in the brackets. According to the guideline significa Seffects $ould be obsepydd
between 1 and 5 mg a.s./kg dry weight artificial soil. Thus the results &is %renc&sist ilg@ated
that the test system was sensitive to the reference test item. ©° A '~ é N

@ N o AN
Table CA 8.4.1- 13: Effects on mortality and growth of adult Eisenia a ;%%kan exp@@\ﬁre p%iod of 28
days and the number of offspring per t¢g vessgi?fter 56.days N O 2’

Test object A oy Eisenia fetida @ @) A
Test item & o %mid(@v%lron@\vﬁ)HP e @
: ) S 5 S )
mg test item/kg dry weight X
me et frem Conﬁw\ﬁls | 195 18 a3 y @56 | 100
Mortality of adult earthworms [%] after O%@§ 5 X 0 <§}0 0 @’é’ 06@' ] 0 0
28 days Sl g & @
. N & @] 2
Mean change of body weight of the adults@221 > 15 1239 @8 Q@ 16@Q 211 1302 | 299
from day 0 to day 28 [%] S g T T ’ . ’ ’ ’
. % @ AN ©)
° (©) O N
Standard Deviation . 9 ég\.é 4} %9 4 6.3 2.2 9.1 23 4.4
S SEENEN N

S S v
. . v ool I 2
Significance (body weight)* & S A -0 N - - - -
L o

@ @ & S\
. @ © @)
N pumber OfOffSpr@er testvessel | 043 9.8 @ 5 @3 92.5 | 88.5 | 955 | 79.5 | 90.8
after 56 days ® @& -@w . D . @ ) . . . . )

& N
StandardDeviati% . § ﬁ @@ 249 111 97 | 159 | 200 | 300 | 141
o @(\

%ofcontrO@ ©© é% @© - 95.2&%9.2 100 | 98.1 | 93.9 | 101 | 844 | 963

Coefficient of variance (2 @ B él 26.1 [ 11.810.5 | 180 | 20.9 | 37.7 | 155
g <

2 @

S <) §
Signiﬁcanc@repro@ion)*@% O§© i i ) ] ] ] ] ]
=5 Cq (@ Cy K
Overall NOBC
R%; test ifi/kg dPweightsoil] A >100

\f)veralli‘fOE(@ N
[mg t:?tg iten;él% dry wight soii:]§ ~100
* (Dunna%?—test, t@é—sid o =0.05)
ok (Dunnett's t-tesh one-sided smaller, o = 0.05)

- not significa N

Mortality:
After 28 days of exposure no earthworms died in the control group and no mortality was observed in

the test item concentrations from 3.2 up to 100 mg test item/kg dry weight soil. In the test item group
with 1.8 mg test item/kg dry weight soil 5 % of the adult earthworms died.
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Effects on growth:
No statistically significant different values for the growth relative to the control were observed in any
test item concentrations (Dunnett’s t-test, two-sided, a = 0.05).

Therefore, based on biological and statistical significance:

NOEC related to growth: > 100 mg test item/kg dry weight artiﬁciil
LOEC related to growth: > 100 mg test item/kg dry weight artifieia soil

NS NN
Reproduction: O @ © @@
No statistically significant differences concerning the number of juvenifés relatf@% to tliesyontrelwere
observed in any test item concentration up to and including @O mg fost 1ta>@kg d eight:artificial
soil (Dunnett’s t-test, one-sided smaller, o = 0.05). BN v A
5.8 &F s

Therefore, based on biological and statistical mgmﬁcanc@ K ©\ § &
NOEC related to reproduction: > 100 mg test 1@1}/kg %@ we1 artlﬁ oil ¢, @
LOEC related to reproduction: > 100 mg te em/k& ry \y@%ht artificial S% @

@ @
ECy0 and ECy cannot be calculated since the do D&IOW &ose r@onse S
N N S)

> @
Conclusions: %
Based on the biological and statistical si %ﬁcanc@)f th&@fectsQ{ serve(i%?n gr and reproduction,
it is concluded, that the overall NOEC hlsﬁudy is >100 mg test ﬂ;@n/kg d@welght artificial soil.

Thus, the overall LOEC is determm@o be >@ 0 m@est 1t@< @Nelgtf}ftlﬁmal soil.

Based on the analysed content, 0899.5 ‘@yamldosﬁfuro% -ADHPNIn the\est item the NOEC was re-
calculated as >99.5 mg p.m. /kgﬁi)v @16 L@C Wa& calculated a@% 5 mg p.m./kg dws.

R 9
Q> &© @& S N 0\
Q <
CA 8.4.2 Effectsy no&@arget%ﬂ me@) anac@&%una (other than earthworms)
CA842.1  Speties level testing <7 &

For amidosulfyron and)’ its fc S @osulf&%n-desmethyl, amidosulfuron-desmethyl-
chloropyr1m1 amld%sulfurgu e, andNamidggulfuron-ADMP, reproductive toxicity studies
on Folsom cand wete  perfa@ned. %Ig addifidn, for amidosulfuron and its metabolites
amidosulfuro desﬁ@thyl c@)ropy 1d1ne Damiddsalfuron- guanidine, and amidosulfuron-ADMP,

reproductive toxg%y studies on }@posapi@aculeggr were performed.
N

o

o

In the tests w@ the gg Sfembolan SpeQi€s Folsomia candida No-Observable-Effect levels ranged from
56 mg/kg @ for the met@ohte i osyli@on desmethyl-chloropyrimidine to > 759 mg/kg dws for
the pare amid uron. n the ¢gsts wi ) the soil mite Hyposapis aculeifer no effects were observed
at the est tes ed d@e levels wherf@ither the parent compound or the metabolites were tested.
Result{ng @d fr@ > 89 mg p.m./kg dws for its metabolite amidosulfuron-
desmethylg% oropyrlmldm@to > *M)00 mg a.s./kg dws for amidosulfuron. Details of all studies are
provided in the gt wm@ble 8.4.2.1- 1.

Based on the consis absence of effect to Hyposapis aculeifer observed in all studies covering the
parent active substanice and the two terminal metabolites amidosulfuron-desmethyl-chloropyrimidine
and amidosulfuron-guianidine, Hyposapis aculeifer was identified to not be the most sensitive species.
Thus, it was deemed justified to conclude absence of relevant toxicity of amidosulfuron-desmethyl to
the soil mite Hyposapis aculeifer.
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The metabolite amidosulfuron-biuret was detected as a minor and transient soil metabolite. Maximum
occurrence detected in soil was 6.3 %. No potential for persistence of amidosulfuron-biuret is
indicated based on its soil half-life.

The chemical structure of amidosulfuron-biuret is very close to the structure of the metabolite
amidosulfurone-guanidine, so that similar ecotoxicological properties of botp substances may be

expected. The latter component, being formed in soil in more relev%l@ quantity and being

characterized by longer degradation half-life, has been tested in reproductive toxicity $tudies on
Folsomia candida as well as Hyposapis aculeifer. § @ @@
404 X

Therefore, for amidosulfuron-biuret no reproductive toxi@y testﬁm(gj@ o&’%lso@%am@% and
Hyposapis aculeifer was deemed required. ISERN % N

¢ O K o &
Based on the consistent absence of effect to Folson@in cay\@;in’a aell @ypos@pis aculéifer
observed in the studies covering the parent act& substance and the rm te olite
amidosulfuron-ADMP, it was deemed justified to cenc ude a@%encrele @ toxicity of tliesterminal
metabolite amidosulfuron-ADHP to the collembofah sp&%s Foisomia ca‘l%ida ell 4¢%to the soil
mite Hyposapis aculeifer. % S é\a é > &

NS Q @
Table CA 8.4.2.1- 1: Reproductive toxicity daz,ta@lmidosu furo@nd
organisms presented in ¢his chapfer 2

Y

K
n(yl\\ejtaboht@ other%n-target macro-

@

Test species Test system Te 7 En@\?ﬁnt @ lgferenc@
du n| & o Q S
Amidosulfuron [N 2 @((:?% § ﬁ i
. 2 EN > 0 m, ;2015; M-
iy, ploc.?;; ls reproduction O\C 2 € NGEC od./kg é 507488-01-1
aculetfe test) '4@@ 85 2759 mg asvkg |®EA 8.4.2.1/01
(soil mite) %, O . 4% Q
. s > 1000 mg > | NN 2014 M-
Zﬁl‘%“ reprodéaiion @%Q 25 Y@ NO@ Py kg s% 506088-01-1
>
(collombolan) testh) g 959 mg &'s./kg | KCA 8.4.2.1/02
collembolan ﬁ@ & 2o [(:\@ :\@
Amidosulfuron-desgjethyl ~ jf)) & ) @& §
Folsomia , D B 206 M-551645-
candida o\@ i:ftr“%@o“ Q 2@5 NOEE 8 g p.m./kg dws [01-1
(collembola) e N A N KCA 8.4.2.1/03
Amidosulfiron-desfigthyl-ciloropysfimidine ‘0 Y
Hypoaspis . ; 2015; M-
acyzfzezfe]; N i:ftmd“glo“ S 14Q© NO@% =89 m(fvfs'm'/ ke 1507479-01-1
(soil mite) _ & @@ vl & | KCA 8.4.2.1/04
Folsomia < o § S I 00 5. M-524473-
candida ‘@%"d‘l O28d[Nopc  OMEPMAE o)
(collembilan) q v KCA 8.4.2.1/05
Ami@@l fur%-guani,d ; < Y
Hypodspis <& © I 20 4 M-
aculeifer %, rest duc@” '\ 144 |Nopc =100 ‘gvgv ;"m'/ ke 1503851-01-1
(soil mite) At % - KCA 8.4.2.1/06
Folsomia \V, . ;2014; M-
candida repgluction 28d |Nogc =% ™ PMRE 1506089.01-1
(collembolan) (Z@ KCA 8.4.2.1/07
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Test species Test system Test Endpoint Reference
duration

Amidosulfuron-ADMP
Hyp oasp is reproduction >99.8 mg p.m./kg _; 2013; M-454043-01-1
?Scolﬁeg o fest 14d |NOEC dws? KCA 8.4.2,1/08
Folsomia . ;2013; M-451142-
candida i:stroductlon 28d | NOEC 2 >99. 8(111‘1fsp .m./kg 01-1, . N
(collembolan) KCAR42.10) O &
dws = dry weight soil; prod. = product; a.s. = active substance; p.m. = pure metabotite v O
! conducted with WG 75 formulation . & Q\@? &% §9
2 corrected to an anlysed purity of 99.8 % @ N Q . %

@ TN L S

@ ‘5& o

Studies on amidosulfuron: NS ©

Note: The following two studies have been conduct ?smg @%‘mulat@i An@sulf W as a
vehicle for delivery of the active substance amldosu@lron te the tegpsystengzySince @yimarydntent of
the studies is the generation of active substance @m’ma’f&n they&re surﬁmarlsg and ?ﬁé‘[ed on

document MCA level. AN S @
. XSS o

Report: KCA 8.4.2.1/01; _ 015 1@1%5074%01 1 @@
Title: Amidosulfuron WG W g morta and refigoduction of the soil mite

species Hypoaspis i ayfificial@pil %o @
Report No.: LAR-HR-109/1 & @ @\ @@
Document No.: MSOT488-01-D° Y o &Y oY @
Guideline(s): OECD 226 (8008) - % Q X .9
Guideline deviation(s): for deviat%n see Péint 2.5 ', <) &© \\
GLP/GEP: yes o § & & Q

S QO % QQ

Executive summary: é\” S o S N =
The purpose of this stu @sses@e effegt of Amldosu%ron WG 75 W on mortality and
reproduction of the soilmite s@mes :poaspl acul tes during an exposure of 14 days in
artificial soil comparl@ controband t@atme%The t@w § ormed in accordance with the OECD
Guideline 226 (20 As eglatlo @he p the icial soil at the test start were between
5.35 and 5.50 and not i ra rec end@ guideline. No relevance for the study
results could he @awn‘bg dﬁnm@

Ten adult, ﬁtﬂlze@mal@oﬂ m@(H)gp@szs cf&u@lezfer) per replicate (8 replicates for the control
group and 4 repl es for each trgatment up)c&ere exposed for 14 days to an untreated control and
to concentrati f 1005178 Qﬁé@ 562, 1000 @ test item/kg soil dry weight. After a period of 14
days, the surv@@ing a%@s and*the livi uve@l@s were counted.

The No O serv@ Effed® Con rati@g\(NOEC) for reproduction of Hypoaspis aculeifer was
determy to bg%IOO@rng test item/kgySoil dry weight (equals =759 mg a.s./kg dws). The Lowest
Obsetyed Effégt Co§@1tr(LO for reproduction was determined to be >1000 mg test item/kg

soil dry W@g% (equais >7 {x) g zu& dws).

Material and hods: O

Test item: Amntidosulfuron V\%&j 75 W; Sample description: TOX10124-00; Specification No.:
102000000550-03; Batch-ID: EFKE002307; Material No.: 05938848; Master recipe ID: 13005778;
Analysed content of’a.s: 75.9 % w/w amidosulfuron (AE F075032).

Ten adult, fertilized, female soil mite (Hypoaspis aculeifer) per replicate (8 replicates for the control
group and 4 replicates for each treatment group) were exposed for 14 days to an untreated control and
to concentrations of 100, 178, 316, 562, 1000 mg test item/kg soil dry weight. The artificial soil was
prepared according to the guideline with the following constituents (percentage distribution on dry
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weight basis): 75 % fine quartz sand, 20 % kaolin clay, 5 % sphagnum peat, air dried and finely
ground, and calcium carbonate (CaCO3) for the adjustment to pH to 6.0 + 0.5. During the test, the
Hypoaspis aculeifer were fed with cheese mites bred on brewer’s yeast. During the study a
temperature of 20 + 2 °C and light regime of 400 — 800 Lux, 16 h light : 8 h dark was applied.

After a period of 14 days, the surviving adults and the living juveniles were e&yacted by applying a
temperature gradient using a MacFadyen-apparatus. Extracted mites were col%@ed in a fixing solution
20 % ethylene glycol, 80 % deionised water; 2 g detergent/L fixing solutiom~were added). All
;[ o cthylene gly o , g deterg g SQlutiopy gded). A
'ypoaspis aculeifer were counted under a binocular. QN @
@ Y

& 3
Toxic reference: Dimethoate EC 400E G: 1.0, 1.8, 3.2, 5.6@‘@ 10.6.mg dlmethoaéékg d%%eight

artificial soil; control: artificial soil with deionized water, sof€ent c@rol: n@ @;% N
)
SO N 0
Dates of experimental work: October 01, 2014 to Oct@ber 2@1@2014 %70% § @é@ &
N @
Results: &© . © §@ &@ © @
D N @
L A Y . I
Table CA 8.4.2.1-2:  Validity criteria for the ungﬁeated @rol oghe stu@é&accor@ to O% D Guideline
. S ecominended by the 1’ . .
Validity criteria i . Obtained in this stud
ity eritert O A Cidegine ] O Y
Mean adult mortality N )R @) 7.1%
Mean number of juveniles per replicate ( 10 mifes [oen Q N
introduced) @28@ Q 9 m@ 50@ e U 2953
Coefﬁ01ent of VaI:lathl’l calculated for the num&%of o @) <3 @ BN 10.1 %
juveniles per replicate < % N

NS S 2 X
All validity criteria were mef; here this@y isxﬁid.q 9 | @Q

& N
The most recent non—G§e5t @ﬁa I@@me L@audi@ope@R/HR—O—M/ 14, March 11, 2014)
with the reference ite methdate was performed at concentrations 1.0, 1.8, 3.2, 5.6 and 10.0 mg
dimethoate/kg dry w@ight artificial gpil. Dim&thoa ow@a LCso of 3.51 mg a.s./kg dry weight

artificial soil (95 %=tonfidente lin%ts fr 46 a. i@ dry weight artificial soil to 3.57 mg a.
s./kg dry weigl@artiﬂci@ sor lity éﬁle adult mites according Probit analysis using
maximum lik@hood @ession. <G @
A N KN O N O

The reproductiono@le soil@lites was nokgigniﬁca%y reduced in comparison to the control up to 3.2
mg a.s./kg dry wkight arfificial go#f. Th Sore t OEC is calculated to be 3.2 mg a.s./kg dry weight
artificial soil accoggingly the LO s 5.6 mg a.s./kg dry weight artificial soil. Since variances of
the data wﬁhogous Williamsétstest Q).OS, one-sided smaller was used. Dimethoate EC 400E
G showed ad ECsr0f 5.2 a. dry.weight artificial soil (95 % confidence limits from 4.02 mg
a. s./kg weight artificial sdib to 647 mg a. s./kg dry weight artificial soil) for reproduction
accor@ robit anal using maximum likelihood regression. This is in the recommended range of

the gu delin@mdicg tha€Zan EC@based on the number of juveniles of 3.0 — 7.0 mg a. s./kg dry
weight artificial s% shov@at th&%st organisms are sufficiently sensitive.
O

Effects on moxﬁy ard reprm@tion of the adults and the number of juveniles per test vessel after an
exposure period of ys are shown in the following table.



Bayer — Crop Science Division Page 109 of 152

2016-05-31
Document MCA: Section 8 Ecotoxicological studies
Amidosulfuron
Table CA 8.4.2.1- 3: Effect on mortality and reproduction of Hypoaspis aculeifer
Test item Amidosulfuron WG 75 W
Test object Hypoaspis aculeifer
Exposure Artificial Soil
mg test item/Kg dry | % mortality Mean number of juveniles per test Reproduction | Significance
weight artificial soil (Adults) vessel (% of c%trol) *)
+ standard dev.
Control 7.1 295.3 + 29.9 S N P
100 0.0 330.3 + 4.0 N111.8@y Q- ©H
178 2.5 328.8 + 9.4 Os 113, -, 9
316 0.0 3323 + 127 9 44F5 R
562 0.0 361.0 + 018 223 O R
1000 0.0 361.0 - 208 | @ V122355 -
NOEC eproduction (Mg test item/kg dry weight aﬁiﬁc@goﬂ) N ‘& N Jeég
LOECreproduction (mg test item/kg dry weight artifictal soil)* o3 \J? @

(*)=William's-t.-test one sided smaller; a=0.05; “-*: non-signiﬁc@; e @@rﬁcan@

&@

NS < @ 2
Mortality: w\g\ S
In the control group 7.1 % of the adult Hypoa@'@ aculeifér die@vhic}&\@ elowtie al ed maximum
of <20 % mortality. @ Q Q@ S
6t X @
Reproduction: @ @)@ \‘”\a @@

Concerning the number of juveniles s@ ica alys1s%W1lh@ s-t tes@ one- 4'» d smaller, a = 0.05)
revealed no significant difference be@en cc@rol an@ny t@ner@oup

Stion Norc/
Therefore the No-Observed- Effe@Cong% ration (NOEC) for E@Oduct%n is > 1000 mg test 1tem/kg
artificial soil dry weight. The Dowe Effq&g oncen tlo@OEC) for reproduction is >
1000 mg test item/kg artlﬁc@wml dipyweight,_ ©9

0

ECio and ECy cannot b§0u1@1nc$e tre@qent %@Jps did,n %t show adverse effects.

