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CP10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT

A dossier on active substance amidosulfuron was submitted February 2002 by Bayer CropScience to
the EU RMS Austria for agricultural use as a herbicide. Amidosulfuron was included into Annex I of
the Council Directive 91/414/EEC by the Commission Directive 2008/40/EC p@hshed 4 April 2008,

with an entry into force by 1 January 2009,

This Supplementary Dossier contains only detailed summaries of studies \hwh no@art 0 @e
dossier during the first Annex I inclusion of amidosulfuron and were, @f fore ,, ev%lated ng
atlo‘r&betweﬂ ew old

the first EU review of this compound. In order to facilitate discrim
information, the new information is written in black where&eys&ded te%&mdlc&t@ the, @\e’kusly
reviewed information. Ko c&
@’ \ ~ \ & N
All studies, which have been already submitted by Bayer CropScience @} th@t Ar@( [ inClusion,
are contained in the Draft Assessment Report (DA )@1d 1ts@ dr;@nd ar&includéd in t aseline
dossier provided by Bayer CropScience. The su ‘on theo erent dp01 wer en from
the Draft Assessment Report (DAR) and its Addenda @ supg@ ente&L with (ﬁv infof#hation (new
studies, references, further comments). § Q Q K @
The formulation Amidosulfuron WG 73Nis the & represéptativ rmgiﬁag{on fer the inclusion of
amidosulfuron at European level. The scu\%imarle of foxn latio$udle§and théisk assessment will
be presented in this dossier. Q N . SN
@ o 92 & & ¢
Ecotoxicological endpoints used i the f&ﬂg\mng&g&i{ ass&sment @ere dexived from studies with the
formulated product Amidosulfuron W75, tkg aetlve@gubsta@ amidosulfuron and its metabolites
listed in the residue definition for risk@sgsessment. s,
S AN )
In this Dossier only endg@ints L@i for(® rlsl&assessm}t ar resented For an overview of all
available endpoints for dmidosuf@uron a%ﬁts mé&aboli leaseyefer to the respective section of the
MCA document. In ogder to fﬁ%lhtat&dlscrl%natlon We%@ w and information submitted during
the Annex I 1nelu51@rocess @

\@@@\}Q

Q @) AN
@ @ &Q \@*’
@@ §) @@ \@
" &
S
003

! COMMISSION DECISION of 10 October 2008 correcting Directive 2008/40/EC amending Council Directive
91/414/EEC to include amidosulfuron and nicosulfuron as active substances (notified under document number
C(2008) 5703) (Text with EEA relevance) (2008/791/EC)



Bayer — Crop Science Division

Document MCP: Section 10 Ecotoxicological studies
Amidosulfuron WG 75

Page 7 of 120
2016-05-31

Use pattern considered in this risk assessment

Table CP 10- 1: Intended application pattern

Crop Timing of Number of Application | Maximum label | Application rate
application applications interval rate per per treatment
(range) treatment [g a.s./ha]
[days] [kg product/ Amidosulfuron
BBCH A o 4
- 39
, 21-492) ! S @ & o
Winter cereals %)
BBCH 1 . @ o 15 5
13-49D2) > 2 e @% %Q
. BBCH
Spring cereals 1 - @ 02-0.00° F8<3
& 12-49D - S S ~
Before flower o N o
Flax buds are visible ! Z 0'@%\_0'04 r\@ (N@%F 5'3&%
Grass/pasture @) @@7 @ @\J)) @) &é@
(permanent Spring/Autumn 1 S - N Q 0.06, E @
grass) Q AN S . [\} 2
D All EU except France/Italy (up to BBCH 32) Q\JQ @V @7 &
2 at the end of winter dormancy / onset of weed th i@ring @etatio&periodb 6@@
3 Sprin, .
o o L. 0
Risk envelope AN @ NS 9
For envelope type risk assessment, @he cri ap catlor@ﬁttem@@ cer@ is defined as single

application of 1 x 30 g a.s./ha in s&ﬁng ee{eals attBBCH @2-49.

cereals (1 x 30 g a.s./ha at BBCH-21-49.%nd 1 X5 g a. sHa at

calculations for the less criti al app Gation

&tbern v@ﬁalz also e pro

CH

e ap figation patterns in winter
~49) are considered as less

in domains where exposure

critical. To enable a possible “differ ééﬁon i mitigégon m@ures adapted to the use rate, TER

mitigation via use restnctu@may@ ne
rate).

pass rlsk°Qses

eé@

S

N
@ SN
Definition of the resigiie for I‘lSk assgss @
Due to changes in @ment der Re @wn @@7
the

were proposed 1o be 1 y
ecotox1c010g roﬁ"l‘& of t

m@@ohtes@n th@

summarlze
Q\ ) S &
L S NN S)
S & A O
@@ @ ©© %\
o & s T
& @@ \@
< &

r&@t for the critical GAP (envelope

/2009, additional degradation products
1due®eﬁn1tm} All studies necessary to describe the
relevant environmental compartments are
ocu tM% T}b@mdu&eﬁmtlﬁf@is presented in Table CP 10- 2.
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Table CP 10- 2: 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
Soil A.-Desmethyl-chloropyrimidine (BCS-CO41838) &) Aerobic soil
ol A.-Guanidine (BCS-CO41839) &~ Aergbic soil
A.-Biuret (BCS-CQ51287) S Aeobicsolt &
A.-ADMP (AE F092944) SN “\Aerobig soil
Amidosulfuron e & °%ﬁaren}&)bﬁvtand%}

A.-Desmethyl (AEF101630) @~ ., | ~Adrobicsoil. anaerobic soil
A.-Desmethyl-chloropyrimidine (BC%E}E(M 1 83@ @0 @robi@i&%ﬂ
Groundwater A.-Guanidine (BCS-CO41839) o O Aergficsoil S
A.-Biuret BCS-CQSI2¥7) 0 o, | @2 Actobic soild)

A.-ADMP (AE FQ92944) °~,~ & sAerobic gpil
A.-ADHP (AE Foﬁzoé@ N I5Simeter @achate

Amldo/ @ ron O @w KM %ar eﬂ@bsmnce)
A. Desme&y (AE é10163(52 @ﬁferobic v%ter/sediment,
@ . .

%Aerop}@oﬂ, anaerobic soil
=
A.-Desmethyl- Ch@yrlg@glme (BCS-CO41838) @ & Aerobic soil

O 9 L QO N ic soi
e | cwmageiscoivg 5|0 e
\ A.—B' BC 51 Q Aerobic water/sediment,
é ( SCQ ﬁo@ @@ Aerobic soil
KN Aerobic water/sediment,
@ADI\@AE 1;%&92944 % Aerobic soil
%uam@nocarbon}?l)sulfamlc acyf@cs %9539) Aerobic water/sediment

Air @%mﬂ@fmon@ S (parent substance)
*Justification for the res1due§ mt nsk&ssm@ee pr@ed in MCA Sec.7, Point CA 7.4.

A list of m 11tes ‘Zﬁwhlcl@\\t;ntmn@@ﬂe stgctures;@e synonyms and code numbers attributed, is
presented ifi Docu N3 afthis d@ler B

BN \
%y © N
EN A
CP 10.1 . “Effeets on birds 0th§errestrial vertebrates
The risk assessmédt has 6den pefformed according to “European Food Safety Authority; Guidance

Docu on Risk Assessment for Birdsy& Mammals on request from EFSA” (EFSA Journal 2009;
7(12)N&38), derred fin theSollowinig as “EFSA GD 2009”.
12 e o ol

S o D
CP 10.1.1 ffects on birds

Ecotoxicological oints used in risk assessment

One acute toxicity test on birds has been conducted with the product. The results from this test, and
from tests with the technical active substance amidosulfuron as reported in document MCA, will be
used for risk assessment.

All studies were previously EU reviewed for the first Annex I inclusion of Amidosulfuron. No new
data has been generated and is submitted in the context of application for approval renewal.
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An overview of the information relevant to this chapter is provided in the following tables.

Table CP 10.1.1-1:

Endpoints of the formulation Amidosulfuron WG75 used in risk assessment

Test . G
Test substance organism Study type Endpoint ) @ Reference
Acute toxicity to bird N ‘ N,
N =~
Amidosulfuron H”
WG 75 TJapanese quail acute, LD < %000 m%@Od./kg@ §& ; M-§059—
P 1 oral % b 01gh 7,
& ~ &«\ PP 8. LN
prod. = product; bw = body weight o
The study confirmed a low acute oral toxicity of t@ fo ted @duct &swt@t wit e data
generated on the active substance and used in the@étalleﬁmumerrérlsk a&essm@s presgiited in the
following. ©\ % & S
LN @) Q) N
S Q@ O
Table CP 10.1.1- 2: Endpoints for the yti@ubzfanc al?%) sulfuron use(@risk assessment
Test N O @ L. @V
Test substance organism StuQ ype[R & Endgoint @ @) Reference
Acute toxicity to Q@%@ Q S ((%@ 6&\ @;@
5 : © ~
Rz g}ﬂ ~ N A 1987; M-120936-
S % K &S 0l-1
PO PG BRI
Japan &© o A N o
Q > O | &
@ ac © @@ N\ 1989; M-
hite < ’ LD > mg a.s./kg bw | 123940-01-1
S| o o B
Amidosulfuron @ Q° % @ S §
a Mallal@dud@g@\f §
o P N @ Q @
@ § . @@ N NS 1988; M-
121564-01-1
Nl o | © T
y\% Longéérm t@f)ty toQVd @)
o\@ deeks@ NOEC 1000 ppm B 1994 M-
@ @aneséuall he e 133167-01-1
Ochrofiic, | NOEL 100 mg a.s./kg bw/d
Qrepro@etlon

Bold
a.s. =

S us fo
a\ t1 an
Risk assessm

The intended
risk envelope, the

e
of

the formul@ion is based on the proposed use pattern (see Table CP 10- 1). In the
ct will be applied in a single application on spring cereals (covering the uses in

ass sment

Tt
CCq
bi

p

bo@ welg}.ppm parts per million; d = day

winter cereals). Th@pse on flax will be addressed by a risk assessment for surrogate crop oilseed rape.
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Table CP 10.1.1- 3: Relevant generic avian focal species for risk assessment

Representative Short cut values
Crop scenario Scenario Generic focal species P . based on
species
¢ | RUDg | RUDm
- Y%
Early (shoots) Large herbivorous bird gg::_(fon o Y 16.2
BBCH 10-29 goose brachyrl‘@achus) Q@ O 2)
Cereals, Small omnivorous bird fodtark I
1x0.030 kg/ha,|  DBCH10-29 “Jark” . (Lué(u% 5 @k& S0
- i i O
BBCH 12-49 BBCH 30 -39 Small orggrvlgfous b Z?z;igigrea% SN o]’ 54
Small omnivorou§ bird - =~ Weodlark @
BBCH =40 “lark” (Lullfdrarboped) | L& | 2373
Late-late (with seeds) | Small insecti@@rous b'@;g ock (Payr witella @\; 4 é@ 27
BBCH 30-99 “dupfiock” ° %modul{@ls) )
early (shoots) Large he%or@bird S Greylag goos N .@ 15.9
BBCH 10-19 wsgooseY ) (éw@r ansefd) é ‘
mmv‘@)us b oodl
BBCH 10-29 gg 240 | 109
“]@rk” fLullula $ rea)
BBCH 30-39 §i‘nall or@woro&@lrd @ Wog%ﬂark 72 33
Q & “lark” (Luﬂ@z arbo@% ‘ ‘
< @om ous b@ @V oodlark
_ BBCH = 40 . i{ “fark” | @uilulg axborea) 6.0 2.7
1lseed rape 2
(= surro galz o N U medlum@ (2 Waqod pigeon
crop for flax) BBCH 10-19 E er&m ous/gfc@gwor lumba 55.6 22.7
rd “pigeon o palumbus
I x 0.030 ke/ha, ISEERS) d “pigeon”. W lumbus)
before flower Q © . dium ood pigeon
buds are visible B 20-29) %rblvor@s/gra rous (Columba 4.0 3.5
Ca BN R bird “pig 2 palumbus)
@ @ &7 medi Q) Wood pigeon
@BBC@‘B—B@ % I@VOI‘O dnivarells (Columba 2.4 1.1
ca 9 @@’ birghpigeon’ palumbus)
ol 7 S i}j ﬁ%dlun@ Wood pigeon
&@ @SBCHK% Q' herbivorous/gratiivorous (Columba 2.0 0.9
0 @ . ird “pigeon” palumbus)
A 11 indegti bird | Yell tail
O Kimall infectivorous bir ellow wagtai
agtal otacilla flava
%& B 10 < otail” (Motacill ) 10.9 5.9
9 Smalfinsectivorous bird Yellow wagtail
. GBBCH 20-29 Gin / wag 7.7 2.8
| }%”\\ Q" “wagtail” (Motacilla flava)
O ) )
% “Small granivorous bird House sparrow
ew s@n grass seeds |y b » (Passer 204 9.4
§ @ Sparrow domesticus)
Grasslaﬁ§ I}?e se@ﬁ(seed\ Small granivorous bird Linnet (Carduelis 247 11.4
heads) “finch” cannabina) ) )
ls;r?ﬁ(;j;ulzfri}i% v @ Large herbivorous bird Pink-foot
C%wmg shoots “g008e” goose (Anser 30.5 16.2
K§ & brachyrhynchus)
9 . Small insectivorous bird Yellow wagtail
Growing shoots “wagtail” (Motacilla flava) 26.8 11.3

Bold: Species considered in risk assessment (only worst case for each species)
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ACUTE DIETARY RISK ASSESSMENT
Table CP 10.1.1- 4: Tier 1 acute risk assessment for birds
DDD LDso
. . . [mg .
Crop scenario | Generic focal species | Appl. rate SVes | MAFoo DDD a @jkg TERa |Trigger
[kg a.s./ha] @Dw]
Amidosulfuron LN o <
Cereals . . S @ Q) ©
carly shoots | 278 hfrzlovs‘;r,?us bird 30.5 0O~ %o | %2186 | @o
BBCH 10-29 g 0.030 @10 0 |, @ Qi@oo S B
Cereals Small omnivorous bird Q
BBCH 10-29 “lark” 0@ g O'Zi\ < P> 2B 10
Oilseed rape” G 1 o .
Late-late (with | Small insectivorous bird 7@% %\ f@% ©\ ©9009 {&ﬁ 10
seeds) “dunnock” N4 | @ ’ @ S
O ¢« o @ d
BBCH 30-99 Q o & @
Oilseed rape” . . S N N @
carly (shoots) |-27& he{?ézgrs‘éﬂs bird ~ §) é}’ 50%2 @@ <@709 10
BBCH 10-19 b S Qo L~ 200 )
Oilseed rape® Small omnivorous bird . 4.0 {Q : 0.7 @ 0 > 778 10
BBCH 10-29 “lark” S i M B @ o
Oilseed rape” medium Q% © &\@ @ . 9
erbivorous/granivoros\g . >
BBOH loro | herbivorous/granivoresQ ¥ & | 55% | = YIRS 1199 | 10
i bird “pigeon” °\© S § N 5@
Oilseed rape Small insectivorous bird o I¥ Q N
BBCH 10-19 ‘waghail’© Ky 10,99 < % ~6le ] 10
Grassland . NN N 2 X
New sown grass . ‘ggamvorous b1r® @ N 4 9 @9 >2179 10
seeds p & @ < ° %
S
Grassland g @wm@%ird v O 9| >
Late season finch 0.045 peo) < 0 1.1 > 2000 > 1799 10
(seed heads) G 3& O '
Grassland L@é he V@rous e N %0 g 14 > 1457 10
Growing shoots se”_ @ N s ’
Grassland @mallmectlvoﬁg@s birb§ Q 8 12 ~ 1658 10
Growing shoatsy ”\a“wag:rail” A 6 '

# surrogate ¢op for f@uded u§y on flagy; @7 R

The TERa va %s cal

acceptablhty @gger ofd for%il eval

low and ac@table ouKeed fo rther
Q

Acute asses@nent@r blrds@arln

In th6gBFSA GP 2009’@sect10ﬁ§5 5

scenarios fcﬁ@ssesm the g

Leaf scenario: BI%S

crop and subse%®1 raififall or igation.

Puddle scenario: Bir

when a (heavy) rai

For the crops und

contammated water from pools in leaf whorls

ted « @he @fe rls@ assessment on Tier 1 level exceed the a-priori-
arlos Thus, the acute risk to birds can be considered as
ore realistic risk assessment.

1 the following guidance is given on the selection of relevant

S
of pe§p ides via drinking water to birds and mammals:
taking ater&lat is collected in leaf whorls after application of a pesticide to a

and manimals taking water from puddles formed on the soil surface of a field
1’event follows the application of a pesticide to a crop or bare soil.
assessment in this evaluation (cereals, oilseed rape (as surrogate for flax) and

grassland) the leaf scenario is not considered relevant. The risk for birds from drinking water in
puddles is addressed in Table CP 10.1.1- 6.




Bayer — Crop Science Division Page 12 of 120
2016-05-31

Document MCP: Section 10 Ecotoxicological studies
Amidosulfuron WG 75

LONG-TERM REPRODUCTIVE RISK ASSESSMENT

Table CP 10.1.1- 5: Tier 1 reproductive risk assessment for birds
. DDD NOEL
Crop Ger;elzccij:cal Appl. rate SV MAF.|£ DDD| [mg a.s./ |TERvLr|Trigger
P [kg a.s./ha] > '™ m|FTWA kg bw/d]
Amidosulfuron @
Cereals Large herbivorous bird A ’ S
early shoots g “go0se” 16.2 0.3 @ 388 é@
BBCH 10-29 0.030 10 05312 40 SRS
Cereals Small omnivorous bird o N
nivor 109 & o2 A 5777 5
BBCH 10-29 lark @ | o - N N
Oilseed rape® [ © & \U@ 2
Late-late (with | Small {r‘lsectlvor?’us bird %@ % i ) @§3 29 @% 5
seeds) dunnock S Qp @ e
BBCH 30-99 O | @ |@ &

. . . QT & > @
Oilseed rape” | Large herbivorous bird 1 K S @ 5
BBCH 10-19 “goose” Ko X i Q) Q

& & & ¢
) 2

Oilseed rape” | Small omnivorous bird | . @30 N @0 0.53 6 100 ©

1o AN < (1095 ¥ 0.2@ 577 5
BBCH 10-29 lark %& ®) @ @ % @

- @ 9)
. dium q N @
Oilseed rape” . me . Q Q> j R N
BBCH 10-19 heI’blV'OI'O‘l‘J.S( gram:zoro@ Q ® 22.7 § @%4 @@ 277 5
bird “pigeon %\ N @ o .

Oilseed rape” | Small insectivogm@bird @) 4 0\1 1066 5
BBCH 10-19 “wagtail "> %§ S é@ Q S

Grassland © AR

Newsown | Small gra %ﬁfu‘%@) @ w94 1802 446 | s

grass seeds @ V O @

Grassland Sm \Vgnivor&s bir, N Y @}

Late season “finch? é’} @ Q.4 @ 0.3 368 5
(sed heads) | © Q&% - .045§ § 0 [0.53 100
Grassland | Parge <hg\/r(b)lvor@grd N Q 1 04 259 5
Growing sho% @‘googﬁs\” @)Q N @@2 ’
@ . O S o
Grassland SQa insectivorous bird | ‘s
Growing shoots| & “Sagtail” @ © N 1.3 0.3 371 >
QT Q
# surrogate cropipr interfded use % flax S

N
& S :
The TERLT@alue@%cul in tH®reprddyctive risk assessment on Tier 1 level exceed the a-priori-
acceptalyity tri&%r of 5 for all &aluatedscenarios. Thus, the risk to birds can be considered as low
and aggeptablgyvithowtneed far furthgg, more realistic risk assessment.
D8

s &
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Long-term risk assessment for birds drinking contaminated water in puddles

Table CP 10.1.1- 6: Evaluation of potential concern for exposure of birds drinking water (escape clause)

K. |Application| NO(A)EL Ratio c?:::g,e
Crop [L/kg] rate * MAF| [mg as/ | (Application rate * No concern Conclusion
[g as/ha] | kg bw/d] | MAF)/NO(A)EL @ratio
Amidosulfuron W D ° &
Cereals 36.4 30*1.0 100 0.3 D <8 Qo condemn
Oilseed rape” 36.4 30 * 1.0 100 0.3 S No coneern
Grassland 36.4 45*1.0 100 045 2| - €50 ¢ P Noyncern
# surrogate crop for intended use on flax @@} N o N
AN

v S
& .9 & @é}

<

¥ N D
RISK ASSESSMENT OF SECONDARY POISON ‘&\ @ O N é%
Substances with a high bioaccumulation potentia@sould(@éoret@lly b@@a r'@? of g@gondary

poisoning for birds feeding on contaminated prey like fishar eartohw%rms. Far organic che Is, a log
Pow > 3 is used to trigger an in-depth evaluation of the @n‘[ial{@% bioa%umul. @

v O S v s
As the log Pow of the active substance amid@furoﬁ%d ‘ﬁ@tabo%ﬁes is @ow th@gger (<3),n0

evaluation of secondary poisoning is needi&(see %CQ, CLARY). », @

S @
$ 08 o &
NS o &5 9
CP10.1.1.1  Acute oral toxicit{y -~ = @@ § O\@
¢’ O N

.9
KCP 10}1.1/M; 19@; M-123059-01-1
° @

N
CIM-1230%9-01 2
2O Usgen cE@ s (R
S & $$
0\@ S @Q Q @
AN O
[Study subitted a@valuc@%l for g first @lusio@ amidosulfuron on Annex I]
° °\
A
The study re@s on @n acu&oragcity st for Japanese quail on the formulated product. No

mortalities @@%curre intgxication Symptagys were observed and no macroscopically visible findings
were seen a necr@@ . Ac@rdin%@ he A\gﬁkd LDso was reported to be >2000 mg product/kg bw.

The %%y wagyrated @@d insthe EUsgeview for the first inclusion of amidosulfuron on Annex I, a

study Sumnity is found ipreyi\o@ Draft Assessment Report (2006).

v
Y
An EU agreed oint ®r ac% oral toxicity of formulation “Gratil” of LDso > 2000 mg product/kg
bw was derivedMrom this test.

CP 10.1.1.2 Higher tier data on birds

No higher tier data on birds was generated, since risk assessments can be completed based on standard
test results.
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CP 10.1.2 Effects on terrestrial vertebrates other than birds

Ecotoxicological endpoints used in risk assessment

One acute toxicity test on rats has been conducted with the product. The results from this test, and
from tests with the technical active substance amidosulfuron as reported in doéament MCA, will be
used for risk assessment. <z

<

0\ N
All studies were previously EU reviewed for the first Annex I inclusio @f a '(@Eulfur(Q No@v
data has been generated and is submitted in the context of apphcatlon fo@pprov@vrenew%g é&
AN

An overview of the information relevant to this chapter is B\ra@lded @the fo&\wmg%@%es N

NN &
Table CP 10.1.2- 1: Endpoints of the formulation Amido%ron%{ﬂs usé@in ri@sess t

Test ~ &) Y 9 > ﬁ/

Test substance organism Study type é Emigomt Q @Refer

Acute toxicity to mammals NS (};\g (@& S \Z
Amidosulfuron N N0 B

WG 75 Rat o STV \g iy
& A @20 @
prod. = product; bw = body weight < & @ N 9
S Q

@
The study confirmed a low acute @ml os@y ofietl for@%ated\@foduct@onsmtent with the data
generated on the active substanc%and u @@ n th‘&letalle@lumei@rlsk\%sessments presented in the

following. N S % & Q
NN O
YQ L N B &
Table CP 10.1.2- 2: Endpo}(@f the@actlve @stanc& amidosulfuron usdd in risk assessment
Test Te W (@) © i
substance organism @udy t g @@ E%g;pomt Reference

A(;g@ toxigitx to mg{@mal @ &Q @©

NN
o O & @@@ Q
e ofa) L 5000 mg a.s./kg bw 1988; M-120196-
ISRl ol

OF 01-1

Amido- > @ <

sulfuron %Ong'@“ toxi€ity to mammals @
G

N &’ | QNOAELpuena | 10 000 ppm
@ N N 2-@ ration ® 570 mg a.s./kg bw/d
Q S) etary, | NOAELupo | 10 000 ppm
O Rat ’ K.; 1992;
% @ rgroduo@é%ﬁ 570 mg a.s./kg bw/d - ’
§ @ 2 stiidy NOELp, | 2000 ppm M-135662-01-1
Q& N @ @) 153* mg a.s./kg bw/d

as. = actlve?%’abstm%, bw = %dy weig\ﬁt

Bold values useﬁr he r1®asse ment
* Group mean intgke of gmidosulfiron (mg/kg bw/day) of Fo-females during gestation period at the dose level of
2000 ppm (Table B.6.@1 in the Annex B.6 of the DAR)

(g
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Risk assessment for other terrestrial vertebrates

Table CP 10.1.2- 3: Relevant generic focal species for Tier 1 risk assessment

Shortcut value
Long-
gf;‘::g* Scenario Generic focal species Representative specie% term RA zl‘)cal;:eillj):
@’ | based on
& _RUDw RUDyo
Small insectivorous mammal Common shr@ @ @) 2)
BBCH 10-19 “Shrew” (Sorex ara }1@) 24 4.2 7@
1 1 Q U W
BBCH > 20 Small 1nsest1V0r0}’1s mammal §?mmm&sﬁew N ®% %Q 4
shrew (07 oreNraneusN R
BBCH > 40 Small herbly\(/)(ﬁ);‘s mammal J S (Mmgomgzgﬁs) @21 % 40.9
@ O 2
Cereals, Large herbivorous mammak, R@u O %7]
1x0.030 Early (shoots) g "1ag0m0rph" . < Cug’l@f;;ls) agu@ (J @2.1
kg/ha, O S Wgod mouse >
. ) S @
BBC4}91 12-| BBCH 1029 Small om‘r‘lrlr\lzc()):l:z’s, :zal S ?&%’Odﬁ@@ @j@ 7,&@ 17.2
@ C%ylvqtj ) @
@ ood mouse
BBCH 30-39 | Small omniv 5 ar{nal @Q (Abodemus ), 39 8.6
¢ @ Q@%}/ vaticys @@g
ood fQuse
BBCH=40 | Small OQI"@&:QO ©© (Apodemus ©@ 23 52
¥ o sybegticus)
BBCH 10-19 Srpiﬁ@nsectl@rous mammal on shrew 42 76
ewW (Sexex angueus)
Sall i ivorqushammal” @ﬁomm@\sﬁ/rew
- BBCH220 | shw);& Qe o A Sordtaranens) 1.9 5.4
ilsee ) A
rape | BBCH> 4@§ Smfld erbl.%a. S 2 s mthon vole 181 | 341
(=surrogate & 1 (Mcrotus arvalis)
crop for All s ?@&3 Large hethivoro i amn@y it (erctolagus 14.3 35.1
flax), ® 3 gom & § cuniculus)
1 x 0.030 Q . Wood mouse
X BRE 1029 7| Swglfomnivgrous “@Ehal (Apodemus 7.8 17.2
kg/ha, N @ouse @
before & \\:}9 & sylvaticus)
flower buds @ ©Small (@mvg @mam Wood mouse
- BBCH 30-39 VoL (Apodemus 23 52
are visible @ m@e
AN O AN sylvaticus)
@ Wood mouse
: %’)BCH &40 Small o m(‘)’;%@‘ammal (Apodemus 1.9 43
@ f\@ A A sylvaticus)
% Aﬁz%eam@ Lar€o hfrb%ous r,r’lammal Brown Hare 173 326
§§ . lagbmorph (Lepus europaeus)
& N7 @all 1n@worous mammal Common shrew
(lirasglgzl(si Lat@ &y “shrew” (Sorex araneus) 1.9 5.4
XU % Q Smaﬁlerblvorous mammal Common vole
kg/ha, @g ason 1 : : 72.3 136.4
spring/ s vole (Microtus arvalis)
autumn Late s Small omnivorous mammal Wood mouse 6.6 14.4
(seedheads) “mouse” (Apodemus sylvaticus) : :
New sown grass| Small omnivorous mammal Wood mouse
6 2 . 6 . 6 1 4 .4
seeds mouse (Apodemus sylvaticus)

Bold: Species considered in risk assessment (only worst case for each species)
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ACUTE DIETARY RISK ASSESSMENT
Table CP 10.1.2- 4: Tier 1 acute DDD and TER calculation for mammals
DDD LDso
Crop Generic focal species Appl. rate DDD| [mg/kg | TERa|Trigger
[kg/ha] SV |MAF90 chwl
Amidosulfuron %@
© <

Cereals Small insectivorous mammal @ @
BBCH 10-19 “shrew” 7:6 (&% 6@7% 21@0

Cereals Small herbivorous mammal O ) N

BBCH > 40 e LRI 2075 1910
; 0.030 @ @ 0 50%

Cereals Large herbivorous mammal 401 DS > 3&5\9 10
Early (shoots) “lagomorph” @@ T S) &3 N &

Cereals Small omnivorous mammal 6op @ N
BBCH 10-29 “mouse” 5§ﬂ L@ = 05 I Go6pS 10
Oilseed rape” | Small insectivorous mammal o
BBCH 10-19 “shrew” N S 7o |, 02 @é 21930| 10
Oilseed rape” | Small herbivorous mammal v N ~ q %ox Q

BBOT ~ 10 oo Q 9 3@@ « P10 4888 | 10
: - : Q) 0.03 &S5 1.0 500607
Oilseed rape” | Large herbivorous mammal® & 331 | 5o @ 4743 10
All season “lagomorph” & Q 7 NI ‘Zig @@
Oilseed rape” | Small omnivorous mam ) AN 2 q
059 monseOF | o] Fos 9690 | 10
Grassland Large herbivorous maimal ° L ) N N
All season “lagomorp@ i\’ > 4826| O & 3408 10
Grassland Small insectivorous mammal S <, N
Lot “shiew” O . 54 §@0.2 20576/ 10
Grassland Small herbjifretous r%mma@ 0.0 ? °$3 6 &o 6.1 5000 815 10
All season ole* Q é @ ) % ]
Grassland Small@ﬁmvor&s mammal 9 &
Late season O “mouse’ I& o Q 4’ 0.6 7716 | 10
(seed heads) Y 5 fQ &Q D
# surrogate crop for intende@e o @ N N
°\ % @ Q

@

SR S
The TERA&alues@%culaé in t@ acut@f'lsk assessment on Tier 1 level exceed the a-priori

acceptability tri
considered as 1

iggr of 10 for

and a@eptab@mthoﬁ{; need f&» further, more realistic risk assessment.

S é@ 5 &
© Q Q
S O 4 ©
§@@ S & o
7, @§\
o
@

eval %d seenarios. Thus, the acute risk to mammals can be
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LONG-TERM REPRODUCTIVE RISK ASSESSMENT
Table CP 10.1.2- 5: Tier 1 long-term DDD and TER calculation for mammals
DDD NO(A)EL
Crop Generic focal species | Appl. rate DDD [mg TERvyLr | Trigger
[kg/ha SVm |[MAFm| fiwa ke/bsy/d]
Amidosulfuron N @)
Cereals Small insectivorous °
BBCH 10-19 | mammal “shrew” 4.2 0.1 }\ @ 22& %
i S 2y g
Cereals Small herbcl‘voro‘l‘ls 217 0@ > %3 % 5
BBCH > 40 mammal “vole Y o N
. 0.030 1.OG}0.53 W53 ¢
Cereals Large herbivorous N ”
« ” 223 @ g4 v B2 5
Early (shoots) | mammal “lagomorph 2, ® @
Cereals Small omnivorous ?@ ‘N K NN o
S 78 @ W S 455
BBCH 10-29 | mammal “mouse N A S D
. # . . Q
Oilseed rape” | Small insectivorous %Q L © Q@O.l @ d 2294§ 5
BBCH 10-19 mammal “shrew & N . @ O
Oilseed rape” |  Small herbivorous N N L
oo 18139 Fy | o 2 5
BBCH > 40 mammal “vole 0 03()%@ 10 %} 53 @3 K
Oilseed rape” | Large herbivorous ' @ 14 BQ ) Q@ ' 0.2 @ @@673 5
All season | mammal “lagomorph” N & &) %)
Oilseed rape” |  Small omnivorous %& Q 3 @ @)@ N @@ 1234 5
10-29 mammal “mouse” ) o g@ N
i ) &)
Grassland Large hfrblvorous O . Q 1 Q\\g@ ©Q \0 4 |Q 371 5
All season | mammal “lagomorph %\ o @ Q °
Grassland Small 1nsef:‘t1vog(%)§@ § 419 ¢ @ 0. 05\ 3376 5
Late mammal “shrew @ Q & &
i 0.04 o 1. 0.53 153
Grassland Small herbigésous () 8] g5y | 10905 @1 7 28,7 s
All season mammal Syole @ . S
Grassland ) = @ N
Late season iﬁﬂﬁgg&e@ X 665 |02 072 | 5
(seed heads) S SN D [(\© Y
# surrogate crop for intgnded n flax™® & N
N & $° S

The TERyr valyes ca “itated i
acceptabilityfiigger

the reproductivi

low and acceptabléWithout fded fo

% @
Long-term risl&sest for‘miam
The puddle ﬁ@ario @

elevantfor t

Y

rthe&@ore reatistic risk assessment.