A
Conclusions: @ N % O ©@

The No Observe ffec@@onc atio NOE or @roductlon of Hypoaspis aculeifer was
determined to b@lOOO 1@ ! kgsoil. T owest Observed Effect Concentration (LOEC) for

reproduction det %’ned to be >1 009 mg test ite soil.
L K

Based on the ana@d content of 7@9 % a@ndo ulfuron in the test item the NOEC was re-calculated
as >759 mg am1§@sulfl@ﬁ a. s@dry {@ght aéﬁmal soil and the LOEC was re-calculated as >759

mg a.s./kg dw% @ o

@\ <

Report: o @8 4.2,592; * 2014; M-506088-01-1

Title: Amldosul@on WGU75 W: Influence on the reproduction of the collembolan species
@)

%} @olsomia candi da@sted in artificial soil
ReportiNo.: @@9 @FR 11- 17
0

Document 88-

Guideline(s): % D 23 dopted 2009)
Guideline devi@(s) evi@ion see Point 2.5
GLP/GEP:

%yes

Executive summa@

The purpose of this study was to assess the effect of Amidosulfuron WG 75 W on survival and
reproduction of the collembolan species Folsomia candida during an exposure of 28 days in an
artificial soil comparing control and treatment. The test was performed in accordance with the OECD
Guideline 232 (2009). As deviation, the pH-values of the artificial soil at the test start were between
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5.35 and 5.50 and not in the range 6 + 0.5 recommended by guideline. No relevance for the study
results could be drawn by this deviation.

10 collembolans (10-12 days old) per replicate (8 replicates for the control group and 4 replicates for
each treatment group) were exposed during 28 days to a control (water treated) and to the
concentrations of 18, 32, 56, 100, 178, 316, 562 and 1000 mg test item/kg art@:lal soil dry weight.
The assessment of adult mortality and reproduction (number of juveniles) \{&E determlned after 28
days. @\ @ ©& @@
The No Observed Effect Concentration (NOEC) for reproductio@% F@@%’omia ijandi was
determined to be >1000 mg test item/kg soil dry weight (equgls >759 mg a'Svkg dws). T owest
Observed Effect Concentration (LOEC) for reproduction wz@deter@ned ta be >10Q0"mg test item/kg
soil dry weight (equals >759 mg a.s./kg dws). é}ﬁ ‘o Qi% N é}

@ @ @ N
Material and methods: N
Test item: Amidosulfuron WG 75 W; Sampleg @esom g&n @(101&@()0 S%mﬁc@n No.:
102000000550-03; Batch-ID: EFKE002307; l@terla 38848;" Wofkorder:213005778;
Analysed content of a.s: 75.9 % wiw amldosulf{ggon (A§075(@ @ @@

K

Ten collembolans (10-12 days old) per rep&(% (8 replicat conﬁc@oup a@ 4 replicates for
each treatment group) were exposed to ngcontr ater@ated&d tosggncentr@ions of 18, 32, 56,
100, 178, 316, 562 and 1000 mg test@n/ dry weight artifféial s%\cont wing 75 % fine quartz
sand, 20 % kaolin clay, 5 % sphagnuntpeat rle d ﬁn round, and O; for the adjustment
to pH to 6.0 % 0.5, at 20 + 2 °C, 4062 800%@; wnm pho @@erlod%@m dagk = 16 h : 8 h. Each test
vessel of the 8 control and the 4 @atme@f) tweplicates plus tHe on% I meas Sirement purpose was filled
up with 30£1 g wet weight artificial so@ urmg the study, the @ embolans were fed with granulated
dry yeast. The assessment of%dult aht)& repr%ductm@)(numf juveniles) were determined
after 28 days. N & %\

Toxic reference: 44 - 63~ 10 @150 %5 mg@orlc @@l//k%oﬂ dry weight; control: artificial soil
moistened with deioé@d water, solvégt con@ no

Dates of expen%)ental V\@ er @01 @t}%ﬁoveﬁber 07,2014

Results: @

S
Table CA 8.4.2.1- 4:0Y ahdlt@rltena@r the @reate&ontrol of the study according to OECD Guideline

o 232 @
Validity criteria@) @§ § @ S Recorr;rlrllizne(liﬁiby the Obtained in this study
AN
Mean adult pdstality o2« N Q) <20% 5%
Mean number of _]u@les p@epllca@w1th 1,
collemboidns intrddiiced) 2 100 1729.8
Coeffigient of 1at10n ulate for the&&ﬁﬁber of N o
juvenil 1cate© @§ © <30% 8.3%
N

All Validity crit ere@ét Tc(lgrefore this study is valid.

The most recent n@%}LP -test (FRM-Coll-Ref-24/14, U. Frommholz, March 13, 2014) with the
reference item Bori®acid was performed at test concentrations 44 — 67 — 100 — 150 and 225 mg Boric
acid/kg artificial soil dry weight.

Boric acid showed an ECso of 90 mg test item/kg artificial soil dry weight (95 % confidence limits
from 68 mg to 119 mg Boric acid/kg artificial soil dry weight) for reproduction according Probit
analysis using maximum likelihood regression. The result is in the recommended range of the
guideline (about 100 mg Boric acid/kg artificial soil dry weight). The NOECieproduction Was calculated to
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be <44 mg Boric acid/kg artificial soil dry weight and accordingly the LOEC cproduction 1S 44 mg Boric
acid/kg artificial soil dry weight according Williams multiple t-test procedure, a = 0.05, one-sided
smaller. This shows that the test organisms are sufficiently sensitive.

Effects on mortality of the adults and the number of juveniles per test vessel after an exposure period

of 28 days are shown in the following table. @(%)
Table CA 8.4.2.1- 5: Effect on mortality and reproduction of Folsomia candi@$ ¢ L
Test item Amidosulfuron WG 75 W@Q Y © @LO)
Test object Folsomia candida @ % %
Exposure AI'tlfiG}QloSOll & ° )
mg test item/kg soil RS 9 .
dry weight Adult mortality | Mean number of j _]uvs per§ g«%’%rodu(@%ﬁ S@}iﬁcance
nominal (%) vesse Q) % of coatrol) {@ (”;& o
concentration + standar, d 1at19&9 ® r\@ A B
Control 5.0 17298 © A95 a1 &2 ¢ Q@
18 7.5 16978 N+ o 1658 &, 98.2 NE
32 0.0 1807.0 X £ N\ 548 10457 | @ -
56 0.0 18148, 57 568 D 1039 4 -
100 225 1538 © @1 K 91.0 Y -
178 17.5 15745 . £ 453, @910 7 -
316 0.0 47805 & £ @7 91.0 v, 1029 -
562 5.0 S 16558 + 2560 ] 957 -
1000 22.5 OS 16065 &£ &M3 - @29 -
© o O SO | Reproduction
NOECreproduction (g test item/kg s@ﬁdry vv:@ght) S N &U s 21000
LOECreproduction (mg test item/kg sail d sht) ¢ & D o >1000

The calculations were performed with un-@unded @ues o
(*) = (William's t-test one-sid malli =0.055+ = s1gﬁrﬁcan{\— < noto&ﬁﬁcant)

S
Mortality: @ QJQ X O @ AN
In the control group 5 of théadult (olsom%candzc@ 1ed§@ ch is below the allowed maximum of
<20 % mortality. @ @ & Q
T &S
Q N RN
Reproduction:. © N Q? N

Concermng enumbge of juveniles stafisti analy@@wllhams t-test, one-sided smaller, a = 0.05)
revealed n(@gnlﬁ diffeferice b@veen c%rol antd any treatment group.

Therefore the No“Qbserved-Effe —Conc atiog, (NOEC) for reproduction is >1000 mg test item/kg
artificial 5011 Wel @WCS serv@y-Effect-Concentration (LOEC) for reproduction is
>1000 mg test@gem/k 1ﬁc1§138011 e1g@

ECi and E@o ca& be @cula@smce %he maximum difference between a treatment group and the
contro only@ 0% v

& AN
Concwnl@ @ @ @
The No Observ Effect Cone&ltratlon (NOEC) for reproduction of Folsomia candida was
determined to %? OOO@g test.item/kg soil. The Lowest Observed Effect Concentration (LOEC) for
reproduction det%nned to be >1000 mg test item/kg soil.

Based on the anal)@d content of 75.9 % amidosulfuron in the test item the NOEC was re-calculated
as >759 mg amidosulfuron a.s./kg dry weight artificial soil and the LOEC was re-calculated as >759
mg a.s./kg dws.
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Studies on the metabolites of amidosulfuron:
Amidosulfuron-desmethyl:
Report: KCA 8.4.2.1/03; NGB 2016; M-551645-01-1
Title: Amidosulfuron-desmethyl (BCS-BB54362): Effects on reproduction of the collembola

Folsomia candida tested in artificial soil )
Report No.: 110161016 @
Document No.: M-551645-01-1 S Y
Guideline(s): OECD 232 (adopted 2009); ISO 11267 (2014) Q\ @ @) @@)
Guideline deviation(s): none v
GLP/GEP: yes @ 0 © % §9
S S S @& N
@ N .
Executive Summary: TN @S\g %\
The purpose of this study was to determine the effec the\@tab@ﬁ% amidosulfurép-desmethyl
Blle

(BCS-BB54362) on mortality and reproduction of th&a n}ﬁan spébies Felsomia candidg-during

an exposure of 28 days in an artificial soil comparingontr d treggment.@;Fhe tegh was ormed

as a limit test in accordance with the OECD Gpideling«232 (}aéf&pted 2609) 6‘ the ]@ ational
AN S

Standard ISO 11267 (2014). @
e o d b o8

(©)
In the 1% experiment 10 collembolans (9-11 ] oldQ)er r@cate (%repli(@)es for@control group
and 4 replicates for the single treatment greup

were expasgd to u@reatentr(@and 10, 18, 32, 56
. . . . ] @ %
and 100 mg pure metabolite/kg artificial % 1 dry &ight . @Q N %

. N > :
In the 2" experiment 10 collembol 9-12@nys ol@per replicat reph&s for the control group
and 4 replicates for each treatment group). were e osed t trol 0.8,14, 2.5, 4.5 and 8 mg pure
metabolite/kg artificial soil dry, wWaight. &fter a period of 28 da&adultﬁwrtality, behavioural effects
and reproduction were determindd. 6 é ' @
SRS ~ 9 S
The No Observed Effect pnce ion EC), for mortatity wag>determined to be >100 mg pure
metabolite/kg soil. The @es ser Effe@%Conc@traﬁ(ﬁkf r mortality was estimated to be
greater than 100 mg metédbolite/kg soil, The N forgoproduction was determined to be the

concentration of 8 pure metabo]@/kg S@The C f@reproduction was determined to be the

concentration of 10%ig pu ctabelite/kg&oil. & <
i e SRS

@
. & KN N
Materials alﬁMethQQgs. @)
Test item: Amidos on- metl@(BC 854@; Synonym: AE F101630; Batch code: AE
F101630 00 1C9Z 6001, 1gin batch Ne,;:"YP 79; CAS No.: 935867-69-9; LIMS No.: 1324835;

Certificate No.: AZ 188@;‘ An%@kal f&@hgs: @8 % wiw.

o
@ %
Two separ% experfments_were p rme@@ith 28-d exposure in treated artificial soil. Different
concentratio#is of ghe test g wegg mixed homogeneously into the soil which was placed into glass

vessels %fore the CollembolaGwvere @Jroduced on top of the soil. In the 1% experiment 10
collemabolans £9-11 dold)@er rep&c ¢ (8 replicates for the control group and 4 replicates for the
single treatngent Sroupy wer@quse@to untreated control (the same amount of untreated fine quartz
sand per g'substrate as i e test &%m treated groups was added and moistened with deionised water)
and 10, 18, 3Z§nd &mg ure metabolite/kg artificial soil dry weight. In the 2™ experiment 10
collembolans (%12 days old) pé? replicate (8 replicates for the control group and 4 replicates for each
treatment group) wege exposed to control (moistened with deionised water only) and 0.8, 1.4, 2.5, 4.5
and 8 mg pure metdbolite/kg artificial soil dry weight. The Collembola were fed with approximately 2
mg dry yeast for each test vessel at the beginning of the test and on day 14. After a period of 28 days,
adult mortality, behavioural effects and reproduction were determined. Mortality of adult Collembola,
behavioural effects and number of juveniles were used to determine the endpoints. The artificial soil
for both runs was prepared according to the guideline containing 74.8 % fine quartz sand, 20 % kaolin
clay and 5 % sphagnum peat, air dried and finely ground. 0.2 % Calcium carbonate (CaCQOs) was used
for the adjustment to pH to 6.0 = 0.5.
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In the 1% experiment the pH was 6.2 at experimental start and 5.9 to 6.3 at experimental end; the water
content at experimental start was 22.7 % to 23.3 % (50.5 % to 51.8 % of the maximum water holding
capacity) and at experimental end 20.8 % to 22.2 % (46.2 % to 49.4 % of the maximum water holding
capacity); temperature was within the range of 18°C to 22°C; the illumination was 16 h light : 8 h
dark, light intensity was within the range of 400 to 800 lux. In the 2™ experinfent the pH was 5.8 at
experimental start and 5.7 at experimental end; the water content at experin&l start was 19.6 % to
20.7 % (51.5 % to 54.4 % of the maximum water holding capacity) and at e&perimm@ en$15.9 % to
17.4 % (41.9 % to 45.8 % of the maximum water holding capacity); temp&ratur withiit the e
of 18°C to 22°C; the illumination was 16 h light : 8 h dark, light intensigy was \%dn th%gange‘iéi 400
to 800 lux. Each test containers of the 8 control replicates, t@ﬂ treatinent %ﬁhcateg\l“ ex@nent)
and the 4 treatment replicates (2™ experiment) plus the on@ontai@r per-freatment for measurement
purpose was filled up with 30+1 g artificial soil fresh wei@ﬂ
b N 9 o
o . T N S P NI
Statistical evaluation was done for mortality usin sher’$gpxact test an@%r re@@duct using
Williams t-test. & . © Q@
\ °
. NN : :

Toxic reference: 30.5 — 48.8 — 78.1 - 125 - 200.mg bor c1d/@art1f' 1 5011@ we1&}1@ control (1%
experiment): same amount of untreated ﬁn@aﬂz d perzg substrate as the tes @m groupswas
added and moistened with deionised watcr'% trci (2 e)@ime@: moi d witlPdeionised water

only; solvent control: none. & © @ Q %, @
S i &
Dates of experimental work: Nover 1 15 clarch 24,2016 ° @
@) N L Q § e
Results: & v S © & \\
<, @
N N ) R S
Table CA 8.4.2.1- 6: Validity crite;@ S) B A
Validity criteria N &K\Jj @ o R//econ%ngended Achieved
% lst 2nd
§y @JQ V S) /fs@) &\ experiment | experiment
Control mortality & & N O 1500y 9% 14 %
Control reproductio@iuven@é‘per e&%)taine%@ S S >100 594 t0 729 | 502to 716
Coefficient of ydfiation of the cofidl reprodiction Q- <30% 6.5 % 14.8 %

All validity c@'a for fhe’studfrwere ©Therefore this $ady is valid.
O @Qﬁ S S
In a separate s@?fy (study CO(@9939@6, geformed from November to December 2015) the
reference item*Boric showéd statjshi ally s@ﬁﬁcant effects on reproduction at concentrations of
>78.1 mg/kQ%l; th 50 fo%&pro 1on was calculated to be 94.0 mg/kg soil.
& A O
Q © O 5
D O e Y W&
© SN
¢ & @ .o
N
O
(o
3
v
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Table CA 8.4.2.1- 7: Effects of amidosulfuron-desmethyl on mortality and reproduction of Folsomia

candida
Test item Amidosulfuron-desmethyl
Test object Folsomia candida
Exposure Artificial soil
mg pure metabolite/kg Reproductio
soil dry weight Mortality Significance? Number of Sigr@%?ance2 n in [%] of
(day 28) juveniles & ) o control
[%] @ay28) |5 N | dday28y |
1% experiment NEEN @
Control 9 - 649 @ & N
10 15 n.s. 553 N A 833
18 33 * @ 538 © * ", 82.9
32 13 n.s. cr S O 2 854
56 8 n.s. @ 5550 o & 7 848 °
100 18 ns. S\ @y 500 OlES &@ﬁ‘l
2" experiment O v 9 N
Control 14 - oﬁ@%} -y @ -
0.8 8 ns. O 2697 & s JY 119
1.4 13 ws. Y | 9668, s, & 114
2.5 10 Ons. X |7 673 SOns. W 114
4.5 5 > nsd D" 63 D nse, 111
8.0 10 ns? 9 583 1Gs; 116
Endpoints @ pureGnetabolite/kg séil dry v@ilt] &@@
NOEC Cortatity @ Q\© %@@ é 100@ @
LOECmortality @ 330\0 O\ @ > 1&(@
NOECreproduction O\ § & @ Q
LOECreproduction @ @ o w\ﬁ @\10 @Q

n.s. = not significantly differedfeomp eto the comtrol * =gignificantly different compared to the control

Y Fisher’s Exact Test, o, = ) one-§ided g N
2 Williams t-test, o = 0.%) e- m&&%ﬁlallg\? S) @@ @\
- not applicable Q
o @ & & @

Mortality
In the 1% expefddhent Qny a co ntratl@ of &5 mg pure metabolite/kg soil a statistically
significant 11ty girved c ared to the rol. However this finding was not considered
to be treat d sinCy’at al@eonceﬁ@”&tlonmested above the mortality was not statistically

significantly 1ncr§&sed (E%her s %act tes@\x O@QS one-sided greater).

In the 2™ exp@ﬁme @nortam of yfi¥o 13%,was observed, which was not statistically significantly
different c@pare(@ thetzcontrol<were 14% of the adult Collembolas died (Fisher’s Exact test,

o =0. 05%one su@greate@ ©© %\

@
Repr@gctio%@ 9 ©\
In the 1% gXperimen he due%m of the Collembolan exposed to amidosulfuron-desmethyl was

statistically signifidantly §£ erenﬁ&)mpared to the control at all concentrations tested (Williams t-test,
o = 0.05, on ed smatler). §o behavioural abnormalities were observed in any of the treatment

groups.
N

In the 2™ experiment the reproduction of the Collembolan exposed to amidosulfuron-desmethyl was
not statistically significantly different compared to the control up to and including the highest test
concentration of 8 mg pure metabolite’kg soil (Williams t-test one-sided smaller). No behavioural
abnormalities were observed in any of the treatment groups.
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ECio and ECy cannot be calculated since the data do not show a dose response that is suitable for an
ECx calculation.

Conclusions:
In a Collembola reproduction study with amidosulfuron-desmethyl the No Observed Effect
Concentration (NOEC) for mortality was determined to be >100 mg pure n#epabolite/kg soil. The
Lowest Observed Effect Concentration for mortality was estimated to be %er than 100 mg pure
metabolite/kg soil. N \° &
The NOEC for reproduction was determined to be the concentration of &3dg p e@‘mtabo@e/kg@l.
The LOEC for reproduction was determined to be the concentration of 1@;mg p@metab%lite/k il
The EC values for reproduction could not be determined due @mathetﬁatica{%&sonsé %,

@ . °

AN A
Amidosulfuron-desmethyl-chloropyrimidine: é}ﬁ @) N \@’ é}
& o

@ D D o
Report: KCA 8.4.2.1/04;*;®5; M-s%%m-@l o £
Title: Amidosulfuron-desmethyl-chlgr yrigni@iﬁle, sc@n sal (@CS—CO@@WO)@MW%

on mortality and reproductio@ the&ﬁ mit&%e ies H aspi@uleife@sted in
artificial soil NS é @j@ @

Report No.: LAR-HR-111/14 NN @) S
Document No.: M-507479-01-1 § Q Q@ BN S @@
Guideline(s): OECD 226 (2008) & S Ry @
Guideline deviation(s): Deviation none %& @) @ @Q LN @@
GLP/GEP: yes Q IS A w ©\ (S

. @© Q) < SEEIN ©@
Executive Summary: N o Q <

The purpose of this study was to éssess t@éffect of the soglyum SQQ(BC&EONWO) of the metabolite
amidosulfuron-desmethyl-chlordpyrimidine (BES-CO4¥838) 01’@101"[ ity and reproduction of the soil
mite species Hypoaspis acudejfer t dus%ﬂ ano&%osur%)f 14 days in artificial soil comparing
control and treatment. The was&gerfor@ in a@&cordané&with tlies OECD Guideline 226 (2008).

Ten adult, fertilized, female Hggg@aspis Eleifer%egﬁcate & replicates for the control group and 8
replicates for each t ent group) yvere e)@sed tegeeontrofand treatment. A single concentration of
89 mg pure metabc@e/kg @Wei aﬁigg soil 4ya te§§. After a period of 14 days, the surviving
adults and 1iVing@§1V6n:1>1< ere ctedland cogited undef a binocular.

The No—Ob@d—E@%—Coﬁgmﬁ%@gﬁ(N ) for ﬁroduction was > 89 mg pure metabolite/kg dry
weight artificial so@The Gtwest- served- ffect-%ﬁoncentration (LOEC) for reproduction was > 89
mg pure metab%}e/kg wdry weight artifioial soff, All validity criteria (for the untreated controls)
according to t%&guide@% OE 26 were met.

N, o ;D S
Materials %d M ds: é ® O\©
Test iteny; Ami lfuron—desyl—clr@ropyrimidine, sodium salt (BCS-CO78570); Origin batch

No.: 5766—3—3; Ratch code: C@CO78570—01—01; LIMS No.: 1343423; Certificate No.: AZ
1922 Cur or@\lo.: X10430-00; Analytical findings: 88.7 % w/w.

B

Ten adult, fertilj fen@é Hypo%?pis aculeifer per replicate (8 replicates for the control group and 8
replicates for €ach treatment griip) were exposed to control and to the concentration of one treatment.
The concentration o@ mg pure metabolite/kg dry weight artificial soil was tested. In each test vessel
20 £ 1 g dry weigh@pitificial soil were weighed in. The Hypoaspis aculeifer were of a uniform age not
differing more than three days. During the test, they were fed with cheese mites bred on brewer’s
yeast. During the study a temperature of 20 & 2 °C and light regime of 400 — 800 Lux, 16 h light : 8 h
dark was applied. The artificial soil was prepared according to the guideline with the following
constituents (percentage distribution on dry weight basis): 75 % fine quartz sand, 5 % sphagnum peat,
air dried and finely ground, 20 % kaolin clay. Calcium carbonate (CaCO3) was used for the
adjustment to pH to 6.0 = 0.5.
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After a period of 14 days, the surviving adults and the living juveniles were extracted by applying a
temperature gradient using a MacFadyen-apparatus. Extracted mites were collected in a fixing solution
(20 % ethylene glycol, 80 % deionised water; 2 g detergent/L fixing solution were added). All
Hypoaspis aculeifer were counted under a binocular.

Toxic reference: (Dimethoate EC 400E G): 1.0 — 1.8 —3.2 — 5.6 — 10.0 mg ithoate/kg dry weight
artificial soil; control: 5 g quartz sand mixed into pre-moistened 495 g art&@mal ?\welartlﬁg,@al
soil and moistened with 50 mL deionised water, solvent control: none. @

Dates of experimental work: August 22, 2@ N Sg‘fember© 10 ©2014
STERN L °\
Results: é}ﬂ RESIERN v é}
Table CA 8.4.2.1- 8: Validity criteria @ S @S\% § IS ’
Validity criteria (control values) v @y Reconfmigndedd ™ Obtaited
N> (&) @ @% )
Mean adult mortality & o AN $20 % 40 %

Mean number of juveniles per replicate (with 10 mltes\ﬁtro®d) N k= 5(@)) @ 302.7
Coefficient of variation calculated for the numba@uve@g per @%ﬁcateﬁg V< 36@‘% @@ 53%

All validity criteria for the study were met. The@ﬁe th& study @m @ @@ . O

@ v
The most recent non-GLP-test (Maria arnaudf& Lop z@LA -O-l@%ﬁ, March 11, 2014)
with the reference item dimethoate %erﬁ&d atdgst con@ntratf&gs 1.0 ,3.2,5.6 and 10.0 mg
dimethoate/kg dry weight art1ﬁ<:1a soil. *leegh&te s ti% 51 mg as./kg (95 %
confidence limits from 3.46 mg &p. /kg 57 m}a s./kg for QortahtN the adult mites according
Probit analysis using max1mur%11 é@od r essmn@l’he ré@oduc%(n of the soil mites was not

significantly reduced in compariso they ¢ trol Up to rng &3.7/kg dry weight artificial soil.
Therefore the NOEC is ¢ ateon z%é mg a.s. /kg an&accor gly the LOEC is 5.6 mg a.s./kg.
Since variances of the wer liamsggytest e.= 0.05, one-sided smaller was used.
Dimethoate EC 400E how@ an ECso of 5. 28 mg a @@/kg '0\ confidence limits from 4.02 mg a.
s./kg to 6.47 mg ars7kg) for rep@d ctlo@ ccor, Prgb analy51s using maximum likelihood
regression. This 1s®> the e of the Q}ne indicating that an ECso based on the
number of ]uver%;s of 3 @— 7.0 0- § dry ght artificial soil shows that the test organisms are
sufficiently sensifive.

@

Table CA 8.4.2.1- 9: @ Effe@ on m@allty a@ repr(\z)%hctlon of Hypoaspis aculeifer

Test item N A@x@osui@m deggethyl—chloropyrlmldme, sodium salt (BCS-CO78570)

Test ghject & Hypoaspis aculeifer
Exposure . O S & Artificial soil
mg pure r@%boh@l{g dr& % n@ahty @ Mean number of juveniles | Reproduction | Significance
weight artificfal soil @ ultsﬁ)&\ per test vessel + standard (% of *)
% @ dev. control)
Y~ Cofdyol © & lk 302.7 + 16.0 100 -
R Vv Y .57 290.4 + 17.2 95.9 -
NOEC (mg pure mé%ibolit dry Wéight artificial soil) >89
LOEC (mg pul@%tabolite g dripyveight artificial soil) > 89
(*)=Student-t.-test oneg%ed smaller; 0=0.05; “-“: non-significant; “+”: significant
Mortality &

In the control group 1.4 % of the adult Hypoaspis aculeifer died which is below the allowed maximum
of <20 % mortality.
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Reproduction
Concerning the number of juveniles statistical analysis (Student-t test, one-sided smaller, a = 0.05)

revealed no significant difference between control and the single treatment group. Therefore, the No-
Observed-Effect-Concentration (NOEC) for reproduction is > 89 mg pure metabolite/kg artificial soil
dry weight. The Lowest-Observed-Effect-Concentration (LOEC) for reproduction is > 89 mg pure
metabolite/kg artificial soil dry weight. @@)
ECio and ECy cannot be calculated since the study has been conducteg as a:h%nlt tgg and (%16
difference between the treatment group and the control was only 4.1%. @
@ O §

Conclusions: O A \ @
The No-Observed-Effect-Concentration (NOEC) for reproddetion @Z 890@ purtmpetab@@te/kg dry
weight artificial soil, and the Lowest-Observed-Effect- C@%@ntrat@l (L@) f(& rod@mn is > 89
mg pure metabolite/ kg dry weight artificial soil. g § @ @
‘”\a

2015@1 52 %@01 L@ O

Report: KCA 8.4.2.1/05;

Title: Amidosulfuron-desmethyl-cKlgropy n&ime sgodium sal&BC @7857@ nfluence
on the reproduction of th%\gollembe@l spe(gg@ olsa can teste&@ artificial
soil

Report No.: E 314 4678-3 § Q Q@ 5 S @

Document No.: M-524473-01-1 ' & &Y &, @ @

Guideline(s): OECD 232 (ado%% 20090 @ @Q o\y\’ <)

Guideline deviation(s): none Q Q S % Q &

GLP/GEP: yes O o o L 5 @

@ SIS S

Executive Summary: § S & \\

amidosulfuron-desmethyl-chigropyr ne 1838%on SL@ al and reproduction of the
collembolan species Folsgiia candlida d@ng an exposurmf 28 days in an artificial soil comparing

control and treatment.

FEITEG S
old) eph ¢ (8 replicates for the control group and
IWere E€Xpose @ control (water treated) and 89 mg pure
ce t@“ test Hin on the test item did not provide a final
test @ncentratlons

The purpose of this study was t&asse fi& of the@)dlurn@lt (B&S-C0O78570) of the metabolite
é% S

In the 1% test run 10 éﬁembolans (10N 2 daySy

8 replicates for th@mgle tme grou

metabolite/kg a 101al s@ dry {@ight. i
result, a 2 testgun W@,\g%@l‘fo stu 'r\.),\) g low

In the 2" t§ runﬁ@ colle@olans O 14 @yys 015}’ per replicate (8 replicates for the control group
and 4 replicates Q} eachigreatmefiy grou ere xposed to control (water treated) and 5.6, 10, 18, 32
and 56 mg pyfe met 1te/ rtificg 5011 welght After a period of 28 days, mortality and
reproduc‘uotx Te d@grrmned

The o-bserv ffect-@once@a‘uon@OEC) for reproduction is 56 mg pure metabolite/kg dry
we1gt ficial s011 est- O%be@ed -Effect-Concentration (LOEC) for reproduction is 89 mg

pure etab kg elg@ rtifie@@l soil. All validity criteria for the untreated control of the study
according tQ the OECD G@@%lme&%Z have been fulfilled.

Materials andﬁth ds: (o4

Test item: Amidos on-desmethyl-chloropyrimidine, sodium salt (BCS-CO78570); Origin batch
No.: BCOO5766-3g¥; Batch code: BCS-CO78570-01-01; LIMS No.: 1343423 (1% run), 1509780 (2™
run); Certificate No.: AZ 19222 (1 run), AZ 20048 (2™ run); Customer order No.: TOX10410-00 (1*
run), TOX10410-01 (2™ run); Analytical findings: 88.7 % w/w (TOX10410-00 and TOX10410-01).

Since the 1% test run on the test item did not provide a final result, a 2™ test run was performed
studying lower test concentrations. In the 1% test run 10 collembolans (10-12 days old) per replicate (8
replicates for the control group and 8 replicates for the single treatment group) were exposed to control
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(water treated) and 89 mg pure metabolite/kg artificial soil dry weight. In the 2™ test run 10
collembolans (10-12 days old) per replicate (8 replicates for the control group and 4 replicates for each
treatment group) were exposed to control (water treated) and 5.6, 10, 18, 32 and 56 mg pure
metabolite/kg artificial soil dry weight. Both runs at 20 + 2°C, 400 — 800 lux, 16h light : 8h dark. The
artificial soil for both runs was prepared according to the guideline containing 75 % fine quartz sand,
20 % kaolin clay and 5 % sphagnum peat, air dried and finely ground. Calc carbonate (CaCOs3)
was used for the adjustment to pH to 6.0 = 0.5. Each test vessel of the 8,cohtrol replicates, the 8
treatment replicates (1 run) and the 4 treatment replicates (2™ run) plugsthe onﬁ@r medsurement
purpose was filled up with 30+1 g wet weight artificial soil. During the testthe {#mbolar werg/fd
with granulated dry yeast. Mortality and reproduction were determined& cr 208 dgys. &% éxg
© A

Toxic reference: 27 - 37 - 52 - 72 - 100 - 139 - 193 - 269 r@ébori cid//k&%’tiﬁoil dg%\yweight;
control: 5 g quartz sand mixed into pre-moistened 49 arotif@al %&%weig@rtiﬁ@d soil and
moistened with 50 mL deionised water, solvent control: @one. ., > D N Q 2y

S Bl rfiy Or &
Dates of experimental work: August Q& , O\@OM% F& ar% 25@@ 2015
S

AN

Q% S @
YOS O O v &
§ & v v &

Table CA 8.4.2.1-10: __ Validity criteria Q i

Results:

Validity criteria (untreated control) & & @VJ R@nmeﬂ\\yd%ﬁ @y Obtained
Y & @ N A% run 2" run

Mean adult mortality O & & & 0% @ 25% 16.3 %

Mean number of juveniles per replicate{with T, collgnibolans '~ o T

introduced) o AN O {\@ 10 | 14856 | 12553

Coefficient of variation calculated\or the aymber &€ juveniléoper Q o o

replicate & QTR Y <ty 92% | 17.1%
All validity criteria for the s ere Qé\)tj. Th@fore tlis study idwalid. &

The most recent non-@P-te&t@FRM-Kll-Regw 15@@%. mholz, March 18, 2015) with the

reference item Borﬁd was perforthed at &i con rati 7,37,52,72, 100, 139, 193 and 269
mg boric acid/kg attificial sel dry_weight @Boric &

soil dry weight (95 % cofifidenggdimits 8
for reproductien dccording Weibwll anglysis usinglineagymaximum likelihood regression. The result is
in the recm@lded gange ofithe gu§me bout 10@@ boric acid/kg artificial soil dry weight).

The NOECrpauirowas caloulatedto be & 27 mg boric acid/kg artificial soil dry weight and
accordingly the &%ECm uwetion 18227 mgoric geid/kg artificial soil dry weight according Williams

multiple t-test*proce , O v .05 e-sided smaller. This shows that the test organisms are
sufficiently sensitiv: N
S SN o

< .
©© S) @) %\

@@ §) @ \@\
' @
S
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Table CA 8.4.2.1- 11: Effects of amidosulfuron-desmethyl-chloropyrimidine, sodium salt on mortality and
reproduction of Folsomia candida

Test item Amidosulfuron-desmethyl-chloropyrimidine, sodium salt
Test object Folsomia candida
Exposure Artificial soil
mg pure metabolite/kg soil
dry weight Adult Mean number of Repr@%ction Significance
mortality juveniles per test (% &f control) *)
(%) vessel+SD Q 2 (m& &
2" run QN i
Control 16.3 1255.3 + 2144 © ‘o D
5.6 25.0 1277.5 £ 485.0° 018 :
10 7.5 1284.5 Y 3486 | °~ 102.3%, N -
18 225 1369.5 c,% 3838 109.197 | .
32 15.0 1206.0 @ + . 360.5 @ 9 & %,
56 225 13518 + Qp3l46 Oy.6 O 25
1" run <~ ¥ Y T ¥ &
Control 2.5 1406 « = 4363 S @
89 6.25 1253.080 = 94.7 1§ 843 Z +
NOECreproduction (mg pure metabolite/kg soil dryQveigh Y @U & i 56 @
LOECreproduction (mg pure metabolite/kg soil dry-weight) Q @ 89 ©

@
(*) = (Student t-test one-sided-smaller, o, = = significaky, 1st ru © Q@’@
(*) = (William's t-test one-sided-smaller, 05@5@ not %nlﬁca@nd ru@ @

Q X .0
Mortality \ © O A
In the control group 2.5 % (15“’&% an ‘%&(2nd rurgpof the@dult Lolsomia candida died which is
below the allowed maxnnurrgo\af < 200& % & @Q

Q N
Reproduction @ @ %
Concerning the numbep uv%@es sta%wal a@llyauﬁ(f 11113@—‘( test, one-sided smaller, o = 0.05)

revealed a significa 1fferen e between trol 2 m, th @ pgle treatment group of 89 mg pure
metabolite/kg arti il dry w @ht i 1St 2% test run William’s test, one-sided
smaller, o = % reve@ @\iﬁ dlff®nce b@tween control and any treatment group.
Therefore the 0-Observed-Effect- centra@n (HOEC) for reproduction is 56 mg pure
metabolite/ rtlﬁ@ soilk dry TFhe Lowést-Observed-Effect-Concentration (LOEC) for
reproduction s 89 Y pure @tabo\@kg gr@cml soHl dry weight.

@
The calculations were performed with un§ed val @J @9@ S
N

& Ol
ECio and ECy cannot b@ealculﬁd sinck.the mds%dmum difference to the control was only 15.7%.
<
Concluswl@w @ LN . O
The No-QObserv ffect Ednce éé%toEC) for reproduction is 56 mg test item/kg dry weight
artifici il, and the I@west-ObservedéEtfect-Concentration (LOEC) for reproduction is 89 mg test

item/ @ght 101a1@41

Amldosulfuron- & md@e %
] %
%KCA 8.4.2.1/06; GGG 2014; M-503851-01-1

Report:
Title: < Amidosulfuron-guanidine (BCS-CO41839): Influence on mortality and reproduction

@ of the soil mite species Hypoaspis aculeifer tested in artificial soil
Report No.: LAR-HR-112/14
Document No.: M-503851-01-1
Guideline(s): OECD 226 (2008)

Guideline deviation(s): none
GLP/GEP: yes
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Executive Summary:
The purpose of this study was to assess the effect of the metabolite amidosulfuron-guanidine (BCS-
C041839) on mortality and reproduction of the soil mite species Hypoaspis aculeifer tested during an
exposure of 14 days in an artificial soil comparing control and treatment. The test was performed in
accordance with the OECD Guideline 226 (2008).

9

Ten adult, fertilized, female Hypoaspis aculeifer per replicate (8 replicates Zihe control group and
the treatment group) were exposed to control and one treatment. The con@ntra‘u of 108.mg pure
metabolite/kg dry weight artificial soil was tested. After a period of 14 d@ th%sgfvwm dultszgnd
living juveniles were extracted and counted under a binocular. @ % Ko

@O & N @
The No-Observed-Effect-Concentration (NOEC) for repro@ctlon S >4 0 mg jpure m@i@bohte/kg
dry weight artificial soil. The Lowest-Observed-Effect- centr@on ﬁQEC) f&%ep ction was
> 100 mg pure metabolite/kg dry weight artificial 5011&9@) ah:%ﬁ“y crit (for untr€afed C(m;rols)

according to the guideline were met. @ @@’ §@ @ @

Materials and Methods:

Test item: Amidosulfuron-guanidine (BCS- C%839§ Nﬁ BC %€O41 Ba @code BCS-
LI

C041839-01-03; Origin Batch No.: GSE 6{376-5 14% Cus}g@r order No.:

TOX10434-00; purity: 98.0 Y%ow/w. N

S P e
Ten adult, fertilized, female Hypoas ulez er per reéﬁhcate @rep@tes forte control group and
for the treatment group) were expo trol d to con(:gn ratio0f one treatment. The
concentration of 100 mg pure meta@éhte/ieg W@ght arfificial 86i1 was fested. In each test vessel

20 £ 1 g dry weight artificial soﬂ@jere weighed 1n\The Hy@oasp@cule@@%WGre of a uniform age not
differing more than three daysQ8 da er si@‘t of e¢g layln@ During the test, they were fed with
cheese mites bred on brewer;s yeast, Purin stu‘,d%a tem, rature@O + 2 °C and light regime of
400 — 800 Lux, 16 h llght@' lied. The a‘IQ icial &qil was prepared according to the
guideline with the folloydxg cox@ﬁue@perc age c@sm % on dry weight basis): 75 % fine
quartz sand, 5% spha @air dridd and ely nd Q % kaolin clay. Calcium carbonate
(CaCO3) was used f e ad]u ment&go pH &) 0+ @

After a period of 14 day@%e 1ng ﬁlts the lféhg juveniles were extracted by applying a
temperature gradfent Using a n Apparatusg Extracted mites were collected in a fixing

solution (20, %@thyl@ﬁ glycal, 80 % @mmﬁg Watei@ g detergent/L fixing solution were added). All
Hypoaspis ac %lezfe?@zere C(@lted u@’er aob cular'™y

@

Toxic referenc%%)l ate E@MOO 2 G): 1.091.8 - 3.2 — 5.6 — 10.0 mg dimethoate/kg dry weight
artificial soil; Gontrop% 5, g qua Z m(\' ixedinto pre-moistened 495 g artificial dry weight artificial
soil and m@ened@ 50%qL dei é"&* ed w@r solvent control: none.