O A

J drin@g contaminated water
ng-tétm risk assessment.

gisk agyessment on Tier 1 level exceed the a-priori-
fortall evaldated scenarios.Chus, the risk to mammals can be considered as

Q Q" S
Table 5&0.1.;; 6 EVZ)@tlonéof S&tenh@oncern for exposure of mammals drinking water
“E

Skoec YAppliation| NO(A)EL Ratio e
Cropw % [L/k AN rate *MAF| [mgas/ |(Application rate * No concern Conclusion

& 6& [kljg as/ha] kg bw/d] | MAF)/NO(A)EL if ratio

Amidosulfuron

Cereals 36.4 30* 1.0 153 0.2 <50 No concern
Oilseed rape® Y 36.4 30* 1.0 153 0.2 <50 No concern
Grassland 36.4 45* 1.0 153 0.3 <50 No concern

# surrogate crop for intended use on flax
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RISK ASSESSMENT OF SECONDARY POISONING

Substances with a high bioaccumulation potential could theoretically bear a risk of secondary
poisoning for mammals feeding on contaminated prey like fish or earthworms. For organic chemicals,
a log Pow > 3 is used to trigger an in-depth evaluation of the potential for bioaccumulation.

As the log Pow of the active substance amidosulfuron and its metabolites is bel (g@ the trigger (< 3), no

evaluation of secondary poisoning is needed (see Sec.2, CA 2.7). &
o M &
S @ @ &
QN @
CP 10.1.2.1 Acute oral toxicity to mammals @ §

One acute toxicity test for product Amidosulfuron WG75 o@ats (*é@}iﬁ 1989;
M-123295-01-1); the study is found reported in the t@olqu@ect f ent P, study
& N %
CP 10.1.2.2 Higher tier data on mam@l’s Q @ N @
@bted
test results. &
& e
< ©)
CP 10.1.3 Effects on otheéjterres:t{j%ll VeQ&brat@’Qlldl&l@%(re&wes and amphibians)
%\

reference KCP 7.1.1/01. According to OECD guldehn@ 01 4{1} resul@yof thisy tudy@@rres d to
LDso >5000 mg/kg body weight. @
To &8
RN
& @
S & O @
No higher tier data on birds was generated, s&e r& asse nts gan be c sed on standard
S & Y @
N
v L9 &
S & o & &7 O
No additional studies are available or @@ured wnder théfdata re@rem@s of EC 1107/2009.
S K
% @ & \ Q @ <
Q S
CP 10.2 Effect$ a u@% or%ﬁsm& @ N
Q G &

t A sul WG75 has been characterised via a

which™is @Wn in Table 10.2-1. All studies were
x JSHiclusion’ of amidosulfuron. No new data on the

1tted the @ntext of application for approval renewal.

The effect on aquat@@rganlsms of !
comprehensive se oS, L\' i
previously EU Vlewe 1
formulation ha&been &?}erated dis

Q
Moreover, endpo;r?@generz@d for @e aié substg?fce and its individual metabolites will be used in
risk assessments&%n ovz%wew @ this \ n is provided in Table 10.2-2, for study details

reference is m%ﬁ to d enit% §
N

Metaboht@ @

In th assessﬁr)nent @Y the aquatlc\@lpartment the following metabolites of amidosulfuron have
to be & dre Q@ @
\ o

% & Q\
Amidosulfuron- eth, (AE TF101630), amidosulfuron-desmethyl-chloropyrimidine (BCS-
C041838), ADMP (AE F092984), amidosulfuron-guanidine (BCS-CO41839), amidosulfuron-biuret
BCS-CQ51287) an nidinocarbonyl sulfamic acid (BCS-BI49539).
* Complete acuted@Xperimental data set is available for the metabolites amidosulfuron-desmethyl,
ADMP.
*  Amidosulfuron-biuret, amidosulfuron-guanidine and amidosulfuron-desmethyl-chloropyrimidine
were only tested on aquatic macrophytes, the most sensitive organism to the parent compound.
* No tests are available for the metabolite guanidinocarbonyl sulfamic acid.
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* Despite the presence of the structural group responsible for sulfonylureas herbicidal activity
(Sinclair, 2009?), tests demonstrated a lack of herbicidal activity for both a-desmethyl (KCA 8.6.1 /02)
and a-desmethyl-chloropyrimidine (KCA 8.6.1 /06). Moreover, the same results were obtained for the
metabolites characterised by a cleaved sulfonylurea moiety, i.e. ADMP (KCA 8.6.1 /08), ADHP
(KCA 8.6.1 /03), or a disintegrated pyrimidine ring, i.e. a-guanidine (KCA 8.6.1 /06) and a-biuret
(KCA 8.6.1 /07). Therefore all tested metabolites lost the toxophore responsible for the biological
target activity (i.e. herbicidal activity). According to the risk assessment sc e for metabolites (pp
143-144) of the Guidance on tiered risk assessment for plant protection products foﬁa@%ati Srganisms
in edge-of-field surface waters (EFSA, 2013%), risk assessment for meta@es % ut to;@phor@%‘n
be based on active substance data. &@ . @ &% é&
° N
No tests were performed to characterize neither the toxicity @égual@inoc@%lyl sui?a)mic m% nor its
herbicidal activity. It is a tertiary metabolite resulti &frorg e degtadation@f a sulfuron-
guanidine and/or amidosulfuron-biuret which do not sh@w any, herbicigalactivity: Con§equently, it is
assumed that the toxophore is no longer present in s mefapolite_and th@@k a@sme an be
addressed using information from the parent substance. o §@ &
AN & @

* The trigger for chronic risk assessment (DToo> 1d) i@t fo met lites.@ordQ?to the AGD
stepwise approach, the parent chronic endpRuits ca@ e us¢g 1n the meta%)hte risfopssessment as
surrogate values for all tier 1 taxonomic gEQUPS. Asa urth%%ﬁn ent ste@{ on-testig methods, e.g.
QSAR calculations, are possible befor@perim@ﬁl chrgyic testing for metaboli@s is required. Thus

the chronic risk assessment for all thes tabolites is bésed on f¥drent gfidpoin 9
IS n par .o §

©
©°©&@§©\©

& ¢y LN
O\b\E@@)&%@Q@
@@&\Q@Q@
S O & >N
§@Qv©@\
& S S @
o v & QD
SENF SR RS
@@\}@
RS <A
SR 2 SR O
/\O©©©\@7%
A
&%@@é&
Of%%@@@%@é@
N
SN RS
©
@QQ@QD@@%}
@ © A 0N\
©
N A

2CJ Sinclair P hesis@niversity of York Predicting the environmental fate and ecotoxicological
and toxicological effegts of pes@ide transformation products
https://www.research@ate.net/publication/235934684 Predicting_the environmental fate and ecotoxi
cological_and_tox@logical_effects_of " pesticide_transformation_products

3EFSA 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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Ecotoxicological endpoints used in risk assessment
Table CP 10.2-1:  Endpoints of the formulation Amidosulfuron WG75 used in risk assessment
Test substance | Test organism | Study type | Endpoint | References
Fish, acute
Cyprinus carpio acute static 1989; M-
(Mirror carp) 96 h LCso 449 mg pr(’@%’“’% 125130-01-1
@ @
Oncorhynchus mykiss
[former Salmo acute static LC ! 5%(@;;% %r;i?k
gairdneri] 96 h %@ s/ Q
(rainbow trout) J\(m’m) A
Fish, long-term < U z
; (]
Oncorhynchus mykiss flow-through, NOEC R @’ N
[former Salmo . . ) ’NOE o 0 mg p L d
. . juvenile growth, (CONE A
gairdneri) 21 d grow 59 mg@.s./L om)
(rainbow trout) Q %G
Aquatic invertebrates, acute N ;\ﬁ f\\& (§
N @ s d/L g
Daphnia magna acutg @c E Q _7 me " 0 1989; M-
%) B, = 14@9 mg 01
(water flea) 48 & é @ Q4 S A, @ 125182-01-1
Amidosulfuron & @ s o
WG 75 Aquatic invertebrates,iiﬁlg-ter@> o @ EN
o 7 o d/L b
Daphnia magna repg&ﬁﬁchonx N@C @ m% as/L 1989; M-
(water flea) 21@ & 125137-01-1
@ f\& @ Q @ (nom)
) e/
%y q N S acc. EFSA
Daphnia &, [reppeduction mi%rure N 1.3 me prod /L Journal
(water fl @Q 2 S @OEC. Y EPrOGL 1 11(7):3290
@ 2 M (2013)
Alg &L R
& N N4 33.8 mg prod./L -,;
chedes ro § E@ —258mgas/LA | 1991; M-
bSp ’“’ "’ ition, 122 d/L  |129467-01-1
°«| (green, alga) @) @FE.Cso mg prod. D
S g S N ' =93 mg a.s./L*nom)
N A@ﬁc macrophyt®s, 07
0.0101 mgprod/L || TGN
&mna@ Q@ gr O%Eon S | B 000773 mgas/A |2003; M-
%Yduck@ tic ’ EC 0.010 mg prod./L 231187-01-1
. 2 S G50 _0.00765 mg a.s /LA

(nom) nominal &dhnce

AEFSA

ntration , pre€
ientific®¢eport (20
@

= pr

N
t; a.9.= active substance
7) 1161-86, €onclusion on the peer review of amidosulfuron

Mlxt§to:éfy r1 ssess@%nt a \rdmg to the Aquatic Guidance document
NS

The avallable

d %n th

and 5) is obse§$,

considering the amq

rmulated product show that no synergy or antagonism (MDR between 0.2
d, except for e chronic study on Daphnia magna. The MDR for this study is 0.04
of active substance in the formulation (Table JCP 1.4.1-1). The reason for this

discrepancy is unkfigivn; consequently the mixture toxicity long term risk assessment for invertebrates
will also be conducted with the calculated mixture endpoint of 1.3 mg prod/L (i.e. based on the
endpoint of the active substance and its amount in the formulation).
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Table CP 10.2- 2:

Endpoints for the active substance amidosulfuron and metabolites used in risk

assessment
Test substance Test organism Test Endpoint References
system
Amidosulfuron Fish, acute 1987 M.
Oncorhynchus mykiss | Acute, LCso > 100 mg ’
(rainbow trout) static, 96 h as/Laom) O 117%)501_1 S
N) @ Q) !i(O
Lepomis macrochirus @ ; 1987; 2.
(bluegill sunfish) ) &@ L 199377001 &)
Cyprinodon Z)é o ® s
: SNIEFAN . 1988; M-
variegates é\a Q KK 120514-012)
sheepshead minnow ’ . °
( P ) @ %\ o3 > QD 2,
X %03 M
R Q@ g@ 123929-01 o
q N e
<2 - N A% @?@
Fish, chronic N f}(\\g S
e Doy &
On.corhynchus mykiss ear}y@ EC Q 9.72 mg @ - 2015; M-538454-
(rainbow trout) st@test 4 S9N a.sfymm) @ ,
g O | S oY
S & @~ | KeA822/01
Aquatic invertebrate&h\\?féute N A oY @
Daphnia magna &l Acute,” @/ 50 (3§6 m, & _; 1987; M-
(water flea) statig,  ° a.8./1@hom Sy | 119379-01-1
D Jagn & O
Aquatic invertebrate roni¢g) 7 Oy
Daphnia m Q chrofic.  ['NOEC, © 1.0 mgs - 1991; M-
(water ﬂ@ & | semistatic, S | 2.8 hom) 130193-01-1
@»Q Ql @ |
Algagy” & &2 o>
Sce@esmus @ Gro @%‘0 45 mg ; 1988; M-
subpicatus> ] inbiition, s /Lom® 120327-01-1
@reen algd) 4 O
N @
N & D N ; 2016; M-
A @ S O LW o 549424-01-1
N @ Q\ KCA 8.2.6.1/08
S & & ©
. Aqusfic planty 2N
S | Lepitt gibba Growth” | ECso | 0.0092 mg ; 2002; M-
(@yek weed) @’ | inhdbition, a.s./L 208657-01-1
% @) @ © %i-smtic,
@ @ fy &
& S @ ©

4 An acute s{ﬁdy 0
invertebrates ac

1
no need to perfo‘ﬁ spegific risk
freshwater bodies onlyg

ysido@ahi@also available, the ECsg is 75 mg a.s./L. The lowest endpoint for aquatic

S

dies @as selected for risk assessment (ECso of 36 mg a.s./L on Daphnia magna). There is

essment with Mysidopsis bahia endpoint, because PECs are calculated for

’> The endpoint for th@%econd algae species (Navicula pelliculosa) is an unbound value : E.Cso > 84.2 mg a.s./L.
It has not been selected for risk assessment because 84.2 mg/L is the NOEC. According to the Aquatic Guidance
document, ECso have to be used for the risk assessment on algae.The most sensitive species of the two algae
species is clearly the green alga as effects were observed at 10 mg/L and above while no effects were observed
up to 84.2 mg/L for the diatom.
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Test substance Test organism Test Endpoint References

system

. Fish, acute
Amidosulfuron- Oncorhynchus mykiss | Acute, LCs >100 mg p.m./L ; 1993; M-
desmethyl | inbow trout) static, 131849-01-1
96 h

@
Fish, chronic ol
Oncorhynchus mykiss | early life NOEC | 9.72mga.s./L,
(rainbow trout) stage test Q\ 2915; MG38454-C
(SN

Parent endpoint @

0%
@ | Reasryor &

Aquatic invertebrates, acute O R
Daphnia magna Acute, : 3; M-
(water flea) static, ‘?’V 3_0]@3}’ .
48 h @ Lo

Aquatic invertebrates, chronic N
Daphnia magna chronic, W
(water flea) semi static,@% 1& 3-0 ]@@
Parent endpoint 21d o A A I
Algae N A -
Scenedesmus Grg%l@ ) E.Cs0 é% 1000 mg € ; 1993; M-
subspicatus in% ttion, 2 p.m, 132028-01-1
(green alga) 2 9 &@ @) WY @3)@
Aquatic plant AR O v RS
Lemna gibba < Grgw@ @so @3\@.92 l@.m./L@ _; 2003; M-
(duck weed) inlgg?ftion, o @) @) ‘N | 213899-01-1

. s€mi-static, S N

S don A 9 | Q A

8 ECso based on geomean measured concentration as some measurements were below 80% of nominal
concentrations (see KCA 8.2.4.1/03 for further details).



Bayer — Crop Science Division Page 23 of 120
2016-05-31
Document MCP: Section 10 Ecotoxicological studies
Amidosulfuron WG 75
Test substance Test organism Test Endpoint References
system
Amidosulfu Fish, acute
H(';l osuh Eon- Oncorhynchus mykiss | Acute, LCso > 100 mg a.s./L _; 1987; M-
eslrl‘llet Y= | (rainbow trout) static, 96 h 117660-01-1
o O‘rc(l)'- Lepomis macrochirus
pyrnmidine (bluegill sunfish) - 1987; M-
Cyprinodon . 119%7»01-1 <
variegates @
(sheepshead minnow) .
Parent endpoint
Fish, chronic /2\0\0
Oncorhynchus mykiss | early life MEQ
(rainbow trout stage test {2 N
Parent endpoint w NS
| &
Aquatic invertebrates acute@b
Daphnia magna Ag%?e, ECso 9| ; ;
(water flea) e, 9 9 o - 149379-01-1
. AN N
Parent endpoint @Bh o 2, Y O
Aquatic invertebratpiychron@ 9 f$ A & <
Daphnia magna chgonic, o OECgy[ 1.0 nfd.s./Lon : 1991; M-
(water flea) sl static, S N | 130193-01-1
Parent endpoin 2 d (\\& &) Q S
Algae ) o ° 9 <
Scenedes &, | Gpewth E:Cso 145 @a.s./L : 1988; M-
subspic @Q i@‘tior@ @ | =0 120327-01-1
(greenalza) o~ | 4%h D |
Parenit endpoint . o Q §9 : 2016; M-
o %@ IR q 549424-01-1
A Oy N KCA 8.2.6.1/08
0 ua ant
Aquatigplant )~ R o
@ Lem ibb aoro E@ﬁ > 100 mg p.m./L ; 2010; M-
A @lweedsy” & inhibion, [ 365833-01-1
N stafie,7 d o, KCA 8.2.7 /06
N N .
SO QU N NS
@ @ o
S O
Q © O N
D © e Y
§ @ 9 N A
& N @ , O
S NN
§ &
@
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Test substance Test organism Test Endpoint References
system
Amidosulfuron- |30 cute T SrGAYSE
guanidine Oncorhynchus mykiss | Acute, LCsy | >100mga.s./L 117660-01-1
(rainbow trout) static, 96 h
. . 2
Lepomis macrochirus @
(bluegill sunfish) "
Cyprinodon @@ % @@
variegates @ o =\
(sheepshead minnow) D AN ’
P ) @ QS 120814-01-T+
arent endpoint o ® K\ @7 G
@@ °\ %70& \ @ °
Q g %@ &@ 23929501-1 @
£2 B fr\\© @@
Fish, chronic N (}ﬁ\g Q)
. NS
Oncorhynchus mykiss early@ EC V.72 mgas./L @ 2015 M-538454-
(rainbow trout) st@aest 4 G R @ y ’
Parent endpoint Q @ SN W 0
<\ g | @ S A822/01
Aquatic invertebrate@%ute f\\& Ca O 0 Y @
. M _’ ; M-
Daphnia magna © A%%, o EgECso @5336 m§s./L BN 119379_01_11987 M
(water flea) . D s@fic, S N
Parent endpoin* d3h & 9 Q
SHINON RGNS S

Aquatic in@ebrgt& chronie- 7
; 1991; M-

Daphni@égﬁgna@Q nic, O} NOEg) 1.@&5& 130193011

(wate Q@a) & seini static, 9
Paréf) endpoint $21d é\o Q®

|

& @ a
Aljae " ) & & 0§

i B
o %cen mus % @)w‘[h Q E@ 145 mg a.s./L 120327_01_1’ 1988, M
&@ subspicatus een ()inhib%@n, Q&
alid) Q & ash *o
rent gndpoint (@)
;@J éﬁ Q@J & Q) ; 2016; M-
< @ &, o 549424-01-1
ST &« é S KCA 8.2.6.1/08
Q © O] .
% YRquatjg plant o
é @@ Ler@gibb@% Q) 'Growth ECsy | >100mg -365913-01;-12010; M-
2, gc we;i’j@ §\ ;?iltlil::ltlon, p.m./L KCA 82.7 /07
§§ © Q 7d
Amidosulfuron- [--#eute . 1987; M-
biuret Oncorhynchus mykiss | Acute, LCso | > 100 mga.s./L 117660-01-1
(rainbow trout) static, 96 h
Lepomis macrochirus _; 1987; M-
(bluegill sunfish) 119377-01-1
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Test substance Test organism Test Endpoint References
system
Cyprinodon _; 1988; M-
variegates 120514-01-1
(sheepshead minnow)
Parent endpoint
1989; M-
o 123929<01-1 &
Slavié o
Fish, chronic SN O
w Q
On'corhynchus mykiss | early life NOEC @72 mg&s /L 2003; M-538454-
(rainbow trout) stage test ) Q N S
- 3 %
Parent endpoint el . Q (Eo\\cix KC 8.2.@1 ]
Aquatic invertebrates, acute & R %3 N D
KEj H § -
Daphnia magna Acute, ]950 . 6 m./L @ . LM
. N & | 119 79—01-@
(water flea) static, {2 N " @
Parent endpoint 48 h NS R & & @
> | O Q& &
Aquatic invertebrates, chroni¢> @
B 2
Daphnia magna c (%ic, é
(water flea) @%ﬁ static,
Parent endpoint d
point Y9 &
Algae N

9

Scenedesmus -

. 120327-01-1
subspicatus (green
alga) > Q i .
Parent %@i"t @C 549424-01’.12016’ "
D @ KCA 8.2.6.1/08
Aql&@%‘pc plant™> &
@ :2015; M-
Léna gibda> = 510513-01-1
o duCkW\$ KCA 8.2.7 /08
X
Al &
N
& L @
& @@§ N é@
S
& o o
S O 4 ©
TE S
%, < RN
o
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Test substance Test organism Test Endpoint References
system
Fish, t
Amidosulfuron- =, Al 1993 M-
ADMP Oncorhynchus mykiss | Acute, LCso | 169.2 mgp.m./L 131 422_01’_1 ’
(rainbow trout) static,
96h T 206 -
. N} 549001+01-1 &
N | KC,8.2.1 /1) 2
Fish, chronic SN 4
4]
On.corhynchus mykiss | early life NOEC @72 mg &s./L 2003, M-538454-
(rainbow trout) stage test ) Q> 1 01 N
Parent endpoint )
<Y O Q\K KC 8.2.@?
Aquatic invertebrates, acute O @y N N
oy : j
Daphnia magna Acute, @50 (923 mg@Pm./L @w
. o X &, ] 134382-01-
(water flea) static, {2 N,
48h Q| O & |K'@
) (@) Q @ N
Aquatic invertebrates, chronics Q) @ S O
o D R ) ﬂ 1991; M-
Daphnia magna chyohic, & NOE(@%%.O@&S./]&?@ 13@93_01’_1 ’
(water flea) i static,© @ o &
Parent endpoint Ql d Q S 2, Q\ N
D &) & R %
Algae SR Q S ©
% 7, ) Y ; 1993; M-
Desmodesmus |, wth E, > mg N 131421-01-1
; N Ny or oo & -01-
subspicatus N 1b1t@ w, p.nvL
(syn. Scene us Q7 72h\ XN © &
subspicat, & @ ‘ N\
(green Q %
< O @ N
Aquafic plant™> IR
O @ % Q <O
Lédna gibpa> % Gr Cso 4100 mg p.m./L .
. » 2000; M-186916-01-1
@mck w infibition
o ‘27;9\ % @}) i-statics @
P7d
Al & Pl W
o O\
v s & IS
SN ES
o, @ @@ % § @
> & A O
Q © O N
ST 4
§ @ 9 N A
& N @ , O
% < RN
§ &
@
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Test substance Test organism Test Endpoint References
system
. Fish, acute
Amido-sulfuron Oncorhynchus mykiss | Acute, LCsp | > 100 mga.s./L _; 1987; M-
) (rainbow trout) static, 96 h 117660-01-1

Guanidinocarbo I . hi
. epomis macrochirus
nyl sulfamic |y yegill sunfish) E oA
acid Cyprinodon 119377:01-1
variegates
(sheepshead minnow)
Parent endpoint

Fish, chronic
Oncorhynchus mykiss | early life
(rainbow trout) stage test ﬁg
Parent endpoint

v
NN
Aquatic invertebrates, acqte@
Daphnia magna Acute,
(water flea) &10, Q & @ N 139379-01-1
Parent endpoint % O o Q SN
Aquatic invertebratpiychron@ 9 f$ @ c <
Daphnia magna ch&}ic, o NOECC[ 1.0 nf@d.s./Lo : 1991; M-
(water flea) . ©D | s@i static, o @ 130193-01-1
Parent endpoint” Jﬁ’ d f(\\& Sy
Algae v @ ° 9
Scenedes &, | Gpewth E.Cso [N45 mawys./L : 1988; M-
subspic (gre i@‘tior@ @ S 120327-01-1
alga) > & 48h %) SN
Paré@endpoint @ é\a Q® @Qp ; 2016; M-
S ISR Q> 549424-01-1
S & @ KCA 8.2.6.1/08
.| Aquaficplant % N X @
S Len@}gibi)K @GCrowth, ECs | 0.0092 mga.s./L ; 2002; M-
N (dkweedd” O inlgii@fm, %o 208657-01-1
Parent endpoint sea stati@x
CUSTE |8
a.s. = active suligance; . = pufg,metal e, (m)@nominal concentration; (mm) mean measured concentration
& § é O "\@
Risk a smenﬁﬂor a(@atic or&nisng%\ﬁ,
@ ) SN
Predd Wron@nta@nceut@tions used in risk assessment
Formulatedprod N

For the formu rod@gt, meaningful PECsw can only be calculated for the direct entry route drift
exposure. Indit routes involving secondary movements of a soil deposit, such as drainage and
runoff, would not €ad to an exposure of the aquatic environment to the intact formulated spray
solution. When hl@ng soil, the formulation will be disintegrated via dilution in the pore water,
differential adsorption and retention of its components by soil particles, and rapid biological
degradation of coformulants. Therefore, experimental endpoints from the product are to be compared
with the drift exposure PECgsw of the product. These are calculated in a simple tier 1 approach,
considering standard drift rates and a standard water body, which is 30 cm deep and without riparian
vegetation.
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Table CP 10.2- 3:  Initial maximum PECsw values of the formulation, considering spray drift after one
application as only route of entry relevant for the product
(KCP 9.2.5/05; Table CP 9.2.5- 17)

Compound Scenario Drift rate |Winter cereals,| Winter cereals, [Sprig cereals| Grass
1 % 0.04 kg/ha | 1 x 0.02 kg/ha Flax, (Spring/

%x o

0.04%kg/ha| Autumn)

@S %@gg G0
@ | @ kglha

(arable PECSW, max ECSW%ax ﬁCSW@ P@gw, max

crops) [pg/L] D L{’@] % [u&%} “Nng/L]

@

smz!l static @U \y;\ @7& ©\ @C) 2, °
itch, v %03 @ © S
Amidosulfuron | at the edge of |  2.77 % . % Bk {9, S @554
WG 75 the treated field,| (no buffer) Q. N N % “
water depth 0.3 W 9 & @& @J@ &@
m N @© @ & )
PEC derived from calculation of entry in standgr\ tch Viaﬁray@ t (water body @0 cm dépth), according to
BBA (2006)’ N
Bold values were used for risk assessment N\ O &@ @)@ °<\9 (5@@
S e &S
‘N o Q <O
Ro N ©) O A
NS &N
DS RN B
IO N NN

" & SR
RS A
RN § o O N ©
/\©©©\@7%
AN

7 _., (2006) Bekanntmachung iiber die Abtrifteckwerte, die bei der Priifung und Zulassung von
Pflanzenschutzmitteln herangezogen werden, http://www.jki.bund.de/de/startseite/institute/anwendungstechnik/abdrift-
eckwerte.html
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Active ingredient and metabolites

Table CP 10.2- 4:

Initial max PECsw values of amidosulfuron and its metabolites — FOCUS Step 2
(KCP 9.2.5/05; Tables CP 9.2.5-10 and -11)

Compound FOCUS Winter Winter Spring cereals| Grass Grass
Scenario cereals, cereals, and flax Spring) | (Autumn)
1x30gha | 1x15gha | 1x30 gha { {x 45 g/ha | 1 x 45 g/ha
&
PECSW, max PECSW, max PECSW, PE(@V, max @:CS@
mgll | gl | gl | gLl ngd
STEP 1 10.034 50170 O 10034 <[V 1500 | 45051
&
. STEP 2= North | 5446 09383" | Orsoee™ | 08889 b 1.8944
Amidosulfuron Single @ S D I 2 °
_ RN O $
STEP 2—South| ) g375 382 ¢ 64 @®1.59§5 @5925
Single & o &
) 2 ) 2
STEP 1 64826 | V32603 [ Ov64sa | @740 @ 9.7240
_ N g ’
Amidosulfuron- STEI;; 150“1’ 0.850’§ 63267 Y 19533 3 0.4@ 1.0100
desmethyl g ° JQ @ @z
STEI;; glesouth @4 O 1.(@% ©2.06?6§\9 é@szoo 0.8200
N
STEP 1 @Qf.23094© o197 Q @94 @@ 1.8500 | 1.8590
Amidosulfuron- | STEP2—Northy ) cags | ™ ¢ 83 o 236?% 0.0887 | 0.2219
desmethyl- Single s S q Q ﬁ\
chloropyrimidine ] o)
STEP f*&”uth Qo.378 %2366\ Q. 33 01775 | 0.1775
(@) & )
@P 1@ oSes6 P I 0.5686 0.8529 0.8529
o @
Amidosulfuron- X s12 ’gonh @0.077EY @0481 S 0.0962 0.0405 | 0.0924
.9 STE% -5 @%16 Q 04903 0.1885 0.0751 | 0.0751
D y\g 1ng1e
O7STERY | 43719 %.1857 43713 6.5570 | 6.5570
Amidosulfurop STEB%;EO Q682 D 0.4249 0.8499 03656 | 0.8202
guanldlne@ @
N P 2. South N
: 1.3348) 0.8290 1.6581 0.6687 0.6687
& © Sl@%‘? D °3\
I
SR RS 0.6116 12233 18349 | 1.8349
Q{; @
Amidos@n- @gi ;Borth| O 545 0.1128 0.2256 0.1074 | 0.2229
biure S \
STE Sin;kfo Bl 03488 0.2155 0.4310 0.1844 | 0.1844
o> STEP | 12063 0.6032 12063 1.8095 1.8095
Amidosulfuron- | STEP 2 —North |, ;¢ 0.1126 0.2253 0.1200 | 0.2290
(Guanidinocarbonyl) Single
sulfamic acid
STEP2—South| 3415 0.2095 0.4189 0.1926 | 0.1926
Single

Bold values were used for risk assessment
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Table CP 10.2-5: Maximum PECsw values of amidosulfuron — FOCUS Step 3
(KCP 9.2.5/05; Tables CP 9.2.5-12 and -13)
Winter cereals (late), Winter cereals (early),
Use pattern
1 x 30 g a.s./ha 1x 15 ga.s./ha @("@
FOCUS scenario | Entry route* PECsw Entry PECsw No &
[ng/L] route* [pg/L] < %@ @) @("@
D1 (ditch) S 0.2653 S 0120 | @ &% S
DI (stream) D 0.2499 D & 0.103 SR OINEN
D2 (ditch) D 4.1960 D« @40 N S
D2 (stream) D 2.6770 D @@ \1.337%@& S é@ w
D3 (ditch) S 0.1916 &a @ 0.095 S O L
D4 (pond) S 0.0112 & . P 0@4 &@ © @
Vs Y - o @
D4 (stream) S 0.1481 S N QQ,0738& S @
D5 (pond) S 0.0080 P, s§ @&0.0(%);@ 73 @x
D5 (stream) S 0.1509 ) G@Q 0.0753 @Ey @
D6 (ditch S 0.1939 S %0970
ey S @ &< @
R1 (pond) R o.oo% R ¢ @P.0040 2
RI (stream) R 02530 @Q B, X 0.1 @Q
R3 (stream) R ®51710 2K @@ ’:‘a 1. 4
R4 (stream) R & 0.33%?5}9 SR 2017125
* Entry route spray drift (S), ﬁraina@D), r@%ff (R), @ X @
% Lo L Q
S
Table CP 10.2-6: Maxi PE(@val &t amidosulfuggn ~ FOCHS Step 3
(KC .2.5/%\ab1es% 9.2.5)) o &\
S QO @
Use pattern é@)prmg :ereals@ﬂax, ~ Q @6

IS0 ggsyna L § S

FOCUS scenap@%ntfy«oute* 9 P@w Q

@
SIS RN UEN S
DI (Dich) (¥ D ° | 0297
D1 (Stream) 9 @ 0.1& )
. S
D3 (Ditch) & @S §927 o

D4 (Pon@)y 9 s 0113Q
D4 (St a% ©©© sé @©0.14\é§
D3 Pond) Jor7
o | P | oris
R4 (Streiim) s&@ A000.1252

* Entry r% spray 8eift (S)g@djrainage (D), runoff (R)
&
(g
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Table CP 10.2-7:

Maximum PECsw values of amidosulfuron and its metabolites - FOCUS Step 3
(KCP 9.2.5/05; Tables CP 9.2.5-15 and Tables CP 9.2.5-16)

Grass (spring), Grass (autumn),
Use pattern
1x45ga.s./ha 1x45ga.s./ha
FOCUS scenario | Entry route* PECsw . PECsw 9
[ng/L] Entry route (ng/L] @ . N
D1 (Ditch) S 0.3072 D 0.7153 @ © @("@
D1 (Stream) S 0.2524 D 0.464@@ @% SN
D2 (Ditch) D 13.090 D 11630 S @& %@
D2 (Stream) D 8.7960 D 9D 90 <] N
D3 (Ditch) S 0.2872 S 5}’ \@.2941&(& \@ é} .
D4 (Pond) S 0.0105 g%@ S 0.025% § § éﬁ
D4 (Stream) S 0.2201 &@ of omes @ @ @
D5 (Pond) S 0.0112 Q D\\ o\%zzz S > @
D5 (Stream) S 02359 02668 @@ &@
R2 (Stream) S 0.2461 § 7 0.3120 3 @@
R3 (Stream) S 02659 7| . S @)Q 10.2630 @@
Entry route spray drift (S), drainage@), runo@(R) &@ @} ° @@
Q v QL
O @ 9 L 5 @
RN % Q X ©
R N < O S
2 O &N
o § S 2 R O
v O O 9 .
R &S e
NV g 9 SN
© LA Q" W
S v & K O
Yo &S
@ N N Q @
QS O N O
O ONR o
N
2o @ (NN
& Q)
& @@§ N <§f
N Q)
o § é Q N
D C e Y &
LRI
%, A TN
S
\ v
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ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS

Table CP 10.2- 8:

RACsw; exposure calculations based on drift entry for the formulation and on FOCUS
Step 2 for amidosulfuron and its metabolites