<
Dates (‘% peru%%ntal@ork @Ugust 22,2014 — September 11, 2014
AN
& 9 @ 9

l;:li;:eltCsA 83772 1 ﬁ; %hﬁty cﬁkrla
Validity criter controWalues%: Recommended Obtained
Mean adult female n@lity <20 % 1.4 %
Mean number of ju@liles per replicate (with 10 mites introduced) =250 305.1
Coefficient of variation calculated for the number of juveniles per replicate <30% 5.4 %

All validity criteria for the study were met. Therefore this study is valid.
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The most recent non-GLP-test (Maria Ivonne Larnaudie Lopez, LAR/HR-O-14/14, March 11, 2014)
with the reference item dimethoate was performed at test concentrations 1.0, 1.8, 3.2, 5.6 and 10.0 mg
dimethoate/kg dry weight artificial soil.

Dimethoate showed a LCsy of 3.51 mg a.s./kg (95 % confidence limits from 3.46 mg a. s./kg to 3.57
mg a. s./kg) for mortality of the adult mites according Probit analysis usinggnaximum likelihood
regression. &

<
o

N

The reproduction of the soil mites was not significantly reduced in compggison t {#a contr@ up t@%2
mg a.s./kg dry weight artificial soil. Therefore the NOEC is calcul to 16&?2 a.s./Rg and
accordingly the LOEC is 5.6 mg a.s./kg. Since variances of t data were h(x eno illigms-t test
o = 0.05, one-sided smaller was used. Dimethoate EC 4OOE@ sho ECso of 5,% mg &, s./kg (95
% confidence limits from 4.02 mg a. s./kg to 6.47 mg&ﬁ S. /kg§dr Eeéi&godu({ acc@mg Problt
analysis using maximum likelihood regression. @ § &

This is in the recommended range of the guldehn%@ldlgat@g tha Q‘h E @l?)ased (@ﬂ the @nber of
juveniles of 3.0 — 7.0 mg a. s./kg dry weight artlﬁ@ soﬂx&%ws 'fh@t the test orga@n szl fficiently

sensitive. %, NS R &
$ Q@ g «© TS
Table CA 8.4.2.1- 13: Effects on mortality a@reprod tlog@Hypoaspzs acw@er v
Test item & Am@sulfu gua:@ﬁe (B@%M@W)
Test object % <Hypoasfis aculgifer
Exposure /(\Q Aﬁtﬂcml,s /7“@
mg pure metabolite/’kg dry | % m@\tﬁllty FMe Yvﬁmbe@f _]UV@ Reproduction | Significance
weight artificial soil %dults)% pertest veséel + staidard |, (% of *)
dev. control)
Control 13 [A305.k ° + 1630 100 -
100 EES) 3048 19 2% 99.8 -
NOECreproduction (Mg pure m ohte@dry v@ht art1£c1a1 soil) % >100
LOECreproduction (Mg pure ﬂ&oht@g dry %ght ar@imal ”&’ \ >100

(*)=Student-t.-test one ded smallet; o= 0&@5 - ﬁ@n s1gant @@9 significant

Laﬂny@@%@

In the control gﬁ@p 1.4% of thdult oaspi{@wuk@r died which is below the allowed maximum

of§20%r@1ty©© c& ©© @\ $§

Reproduction @( \ &
Concerning the@mbe@ juviépiles s stlcal @mlysm (Student-t test, one-sided smaller, a = 0.05)
revealed no ﬂ@lﬁcalffere%e be n co@xol and the treatment group.

Therefor the bser@d Effect-Concentration (NOEC) for reproduction is > 100 mg pure

metab kg artificialgsoil dry weigltz The Lowest-Observed-Effect-Concentration (LOEC) for
reprodgictio @ 10§g pu etab@iie/kg artificial soil dry weight.

ECio and% Cao not calcul%ed since the study has been conducted as a limit test and the
difference bet the tr merf@group and the control was only 0.2%.

Conclusions:

The No-Observed- ffect—Concentration (NOEQC) for reproduction is 2 100 mg pure metabolite/kg dry
weight artificial soil, and the Lowest-Observed-Effect-Concentration (LOEC) for reproduction is
> 100 mg pure metabolite/kg dry weight artificial soil.
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Report: KCA 8.4.2.1/07; . 2014; M-506089-01-1
Title: Amidosulfuron-guanidine (BCS-C041839): Influence on the reproduction of the
collembolan species Folsomia candida tested in artificial soil
Report No.: FRM-Coll-180/14
Document No.: M-506089-01-1
Guideline(s): OECD 232 (2009)
Guideline deviation(s): none @@
GLP/GEP: yes . & o o
S @ O o
Executive Summary: @

The purpose of this study was to assess the effect of the metabolite a@dosyl@’on— iding<tBCS-
C0O41839) on survival and reproduction of the collembole@ speme% Fol&%za cagylida during an
exposure of 28 days in an artificial soil, by comparing con%@and tme&\t\ %, °

the single treatment group) were exposed to control{Wate ffated)-and 1 g pe
artificial soil dry weight. After a period of 28 day ortalt and re&oductﬁgn we deter
The No-Observed-Effect-Concentration (NOEC) uctloINs > 100 mg p

“'J‘
weight artificial soil. The Lowest-Observe §ct C ntra@ (L ) fo@pr;;&@on is > 100

10 collembolans (10 - 12 days old) per replicate (8 reéwg&tes fag}he coftirol group and &¥

mg pure metabolite/kg dry weight artificial lidity@riterid“for th&untre ontrol of the
study according to the OECD Guideline 23% &een ful %, @

@ % @@
Materials and Methods:
Test item: Amidosulfuron-guanidin S (@@183%@ Analy{ical fi ngs % w/w; Origin batch
no.: GSE 61576-5-20; customer order no\TOXNO 10§ ﬁd : 1414227; Batch code:
BCS-C041839-01-03.

\ @ N 9 Q Q

10 collembolans (10 - 12 d§§901d) &) eph@ 8 Peéifcate@)r the €0 rol group and 8 replicates for
the single treatment grou ere ekpose control (water“treated %and to the single concentration of
100 mg pure metabolit dry@%ght @ﬂma %11 co@ammg\ % fine quartz sand, 20 % kaolin

clay, 5 % sphagnu at, afr dried and finely gr calcium carbonate (CaCOs) for the
adjustment to pH t i 0.5, at %"C - 80 photoperiod: light : dark =16 h : 8 h.
Each test vessel o rol reat é@t ep plus the one for measurement purpose
was filled up w 30i1 @WCt@ ﬁlal . Duri the test, the collembolans were fed with
granulated d east %\tahty and u\_, uctlon ere (@ermmed after 28 days.

N
Toxic reference: 2©67 @) - 15 225\% borlc ac1d/kg soil dry weight; control: 5 g quartz sand
mixed into pre<4uoistened 495 artlfg‘;@l dr (i%velght artificial soil and moistened with 50 mL

deionised wat@solve@ontr& one
<
Dates of e@rlm al w@& A%@st 22,2014— September 23, 2014
% S
R @ (g
e ¢ 9 & N

S @& O

Table CA 84,2.1- 14: _ Valfdity criferia

Validity crlten@trea@ contr(ﬁ> Recommended Obtained
Mean adult moﬁﬁy <20 % 43 %
Mean number of Ju@gs per replicate (with 10 collembolans introduced) > 100 1082.7
Coefficient of variation calculated for the number of juveniles per replicate <30% 18.5 %

All validity criteria for the study were met. Therefore this study is valid.

The most recent non-GLP-test (FRM-Coll-Ref-24/14, U. Frommholz, March 13, 2014) with the
reference item boric acid was performed at test concentrations 44 — 67 — 100 — 150 and 225 mg boric
acid/kg artificial soil dry weight. Boric acid showed an ECsy of 90 mg test item/kg artificial soil dry
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weight (95 % confidence limits from 68 mg to 119 mg boric acid/kg artificial soil dry weight) for
reproduction according Probit analysis using maximum likelihood regression. The result is in the
recommended range of the guideline (about 100 mg boric acid/kg artificial soil dry weight). The
NOEC:eproduction Was calculated to be <44 mg Boric acid/kg artificial soil dry weight and accordingly
the LOECreproduction 18 44 mg Boric acid/kg artificial soil dry weight according Williams multiple t-test

procedure, o = 0.05, one-sided smaller. This shows that the test organisms are sciently sensitive.

Table CA 8.4.2.1- 15:

of Folsomia candida

Effects of amidosulfuron-guanidine (BCS-C041839) on wrtalltgn{ld re%gductl%

Test item Amidosulfuron-guanidine ( CO{§§89) %
Test object Folsqmia candida % N
Exposure Axtificial soil \ N
mg pure metabolite/kg soil 2,
dry weight Adult mortality | Mean nu of jm@ge peK%(epr uction %igniﬁcance
(%) tqs\\tﬂ ssel £SD O (% efontrohy
nominal concentration @) F@ G @ (@) &
Control 4.3 10807 o 2000 |< S
100 17.5 10565 N f °"SJ82 ey BY -
& ST 67 OfRepfoduction]
NOE Creproduction (mg pure metabolite/kg soil d%welghtd)g Q@ @ZIOO @@\\ﬂ))
LOECreproduction (mg pure metabolite /kg socgmry weight) &) A @ >109
The calculations were performed with un-rouhded value$ Y @ &
SD = Standard deviation @ N ©\ @

(*) = (Student's t-test one-sided- smaller# 0. 05@ s1i7 cant @not

Mortality

In the control group 4.3 % of t% ad
‘*\a

of <20 % mortality.

Reproduction
Concerning the numb

metabolite/k
reproducti >1

AN
ECio and ECy ﬁannot@e
@én th@ ntrokand

Conclusmr@ § K
The No%bserv@Effig%Concer@atlo

difference bet

weightattificia] soil, a

&

@

ctC

ed 1@6 thét

0130@
@ & @

f ]uv&nl s tatlstlc analysj
revealed no mgmﬁ? dlfference be&en c&ﬁrol al@
Therefore, the @o- Obs@ed-

ificial, Soil dry
g pué\sneta

sy
\@t ?lr"lhm%

e/kg@l

S

Q

S

Q" @

100 m pure@aetab&@e/k@ weli@amﬁmal soil.

3
-
3

@

o

@

@

g

N

)

@ﬁcan

ca%%& diedich @below the allowed maximum
: 9 <

tud AE's t- test, one-sided smaller, a = 0.05)

e treatment group.

(NO?C) for reproduction is >100 mg pure
bserved-Effect-Concentration (LOEC) for
ficial soil dry weight.

udy has been conducted as a limit test and the

‘g&&atm nt group was only 2.4%.
S)
@ 9,

A
OEC) for reproduction is 2 100 mg pure metabolite/kg dry
the Lowest:Observed-Effect-Concentration (LOEC) for reproduction is >
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Amidosulfuron-ADMP:
Report: KCA 8.4.2.1/08; I 2013; M-454043-01-1
Title: AE F092944 (BCS-AA25052): Effects on the reproduction of the predatory mite
Hypoaspis aculeifer

Report No.: 131048044 S &
Document No.: M-454043-01-1 @
Guideline(s): OECD 226 (2008) RS Y
Guideline deviation(s): none Q\ @ Q 9
GLP/GEP: yes ON @g N %@

. . O
Executive Summary: & S > é Ry

N

The purpose of this study was to determine potential eff: ot t@eta olite an}g@@sulf ron- ADMP
(AE F092944) on the mortality and the reproductive @nput thegio l m p

aculeifer (CANESTRINI) as a representative of soil mlcg&‘hhr%s durfog a te@eno%@ 14

10 adult soil mites (females) per replicate (8 replicgtes for%l% con&@@ growg and rephc
treatment group) were exposed to 100 mg test ifem/kgssoil we1%t eks @ r start of
exposure, the number of juveniles and surviying ntal @ w@s detefinined, Q e test was
performed as a limit test in accordance with @EC@uld%&: 22@&2008)@ @@

The overall No-Observed-Effect- Conce%%tlon (&EC @as dz@nlngd&m be =G0 mg test item/kg
soil dry weight (equals > 99.8 mg p dwg), The Lowest ffect ncentration (LOEC)

was determined to be > 100 mg te@em/k@ oil déy w%ﬁ ec§ > 99 @Yng p-m./kg dws). The
f

validity criteria for the control group th& study W&e accenplish o\
< & \
Materials and Methods: N N Q

Test item. AE F092944 (BC8:AA2562); B@ co txAE F@2944 @v B99 0002; Origin Batch No.:
23503LR; CAS No.: 363 1-2; RIMS @ 1034970 an&kysed%ﬁmty 99.8 % w/w; certificate No.:

AZ 17077. Q
SRS < & O

Per test vessel 10 a QI% soil mites were @ oseduntreated control and to 100 mg test
item/kg dry welght@f soi ‘htalmﬁg quartg, sand, 8P % kaolin clay, 5 % sphagnum peat and
0.3 % CaCOs, a¢.19.5 ~ @15 ﬁ% topﬁ hghg dark = 16 h : 8 h (580 Ix) and were fed
every 2 days @gh T yrg@hagus putrescénjiae (SCHRANKY Mortality and reproduction were determined
after 14 day4 of exp o\ ©© @\

b

Toxic standard (leeth@a;e EC @0) 4 f@ 5. %v 6.40 — 8.00 — 10.00 mg a.s./kg soil d.w.; control:
quartz sand, s%ﬁﬁem C 01 I}%l

9

Dates of wovk: S 13 @bmary 04,2013

SRS
Res
Tab?@S -16:.N Valu@% crlte@

Validity en\lgerla (for the cohirol group) Recommended | Obtained
Mean mortality afadlult fémiles <20 % 7.5%
Mean number o\§ juvem@gs per repﬁcate 250 263.9
Coecfficient of varia@ calculated for the number of juveniles per replicate <30 % 16.4 %

All validity criteria for the study were met.

In a separate study (BioChem project No. R 13 10 48 001 S, dated February 04, 2013), the ECs
(reproduction) of the reference item, Dimethoate EC 400, was calculated to be 6.64 mg a.s./kg soil dry
weight. The results of the reference test demonstrate sensitivity of the test system.
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Table CA 8.4.2.1-17: Effects of AE F092944 on mortality and reproduction of Hypoaspis aculeifer

AE F(092944
Test item Hypoaspis aculeifer
Test object Artificial soil
Exposure Adult mortality |  Reproduction S
(mg test item/kg soil d.w.) @
NOEC > 100 > 100 S Y
LOEC > 100 > 100 S @ © 9
ECyo - - SN Y @
ECy - - @ o @7 &% §0
LCs/ECso > 100 100 QS OIS
95 % confidence limit - - @ @@ ng\ @&g ‘Z”;j\
Table CA 8.4.2.1- 18: Effects of AE F092944 on mortality o@%ﬁrent&}ol]em@%ﬁms \on n er 0&9 ’
juvenile collembolans (‘Z\% @ @) @
AEE92944,_~ |\ &, @
Endpoint (mg metab@te/kg@\ d. W @
control D100 2> e é @;Q &@
Mortality of soil mites after 14 days (%) w D 8.8 & @ @
Mean number of juveniles after 14 days 0 263.9 | 2443 @ v
CV % L1640 a74 Q %, @

Reproduction (% to control) @ 100 L 93,9 N Q@’@
No statistically significant differences c@ared @e contepl Wer@cul ed (Chi? @ Test for mortality, o =
0.05; Student t-test for reproduction; a =0.05 N LN @© O N
CV: coefficient of variation, d.w.:cdr%zveigh@» artiﬁc%l soi(% S N
Calculations were done using non-rounde@gwalues @% % Q @
Percent reproduction: (R¢/ R.) 0% O (U S S 9 O\Q
R¢ = mean number of juvenil&¢gnites @e tre@ groug(s) o %
R. = mean number of Juvﬁn‘nt&s@ﬁ the cc?%rol gro§ @@ §\

S @

In the control gro Qn the te %‘oup@ arental mortality of 7.5 % and 8.8 %,
respectively, could be ob ed the 1 ay exppsure period.

Fourteen dg@fter od tlon of pa ntal miges into the test vessels, the mean number of
juveniles was®2263 9@1 the c@btrol a@244 3% the t&st item treatment group.

a = 0.05, Qn@lde 59 el ater)%ﬁnd reproduction (Student t-test, o = 0.05, one-sided smaller) of the
predatory Hy szs é@dezfer artifiéial soil at 100 mg test item/kg soil dry weight.

ECio ECyo %nno‘e calcuﬁgted §ince the study has been conducted as a limit test and the
differgfice t@en tgﬁontr@nd theltreatment group was only 7%.

RN
Conclusions: X D
The test item 0929@ sho@d no statistically significantly adverse effects on adult mortality and
reproduction of the p -5; atory mite Hypoaspis aculeifer in artificial soil at 100 mg test item/kg soil dry
weight. Therefore B e overall No-Observed-Effect-Concentration (NOEC) was determined to be
> 100 mg test item/kg soil dry weight, and the Lowest-Observed-Effect-Concentration (LOEC) was
determined to be > 100 mg test item/kg soil dry weight.

\
e i 5
The test item ed I@tatlst\i@a 2@5&10%@ adverse effects on adult mortality (Chi? 2x2 Test,

Based on the analysed content of 99.8 % amidosulfuron-ADMP in the test item the NOEC was re-
calculated as >99.8 mg p.m./kg dry weight artificial soil and the LOEC was re-calculated as >99.8 mg
p-m./kg dws.
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Report: KCA 8.4.2.1/09: . 2013; M-451142-01-1
Title: AE F092944 (BCS-AA25052): Effects on the reproduction of the collembolan
Folsomia candida
Report No.: 131048045 S
Document No.: M-451142-01-1 %)
Guideline(s): OECD 232 (2009), ISO 11267 (1999) @
Guideline deviation(s): none & o
GLP/GEP: yes § @ é &
@ % &
Executive Summary: o

The purpose of this study was to determine potential effects&the m%abok@ annd@lfuroﬁDMP

(AE F092944) on the reproductive output of the collembq]w Fola cgzizd}da a SZﬁarepr@%%elsltatlve of

soil micro-arthropods during a test period of 28 days. N & ©\ @@’@ .

& v

10 juvenile collembolans (9-12 days old) per repl@te %ﬁ@’phc S for con groand 8
. .

replicates for each treatment group) were exposed t§ untre conc&) andét@ 10 §g test Q(’%' kg soil

dry weight. After 4 weeks the number of offspr g 11e mg ntal gpilembolans
was counted. The test was performed as a lithit test dr acc nce the@ CD(}uldehne 232
(adopted 2009) and the International Standar§0 11@7 (1 06Y).

The overall No-Observed-Effect- Conce%anon (&EC @as dmg:dz%@ be >@00 mg test item/kg
soil dry weight (equals > 99.8 mg p dwg), The Lowest-QDbs erv ffect ncentration (LOEC)

was determined to be > 100 mg te@em/k@ oil déy wzﬁ ec§ > 99 @mg p-m./kg dws). The
f

validity criteria for the control group th& study w?é;e acc lish o\
N
Materials and Methods: N 9 Q Q
Test item: AE F092944 (BC&AAZ @\Ianc %de A@FO% @347 Batch code: AE F092944 00
1B99 0002; Origin Batch 2356@ 0 36315-04-2; LRMS No 1034970; analysed purity:

99.8 % w/w; certificate @ @@ &\

wergygxposed to untreated control and to 100
0 qu§ sand, 20 % kaolin clay, 5 % sphagnum
operiod: light : dark =16 h : 8 h (580 1x) and were
@)ductlon were determined after 28 days.

10 juvenile collembatgns (9-12 day@id) pertest ve
mg test item/kg drioweightsdf soilcontai g 74.

peat and 0.3 % @aC0s, af9.1 @
fed weekly Wl‘ti%gramg%%d dry st. @rtality a
AN

Toxic standard: 44©67 0 - 1% 22@@@ b0r1c acid/kg soil d.w.; control: quartz sand, solvent
control: none. & X @

S
Dates of w. Q(@ @@Febmary 0@@3 rch 01,2013

& &8
Q

Results% @)

@ @’
Tableﬁs.- 19:. & Valit@% crite@
Validity ctiteria (for the cohirol group) Recommended Obtained
Mean adult mo@ @) <20 % 2.5%
Mean number o\§ juvem@gs per repﬁcate >100 563
Coecfficient of varia@ (mean number of juveniles per replicate) <30 % 7.6 %

All validity criteria for the study were met.

In a separate study (BioChem project No. R 12 10 48 003 S, dated May 24, 2012), the ECs
(reproduction) of the reference item boric acid was calculated to be 104 mg/kg soil dry weight. The
results of the reference test demonstrate the sensitivity of the test system.
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Table CA 8.4.2.1- 20: Effects of AE F092944 on mortality and reproduction of Folsomia candida

AE F(092944
. Folsomia candida
Test item Attificial soil
Test object ) -
Exposure Adult mortality Reproduction
(mg test item/kg soil d.w.) @@
LOEC >100 >100 \§ Y
N @ © 9
NOEC >100 >100 &> % @
I
LCso/ECs0 > 100 > 100 @" SO o w
95 % confidence limit - N o BN
QQ N N
NN ) .

Table CA 8.4.2.1-21:  Effects of AE F092944 on mortal%’f parl colle@f)olar@d 0 mber@’

juvenile collembolans @) @) @
Endpoint AE F092944 (n@test 1tem7lfg soﬂ& w.) @ @
control Q{(\\ 100 & Q @
Mortality of parental ”s N @% 5 @ v @&
collembolans after 4 weeks (%) ) m Q f\@ R 5 7
Mean number of juveniles after S X @
4 weeks &&) (Q)& @f@ 5@ o @@
CV % YN Y EZENOEIFS
Reproduction (% to control) O™100 @5 103 ¢ @

No statistically significant differences corhparethto the c8ntrol w fedcalcufated for mottality (Fisher’s Exact
Binomial Test, o = 0.05, one-sided dFater) a@’reproduc ion (S %tudent—t&@st, o =39,05, one-sided smaller)

CV: coefficient of variation, d.w.: %f weight(of a@clal s&g @

Calculations were done using undedIalues \_ 9 . N
Percent reproduction: (Rt / 10 @ ~ %\
Rt = mean number of juvesties obségyed in t%treate(@roup%@ §\

Rc = mean number of Ju@mles ol%erved@ the cm%rol group) ©@

The test item cause 2.5 %are oﬁ@ at a@ncenﬁ@%ﬂl of 100 mg test item/kg soil d.w. 2.5 %
parental mona& as %&Lgo obsetyed i 1 cont

N
No StﬁtlSth&Q}y mg@ cantfect @sheg s@xact "Binomial Test, a = 0.05, one-sided greater) on
parental mortaht&%fas fqgld for @ conc@ratloh%tested

S N
No effects gn @haw& of thé'eolle ans were observed during the test.

colle ns int the ‘r@t Vessels was @y average 563 in the control and 580 at 100 mg test item/kg
soil 1st1c sig %%cts (Student-t-test, o = 0.05, one-sided smaller) on the number
of Juvemle,ig pare to ont&@roup were found at 100 mg test item/kg soil d.w.

The mean num @of ]u@mle ing ifs counted four weeks after introduction of the parental
C@

t
X
The No—Obse@—Effec@%ona@traﬁon (NOEC) was determined to be > 100 mg test item/kg dry
weight. @

ECio and ECy cannot be calculated since the study has been conducted as a limit test and the
reproduction was not affected in the treatment group (103% relative to the control).

Conclusions:
The test item AE F092944 (BCS-AA25052) showed no statistically significant adverse effects on
adult mortality and reproduction of the collembolan Folsomia candida in artificial soil at 100 mg test
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item/kg soil d.w. Therefore, the overall No-Observed-Effect-Concentration (NOEC) was determined
to be > 100 mg test item/kg soil d.w., and the Lowest-Observed-Effect-Concentration (LOEC) was
determined to be > 100 mg test item/kg soil d.w.

Based on the analysed content of 99.8 % amidosulfuron-ADMP in the test item the NOEC was re-
calculated as >99.8 mg p.m./kg dry weight artificial soil and the LOEC was re-calculated as >99.8 mg
p.m./kg dws. %@ .
S @ o ©

CA 85 Effects on nitrogen transformation @@ @7‘& @

For amidosulfuron and its metabolites amidosulfuro@‘ésmetﬁyl osuléson -d ﬁethyl-
chloropyrimidine, amidosulfuron-guanidine, amidosulfufén- b1 , %)sulfu@n-ADM and
amidosulfuron-ADHP, studies on the effect on soil mtr tran@r tl%n were @rfo In none
of the studies unacceptable effects were found at the h1@est t t&i dos%vel v@; h ra@ed fromﬁ 10
mg p.m./kg dws to 0.8 mg a.s./kg dws. An overview @all stu@s is @owdehe f@ win le.

S
Table CA 8.5-1: Effect data of amidosulfuron and l‘@tabok&s on sﬂignltroin trans@iatmesented in

this chapter

Test species Test system Test |G Q\)f Er@61nt C& @ Re@ynce

duration
&,

S @’ g
ST | ; 1987;
©

&
)
Q v, Q
@© . (Dacceiéy § 'S M-119378-01-2
@) o -
-
o

@

Amidosulfuron

S
° AN
Amidosulfuron-desmethyl o 2 A
2 ; R
inhibition of O mow, % | _____FUEav
g - ° ¢z 0.29 g p-m./kg | 527883-01-1
Soil microflora | nitrogen Nunacceptable.
transforﬁ@mon (@& @ ﬁgects S % ws KCA 8.5/11
Amidosulfuron-desmethﬁ 2chloropyrimidine (%\g &
8 % @ ;
. ition of N % €5 0.39 mg p.m./kg | 2009; M-359309-01-
Soil microflora gen (&S % 8d unac f§ d 1
: ws
epransfor@ition fy” - ects KCA 8.5/06
Amidosulfj@uani@ge < Y
N O ;
iQibition &) B e . ;
Soil microflora  |'hitrog 5, 28 de | undeceptable 20.29 mg p.m/kg | 2009; M-359398-01-
%rans%ﬁatio & dws !
x| transfQumationGy™ - 4 fects KCA 8.5/07
Amidosulfurori-biuret, IS Q
N

Q Qbmo S&f Q N o no - 2014;
L)

20.30 mg p.m./kg | M-504115-01-1

Soil mic@gom {nitroge 28 tabl
C%]ran @mmi @ | unacceptable dws KCA 8.5 /08
S @, > b effects
Amidgsulfifon-ADMP @ O
ibiti no . - M-
I Q%hlbmm()f = =>0.137 mg p.m./kg . 2013; M
Soil microflorac nitrog 28d unacceptable 453511-01-1
\ . dws
tralgtiormatlon effects KCA 8.5/09

Amidosulfuron-ADHP
= . .
inhibition of no - o0 N B 205 M-
Soil microflora | nitrogen 28d | unacceptable T I:;f/spm € 541593011
transformation effects KCA 8.5/10

dws = dry weight soil; a.s. = active substance; p.m. = pure metabolite
Bold letters: Values considered relevant for risk assessment in the MCP document



Bayer — Crop Science Division Page 129 of 152

2016-05-31
Document MCA: Section 8 Ecotoxicological studies
Amidosulfuron
Studies on amidosulfuron:
KcA 8.5/01; N B 1957; M-119378-01-2
M-119378-01-2 @@
S N
: S
S @ © &
> X @
@ v N

The study reports on a soil nitrogen transformation test with a@fdosuli%‘on t@éﬁlical o %

N STERN L BN
The study was evaluated in the EU review for the first in€jision o@imid;is%lﬁlr@& AnggX 1, a study
> @

iew is found in the previous DAR (2006). LA
review 1s found in the previous ( ) & ég\? N @@ @@ Q
The study was considered acceptable. An EU agreendpa@@of 4 9y effectat dayéS at 0. g&@gﬁ a.s./kg
d.w.soil ( 0.6 kg a.s/ha) was derived based on this t&st. AN S @
Q S >

S

S

o

R
X N © O S
Studies on the metabolites of amidosulfurtég Q Q@ EN @ @@
N &> % @
Amidosulfuron-desmethyl: \ é @ L N @
s 0y &
Report: KCA 8.5/11;J} 015;@52788@1—1 N @
Title: Amidosulfurdesrﬁ%hyl (BGS-BBS ): Effests onogg%ctivity of soil microflora
(Nitrogen @gnsformation test)>
Report No.: 1510 48&%% N §ﬁ & &) @ >
Document No.: M-527883-01- O Y @g
Guideline(s): OE%ZN @pted %600). S o 9 o
- .. AN N
Guideline deviation(s): n Q @ & %
GLP/GEP: e T O @O X
& 9 N
: © U S BN ()
Executive summa @ N Q>
The purpose of this’stud as (P\e,- the &ffects §the metabolite amidosulfuron-desmethyl

(BCS-BB54362¥pn the ctiv' of sqi}° micrgilora it regard to nitrogen transformation in a
laboratory te txThe test, was erform*)n & accordanch OECD guideline 216 (2000) by measuring
the nitroger@tsg ov%gg ép\ @\

A

A loamy sand &I\(DI@HO (:Z’ ex o@éd foé& days to 0.06 mg test item/kg soil dry weight and
0.30 mg test i kg $oil dry~weight. Application rates were equivalent to 0.045 kg test item/ha and
0.225 kg testitem/h@Lucgrne meglwvas added to the soil (concentration in soil 0.5 %) to stimulate
nitrogen traitsforngafion. Amidosulfuron-desmethyl caused a temporary inhibition of the daily nitrate
rate at testedConcentrations &¢ 0.0@g test item/kg dry soil and 0.30 mg test item/kg dry soil at
time fgterval 14 d@fter applicatien. However, no adverse effects of amidosulfuron-desmethyl on
nitrogen traf§formation in @coujd@ observed at both tested concentrations at the end of the test, 28
days after dpplication (tir% terv&\l 4-28). Differences from the control of +1.0 % (test concentration
0.06 mg test it dry@pil) and -2.7 % (test concentration 0.30 mg test item/kg dry soil, equals 0.29
mg p.m./kg drig%soil) were measured at the end of the 28-day incubation period (time interval
14-28). Amidosulfufon’desmethyl caused no adverse effects (difference to control < 25 %, OECD
216) on the soil n@ogen transformation (measured as NOs3-N production) at the end of the 28-day
incubation period.
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Material and methods:

Test item: Amidosulfuron-desmethyl; BCS Code: BCS-BB54362; Substance type: metabolite; Batch
code: AE F101630 00 1C97 0001; Origin batch code: YP 79; CAS No.: 935867-69-9; LIMS No.:
1324835; Analysed purity: 95.8% w/w; Certificate of analysis-No.: AZ 18898.

A loamy sand soil (DIN 4220) was exposed for 28 days to 0.06 mg test item/Kg soil dry weight and
0.30 mg test item/kg soil dry weight. Application rates were equivalent to 45 kg test item/ha and
0.225 kg test item/ha. The nitrogen transformation was determined in soil ariche ith luderne n?%al
(concentration in soil 0.5 %). NHy-nitrogen, NOs3- and NO;-nitrog wer&?etermid by an
Autoanalyzer at different sampling intervals (0, 7, 14 and 28 days after tfgatmen)y N §
o & Q\
Dates of work: March 18, 2015 to April 15,2015 @ Q \\ &© °<\7
& O 8T s
o £

Results: Lo

v > @
Validity Criteria: © @ Qo £
The coefficients of variation in the control (Nos-N) were <(;fﬁaxin& 10.{ and %%us f@led the
demanded range (< 15 %). Q \\ N @ @
VS A S
In a separate study (conducted from 06.01.2§t0 0@201@%6 réference item D@erb caused an
effect of +39.1 %, +62.5 % and +112.0 % ired > 25 %)0on the nitroggptransforthation in a field
soil at the tested concentrations of 6.80 ndg, 16.0@7@ a 7.00ang Dinagerb pefZkg soil dry weight,
respectively, determined 28 days afte§plication (tirhe interél 14@9 and@s demonstrates the
sensitivity of the test system. O § 2 é\’ N @
@) N % @) Q> s ©
Nitrogen transformation: & é}a ~ S] © >
The test item amidosulfuron-désmet aused@ temp6gary in@)itio of the daily nitrate rate at the
tested concentrations of 0.0%ng test k@f sod\?ﬁ@d Oi%mg te\ m/kg dry soil at time interval

7-14 days after application, >
S g O

However, no adverse effgcts o idos%ron«@smeton nigrégen transformation in soil could be
observed at both testedtoncentrationsiat the of t@es‘c, »;@a' after application (time interval 14-
28). Differences fr@ the rol of 1.0 Ypftest cen ntragon 0.06 mg test item/kg dry soil) and -2.7
% (test concentration 0.3Qyng tes@itenm/k&dry soil)were measured at the end of the 28-day incubation
period (time mgr&?al 14:28). K9,

O K O N
Table CA 8.5&: Effects on @rogen @nsfgr@tion in‘soil after treatment with amidosulfuron-desmethyl

- ~
I;;?Leal &ntrol&g 0. g te%@%m/k@il dry weight |  0.30 mg test item/kg soil dry weight
& . . . .
(days) & Vg@ & 1va£;@ 0 0.(}(4\5 g test item/ha equivalent to 0.225 kg test item/ha
SIS Q" | % dif % diff
O NN S o difference ) o difference
N; N O @;@@ate P& to control Nitrate-N to control

O':v@ 635 | * %@21 563 L 107 | a13ne | 593 | & | 026 -6.6 "
7-14 ?49 iQ 0.9%@-0.9@\94: 0.46 -85.3 -1.21 + 0.08 -149.0 "~
= <
14-28 34{&i ()3 %gl + | 0.13 +1.0"* 3.38 + 0.22 =27
The calculations were perfowned with unrounded values

D Rate: Nitrate-N 1@1 /kg soil dry weight/time interval/day, mean of 3 replicates and standard deviation
ns =No statistically@niﬁcant difference to the control (Student-t-test for homogeneous variances, 2-sided, p < 0.05)

Conclusions:

Amidosulfuron-desmethyl caused no adverse effects (difference to control <25 %, OECD 216) on the
soil nitrogen transformation (expressed as NOs-N-production) at the end of the 28-day incubation
period. The study was performed in a field soil at concentrations up to 0.30 mg test item/kg dry soil
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(equals 0.29 mg p.m./kg dws based on the analysed content of 95.8 % amidosulfuron-desmethyl in the
test item), which are equivalent to application rates up to 0.225 kg test item/ha.

Amidosulfuron-desmethyl-chloropyrimidine:

Report: KCA 8.5/06; G 2009; M-359509-01-1
Title: Metabolite Amidosulfuron-desmethyl-chloropyrimidine: D&@minaﬁon of effects on

nitrogen transformation in soil N N° &
Report No.: FRM-N-128/09 S) @ @) %)
Document No.: M-359509-01-1 S B %@
Guideline(s): OECD 216 (adopted 2000). . &@ Q\@? &% N
Guideline deviation(s): for minor deviations see Point 2.2 @6 . AN @) Y
GLP/GEP: yes N ©© K\ @Sw %\

© N D

Note: This study has been previously submitted to forn@ R]\a‘&\?}lustr@ to support tiepost Aunex [
process of amidosulfuron. It was evaluated by Austri@yind i @’rt of ¢he DA den (Fepy2011 —
Addendum to monograph prepared in the corgjt of° ost An}\wx I procedyre (newAnnex II

é‘ ined in the
O oS
O

data)).Upon request of the new RMS Flnland %&s{y hc%ig\uever eless
S
S Q Q@ Sy @

supplemental dossier.

Executive Summary: N

The objective of this study was to detergine th@%fects& the o abglf%e amidd&il furon- desmethyl-
chloropyrimidine on the activity of m@goﬂora With 1gga d t@ltrog@ transformation in a
laboratory test. The test was perfor in a danc@%ywth QECD %@eline (2000) by measuring
the nitrogen turnover. % \ @ o

& O SN
A loamy sand soil (according to"DIN <mittel lgmiger Sand’, te@ne 4 % clay, 17.4 % silt, 72.2 %
sand, 1.57 % org. carbon content) @ exp(& fore@ days g 0.04 0.44 mg test item/kg soil dry

weight. Application rates re e Val @ 3 and 00834 k %ﬁest item/ha. Lucerne-grass-green

meal was added to the ) to @mula n#trogen transformation. Between 0
and 22 % difference to.the contgo in Nitrate were me @ed 1 treatment groups in the weekly time

intervals. Durmg t -day test, 0. %é\mg a @' test kg dry weight soil (equals 0.035 and
0.39 mg p.m. /kg , Tespect ivel eleV e on nitrogen transformation in a loamy
sand soil supple nted with L@ -grass-gree eal E n though both test concentrations revealed
a statistically tgmﬁc differente to thig control he@nd of the study, the deviation from the control

was still bglow the chresh valu @cmn@%nde the guideline. In none of the time intervals
analysed during thQS day €xposur th@@ erence 1n the daily nitrate-N rates exceeded the trigger
value of 25 %. & V\g

Materials %}ﬁ@f\/{etl&

Test item: \&Amid furo esm E&@R)ymmldme sodium salt; Short name: BCS-CO78570;
LIMS : 092 Batc cod€yBCS078570-01-01; Origin Batch No.: BCOO 5766-3-3; TOX-

@ O%Qanaly%e@@contgt 88. K Iw.

A loamy s#und so %ﬂccordﬁ% to mlttel lehmiger Sand’, texture: 10.4 % clay, 17.4 % silt, 72.2 %
sand, 1.57 % o rbo ontent) was exposed for 28 days to 0.04 and 0.44 mg test item/kg soil dry
weight. Apph§ es werd@quivalent to 0.033 and 0.334 kg test item/ha. This quantities were
determined by takl e field rate and the 10-fold rate of the parent compound (0.030 and 0.30 kg
a.s’ha) and convel@flg this quantities into the molecular weight equivalent of metabolite. Lucerne-
grass-green meal was added to the soil (5 g/kg dry weight soil) to stimulate nitrogen transformation.
Soil samples of 300 g dry weight per incubation flask were used. Three replicates were prepared per
treatment. Sodium chloride was used as a reference standard in the tests. The soil was held in the dark
at 20 £+ 2 °C and about 40-50 % of the maximum water holding capacity (WHCax). Immediately after
treatment and after 7, 14 and 28 days, the soil in each jar was mixed by shaking. Samples (10 g dry
soil) were extracted with KCI, NO, and NOs™ and were determined using a Flow Analyser.