Test Endpoint RACsw;ac | PECsw,mf®| PEC/RAC
substance Test species [”g a.s. or (LCSO/IOO) [ug/% .
formulation/L)] N N A &
Winter cereals, 1 x 30 g a.s./ha 09@ @;? Z
o )
Fish, acut o N & N
L AUe e 150000 @i"}u 0369 | O<og™
Amidosulfuron | Oncorhynchus mykiss & WD %\99 A
WG 75 Invertebrate, acut (O 9 .
pverientate 85U Bey 187000, 0 1870 @%.369@ Qo1 A
Daphnia magna f‘z\’x %03 @) @@
) (@) @ @) <
F h t o
Shatte ey > 1&@%0 > 100&§ 28325y <0@
Oncorhynchus mykiss % N & Q @
Amidosulfuron O O 104 N
Invertebrate, acute @ @
: EC50®36000Q /40 28335 | q@rRo.l
Daphnia magna & @
=4
Fish, acut @ S o
1S, acute . > 1©8000 > 1060 .661@ <0.1
Amidosulfuron | Oncorhynchus mykiss Q A Q o
-desmethyl Invertebrat e ) D <
nverte .ra e, acute E@ > 5&5}\)0 @@550 § 1q614 <0.1
Daphnia magn@r) & N
\©)
. Fish, acut S N
Amidosulfuron S icso@ooo@& 900 @®0.3786 <0.1
-desmethyl- Oncorhync@’mykfgg o o
chloro- I ﬂ&t %ﬁ V) N =)
pyrimidine Ige e a B, 36000 @@ 360 0.3786 <0.1
@%ﬁ@ ia magna R é@”
ish, acute @ % Q
(S 1S§ge %@ L(@ > 1(@ $1000 13348 <0.1
Amidosulfuron | Oncorhyggius myfis N
-guanidine JInve{t}brate acvte % @
’ C 3600 360 1.3348 <0.1
&@ hniagRagna é » \ OQ
s Fish, acut
S i34, acute @ &@0 >@ooo > 1000 0.3488 <0.1
Amidosulfurop ¥ "Cgé@whus 1SS 1o
-biurets In@rtebrgte, acut é
> PRE BMEST BC5O 36000 360 0.3488 <0.1
aphn@magnfg@ 2D
ST t oF
§ @ F@, acyte O SNLCso 169200 1692 0.1516 <0.1
Amidosulfi@n | Onphynchgsinykisg
-ADMPv %nverte@e, acufd
ECso 223000 2230 0.1516 <0.1
&> Dap a magya
- sh. acute LCso >100000 | > 1000 0.3415 <0.1
Guanidinocarb | Offgorhynchus mykiss
onyl sulfamic
acid Invertebrate, acute
. ECso 36000 360 0.3415 <0.1
Daphnia magna
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Amidosulfuron WG 75
Test Endpoint RACsw; ac PECsw, max PEC/RAC
substance Test species [ug a.s. or (LCs0/100) [ng/L]
formulation/L]
Winter cereals, 1 x 15 g a.s./ha
Fish, acute
. | LCso 150000 1500 O.li@ <0.1
Amidosulfuron | Oncorhynchus mykiss . o <
WG 75 Invertebrate, acute @ 2 O @@
, ECso 187000 1870 D85 0.1
Daphnia magna @ Q) ﬁ%
Fish, acute <3 X
T ILes > 100000 | @1000 S 1«.»@2 \z”\g@ <0
Oncorhynchus mykiss R o G 7,
Amidosulfuron S 3 ) .
Invertebrate, acute %) 2D O N N
] ECso 36000 s | ‘é‘)‘xj 1.73% 0.1 &
Daphnia magna O e % @ @ &

Fish, acut R N N
S ACHe e > 106800 [N 1006, 10334 O
Amidosulfuron | Oncorhynchus mykiss o Q N N <

-desmethyl Invertebrate, acute ECs § SSOOOQ

Daphnia magna N
) @) %) =
Amidosulfuron Fish, acute 0 2100000 - 1000 @\0.236@@ <0.1
-desmethyl- Oncorhynchus mykiss ) S & D o @
chloro- Invertebrat t N LN S AN
pyrimidine Pveriebrate, ac%’ EC% 36000 © 360, © 012366 <0.1
Daphnia magn N L é
Fish, acut V) Q »J O
SRS e\ 100000 | . =000, " 0.8290 <0.1
Amidosulfuron | Oncorhy ’%@ Mk ep 2 > \
-guanidine I te, ~ @ N
e ,a © %;@ ECso 3%00 ?) 360, 0.8290 <0.1
Ddpfinia magna g %, « @

Amidosulfuron
-biuret

S g N &
OFishaonte A LG > 106900 00 | oa1ss <0.1
@)ncorbhy@hus @%s R )
g

S
S bratg, acute SS
A @gp:m a&gna @CDE(?O@ 36000 360 0.2155 <0.1

Fi te @ [N
§ acueﬁ . 550 1693200 1692 0.0943 <0.1
Amidosulfurof) Oncoghynchusmykiss 4 A
-ADMES, 2
teb s t
S el acu§ E&Q@ 223000 2230 0.0943 <0.1
@ ’Daphn magig, %,
ST s
@ : N.Cso >100000 | > 1000 0.2095 <0.1
Gua? 1111&;‘?9 On@hyn mykissC » ’ ’
onyl su c
acd & vertglate, acite ECso 36000 360 0.2095 <0.1
§ Dqghnia ma@’a % ) )

x4
&
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Amidosulfuron WG 75
Test Endpoint RACsw; ac PECsw, max PEC/RAC
substance Test species [ug a.s. or (LCs0/100) [ng/L]
formulation/L]
Spring cereals & Flax, 1 x 30 g a.s./ha
Fish, acute 9
.| LCso 150000 1500 0.3&@ <0.1
Amidosulfuron | Oncorhynchus mykiss . o <
WG 75 Invertebrate, acute N % © @@
) ECsp 187000 1870 @369 0.1
Daphnia magna @ Q) ﬁ%
Fish, acute Q’ X
Y .| LCso >100000 &1000 Q& 3?@4 ‘zo\g© <0k
Oncorhynchus mykiss R o G 7,
Amidosulfuron S 3 ) .
Invertebrate, acute %) 2 A

W3 4768 S
Daphnia magna 3'47@2@ @)@'1 S

Fish, acut R 5 >
o : Zcue L [LCa > 106800 SO 1006, | . 2.0667 Q§
ncorhynchus mykiss o Q A S <

E
Invertebrate, acute N Q @%D ®)
ECso Oy 55000 50 20657 | @ <0.1
I N | 2

Daphnia magna N

ECso 36000 s |
@)

Amidosulfuron
-desmethyl

: O T .
Amidosulfuron Fish, acute 0 2100000 > > 1000 @%.473@ <0.1
Q S 2

-desmethyl- Oncorhynchus mykiss ) &
chloro- Invertebrat t N LN S AN
pyrimidine Pveriebrate, ac%’ EC% 36000 © 360, © 04733 <0.1
Daphnia magn N L é
Fish, acut V) Q »J O
SRS S Lee\S100000 | | G000, 16581 <0.1
Amidosulfuron | Oncor hyr%@ Mk Py 2 > O
-guanidine Invertébrate, a i @ \j)
veriorate, aq@e | ¥ 36000 D 360, 1.6581 <0.1
Ddpfinia ma{}na g %y Q @

Amidosulfuron
-biuret

S T S
OFishaonte A L@ﬂ@oo <1000 0.4310 <0.1
@)ncorbhy@hus @%s R )
g

S
S bratg, acute SS
A @gp:m a&gna @CDE(?O@ 36000 360 0.4310 <0.1

Fi @ | O XN
5 acueﬁ. 550 169200 1692 0.1885 <01
Amidosulfurofi] Oncogynchusykiss 4 ~
-ADME 9
tebfate, acut
1@ @@I@sere fate acue@ E&%© 933000 2230 0.1885 o
@) ’Daphn magnd, %,

@(})} @ %@1 acute i
i ’ NLCso > 100000 > 1000 0.4189 <0.1
sulfuronsCs On&@hyn ) mykissC »

Guanidindterb ~ =
: t te,
onyl sulfamic S Ver@?e AU 1By 36000 360 0.4189 <0.1
acid § Dqghma ma@’a
Q)

@
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Amidosulfuron WG 75
Test Endpoint RACsw; ac PECsw, max PEC/RAC
substance Test species [ug a.s. or (LCs0/100) [ng/L]
formulation/L]
Grass (spring), 1 x 45 g a.s./ha
Fish, acute 9
.| LCso 150000 1500 O.Si@@ <0.1
Amidosulfuron | Oncorhynchus mykiss . o <
WG 75 Invertebrate, acute @ 2 O @@
, ECso 187000 1870 @554 0.1
Daphnia magna @ Q) ﬁ%
Fish, acute Q’ X
Y .| LCso >100000 &1000 Q& 1?@5 %© <0k
Oncorhynchus mykiss R o G g 7,
Amidosulfuron S 3 ) .
Invertebrate, acute %) 2 A

W 5028 S
Daphnia magna 1'59@%@ @)@'1 S

Fish, acut RN 5 n
o : Zcue Lo 100800 | > 1006, | .0.8200 Q§
ncorhynchus mykiss o Q A IS <

K
Invertebrate, acute N Q @%D ®)
ECso Oy 55000 50 0.8000 | @ <0.1
QI |

Daphnia magna N

ECso 36000 s |
@)

Amidosulfuron
-desmethyl

: O T .
Amidosulfuron Fish, acute 0 2100000 > > 1000 @\0.177@@ <0.1
Q S 2

-desmethyl- Oncorhynchus mykiss ) <
chloro- Invertebrat t N LN S AN
pyrimidine ane he T, ac%’ ECS 36000 © 360&© Q1775 <0.1
aphnia magn - < ; S -
Fish, acut D O N
ST Lo\ 100000 | G000, T 0.6687 <0.1
Amidosulfuron | Oncor hyr%@ mykiss™| 7, P > N
-guanidine Invertébrate, a i @ \j)
S g} R 36000 D 360, 0.6687 <0.1
Ddphnia magna 4 %y Q @

Amidosulfuron
-biuret

S % N R 4
@ FISh@te % L@ > 1@00 §1000 0.1844 <0.1
@)ncorbhy@hus @%s S ®
0

S
S bratg, acute SS
A @gp:m a&gna @CDE(?O@ 36000 360 0.1844 <0.1

Fi e @ | O N
5 a"u%. 550 169200 1692 0.0751 <0.1
Amidosulfurofi] Oncogynchusykiss 4 N
-ADMES, 2
tebrate, acut
1@ @@sere fate acue@ E(%%@ 223000 2230 0.0751 <0.1
Cy 'Daphn magig, 2,
1?@3; Ehacwe {7
-G ’ NL.Cso >100000 | > 1000 0.1926 <0.1
uanidin T
onyl sulfamic i vertghpat, acie ECso 36000 360 0.1926 <0.1
acid § Dqghnia ma@’a ' '
Q)

@
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Amidosulfuron WG 75
Test Endpoint RACsw; ac PECsw, max PEC/RAC
substance Test species [ug a.s. or (LCs0/100) [ng/L]
formulation/L]
Grass (autumn), 1 x 45 g a.s./ha
Fish, acute 9
.| LCso 150000 1500 O.Si@@ <0.1
Amidosulfuron | Oncorhynchus mykiss . o <
WG 75 Invertebrate, acute N % © @@
, ECso 187000 1870 @554 0.1
Daphnia magna @ Q) ﬁ%
Fish, acute Q’ X
Y .| LCso > 100000 &1000 S 1?@’4 %© <0k
Oncorhynchus mykiss R o G g 7,
Amidosulfuron S 3 ) .
Invertebrate, acute %) 2 A

O goady S
Daphnia magna LS%@ @)@'1 S

Fish, acut R 5 >
o : Zcue Lo 100800 | % 1006, | .1.0100 Q§
ncorhynchus mykiss o Q A IS <

E
Invertebrate, acute N Q @%D ®)
ECso Oy 55000 50 Lotoo | @ <0.1
QI | 1

Daphnia magna N

ECso 36000 s |
@)

Amidosulfuron
-desmethyl

: O T .
Amidosulfuron Fish, acute 0 2100000 > > 1000 @\0.221@ <0.1
Q S 2

-desmethyl- Oncorhynchus mykiss ) &
chloro- Invertebrat t N LN S AN
pyrimidine nvertebrate, a"%’ ECS 36000 © 360, © 02219 <0.1
Daphnia magn N L é
Fish, acut V) Q »J O
RS Lo\ 100000 | G000, T 0.8202 <0.1
Amidosulfuron | Oncor hyr%@ Mk Py 2 > O
-guanidine Invertébrate, a i @ \j)
veriorate, aq@e | ¥ 36000 D 360, 0.8202 <0.1
Ddpfinia ma{}na g %y Q @

Amidosulfuron
-biuret

S T S
OFishaonte A L@ﬂ@oo <1000 0.2229 <0.1
@)ncorbhy@hus @%s R )
g

S
S bratg, acute SS
A @gp:m a&gna @CDE(?O@ 36000 360 0.2229 <0.1

Fi @ | O N
5 acu%. 55@ 169200 1692 0.0924 <0.1
Amidosulfurofi] Oncogynchusykiss 4 N
-ADMES, 2
tebfate, acut
1@ @@sere fate acue@ E(%%@ 223000 2230 0.0924 <0.1
Cy 'Daphn magig, 2,
whis ol s L
Y ’ NL.Cso >100000 [ >1000 0.2290 <0.1
uanidin T
onyl sulfamic i vertghpat, acie ECso 36000 360 0.2290 <0.1
acid § Dqghnia ma@’a ' '
w

The quotient is alv@i/s below 1 for all evaluated scenarios. Consequently, a safe use can be assumed
according to the proposed GAP.
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS

Table CP 10.2-9:

Step 2 for amidosulfuron and its metabolites

RACsw; exposure calculations based on drift entry for the formulation and on FOCUS

Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/]O) @L]
formulation /L] (ErCs0/10) &
Winter cereals, 1 x 30 g a.s./ha Q\ @ o ©
. . \Y)
Fish, chi 9
IS CATOME 1 qoEC 10000 . 1000&@ 0\0@769 B <@y
Oncorhynchus mykiss @ @) Ry
Invertebrate, chronic | NOEC 3 20008© ;J g@f ‘&9\<0. 1
Daphnia magna NOEC 13009@ ‘N30 @§ 0§ @ <%°
Ami\i}ogu;?ron Green algae, chronic & ©@ %’ @® @§ @
Scenedesmus E.Cso 22000 - }2@ 0-3 @ 0.1
subspicatus R @ xx\ < S @
Aquatic plants, @&’ N @Q c&© © é
chronic ECH) ) Q1 0369 0.4
Lemna gibba > N ) v g
= SO U cx
Fish, chroni NS S
o IZ Chromc N >QIOE§ B0 | & 972\© @325 <0.1
ncorhynchus mykiss P . A § e
Invertebrate, chroni ° q )
nverieorate, Chrge | wgkc 1000 Q00 N\ 2.8325 <0.1
Daphnia mdgua N) & © Q A
O S »
Amidosulfuron | Green alga@@hron&@ G S S &
Scen mus 0 145000 14 2.8325 <0.1
su&atus@jQ @5 & @ (Q\
atic plants, R @J @@
&y chronic %@ E, &@ 7 0.92 2.8325 3.1
- Lemgy) gibb/7 m@ X
4 A
. % chroni @
& Bhehonic (o omw 972 1.6614 <0.1
45 apmtioms
ynclemy l% v %,
‘Thwertebrate, chrapj >
glpertehate, chiggjc C & 1000 100 1.6614 <0.1
o D%ﬁ@m mgq @)
Amidosulf]%n Gx&éh algag, chroni §
“desmet O Scenddsmus ©”| ECso >1000000 | >100000 1.6614 <0.1
% s%%vpicatusgﬁ @Z\%’
i @@ﬁ @atic @ts,o q
Chf@c N | EiCso 920 92 1.6614 <0.1
v Q
V@% Len@ﬂgib%
: ish, ch
Amidosulfuron $h, chron . NOEC 9720 972 0.3786 <0.1
-desmethyl- 0{7 ynchus mykiss

8 Observed NOEC from the study with formulated product
9 Calculated mixture toxicity based on the active substance endpoint and its amount in the formulated product
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Amidosulfuron WG 75
Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
cllllo.r:j)_' Invertebrate, chronic NOEC 1000 100 03786 <0.1
pyrmicine Daphnia magna Cg@ .
Green algae, chronic N o
Scenedesmus E.Cso 145000 14500 § 0.37@ &O.l@(z’@
subspicatus S R
Aquatic plant S &ﬁ \@? N
quatic plants, °
chronic ECx  >100000 (@) >10800 \0.37&{\%@ \%.1
Lemna gibba i @) . & @i\a
Fish, chronic @ @ @ Si N
o | NOEC 970 > 972 @3348 Q
Oncorhynchus mykiss R @) @ @ @) &
Invertebrate, chroni ° @
nverte ra.te chronic NOEC QOO@\ w\?ﬂo 'S 1_ @ <0.1
Daphnia magna 2y S < ®) 4
Amidosulfuron | Green algae, chronic ©) R Q@ S @w
-guanidine Scenedesmus i&o 445000 ©7) 1@90 @ 1.3@8 <0.1
subspicatus % O &@ @ N 9)
S )
Aquatic plants, )N § 2 QL °\\Q @
chronic EGy  >100000 <© >1@) 1 ©1.3348 <0.1
Lemna gibba© é}ﬂ > & AN
S
Fish, chronic > S 2 R @
’ ONOECO 9750 9 0.3488 <0.1
Oncorhync@mykﬁ'g@ E& N . 9 0 2@
Invertetafe, ch (VBN =)
“VDe e © @ Noec © 100%@ @100 0.3488 <0.1
@ﬂ ia magna R A @
Amidosulfuron (@ algac, chronid)] Q @
. )
-biuret . Sce@mus A @5000\5 14500 0.3488 <0.1
. stegspicat f,“Q Q @,
&@ Aguatic &,ﬂts, @@) @7\ S
@ chro ECso >10000 >1000 0.3488 <0.1
N . <
S Lefuagithdd | O
Ro
, chrhic 49
o\% Jh, chrshic NO 9720 972 0.1516 <0.1
@ Owgeérhynéhys myki . )
9) N N
rtebrate, chr@oi
S Clvert prae, chriBic | (BEC 1000 100 0.1516 <0.1
@ Depfinia magna
Amidosulf%lzg@ Grogh alg@gghrom&&
-ADM % Sce@esmus§ ECso  >560000 >56000 0.1516 <0.1
VS Su pican@a
@atic plants,
@ chronic E.Cso  >100000 >10000 0.1516 <0.1
Lemna gibba
: Fish, chroni
Amido- S CHOME 1 NOEC 9720 972 0.3415 <0.1
sulfuron- Oncorhynchus mykiss
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Amidosulfuron WG 75
Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
Guanidinocarb | pyertebrate, chronic
onyl sulfamic . NOEC 1000 100 O'C%HS <0.1
. Daphnia magna
acid
Green algae, chronic N o
Scenedesmus ECs 145000 14500 50348\ | S0 ¢
subspicatus /7© /?\'%9 @
I
Aquatic plants, @o & N o R
chronic E.Cso 92 |@ 0.@ \0.341% ° 04
Lemna gibba el . @) . & @}\9
Winter cereals, 1 x 15 g a.s./ha Z fi\z\/ o g @N {&ﬁ
Fish, chronic © <) @ @ © @
| NOEC 000 ° 1600 0.185 0.1
Oncorhynchus mykiss N ‘N . S @@
) >
Invertebrate, chronic | NOECAY 32@ @@320%@ @85 é <0.1
Daphnia magna NOE@ 13061 Q 130 @ Ty <0.1
. g K
Amldo(s}ulﬁlron Green algae, chronic & é @@ @
WG TS5 Scenedesmus Cso & 122008, %@20(@\ @5 <0.1
subspicatus @) ® 2 \)@ S @@
Aquatic plants %\ R q Q) ¢
chronic, @ §pcso 10, @1 N 0185 0.2
Lemna gibba 0} @% 7, [(\\@
) O S
Fish, e
® ﬁ " A | NOBC < 9720 on 17382 <0.1
Oncorigf us W@B@S S o @@@ @
I te, chroni
nvelgbrate, ¢ ome 4 NOEE 1@ é@ 100 1.7382 <0.1
migmogna &' o> (X &S
Amidosulfuron @Jg}reer% a@e, C 4;23*7’" c @ N
& Sceiedesmus e 1450® 14500 1.7382 <0.1
i D
R gbrides o g
s Aquatic plant N
5 oniCQS@ éf:so é 9.2 0.92 1.7382 1.9
s G é\@%na gibba & D
=
i h,éo i @ 9 @
o ' ©) NoEC 9720 972 1.0334 <0.1
% @ncorhynchus m§kiss S
, @ Inv \l;rate €hronic
middsu ] . .
Amidosul @ Q 'NOEC 1000 100 1.0334 <0.1
-desmethy) phniQuagnas,
een glgae, chronic
§ %enedesm E.Cso  >1000000 >100000 1.0334 <0.1
N bspicatus

Q7

10 Observed NOEC from the study with formulated product
11 Calculated mixture toxicity based on the active substance endpoint and its amount in the formulated product
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Amidosulfuron WG 75
Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
Aquatic plants,
chronic E.Cso 920 92 10334 <0.1
Lemna gibba @\@
Fish, chroni N N
ISHLCHOME 1 yorC 9720 972 > 0@ | O%1 &
Oncorhynchus mykiss /7© /?\'%9 @
Invertebrate, chronic o & °\U RN
7 NOEC 1000 | O 100 0236601 | %0.1
Amidosulfuron Daphnia magna @ Q> v S
-desmethyl- - o, &
“hiloro. Green algae, chronic @ N @7& N {@ o
.. Scenedesmus E.Cso 145% 14500 66 @ @0
pyrimidine 3 &
subspicatus . @) & @ @ © [(!\@
Aquatic plants, Q N N @ @@
chronic ECso +_>100 &moooé @6 47 <01
Lemna gibba ((\Q Q @ S N m;@
Fish, chronic N N @\J -
’ [ NoEC oo of e 0.8790 <0.1
Oncorhynchus mykiss % & @ N 2
S )
Invertebrate, chronic Y~ N
nvertebrate, chronie O -6 ?{ﬁé’@o § 1060 @.8290 <0.1
Daphnia magna N . A Q) o
Amidosg(ifuron Green algae, ck%)(?lc Q) < S
-guanidine Scenedesmus ﬁr(jm@ 145@%} 450&@ 0.8290 <0.1
subspieaits &© \\ S, 9
T e e
@lromc& Cso >100009 @§10000 0.8290 <0.1
na gibba @& 5\% ©© @
@ 5 T
Fish,
o ; On c Ao N on 0.2155 <0.1
% ncorhynchus majkiss D Q Q@”
In brat ronic @ AN
NS , %@’h O NoE 1600 100 0.2155 <0.1
o Daphnia magna ‘N @Q
Amidosulfuron %Green@s\fae c‘t@%}ic &M R
. o b
biuret ¢ nedeshiis @Ercs@ 145000 14500 0.2155 <0.1
& @subspigatus s Q
% @UAquat%plant@v R
§ @ & roni @y >10000 >1000 0.2155 <0.1
S Bemna Gibba qQ
Fish ic=)
N lséjgh OmE™= 1 NOEC 9720 972 0.0943 <0.1
X-Oncorhynchus @ykiss
. In@brate, chronic
Amidosulfuron % . NOEC 1000 100 0.0943 <0.1
-ADMP aphnia magna
Green algae, chronic
Scenedesmus E.Cso >560000 >56000 0.0943 <0.1

subspicatus
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Amidosulfuron WG 75
Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
Aquatic plants,
chronic ECsy  >100000 >10000 06943 <0.1
Lemna gibba @\@
Fish, chroni N N
IS CAOME yoEC 9720 o1 D 0208 | %1, ©
Oncorhynchus mykiss /7© /z\?g @
Invertebrate, chronic o & °\U RN
Amid o NOEC 1000 | O 100 020950 | %01
mido- Daphnia magna @ Q Ro S
sulfuron- - g ) 0
Guanidinocarb | Green algae, chronic @ N LN N @ ¢
onyl sulfamic Scenedesmus ECa 1450007 | 214500 v @95 q <@w
acid subspicatus . Q) < @ @ @) [(f\@
Aquatic plants, Q N N @ @@
chronic ECso s 9.2§ @@.92 ©§ Q@S d 0.2
Lemna gibba (® Q @ S /§
° (\J % r\\/ (i/
Spring cereals & Flax, 1 x 30 g a.s./ha N & @) =~ w @ @
N/
Fish, chronic %) @ N 9
Oncormels mki QUOECS 10000” 1, 100050 9369 <0.1
ncorhynchus mykiss D ® & SR f@
~9 S ©
Invertebrate, chronic °®0012 q 3800 ¢ <0.1
, s G50 S| 0369
. O
Amidosulfuron | Green alga%hronic©§ @ ) @K@
WG 75 Scengdosimus .| T 12%00 1‘%@0 0.369 <0.1
Su catus@»Q V. @ @ N
AQQQa;iC pla%ts @G@ @
4 v @
@ chronic @ E, @ S 1 0.369 0.4
Lem@@lbba@\ﬁ @ N
Q)
o ]ggh» chronie? @N R @
(6) 9729 972 3.4764 <0.1
om0, 8
mvertebrate chrc@w N
i@EC 1000 100 3.4764 <0.1
Da/z@mz mdga
Amidosulfuieg Gr@ algae, chroni §
Q QScen@ mus | ECH 145000 14500 3.4764 <0.1
% @ subsplcatus@ (O%%g
T O
§ ant @ E.Cso 9.2 0.92 3.4764 3.8
(\% Len}@glbbaQ
i \{”  Eish, chrorfi®”
Amidosulfuron %ﬁ CHOTE | NOEC 9720 972 2.0667 <0.1
-desmethyl Ongorhynchus mykiss
*Q”

12 Observed NOEC from the study with formulated product
13 Calculated mixture toxicity based on the active substance endpoint and its amount in the formulated product
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Amidosulfuron WG 75
Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
Invertebrate, chronic
. NOEC 1000 100 2.0667 <0.1
Daphnia magna
Green algae, chronic N o
Scenedesmuis E.Cso  >1000000 >100000 § 2.06@ CQ&O.I &
subspicatus ﬁ© A @
. Q U w
Aquatic plants, o & AN
chronic E.Cso 920 @6 9@ \2_06%© o\%.l
Lemna gibba @@)ﬁ i © . @@’ é}
Fish, chronic @ v
o | NOEC 970 > 972 04733 Q
Oncorhynchus mykiss R @) @ @) &
Invertebrate, chroni ° @
nverte ra.te chronic | oEC QOO@\ Q7\?00 'S ()_ @ <01
Amidosulfuron Daphnia magna X N < © 8
\9
-desmethyl- Green algae, chronic @ Q Q@ @ @/
chloro- Scenedesmus R@&o 445000 % 1&90 4 0-4@3 <0.1
pyrimidine ; @
subspicatus % & @ N 9)
3 )
Aquatic plants, )N § 2 Q> °\\Q @
chronic EGy  >100000 <© >1@) 1©0.4733 <0.1
Lemna gibba© é}ﬂ > & AN
)
Fish, chronic > S 2 R @
’ ONOECD 970 9 1.6581 <0.1
Oncorhync@ymykﬁ'g@ & N 9 0 21@
Invertetafe, ch Y) =~
“VDe e © @ Noec © 100%@ @100 1.6581 <0.1
. @ﬂ ia magna R A @
Am1dos1..11furon (@ algae, chroni @ Q @
-guanidine Sce@m b @5000%5 14500 1.6581 <0.1
o dD)
. stegspicat [b f“Q Q @,
&@ Aguatic &,ﬂts, @@) @7\ S
\© chro ECso  >100000 >10000 1.6581 <0.1
$ Lot | O
Ro
, chréhic 4D
o\% @, chr ) NO 9720 972 0.4310 <0.1
@ Owérhynéhus myki . O
) ) Y
rtebrate, chr@ui
S Cive Q) ric @Ec 1000 100 0.4310 <0.1
Deppinia magna
L g g
Amidosulfi¥ar | Grogh algag, chronic
-biure See @esmuSQ ECs 145000 14500 0.4310 <0.1
:S subspicatiggy
@atic plants,
@ chronic E:Cso >10000 >1000 0.4310 <0.1
Lemna gibba
i Fish, chroni
Amidosulfuron 1sh, chronic . NOEC 9720 972 0.1885 <0.1
-ADMP Oncorhynchus mykiss
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Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
Invertebrate, chronic
. NOEC 1000 100 0.1885 <0.1
Daphnia magna
Green algae, chronic & o
Scenedesmus ECso  >560000 | >56000 § 01885\ | <01 &
subspicatus @© /?\'%9 @
. 0 Y )
Aquatic plants, o N N
chronic E.Cso  >100000 @©>10@0 \0.18&@© °<§6.1
Lemna gibba el . @) . & @:\9
Fish, chroni Z SHESEY
S CHOME 1 NOEC o720 > 972 v @189 _Q
Oncorhynchus mykiss R < @ Q) &K
Invertebrate, chroni ° @
Amid fveriebrate, CATONE | NoEC Qoog@\ NS 0. @ <0.1
mido- Daphnia magna Ko R < ®) Q 4
sulfuron- - ® ] .
Guanidinocarb | Green algae, chronic . @ Q Q @ Q@
onyl sulfamic Scenedesmus &&o 445000 & 1&90 9 0.4@9 <0.1
acid subspicatus QN &@ @ 9
3 )
Aquatic plants, )N § & °\\’) @
chronic ECy %92 (O 0 .| ©0.4189 0.5
Lemna gibba© é}ﬁ S & AN
)
Grass (spring), 1 x 45 g a.s./ha @@ @% %@@ R [(\\@
Fish nic ~ ¢ & .
’ $ C  «10000 0 0.554 <0.1
h N
Oncor us r@%s v ® @ @
Inve@%ate, chronic o NOE€_ 320(@%2 6@ 3200 0.554 <0.1
@phniﬁ&n&agna @] NO { %\@)15 S 130 : <0.1
Amidosulfuron @ireerg a@e, ¢ ? @ Q@ A
WG 75 @ Sconedesmus (@Cso 12@@ 12200 0.554 <0.1
i D
R Srerighes P o
°~y Aquatic plant @} N
5 onicg@ ECso O 10 1 0.554 0.6
s G é\@%na gl’%a @ IS
=4
O | & h, glvoni NS
Ol Q| NoEC 9720 972 1.5925 <0.1
% @ncorhynchus m§liss A
In brate,_ghronic
Amid l?@? V§ . @%h Q@ "NOEC 1000 100 1.5925 <0.1
midosulfr phnidmagna:s,
een 4lgae, chronic
S %enedesm E.Cso 145000 14500 1.5925 <0.1
Lsitbspicatus

&

14 Observed NOEC from the study with formulated product
15 Calculated mixture toxicity based on the active substance endpoint and its amount in the formulated product
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Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
Aquatic plants,
chronic E.Cso 9.2 0.92 18925 1.7
Lemna gibba @
&
Fish, chroni S S
IS CHOME 1 yorC 9720 972 > 05260 | O%.1.9
Oncorhynchus mykiss S ;\%, @
©
Invertebrate, chroni . : N
nvertebrate, chronic | Gope 1000 | O 100 S ~082000]  %0.1
Daphnia magna @ Q> %, BN
Amidosulfuron | Green algae, chronic @j °\© & \»@ @ o
-desmethyl Scenedesmus E.Cso >10 6;\%100000@7 @oo q <@v
subspicatus . © &) @ @ Q) [(@
Aquatic plants, Q N N @ @@
chronic ECo o, 92607 &9 & o200 Y <o
Lemna gibba f(\@ Q @ & N @§
Fish, chronic N @$ o N
omeonpa NQEC 97120 @, @2 0.1725 <0.1
ncorhynchus mykiss % & @ N %)
S )
Invertebrate, chronic ) A8 N
n;)e ehra,‘e chronic O NoE® {\gg@o § 100 @.1775 <0.1
Amidosulfuron apnnia magna N ds Q) °
—deshl?ethyl— Green algae, ck@%c Q) & Q% N
"rin‘:irc‘l’i'ne Scenedesmus ﬁr(:so@ 145@%’) 50&@ 0.1775 <0.1
Py subspigdtits AZ© S S 9 0
R
romc& Cso > S @ . <0.
@‘1 C 100 £&10000 0.1775 0.1
X na gibba @& 5\% &Q @
SO On c 720 N om 0.6687 <0.1
. @@ncor’h;gnchus lSS - Q @
N In brat ronie D AN &
A Qgebe &%%h % NOEY 1900 100 0.6687 <0.1
o Daphnia magna N .
Amidosglfuron &reen@%ae, c‘h(@%l}ic &\J) R
-guanidine ¢ nedeshis @Ercs@ 145000 14500 0.6687 <0.1
& @subsﬁigatus . Q)
% @UAquatyp.lant@v R
§ o et ey >100000 >10000 0.6687 <0.1
S Femna /@ a Q
Fishgtchronic <)
% ©§h . NOEC 9720 972 0.1844 <0.1
X-Oncorhynchus @ykiss
. In@brate, chronic
Amidosulfuron @ . NOEC 1000 100 0.1844 <0.1
_biuret aphnia magna
Green algae, chronic
Scenedesmus E.Cso 145000 14500 0.1844 <0.1
subspicatus
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Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
Aquatic plants,
chronic ECso  >10000 >1000 04844 <0.1
Lemna gibba @\@
Fish, chroni N S
IS CATOME - NoEC 9720 o D 0w@ | 1o
Oncorhynchus mykiss S /\%9 @
Invertebrate, chroni o DN N
nvertebrate, chronic | \ope 000 | O 100 [~ 007510] =01l
Daphnia magna @ Q> Ko BN
Amidosulfuron | Green algae, chronic @j °\© & \v@ @ o
-ADMP Scenedesmus E:Cso >56QQ§ @%56000@7 @51 g <@v
subspicatus . @) &) @ @ © [(@
Aquatic plants, Q N N @ @@
chronic E.Cso %>100@ émoooé @1 d <0.1
Lemna gibba NS Q) @ & Q
Fish. chroni }#(\J R a3 OQ @
ish, chronic g
’ c 920 gf 0.1 <0.1
Oncorhynchus mykiss &Q S) &@ @ﬁ& N %@6
S )
Invertebrate, chronic ()%, A Y
q pveriedrate, CAomE P NQE® &6’@0 § 106 @.1926 <0.1
Amido- Daphnia magna N . d o o
sulfuron- (Q 2 T AN
Guanidinocarb | Green algae, Ck@ ¢ § & %’) %
Onyl sulfamic Scenedesmus @ rCSO@ li"m 50&@ 0 1926 <01
acid subspiediss Q \\ S, 9
Aqu&plan@@ 9 & @ \%
«Gifonicg ?rcso 96@ @&092 0.1926 0.2
X na gibba @& £§9 &Q @
Grass (autumn), 1 <45 g ASTha %% @ S O
N Eish, chronic? @%E% A 10066/ 1000 0.554 <0.1
. C) PGSV, . .
&@ 03{(@}1)}%@%&11@/@@(\%) N A
‘fyvertebrate, chropic OEC ©32000'° 3200 <0.1
0.554
5 D(@a magaa | NOEC ©'1300" 130 <0.1
Amidosulﬁui% Gr@\f} algae, chronié §
WG 75 §Scen@ mus | EC 122000 12200 0.554 <0.1
% @) s%spicatus@ ([;%9\9
10 1 0.554 0.6
XY~ Eish, chrorfi®”
Amidosulfuron: %ﬁ IO NOEC 9720 972 1.8944 <0.1
On@w ynchus mykiss
*Q”