@&é
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Dates of work: August 27, 2009 — October 07, 2009
Results:
Validity Criteria:

The coefficient of variation in the control at the end of the study was 2 %. @herefore the validity
criteria for the study, which requires a coefficient of variation < 15 % in the c&@ol was fulﬁlled

In separate tests (non-GLP) the reference standard sodium chloride was ese te@ wit
agricultural soil, 16 g NaCl/kg dry weight soil had a distinct and long@rm (> days;\wlnﬂu
microbial mineralization of nitrogen. O @ %

@ @ SRS
Nitrogen transformation: o © (5% o8

During the 28-day test, 0.04 mg and 0.44 mg test item/Kgydry \zs@tht sq%&h @leva@@nﬂueﬁge on
nitrogen transformation in a loamy sand soil sup entedpwith ucernss m Even
though both test concentrations revealed a statistically signifrcant dif ferenge to the %&n‘cro the end
of the study, the deviation from the control was é@l bel&% the threshold value ed by the
guideline. In none of the time intervals analys durm@ 28 @7 exp@re th fere&c in the daily
nitrate-N rates exceeded the trigger value of §A> Q @ @

v
Table CA 8.5- 3: Effects on nitrogen % form@on m s6i afte@atnw\n%’wnth dosulfuron-

desmethyl—chlorop 1dlr® % Q @
AN o @
Time 9 2 S @Q ﬂ. . .
Interval Control 0.04 g test ‘ft@m/kg sodl dry @ht 4 mg_test item/kg soil dry weight
@waler@ 0. 033% test item/ha ¢ ~equivalent to 0.334 kg test item/ha
(days) . X Pl S
) i 1)© "/&cjﬁfere ce D D) % difference
Nitrate-N Q ﬁ@te N& "o contt Qltrate N to control
07 |oss| + |65 0w i@%@ 018 22 %.60 | 031 | 10me
7-14 3.51 @%.17 $3.65 q = [Q24 @@@4 s @7 3.53 + 0.17 0ns
S &) S S
1428 | 1.80 [Or 0027 168 Q004 655 | 168 | x| 007 6

O
D Rate: N1trat@] in Kg/dry \@ﬁt so1l/<®1e inter¥@alday, mean of 3 replicates and standard deviation
= Statistig y s1gns&gant difference to thecontrol (Stude@esg two-sided, a.= 0.05).

n.s. = No tically ificantdifferenc&b the rol (Sgudent-t Test, two-sided, o= 0.05).
3 w

ns.w. = No stat1st1ca$@1gn1ﬁc differewle to.the=control (Welch-t Test for inhomogeneous variances, two-sided, o =
N
O
SO S N N
Conclusion; © @ Y

During the@—day @ 0.04 mg and\U.44 H@Qtest item/kg dw soil (equals 0.035 and 0.39 mg p.m./kg

dws, rte pecth@@ baséd on .the %lysed content of 88.7 % amidosulfuron-desmethyl-
chloro idine=in thgyfest item) had@ge relevant influence on nitrogen transformation in a loamy
sand supplementé&d with Bucerngsgrass-green meal. In none of the time intervals analysed during
the 28 day& osure the dince&g e daily nitrate-N rates exceeded the trigger value of 25 %.

FYC
&
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Amidosulfuron-guanidine:
Report: KCA 8.5/07; GG 2009; M-359398-01-1
Title: Metabolite Amidosulfuron-guanidine: Determination of effects on nitrogen
transformation in soil
Report No.: FRM-N-129/09 &
Document No.: M-359398-01-1 @
Guideline(s): OECD 216 (adopted 2000). RS o
Guideline deviation(s): for minor deviations see Point 2.2 Q\ @ é 9
GLP/GEP: yes SIS @
@ @ Qv

«

Note: This study has been previously submitted to former R@? (Aust%a) t@é%port postAnnex [
process of amidosulfuron. It was evaluated by Austria anc{iﬂart he lg%ﬁ Add,

%?um @b 2011 —
Addendum to monograph prepared in the context o posto\ ex rocedure (n@y Annex 11

data)).Upon requgst of the new RMS Finland, the% dy 6%%; neve@%eles@}een ude@u the
supplemental dossier. Q < @ @ & @

N> Sy e
Executive Summary:

the activity of soil microflora with regard toi rogen@ansf offiationtn a la atory gosb) The test was
performed in accordance with OECD guidelin: 21&(2000) eaé&ring iﬁ@nltro%n urnover.
O .

A loamy sand soil (according to DIN ° %ﬁel lghmiger §§ﬂd’, %re: W % c@? 17.4 % silt, 72.2 %
sand, 1.57 % org. carbon content) expo&r 23 days .03%and 0.2 @lg test item/kg soil dry
weight. Application rates were equivalenfsto 0.022vand .222 kgfest it a. Lucerne-grass-green
meal was added to the soil (5 g/@ dry @ight so}’) to stimulat&nitrogén, transformation. Between 1
and 13 % difference to the contrdl in \%%te weke meas(iged in the treagment groups in the weekly time
intervals. During the 28-dayxgst, in@ oil Supr emei‘%d wit@lucerx@ass—green—meal, it was found

that 0.03 mg and 0.29 @@es‘[ itégn/ki;g weénglt soil {equivalént to 0.022 kg and 0.222 kg test

A S @
The objective of this study was to determine gﬁeffec the @abol@amid@%ﬁ@guamdine on

item/ha) had no relevan ﬂue@on pEOgen sformation dn @ loamy sand. In none of the time
intervals analysed dur@ the 28 day exposure the difnce @the daily nitrate-N rates exceeded the

trigger value of 25 Y@ @ é\g Q @@

Q S
Materials and @thogls.@ :@' @ QQ ~
Test item: Arﬁi@osulﬁ;gﬁ%—guammebgbort name: BC@%}CO41839; LIMS No.: 0920454; Batch code:
BCS-C0O41839-01-04.Origih, BatchNo.: L 6Q03-%6-20; TOX-No.: 08626-00; analysed content:
£ & go¥o-: RRL 603 y

98.3 % wiw.

Q& ox @ o é&

A loamy sand seil (ac@ing@lN ‘apittel lehmiger Sand’, texture: 10.4 % clay, 17.4 % silt, 72.2 %
sand, 1.57 Y Ofg. cathon content) exp .QQ\. for 28 days to 0.03 and 0.29 mg test item/kg soil dry
weight. A 'cati@@rates re e alen& 0 0.022 and 0.222 kg test item/ha. This quantities were
determi%} by taking the field rate and‘the 10-fold rate of the parent compound (0.030 and 0.30 kg
a.s/h@ converting @is quantitie @o the molecular weight equivalent of metabolite. Lucerne-
grass-greenge al wa$yadded@ the sQil' (5 g/kg dry weight soil) to stimulate nitrogen transformation.
Soil samples of 3%3 g dr %ight&@r incubation flask were used. Three replicates were prepared per
treatment. Sodi hlorgd¢’was used as a reference standard in the tests. The soil was held in the dark
at 20 + 2 °C aniq about 40-50 %U5f the maximum water holding capacity (WHCpay). Immediately after
treatment and after 4 and 28 days, the soil in each jar was mixed by shaking. Samples (10 g dry
soil) were extracted@yvith KCl, NO,™ and NO;™ and were determined using a Flow Analyser.

Dates of work: August 27, 2009 — October 08, 2009
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Results:

Validity Criteria:

The coefficient of variation in the control at the end of the study was 5 %. Therefore the validity
criterium for the study, which requires a coefficient of variation < 15 % in the control, was fulfilled.

In separate tests (non-GLP) the reference standard sodium chloride was used. @ these tests with the
agricultural soil, 16 g NaCl/kg dry weight soil had a distinct and long-term &Q&S days) influence on
microbial mineralization of nitrogen. @\ @ ©& %

. . ON Z
Nitrogen transformation:

During the 28-day test, 0.03 mg and 0.29 mg of the Me@bhte §mldo§ltﬁlron- nidi e?@g dry
weight soil had no relevant influence on nitrogen transforifé@tion loamy sand@pll supplemented
with Lucerne-grass-green meal. In none of the time inter anal@ed d(égmg tP\ day@%@posure the
difference in the daily nitrate-N rates exceeds the triggei®alue @\\9@5 %

© @
Table CA 8.5- 4: Effects on nitrogen transformation in sdilafter treatment %sath ar@osul

guanidine \ \ &
Time .
0.03 mg test i kg S st 1tern@oﬂ dry weight
I?éz;\:)ll Control equ1valent> 22 kg test 1£ equ1v to O 227 kg test item/ha
ol -
. Vadrtferenc®) . @ % difference
ND D
Nitrate-N N@ N S to contfol. | . @ﬂnrat@e@ﬂ to control

0-7 092 | £ | 0.13 0.89<) +° \)0.29 b %;@ 3Q.94<> St 0.08 3o

3

714 332« | 009 [-376 ] a7 @13*§ 370 | 0.07 n

O \)
14-28 1.81 | £ 0.1{& 180Cji KO)IS" 1“‘% @g + | 0.09 40

D Rate: Nitrate-N in mg/ y wel@soﬂ/n nterV day, mean of 3 re tes and standard deviation
* = Statistically signifi dlffer to th trol ( ent-t T@t two-Sided, o = 0.05).
n.s. =No statistically sighidicant d@ference to the control (Stud Pt Test two- 51ded, a = 0.05).

Conclusion: Q

During the 28 test 1@21 s @ plediented @ luceﬁe -grass-green-meal (5 g/kg), it was found
that 0.03 mg an 0 §<ng test m/l@ dry weight séid (equivalent to 0.022 kg and 0.222 mg test
item/ha) hq&% rel@nt in ence n1tr transformation in a loamy sand. In none of the time
intervals analysed @rmg the’ 28 d y exp% the ference in the daily nitrate-N rates exceeds the

\
trigger value of 25 %. %,

LS
g
Amldosulf§) b1u § ©©

& e
Report: % @ K@x 8. 5/@%; 2014; M-504115-01-1
Title: § @midosulfuron-bifiret (BCS-CQ51287): Effects on the activity of soil microflora

@ §2)(N1tr n tra mation test)

Report No.: < 14 80
Document MS§041 15-4-1
Guideline(s): § CD @ﬁ (adopted 2000)
Guideline deviation(s):\ none
GLP/GEP: @yes

v

Executive Summary:

The purpose of this study was to determine the effects of the metabolite amidosulfuron-biuret (BCS-
CQ51287) on the activity of soil microflora with regard to nitrogen transformation in a laboratory test.
The test was performed in accordance with OECD guideline 216 (2000) by measuring the nitrogen
turnover.
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A loamy sand soil (DIN 4220) was exposed for 28 d to concentrations of 0.06 and 0.32 mg test
item/kg soil dry weight (equals 0.056 and 0.30 mg p.m./kg dws). Application rates were equivalent to
0.048 and 0.240 kg test item/ha. Lucerne meal was added to the soil (concentration in soil 0.5 %) to
stimulate nitrogen transformation. No adverse effects of amidosulfuron-biuret on nitrogen
transformation in soil could be observed in both test concentrations (0.06 mg/kg dry soil and 0.32
mg/kg dry soil) after 28 days. Differences from the control of -13.8 % (test conéentration 0.06 mg/kg
dry soil) and +9.1 % (test concentration 0.32 mg /kg dry soil) were measure @the end of the 28-day
incubation period (time interval 14-28). Amidosulfuron-biuret caused no ad&@rse e ts (d
control < 25 %, OECD 216) on the soil nitrogen transformation (meas@ as ctlo&a‘[
the end of the 28-day incubation period. @ @7 &%
AN
Material and methods: @ \ @ °
Test item: Amidosulfuron-biuret (BCS-CQ51287); BC - ode &S %@12 @atc de: BCS-
CQ51287-01-02; Origin batch No.: GSE61653-3-3; Cu@mme Stder N’ TOX& -003:LIMS
No.: 1421391; Analysed purity: 93.6 % w/w; Certlﬁc@ENo &194@5 @ @

A\
A loamy sand soil (DIN 4220) was exposed for% da %0 0.0 and 0. 3% mg itendg soil dry
weight. Application rates were equivalent 0 0.04 nd (940 keMtest ha. e nitrogen

transformation was determined in soil enr1ci§wﬂh erne @eal (c@mcen@on n @,@0'5 %). NHs-

‘”\7

nitrogen, NOs- and NO;-nitrogen were de d by an % analyzer at ggfferent sampling intervals
(0, 7, 14 and 28 days after treatment). & @ Q 7, @
ﬁ S gy@ ©\ é@
Dates of work: October 10, 201% emb 0 20, @
Results: & é}ﬂ O\ @ & \\

Validity Criteria: N @
The coefficients of Varla‘uo&m the @ntro@@dﬂ%ere@lamm mY2.8 % and thus fulfilled the

demanded range (< 15 %). & S
Q O < .

In a separate study the<dfere é@tem D?oterb @mCl@n study code: R 14 10 48 001 N, conducted
from 08.01.2014 to £5/02.201 Sed a ulatiew of »s‘@ ggen transformation of +101.8 % and
+172.8 % (requlre® 259 %t 16 { é mg 217. OQ g Difivterb per kg soil dry weight, respectively,
28 days after ap%catlon @rhe i @ﬁ. 1 ) aus dembnstrates the sensitivity of the test system.
Nitrogen traﬁ@érmaﬂ% @@

No adverse%fects%@f aml(@ulfur(@biure@n nitf%gen transformation in soil could be observed at
both test concen{%ons €0,06 gggg dry @Eﬂ and¥Q.32 mg /kg dry soil) during the 28-day experiment.
Differences from the trol 13.8.86 (test edncentration 0.06 mg/kg dry soil) and +9.1 % (test
concentratio @@32 mg 7kg dr;\%oﬂﬁe me@sured at the end of the 28-day incubation period (time
interval 14 &
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Table CA 8.5- 5: Effects on nitrogen transformation in soil after treatment with amidosulfuron-biuret
Time

0.06 mg test item/kg soil dry weight | 0.32 mg test item/kg soil dry weight

I?(;Z;‘;;ll Control equivalent to 0.048 kg test item/ha equivalent to 0.240 kg test item/ha
Nitrate-N" Nitrate-NV | % difference to control | Nitrate-NV 0é%difference to control
2
0-7 425 | £ | 0.16 |4.20|+{0.34 -1.1 s 440 |+]0.16 3.7 ';5
7-14 1.62 | + | 0.09 |1.50 |+ |0.41 -7.9 ns 1.43 |+ @3 @ -11.@5' @@
@, |
- . + . . + (0. -13.8 - == o &
14-28 | 1.20 0.14 | 1.04 0.18 13.8 % 1.31 0.31 f\\;&ﬁl N
The calculations were performed with unrounded values
D) Rate Nitrate-N in mg/kg soil dry weight/time interval/day, n& of'3 r@@cate&%\d standayr d iég
= No statistically significant difference to the control (Stud@ test far hon‘&%neou rian C@@ @Qg
0. 05) N <
N @ o O
SO e @Y ®
Conclusions: \ = A
Amidosulfuron-biuret caused no adverse effects (d r}rol <5 %, QECD 21@) on the soil

nitrogen transformation (measured as NO}— @ %)end ofShe 28%a y i ation period.
The study was performed in a field soil at centra 0 32Cé%1g te@te o0il dry weight

(equals 0.30 mg p.m./kg dws based on th alyschont % §A aml@sulfu@n-bluret in the test
item), which are equivalent to apphcatm% tes u o 0. m/el& &
% SNy

<
Amidosulfuron-ADMP: ©© 9 2 $ @ <
- ‘N @ S S
Report: KCAS8. 5/61@ ; 2013; M-453511- A
Title: AE FO92}44 ( AA 2): E::gge s on th ctiv%of soil microflora (Nitrogen
transfosmatiogdest)  \ ~ L 9 | &
Report No.: 13 56.48 Ol& < S %\
Document No.: 351 & @ N\
Guideline(s): OEC (adop ted 2000) 2) &
Guideline dev1at10n(s©@9none & o Q 6@3
GLP/GEP: yes@ o L K &

S & §$9
Executive Suml@ary \© N QQ

The purpos hlS to de@%me e effedfs of the metabolite amidosulfuron-ADMP (AE
F092944) on‘the a&@'lty of@nl m1<%ﬂora @ith regard to nitrogen transformation in a laboratory test.
The test was pe@smed% acco@nce v@ OEQD guideline 216 (2000) by measuring the nitrogen

turnover. %, @@ § &

A loamy s@ soﬂ@@lN 4220) wa§;os@§for 28 d to concentrations of 0.028 and 0.137 mg test
item/kg soil dry weight. A@)hca rates Were equivalent to 0.021 and 0.103 kg test item/ha. Lucerne
meal @adde o theggsoil (concentrz@on in soil 0.5 %) to stimulate nitrogen transformation. No
adve ffect@of AEP092944, (BCSSAA25052) on nitrogen transformation in soil could be observed
in both test Concentr 10n28 g dry soil and 0.137 mg/kg dry soil) after 28 days. Differences
from the control <e§+7 9% (test eoncentration 0.028 mg/kg dry soil) and +9.2 % (test concentration
0.137 mg /kg soil) red at the end of the 28-day incubation period (time interval 14-28).
AE F092944 ( S-AA;SOSD caused no adverse effects (difference to control < 25 %, OECD 216) on
the soil nitrogen trormation (measured as NO3-N production) at the end of the 28-day incubation
period.

Material and methods:

Test item: AE F092944 (BCS-AA25052); BCS-code: BCS-AA25052; Batch code: AE F092944 00
1B99 0002; Origin batch No.: 23503LR; CAS No.: 36315-01-2; LIMS No.: 1034970; Analysed
purity: 99.8 % w/w; certificate of analysis-No.: AZ 17077.
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A loamy sand soil (DIN 4220) was exposed for 28 days to 0.028 and 0.137 mg test item/kg soil dry
weight. Application rates were equivalent to 0.021 and 0.103 kg test item/ha. Determination of the
nitrogen transformation (NOs;-nitrogen production) in soil enriched with lucerne meal (concentration

in soil 0.5 %). NHs-nitrogen, NOs- and NOs-nitrogen were determined using the Autoanalyser
(BRAN+LUEBBE) at different sampling intervals (0, 7, 14 and 28 days after tr@@nent).

% S

Dates of work: January 17, 2013 — February 14, 2013 @\ @ ©& %

Results: N s @
esults: @ % X

Validity Criteria; SN RN >

The coefficients of variation in the control (NOsz-N) were@nam@un, 50@% an @us ﬁsliﬁled the

demanded range (<15 %). é}’ Qi%

(o8
In a separate study the reference item Dinoterb (Blghem s@’y g@e R 1 @ 48 “Ij@sed a
i

stimulation of nitrogen transformation of +33.7 %<nd +4 %)9% at noterb
per kg soil dry weight, respectively,28 days after%phc&@on anththus demonstr the 51t1V1ty of
)

the test system. %, O < Q @ @

N @ %
Nitrogen transformation: @ Q Q @ @

No adverse effects of AE F092944 (B&S -AA 52) any nltr tran@ormatl@ in soil could be
observed at both test concentrations @8 mg/kg dry $oil and 2137, /kg soil) after 28 days.

Differences from the control of +7. (te@ oncegfration 8 mg/kg drigsoil) and +9.2 % (test
concentration 0.137 mg /kg dry soil@\vere"measurédgat th@@d of& 28; dzgi? incubation period (time
interval 14-28). &) é}ﬁ & \
0\ @ Q @
Table CA 8.5- 6: Effects on njt&'ogen t;@sform@on in soil aftep-treatmentWith AE F092944
Time N &\MS n@t\s’t item/Kkg soildry °\\\0.137 mg test item/Kkg soil dry
Interval Contro@ wei ‘% weight
(days) N @dmvale%to 0.02Y kg ttem/[la equivalent to 0.103 kg test item/ha
©) & a2, J %@ %
Nit@-Nl) . itratesNY Qlffe@ Nitrate-NV difference
< % I(@ N cof to control

N\ T
07 | 308[ £ h020 [B23 L2 | oled | ggaane [ 335 | & | 009 | 4soms
7-14 @30 @ 0.@ 1.2@@ + 6\0 24 5,7 -3.3 " 1.26 + 0.33 -3.3 0
14-2 + +7.9 ™ 1.02 + 1 +9,2 D
8 | 093 '+ %004 | @0 | © og%sb 7.9 0 0.15 9.2
The calculatlo ere p@rmed@?h unrg¥inded values
1) Rate Nitrateg éga g sojl dry wei ime jterval/day, mean of 3 replicates and standard deviation
b/

=No stat call nlﬁc 1ffer to t‘b&control (Student-t-test for homogeneous variances, 2-sided, p <
0.05)

Conc @ é@ @& ©\

AE FO929% caused no adVerse ef%cts (difference to control < 25 %, OECD 216) on the soil nitrogen
transformation sure@”s NOs-N production) at the end of the 28-day incubation period. The study
was performe a figld soil af@oncentrations up to 0.137 mg test item/kg soil dry weight, which are
equivalent to applic@] rates up to 0.103 kg test item/ha.