16 Observed NOEC from the study with formulated product
17 Calculated mixture toxicity based on the active substance endpoint and its amount in the formulated product
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Amidosulfuron WG 75
Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
Invertebrate, chronic
. NOEC 1000 100 1 .%944 <0.1
Daphnia magna
Green algae, chronic N o
Scenedesmus ECsx 145000 14500 S 1898\ | S0 &
subspicatus @© é%g A
Aquatic plants, ° & N o N
chronic E.Cso 92 1o 0%, M1.8944 °<\\27.1
Lemna gibba i @) & )
Q & @/ﬁ

Oncorhynchus mykiss

: : @ N
Fish, chronic NOEC 0 8@’ %\2\9972 v Qloo S J@
F % £

g
Invertebrate, chroni . @

nverte I‘E.l e, chronic NOEC QOO@\ y\?ﬂo o 1. @ <0.1
Daphnia magna 2y S < Q Qy 4
Amidosulfuron . Q @ )
Green algae, chronic @ Q @ @

-desmethyl Scenedesmus ]i&o woooo&gf@ >1§900 2 1.0190 <0.1

subspicatus % O & @ ‘N 2)

Aquatic plants, )¥ § & & °\N\?) @
chronic O Egy w20 (O § 1 ©1.0100 <0.1

Lemna gibba%; gj)\ﬁ S q & N
S
Fish, chronic > S 9 X ®)
’ ONOECO ™ 9750 97 0.2219 <0.1
Oncorhync@”mykﬁg@ E& 0 9 0@
bfare, ch (VN =)
Invertelgg ’C@ NOEC ©100%@ @100 0.2219 <0.1
Amidosulfuron D, %ﬁ@m magna a @
-desmethyl- : O
chloro- G§l algae,%chror%@j > X S
loro Scenedesmus s> b 000 14500 0.2219 <0.1
pyrimidine Nz sugspicat N Q o,

E
&@ Aguatic &ms, @() @\ S

O\Q chro EC 100000 >10000 0.2219 <0.1

$ Lepweith® | O &

%@ l@h, Chr(s%:ioc @NO (\\

o S

& O@hyné@ts myki .
S © S
rtebrate, chréum

S Clvert prae, chriBic | (BEC 1000 100 0.8202 <0.1

Depfinia magna

@
Am1dosg1t;§;@ Gr% alg@gghrom&&
-guanidi AN Sce@esmus§ ECso 145000 14500 0.8202 <0.1
S Su picam@a

Q
9720 972 0.8202 <0.1

l

@atic plants,
@ chronic E.Cso  >100000 >10000 0.8202 <0.1
Lemna gibba




Bayer — Crop Science Division Page 47 of 120
2016-05-31
Document MCP: Section 10 Ecotoxicological studies
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Test Endpoint RACsw; Lt PECsw,max | PEC/RAC
substance Test species [ng a.s. or (NOEC/10) [ng/L]
formulation /L] (ErCs0/10)
Fish, chronic
) NOEC 9720 972 0.2229 <0.1
Oncorhynchus mykiss
Invertebrate, chronic % o
] NOEC 1000 100 N .2229\ £0.1
Daphnia magna > @ @) m@
Amidqsulfuron Green algae, chronic @@ (0% % %\J
-biuret Scenedesmus E:Cso 145000 *14500%, "Q&2229© 5@?
subspicatus Q 2y BN
. g () O
Aquatic p.lants, N N NS @ o
chronic E,Cso >10000 @MOOO (g @29 Q <@"
Lemna gibba . @) & @ @ [(f\@
Fish, chroni 2 @
SISO NoEC %72@ 2972 & 0. @ <01
Oncorhynchus mykiss G S Q) O o 4
; ® ] S
Invertebrate, ch %
pverientate, Chrome N%@ 1000 4R 100 @©0.0924@ <0.1
Daphnia magna & (\% @ﬂ@ A @
Amii(;;l;}é;lron Green algae, chronic % & AN @ @\ Q@j
) Scenedesmuis ©> Cs)” >569900 @560@ @.0924 <0.1
subspicatus N LN @)© § ©
S N
Aquatic plar& éﬁ <
chronic S r(350© >10 > 00@ 0.0924 <0.1
Lemna ba AZ© S o 9 o
Fi U >
= mm@ Noec © 972%@ 972 0.2290 <0.1
Onco chus iss @%
I brate, ch O
» ‘@@e R ror%@ N &1%0 100 0.2290 <0.1
Alr;n 0- Daphgig'magngy N N
sulfuron- ~F S
Guanidinocarh Greez@gae e O N @
onyl sulfarfic enea@a ©@ Cap> 1@0 14500 0.2290 <0.1
acid subsplcatus N o
N
< Aqgfcplaa@ NS
o’ @hronity @Ercs@ 9.2 0.92 0.2290 0.2
& emndigibba Q

©)
The 1 uotlent is b@@w 1 in the

la% ort

Therefore a ref}
aés ssmen@onducted via the consideration of the more realistic FOCUS STEP 3

aquat

aquatic plants.

surface water conce

U ©

tter ly th

apa

e\@’atlons for all intended uses and organism types other than
rent substance amidosulfuron leads to trigger exceedances.

sessm%t is required specifically for active substance amidosulfuron and

ions, is presented below.
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Table CP 10.2- 10: RACsw; exposure calculations based on FOCUS Step 3
Species Endpoint RACsw; Lt PECsw,max FOCU.S PEC/RAC
[pg/L] (E<Cs0/10) [pg/L] scenario
Amidosulfuron, winter cereals, 1 x 30 g a.s./ha &
0.2653 %]g% (ditch) 0.3
D <)
0.2499 @(“\@ DI g@am) 03,
41960 og@fditch&% &6
@ am
é}ﬂ 2,670 2 (stteam) %\ 2.9
2 0191655 D3wiehicd 02
)
&© j@ 0.(&5@ i (pofid) 4&@ 0.
S
Aquatic plants, chronic Q AN &N“Sl & D4@am) @gj 0.2
Lemna gibba ECso 92 gxﬁ 0' @b S) «@ @%
9 .00 D3 (pon 0.0
o R <§@ % e
&\ é @f@ (3&@09 D5 (@eam) 0.2
@ & 193@\ J{gﬁdimh) 0.2
O é & &
& SN q 0.9@ | ©RI (pond) 0.0
Nl ©
O\@ §) & 6&7550 R1 (stream) 0.3
% ©© é o\% 2 O.?l@gb R3 (stream) 0.6
(&@Q R CHES Q 03395 | R4 (stream) 0.4
OQ QD @ i i
Amidosulfuron, winter@als, ’x 15 g{il.s./ha ©@ @}
s Q° %@ @? Q&Q §‘Qf 0.1321 D1 (ditch) 0.1
L9 - © S R 0.1035 DI (stream) 0.1
SR X 4
A ©© & @© O > = 2.0940 D2 (ditch) 23
O\ \
. @ (@) LN 1.3370 D2 (stream) 1.5
A SN SRS
9 @ % 0.0957 D3 (ditch) 0.1
S s S
@@ ® @@ w;\ 0.0054 D4 (pond) 0.0
% @ og 0.0738 D4 (stream) 0.1
Aq“@p ant@"hmg@ Egh Q92 0.92
emnaQibba . 0.0040 D5 (pond) 0.0
- oS
@ Q) @ 0.0753 D5 (stream) 0.1
@ 0.0970 D6 (ditch) 0.1
©v 0.0040 R1 (pond) 0.0
0.1270 R1 (stream) 0.1
0.2601 R3 (stream) 0.3
0.1712 R4 (stream) 0.2
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Species Endpoint RACsw; Lt PECsw,max FOCU.S PEC/RAC
[ng/L] (ErCs0/10) [ng/L] scenario
Amidosulfuron, spring cereals & Flax, 1 x 30 g a.s./ha
0.2973 D%Ditch) 0.3
0.1953 | NI (Stream) o« 0.2
0.1927 ©§ D3&]§%Ch) S O@@
Y Q U@ ﬁ
Aquatic plants, chronic 6&.01 LN R4 (PO‘}{@% 9.0
Lemna gibba % 0@6 SND4 (S?%‘am) N 02
@ @, LVQV o
%@ ;}\}.0077@7 %&130@(@ o0
&© b 0agls | Bs (suduiy @o.z
\ °
R @ 04252 ¢ | R4 Heam)@ 0.1
Amidosulfuron, grass (spring),1><45ga.s./l:a§ Q\y m@w KU %@ @9
N ©& @f@ (@@72 ?Dl@itch) 03
@@ é @& (\&%25@2 P@;Q\%tream) 0.3
© y;\ Y @@ 1%@ .| ©p2 (Ditch) 14.2
N
\@ §» & @7960 D2 (Stream) 9.6
C @\
é\a @© Q \% P 0.28@)) D3 (Ditch) 0.3
Aquatic plants, chronic S S
Lemna gibba @rcso @Q 9%@ S 0.92@@ &ﬁos D4 (Pond) 0.0
ol S o~ 1@0.2201 D4 (Stream) 0.2
O o 8 Q &
& @@% @ $ § 0.0112 D5 (Pond) 0.0
\@ % @? N @ 0.2359 D5 (Stream) 0.3
&@ @Q é ©© . @ ‘Z§ 0.2461 R2 (Stream) 0.3
° N
QO S é@ &@ é 0.2659 R3 (Stream) 03
TE &
. 2 N
o & & O
Q O Q" s
QA O 4 Y &
SN N
§ & & @ 0o
% < S
S -
. >
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Endpoint RACsw; PECsw,max
Species ndpoin SwiLt W FOCU.S PEC/RAC
[ug/L] (ErCs0/10) [ng/L] scenario
Amidosulfuron, grass (autumn), 1 x 45 g a.s./ha
0.7153 D E4Ditch) 0.8
0.4647 | NI (Stream) o« 0.5
@ O
11.670 ©§ D@ch) > 1@@
0 I— =
., +8:5990, B%%tre%%ag 0.3
4 S
N o o [ os
quatic plants, chronic © & o
E.C 9.2 0.9% 020224 D&Pond 0
Lemna gibba % 60\9 v;% v % 0;;\@ &Qﬁ
0.2 ©a (st @ .
I 02486 |, D4 (Strearh) 0.3
SEEEN > S 0
02222 Di@ond) @ 0.2
N § &\3\9 & ¢ S
Q
& Q |@oasby @%%5 (Str%@ 03
N
& ©& @f@ (@m IR2 (Sgeam) 03
@ q S %%263 %@\gtream) 0.3
Q @ ° Yy

Bold values: trigger is not met and furtkgy reﬁn&ﬁ}é)nt is &qjﬁired Q Q>

The refined risk assessment ofo%%dosu

LY

on f

<

AN

r all intended

scenarios, except D2. Since the PEC@ ues Gnulated for s
sa¥ implémentedin FOCUS S

drainage, mitigation option
strips) would not reduce
Therefore, no further rj

concerned with the 132 scena%io, tl{s
submitted in the po@

aqu.

€X

re to@mido
asses&ient baded on RDCU
situation wil

pproval re-r @&tra@roc é@
S S
2 O &

N

sulfuron

°

enario

(e.

N
L@simat%s passes all FOCUS Step 3
re driven by the entry route
ift buffer zones, vegetated filter

f&§ this particular scenario situation.
ep A@alculations is presented. In the MSs
e

@essed in the national dossiers to be

$

N
Cp 10.2.1@ Acutrtoxicity to , aq@tic i@%‘tebrates, or effects on aquatic algae and
m&@ophy [es ‘N
& & @ &Q é&
. fi@o\a @@KCP %Z.I/W; 1989; M-125130-01-1
> ©
%© ©§ é ©© w;\
§ @ @-125\@30-014\@
Q. V OEC@203 (@
Ry ANTEERNN
SEE: 2
v >

The study reports o %ﬂ acute oral toxicity test for mirror carp on the formulated product. No dead
individuals were opgerved in the control and in the test concentrations up to 320 mg/L. 90 % and
100 % of the fish died at the treatment levels of 560 mg/L. and 1000 mg/L. The 96 h LCso was reported
to be 449 mg product/L.

Although the fish used for testing were slightly larger than recommended by OECD guideline 203, the
study was accepted in the EU review for the first inclusion of amidosulfuron on Annex I. A study
summary is found in the previous Draft Assessment Report (2006).
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No EU agreed endpoint was derived from this test, since a lower endpoint resulted from the
corresponding study on rainbow trout, KCP 10.2.1/02.

KCP 10.2.1/02 | . ; 1989; M-125129-01-1

@@)
o % S &
M-125129-01-1 S @ © 9
SN N &
@o & N &N %Q
@ Q> \ @ ~

The study reports on an acute oral toxicity test for ramb@/ trout @1 th %rm produg &f No dead
individuals were observed in the control and in the t s@concm}ratron@p to & 80 9% the
animals were found dead at a concentration of 180 1&%& 00 %50f the die the@ tment
levels of 320 mg/L - 1000 mg/L. The 96 h LCsg w&eporteeg 0 be c&%Emg pgoduc% @

SERY,
The study was evaluated in the EU review for ﬁrstﬁusm@'f am@)sulfur@a on %nex I, a study
summary is found in the previous Draft Ass ent K@ort ’Qg 06). > @

The study was considered to be accep % An @ agre@f@fo 101;1 Endpoints?expressed on pure
active substance equivalent basis, of @ @3 9 mg% . /L% On@hync mykiss was derived
based on this test. © N @

It is to be noted that aquatic expos@re foNhe présent p@ct 15§early\§ven by the entry routes
drainage (maximum PEC Values@)serv or SCC\dI'IOS D2«itch/sfream), and runoff (maximum
PEC values for scenarios R3 andR4 h of J% e pred@mn entry routes are indirect paths
to surface water, via secondaxy mov nts dep% fron@rﬁltra&oil to water bodies, they will
therefore not lead to an a explsur he a uatic envisonmerito the intact formulated product.
When in soil contact, th n V\@ egra@i via Q%lon in the pore water, differential
adsorption and reten of its” components by SO @.partlc , and biological degradation of its
coformulants. The y&om‘[ most re nt fo erefore is considered to originate from

the corresponding dies @spure ag)lve s@ A %@1 /01...04.

°\@ QQKCP 10 R @®-125182-01-1
L Soe sy
°\© & AN
305 @125%@@)1-1 &Q é
. G @@ $a o
U S & °
© N

The @y reppyts on @é)tatlc@cute t%@]lty test for Daphnia magna on the formulated product. No
mortality W‘@obse@d 1@%@‘:@%5 up to 100 mg/L and in the control. 30 % and 100 % of
animals dicd w1th in @ concentrations of 320 mg/L and higher. After 48 hours 45 % of
the animals ex to 1@2) mg/L, were immobile and all animals were found dead at concentrations of
320 mg/L and he%The 481 ECso was reported to be 187 mg product/L, the 48 h NOEC was
100 mg product/L. >

The study was evaluated in the EU review for the first inclusion of amidosulfuron on Annex I, a study
summary is found in the previous Draft Assessment Report (2006).
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The study was considered to be acceptable. An EU agreed formulation endpoint, expressed on pure
active substance equivalent basis, of LCso = 141.9 mg a.s./L for Daphnia magna was derived based on
this test.

It is to be noted that aquatic exposure for the present product is clearly driven by the entry routes
drainage (maximum PEC values were observed for scenarios D1, D2 ditch/stream), and runoff
(maximum PEC values for scenarios R3 and R4 stream). Both of these predonémant entry routes are
indirect paths to surface water, via secondary movements of a deposit fro @ﬁltrated soil to water
bodies, they will therefore not lead to an actual exposure of the aquaticsgnviro ent todthe intact
formulated product. When in soil contact, the formulation will be disinteggated vj lution@ the@%%e
water, differential adsorption and retention of its components by @i pa@l%es, a%l biggical
degradation of its coformulants. The endpoint most relevant f@risk as%essmﬁz&thereéke Is con dered

erf
2

to originate from the corresponding study on pure active sub@&mce,@:A 8:2.4/02. % N
Q" 5 o é}
KCp 10.2.1/04]  EEEN.: 1991;@129@‘@%01-1 %70% ©\ SIS
senule 775 Q@T04) FQe
Phleg) i€ Groy@nhiti@n Test Ghethog¥l
Q O > Ny @
M-129467-01-1 Q\ O S @
S & & LTS
g
O 5 >

Report: KCP 10.2.1/06

Title: Validity check @ramidoesulfuro

129467-01-1, | 1991, Q § . ©
Report No.: M-54941491-1 ¢ NN
Document No.: M-5494184-01-1 & & & Q
Guideline(s): none @ @) R @g

St o ) Rv Q & ‘N ©
Guideline deviation(s):  no o o
GLP/GEP: @ @ @ & >

e ¥ O @ XN

The study reports on@? static&72-h0{r grow@ inhibgtjon tg@}for Scenedesmus subspicatus on the
formulated product©© SN
W

@
S &S . |
The study was @fom& n Qt} ps. The ﬁrst@ 1n1t@ée test was conducted without pH adjustment
with concer@ns r@ging ggm 10 @@ZO r%/L. S

SOOI A |
As pH decreasedwin the first test and @NQ% was reached, the second test included 2 lower
concentrations@m 3.&6 32 /L) and’pH w@p adjusted to 7.6 (except for 3.2 and 5.6 mg/L).
.9 @
This conce@aﬁon @%ﬁe did not allgw’to re@ the NOEC.
S

Q S O
Constly, ﬂ@third@st was @rfor@ with concentrations ranging from 0.56 to 1.8 mg/L.

N
The h E@%Ercsﬁ%l re @\a@ulated by approximate ECso and binomial test to be 33.8 (95 %
confidence Yimits 32 — &g/@&nd 122 mg/L (95 % confidence limits 100 — 180 mg/l) for the
concentrations@ed without 1%57 adjustment. The 72 h E,Cso/E.Cso values for the test concentrations
with pH adjustment sere calculated as 39.2 mg/L (95 % confidence limits 32 — 56 mg/L) and 157
mg/L (95 % conﬁ limits 100 — 180 mg/L). The 72 h NOEC was assessed as 1.8 mg/L (without
pH adjustment). o
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The validity criteria of the new version of the OECD guideline 201 (July 2011) have been checked for
this study on the 3 consecutive tests:

Test 1 Test 2 Test 3 Criteria
Biomass increase in control Factor 117 | Factor 114 | Factor 117 | Factor > 16
Mean coefficient of variation for section- o o o
by-section specific growth rates in control 14.6% 19.8% 24 & 35%
Coefficient of variation of average \ S @
specific growth rates during the whole test 4.1% 1.8% @ 0% @/o @
period in control @) @’ = X

@o & \ @ %\J
All 3 criteria were met, the study is considered to be valid @5494@01 -(21"%)\ @5& *z”;y\
© 9

The study was evaluated in the EU review for the first 1@lus1o@f ann@sul @ex L tudy
summary is found in the previous Draft Assessmen@% 06) -The st sidg % zd to be
acceptable. An EU agreed formulation endpoint, ¢ resse% ur@ctwe@ sta]@f: equivalent basis,
of EyCso = 25.8 mg a.s./L and E.Cso = 93 mg a.s. forsﬁznedes?nus su{spzcat:@ ere ¢ ‘? ved based

on this test. Ko S
& TS

It is to be noted that aquatic exposure fo&% sent pr@@ct 1@»§jlearly en by the entry routes
drainage (maximum PEC values were ﬁbserv@ for s@nario Q 1 D2, dltcgﬁeam) and runoff
(maximum PEC values for scenarios nd strean%)» Both %1 ﬁ)red ant entry routes are
indirect paths to surface water, via Oé‘?onda® oveggents offa depiosit frop Qi filtrated soil to water
bodies, they will therefore not lead~to ansactua] &xposu Bt th&uat fivironment to the intact
formulated product. When in soﬂ@ontac e formulation will bedisintegrated via dilution in the pore
water, differential adsorption and retntion &f its c@npone‘% byssoil particles, and biological
degradation of its coformulants. The etdpoint most rele ant foy risk agsessment therefore is considered
to originate from the corre sdmgstud@n pure active sabstanc%\KCA 8.2.6.1/01.

%ECP 102 /osm, 2@9@3{ M-23 87-01-1
Sidosul e Q @
1§ o g
e L& S

9 @31111@ R

N R @) @
Mgl & 5 &
&
The study repoy P on rowth\\; 1b1 test for Lemna gibba on the formulated product. The frond
numbers i @ con ed an aygsage 4 fronds after 7 days corresponding to a doubling time
of 1.8 days) hlo er frands and\inhibited separation of daughter plants were observed at a

concent&%{on of<2. 96 formufation/ %nd above. No significant effects on growth (growth rates
base 0 count@?ﬁ &? undex the growth curve and dry weights) were observed up to a test
substance c@eentra@n of g/@A 7-d EpxCso = 10.1 pg/L, a E.Cso = 10 pg/L, 7-d NOEC (visual
effects) = 5:98 p% and NO&% (growth) = 2.96 pg/L were reported.

©
The study was & lua%d in the@J review for the first inclusion of amidosulfuron on Annex I, a study
summary is found gh previous Draft Assessment Report (2006).

The study was considered to be acceptable. EU agreed formulation endpoints, expressed on pure
active substance equivalent basis, of E,Cso = 0.00773 mg a.s./L and E.Cso = 0.00765 mg a.s./L for
Lemna gibba were derived based on this test.

It is to be noted that aquatic exposure for the present product is clearly driven by the entry routes
drainage (maximum PEC values were observed for scenarios D1, D2 ditch/stream), and runoff
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(maximum PEC values for scenarios R3 and R4 stream). Both of these predominant entry routes are
indirect paths to surface water, via secondary movements of a deposit from infiltrated soil to water
bodies, they will therefore not lead to an actual exposure of the aquatic environment to the intact
formulated product. When in soil contact, the formulation will be disintegrated via dilution in the pore
water, differential adsorption and retention of its components by soil particles, and biological
degradation of its coformulants. Endpoint most relevant for risk assessment thefgfore is considered to
originate from the corresponding study on pure active substance, KCA 8.2.7 /&

S @ o ©

>R )

CP 10.2.2 Additional long-term and chronic toxic @§ studi @on f@ , aql@%c N)
B

invertebrates and sediment dwelling o HIS@ %© N
(A
kP 10.2.2/01 | N 1989&@Q125¢]§P—01-1 %7} ©\ & éﬁ
Ry

A
NS R
: 01- v @)
M-125111-01-1 Q Q@ @Q
@ S & & P e

The study reports on a ﬂow-through@ ay @%nge@oxw@s‘[ férrainboirout on the formulated
product. Some fish showed slow real sand switmin he T Su (Qe and reduced uptake of
feed at a concentration of 5 mgﬂ; an Yil?)ove. No 1nt0x1cat1§ symptems were observed up to a
concentration of 1 mg/L. The g¥)wt s si@flcan y@educe t a gancentration level of 50 mg/L.

Dead fish were observed at the highesftest toncentration o of ) m /L&‘ii’?y A 21-d LCso = 30.1 mg/L,

a 21-d NOEC (growth) = Jmg/ @ng a.s, /L) and &21-d NOEC (intoxication symptoms) = 1
mg/L (= 0.759 mg a.s./Lywere r@'ted V @ @@ &\

The study was eva u@©d in the EU ew fi %Ehe ﬁ% nclu@n of amidosulfuron on Annex I, a study
summary is found iithe p@&ﬁ)us ft A smegg{ po§’006)

The OECD G ehne ﬁ% suggg:an@oper hmgfo “& total water hardness of 250 mg CaCOs. This
limit was CA{ ded nd co%@have@otentz& influenced the test results. Nevertheless, the
study was cons1 to be cceptable beeause amidosulfuron is of low acute toxicity to fish and the
results of the chlmnc study wi @ unf @ulat .s. suggest that the results of the chronic study with
the formulate oduggare plausib EU agreed formulation endpoint, expressed on pure active

substance %Valent@@ams of row@ 7.59 mg a.s./L for Oncorhynchus mykiss was derived
based ont test @
@ ~
(OIS
It is e no d that 2§ atlc exposure e@f)r the present product is clearly driven by the entry routes
drainage mumyp ues V@re observed for scenarios D1, D2 ditch/stream), and runoff

(rnax1rnun‘i§B lues fi ?\(s\cenags R3 and R4 stream). Both of these predominant entry routes are
indirect paths t fac&ater via secondary movements of a deposit from infiltrated soil to water
bodies, they therefore nofQéad to an actual exposure of the aquatic environment to the intact
formulated product.¥hen in soil contact, the formulation will be disintegrated via dilution in the pore
water, differential‘@dsorption and retention of its components by soil particles, and biological
degradation of its coformulants. The endpoint most relevant for risk assessment therefore is considered
to originate from the corresponding study on pure active substance, KCA 8.2.2 /01.
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KCP 10.2.2/02| B 1989; M-125137-01-1

M-125137-01-1
9
@
%
The study reports on a static renewal 21-day reproduction test for Daph@ ma a on %@ormu@ed
product. The mortality was not statistically different from the control A@éduce prodfietion rate was
found at a concentration of 10 mg/L on day 12. At da&{ thls %pens bysa, higher
reproduction rate on day 16 and no significant differenc s ev 1s tr ent_ldvel at the

end of test. After 21 days a significant effect on the re@oducl ratK S o erved @;\\the highest
treatment level only. A 21-d NOEC (reproduction) = 3@\9 g/L 4.3 nigra.s./ as r ed. v

\)
The study was evaluated in the EU review for the first mcl&smn of@mdosﬁ{%ron&n Ann , a study
summary is found in the previous Draft Assessmen @(200{} IS

v &
The study was considered to be acceptable @weve@no thgree&endp(@t was @ved from this
test.

It is to be noted that aquatic exposure % the I@sent @duct Kéle@r[?@drl 'Jy the entry routes
drainage (maximum PEC values we bsepved for %cenag\cg DI@Z dl&stream) and runoff
(maximum PEC values for scenario @3 andJR4 strégm). Bath of these pre inant entry routes are
indirect paths to surface water, Vla@econamy moVvement d@ sit ﬁ*& infiltrated soil to water
bodies, they will therefore not 1éad to @%ﬂacmal%xposure of the aqudti¢ environment to the intact
formulated product. When in soit con ; the foxmul &a will @dm rated via dilution in the pore
water, differential adsorptign, and entl f 1t>s\compa@nts b>soil particles, and biological
degradation of its coformylants. Eﬁ@pom ost relevant fofwisk as§essment therefore is considered to
originate from the corre ndm ure a&re su@anceﬁ\( A 8.2.5.1/01.

: &

O
CP10.2.3  Fur her@tl aqlﬁc 0r@§nsm®

Further data oighe f@latlon are no@(equlred nderf@ommission Regulation (EU) No 284/2013 in

accordance A\t R@twn&@ Nb 07/2&%
O & &
Ny Q@ & O

CP 103 @Effe&)@on ammg@&

CP 10.3. 16 E@ts ombees O \©

The r@sessm@nt ha@oeen per@orme@%ﬁccordmg to the existing guidance in force at the time of the

prepa sul sio %f th1§doss1er namely the EU Guidance Document on Terrestrial
Ecotoxico (SA O/ 3 9/2’%) rev 2) and EPPO Standard PP 3/10 (3) Environmental Risk
Assessment Sch for t Proteetion Products - Chapter 10: honey bees.

Commission Regulatiens (EU) 283/2013 and 284/2013 require where bees are likely to be exposed,
testing by both a (oral and contact) and chronic toxicity, including sub-lethal effects, to be
conducted. Consequently in addition to the standard toxicity studies performed with adult bees
(OECD 213 and 214) the following additional studies are also provided:

e Acute oral and contact toxicity of amidosulfuron and the representative formulation
Amidosulfuron WG 75,
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e Acute oral and contact toxicity of amidosulfuron to adult bumble bees under laboratory

conditions,

e Chronic 10 day toxicity test with of Amidosulfuron WG 75 on adult bees under laboratory
conditions,

e Colony feeding study with Amidosulfuron WG 75 according to et al. 1992 (using a
realistic worse case spray solution concentration and covering expos or effects on brood

(eggs, young and old larvae) and their development, &

e Semi-field brood feeding study with Amidosulfuron WG 75 following O @ (us1r@a
more realistic spray scenario onto flowering Phacelia tan@gtzfol% at the maxifum
application rate for the approval renewal of amldosulfuron a&&oveyn@’ exp& fo@fects
on brood (eggs) and their development and colony p@ eters) L

o

\
Details of the honey bee testing with amidosulfuron are@esen e@toge«t&% Wlt&@é ecc@gxwologlcal
endpoints in Document MCA 8, point 8.3.1, as well @ﬂthl@e exifing Draft As @eport
(DAR) and the updated EU List of Endpomts of ®ecem, 201@ Furt re, ©ofal a ontact
laboratory toxicity data for bumble bees indicategsthat ngn-Apzs&wees afg not qnore ﬁve than
honey bees and consequently the risk assessment ho@s bee%\g&consw{ered toprot ¢ to other
bees. o @ S
< O &)
An acute oral laboratory study with Amidgsulfuton WG 1991; M-135739-01-2,
KCP 10.3.1.1.1 /01) had been alread Svailab® “but @s destribed &nd ratgdas invalid due to
deficiencies in the test design (missi % tandar in t U revjew fi e first inclusion of
amidosulfuron on Annex I. Further@e se@ral lalfgrato @mdle “had beefavailable in the DAR,
which however followed outdated test guidélines pﬁ%d bee - perforted f lowing test designs that are
no longer applicable today and@ﬁl consg uence o not meet é&urrent\gahdlty criteria and/or data
requirements (i.e. contact exposﬁre V &?’ter p@er or yifdirect @ersp@) Therefore, all these studies

which are either invalid and*not performed ‘acc rdm& 0 staté&of- -the&rt methods are presented in the
following table for reaso co eteg@ but aye conseduently %ﬁperseded in the approval renewal

process by a new guidelifie-con statgrot-th acut@yporal and contact toxicity test on honey bees
(. 2011; M-403727-Q]-1, KCP 10. 3 1.1.1 /g@nd I@SP 10.3.1.1.2 /07) that was performed

with Amidosulfuro% 5. o & 8 @@

A summary of @f crlpc@ en ts fi @fiﬁd@fumn %d the formulated product Amidosulfuron
WG 75 are proyided xg}he following &e. Endp int%@lown in bold are considered relevant for risk
assessment A N N ©© @\ %,

S QS
S & & 9



Bayer — Crop Science Division

Document MCP: Section 10 Ecotoxicological studies
Amidosulfuron WG 75

Page 57 of 120
2016-05-31

Table CP 10.3.1- 1: Endpoints of the active substance amidosulfuron (techn. and representative formulation

Amidosulfuron WG 75)
Test .
Test substance . Study type Endpoint Reference
organism
Acute toxicity to honey bees
; 1989; M-
%@ 1241006-01—1
: S N
NS
. oral,48h | LDsy  >109.2 pg a.s./bée>
Amidosulfuron, Apis %,
tech. mellifera ° N
A contact, 48 h | LDsp > ]@lg asfbee , >
WD
@ O\U K _
@ @ V) @
. 1; M-
oral, 48 h LE@ >N6 6 p%%as /bee S 727 g&j
CP 19.31.1.1 /04
contact, 48 C§ED50 ©> 10%% a. S@@ KCP&YN3.1.1.2 /07
\@@ @Q N @©> ,; 1991; M-
739-01-2
ke N L&
Sk © < @ (<77§ @ <}
% @,
©© QLD § SO @@ - 1992; M-130984-
S = o 01-1
@Bontaciy S
Amidosulfuron Apis ’ ) N %) Q
. S S
WG 75 melllfera% O Ny "~ ) S
SIS Kl B M-
§f ES . K= 130976-01-2
9 SN
O &g Qf of W@
©©> @% %07» N &Q &6
1991;
. . O @ §§@ hffect Pt M-130728-01-2
N 2y )
Al & O Wy 1991; M-
0 Q © L 130674-01-2
> @ O |5
Acute t0x1c1tymbumbf§bees N 0& D
R @) Q _; 2016; M-
YA ESEES ,48hQ LDsy  >203 pg a.s./bee 545712-01-1
Amidosylfuron, :,@Bomb@ O S KCA 8.3.1.1.1 /03
.Q\, S terr@rls s @ ;2015; M-
yﬁ @| & & confact,48h | LDsy > 100 pgas./bee 525139-01-1
| O @] ,0 KCA 8.3.1.1.2 /03
Chronic t}\x"icity Qadultslggney beey
S ,; 2016;
Amidosulfurory %f U J0dadult | LCn  >3333mgas/kg M-549770-01-1
WG 75 @ ifera feeding study | LDDsy > 78.4 pg a.s./bee/d KCA 8.3.1.2 /01
KCP 10.3.1.2/01




Bayer — Crop Science Division Page 58 of 120

2016-05-31
Document MCP: Section 10 Ecotoxicological studies
Amidosulfuron WG 75
Test .
Test substance . Study type Endpoint Reference
organism

Honey bee brood feeding study

No adverse effects on bee

mortality (adult, pupae and -
Honey bee larvae), bee brood development @ngzl 18-
Amidosulfuron Apis brood feeding | (eggs, young larvae, old larvae) 0 ’_1 .
WG 75 mellifera | (le: | and vehaviour, by feeding ho§/ @ $3.1801 &

al., 1992) bee colonies sugar syrup at
concentration typically pr@% in ZKoCP 103.1.3/01 @

the spray tank%%.& 14 gag/L) ° [(%& )

Semi field honey bee brood study @ D o °
Semi-field ¢ .. O (Ei% R
honey bee @ %\ ] ) Q 2,
brood study é\a & @ @@ ©© SN
(%E %)ml:g' N Versecgf%ctsoo&nortali& @
ex’posure (adults, e and farvae), < ,; 2016;
Amidosulfuron Apis conditions) i rJoragingactivit haviqas;, -545920-01-1
WG 75 mellifera Phacelia: § colongyonditiéay coloﬁxstren KC@@.IS /02
. ..o, = and bee’bro @evelopmen‘c a@ KCP¥10.3.1.3/02
apphcatlcm @ a5/ (9@ %S @
during fol- @Q LN 2
bloomand S O 4
bees@rt velyQ & & N @
agings, R f,© (§ . ©

9, Q)
a.s. = active substance; prod. = prod¥ch @: values’used in risk as§gssmenty,
<,

1 Study not considered valid S N) & S

2 Study performed according t&utdate@deli@ot an gﬁ)ropri@ test to derive endpoints for use in
current regulatory risk assessrdht & > N ¢

3 Direct contact of the bees e re&%\es 0 @test S stance@n filter ﬁ%er, not an appropriate test design to
derive endpoints for use igtghrrent I@u atorﬁ?sk assessmen N

Y EU agreed endpoint acgording to'the u;%e‘lted EW List of Endpoin{srom December 2010
9) Direct spraying of th&lest substance o@jhe horey bees fotan @opriate test design to derive endpoints for

use in current regulat risl@@%ss *‘-\-5 @ § N
‘or
0\@ 37;9\ % @© Q @
Risk assessﬁ&t f es & §> @\ «z§
The risk assessmeat Tor bees is based on ‘the maximum application rate of 1 x 30 g amidosulfuron/ha
in cereals, for the maXimu lica&igﬁ ratg) f 1 x 30 g amidosulfuron/ha in flax and for the

maximum ap@‘ation@ e of kx45 gldos&faron/ha in grassland.

N
Hazard Ou@ents § é Q °\©
The risl&%ssessn@nt is based on®Hazard™Quotient approach (Qn) by calculating the ratio between the
appliggton rags, (exprd in@ a.s./ha Or in g total substance/ha) and the laboratory contact and oral
LDs xpgi@d in pa.s./ rin \;@total substance/bee).

Qu values can lcul@&a us}& data from the studies performed with the active substance and with
the formulatioQH lues higlher than 50 indicate the need of higher tiered activities to clarify the
actual risk to honey .

Hazard Quotient, oral: 0. - max. appl.rate _ [ga.s./ha or g total substance/ha]
Ho LD, oral [nga.s./bee or ug total substance/bee]
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Hazard Quotient, contact: Qu = max.appl.rate [ga.s./ha or g total substance/ha]
e LD,, contact [uga.s./bee or pg total substance/bee]

Table CP 10.3.1- 2: Hazard quotients for bees — oral exposure

LDso | Application rate | Hazard quotient . 7@)

Crop [ng/bee] [g/ha] Quo Trlgge&r g .
Cereals 30 <03 TR PSS NS
Amidosulfuron | Flax | >109.2 30 <03 Ay %@ © 2
Grassland 45 <04 @p0 |y % X
> = &0

The hazard quotients for oral exposure are below the validatéd trlg@ Val@r higher tier testing (i.e.
Quo < 50). Risk to bees from oral exposure is therefore a@ptable@r thggﬁtend&d du%ases.
@

L Q
Table CP 10.3.1- 3: Hazard quotients for bees — contact@posu@@ @ @@ (@) @

&

LDso | Application r Ha ﬁ quotient . @ @

CrP | [ugibee] | [gha], " %&Qno?s SETS &

Cereals 300> < QR ~50 @
Amidosulfuron | Flax | >100 369 <03 509 @

Grassland o35 & @) 45 [\ 509 @
< 9

The hazard quotients for contact exp@e ar low he v d tm@@r Vﬁor higher tier testing
(i.e. Quc < 50). Risk to bees from @ntact e the$ a@tabl or the intended product
uses. ‘zﬁ\ﬂ

2 & o Q
Further considerations for the risk a@ssmel@ R @ @g
S

g

In addition to acute labordfory studjes w@adulté@oney bees amié?sulfuron was further subjected to
acute oral toxicity (& 16; W5457@ 01- @ C/&*&Z& 1.1.1) and acute contact toxicity
. 2015; 5139-01-1; an CA &3.1.1.2)Hum d@bee testing. The studies resulted in an
oral LDso of > 20 a.s./bu og LDs > 100 pg a.s./bumble bee and did not

3& mbl@ee and@>c
reveal sensitivity di eren§ be ho bumbjp’bee foragers.
% @ N

. . N
Moreover, l@osul n (tested agyAmi sulfur C‘VG 75) was further subjected to chronic
laboratory testin w&ul@ ney @es (H 2016; M-549770-01-1; in CA 8.3.1.2).
This chronic studygwas demgne(@as a limjt test.by exposing young worker bees for 10 consecutive
days to a nominal co tratighy of 3333 mg @midosulfuron/kg feeding solution, respectively. The
actual test wdcondyébed by*using formulated product Amidosulfuron WG 75. After exposing
honey bee or te@s utive dﬁxc@ngtely to sugar solution containing amidosulfuron, the
10 day LCso (Le@ Co@entr ioh) wassdetermined to be > 3333 mg amidosulfuron/kg, which
corres s to 49.DD (Lethal ieta ose) of >78.4 ng a.s./bee/day. The respective NOEC (No

Obsefyed Effgot Cogntrat ) for Ywortality was determined to be > 3333 mg amidosulfuron/kg,
which corr{g@nds t DK Observed Effect Dietary Dose) of > 78.4 ng a.s./bee/day.
Q

In order to rev igasulfuron poses a risk to immature honey bee life stages, a bee brood

; ; 2014; M-482118-01-1, in CA 8.3.1.3) has been conducted by
following the provi§iens/method of . (OEPP/EPPO
Bulletin 22:613-616 (1992)), which require, amongst other parameters to “...use formulated products
only... products are fed at a concentration recommended for high-volume use...”. The honey bee
brood feeding test is a worst-case screening test, by feeding the honey bees directly in the hive with a
treated sugar solution which contains the test substance at a concentration typically present in the
spray tank (and as such at a very high concentration) and by investigating the development of eggs,
young and old larvae by employing digital photo imaging technology.
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This particular study was conducted with Amidosulfuron WG 75. The administration of
amidosulfuron at a concentration of 0.114 g a.s to honeybee colonies via feeding of 1 litre spiked
sucrose solution has neither resulted in adverse effects on brood development, worker, larval or pupal
mortality compared to the control. Regarding brood development, the brood termination rates of the
test item treatment were overall on a low level with 21.6, 11.1 and 6.2 % for %s, young larvae and
old larvae, respectively, which were not statistically significant different t& e control with brood
termination rates of 17.8, 10.2 and 6.4 % for eggs, young larvae and old larvae, resggfivelggt the %d
of the brood observation period. @@ @
X
In order to clarify whether amidosulfuron poses a risk to hon@%ee bfeod a%&colon@evelggﬁent in
particular as well as on honey bees in general under realistié@vorst-gase conditionssa highergier semi-
field honey bee brood study (according to the provision the QECD, Guidance@ocundent 75) was
conducted under forced/confined exposure conditions @ing theformuyjation idosulfuron WG'75,
by application of 45 g a.s./ha under tunnel conditiopto thed@ll flowering ARl highl¥ bee aftractive
surrogate crop Phacelia tanacetifolia (| 16; 1\@5457&@01—1QCA 8.371.3).
D S

. e
The study included three treatment groups: Coatrol (ta%@ater)ééﬁest iteap (45 g@g/h%é? d Reference

item (300 g fenoxycarb/ha) with all applic@ns bewg ca oufawith a_spray me of 400 L
water/ha. For all treatment groups, four r icates%un @) were set The g@plicaﬁon of all
treatments was conducted during daily bge’ flig &activi@ t theCtime of full flégyering of the crop.
Thereafter, the bees were kept for 3 d ithin the turfnels (co@fmec@&posm ase) and were then
relocated out of the tunnels and trans§;jv te® monyoring s@’with%l flowéping crops and intensive
agricultural area for further monito@hg (day 4 tosday 41 abrer trghtment .@hroughout the confined
exposure phase, mortality of worlegr bee%}arvae and pupag%vas sted%a'ly along with assessments
of foraging activity and behavioyr. Daily, mortality ass@ment@ere ontinued along with behaviour
around the hive during the p&sﬁt-exp o@aticm%eriod @ay 41 27 after treatment). Colony
assessments (food stores, Bedod ageas, colon stren}th) weré mage one day after application, on 5
occasions after applicatigfand a@le el@ the@mdy insorder o Cpver two whole bee brood cycles.
Detailed brood assessrignts od developmeiit, br termynation rate, brood index and brood

compensation index employing digital to im g @nology, investigating the fate of 250
individually marke@cells as pe me@ 0 ion roughout the study, covering an entire
brood cycle of h&r)ley bee§) N N

o N o) N~ ) @

The applicafi » of @tdos&@uron a@%e rate of 48g a.s./ha under tunnel conditions to the full
flowering an higﬁ@ bee aftactive HQ%I@ crop\%@haceh’a tanacetifolia did not cause any adverse

effects on mortality of%vorker (ges orCpupaeiforaging activity, behaviour, colony development,
Ras on%g@ developgment (brood termination rate: 47.4 %, brood index:

colony strength as weld

2.6, compensation i ‘,0@‘ - 3.8 iivtest j cor@ared to the control with brood termination rate: 29.7%,
brood inde@%j, cétrpensition inéﬂ 2 3.9 QNeither brood termination rate nor brood or compensation
index were sign@antly @fere@ﬁ the_fest item as compared to the control, indicating that these
indicesgperforme corrgable to the cofirol, including compensations of previous brood losses.

¢ S

All in all, iff\\ﬁn be cﬁcluro the acute and chronic laboratory studies in adult honey bees as well
as from the bee lydod feeding st%r (- et al. and OECD Guidance Document 75) investigating
side-effects ongmmature honeyppee life stages, that amidosulfuron is of low general intrinsic toxicity

to honey bees.
y S

, (g
Synopsis
Amidosulfuron is of low acute toxicity to honey bees, with LDs, (oral and contact) above the highest
tested dose levels.

The calculated Hazard Quotients for amidosulfuron are below the validated trigger value which would
indicate the need for a refined risk assessment; no adverse effects on honey bee mortality are to be
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expected at the maximum envisaged application rate. This conclusion is confirmed by the results of
the bee brood feeding study as well as by the results of the bee brood semi-field study, which covered
the maximum application rate of 45 g a.s./ha.

The acute laboratory studies conducted with bumble bees revealed no sensitivity differences between
honey bee and bumble bee foragers. @@)

It can be concluded from the acute and chronic laboratory studies in adult hgney ‘as \;@! as from
the bee brood feeding study (Jller «7.) and bee brood semi-field st 5) i stlg@
side-effects on immature honey bee life stages that amidosulfuron is of ]@V gen 1ntm§}c to ty to

honey bees. @ @ %
@

~

Regarding potential side effects of amidosulfuron on m@ture }@gy %e, life st@es thevconducted
bee brood feeding study (-et al., 1992) found & statlys\{}ally 1ﬁca®dlffe@ces between
test item and control in brood termination rates of eg@y\ﬁyou d old larva %Verall
the study revealed no adverse effects on the survival of ad&l ces 4qd pupae. when donsidering
the severity of the exposure situation in this worstssise streeningsest in combin e absence
of effects on the overall development of bee bragd, it ¢ e coélﬁ’uded mﬁaﬂgof this worst-
case screening study that the use of amidos@on des not pdse an ﬁnacce‘ble r@@r adult honey
bees, immature honey bee life stages and h%l be&coloni %

& 0O @ &9 @
In order to clarify whether the conclu@ on the basis‘ef lo e@ler ney@@ studies are correct,
amidosulfuron was subjected to confined s i-fieldgestingQfaccording to tiie provisions of OECD
Guidance Document No. 75), by a&lym sthe ratéof 45 g-as. /hads full- @wermg Phacelia during
honey bees actively foraging on@e cr his s\dy design is {rom an@\pldologlcal and apicultural
point of view more realistic thatvan i 1 fjve fe ing of % test @npo d via a treated sugar solution,
which contains the test substance at 1on° call resen @he spray tank (and as such at
a very high concentration @he re ults of-this hi her tier ¢ SQIIII -field, study confirmed the conclusions
made above on the bas1 the "@ the ert ed s‘ag1 , as no adverse direct or delayed

effects on mortality of @rker or pupae, foragin égtwlty Gehaviour, colony strength and colony
development as wel the devel t of bro ere erved even under aggravated, forced
exposure condltlon®nd b dlglta foll @%detaﬂed manner the fate of individually

marked brood c%l}/)s (dlglt@pho g th ess ) fro gg stage until emergence.

N
Conclusions™S @
Overall, it %%1 be ?@mlude@tha‘[ a§d0 l@on v\i%fen apphed in cereals and flax at the maximum
application rate af 30 gags./ha afi@ on gré@sslan %J, the maximum rate of 45 g a.s./ha, as foreseen for

the use of A sulﬁ@ W(@ not pose€ an unacceptable risk to honey bees and honey bee
colonies. 6 N

§ é Q" s

1 gocneFinici o e
CP 193.1.1 ¢yAcutéfoxicity to b
@l greneliig oy
CP 10.3.1:1.1 A%ute o@oxmgy to bees
O
§ %KCP 10@71 1.1/01 | : 1991; M-135739-01-2
@7

M-135739-01-2
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The study reports on the acute oral LDsy of the formulated product AE F075032 00 WG75 A104 to be
> 1400 pg a.s./bee (48 h). However due to deficiencies in the test design (missing toxic standard) this
study was rated invalid in the first EU review.

In consequence, no EU agreed endpoint for acute oral toxicity was derived from this test.
@’@
For approval renewal, the study is superseded by a new guideline-conform %g}’ acute tox1c1ty test on

honey bees for the formulation, see reported below under KCP 10.3.1.1.1 /0 N
y : &S & g

kcp 10.3.1.1.1/02 . . 1092; l\/@%% =\ §@
&’ \\ é Y
~ § SO
M-130984-01-1 N - ) .
“EEN r oSS A
N OISO
AR
R \\ N S o2

laboratory trials: exposure to vapour, to res S on @ated fidter paﬁ%r to girect sp, reatment and
oral intake of contaminated food. The study confirmed an gygrall low toxiciy of the ormulation upon
inhalation and contact exposure. In the Qral toxiCity pal@an L > lO&pg pct/bee (72 h) was

concluded.
S
The study was rated valid in the E%) revi

The study reports on toxicity tests with the @ulateoduo@E F@’O:ﬁ @@%\/Gé §,A104 in four

S o &
iéw for, tﬁ@ firstanclusi Qf g’%sulfuron on Annex I, a
study summary is found in the previou onogra h. Since the eV1o U endpoint for oral acute
toxicity of the formulation was ' Based @ult of. f%y K 0.341.1/03 (see below), no formal
EU endpoint was based on thig test. evey, S mnce-the stud@vas peﬁ% ed according to an outdated
guideline it is superseded ner@gulde]@ conﬂ&rm stud%perfo@d with the product.

@cp 1%@ 1. 1/0“,, 1 M 1@@976 01-2

@ @ @
O mgfra) ing
&5 Q @§§

9 13098012 S Q
NS <) @
Ny @ S"E o O

N @ Q\ N

o SN
The study rep@?’s on @city%@sts widiythe formulated product AE F075032 00 WG75 A104 in four
different laberatory $ials: exposurgto vapur, to residues on treated filter paper, to direct spray
treatment a or%é%take&’cont@mate’d%@od. The study confirmed an overall low toxicity of the
formu @ upc@l halation ard con exposure. In the oral toxicity part, an LDso > 135 pug

prod ee (@ h) w ncluQed

The study%vas I %d Val % the@J review for the first inclusion of amidosulfuron on Annex I, a
study summar)@f und G the %VIOUS Monograph.

An EU agreed en ﬁi t for oral acute LDsp of > 101 pg a.s./bee - expressed in units of a.s.-was
derived from this tédt. However, this study was performed according to an outdated test guideline and
is superseded by a new guideline-conform study performed with the product (see KPC 10.3.1.1.1. /04).
The findings from the new study confirm the low toxicity of the product and are in agreement with the
previously obtained findings.
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New study:
The study that is summarized below was performed according to currently accepted and valid test

guidelines and supersedes all previous performed studies that were conducted with Amidosulfuron
WG 75 according to outdated or invalid test guidelines.

Report: KCP 10.3.1.1.1/04 . ; 2011; M-403727-01-1
Title: Effects of amidosulfuron WG 75 W (acute contact and ora&@ honey bees (Apis
mellifera L.) in the laboratory N N &
Report No.: 60671035 N @ Q 9
Document No.: M-403727-01-1 Sy X @
Guideline(s): OECD 213 and 214 (1998) . &@ o\@?
Guideline deviation(s):  none @ AN @)
GLP/GEP: yes %@ § C;%\ @S\ﬁ
(G
Executive Summary: > @K ©\

The purpose of this study was to determine the a@é contdét ang oral t ty
WG 75 to the honey bee (4. mellifera L.) under | ratowondit@s folléwing
guideline (OECD 213 and 214). For this purpose fern workérbees were ex

Q‘J
single dose of 100.0 pg a.s. per bee by topital ap tion @ ntactQest) a@to &ingle dose of
106.6 ug a.s. per bee by feeding (oral test, va ased@l the 4@ual intake of the test . Mortality of
the bees was used as the toxic endpoint. &1 ethal effectg, st ch a8 changey in behaviour, were also
monitored. @% @@9 NI @
@ & @ N 9

N
The contact LDso (48 h) was > 100.0 @ as. /@ The@ral L48£§Nas >@@6 6 ng a.s./bee.

Material and methods: .9
Test item: Amidosulfuron WG 75 W3 c1ﬁ§(\10n No@10200@)005 -02; Batch ID: EFKE001914;
Analysed content of arnidosu:]ipron 2): 7{%9% w@y Sam@% description: TOX 08735-00.

Test units were stainles eel %ﬁ ) cm@ 5 5 %ength x width x height). 10 bees
were used per test uni @test wnifs were used per test iféim do evel control and reference item dose
level, respectively. S@yWworker bees ( is me m) @3@ exp@sgd for 48 hours to a single dose of 100.0
ug a.s. per bee by @wal @p‘hcatl contdgt test)and 50 ker bees were exposed for 48 hours to a
single dose of 1% 6 ug ﬁng 1 test, value based on the actual intake of the test
item). N @

&5 SN
For the contact te; @ne 5 u@ drople of A@@&osulfuron WG 75 in an appropriate carrier (tap water +
0.5 % Adhisit) was plaged on %gﬁ dorsafbee thorax. For the control one 5 uL droplet of tap water
containing 0.5.% Adhgsit wa geference item was also applied in 5 pL tap water (dimethoate

made up in%@ ater@@ontaining 0.5 dh

For the gxal testueous @ock gQlution; @%? the test item and reference item were prepared and mixed
with -to-use sug &, up (30 % se, 31 % glucose, 39 % fructose) at a concentration of 50 %
(W/w)) For ontrdly ate@ d su@r syrup was used at the same ratio (1 + 1). The treated food was
offered 1n‘2§.syr1ng , whl(ﬁwerx\velghed before and after introduction into the cages. After a
maximum of 35 utesgcilie uptake was complete (duration of uptake was 35 minutes for the test item
treatments) anﬁ syringes coftfaining the treated food were removed, weighed and replaced by ones
containing fresh, ungeated food.

The number of dead bees was recorded after 4 hours (first day); 24 and 48 hours. Behavioural
abnormalities (e.g. vomiting, apathy, intensive cleaning) were assessed after 4 hours (first day); 24 and
48 hours. Temperature during the test was 24 — 25 °C; relative humidity was 55 — 92 %. Bees were
kept in darkness (except during observation).

Dates of work: August 18,2010 — August 25, 2010
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Results:
Table CP 10.3.1.1.1- 1:  Validity criteria

Validity Criteria | Recommended | Obtained
Contact Test &
Control mortality CO,/water control | <10% | @ 0.0%
Oral Test N
Water/sugar control | <10% J\\Q o D 0.0%Y @Ln‘/))
Contact Test @y Gp
LDso of reference | 0.10-0.30 pgas/bee & | °s, 0.19 g a.5./bedd
item (24 h) O@jTest o . N~

| 0.10- 03mas/@; 4»\\ O@pgawee
©

@

The contact and oral test is considered valid as the c@lg;rol m@ﬂahty 1n@§7ach @e wa§ 1 O%@ld the
LDs values obtained with the reference item (dlme& te) w@e w1‘g@the re@lred rgﬁes
Q \ w;\ g @ @@

& @Q « @ S
Contact Test: @ o
At the end of the contact toxicity test (4§%urs T apﬁatlo m&a 1ty @:urred at 100.0 pg

N

Biological results:

@@ é

a.s./bee. There was also no mortality in § \) controlgr ater g@
.8 o
Oral Test:
In the oral toxicity test, the maximaum nomgnal teét\l,evel o@nnd s@fur ‘WG 75 W (100 pg a.s./bee)
corresponded to an actual intake” o a.s./b Th1s%se level led to no mortality after

48 hours. In the control grou&gSO % s@ar sc@on) alsp no %ort 11ty© urred.

0

N
No test item induced beh@@ural @cts Wére observed at any tlme%
O @

@ &

Table CP 10.3.1.1.1- 0x1c1ty of Arr@nsulfu WG 0 h0 v‘\ bees; contact and oral laboratory test
Test Item A n) K @ A@ﬁosulfuron WG 75
Test Object = 9D o O@J N Q Apis mellifera

&@ § @U tact Q\J oral
Exposure . Q Q (solu@n in, Adhisit (6%5 %)/ water) (sugar solution)
Application rate g d.s./bgg, @ © IO}ii@o 106.6
LDso pug a.s./bed @\\, N oy >100.0 > 106.6
LDy pug a.sd/bee* L £3400.0 > 106.6
LD pg a.sdpee* @” N . $100.0 >106.6
NOED pg a.s./begh? M eyT w0 21000 > 106.6

* SinceCnd morteﬂ/ ity wé& observed at tH@’tested dose, the values for NOED, LD, and LDio values are
extrapyated t s abo@e tes@sdose ©

DS
The contact and @24 h) %lues of the reference item (dimethoate) were calculated to be 0.19
ug a.s./bee, re tlvely &

Conclusions: $

The toxicity of Amidosulfuron WG 75 was tested in both, an acute contact and an acute oral toxicity
test on honey bees. The contact LDso (48 h) was > 100.0 ug a.s./bee. The oral LDsy (48 h) was
> 106.6 ug a.s./bee.
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CP 10.3.1.1.2 Acute contact toxicity to bees
Kkcp 10.3.1.1.2/01 | | . . 1992 M-130984-01-1
%
%@
M-130984-01-1 °
: S
S @ © ©

S B
T v AN S
S S O 6&0%@

A brief study description has been provided in the section e@re,s CP'M.3.1. 02. .
y p p be; R N

o, K \ @ o
The study reports on toxicity tests performed with é@formt;@ed prauct FO7 00 WG75

A104 in four laboratory trials: exposure to vapour, tQ)residpc on t@ted fi apety to di spray
treatment and oral intake of contaminated food. study confm@:d an Qyeralklow toﬁ of the
formulation upon contact exposure (residues on treated %@r pagigk,direc&spray)@ @

© S voS

The study was rated valid in the EU revie r the@rst in@asion 6f ami sulfur@n Annex I, a

study review is found in the previous Manograph. Sincesfhe study by i® design does not deliver

contact toxicity endpoints suitable for fandard@isk asé@ssme (;?}\\ o formal ndpoint for acute

contact toxicity was derived based o te Howe%r, th& f dy@ pe@?smed according to an

outdated guideline and is supersede@y a g@idelineCgonforay tud@e" rfor with the product, see
OQ@ % o I@

KCP 10.3.1.1.2 /07. . o
O & R N @) & \\
KCP 10:3:1.1. &%4; \?f@l; M-@674-@D_2
o Qemiblesgiules: g % (HE
@ 5§ 8%

&©
& <
ﬁog@%-z X © @@ O
g o 8
- . @ & K
SN
2 \@ > QQ
The study r s on¥a,contact toxicity test with flated product AE F075032 00 WG75 A104
directly ové&spra)@o theybees. df was cluded“that the LDso after direct overspray with the
product is > 0.04 % (72h). AN
& O A

v
S B iow 2 N .
The study W&S%'ated wlid 1n%e§wew or the first inclusion of amidosulfuron on Annex I, a

study reviesinis fo in ¢he prevj M raph. Since the study by its design does not deliver
contact toxicity ef@points@uitabléJor stdndard risk assessment, no formal EU endpoint was derived
based o '~\s, is tesfy

N
X Q@ @f@ K%@%.3.lylﬂ&3_,; 1991; M-130976-01-2
o Qe Q\

S o
@
@M-130976-01-2
@

A brief study description has been provided in the section before, see KCP 10.3.1.1.1 /03.
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The study was rated valid in the EU review for the first inclusion of amidosulfuron on Annex I, a
study review is found in the previous Monograph. Since the study by its design does not deliver
contact toxicity endpoints suitable for standard risk assessment, no formal EU endpoint for contact
toxicity was derived based on this test.

This study was performed according to an outdated test guideline and is §gperseded by a new
guideline-conform study performed with the product (see KPC 10.3.1.1.2. /07{
> & o

KCP 10.3.1.1.2/04 N ; 1991; M-130728- 01& @

&
@o&\\é%Q

o

@ @ BN A
M-130728-01-2 5}0 °\© (ﬁ% \@7 %ﬁ o
N > © § & &
@ @
@ %@ &@ @

Q O 2
The study reports on a contact toxicity test with@ormu@d p@t AE@WSOZ%@O WQ% A104 with
surface exposure via soaked filter paper di§ It w@ con@ d tifat the @Dso W@he product is
> 0.04 % (72h). S & ) %, @
& o @ & O
The study was rated valid in the EU %iew r the fitst in u@on @rmido@@uron on Annex I, a
study review is found in the previof® r§aph @Since the stu%by its @esign does not deliver
contact toxicity endpoints suitable é? staridard rlsK\asses§ 1@ ormal @U endpoint was derived
based on this test. é}ﬂ

o

KCP@ 3.1, 1@@& *"%9@9)1 1\@%675@
S

w0 @
Report ameﬁ@l 3@ §> @\ \;§
N ) AN
Report: N RGP IO@I.Z/O ,; 1993; M-138714-01-2
Title: @;\9 @‘ VCStl;% ng t ects as respiratory poison on the honey bee (Apis mellifera L.)

91/052) Hoe 075032 water dispersible granules 75%
G75 A104

Report Na,: 496 N
Docu o.: © ;- 138714@%1 2 @’S\g
Guidelne(s): H-- ©\

N
Guideline d ﬁwn(s)@ Q@ N
GLP/GEP: QN 15\9 Q
The study repﬁ om\a toxici@j test with formulated product AE F075032 00 WG75 A104 with
exposure via resp%@ uptake. No substance-related effects were observed after 72 hours in control,
treatment, and toxi¢’reference groups. The report amendment corrects a typing error only and remains
with no effect on the study outcome (included for formal completeness only).

The study was rated not valid in the EU review for the first inclusion of amidosulfuron on Annex I,
because of the low mortality in the toxic reference group. No EU endpoint was derived based on this
test.
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Report: KCP 10.3.1.1.2/07 | ; 2011; M-403727-01-1
Title: Effects of amidosulfuron WG 75 W (acute contact and oral) on honey bees (Apis
mellifera L.) in the laboratory
Report No.: 60671035
Document No.: M-403727-01-1 2
Guideline(s): OECD 213 and 214 (1998) @
Guideline deviation(s):  none & o
GLP/GEP: yes § @ é &
> X @
The study reports on a combined test covering aspects of both data pd#its a{gu@’oral&féj? IO.SP 1.1)
and acute contact (CP 10.3.1.1.2) toxicity to honey bees. @@o S \\ Q) 2,

ST S SE
A study summary has been provided before under point I@ 1&3 @1 1 é&% v é;’

Study endpoint for acute contact toxicity for honey l@’ LD@@" IOO@g 8./
O Sy @
S «v;\ T S
LN @) K® N

CP 10.3.1.2 Chronic toxicity to bees § Q @ S @@
<, % @
Report: KCP 10.3.1.2/01 ;2018 M-5 O 01y
Title: Amidosulfuron @7 10- daﬁchror& dm@t on T@@oney bee (Apis
mellifera L.) in@helab ry ((’@ N
Report No.: M-549770- m@ " @ KL .
Document No.: M-549770£01-1 ‘”\a \ © &© \\
Guideline(s): Regulatien EC§1107 2009 (.? Q
OECD 213 (19€8y and . with current mendations of

the test gfoup by
1ve -01 @mda/ MRA)

PP AppliCy @ N
Guideline dev1at10n(s) ne W ©@ SN
GLP/GEP: %

This study has een pr@lou eval&ed on document MCA level, to deliver
information on@e acg&}substa su furo Ple@e refer to data point KCA 8.3.1.2 /01.

@
CP10.3.1.3 ]%\ffec%@ &1"1 hm@y bee@evelo@nent and other honey bee life stages
@

S 9 N
Report: N K%% . 2014; M-482118-01-1
Title: % @© A dosul on W@{g A W (750 g/kg): Effects on honey bee brood (Apis mellifera
@) - Brood feedifigrtest

Rep01§ @ Q@MAS
M

(20 LS\)

Document b&l@
Guideline(s): , 1992
Guideline deviati %: Q
GLP/GEP: %yes
N

This study has bg@ previously summarised and evaluated on document MCA level, to deliver
information on the active substance amidosulfuron. Please refer to data point KCA 8.3.1.3 /01.
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Report: KCP 10.3.1.3/02| . 2016; M-545720-01-1
Title: Amidosulfuron WG 75A W (750 g/kg): Effects on honey bee brood (Apis mellifera

L.) under semi-field conditions - Tunnel Test - Final report
Report No.: EBBEN041
Document No.: M-545720-01-1
Guideline(s): OECD No. 75 (2007); OEPP/EPPO No. 170 (4)(2010)
Guideline deviation(s):  Yes, see report @@
GLP/GEP: yes & o
S o

ThlS study has been preV10usly summarlsed and evaluated on docu@t MEA level, to defiver

ects’@% ho bees.
However, in each laboratory study as well as in a hlghe‘f\-tler st&&y, sub4ethal gffects, ifotcurring,

N Q

are described and reported. ©\ N 8 S @

@”\ﬁ N @Q C&© v S

5 R R o @© v
CP 10.3.1.5 Cage and tunnel tests & S @ % @
Not necessary considering the outcome he assessment an the lts o@wer -tiered studies.
A semi-field brood tunnel study a @dlng @ the p@vmo uldance Document 75
(- : 2016; M-545720-01°1) %&been conduc udy Q sumrnanzed under KCA
8.3.1.3/02. \@’@ $ &

N @
@6 NS @J) R
CP10.3.1.6 Field te lth®ne Ay
\

Not necessary consi@ the éytcome 0 the I'lSk ass ent ) d the results of lower-tiered studies.
A honey bee brood{€8ding study ac dlng € prey 1510ns etal. (_F;-
B 2014; M-482118201- @as been ond@éd T@ smd§summarized under KCA 8.3.1.3 /01.
2N Q? N
D Ro @

$
CcpP 10.3.2& Eﬂ@ts on@on-taﬁet a@@iﬂopoﬁ%’ other than bees

Toxicity tests ﬁ%non— et pod&@ere @ducted with the product on the sensitive standard
species Typhl omus@yri and 4 hzd rho@oszphz and five additional species.