@
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Amidosulfuron-ADHP:
Report: KCA 8.5/10; I 2015; M-541593-01-1
Title: Amidosulfuron-AE F094206 (BCS-AA25045): Effects on the activity of soil
microflora
(nitrogen transformation test) &
Report No.: 151048 053 N @
Document No.: M-541593-01-1 RS o
Guideline(s): OECD 216 (adopted 2000) S @) & 2
Guideline deviation(s): none @ Ro @
GLP/GEP: yes <) S

S &@ Q\@’ .
° 95
Executive Summary @ \

The purpose of this study was to determine the effects Q?’[he m@abol g\amld&@furo DHP (AE
F094206) on the activity of soil microflora with regard & nitr El tran@@rma@e ina @borat@e test.
The test was performed in accordance with OECD dehg@w @00) b@ as@g tl@ rogen

turnover. Q& @ @

A loamy sand soil (DIN 4220) was exposed fog,28 dq‘@o O.@?\ng t@ltem/@ soil @welght and
0.10 mg test item/kg soil dry weight. Apph@on r werulvaqfént to 9.015 k @t item/ha and
0.077 kg test item/ha. The nitrogen transf&gn was de mined in soil gy 1ched 1th lucerne meal
(concentration in soil 0.5 %). NHi-nifrogen, &D dgd NOSshitrogén, werg@determined by an
Autoanalyzer at different sampling 1nt@%ls ((@ 14 and28 dixi’iﬂ’ter@atme

No adverse effects of amldosulfuro(gﬁADHR on nlﬁ@%en stor ion i &%%11 could be observed at
both test concentrations (0.02 nfg test kg s}ll dry welgh&and 0N mg test item/kg soil dry
weight) during the 28-day expetiment, OF fer s fronfdhe co 1 of .8 % (test concentration 0.02
mg test item/kg soil dry we @t) an@ @ﬁ cenc ntrat@n 0. 10@3 test item/kg soil dry weight)

d

were measured at the en thes2 ncubatlon periad (t1 interval 14-28). Amidosulfuron-
ADHP caused no adve effe@%diff%ce t %ontro@< 25 ECD 216) on the soil nitrogen
transformation (expres@@ as NQs-N-production) at the énd of S-day incubation period.

N X Q @

Material and metl@gs > %@ @Q &Q <

Test item: A sulfur@A (A 09@; BC@code BCS-AA25045; Batch code: AE
F094206 00 1° i% Origin atc o.. P 10/@3 LIMS No.: 1401264; CAS No.: 56-09-7;
Analysed p& ¥ 99 Z) W/ & CeIT icite o%ﬂlys% 0.: AZ 19246.

A loamy sand s%\(DlN‘v\;N) Was expd‘éﬁd fo 6‘ 8 days to 0.02 mg test item/kg soil dry weight and
0.10 mg test itém/kg dry% ight. Application rates were equivalent to 0.015 kg test item/ha and
0.077 kg test 1 m/h@ e nitrogen sfo ion was determined in soil enriched with lucerne meal
(concentratﬁl in %). -nitrogen, NO3- and NO2-nitrogen were determined by an
Autoana zer at erent samplinggintervals (0 7 14 and 28 days after treatment).

Date§ men@worl@mly @ 2015 — August 06, 2015
< RN

Results: % é\”

Validity criterf§§ @&

The coefficients of xatiation in the control for NO3;-N were maximum 9.0 % and thus fulfilled the
demanded range (g5 %).

In a separate study the reference item Dinoterb caused stimulations of nitrogen transformation of
+39.1 %, +62.5 % and +112.0 % at 6.80 mg, 16.00 mg and 27.00 mg Dinoterb per kg soil dry weight,
respectively, determined 28 days after application (time interval 14-28).
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Nitrogen transformation:

No adverse effects of amidosulfuron-AE F094206 (BCS-AA25045) on nitrogen transformation in soil
could be observed at both test concentrations (0.02 mg test item/kg soil dry weight and 0.10 mg test
item/kg soil dry weight) during the 28-day experiment. Differences from the control of +3.8 % (test
concentration 0.02 mg test item/kg soil dry weight) and +7.2 % (test concentration 0.10 mg test
item/kg soil dry weight) were measured at the end of the 28-day incubation p@@@d (time interval 14-
28).

%
Table CA 8.5- 7: Effects on nitrogen transformation in soil after treatment w1;®mld%\j&uron-1@HP @y
Time Control 0.02 mg test item/kg soil d @0 m t ite 501
interval equivalent to 15 g/ha dw ent té g/ha@w
(days) Nitrate D Nitrate D % @iatioon() Q@’tra te\@ %&vdevmtmn
®) ontroh S N to cqx\{fol

0-7 458 |+ | 0.65 4.51 + 0.16@ D -1.@@ @81 @Q@ 0.3@ f@“'s'

714 | 213 x| 036 | 250 |+ | 04| w216 [ | Q10 | Dirae

14-28 156 |+| 008 | 1.62 |= @9 ,®©+38';-7 k@ 4 5’0.39§ +7.208

The calculations were performed with unroundgd™v2lues Q O K
D Rate: Nitrate-N in mg/kg soil dry welgh tithe int 1/day, (ean @repho&tﬁ@ and @ndard deviation
ns = No statistically significant dlfferenc the con (S% nt-t-tegy for hmogeneo@@ variances, 2-sided,

<

p <0.05) @ @ . ég @
C @) 0\ %4% @ @ s ©

onclusion Q) S
Amidosulfuron-ADHP caused tgf?dver ffec (dlffe ce to trol < 2% %, OECD 216) on the soil
nitrogen transformation (expressed as@ ductign) at the'end (@he 28-day incubation period.
The study was performed ip field Gil at &m,centr@ﬂons ul%o 0. JO%g test item/kg soil dry weight,
which are equivalent to icati &rates@ to 0. @7 kg fest 1terngéhgt (corresponding to 0.077 kg pure
metabolite/ha). S @ & @@ &

A
S S\ & §
Supportive 1nf01@@at10n @the Q)(@' Eurdpean dc@swr format/data requirements there is no data point
that corresp to s carb n trans ation studiege & evertheless, four studies are mentioned here
as supportiveninfo on, s&e theyyare coﬂ%lned @e baseline dossier and in the List of Endpoints
from the first EUQ@VWW In congext of application for EU approval renewal of amidosulfuron, these
studies are su&fmede ce «goil carbo trax&rmatlon is no longer assessed under Regulation
1107/2009. Nagsogen t@lsformtlolgg are &)w available for all soil metabolites considered relevant

for risk ass@ment@éﬁ é & @

S Q) @CASS/@___I%S M-120507-01-2
§@@ SFrco@ni o

@
&y
o @ 20507 \-2
o
3
@

The study reports on a soil carbon transformation test with amidosulfuron technical a.s.

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (2006).
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The study was considered not acceptable, due to several deficiencies and deviations from the
guideline. No EU agreed endpoint was derived based on this test.

KCA 8.5/03; . 1998; M-143359-01-1

@@)
0% @ &
M-143359-01-1 S @ © 9
O @
N
©° & \\ © \%

The study reports on a soil carbon transformation test v@‘i a pr@uct Ciﬁonulatx cont ng 12.6%
(w/w) amidosulfuron, 1.33% (w/w) iodosulfuron-meth Odll% and 1239% @) sa &er m@mpyr—
diethyl, different to the representative formulation. @

Based on bridging considerations, it was concludé@t hat ldOSlfkﬁ.lron s no cept effect on
soil respiration up to a concentration of 0.20 mgg.s. /k pon(@ to 164’ a. sé@

The study was evaluated in the EU rev1ew>§®h &rst 1ncl@§m oi%mldos@%ron on Annex I, a study

review is found in the previous DAR (2(&) @@ N K @@

The study was considered acceptable@@o EU@eed égdpom@vas cié@gved b § on this test.
N
KCA 8. 5/@5“ 20045M- 236875 015&© \
& € R &
@ Qrom dw
@ ~ N \@) \@
6878@-1 @ & 2N
LR
S s & §
SE S RS

The statement pegvides s@por@dlsc ion t@dies A 8.5/03 and KCA 8.5/04, and concludes
that in spite e de@nc1es 0 sﬁl(CA 8.5/03 data generated reflects the safety with regard

to soil carbdh rn@ Whl@ls als kec@ by thetesults of study KCA 8.5/04.

Nevertheless, thé&:on&@of a %@ stud{@as a@unced which is found described below under KCA

8.5/05. @ @
§ Kég 5/0 ; 2004; M-182622-01-1
@ " Gl
& Fcgpsgy
MO M622-
SHe:Y
il ihe g
S

The study reports (@7 a soil carbon transformation test with amidosulfuron technical a.s.

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (Addendum of August 2007).
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The study was considered acceptable. An EU agreed endpoint of 13 % effect at day 28 at 0.06 mg
a.s./kg d.w.soil ( 0.045 kg a.s/ha) and 22 % effect at day 28 at 0.3 mg a.s./kg d.w.soil (0.225 kg
a.s/ha)'® was derived based on this test.

CA 8.6 Effects on terrestrial non-target higher plants @@

CA 8.6.1 Summary of screening data "\% \ ©&

For amidosulfuron, greenhouse screening was performed on a nu "’ of gher %ant &ws
including crops, broadleaf and grass weeds (KCA 8.6.1 « ],) A for as Ifony} urea
herbicide, the compound showed herbicidal activity for era ants\m botk@pre- dnd post-
emergence applications. The tests indicated selective contgg in cula&o a s mfg?broadleaf

plants. @
%
. . . N % S
Soil metabolites amldosulfuron—desmeth%© OSITé@m des@le yl @loro idine,

amidosulfuron-guanidine, amidosulfuron-biuret idostitfuron; %nd amidosul n-ADHP
were screened for herbicidal activity in greenhouse ys. @%e onhe comiponentiZrevealed an
herbicidal effect comparable to that of the p npacti bst . For §9me of hese ponents, this
information will be required for assessing th@gotentl relevajice of these m@boli‘cﬁ@{ groundwater,
cf. Document N4. \ <) S
& @ &L
Details of all studies are provided in t %ﬂo g table. R Y
@ W@ < D

Q"\%@@@o

18 citation of text in brackets corrected for typo, original LoE reads “(mg 0.045a.s/ha)” and “(mg 0.225a.s/ha)”
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Table CA 8.6.1-1:

Screening data for effect of amidosulfuron and selected metabolites to higher

terrestrial plants

Test design

| Test species

| Ecotoxicological endpoint

| Reference

Amidosulfuron

Greenhouse,
seedling emergence
and growth, 26-28 d

Crop plants (7'
species)
Broadleaf plants
(10'-122- species)
Grass plants (82
species)

Amidosulfuron is active pre-emergence as
well as post-emergence to broadleaf
plants. At low dosage of 20 g a.s./ha or

WY
Q

broadleaf plants d€n low.doSage (ﬁg o
a.s./ha while lgweherbictdg activif@is se

(s
against othel@ adlegt@lants @d all gl@
&

G

very few broadleaf plants are cl‘l‘ccli\«:@' N N
damaged after post-emergence use. @ @ © @@
Grasses are highly tolerant even l@%gh Q% % %,
rate of 300 grams. o XN & N)
After pre-emergencegpplication, N @) Y
amidosulfuron shogysstill agiyity (@%%mc 3@5%9 %\

!

: 1999;
DM-187775-01-1
KCA 8.6.1 /01

species. & o
Amidosulfuron-desmethyl, formulated as WP05 Q °
Greenhouse, Weed species After post-emeehce a@%utim@ % ; 2005; M-
growth, 28 d (4" species) amigQSulf ‘smcl@ \\’as@%und 244864-01-1
(LC\@ of biol¢ gical@u\ ity on the 1‘z KE®r8.6.1 /02
@ested dged spe@s. N & 2
Amidosulfuron-desmethyl-chloropyrimiding, form\ﬁated@EéWPO.’@” o
Greenhouse, Weed species N After&@gst—emergence licatoic?(@ N ; 2009; M-
growth, 28 d (8! species) ©© amidosul furofdes V- @ 363717-01-1
g{fﬁ%ropyr'r%iﬁine shgwed n§ologi%§9 KCA 8.6.1 /06
s S cagtivity o%he range of wded specids,
S Stested finder stafidard gla ouse@geening
R A | conditons. o & O
Amidosulfuron-guanidine,,l‘f@*\mula@ﬁ‘/as W}:(%’ ‘N S
Greenhouse, We@ﬁecie@ %ﬁer p%merg@ce application, ; 2009; M-
growth, 28 d (8@19ecies& midosu uron-gy niding stowed no 363717-01-1
@) & | biolagjcal actiVity onth@range of weed KCA 8.6.1 /06
E}© N @' | spetiss testeduinder, dard glasshouse
A@ @\% ening sonditiofs.
Amidosulfuron-Bjuret, formulateédas WR)3 O
Greenhouse, @ d species ©@ After post—e@V nce application, ; 2010; M-
growth, 28 & §:pe ) @ arrﬂ%sulfu@-biuret showed no 369645-01-1
N biglogical activity on the range of weed KCA 8.6.1 /07
& Ao @ @ecies@ted under standard glasshouse
o @Q & _@Pscreening conditions.
Amidosulfuror”ADME~ M Q
Greenhous& {Weed §pecies N\ | Inpimary pre- and post-emergence _,—
primary pre- and S (6 speetes) @© creening, this metabolite was almost 1999; M-185253-01-
poste ence @ (bherbicidally inactive against a wide range | 1
screeﬁ @ <) N | of grass and broad-leaved plant species at | KCA 8.6.1/08
M@ N & o O 2500 g technical substance / ha.
Amidosulfufon-ARHP, foxmulatedas WP05
Greenhouse, § Tweld specigs After post-emergence application, ; 2004; M-
growth, 28 d amidosulfuron-ADHP showed no 244563-01-1

! species)
S

@

i

biological activity on the range of weed

KCA 8.6.1 /03

species.

Amidosulfuron - Lysimeter leachate
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Test design Test species Ecotoxicological endpoint Reference
Greenhouse, Helianthus annuus | After post-emergence application, no

growth, 14 d

phytotoxicity and no growth inhibition of
percolates from lysimeters treated with 49
g a.s./ha and 54 g a.s./ha to sunflower were
observed. The tested percolate samples ¢
contained the highest not-identified @
radioactivity concentrations of the &
respective year in the lysimeter stud® e

percolate samples contained no 9

: 1992;

M-138080-01-2
KCA 8.6.1 /04

N>

amidosulfuron as the parent subst@ce i % é%
only appeared at the b@ﬁmmu osthe &% é %,
year in the lvsnngtu@pum@gt R ©

AE 1569309 [not a confirmed soil metabolite of amldosulfqﬁt}n], for@iate,d%s WP050” v

Greenhouse,
growth, 28 d

Weed species
(4" species)

Skcatior

After post-emer@ghce app

B
of the

1569309 had Lh‘u,t three
tested \&66% cies. @Uht %@l effec@
on Smupz vengiswere gtt uted to

N

Nﬁ; 2008; M-

247769-01-1
K98.6.1

natural blo <T1c@d§wlmn%\ & @
! post-emergent application of the test item @ﬁ N @) @) ‘o @
2 pre-emergent application of the test item @ Q Q@ N @ 03
N & MRS @
ST @ &N

S S
/\@@Q S ¥ O\@ N
> SN
I %%@ & O
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Studies on amidosulfuron:
KCA 8.6.1/01; G0 1099; M-187775-01-1
M-187775-01-1 @@
S N
: S
S @ © &

[Study submitted and evaluated for the first inclusion of amzd@ulfumn&m n&%c 1] @
\

The study reports on a greenhouse screening test for % 1mda§90t1v1t)& m &ulf -?‘\ (fo lated
as WP20) on a number of crops, broadleaf and gt@ I Aft post-@:ge G- treatymg t the
greenhouse trials demonstrated activity on some adlea&p antsa& expeéted fog arroectrum
herbicide. Q A S @
S & o & &
The study was evaluated in the EU review @e ﬁr@nclu A of al%bdosul@ron o@nex I, a study

review is found in the previous DAR (2006), & @@@ éﬂ %@ @

NS
The study was considered as non- esse@a at@tlonal 1§§f0rm%@1 on@ no E@agreed endpoint was
derived from this test. &) N @
@ \ %4% @@ § N @)

Studies on the metabolites of arfridosul w\\lﬁon: &S \
S & o K S
Amidosulfuron-desmethyl:z, ®) O N & &

v
TS ET S
The study s@ports a glasshousg\fest u@ standardized conditions to determine the biological
activity of metabalite ami@sulfuroh-desiigthyl (formulated as WPO05 as a vehicle for application) in

compart to &compmercial ula@h of amidosulfuron (WG75). It was concluded that the
metabplite ha@lo blO@@lcal agtlwty a range of weed species.

The study %‘as e %‘ated %e E&rewew for the first inclusion of amidosulfuron on Annex I, a study
review is foun e p1@10us @AR (2006).

The study was idered acceptable. No EU agreed endpoint was derived from this test.
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Amidosulfuron-desmethyl-chloropyrimidine & Amidosulfuron-guanidine:
Report: KCA 8.6.1/06; I 2009; M-363717-01-1
Title: Evaluation of the post emergence biological activity of amidosulfuron-desmethyl-
chloropyrimidine (BCS-CO78570) and amidosulfuron- guanidine (BCS-CO41839)
metabolites of amidosulfuron (AE F075032) &
Report No.: PP09039 @
Document No.: M-363717-01-1 RS o
Guideline(s): not specified Q\ @ é 9
Guideline deviation(s): not specified @ Ro @
GLP/GEP: no o v N é\ﬂ
AN \ @R N

Note: This study has been previously submitted to former. RWs (A@ﬂ'ld) ‘l@%sup the post Annex [

process of amidosulfuron. It was evaluated by Austria ang@ys pqrt the A dum b 2011 —
Addendum to monograph prepared in the context @ posi% nnex pro x 11
data)).Upon request of the new RMS Finland, th@ tudy s n@erthel cludggl>in the
supplemental dossier. Q& \

AN
Executive Summary: Ko § é}” @% @7 &

This test was conducted to determine the@st em@rgenciolog%al actlvity o@nidosulfuron-
desmethyl-chlorpyrimidine (BCS-CO785%Q) “and Amldourorq&guamd (BCS-C041839), both
metabolites of Amidosulfuron (AE FO7 ). Th&udy \ZH con@ted u’%der st rdized glasshouse

conditions using a WP05 formulation @2 abolite fh co son. 5 formulation of the
parent amidosulfuron. Seeds of the sp s (ER2O codlzégGahm aparifie (GALAP), Matricaria
chamomilla (MATCH), Sinapis a szs “(SINARY;, Stel (S E), Helianthus annuus
(HELAN), Brassica napus (BRSEW); @sella %rsa-pas oris (& PBR), Papaver rhoeas (PAPRH)
were planted in pots and post-mergende ap atlons%f the ‘@ta‘t@gs amidosulfuron-desmethyl-

chloropyrimidine and amidesylfuro am ade@ rates 1.66, 15.83, 7.91, 3.96 and
1.98 ga.s./ha for amido ron-desme loropyrlmldme angh 22.19, 11.09, 5.56, 2.77 and
1.39 g a.s./ha for amid uro:@am rmor the FQ t amidosulfuron was applied at
rates of 30, 15, 7.5,°3.75 1.8 gas/ha Effe wer Lassessed visually four weeks after
application. It cogbe shown @h osuon -desmethyl-chloropyrimidine nor

of ami n had any post-emergence biological

amidosulfuron-guafiidine . o 1t
activity on the r@fe of v&@ds t und tan glass se screening conditions.