O
All studles@ere [§mus&U réiewed~for the first Annex I inclusion of Amidosulfuron. No new
data ha cen geﬁérated@nd 1S su@fmtte@@a the context of application for approval renewal.

SN
A ry@the m@rma@ls pyo@ied in the following table.

&

A sum
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Table CP 10.3.2- 1: Endpoints of the formulation Amidosulfuron WG75
Test species, Tested Formulation, study | Ecotoxicological Endpoint
Edition Number type, Duration, exposure
Reference
WG 75 LRsp> 60 [g product/ha]
_,; 1996; M- Laboratory, glass plates ERs¢> 60 [g product/ha]
140500-01-1 14d corr. Mortality 48h @ffect on Reproduction
DI o TS
60 g prod/ha 333 N 16. @ m@)
WG 75 LRso> 40 [g produc@% @ % N
_B; 1999; M- | Laboratory, glass plates ERsp> 4@ [g prod N
184320-01-1 11d cor@ ortality 48h \Effect ) Regr&ﬁuctlon
P O @f*’ el
40 g prod/ha I%%@ 24 é@h 4
WG75 > 60fg produéithal
2003 M- Extended Lab., exposure on @K” o8 @ @
227766-01-1 potted barley plants 14d orn@‘taht@g‘] & ecto Reprod n [%]
3.75  gprod/ha Q N 9
7.5 g prod/ha %, §3.3 é;\a é @7© 4B
15 gprod/ha <& Q 0@ Y -18 @
30 gprod/ha @ Q @ 4%
60  gprod/ha, & NS @ 64
WG 75 %1 Ll@% 60 [@rodue@ﬂ 2)
I 095; | Laboratory, g@ ate@ ER50> 60:fg prod@la] N
M-181417-01-1 14d N ahty@ ect on Reproduction
o ¥ [eggs/female]
Control & @ S \ 8.81
60 gprodha & @23 Q A 7.14
W 75 © &~ ITRs > @[g produstha]
_,; 1992; M- La@ato ass @e 14d xCorr:’«Mortalit§[j’ o] Eggs/Female/Day Hatching [%]
136220-01-2 trol S - 118 -
g pi@h S) @@-7.51*&\ 94 25.7
@ Q @
6@) WG 75 @ @Rso >80[g product/ha]
ato -“ ass @es 14 Co ortality [%] Eggs/Female/Day
B 5\ r o 91
137157-01-2 '\ ro/ha 46.1 310
A ST \ <
@ o
& WG 75 @
B 003 M- abor§®y gl 1ates 1@ Corr. Mortality Effect on Reproduction
133073-01-2, 9 @)@ o [%] [%]
B @ 6(§g«g prod/ S 12 100*
F@ S

A.EFS %nclusﬁkrf) (ZOO@page 25) ) sStated CBA study with the dipteran Epishyrphus balteatus showed a high
1mpac<§re rd@uction $hile ¢ Seffect omsurvival was low. According to ESCORT 11 test systems with Diptera
(Epishyrph %@lteatu§ y me&(@ned) are not appropriate due to high variability in reproduction and
therefore the ppli(\%j t and the RMS atgued that these results should not be taken as an indication of reproduction
effects caused b@ osulfdron since in the studies with other arthropods no indication of effects on
reproduction wasifound.{ Overall ?@vas concluded that the risk to non-target arthropods is low for the
representative uses ev. ed.

o
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Test species, Tested Formulation, study | Ecotoxicological Endpoint
Edition Number type, Duration, exposure
Reference
WG75 ERso > 60 [g product/ha]
-]; 1992; M- Laboratory, spray deposits on
136106-01-1 quartz sand 28d Effect on Reproq%ction [%]
Control
60 g prod/ha -1098 & o
WG75 ERso > 60 [g product/h
B 1093; M- | Laboratory, spray deposits on ® @ © @@
132685-01-2 quartz sand 29d Effect @Repro@ﬂon{%@ %
Control %
60 g prod/ha @ & -l 4?\ o
WG75 LRS@%O g [g fodduct/fa] @ o
B 092 V- Laboratory, spray deposits on| @, > @Cf@
136107-01-2 quartz sand 15d Qorr. M@%hty %] Fee@g Rat@)upae/@tle]
Control Q < @
60 g prod/ha & N0, D & N oo m
WG75 LRgvy> 60 \\roduc@a @
¥ ; | Laboratory, spray deposits on | < @
; 1991; M- quartz sand 15d @ @orr l@ahty [%%] F @mg R%%upae/beetle]
135791-01-1 Control N & 2 %,
60 g prod/ha S @ @ 0 ‘27\9 @a.57
S -
A: A negative value indicates a lower mo@ﬁ’y treatipent thananthe cantrol
B: A negative value indicates a higher re@ﬁoduct&n rate in thie trea(@ent th%@’n the c@mrol
2 & N N
: S @ Q
Risk assessment for other -tar r (@)ds @
The risk assessment was petfo % ordln%%o the Guid C%Doc@%nt on Terrestrial Ecotoxicology

(SANCO0/10329/2002) to th%
procedures for plant pr tlon ucts v

In-field hazard qu@ Q) tie @ni@ SS Q @

The following e(%atlon us alc l@ard q@ ient (HQ) for the in-field scenario:

Tn field-HQ™ ma@ﬁngl@gpphc%@n rate\MAP\@SRso
Q

% e Dokumen on re@tory testing and risk assessment
With no arge 3] hrop& (ESCORT 2).

For the risk asse&?nent %the proguct A@osulfgron WG 75 on non-target arthropods in (winter and
spring) cerealsand fla&>the Warst-ca apphc@on rate of 1 x40 g product/ha at BBCH 12-49 in
spring cereal as b 4 taken into ﬁunt is use pattern is considered to cover also the single
apphca‘aon@ wm@ cerdals (1 x @oduct/ha at BBCH 21-49 and 1 x 0.20 g produc‘r/ha at
BBCH 13-49) a Pflax (@X 0.4 !©- pred %ct/ha before the flower buds are visible) as given in the
inten@e pattern fo@hls product se@ﬂ" able CP 10- 1). In addition, the product is applied at 1 x 60
g product/ha §@ gras multigte application factors (MAF) for the worst-case use in spring
cereals an% e use 0 gr nd were set at 1.0. Resulting HQ values are presented in the following
table. The risk i 1s -=. s1de§d acceﬁ%ble if the calculated HQ is < 2.

< @
S
&
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Table CP 10.3.2- 2: HQ for terrestrial non-target arthropods for the in-field scenario
Crop Species Appl. rate MAF LRso HQ Trigger
[g product/ha] [g product/ha]
Cereals A. rhopalosiphi 40 10 > 60 <0.7 2
Flax T. pyri ) > 60 <0.7 2
A. rhopalosiphi > 60 F@< 0.7 2
Grassland T pyri 60 1.0 =60 < 0.7 2
: N

SRR ONC
The in-field HQ values for Typhlodromus pyri and Aphidius rhopalos@ are«;@fgfow the trigg€yof

concern, indicating that no unacceptable risk is to be expected for no@arget@‘thro s in in-
field area from the use of Amidosulfuron WG 75 according t@ﬁe pro%@sed&s%patte@& %,

LE S O
Off-field hazard quotient (HQ) tier 1 risk assessment ¢, @) BN

The following equation was used to calculate the hazaotieia\\t}HQ)

9

fzy% the @\ield nari Ry

<

| . O /A
Off-field HQ = max. single application rate * ]\@F * (dsift factostV DF)”S@orrec&m factgry' LRso
\ O\

N
MAF (multiple application factor) = 1 (singl lica ’a} é}g é © S
Drift factor = 0.0277 (90" percentile for 1 a;@cation ﬁelops, 1%% dist@e; ES@T 2)
VDF (vegetation distribution factor ) = 10, N 2 X @ @
Correction factor = 10 (uncertainty facted\for the @trap&l@lon f@ indiga\t’or spésies to other off-field

non-target arthropods; default value é@tleré@ﬁsk a(;;essme&accqrg@g to Terrestrial Guidance
Document) < o N © § O\@
N N

The risk is considered acceptab»l&% the @lat@oﬁQ i@; 2. Q
SRS O

S : <
Table CP 10.3.2- 3: H@ teerQial ?m&rget aﬁhrop@gfs@for &g off-field scenario
) D) &

Crop Species S Appte WAF @rift | ¥DF | Corr. LRso HQ | Trigger
S e %] (7 factor lg
@) product/h@ﬁ% fz\& R & product/ha]
S S L
4. . § Ar‘ @ S| 10 >60 | <002| 2
Cereals rhopgafosiphi Ne) @1 0 Q 77
Flax @ S| & a0 of N | 1 60 0.02| 2
Npyri > <0.
" | T XL XN
N
gt @ 0[5 v | v | e ||
Grassland & % & l.OQ 2.77
S & 60 § O 10 | 10 > 60 <003 | 2
Fors 1S O8]

% @) @ ©
The (@la‘te@{Q V aredelow t@@;igger of concern, indicating that no unacceptable risk is to
be expectedJor no@arg%@i‘thrp[@is in the off-field area from the use of Amidosulfuron WG 75
u

according?%ﬂthep pose pattg}.
Sili;
w
&
(g
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CP 10.3.2.1 Standard laboratory testing for non-target arthropods
Aphidius rhopalosiphi:
KCP 10.3.2.1/0 1| . ; 1996; M-140500-01-1 @@’@
AN o
1 &
S AR
M-140500-01-1 SRS w,
o @ @ S
S \\ o |
R TSN
N D

The study reports on a laboratory acute toxicity test@q\{g’ the \asitoi@’flphi rho@osph@h the
formulated product. The parasitation efficacy of thd surviying wagps of @¢ treafment p was
slightly reduced. The mean number of parasitizegspphids<per feom§>e waspsin th@contro oup was
7.33. The mean number of parasitized aphids per fe al@sp ino\{g% treatment gr@@p was@ 14.

N
The study was rated valid in the EU revie@r theQrst ,‘Q' sion%f ami@sulfur@%n Annex I, a
study summary is found in the previous Dfaft Assessment Rgport (2006). @
L Aogemenigror 800

An EU agreed endpoint for acute orab(@icitg@)f the a%five s&@@tanc@mdron of LRso > 45 g
a.s./ha was derived from this test. . O 9 § @ Z
The effect on reproduction as 16.2%. %\ o\& @ Q N

) Q) S A
In the context of approval renewal a %dpo@ for %(L%Ee oralxici@)f the formulated product of
LRso > 60 g product/ha was @ed for@he risk‘assessrirent for i@l—tag&é(@rthropods.

S
ﬁ 10323 /ozw; l99@@)/1—18§@%01-1

LQ
The stud §\ Nhorata PN - o .
y repatts on a@a orat@ry acute_toxicit®test for the parasitoid Aphidius rhopalosphi on the
formulated prégduct. 8 exposure of idiysyrhopalosiphi to the formulated product at a rate of 30 g
a.s./ha resu@d in a@érect% mort af‘ge h of 24.3% and and effect on reproduction of 44.6%.

S)
The ;@was Igfed vahd in th@EU I@few for the first inclusion of amidosulfuron on Annex I, a

stud margyis fo in thelprevions, Draft Assessment Report (2006).
5 o oy o 10
No EU agr%éd en%oint Véa§ derived from this test.

o4
S
@
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Typhlodromus pyri:
KCP 10.3.2.1/03 | .. 1998; M-181417-01-1
%
%@
M-181417-01-1 o
0\ N & @
O @ @
@ % v
\ O
L
The study reports on a laboratory acute toxicity test for t]g%?red e\[ yphl m Dyri on the

formulated product. The combined effect on mortality an@epro&& 10n cale& ed a .84 %

The study was rated valid in the EU review for th@rs‘c i 510 f aml@fur@ on @x I, a
study summary is found in the previous Draft Assent o&eport (

@
An EU agreed endpoint for acute oral toxicit the @Ve s@'ﬁanccé‘udos@@uron LRso>45 g
a.s./ha was derived from this test. @ Q @ @@

N
In the context of approval renewal an §pomt®r acu@oral &Xicity 86 the %@mlated product of

LRso > 60 g product/ha was used for th@ k aﬁgssment r nq&rge@hropo@s
@ @ @ O\ @

Aleochara bilineata:

The study @rts a laporato 1c1t§§test fﬁ he staphylinid Aleochara bilineata on the
formulated ‘produc e meat em @e fro e number of added pupae as indicator of the
parasitation efficiency was 35.2 % in th atedganant and therefore slightly higher than that from
the control Vagg%t (34G%). Novnegatiye imp4dt was observed after treatment with the product at

Ssgha @ @8 % &

> N
The study was ra§ vali@in th@,@J review for the first inclusion of amidosulfuron on Annex I, a
{§\, ary {$¥o un@n the pr 10us@§’aft Assessment Report (20006).

No Egre‘é@ endp@t w@rwe&@om this test.
T8
3

@
M-136106-01-1

@:P 10@2 1/05_}3 1992; M-136106-01-1
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The study reports on a laboratory toxicity test for the staphylinid Aleochara bilineata on the
formulated product. The average parasitation of pupae of Delia antiqua was 83 % in the treated
variants and 77 % in the control. Hence, no negative impact was obvious after treatment with the
product at 60 g/ha.

The study was rated valid in the EU review for the first inclusion of amidos@furon on Annex I, a
study summary is found in the previous Draft Assessment Report (2006). &

0 ° &
No EU agreed endpoint was derived from this test. § %@N %© @@
@ @ %
Chrysoperla carnea: @©° N \\ é ‘”\7@
° LS
kP 103.2.1/06 . ; 1992 H1-13 2@%1-@%\ \@’ & .
@O7TS03TD0 WG ATOAYY the ot lacgty
Sboratofy o O L
&© v @ @ O @
M-136220-01-2 Q \\ o\% Sy @
O O GRS
S & & LTS
& R > @

@Q % @

The study reports on a laboratory tox%%y test @)r th een ewm{gé“hrysrla carnea on the
formulated product. Mortalities in th€& ntrohand the est item treufpnent p were 17.3 % and
11.1 %, respectively. The pre-imagi orta@y of C@@ysop§ wa, refore not increased as
compared to the control, the corrected r&%ahty{% is 7,5 %. T egglaying capacity of the test
organisms was 81 fertile eggs perf@ema ¢on the average as corg@ed with 109 fertile eggs per female
in the control. This is equivalent'to a eas 25.7. 9. Basedon th@s values, the relative decrease
of beneficial effects for Chtgeperla@lrnea \was caloulated t\@e 20.5%.

T

The study was rated v n t}@%U r@ew foélw firéh mChkw% of amidosulfuron on Annex I, a
study summary is fou the Qﬁ;ewo& Draft\zéssessn@ Re '\0 (2006).

No EU agreed end;@nt w@ferlv om@& test Q
Coccinella @emlggctat& ©© @@

N 90321 7&5, 1992; M-137157-01-2
&

©©&©

)
9 @S &
> Q@ M7157- ) §
Q 9 @ O
@ ! SO
& 5 & O

The studyy\}épo on a i@borato@& toxicity test for the ladybird Coccinella septempunctata on the
formulated pr@ 1tle the control and the test item treatment group were 20 % and 56.9 %,
respectively. T cted pre- 1mag1na1 mortality of Coccinella septempunctata was 46.1 %. The
egg-laying capacit e test organisms was 310 fertile eggs per female on the average as compared
with 91 fertile eggg?f per female in the control. This is equivalent with an increase of 240.7 %. Both
values, however, are within the natural range of variation and different stress conditions might be
responsible for the varying reproductive capacity (higher density and strong competition in the control
group). In the report the overall effect on the beneficial capacity was calculated to be -38.8 % (the
negative figure is equivalent to an enhancement). This value should be regarded cautiously, however,
the observed effects on ladybirds were not detrimental.
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The study was rated valid in the EU review for the first inclusion of amidosulfuron on Annex I, a
study summary is found in the previous Draft Assessment Report (2006).

No EU agreed endpoint was derived from this test.

Poecilus cupreus: &,
N

M-136107-01-2 %@ § ‘5% > ‘f;\
@ °\ K \ @ <
7 S © § S &
O ¢ @w @ O @

N % & @
The study reports on a laboratory toxicity testhor gro&oﬁd bee&e Po§ cupeus on the
formulated product. No mortality occurred ar@g the les f@m the @ntrol the test item treated
ta

group, while 90 % of the animals of the to nda@ dlC% thin 2°d ays mea .83 and 5.00
pupae were consumed per beetle in the “con rol and tesggfem ggup, r@ectw@ly Hence, no test
substance related effect on food-consumpgion wa %JSGI’V %

SN

Q % 39
The study was rated valid in the E ev1m§ or thé'%ﬁrst in€lusio arm@@ulfuron on Annex I, a
study summary is found in the previous D&j& Ass@ment ort (2906).

No EU agreed endpoint was derived th1s 65‘( ) Q @

@03@/09@@ - 1991;M-135791—01-1
&, §©Q©@ @5

M §791-0 NS
o@ g & >

\
NS <G
S S5 f 5 &

The study re ﬁs on wWlab t%@lty t€sf’ for the ground beetle Poecilus cupreus on the
formulated préduct. N@morta*liﬁgy occuréed amgng the beetles from the control and the test item treated
group, whil&76.7 %6f thecanimals Sthe tegje standard died within 2 days. No intoxication symptom
was observ d amQng beefles of fRe tredtment group and no test substance related effect on food-
consump ~5o wa@)bser@d e
S
X QO N o .

The study Was rated@ah@he E\@rewew for the first inclusion of amidosulfuron on Annex I, a
study sum%ary 1@und 6@ e prexious Draft Assessment Report (2006).

No EU agreedﬁpo%was derived from this test.
N
v
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Pardosa amentata:
KCP 10.3.2.1/10] R ; 1995; M-138327-03-1
M-138327-03-1 %@@
N M &
S @ O o
>R
& & A 5
The study reports on a laboratory toxicity test for the wolf s%?r Parc%sa am%e}tata éthe fegmulated
roduct. v ~
P &L T o

' o
The study was evaluated in the EU review for the fi @nclu%\n of a@’dos@ {Knnex¥ The
evaluation resulted in the conclusion that the study h@s to be cons (%ed in ¢ higliy¢ontrol
mortality (42%). The study review has been prov1§> in th&prewooa& raft Assess ment Re (2006).

@%\&@

Syrphus corollae: @@ C&© @@’ @@&
KCP 10.3.2. 1/11@,3\\1993 2620:01-1
@ \"% @@
% NG QY
§ C"@ & N Y
@ N % @) Q> s ©
M-132620:01-1 %, °S, < Q s
« @Q L .9 @ -
Q . % &)

”\a@&\@@

0

@ @
The study reports on a &ﬁatowlt%\%s‘c fo@yrph%@orolgﬂ: r. on the formulated product.
AN

The study was evaldated in the EU@’IGW@ the fipst inclusion of amidosulfuron on Annex I. The
evaluation resulted i the @clus on\that studychas t considered invalid due the high control

mortality (45.8%). Th dy & w been(provided in the previous Draft Assessment Report
&S &)

(2006). NS @
T A I
pisyrpnus ba i&g us.% @ N N
S M

. 9 @' CP M.3.2.1/ ,; 1993; M-133073-01-2

> S

o § & Q6. i

o © Grinrsoe O
§ o cM13307-01

The study reports o boratory toxicity test for the hover-fly Episyrphus balteatus on the formulated
product. Pre-imagingl mortalities were 20 % and 29.6 % in the control and the test item treatment
group, respectively. The corrected pre-imaginal mortality of Episyrphus balteatus following exposure
to the formulated product was 12.0%. The mean number of eggs laid per female in the test item variant
was 12.4, but they did not hatch out. The number of eggs laid in the control was considerably higher,
with a mean value of 102.8. The number of fertile eggs/female was 67.5.



Bayer — Crop Science Division Page 77 of 120
2016-05-31

Document MCP: Section 10 Ecotoxicological studies
Amidosulfuron WG 75

An impairment of reproduction of 100 % was obtained for the females of the test item variant. The
results of the fecundity test are difficult to assess, because the reproductive capacity in hover flies is
determined by a complex pattern of internal and external stimuli. As is reported by the study author,
this may lead to a high individual variation of egg numbers. As a consequence the observed
impairment of reproduction cannot be attributed to one single factor, i.e. the formulated product alone.

%
The study was rated valid in the EU review for the first inclusion of amid@furon on Annex I, a

study summary is found in the previous Draft Assessment Report (2006). © ¢ N
y ry p port (2006) § @\ S @@
No EU agreed endpoint was derived from this test. @ @ % R
o & Q\ & @

EFSA conclusion (2007, page 25) stated: “A study with th@lpter@bEpishiﬁhus @@eaﬂf@owed a
high impact on reproduction while the effect on surviyal>was ow. %&ordi %@ ES T II test
systems with Diptera (Epishyrphus balteatus is explicitf¥ mentioned) aggnot oprigle”due to, high
variability in reproduction and therefore the applicapthand t MS argued bat th esu ould
not be taken as an indication of reproduction effectg caused @ amido st lfur% since i the ies with
other arthropods no indication of effects on reprod@tion%&a found.’

e 9SS & 8
§ Q& N5 o
CP 10.3.2.2 Extended laboratory t@ﬁng, aged re studies with n(@-target
arthropods % © @ N
& DN 9
SIS v QL
Q N @
KCP10.3.2.2<§@1£; 209§,M-26@66-0 ,©
B X >
o S

N
Q @
o o & o 5
The study reports@ an €xfended\labor te§for t@arasitoid Aphidius rhopalosiphi on the
formulated prodagt. The Sifectspfihe uct ity and parasitation of Aphidius rhopalosiphi

ortali
are presented ifnthe f(ﬂ@\vin table. ©
ST STETS

S >

Table CP 10.3.2.2@1% Effegts of Amidosulf WGZ5 on mortality and parasitation of Aphidius
kS r%%los:ph@ndet;@ e;gtended {aboratory conditions
Grou& & @J\Corrected m \Tity (4@) Mummies/female Reduction of
Q) Q N RS parasitation efficiency*
N &) S C (%]
Ceontrol @ - 56.3 -
3.7 prodi@ha |0 S8 O 52.4 6.9
75gprodietha Y & 43 56.5 -0.4
15 g product/ha\ % ) 66.5 -18.1
30 g productdia Yo oL 0 53.6 4.8
60 g product/ha 0 52.7 6.4
Toxic reference 0 70 - -

. Y . . . .
* negative value meaf¥$ increased parasitation efficiency compared to control

No behavioural abnormalities and no repellent effect were observed. Differences between the product
treated groups and the control were not statistically significant. The LRso of the product under
extended laboratory conditions is reported to be > 60 g product/ha.
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The study was rated valid in the EU review for the first inclusion of amidosulfuron on Annex I, a
study summary is found in the previous Draft Assessment Report (2006).

No EU agreed endpoint was derived from this test.

@("@
CP 10.3.2.3 Semi-field studies with non-target arthropods LS Y
: . : SIS &
In view of the results presented above, no semi-field studies were deemedsiecess r@ @
& & 5§
(o4 & O S =
CP 10.3.2.4 Field studies with non-target arthro ?ZIQS @ \ @%’ %\
In view of the results presented above, no field studies wWére de ned ne Q%ary Q@ 2.
@ @ ©© SN
< @ @ @
& °\ . % & @ @
CP 10.3.2.5 Other routes of exposure fg\{'ﬁ non-@et ag@ropégs @@ @

The exposure routes of non-target arthropod sses€@dl in clidpter CR 10. 3%>are co red the main
route of exposure for non-target arthropods\ g 2 %
N2 @
S ¢ L0 N 9
R’ o v L9 S
CP104 Effects on non-target soll@les%@ld n§ f@a &

The risk assessment procedure fo@»ws t@equlre%ents as%wen the N\Regulation 1107/2009 and
the Guidance Document on Ter%stna%@otoxogy S Q @

ancentrat % 5k assessr
Predicted environmental centrations-used in risk assessment
Predicted environmenta nce@mns@he ve m@tance\an the metabolites in soil (PECsoir)

values were calculated reperted in MEP 9.1. 9
* s IN<)

The relevant PEC@alue nsi @d fo ER @@%ula@% are summarised in the table below.
Maximum Value@)are use§:) sses N
©)

f@

*Q
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Table CP 10.4- 1: Maximum PEC;,; values

Compound Winter cereals, Winter cereals, | Spring cereals and | Grass (spring and
1x30ga.s./ha 1x15ga.s./ha flax, autumn),
(20% interception) | (0% interception) 1x30ga.s./ha 1 x45¢ga.s./ha

(0% interception) | (90% interception)
PECsoil,max PECsoil,accu PECsoil,max PECsoil,accu PECsoil,max PECsml @TECsoil,max PECsoil,accu
mg/kg) | [mg/kg] | [mg/kg] | [mg/kg] | [me/kg] [m% [mg/kg] | [mg/kg]

Amidosulfuron WG A B c N p IS
75 0.043 - 0.027 - 0.053 08 D -@@
Amidosulfuron 0.032 0.033 0.020 0.020 0.040 %41 @K’ 0. 0(@ 0:006
Amidosulfuron- o N
desmethyl 0.015 0.015 0.010 0.010 @}@).019(\ 0. (}Q O@S @.003
Amidosulfuron-

A Q % L
desmethyl- 0.004 | 0.004 | 0.003 0.0@@ 0:005 | %0.006 <0.0§@ <0001
chloropyrimidine v PN A
o
001 @o.o&@ 0.&6@ <601 @0.001

Amidosulfuron-
Amidosulfuron- % Y N U
.. 0.009 0.014 0.00 9@) 011 .018 0. 0%@ 0.003
‘ga () (@Q ay

0.001 0.001 | <0.001 @

ADMP
guanidine
Amidosulfuron-biuret| 0.001 0.002 | <0:H01 <@Yi01 @).002 0. 0@; < g@l <0.001
Bold values: worst case considered in risk assesg! stent
A Based on an application rate of 0.04 kg pr&@uct/ha@nmde@ 5 cm@%’l dep%@ 5 g/flly soil density and
20 % crop interception. 9
B Based on an application rate of 0.02 g \oQo du coné.@dermg @m soi] ?ch lﬁmL soil density and no
crop interception.

€ Based on an application rate of 0. %1 kg prm\L}t/ha %ﬁ%ldenﬁg} 5 cm&@l deI{N .5 g/mL soil density and no

crop interception.
D Based on an application rate ofFO6 k@duc con (@mg 5 c@soﬂ c@h 1.5 g/mL soil density and

90 % crop interception. 9 |
@ & @ N \
& 8 . .
N - N
CP10.4.1 Ear .. yorms > @& ‘&9 @ ©@
@ S @
Ec0t0x1colog1ca%3ndp001@s us ris sess
Table CP 10 @ E@omtg&f the foéﬁlatle&Amld uron WG7S5 used in risk assessment
Test substance Studiftrypeo ¥Endpoint References

}r ani @ @ i&
@%\7 Earth) orm,a?ronicﬂ@ﬂ
% ?

Amidosul s .
WG 75 d é
% q tlda

dws Wy W%‘g soil; §d
Bold value d for t rlsk ssme&

2015; M-524933-
01-1
KCP 10.4.1.1/02

NOEC 56 mg prod./kg dws
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Table CP 10.4.1- 2: Endpoints of the active substance amidosulfuron and metabolites used in risk
assessment

Test substance | Test Study type Endpoint References
organism
Earthworm, chronic

reproduction, 56 d @“@ _

Amidosulfuron . (10% peat in test ; 9
WG 75 Ji’;;’;"’ soil), NOEC 42.5 mg a.s./kg dgx @%)f > 1\2@ e
test item mixed into ¥
ol @?@ S KCAS.4.1/03 @
reproduction, 56 d @0 & \°\ 2
. . (10% peat in test @ 0 .
Amidosulfuron- | Eisenia ) 52015; Vs
desmethyl fetida SOID.’ L NOEC @?9 S'ii n@%m./kg%wsf‘) %297@01-1
test item mixed into @ N N NS
soil @
reproduction, 56 d O @U @
Amidosulfuron- Eisenia (10% peat in test N, Q
desmethyl- y soil), NO E@ 887&} p.m.g dw
chloropyrimidine Jetida test item mixed i% N) @) @)
soil A Q @ S
reproduction, 56 d° @@% @
v

. & N J[re—
0, Y
Amidosulfuron- | Eisenia S)?l)/" peatinfest O @& &, é@( 2009; M-358183-
guanidine fetida test item @%e di § 01-1

et tern ©© & ©@ KCA 8.4.1/02
. - O O

girl?rléitosulﬁnon re] r@ucti &96 d & ™ © N A _
(estimated from | gy 0i, | (107 PediiF test 2 &) o 2009; M-358183-
amidf)s.lllfuron- fetida {QSQII); Q) ' & NQE 2 983 mg }'@l./kg dws © 01-1
guanidine, test @ mlx®nt0 S N KCA 8.4.1/02
endpoint divided @ soi V D @ N o
by 10) @ g & &

reproduction, 56 &, QO @
O o o @ir o I
Amidosulfuron- | Kisenia Q {10 A’%@t nt N D p  |2013; M-461051-
ADMP dyfetida O S N EC 998 mg p.m./kg dws® | o)

] LD | EemRAgdint ¥ KCA 8.4.1/05
Q R soil

Q\y (%prod@ljon, 567 R
. :
Amidosulfuron- &ﬁiseniq% (IQpeat In Jest & E) ; 2015; M-
ADHP w_etidaQ SQIY - Q OEC >99.5 mg p.m./kg dws 533011-01-1
t: t:
STHE |etemgeaine KCA 841106

< &)
dws = dry weiht soif\.s. = @ive su nce;c&%). = pure metabolite
A) corrected to an sed purity of % 2,

B) corr to an anlysed @rity of 88.7 % ©7

O corregted ?@anlys urity ££98.3 ‘@NOEC for Amidosulfuron-biuret has been estimated from the NOEC
for Amidosylteron-guaiidin iVid’]}% his values by 10.
B) corrected 6 an ankgsed putity of 99 %

) corrected to a@ysed p@ity 0£99.5 %

Bold values usedtfor theyisk assessment

&

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 the soil half-life calculated to range from 18.6 to 65.7 days.
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The chemical structure 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 and indicated a low toxicity (NOEC > 983 mg p.m./kg dws). Therefore, for
amidosulfuron-biuret no reproductive toxicity testing on Eisenia fetida was deémed required. Formal
risk assessment for this component will be based on the endpoint estimat@@ﬁom eimidosulfurone-
guanidine which has been divided by a factor of 10. @\ =~ ©& @@
The metabolite amidosulfuron-ADHP was observed exclusively in @@anae@ic s&% metabolism
study, where an abundance of 10.9 % of applied was reporte(@? day 90 aftg‘@sil flopding. Due’to the
only limited relevance of anaerobic conditions for the use pdftern ofithe present product, anddue to the
fact that the earthworm endpoint measured for amidos@n—@ (NOEC > 995 mg kg dws)
is even greater than that of the parent substance (NOE .5 ng%\a.s./k s), @n begoncluded ‘that
this metabolite does not pose an unacceptable @i&k an@®y a antitatrisk Glisesspienit for
@) g@ @ ©

idosulfuron-ADHP is not idered to b C
amidosulfuron is not considered to be necesgary. O & S o
AN

s &9
S
Based on the endpoints in the table above t&e@ER values a@alc%‘ted usi@he follewing equations:

Risk assessment for earthworms %

S
& v O
TERy 1= NOEC / PECqoi S © &@ & O
R & v L9 S
o Qe & N Y

The risk is considered acceptable if {he TERgri1s >5%, @@ § O\@

2 o 0 QAN

Sy S8 Y e

ég @ & O\ Q @ @ @
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Table CP 10.4.1- 3: TER calculations for earthworms
. Endpoint PECsoit,max Trig-
Compound Species [mg/kg soil] [mg/ke soil| TERLT ger
Winter cereals
Amidosulfuron WG 75 | Earthworm, reproduction | NOEC 56 0.043 ¢ 1302 5
Amidosulfuron® Earthworm, reproduction | NOEC ~ 42.5 0.033 &@ 1288 5
Amidosulfuron- . N
desmethyl Earthworm, reproduction [ NOEC ~ >95.8 0.@ 3 87Q 5@@
Amidosulfuron- ‘0 % N
desmethyl- Earthworm, reproduction | NOEC > @7 &O 004\\ > 50 S5
chloropyrimidine @ Q> Ko °
] O
Amldosplfuron— Earthworm, reproduction NOEC@©E 983N #14 > 70@ 5¢
guanidine % A A
Amidosulfuron-biuret ® | Earthworm, reproduction | NOEY — >9§3 @ 0.00Z@ > 499150 4’5
Amidosulfuron-ADMP | Earthworm, reproduction @C ‘N9.98 , 0.0(ﬁb @9980 @ 5
Spring cereals a@ﬂax Ao f\\§ (\& &@
Amidosulfuron WG 75 | Earthworm, reproductién’| NOES~ 58 | %, 0.053 | 10 5
Amidosulfuron® | Earthworm, reproduction | NOEC 425 0. 0@\“’ 1037 5
, i N 8 @
Amidosulfuron- | oo Shetion | NOECE. 2 95,0 019 D >5042 | 5
desmethyl D N
Amidosulfuron- N2 X O 9 S Q\ V
desmethyl- Earthworm, repro@@ﬁon N\{(ﬁEC G887 © 0. (’)Q@ > 147833 5
chloropyrimidine . S N
- - S N o) S
Amidosulfuron-——\ G orm, repdoductién)| NOBE > 93 | <0018 >54611 | 5
guanidine S >
Amidosulfuron-biuret® | E@hwormyreprodgtion [NOEC ~ >983 A\ 0.002 | >499150
Amidosulfuron-ADMP NSarthwdih, reproduction [NOEG-Z 9.9& 0.002 4990
@@ §rass (spring ag@uturﬁgp
Amidosulfuron WC@S E@Norm&\(eprodj@on NQE% @6 0.008 7000
Amidosulfurgs | Bdrthwapy) repr@ction@%lsc a5 0.006 7083
Amidos - ©
Ea orm, oduc NO@ >95.8 0.003 >31933 5
desreyl ¢ | PO gproduchon
Amidosulfurofix, S
desmethylS %arth repréﬁcﬁon §OEC > 887 <0.001 | >887000 | 5
chloropyrimidine @ 2, &
; 2
Amidogyffuron Eémhwor@rod S&ibn | NOEC > 983 0.003 >327667 | 5
guanidine © <
Amidgsiifuron-bitret ® (pEarthworm, reprigghiction | NOEC > 98.3 0.001 | >998300
Amidsul furd#ADME?| Eartyorm, reproduction | NOEC ~ 9.98 <0.001 | >9980
A conducted With the formutétion %dosulfuron WG 75
B endpoint from dosu n- gua ine divided by 10

All TER valuex@
X

earthworms are to @7 pected from the intended use of the product.

the trlgger value of 5 indicating that no unacceptable adverse effects on
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CP 10.4.1.1 Earthwormssub-lethal effects
Report: KCP 10.4.1.1/02| N ; 2015; M-524933-01-1
Title: Amidosulfuron WG 75 W: Effects on survival, growth and reproduction of the

earthworm FEisenia fetida tested in artificial soil &
Report No.: kra/Rg-R-164/14 @
Document No.: M-524933-01-1 S o &
Guideline(s): International Standards ISO 11268-2: 1998 (E); OECD @ (20045 N @) ©

Regulation (EC) No. 1107/2009 QN sgg @

US EPA OCSPP Not Applicable @ . g &% §
Guideline deviation(s):  minor @@o S \\ Q 2,
GLP/GEP: yes ‘N %o ~

ORISR N
This study has been previously summarised and ev@aatedy\o} docapent A let@d, to deliver
information on the active substance amidosulfuron. P@ﬁse re@@to da@ point 8. @O&g@@
>k ke sfe sk sk sfe sk ske sk sk sfe ke ske s sk sk ke sk sk sk sfeosie sk ke sk sk skeoskeoske sk Q& O\ @ & @ @
AN \
@ S NN

% S
Supportive information contained in the base dos and @@{w L‘i&t, of E 01nts@n the first EU
review but no longer required for risk assesgirent a{cordmgﬁgulg%on (Elg,1107/2069

N O S RV @

i 9

KCP10.4.1.1/0199€&M 7@1 01> @@
@)

@ <
©°©&@©©©\

: O O S

M1270§@1 1§ &\ % @ AN
SN O
& O N2 &

S N\
N 3
T O @ N
This study has been @Vlousﬁg evalu ted on docunéﬂ C@%level to deliver information on the

active substance ané@sulfuron é\? Q
The study was fed Val@ in @ w f e ﬁrsﬁnclusion of amidosulfuron on Annex I, a
study rev1ew ound@?t’he pr us l\@nogg) @@
An EU agreed enc&@nt of L@so > 1%0 m&a@sj/kéd%ﬁv soil was derived from this test.
v
Note: In cont of a@anmg%r E %proveﬂ@renewal of amidosulfuron, this endpoint is ranked as
supportive duformatign, since acutg\earth testing and risk assessment is no longer a data
requiremen@tnde gula%- 110 09 { updated List of Endpoints will include only data from a
corresp(%ling cl@pnic e@ orrfigest.
SN AN
& g & .8

CP 10.4.1.3 thwsﬁei»& studies
Siie

Not required asithe rlx‘[o eartk@’orms is acceptable.

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

Ecotoxicological endpoints used in risk assessment

Table CP 10.4.2- 1: Endpoints of the formulation Amidosulfuron WG75 used in risk &%sessment

Test substance | Test Study type Endpoint D[ References
organism o S ° &
Soil meso- and macrofauna (other than earthworms) N
)
Hypoaspis
aculeifer reproduction test | NOEC > 10®fng pr(%z/kg e{v%
Amidosulfuron | (soil mite) @ Q> "
S S
WG 75 @ - 5y
Folsomia %\ 03
candida reproduction test NOF& > 100Qymg prod./kg dws
(collembolan) @ N\ &
dws = dry weight soil; prod. = product; a.s. = active sub\t{am@ %\ S
Bold values used for the risk assessment Ko < Q
& Q Q@ Sy
9, & @ % @
Table CP 10.4.2- 2: Endpoints of the act1@ubstanc@amld&@i %d meg%ohtggsed in risk
assessment
O @

Test substance | Test organism | S&ﬂy typg | Endpoint Q @ . © | References
Soil meso- and @wrofaﬁﬁ% (otherthan ea\i'{hwogm\’ﬁ

- N 9
Hypoqspzs re ctign© v > 1090 mg pr; g dws ", 2015; M-
aculeifer <y N NOEC™ S <P img ek dos | 307488-01.1
Amidosulfuron | (soil mit Ry mg as/ke

W o O | = KCP 10.4.2.1/01

WG75 4 @) %)
Folsgwila &

cania repgoduction NO %; 0@@ prod./kg dws 2014 M-506088-01-
(@oTembolan) te§ & @ >7 g a.s./kg dws
g |7 @ | & KCP 104.2.1/02
DHypogspis Q;Uf SRS
acuteifer O @ 2015; M-507488-
RS | (sgidmite) & rRBuctiy § o1
(extimated from | (o7 o~ |NOBC 2759 mg p.m./kg dws ) | KCP 10.4.2.1/01
Amidosulfuron- %ndosguron, %) @) N
desmethyl w |endpefit < SN S)
) dw(n%)@l bytoy | L

1

7

LN §

S &"mié @prod t<tg© 2016; M- 331645.01
. rodubtion -
% @9(0 cl)alcllzda otan) [ Sost @9 NOEC 8 mg p.m./kg dws
ESs gﬂé@b SN KCA 842,103
Q& : O
Hypoaspi€>— | ° :
> uleif %;?troductlon NOEC >89 mg p.m./kg dws 507 47290(15 1M )
Amidosulfuroné (soil mit€) o KCA 8.4.2.1/04
desmethyl- S :
chloropyrimidine omia . _’
candida i:)troductlon NOEC 56 mg p.m./kg dws %015’ M-524473-01-
(collembolan) KCA 8.4.2.1/05
. Hypoaspis .
Amidosulfuron- . reproduction ; 2014; M-
guanidine aculeifer test NOEC =100 mg p.m./kg dws 503851-01-1

(soil mite)

KCA 8.4.2.1/06
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Test substance | Test organism | Study type Endpoint References
Folsomia reproduction 2014; M-506089-01
candida teSt NOEC >100mgp.m/kgdws ||° = vl
(collembolan) KCA 8.4.2.1/07
. H / . g
Amidosulfuron- | 2YPO4SPIS . )

' aculeifer reproduction NOEC 10 mg p.m./kg dws < ; 2014; M-
biuret S test K S03851-0 Q
(estimated from (soil mite) @ @ A 8.421/06 9
amidosulfuron- NS - .
guanidine, | Folsomia ducti . SZB
endpoints divided | .., 774 ieptro uction | Nogc > 10@ p.m./% dwsi)\
by 10) (collembolan) | * @ TN

S\

Hypoaspis . S

e i:;)tmducnon NOE@\Q@E 99.§§rg p.m./K dw@
Amidosulfuron- | (soil mite) © (&) @ @
ADMP Folsomia . N )

. reproduction y D)
candida test N%C @99.8 @.m.ﬂ% dws Vg
(collembolan) N (@) O (Ol KCAR,4.2.1/09

R

dws = dry weight soil; prod. = product; a.s. = act@substa@; p.rQ(@pure %aboli% @]\j))

&) conducted with WG 75 formulation o & 2 %, @

B) Endpoint derived from amidosulfuron divﬁ by 100 }é&l@ @Q Y @@

© Endpoint derived from amidosulfuron-guagnline divided byN 0 ©\ Q
giinedd &

D) corrected to an anlysed purity of 99.8 % S N
Bold values used for the risk assessmerft °\© %éj@ § § . ©
S

. R T N S .
Testing metabolite amldosulfui;on-d@ethy&wnh @ypoasp@ aculeifer is not considered to be
required since Folsomia can.giigda anb rthwdiphs have-been tested this metabolite and available
test results for earthworms @)lson&i candidi; and ﬁj}posagpzs acyleifer of the parent compound and
the other metabolites ind@e a 1(@ sengitivity of Hypoaspis aculeifer following the exposure to these
compounds. Formal risky sse@@%nt forSHyposaspis eifercand amidosulfuron-desmethyl will be
based on the endpoitb@timate frorr@&gmidos&furon ch een divided by a factor of 10.
S
The metabolite a%dos&ro%@%ret s /@ted 49a minor and transient soil metabolite.
Maximum oce @nce detected 1150l @ 6.3 %No pgtential for persistence of amidosulfuron-biuret
is indicated d on@ soikhalf-life@alculdted to raxge from 18.6 to 65.7 days.
The chemica stp@lre of @midostdfuron-Biuret f&’very close to the structure of the metabolite
amidosulfurone—@nidil@% so thay simi@}ecot‘b@icological properties of both substances may be

expected. ThesJatter @mpor?@t,g@g fornted in soil in more relevant quantity and being

characterized B% lo (,5?’ degréﬁﬁtio f-lifehas been tested in Folsomia candida, and Hyposaspis
aculeifer @ies aqd indigated aJow Oto@:ity (NOEC > 100 mg p.m./kg dws). Therefore, for
amidosu ron—b@t no testing oy Fols&%’a candida and Hyposaspis was deemed required. Formal
risk a ment for thi§component will be based on the endpoint estimated from amidosulfuron-
guani?%gs v@) has S@n diygted by@\factor of 10.

The metal;%)lite idos ron-ﬁ})HP was observed exclusively in the anaerobic soil metabolism
study, where afabundance of 19 % of applied was reported for day 90 after soil flooding. Due to the
only limited relevancgyf anaerobic conditions for the use pattern of the present product, and due to the
fact that the earth endpoint measured for amidosulfuron-ADHP (NOEC > 99.5 mg p.m./kg dws)
is even greater than that of the parent substance (NOEC 42.5 mg a.s./kg dws), it can be concluded that
this metabolite does not pose an unacceptable risk to soil meso- and macro-organisms and testing of
Folsomia candida and Hypoaspis aculeifer with amidosulfuron-ADHP is not considered to be
required.
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Risk assessment for other non-target soil meso- and macrofauna (other than earthworms)

Ecotoxicological endpoints and PECs; values used for TER calculations for soil non-target macro-

organisms are summarised below. TER values were calculated using the equation:

%
TER = NOEC / PECqoil %@ Y
The risk is considered acceptable if the TER is >5. § %@ © @
& F A S
Table CP 10.4.2- 3: TER calculations for other non-target soil @i and %crof&g}a é R
Compound Species [Ilf]lgl/(:(pgosi:?@% [mg%soaﬁ] %RL@%‘M Tg:\\igger
Winter @éals o n@ @9 ﬁ@$
Amidosulfuron | Hypoaspis aculeifer | NOEC  N>1000 7 | N70.043¢ 23256 IO 5
WG 75 Folsomia candida | NOEC > 0.043  |&232562] 5
) Hypoaspis aculeifer NOE@ [g\@’ 59 @9 %6%3 P> 23@ 5
Amidosulfuron
Folsomia candida | NQE© >759Q 0.033.O | > 23000 5
Amidosulfuron- | Hypoaspis aculeifer NQEC @)\ >75 @\ﬁ Q> 0.0% '@@5060 5
desmethyl Folsomia candida @)EQ& ) i @15 q 7 533 5
Amidosul}?ion— Hypoaspis aculeif@)NQE@ ?”\\A% 89 § @.004 ©@ > 22250 5
Chlffj;“yiﬁnidme Folsomia candidy c S s 4 oo 14000 5
Amidosulfuron- | Hypoaspis aczﬁeifer \\??OE(’(Q\& %%0 ‘ @pl14 >7143 5
guanidine FolsomigandidaQ NOBE. "> 100 2 |. “0.014 > 7143 5
Amidosulfuron- | Hypoagh aculeifer | NOBC & >10P =) 0.002 > 5000 5
biuret Folsdpiia capcilla Noec >a® <[ 0.002 > 5000 5
Amidosulfuron- | Hgppaspis aculeifepsp NOEEY  #299.8 7 0.001 > 99800 5
ADMP Polsomfadandige, | NGEC & 2998 0.001 > 99800 5
. 9 o T Spring @eals and flax
Amidosul?@ HypouspisaculeiferyNOEC <2000 0.053 > 18868 5
WG 7 BlsomibdandiddS] NQEC > 1000 0.053 > 18868 5
, & Hypoaspis acul@fer | NOEC N\ >759 0.041 > 18512 5
Amidosultuon I pmia calida JQNOEC > 759 0041 | 218512 5
j > >
Amidosu1§®n- Hipoaspis aculeifg} NOEE® >759% 0.019 >3995 5
desmethyl  |QFolsonkid candifd | NOEC 8 0.019 421 5
Am{§u von- 1" Hypdlispis aguleifer,| NOEC >89 0.006 | >14833 5
d&methyl<®
chloropyrigidine @sondzda 9 NoEC 56 0.006 9333 5
Amidosulfuron- Q%{ypoq@@s aculéifer | NOEC > 100 0.018 > 5556 5
guanidine é Folsomia cafdlida | NOEC > 100 0.018 > 5556 5
Amidosulfuron- | Hgpoaspis aculeifer | NOEC >10® 0.002 > 5000 5
biuret “@olsomia candida | NOEC >10P 0.002 > 5000 5
Amidosulfuron- | Hypoaspis aculeifer | NOEC >99.8 0.002 >49900 5
ADMP Folsomia candida NOEC >99.8 0.002 > 49900 5
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Compound Species [fllgl/(:(pgoégitl] [Ell::g/cks;ﬂ’sl;ai’i] TERLT Trigger
Grass (spring and autumn)
Amidosulfuron | Hypoaspis aculeifer | NOEC > 1000 0.008 > 125000 5
WG 75 Folsomia candida | NOEC > 1000 0.080 e 12500 5
) Hypoaspis aculeifer | NOEC >1759 0.006 D> 126500 5
Amidosulfuron - - <4
Folsomia candida NOEC >759 0.006, ZT‘%\Q%OO L 5
Amidosulfuron- | Hypoaspis aculeifer | NOEC >7594 0.0@> >95300 [~ @J
desmethyl | Folsomia candida | NOEC 8 0%03 . 19 2667
Afgidosml?ion' Hypoaspis aculeifer | NOEC >89 @© ©< 0.001> 2&@00 s
Chlo:j;nyirédine Folsomia candida | NOEC 56,7 L |9 < Qg@l Beo0w” s,
Amidosulfuron- | Hypoaspis aculeifer | NOEC %\I%O @‘§9 0603 @sz 33@?’77 @
guanidine Folsomia candida | NOEC 2100 & \§$<7ZJ).003A2 OT >35833 |9 5
Amidosulfuron- | Hypoaspis aculeifer | NOEC Q > 1@* e 0.001 F\@OOOO @ 5
biuret Folsomia candida | NOEC st >§‘;§>‘3) <@ @1 b= 10000 5
Amidosulfuron- | Hypoaspis aculeifer NOF& <%99.8 ((\@ %0.001% > S@@) 5
ADMP Folsomia candida N(g}EC & 2998 %, < 0.009 299800 5
A Endpoint estimated from amidosulfuron ditded by ¢ &\g @ N <)
B) Endpoint estimated from amidosulfuroanidi@ivided by’10 & Y @§

o \© = &9 @ X
All TER values clearly exceed J{@rlg alue 0% in atmg no unaeceptable adverse effects on
soil macro-organisms are to be expect@ 1nte d use 0 @ﬁuct.
SEENS)

SSENFS \ NS

@ & S

CP10.4.2.1 Speciﬁel{ng X © @@ &\
: S o

29 ) e

Report: K 4. Q§§ . ) l); 2015; M-507488-01-1

Title: © &5 fluence on mortality and reproduction of the soil mite
. ecies Hypoas er

aculelf st%@ artificial soil

Report No.: &Q\ §1A SHR-10 %,

Document No.: 488-0

Guideline(s): S &CD 22642008) @ N

EPAQCSPP <Not Appfidable

Guideline devﬁﬁ)n(s) % es, blitaccep @
GLP/GEP: b Q ye%
@ O

This s has Geen @Vloud}@surm@ﬁsed and evaluated on document MCA level, to deliver
inforfyation ofythe agye subgance aosulfuron. Please refer to data point KCA 8.4.2.1/01.
<

Report: % K@%M&%z_,, 2014; M-506088-01-1

Title § Lhidosylfuron WG 75 W: Influence on the reproduction of the collembolan species
Folsomia=candida tested in artificial soil

Report No.: Q> FRM-Coll-178/14

Document No.: @7 M-506088-01-1

Guideline(s): OECD 232 (2009)

US EPA OCSPP Not Applicable
Guideline deviation(s):  Yes, but acceptable
GLP/GEP: yes
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This study has been previously summarised and evaluated on document MCA level, to deliver
information on the active substance amidosulfuron. Please refer to data point KCA 8.4.2.1/02.

CP 10.4.2.2 Higher tier testing %

Not required as the risk for other non-target soil meso- and macro-organisms L&ceptable.

\E\@\&@@

S & A &
CP 10.5 Effects on soil nitrogen transformation S & N & N
@ N Q . %
N TN L S
Ecotoxicological endpoints used in risk assessment  ¢;¥ | O (Ei% \@’ é;y
N S S &
Table CP 10.5-1:  Endpoints of the formulation Amigt@llfuro@@GB@ed in t@@lsses@lent 5&@
o &
Test substance Test design | Ecotoxicological e@poin& ° j Refg@nces @@
Soil nitrogen transformation Y f&o S
Amidosulfuron no @ N N g ,; 2009;
WG 75 28d unacceptabfe) = 8’%*% pr@@“ﬁ dws o M-356874-01-1
effects > A0 MELHKE NS, KCP0.5/01
dws = dry weight soil; prod. = product, a.s. Z%ctive su%ﬁtance& @ @\ @f@
% <
O & g & &N O
Table CP 10.5-2:  Endpoints of the a@ive gimtancoe ﬁmidos@@“on a§meta§§’ﬁes used in risk
assessment S
L2 O & >
Test substance | Test design mcot@)@%logiqﬁ%endp@lﬁ/ @ | References
Soil nitro{g@t7 transformation_ N L DL S
s
| Q n &
Amidosulfuron <§§ @%Jnacce%ble @0.8@1@@2{&&5 M.119378.0120 1987;
ects R i Rt
S G & D
S < __ Foava
Amidosulfuron- § % no O N ; 2015: M
desmethyl . @) 2{ [ pnaccepiable Q 0.29 mg p.m./kg dws 527883-01-1
N efferts @ KCA 8.5/11
Amidosulfufegr | Y o Sho ; 2009;
desmethyl- \© 28 d unacceptable > (3%59 mg p.m./kg dws M-359509-01-1
chloropyrimidine R @ effedts LN KCA 8.5/06
] B N ; 2009;
Ag:ggis;lelfugo\@ 8d b u@%tfﬂb@ >0.29 mg p.m./kg dws M-359398-01-1
g Q) @Q | Aeffeos KCA 8.5/07
i <) © n@ :2014; M-
giglrldo ron gﬁd unagceéptable > 0.30 mg p.m./kg dws 504115-01-1
%@@ & @/@% cts KCA 8.5 /08
. & no -; 2013; M-
ﬁgll\(/}(l))sulﬁﬁbn— Q% 2@ %lacceptable >0.137 mg p.m./kg dws 453511-01-1
é b effects KCA 8.5/09
. ﬁ no -; 2015; M-
Amidosulfuron- @Q 28 d unacceptable > 0.10 mg p.m./kg dws 541593-01-1
ADHP
effects KCA 8.5/10

dws = dry weight soil; prod. = product, a.s. = active substance; p.m. = pure metabolite
Bold values used for the risk assessment
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The metabolite amidosulfuron-ADHP was observed exclusively in the anaerobic soil metabolism
study, where an abundance of 10.9 % of applied was reported for day 90 after soil flooding. Due to the
only limited relevance of anaerobic conditions for the use pattern of the present product and a no
adverse effect level (<25%) at 0.1 mg p.m./kg dws in the nitrogen transformation study it can be
concluded that this metabolite does not pose an unacceptable risk to soil micro-organisms and a formal

risk assessment is not considered to be required. @(%)
S o
Risk assessment for Soil Nitrogen Transformation K S
E S @ © o
Table CP 10.5-3:  Risk Assessment for soil micro-organisms (7@ @i\%j @
@ D
: N & soil,ma i(e n%ﬁlent
Compound Species En@nt o~ |- %-g I &? ré?ﬁire d
Winter cereals, . O @ ‘& )
. . _ @ > %
Amidosulfuron WG 75 Soil mIcro > 0%yng pr@ﬁkg dws@ @3 § oy
organisms &(@ A @ @y Q9 Q(f@
Amidosulfuron Soil micro- | 50 g @\.S./kg\ﬁvs S 00y | @ No
organisms A =N < I @
. Soil micro- o O S
- «q
Amidosulfuron-desmethyl organisms <§ > @ mg p@@kg dées @O 15 @(}éb No
Amidosulfuron-desmethyl- Soil micro™s @)
chloropyrimidine organiskn éo 39 @ p-m. /l@ws [ O'Oé)@ No
. . Soil Q Q
Amidosulfuron-guanidine orgafiisms O] z®&29 mg @ kg d’w§ @&14 No
PR Q ~
Amidosulfuron-biuret %‘”l m‘ﬁ: 030 m%p.m./&g dws 0.002 No
o Organi 4 2 e
) 011 @cro- Q )
Amidosulfuron-ADMP & N 0@’7 mg fam./kg dWs 0.001 No
{f&w Q &%ng cgifeals al&gnﬂax ﬁ
Amidosulfuron WC@ \éoﬂ micto- w| 2 O@g p@g dws 0.053 No
S orgémsms A R QQ
O
Amidosulfuron say m‘:{g <5 0.8 mga.s./kg dws 0.041 No
O | gprani Sullk
. N Soil 1
Amldosu@n-des@lyl \‘g§£ ms % > 029 mg p.m./kg dws 0.019 No
Amidosulfuron-desmethyl- é oil m1
chloropyrifhidine % rgams /§>_ 0.39 mg p.m./kg dws 0.006 No
Y Soﬂ#@&
AmldOSULQ%}I gu ne o :oms (@@ >0.29 mg p.m./kg dws 0.018 No
Ami osulfur@@nuret @l m%%? > 0.30 mg p.m./kg dws 0.002 No
rgan
A?doon—@P & SOI@ cro- >0.137 mg p.m./kg dws 0.002 No
Q erganisms
S
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Compound Species Endpoint Pll;:nés ;ﬁ;g"’lax R:glnlfi:::?t
Grass (spring and autumn)
Amidosulfuron WG 75 Soil miero- > 0.4 mg prod./kg dws 0.008 No
organisms
P 7
Amidosulfuron Soil fmiero- > 0.8 mg a.s./kg dws 06 No
organisms K N
Amidosulfuron-desmethyl Soil miero- >0.29 mg p.m./kg dws <§ 0030\3?@ © No @@
organisms - A
- o T )
Amldosulﬁlroq-d§smethyl- Soil micro- > 0.39 mg ke dw{§ 2%.001 s 3
chloropyrimidine organisms O A N o
Amidosulfuron-guanidine Soil micro- >0.29 @p.m;/k@dws o.@@@j é}’ No
organisms @) N S S & N
Y
. . Soil micro- @@7 D
Amidosulfuron-biuret organisms 2&@ n:g 1./kg (@s L 01 ¢ 0
. . _ S N Q @
Amidosulfuron-ADMP Soil micero g@l@g p%ﬁ dws < O@C? @ No
organisms N A O o

a.s. = active substance, p.m. = pure metabolite, p produgt, dws@\{iry W%Lg\ﬁt so% @

According to current regulatory require é@% the@k is c@ider@ccee if th effect on nitrogen
mineralisation at the recommended ap@tiorgte of a%ompg&@/pr(@ct is %@% after 100 days.

In no case did deviations from tie cont@@exoce@ the @Qesho r‘ evel 6f 25% at 28 days after
application. The tested concentzgtions by far %Xceede@ the xin@ predicted environmental
concentrations in soil of the %ewec%@ comnents. Ghis in@ates @:ceptable risk to soil micro-
organisms for the intended uses. o Y % Q

N MRS
Report: 10.5/% 2009; M-35687291-1
Title: giiosu@ron WG 75 W: etem@?on 0&6 fects on nitrogen transformation in soil
Report No.: GF RM-N-Y 26/0% % O @
Document No.: Q M—35g874-0@ & Q @
Guideline(s): @) /O Guid@e No.2%0, ad(@: 21st January 2000, OECD Guideline for
- thettesti “'(i/i/“ chengigals, so@mcroorgamsms: nitrogen transformation test

Guideline dev@@n(s): \y\}one @)

LP/GEP: QO N ©
e N
Executive Suml@’y: R @ © é
The objective Hfthis Yy Was | detggmiine the influence of Amidosulfuron WG 75 on the activity of
soil microf%%a with @ggard to nitrogey® tran ation in a laboratory test. The test was performed in
accordance'with C@D line (20& y measuring the nitrogen turnover.

(OIS

Alo sandoil (ac @Hing 0 DIN‘\r@tel lehmiger Sand’, texture: 10.4 % clay, 17.4 % silt, 72.2 %
sand, .57 %ot c&n cofent) w@s exposed for 28 days to 0.08 and 0.40 mg test item/kg soil dry
weight. Applicatiqn rates Wete equivalent to 0.06 and 0.30 kg test item/ha. Lucerne-grass-green meal
was added to f\\o il (5 g’Ke dry weight soil) to stimulate nitrogen transformation.

During the 28-day @0.08 mg test item/kg dry weight soil and the 0.4. mg test item/kg dry weight
soil had no relevafi’ influence on nitrogen transformation in a loamy sand soil supplemented with
Lucerne-grass-green meal. In none of the time intervals analysed during the 28 day exposure the
difference in the daily nitrate-N rates exceeds the trigger value of 25 %. If used as recommended,
Amidosulfuron WG 75 should not have an impact on nitrogen transformation in soils.
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Materials and Methods:

Test item: Amidosulfuron WG 75 W; Short name: AMS WG 75 W; Specification No.:
102000000550; Batch/FL.-No.: EFKE001675; Material No.: 05938848; TOX-No.: 08561-00;
Analysed quantity of a.s. in product: 75.3 % w/w.

A loamy sand soil (according to DIN ‘mittel lehmiger Sand’, texture: 10.4 % clé&p 17.4 % silt, 72.2 %
sand, 1.57 % org. carbon content) was exposed for 28 days to 0.08 and 0.4() test item/kg soil dry
weight. Application rates were equivalent to 0.06 and 0.30 kg test item/ha‘t%ucemﬁ%?ass- en meal
was added to the soil (5 g/kg dry weight soil) to stimulate nitrogen transfodidatio Sbil saniples 0£300
g dry weight per incubation flask were used. Three replicates were prgpared figr trea@}}en‘c. um
chloride was used as a reference standard in the tests. The s@il-was h&ld in the dark at2 and
about 40-50 % of the maximum water holding capacity (WHICumax: mmeQ}tely affcr treament and
after 7, 14 and 28 days, the soil in each jar was mixed halgir@ ishsam, 1@(10 soil dry
weight) were extracted with KCl, the content of amm@um-&%itrite%}and Hrate- us nitgjte-N

were determined using a continuous flow Analysis sy@‘n. @@ %@ &@ @© §
> @
@

Dates of work: July 23, 2009 — August 26@009\\ N

s ¥ &S e oa
Results: NS Q N ©)
Validity Criteria: . @ Q @ o

The coefficient of variation in the cont Q\at th@%nd o@%e Stl@j Wasw\lg@%. Thgrefore the validity
criteria for the study, which requires a @ﬁcient of varfation ;\9 (7 @be 001@, was fulfilled.
O : @

In separate tests (non-GLP) the reféeénee W@dagd&%iur&é@ﬁori@as ys@d In these tests with the
agricultural soil, 16 g NaCl/kg dgy wei oil hath a distirct an@ n -t@ (> 28 days) influence on
microbial mineralization of nitfegen. & & © Q

v & 9N o @
Nitrogen transformation: & &© o N N
During the 28-day test, m @midé@uro WG 75 W/k d% weight soil and the 0.4. mg test

d no in

item/kg dry weight soilSha clevant influence on@gitrogen, transformation in a loamy sand soil
supplemented with rne-grass-gre&n mea no th e intervals analysed during the 28 day
exposure the differ@ce in %mdailrate- ates gX eds the trigger value of 25 %.

O N
Table CP 10.5-. EQ} ts on nitro en@pansform%ion incsoil after treatment with Amidosulfuron WG 75
X&  Xets qn nitrogen i€

aQ) @) S 0 Application rates
Time N - oY Amidosulfuron WG 75 W
Interval Caattdl <O @.08 mg/k@)dry weight soil 0.40 mg/kg dry weight soil
(days) 05 Nittte-ND %, itrat@ D % Nitrate-NV % difference
O@ Q@) % ® difference to control
Q) @) 9) ° to control
0-7 @92 [+ 0179 -1.75 ] 4 0.07 9 nsw -1.63 [+ 0.01 15%Y
e b 112 02 008 | 4JY |+ 0.13 3ns 1.08 [+ 0.8 30
1498 ~aF 1641+ @2 | @71 |+ 0.05 40 1.71 [+ 0.10 4ns

*W = Statistically si ant difference to the control (Welch-t Test for inhomogeneous variances, two-sided, a = 0.05).
"W =No statistic ignificat diffeggnee to the control (Welch-t Test for inhomogeneous variances, two-sided, o = 0.05).
ns. = No statistically si i%nt difference to the control (Student-t Test, two-sided, o = 0.05).