N
Materials g@\’[et@l@: ég @ O @ $§
S

Test materials: %, @) N
Amidosulfuro %esme (\ chl %‘@%yr ine, f@mulated as WPO05; Batch no.: BCS-CO78570;
Certificate 0 alysc% AZ 16 7; TQX-No.£08625-00;
N

Amidos furon- Qndme@orm@@ed asg?WPOS Batch No.: BCS-CO41839; Certificate of Analysis:
AZ 16021} TOX-No: 08526-00;

¢
Amidosulﬁgﬁl ( E%WS@ 00&\@99 0013); Batch No.: COIL70090; Certificate of Analysis: AZ

X

14145.
© @

Test species: & wespecies (EPPO code): Galium aparine (GALAP), Matricaria chamomilla
(MATCH), Sinapigypurvensis (SINAR), Stellaria media (STEME), Helianthus annuus (HELAN),
Brassica napus (BRSNW); Capsella bursa-pastoris (CAPBP), Papaver rhoeas (PAPRH).

Jiffy pots (8 cm diameter) were filled to within 2 cm of the top with a silt-loam soil (20% sand, 57%
silt, 23% clay, pH 6.8 and 1.4% organic matter). Seeds of the weed species (listed above) were sown
into these pots and covered with 0.5 to 1 cm of the same soil mixed 1 to 1 with sharp sand. For each
weed species 2 replicates were used in the test. The sowing density was selected based on prior
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experience to provide approximately 60-70% soil cover by the plants at application timing. After
sowing the pots were placed into a glasshouse set 20°C+/-2°C at day and 12°C+/-2°C at night and
watered according to need. High pressure sodium lamps (400W) were used to augment daylight during
cloudy conditions and to extend the day length to 14 hours.

The parent amidosulfuron and the two metabolite samples were dissolved iraleionized water and
diluted to obtain the required dose rates. Amidosulfuron was applied a @b, 15, 7.5, 3.75 and
1.88 ga.s./ha. The metabolites amidosulfuron-desmethyl-chloropyrimigdiné arfd\°ami§ulfur n-
guanidine were applied at rates of 31.66, 15.83, 7.91, 3.96 and 1.98 &4d's./ Er amiddsulfuroh-
desmethyl-chloropyrimidine and 22.19, 11.09, 5.56, 2.77 and 1.3% a.s./h@yTor a%idosgaron—
guanidine. The post-emergence applications (28 July 2009) @Te madle usingsa hig}@recis' rack-
sprayer with a spray volume of 300 L/ha equipped with a fl@b fan negzzle. %licatigp was°earried out
at BBCH 12-13 of the weeds. Four weeks after applicatioir (25 Adgust 2009) t Breatedplants were
visually assessed for injury compared with the untreat con:gg(?lb plan&g&he &ssm@is werg,0n a
percentage basis (0 = no effects, 100 = complete kill)é% @@ @ @ @© @@
Results: Q& \\ °\§ s o @

The results of the visual assessments are presented a@@eams@vm tl‘@% repligates i]&@e following

table. § Q Q@ & @ 6@@

Table CA 8.6.1-2: Percent weed control aftg%post—@ergen@@@ppli@%n ofs&glydosu@ron and two
metabolites & @ N %)

[ga.s/h | BRSN | CARH PAPR BINA | STEM | Averag
a] w ] X ( A H )y R E e
30 58 0o |
15 45", { ) 0 61
Amidosulfuron 7.5 R < 0 50
375 @10 &S60 () 30 33 23} 30 | 65 0 31
“ > O W
1.88 0, D" 40 0 O o 9 0 60 0 13
31667 0 T B | Jo | A9 29 0 0 0 0
Amidosulfuron | 1583 | &0 D0 &0 0 0 0 0 0 0
desmethyl ez 00. (P 0 QP 0 0Q] 0 0 o | 0o | o 0
chloropyr1m1dl<>Q 39 @0 &) 0 ﬁgj 0 0 0 S 0
ne A8 . Q Q@ -
i Q@ S % 0 0 0 0 0 0
QN 0 P 0,7 07 0 0 0 0 0 0
N @11 o | ] A 0 0 0 0 0 0
midosuliugdn N
anidine 535 &0 Q{éo | Qo 0 0 0 0 0 0
S 217 [0 @ o 0 0 0 0 0 0 0
S 1394 Y 0 0 0 0 0 0
X @ Yl & |
Q& < ©

%
Amidosulfiifon ist e 3 i i i
% rated goad control of 4 of the 8 tested species with medium control of
GALAP and P an@only eak/ no control of BRSNW and STEME. A clear dose response was
observed on al spec'% except STEME where no control was seen. Neither metabolite showed any
biological activity %@H.

Conclusion:

In a direct comparison study, it could be shown, that neither amidosulfuron -desmethyl-
chloropyrimidine nor amidosulfuron-guanidine, both metabolites of amidosulfuron, had any post-
emergence biological activity on the range of weeds tested under standard glasshouse screening
conditions.
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Amidosulfuron-biuret:
Report: KCA 8.6.1/07: I 2010; M-369645-01-1
Title: Evaluation of the post-emergence biological activity of amidosulfuron- biuret (BCS-
CQ51287) metabolite of amidosulfuron (AE F075032) S
Report No.: PP10016 @
Document No.: M-369645-01-1 RS Y
Guideline(s): not specified Q\ @ ©
Guideline deviation(s): not specified S Ko @
GLP/GEP: no @ \@’ &% S
Q . %

Note: This study has been previously submitted to former @S (- <@ma) l‘&supp the post Annex I
process of amidosulfuron. It was evaluated by Austria an@ls panI the dum eb 2011 —

Addendum to monograph prepared in the contex @ nnex@’ ro x Il
data)).Upon request of the new RMS Finland, the) tudy© S n%rthel cludggy’in the
S

supplemental dossier.

S
Executive Summary: X §

©
The test was conducted to determine the pos@:erge@e biol@gical a&wlty amld@ uron-biuret, a
metabolite of amidosulfuron. The study°was copducted ai yder &z}ndard glasshouse conditions
using a WPO0S5 formulation of the metabplite in @mpar@n withoa WPBS fo tion of the parent
amidosulfuron. Galium aparine (GA@%’) atricarta ch llg@?\d , Sinapis arvensis
(SINAR), Stellaria media (STEM elt@ hus @gnuus @t‘ca napus (BRSNW);
Capsella bursa-pastoris (CAPBP),=Papdver rhoeas (P, re g 1 ted in pots and post-
emergence applications of the n@abohé}émldos}lfuron- 1uret£s§ere n?ade at rates of 22.27, 11.14,
5.57, 2.78 and 1.39 g a.s./ha. Further e, tk@pare%@ndom@lron s applied at rates of 30, 15,
7.5, 3.75 and 1.88 g a.s./ha Effects were assessed s ally Cour we@s after application. It could be
shown, that amidosulfuropsbiuret, & metgholite o amldosﬁifuron <had no post-emergence biological
activity on the range of ds te @and glas@mse %%nmg conditions.

Materials and Met@ @ é@
Test material: An‘@osulf@dn blL%) Q5 1&@) fotinulated as WPO5; Purity 97.5%; Batch
code: BCS- CQ5%87 01-@ O@ﬁ atc 67-2-9¥; Certificate of Analysis: AZ 16572; TOX-
No.: 08956-00s % @

&

AN

Amidosulfuron (AE@WSO@ form@ate a@NPOS%urlty 99.3%; Batch code: AE F075032 00 1D99
0013; Origin bat@ COI&ZOO%@@emﬁc@ offé.lyms AZ 14145.
Test spemes\@plan@%}emes %’alm iparine(GALAP), Matricaria chamomilla (MATCH), Sinapis
arvensis (@N Stell m (S E), Helianthus annuus (HELAN), Brassica napus
(BRSN\& Capﬁ bursa “pastagis (Cz%@' ), Papaver rhoeas (PAPRH).

Jiffy po s % dia %’%r) W ﬁlle&% March 2010) to within 2 cm of the top with a silt-loam soil
(20% sandig % 11t 23%Ghay, rgxé 8 and 1.4 % organic matter). Seeds of the weed species (listed
above) were so e pots and covered with 0.5 to 1 cm of the same soil mixed 1 to 1 with
sharp sand. Fo@h weed speéiis 2 replicates were used in the test. The sowing density was selected
based on prior exp@ace to provide approximately 60-70% soil cover by the plants at application
timing. After sowingrthe pots were placed into a glasshouse set 20°C+/-2°C day and 12°C+/-2°C night
and watered via flood irrigation according to need. High pressure sodium lamps (400W) were used to
augment daylight during cloudy conditions and to extend the day length to 14 hours.

The parent amidosulfuron and the metabolite sample were dissolved in deionised water and diluted to
obtain the required dose rates. Amidosulfuron was applied at 30, 15, 7.5, 3.75 and 1.88 g a.s./ha. The
metabolite amidosulfuron-biuret was applied at rates of 22.27, 11.14, 5.57, 2.78 and 1.39 g a.s./ha. The
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post-emergence applications (22 April 2010) were made using a high precision track-sprayer with a
spray volume of 300 L/ha equipped with a flat fan nozzle. Application was carried out at BBCH 12-13
of the weeds. Four weeks after application (18 May 2010) the treated plants were visually assessed for
injury compared with the untreated control plants. The assessments were on a percentage basis (0 = no
effects, 100 = complete kill).

@("@
Results: &
The results of the visual assessments are presented as means from the 4 rgoglcatio‘ﬁ\fn th@%ﬁollow%g
table. @
@
Table CA 8.6.1- 3: Percent weed control after post-emergence a@hcatlon&)f amlﬂ%sulfuréand t%Q
metabolite amidosulfuron-biuret 0 N
[g a.s./h | BRSN | HELA | CAPB PARg SINKY ST Averag
a] W "77"777777!\“@ % (¢4
30 85 1886
15 82 55 ¥ 77
Am1do§ulfuro 75 77 ] @V@ 70
3.75 60 S Q Ao 50
1.88 40 K& Q20 | 0 O3 ©o 32
22.27 0 0 0 0@ o] o] D] o 0
1L14 | 0 Q) & | o] w7 | | | o 0
Amidosulfuro 2 N N g
v 5.57 o | @ . 9 O L D 9 0 R 0 \@ 5o 0 0 0
2.78 0 i ) 0 f&g 0 0 0 < & 0 0 0
1.39 0 W] K| | R | &0 0 0 0
\)j’ )

f

o X2
, o L N .9 & .

Amidosulfuron demonstr gooontrf 6 of the 8 tested s@xes with medium/weak control of

PAPRH and STEME. % doserespongg)” was @bserved ‘on all species. The metabolite

amidosulfuron-biuret @N 1ologlcal act1v1ty at g@ @}

Q
Conclusion: @ Q° @ @ Q

In a direct CO@arlspn@tud n th§ Amidosulfuron-biuret, a metabolite of

Amidosulfuroithad n@st -emerg nc@mologlca a @ on the range of weeds tested under standard
glasshouse em@ndﬁ@a ©©

°

\
Amldosulfuronas@)M%g &Q é
Report: \@ @)@KCA g? 1/0 ; 1999; M-185253-01-1
Title: @ § O@wtlon erbic& potential of metabolites of AE F130060
Report Nay: C062929 ¢ 2
Docu %Io.: © @@ 185253-01—1\@’
Guideline(s):
Guideline ﬁlthﬂ(S@ @@ °\©
GLP/GEP: S AN

O

The study rep(§ s on %mary sc@éenlng tests for herbicidal activity of a number of components related
to active substan @‘_Q esosulfuron-methyl (AE F130060), a further sulfonylurea class herbicide.
Amongst the tested~compounds was compoment Amidosulfuron-ADMP (AE F092944), a metabolite

shared between both active substances.

In primary pre- and post-emergence screening, this metabolite was found almost herbicidally inactive
against a wide range of grass and broad-leaved plant species at the highly exaggerated test rate of 2500
g technical substance / ha.
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Table CA 8.6.1-4: Herbicidal activity of the metabolite Amidosulfuron-ADMP (AE F092944)

% Activity
c|lA|L|E]|S]|Ss
H A O C | T &
Compound g /ha ¥ E L H N E | @
s|s | mf|lc]|Aalm, 'ﬁ Y
_ E|lA]JU |G| L |EY @ Q %)
AE F092944 2500 30 0 J20] o J 40T 40 @ﬁ AN %@
o & Q\ & @
& N %© \‘&7
Amidosulfuron-ADHP: é\ﬂ § K\ N
o Ny S £ oA
KCA 8.6.1/03; I 20042445%», 1-1 SIS N
(o BT, gl fimido
QO - 2

M-244563-01-1

v
& ®) @ (SR @
[Study submitted and evaluated for the@@f tln%@szon of%mzda% ur A n@

SO e &

The study reports on a glasshofise tes@bder st}ndardizgc)d cionN} determine the biological
activity of metabolite amidosulfuronsADHP (formulafdd as \7@05 a vehicle for application) in
comparison to a commercial, fo ion&/ ami (%Jlfur@@ (W . It was concluded that the
metabolite had no biologi ctivitg on a@ge of weed spéeies.

& < S

O
The study was evaluateédin th revie? fo\g\tﬁhe first fm 1usi@\of amidosulfuron on Annex I, a study
review is found in thgyprevious DA 006)
is DARZROOOY  Q

Q & &
The study was c%sidege@cce@% N ag@ endp%t was derived from this test.
o \ @
D Ro @)

Lysimeter J@mate@ N ©© @\ $§

S o o
N
KCA 8.6,1@4; T 1992: M-138080-01-2
O Qo
© (N
N & § S
Q7 M-138080-0£2
Q BE IV S
Syeviadbhe): gptspecifidd 7
PO L S
[Study subnitted %d eva@{gﬁ%@d fa@ze first inclusion of amidosulfuron on Annex I]
(o

The study reports @ bioassay testing the effect to sunflower (Helianthus annuus) of percolates
containing the m@imum amount of radioactive residues from a lysimeter treated with 'C-
amidosulfuron. No phytoxicity and no growth inhibition were observed.

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
review is found in the previous DAR (2006).
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The study was considered acceptable. No EU agreed endpoint was derived from this test.

Other components:

KCA 8.6.1/05; . 2005; M-247760-01-1 @@’@
R o
M-247760-01-1 S @ S o
SN @
5 &@ \@ @ S
’ Q %
@ o N SO

[Study submitted and evaluated for the first inclusion of a@zdosu@on %%’nnew é;ﬁ .
@ & NS NN
@@ ©© N
The study reports on a glasshouse test under s@ rdlzggjcond:&lons téydetermine th@jg@i)loglcal
activity of component AE 1569309 (formulated as @a 1cle r appligation) i@comparison
to a commercial formulation of amidosulfurg WG7 wa@onclt@d thal@ﬂe metabolite had no
biological activity on a range of weed specie@ @

N o> N @
The study was evaluated in the EU rev1e%for th@%rst 1n@ﬂsmn§amld8§ulfurc%9n Annex [, a study

review is found in the previous DAR 6@) ) Q S % @

Q 9 @
The study was considered accep@ble “No Eg\%lgree@ endp& w%iﬁerwed from this test.

N
Note: Results of this study are ¢ ere Sof n%@evanc@for @proval renewal. New study
information on the route of ada‘@ in ro ic sqil of alﬁgzlosulf@n (cf. KCA 7.1.1.1/09) led to
the conclusion of errone p ‘e ture ssignmetit for t%chromatographlc peak formerly
assigned to AE 1569309 "*% & ted e m@ ohte@ndoibkf uton-desmethyl-chloropyrimdine.
&L

CA 8.6.2 Testlng § nogetﬁnts N) @

No studies o pure&}tlve substanc@)vere gencrat ests on non-target plants are product related
informatio as @A fou @wrepo in d@men P for the representative formulation.

O\ \
@ O A
S SR S SRS
CA 8.7 @Eff on oflrer t strighorganisms (flora and fauna)

For am1dos§furo®§ scr g%ng s on® ©t>omology species was performed, details are provided in

the follo@gng tatile. @ ©) @é\a
@ 9 N A
O
‘2§ > @@ D
S &

§ &
AN
>
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Table CA 8.7- 1: Effect data of amidosulfuron WP 20 to entomology screening species
presented in this chapter
Test design | Test species | Ecotoxicological endpoint | Reference

Amidosulfuron, formulated as WP 20

@71 999; M-134263-O;1—
Nk
S |l © o
OIS N @

@ & Qv
RSy NN @5& oww@
v § > @ O
& AT - N
&ﬂ @m = @@ @@ N
ST S
KCA 8.7/01;*, 1@ M- 563-0& $ @
g MG 0 Ry
5 N g > @
M-134263-01-1 %& o &@@ @éa N @@
NS o &0 O
RN %, S) @ . ©
o &N © N
[Study submitted and evaluatedYor tht mcl&%szon oﬂ@mdos@umn@a Annex 1]
& NN RN

The study reports on a s@mn@@t folog1 activy of a{%»sulfuron (formulated as WP20 as
a vehicle for applicatien) on d entomlogy species,cin dlffégent development stages (Spodoptera

littoralis, Oncopeltu sczatus Aphis, fabacX&ala gr za Epilachna varivestis, Tetranychus
urticae, Panonych@dmz kattellg erm§ do@sttca Aedes aegypti). The test item was

reported to not b@)effectr@ of the fe3t org -~ rns
The study Valu ew f(ﬁ\the ﬁr§@1clu51on of amidosulfuron on Annex I, a study
review is found in ‘f@prew@s DAI@ZO%{

N

The study was@md as n%‘n\esse 1, add@onal information only - no EU agreed endpoint was

derived from s tes N
§ é O "\@
< @) %

CA @ @Effe(@ on b@loglc&Lmethods for sewage treatment

For amidosy one st‘@f wit ctlvated sludge has been conducted. Based on these test results,
the DAR (200@1@‘[@0 (B9.10¥ concluded it is unlikely that amidosulfuron influences methods of

sewage treatm
S
v
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Table CA 8.8-1: Effect data of amidosulfuron to activated sludge presented in this chapter
Test species | Test design | Ecotoxicological endpoint | Reference

Amidosulfuron
1991;

M-130851-01-2

M-130851-01-2

[Study submitted and evaluated for the first z@szon amz@@ﬂlfur&%@n Ax 1] @@
N MBS

N A SRS

@ge éacterlal&tomq&tﬁ@ test@xth p@@‘lt active substance
< D

& & &
The study was rated valid in the’?ji %’w for the ﬁrst@f’ncluss@n of a@ldosulfuron on Annex I, a
study review is found in the pre%ous «\' (20) Q @

The study reports on an activated
amidosulfuron. @ (z’@

a 9 &
An EU agreed endpoint (@ s0 > Q00 m@ s./L Was derlv‘ed fromthis test.

R @
S F S & A
&
CA 8.9 M@orm data % Q
rddted b @r smc&o additional data was deemed necessary to

No monitoring ahave@en oh
complete risk°assess éhts. No rélev vagt nd relizble @nltorlng studies were found in the required

literature se@es ofthe pee&(ewe ddop n%igterat
Ok ud
Q N
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