D Rate: Nitrafe;N gﬁgg dry weight so@ime interval/day, mean of 3 replicates and standard deviation
gn

Conclusion: @
If used as recommended, Amidosulfuron WG 75 should not have an impact on nitrogen
transformation in soils.
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CP 10.6 Effects on terrestrial non-target higher plants

Risk assessment for Terrestrial Non-Target Higher Plants

The risk assessment is based on the “Guidance Document on Terrestrial Ecotoxicology”,
(SANCO/10329/2002 rev2 final, 2002). It is restricted to off-field situations, a§mon-target plants are
non-crop plants located outside the treated area. Spray drift from the treated a&éﬁ may | lead to residues

of a product in off-crop areas. N
P P S & O &

For herbicides and plant growth regulators, it is considered unproﬁtabl@%con@ct tlerég studigs.as it

is inevitable that these will lead to tier 2 or dose response stu@és in ofider tx%nerat ta syitable for

deterministic or probabilistic risk assessments, i.e. ERsg Vg\lﬂ@s for@lo species, representing a broad
v

range of plant species. @) N
ge of plant sp © \ ‘& \ @’@ =
Overall, four Tier 2 dose response tests have been co cted formul @)sul n WG

75, including three vegetative vigour studies and«ne see g e& gen tud, rthe re, one
higher tier semi-field test and one field test witl@he m&s sensqglve species w§ realistic outdoor
S

conditions have been conducted with the formul latlon ov e st an% ¢ endpoints
relevant for the non-target plant risk assessm spr@ edl lo& @
Ecological endpoints f@ & &9 @
The endpoints from the tier 2 studle d th hlgher%er st ] for @risk assessment are
summarised in following table. @ N @
°\ &9 @ @ o ©
@ Ro N ©) O A
) Q) S A
N SR Vo
Yy O U N L9 . &
& & o
S o &
© L VR 6@
P - @ & K
& & $§
@ N N Q @
SR X o & &
A @Q & S W N
O\ \
& 2o @ (NN
N S)
i N &
> O
§ é Q" S
D Y e Y &
TE S
% RN
S
d v
3
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Table CP 10.6- 1: Survey of non-target plant tests performed with Amidosulfuron WG 75
Number of species Test method Effects Reference
tested (species) Test substance
Application rate
vegetative vigour &
Dicotyledoneae: 4 vegetative vigour; most sensitiyc? _—
(cabbage, soybean, Tier 2 dose response species: s%gan =~2002; M-240817-
tomato, turnip) 0 (control), 5.1, 10, 20, 42,25 and 81 g lowest @%1-1 © @
Monocotyledoneae: 2 a.s./ha for cabbage, perennial ryegrass and |67 g @ % w0
(oat, perennial ryegrass) | tomato o N & N)
0 (control), 0.33, 1.3, 5.1, 20and81g@© N Q . %
a.s./ha for soybean SERNEN oF %\
0 (control) and 81 g a.s./ha for oat aﬁg 0 © gix N © .
turnip % & N & v
with observations on mortality i (2 @@ ©© N
morphological abnormalities at test © §@ & @
termination, evaluation of tl‘@ffeﬁ&o ° @ @
shoot dry weight 21 days,after apﬁ@atlon S @
Dicotyledoneae: 3 vegetative vigour; @ Q @U most Sensitive © *,; 2010;
(sugar beet, cucumber, | Tier 2 dose response Q species: su@nwer (HM-366958-01-1
sunflower) 0 (control), 1.41, 2 % 5.63.4]. 25 ':/‘ and &vest @ KCP 10.6.2/03
Monocotyledoneae: 1 45 g a.s./ha for s beet cum /ha 2
(onion) onion % &
0 (control) 81,@%3 11@;5 22. é@d \ @
45 g a.s./ha sunﬂ‘éwer (1*%%un) § N ©

©©©

,0.7, T™1, 281and<4
Q

N

0 7@1d

“%@

0 (contro@@o 18,

5.63 gds./ha §0®unﬂow@ (2 n@

0(c ntrol) 0

1. 4@ a.s r sun er (3r
assesSiyients totoxfglty rat1
leal@ 4 an day fter

apphc&;on sl%ot dry elght an

stages were dgj rmln@at the 1
as@ssmem% y @B

g

O
N

S

o
& @
o\ @
o §
S O
§@@ &
)

contro@o 044 @ 88, (.48, 0.35, 0.7 and
i%’41 g #S/ha f
0 (control), 0,

chlllec@lllefolmm

01@35 0.7,1.41 and
2. %g a.s. r Cer@urea cyanus,

rlcam@hamorﬁqﬂa Senecio vulgaris

with assésément rvival, visual

%hyt x101ty Q&a t growth stage and shoot
dry @1ght) 704 and 21 days after
apphicationd

Dicotyledoneae: &, . @geta 1g0u \j most sensitive

(non-crop spectes \y\%l"ler 2 do e res species: Achillea

(Asteracea )@x@ NI ol) Q§I 0.08 %®8 0.35 | millefolium;
o\@ 7gas lzs pere nis lowest ERso:

0.461 g a.s./ha

-,; 2010;
M-389517-01-1
KCP 10.6.2/05

Dicotyledoneae: &, )

(non-crop spec

(Asteraceae, @
(g

Amaranthaceae,
Caryophyllaceae))

Betative vigour;

ier 2 @0se response
0 (control) 0.09, 0.18, 0.35, 0.70, 1.41 and
2.81 g a.s./ha for Amaranthus retroflexus
0 (control), 0.18, 0.35, 0.70, 1.41, 2.81 and
5.63 g a.s./ha for Stellaria media
0 (control), 0.35, 0.70, 1.41, 2.81, 5.63 and
11.25 g a.s./ha for Bellis perennis
0 (control), 1.41, 2.81, 5.63, 11.25,22.5 and
45 g a.s./ha for Centaurea cyanus, Senecio

most sensitive
species:
Amaranthus
retroflexus;
lowest ERso:
0.07 g a.s./ha

vulgaris

-,; 2011;
M-405630-01-1
KCP 10.6.2/04
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Number of species Test method Effects Reference
tested (species) Test substance
Application rate
vegetative vigour
with assessments (survival, visual %
phytotoxicity, plant growth stage and shoot @
dry weight) 7, 14 and 21 days after & o
application. S & S
Dicotyledoneae: 1 vegetative vigour; no signgficant
(sunflower) Tier 3 semi-field effect@ap to th@y
0 (control) 0.044, 0.088, 0.18 and 0.35g ©° highest rat&t%ted
a.s./ha for sunflower @ 0@.35 gas./ha sl
with assessments (survival, visual v @) & 0 )
phytotoxicity, plant growth stage égshoof @7& ©\ Q@
dry weight) 7, 10, 14 and 22 da ter @& @ @)
application. Q &) @ @
Dicotyledoneae: 1 vegetative vigour; Q Towest ERsy

"~ @
(sunflower) Tier 3 field %shoot@ry S
0 (control) 0.4, 0.8, 0.1 d O.3s./ha@ weight): 1.69 @
for sunflower % Q @ | a.sitha @ 10.6.4/02
with assessments (sm&w al, yisual Q %, @
phytotoxicity, plaghgrowt gea oot > R @
dry weight) 7, @ﬁ 19 days aftef, (MERN 9
application. @ A (f\%’ @
NI S S
A R N

seedling emergence

Dicotyledoneae: 7 seedlifggmer e@,\é’ & & @ most sensitive -S; 2010;
(cabbage, cucumber, Tier 2 dose re%nse @) R sp@ sunflower; | M-366951-01-1
turnip, soybean, sugar 0( ol), 1.@1, 2.81,&:63, IO.NS, 22 S%?Id west ERso: KCP 10.6.2/06
beet, sunflower, tomato) gégg a.s./@r su@aeet, chbage, turtip, @8 g a.s./ha
Monocotyledoneae: 3 S cumbézy ybe%tomat@onio%@it,
(oat, onion, ryegrass) @Qunﬂo&@r and ryegras @
Q| 0 (control), , 0.35c977, 1.@81 a
@ 5638 a.s.é% or s wer &, N
& . Wi da@ ess of @genceﬁtil
@ N0 % emetrgen contro ef‘;ié@s,
asseggments o€pmergénce, su l and
& | phor %%n@ I%ays affer 70 %

Q" | phyfotoxicit
N mergen assess@nts oﬁ@tal emergence,
%& rviv&@ emerge seedlfdgs, visual
&) @) phytotexicity, g€pwth stages and shoot dry
N (,\\@ wejight at te rminﬁ

a.s. = active Mbstar@ O QO N

(O
ST >
Tier @udle@ N
The fitst stady ( 02; K82240817-01-1) was confined to a vegetative vigour test with six
mect

species. In“order t ctual re&}atory requirements, four additional species were tested (|

o

2010; M-36695&07-1) a seedling emergence test was performed with the whole set of ten species
(-; 201%15/[-3 6951-01@5, to have effects on vegetative vigour and seedling emergence tested
with an identical spégtrum of ten species. The ERso with regard to dry weight reduction turned out to
be the lowest endpuint in all tests and for all species.

The sunflower turned out to be the most sensitive species in both tests, vegetative vigour and seedling
emergence. A lowest endpoint of 0.11 g a.s./ha was obtained in the vegetative vigour test. Therefore,
five additional wild species from the same family as sunflower (Asteraceac) were tested in a
vegetative vigour test (JJJJll; 2010; M-389517-01-1). All five wild Asteraceae-species turned out
to be less sensitive than sunflower. However, only two additional ERso-figures were obtained, since
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the test rates were too low. The three wild species of Asteraceae for which no ERsy were obtained in
the first test run were tested in a further study with higher rates. Upon a request of a national authority,
Stellaria media and Amaranthus retroflexus were included in this test ([l 2011; M-405630-01-
1). This study led to an ERsy of 0.07 g a.s./ha for Amaranthus, which is the lowest ERsy within the
whole set of NTP-data for Amidosulfuron WG75.

9

Conducting a seedling emergence test with wild species is not applicable, be%e seed germination in

wild species is subject to high biological variability and cannot be synchronized. Fﬁﬁ@er dls of él)le
studies are given in the summary at Point CP 10.6.2 below. @@ @ @
A IR
Table CP 10.6- 2: Survey of effects of Amidosulfuron W@@ on nor%tarbg@ants, @) . R
based on Tier 2 studies ®, S qb\\\ @ é;’\
Species ERso vegetative vigour Rso seedling gmergen ©
b dry weigght reductgion L dreightg uctgi§ § &
[g a.s./ha] S Cy lga®/hal @ <) @

sugar beet > 45 D N, D56 N D @

cabbage > 45 NO) w7094 N @

turnip >45 FJ @@ 8&@ K% @&

Stellaria media 204, © Q nd. S @

cucumber > 4% f\\& O(i@ @@.75 i @

Amaranthus retroflexus 0,63 & @’ n.d; 9

soy bean @%ﬁi < A 2459 @%

sunflower Qo.11- 7 7 ) 8 O

Achillea millefolium ¢ 0.461v N © < d. O

Bellis perennis S @/ & ©9 R nd

Centaurea cyanus @46 © LV & I@JJ‘)

Matricaria chamomilla A@nQ & 0.585 R S nd.

Senecio vulgaris C @% 2.9~ @) @ \m-d-

h

tomato RN S >45 A2 o> 1323

onion Q @45 O ) S 4.42

oat N < %\ > 4%@ N \% >4

ryegrass © o | OOU > 45 ) 17.27

a.s. = active s nce: i®d, = not determi $
ARy 8

The vegetative vigour data reveal a wide fange (}é sensitivities between the species. Nine species were

not affected by {?@re th@@i\%%o thK 1 appdigation rate and higher.
© @ »
Higher-tietéxtudies\@ % N
For the VeééicatiV@igoul@ furth€® highextier risk assessment is required, which will be based on

resul@ semiSfield @CP 10.6@01) a field (KCP 10.6.4/02) test for Amidosulfuron WG75 with
sunfleyer. T@Se tests) are considered to also cover the sensitivity of amaranth, for the reasons
discussed below. , O
Sy oA D
O
(o
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100 — = sunflower
—=— Amaranthus retroflexus

—+— Bellis perenmnis

—— Achillea miflefolum

80 ™ Centaurea cyams
—s— Matricara ¢

—=— Senecio vulgars

—— onion

% reduction biomass

e W
/ L .
0 7 " Y :
0.01 0.1
-20 —
@
. oA O &N O
Fig 1: Dose-response curves of all species an ERs <454 a.i/ha @reense tesg@
S N9

< .

QO 9 L N
Figure 1 reveals that the dose—res%)nse &m‘veg for am@th sun Qer are very close. The
following comparison of the sens@@wty f@‘ﬁoth species was condiicted

1. by comparing the 95% “Confid limjtSy(see g@re 2) a% %
2. by comparing the diffgrence ween the biemass regajts via@ pseudo-individual analysis (see

figure 3). N & S N\
& &P & g O

In order to run a statistical evaluation, the'biomass inhj idion psgudo-individual data were created by
comparing the biom

or each repligates w@?the r\;{@ biomgss in the control.
% inhibition = 100@1eanl@fhassc ol — b@masstr %ch)/m§blomasscomml

0@"\ f, Q@)
STF o5 =

aman':lng @@%@g m@

S 1 s« P
Fold s &
ﬂm@@ QJQ@\@
sunflower | Q
b &

e &

0 0,05 0,1 0,15
g a.i.ha

Fig 2: ERso-levels and 95% confidence limits for amaranth and sunflower (greenhouse tests)
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100.00
——sunflower
—— amaranth N
. 80.00 @
@ @
£ Ry .
5 S @ © |o
s RS IR
=) N S @& N
= @ o O LN
3 40.00 e
= / S § SEESE
e o ¥ e ©
2 o @ @
A ° D S @
20.00 ~ RN
& Voo @ &
& VN & Sy @
0.00 N & & @
. T %% © (7 @Q ] T @@
0.01 0.1 & Y 7 @1 100
F .9 2.8 & &L
S @a.l.@ S

S N
Fig 3: Mean and variation of % i"nlgibitio-@iyion&s for a@ranth@% sunflower (greenhouse tests). The
shaded areas indicate th&range ee n@imand m%imum s.
Q S .

SSENFS SN
R
Fig. 2 reveals a distino@verl Q)f c dencéfimits@f thesER%o-levels for both species. Fig 3

illustrates that both spedics show a clear dose-resp . T]@%dose-response curve of amaranth is

slightly shifted to §%ft compare the eo ﬂov@. For each test rate where both species

were tested the p do—ip@i‘%dua%nhib' peréen ag@ere compared with an U-test. The %

inhibition of bi SS vye@not penitica dif@t at tréatment levels of 0.09, 0.18, 0.35 and 0.7 g

a.s./ha indica@g no dej@%rence in’sensifiyity between gytwo species at those levels relevant for ER50
a

calculation A{ean b nch&d tha dif@nce ;gj nsitivity between sunflower and amaranth can
therefore be regaz&e as negligible. N
S

2o @ (NN
The higher-tieg t¥sk asggssme ngas the ogcome of the field test with sunflower. At the highest
test rate in ‘%lg semi-figld study thateyas 0. a.s./ha, sunflower were inhibited by 10.5%. Although
no higher rafes h ce ted, rate\le ding to 50% effect can be estimated to be considerably
higher than 0.35@fha. It can ther&bre be&fsoncluded that the ERs0>0.35 g a.s./ha covers the effects on
Amaranthus troﬂeas W&ll, alt u@no semi-field test has been conducted with this species. The
outdoor ﬁel@so ofJ769 %@s./h% is@n-line with the findings from the semi-field study.
RS RN

In the risk asse %nt b@d on the outdoor field ERso of 1.69 g a.s./ha the assessment factor of 5 can
be justified acﬁng o the Ndffier for the following reasons:

1. Sunflower i 2" most sensitive species among 17 species tested.

2. As presentét above the potential effects on amaranth are covered.

A comparison of the effects on sunflower within the standard test in the greenhouse compared to
sunflowers grown under outdoor conditions is given in the table below.
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Table CP 10.6-3: Comparison of % dry weight reduction compared to the untreated control on sunflower
in the greenhouse and under outdoor-conditions.

rate greenhouse semi-field field
Ig a.s./ha] 1% run 2% run 3" run

0.044 27.04 -14.2

0.088 47.34 122 @

0.18 61.0 195 S o &

0.35 74.3 75.83 10@ @ Q ©
0.4 > oF N9 g
0.7 83.6 85.05 - & RN ((%& RN
0.8 O o w36k

1.41 84.8 88.0 8738 . Y T

1.6 RSN -
2.81 88.6 89.1 o O] g, 21 & @

3.2 N LKk 6

5.63 87.3 N < N2

11.25 88.1 N O O O S

225 89.2 Sl R & S | @7

45 90.6 R EN 2 @ )

) 2

o N & @ N O N
The results clearly indicate that the o is *0:35 g a.s./ha sur;fF@er unpdetr outdoor conditions.
Since no definitive ERso could hay be@r@}lete%@ed $ mi-ft study, a field study
(H; 2015; M-548832- 0%1) ha&Q}n conducted.(his stddy led to. an ERso of 1.69 g a.s./ha.
This endpoint shall be used for risk.&@dsessment. 81%6 this pomﬁ% derived from a higher tier
study with the most sensitive spec1es @sses@ nt faxipr of 65@ can be @d

>
Exposure §
Effects on non-target pl are @gonce%m the\off-fie @énwr ent where they may be exposed to

spray drift. The amougtyof spr%l driff reachn:g%off-cr abit @ is calculated using the 90" percentile
estimates derived b@@e BBA (200 fro @rlft @ICUOHS of
(2000)".2.77%, 0 the app@ tlon@ s of 30 g a.s./ha in cereals, 30 g a.s./ha in
flax and 45 g @/ha gras res (@cula ns below given in g a.s./ha for reasons of
readability) %ssu@ ach are 0 m from the edge of the crop, respectively.
The corres dlng@ ﬁel@predl en@nmeﬁ%al rates (PERofrricid) are presented in the table
below. & N @ @ c&
SN ES
. © @@ L §f o
& § é O "\@
@ @© RN ) \@SN
AN N @ . O
S < O
S
O
w
S

18 BBA (2000) Bundesanzeiger Jg. 52 (Official Gazette), Nr 100, S. 9879-9880 (25.05.2000) Bekanntmachung
iiber die Abtrifteckwerte, die bei der Priifung und Zulassung von Pflanzenschutzmitteln herangezogen werden.
Public domain.

19 _(2000) Drift, drift-reducing sprayers and sprayer testing. Aspects of Applied
Biology 57, 2000, Pesticide Application. Public domain.
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Table CP 10.6- 4: Predicted environmental rates (PER) at 1m and 5 m distance from the field edge

Crop Timing of Number of Maximum |(MAFmen" | PER at 1m | PER at5m| PER at
application | applications | application distance distance 10m
rate [g/ha] [g/ha] distance
Ig a.s./ha] [g/ha]
winter cereals 9
Coreals BBCH 13-49 1 15 1.0 0.416 &@ 0.086 0.044
(winter winter cereals N S
and BBCH 21-49 N @ © @
: _ 1 30 1.0 0.850> | %0171 0&
spring) spring cereals @ od &% S
BBCH 12-49 O S Q
Before flower 2 & N v ~
Flax buds are 1 30 cro  Olos3is \6@’71 ob 0 087
visible @ Oy N Q]
Grass/ . b @ QO
pasture Spring 1 45 @ 1@ @247 @ © 0.263 @ 131

*  MAF = Multiple application factor (1 application), acc. to@ SA &\59) Gu@nce Docuﬁent on®sk Asséggment for

Birds & Mammals. % & L
SERRN @) S oS
' Q Q@ S @@
Deterministic Risk assessment S & @ @
According to the Terrestrial Guidance@ocum@t20 g’rlsk @ non-garget plaj
comparing the lowest ERsy observed in¢he labQratory studies with the\@ift ra 41
a safety factor of 5. In addition, the ysgge of ift re&g@ing n@es @msid (J‘.!Zi

S
Y < O °\
Table CP 10.6- 5: Deterministic iisk asse@ent f(&Amldo@glfuro G 75©$15ed on effects on vegetative
vigour o, O <)
Distance | Drift? &@R ) § &) & S AER
. NS Wait g% (\Foix O (,(:7 dr1& 75% drift 90% drift
[m] (%) ductidy reducti @redu ) reduction reduction
ceasha] | SPMRT oS
Cereals (winter) an@ﬂax, @‘is g @/ha;@o =1.6%¢ a.s./@
1) 29 [ 0416Q) @01 Q 8.13 16.27 40.67
5 @57 4 0.086 1972 | «e739.53 79.06 197.66
Cereals (winter apﬂ@)ring) @d ﬂax@x 30 g«@fs./ha; 50 =1.69 g a.s./ha
1 230 [ w0831 & fa3 N 4.07 8.13 2034
5 S XL 19.77 39.53 98.83
Grass and f&sture, (&%)45 g.a.s./ha; @o = 1.®g a.s./ha
1Y 2. 7@ Q4 O 136 2.71 5.42 13.56
5 ) @0257 .59 13.18 26.35 65.89

D1 ﬁY{ilst @s deﬁ$ S in-crophuffer zone
2 BBA drift Values ( p@canong eld crops), see Terr. Guidance Doc. SANCO/10329/2002 rev 2 final
In bold: TERS belowthe trgger of 55
w
&
(g

20 Anonymous (2002b). Guidance Document on terrestrial ecotoxicology under council directive 91/414/EEC.
SANCO/10329/2002. 17 October 2002.
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Table CP 10.6- 6: Deterministic risk assessment for Amidosulfuron WG 75 based on effects on seedling

emergence
Distance Drift? PER TER
. no drift No drift 50% drift 75% drift 90% drift
[m] (%) reduction . . . .
reduction reduction reductu@j reduction
[g a.s./ha] .
Cereals (winter) and flax, 1 X 15 g a.s./ha; lowest ERso = 1.08 g a.s./ha S o <
1Y 2.77 0.416 2.60 5.20 240 @) @5.99
5 0.57 0.086 12.63 25.26 3505355 12632~
Cereals (winter and spring) and flax, 1 x 30 g a.s./ha; lowest E@f: 1.08% a.s./@\ (%& LY
1 2.77 0.831 1.30 260 Qo820 ] 13.00
5 0.57 0.171 6.32 @63 . | « 25268 " | ©63.16 |
Grass and pasture, 1 x 45 g a.s./ha; lowest ERso = 1.08 gza%/ha (;\\f K (Q\?b ® N
1 2.77 1247 0.87 Y 1B 3@ P L%
5 0.57 0.257 421 Q gw2 - 1684 & | @211
R > =
10 0.29 0.131 8.28 6.5 | 3310 82.76
"1 m distance is defined as “no in-crop buffer @g@” @ K
2 BBA drift values (for 1 application, field cropsysee Terr. Gu@ Dt& 10329/%02 rev 2 final
In bold: TERs below the trigger of 5. & é @ w\y @
& o e
Probabilistic Risk assessment ° Y @ @
In addition to the deterministic rigk ass ent the Terregt%ial @anc&ﬁocument recommends the

use of the HRs (the rate below Wwhich e@ an &A) of th@gspecw@vﬂl harmed above the ERs level)
which can be calculated frgm the far f ERSy gro inhi n levels. The EU guidance

document for terrestrial ecotoxicolegy states: Tf the E%Dﬁ“@r less #han 5% of the species is below the
evel @e ri I te

highest predicted expos r1a1 nts i med to be acceptable.” Thus, the
HRs itself (TER =1) c &

@é@
S

e re& ed to b rotec 1V

The HRs was calcud a @ﬁdmg

HRs =10 exp(av, ks std@

with ﬁ% S Q @
avg = meap6flogl ansf@gned Valu‘eg
std = stanc%%d de\%@lon of@glO § fom@ Eng%"alues
ks = extrapolaﬂ&%factq&g @ é

The HRs calc@atlcl)g@ere bé%éd 0

did not all(@ 0 ca@ ate .Q\ Rs, were e&g@ed from the HRs calculatlon
Q| @) v
Vegetative vigour: @ o

SinceYhe 11 g’ sess@t fo eta@ vigour is based on higher tier study data for a single sensitive
species (smnflower field ~udy), (@, probabilistic assessment is not applicable to this case. The
probabilistic ris ess t will ‘% conducted for seedling emergence data only, see below.

S @
S
&

2 The ERs is meant
2 . (2000): Uncertainty of the hazardous concentration and fraction affected for

normal species sensitivity distributions. Ecotoxicology and Environmental Safety, 46: 1-18.
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Seedling emergence:
The HRs calculation for the shoot dry weight-ERso-values from the seedling emergence study leads to
a HRs value of 1.015 g a.s./ha, see Table CP 10.6-7.

Table CP 10.6- 7: HRs-calculation for seedling emergence with Amidosulfuron WG ’%
@

Species ERso seedling emergence
dry weight reduction Q\% N° &

[g a.s./ha] N) @ S @@)
sugar beet 1.56 @@ @ % %
cabbage 7.09 D & KN S N
turnip 8.32 @ o - \\ %© \%
cucumber 9.75 é}a Q & & v
soy bean >45% N S ©\ Q@J) n,

N @
sunflower 1.08 v Qp @ ©© &
tomato 13.23 & O Q@ ﬁ@ @
onion 4.42 Q N @ @
A N Q @
e S N
ryegrass 17.27 @ 4 @ N D 6@@
HR; (g/ha) 1015 2 @@Q @
a.s. = active substance. & Q @ ST @
* The ‘greater than’ figures were excluded@ the@alculati&k %@ Q\ Q@’@
O o LN 9
©) Q X ©)
S LN R
The TER calculations for probabidistic ri@assessrﬁent are %mm&@ed in@ following table.
Y A L9

Table CP 10.6- 8: Probabilis@msk as§essment\for Ammk)sulfur@ WG{%ased on effects on seedling
S

emergen N
mesee o ) o o
Distance | Drift? [’ PER Y ¢ < TER
B O G
Ol drift & No @ Qgso% Qift 75% drift 90% drift
[m] (o )@ redugtion redé&ction redistion reduction reduction
[en.5./ha % a
Cereals (wmteQ?nd flax, 1 x 1 a.s./h@}\ﬁRs = 1015 g@p./ha
1 277 ome LO 24n, IO 489 | 977 | 2443
. Y . I Y 5
Cereals (winter a@\fprmg) and ﬂax,\f % 30:g a.s./ha; HRs = 1.015 g a.s./ha
| 2w 122 | 244 | 489 | 12.21
Grass and pa$tare, 1 ga. §§$ha H&i 1.015.g a.s./ha
Q2 77@ %247 L 080 1.63 3.26 8.14
5 N0.257 ¢y @\;}\)6 7.91 15.83 39.57
c 1s deﬁ é@s “no in-crop.buffer zone”
) drlﬂgﬂjes ( app ion, fi@ld crops), see Terr. Guidance Doc. SANCO/10329/2002 rev 2 final
In bold TE%S below the trlg@ of 1 Q\

©
w
Overall Conclusion,&%f risk assessment for non-target terrestrial plants:
Based on the deteppymnistic risk assessment for vegetative vigour based on the sunflower field study,
and the probabilistic risk assessment for seedling emergence based on HRs derived from the data on

shoot dry weight, the following overall conclusions can be drawn:
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vegetative vigour, seedling emergence,
deterministic assessment based | probabilistic assessment based
on sunflower field data on HC:s of Tier 2 study data on
10 species
nozzle type drift buffer nozzle type drift buffer
° : 9
Cereals (winter) and flax, 0% d.“ft none {
reduction convengional none
1 x15ga.s./ha . o © &
conventional S5m buffer N o A &
Cereals (winter and spring) 75% drift @\J Ko @
. none @ 5 % 2,
and flax, reduction { Ventg 1 noge
1 x30 g a.s./ha conventional Sm buﬁ@r @Q X
90% drift nine q ci%\ @ %,
reduction . 5Q% dri 9 none -
Grass and pasture, - & @ . Q R
1% 45 g a.s./ha 50% drift buffer’ due SIS
ga.s. reduction é’m < @ @ <& &
conventional ¢y°10m buffer, conventiongh, sprbuffer

F & v s

Since Amidosulfuron WG 75 has stronger e@ts on@e Vetlve Vcéour obxoung @a ts than on the
seedling emergence, the vegetative Vlgou&ﬁata defermine fhe ris %SGSS% 1der1ng mitigation
options for drift reduction as summaris ove, Amid @furo G 75\13 ses I@unacceptable risk to

terrestrial non-target plants in off-cro@as f@@awmé)the pr(@sed usés)

S S @
& 5 \% @© § ~
CP10.6.1  Summary of %rem*)@) datég @2 @ Q\
S o < L9

Report: 0.6. — 007; M-295670- @%
Title: mix GIpp screguing tes@ 107088 - AER075032 00 WG75 Al (charge
KE001 341) ; Amidogulfuron -&%ciﬁc@%n number 102000000550

Report No.: O PPIOT008 o8 oV Q >
Docu No.: @ M- 70- @f)
ocument No.: . é&:ﬁi % @ @ §

Guideline(s):
Guideline dev1a>%%s) “hot specifiéd @Q Q @

GLP/GEP: Sho

e & &<
Executive Sumr& @\ N
The aim of thisssfidy W@%o dél@mme tentialSffects of soil incorporated Amidosulfuron WG 75 on
phytotoxicit, %nd ;SZ’ wefﬁht @ dli from 14 crop species under standard glasshouse
conditions.éie methods ai%e%based on théBPPO guideline PP1/207 1998 and, more specifically, the

Report 29 of the@loglsc@ Bundg ans&g}(BBA) _ 1997.

The tte s mixgdl intqstanda @andy-loam soil in the concentrations of 0.156, 0.625, 2.5, 10.0
and 40.0 %duct/ha (eqofyalent $0,0.117, 0.468, 1.875, 7.5 and 30 g a.s./ha) referring to 0.11, 0.44,
1.75, 7.0, and 2 gp ct/kgSvil. An untreated control was also included. On the following day,
Seeds of 14 and broad-1égved crop species (EPPO code) Hordium vulgare (HORVYS), Lolium
multiflorum (LOL Secale cereale (SECCW), Triticum aestivum (TRZAW), Zea mays var.
Vulgaris (ZEAMAQy'Beta vulgaris (BEAVA), Brassica napus (BRSNW), Glycine max (GLXMA),
Helianthus annuus (HELAN), Lens culinaris (LENCU), Linium usitatissium (LIUUT), Phaseolus
vulgaris (PHSVN), Pisum sativum (PIBST), Sinapis alba (SINAL) were sown into the 5 soil
concentrations and untreated soil into 4 replicate pots. The number of seedlings that emerged was
counted in each pot. After emergence, the vigour of the seedlings was assessed visually on a
percentage basis 15 days and 29 days after sowing. After the final visual assessment the shoot fresh
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weight was measured. The percentage herbicidal effects obtained at various concentrations were used
to calculate the selectivity thresholds (EC10).
Under standardized test conditions, 14 grass and broad-leaved crops showed a range of sensitivities
towards soil incorporated Amidosulfuron WG 75. Based on phytotoxicity assessment and reduction of
fresh weight the most sensitive crops are sugar-beet, sunflower, lentils, field peas, white mustard and
oilseed rape. The first three crops require 6 half life times to reach the EC10%alues shown in this
study. The other sensitive crops mentioned here need 3-4 half life times t& Yach the EC10 values
determined in this study. All grains were less sensitive. N

vATe § %@\ S
Material and Methods: @ Qy % X
Test item: Amidosulfuron WG 75 (AE F075032 00 WG75 ARy A \\ %

v o

Test species: 14 grass and broad-leaved crop species (E cod@ H m vul@re @ng barley,
)

HORVS), Lolium multiflorum (ryegrass, LOLMU), Sé2ale c%?ale ( &’ SEC Triticum
aestivum (winter wheat, TRZAW), Zea mays var. aris (®paize, Z A Bet@@ulgar sugar

beet, BEAVA), Brassica napus (winter oilseed rape, BRS@W cine x soybean XMA),
Helianthus annuus (sunflower, HELAN), Len@ulm%l (lentil, LE % ium @ltanssmm
(linseed, LIUUT), Phaseolus vulgaris (bean, PHSVN) @um s@w @M pe BS"Q@@mapzs alba
(mustard white, SINAL). @ >

The sample of Amidosulfuron WG 75 w, \dllut and @xed 1&% con@ntrations of 0.156,
0.625, 2.5, 10.0 and 40.0g product (eq Valent t‘& 0.1 4681.87575 and 30 g a.s./ha)
referring to 0.11, 0.44, 1.75, 7.0, and@ $odu g soté%lx 10 cfy soil depth with a bulk
dens1ty of 1.43 g/cm3) into a standa@& santy- oam%@ﬂ 2 @sand&% 511@3% clay at pH 6.8 and

1.4% organic matter). On the fol@mng seed%f 14 crop specics (seg%clbove) were sown into the
soil. The test run with four reph%ates ,~ m dl«ﬁgneter pats. Q @

required, the pots were ated r\ r©om e soAas to ki theﬁ) sufficiently moist for good plant
growth but avoid any exvess wate draml g fromthe péts. The@gumber of seedlings that emerged was
counted in each po@@After emerge tl@ugo @f th scedlings was assessed visually on a
percentage basis (% no t 1 c ete k& 15 d@s after sowing (DAS) and then 29 DAS.
After the final V]@S@ual asse@men* &sh relght wasimeasured.

After sowing, the pots w lac @n @%{home at QZ\?i day and 17°C + 2°C night. As

N \:7\9\ @
Results: &@ N @ &
ECio values were, (@:ulate@ased @ Vls%@i)hyto%sqcny and on % fresh weight reduction and are

given in the follc@%ng taéke @@ © LS
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Table CP 10.6.1- 1: ECjo values for Amidosulfuron WG 75 based percent phytotoxicity (ratings and fresh
weight harvest at 29 DAT) — ECio values expressed as well as ng formulated product/kg
soil and as mg formulated product/ha

T oy 2} — N 3] 5] Q jas) - [ ] =] [72)
es] [es! o) les| —_ m — —
sl 21 &l 8| B B 8| | 8| 2 z| & %
| Z Q| = < < z Z > 3| 8| s 3 &
s | 2 | = > > = > Zz C | @
EC10 values (in pg/kg formulated product mixed in soil — use rate 28 ng/kg soﬂ)\%r Amidosulfuron WG 75
based on % phytotoxicity — ratings and fresh weight harvest at 29 DAT @ O m@)
% k) N
Phytotox >28 | >28 | 19.2 | >28 [ 2.46 | 0.19 | 2.85 | 4.66 o0.32 @6 28 >i8% 0.72©v1 90
Fresh ) N S
Weight >28 | >28 | >28 |>28 | >28 |0.52 | 2.50 | >2® 0.5@ 0%4\ 28 @&%8 8O1 | 1.94
ECio values (in g/ha formulated product mixed in soil — use xdte 40&[]‘1&) foicAmido ﬁlrmg% 75 based
on % phytotoxicity — ratings and fresh weight harvest at.2 AT 4 A f\%
% y\\@ @ 2.72
Phytotox >40 | >40 | 27.4 | >40 | 3.51 | 0.27 &@ 6. @ O.&C 0.87&2426 QO
Fresh N S o 2.77
Weight >40 | >40 | >40 | >40 [ >40 | 0.74 | 3.573740 3%1}7 (%QZ >é§ >4&< 12.3
N
Effect of the concentrations of soil incorporated fomlulatedg&duc;{ on the gmiergence of the 14 crops:

Only on peas, a significant reduction in gﬁ: num@ of efiggrged plants was observéd with the highest
concentration otherwise no signiﬁcan@e pm@ could ‘be obss\a ed @he emgergence of any of the

Crops. ©© . &Cf@ @@ @

Average percentage crop effects fipm thcﬁ%ﬁsual as%ssmengsy( 15 &n@ 29 &AE):

From the data it can be seen this the t senditive créps are ﬁ%s (PIBST), oilseed rape (BRSNW),
sugar beet (BEAVA), sunflower (H N)l& tils ({%NCI%and wdiite mustard (SINAL). Soybeans
(GLXMA) and corn (ZE ) where q@sensmve and the mona@et crops and linseed (LIUUT) and

the bean (PHSVN) whergsiot V@%S F or st ofsthelcrops there was no recovery from
damage recorded at 1 %Bhys ta the 29-day assessm Grrial whs terminated at 29 days after sowing.
Cereal crops were apmgngst the leas nsm rops@e obggrved phytotoxicity with the higher rates

%)
may have been acc&ituate mula&g inc orated into the soil. It demonstrates also
the high crop sepsitivity ifgencrgl

I@ \

type nhouse studies.

Effects frorgft@ asses%ment %{fresh&@lght data: @
The fresh weight, ditd showed little effect: n@fhe mg?focot crops and with soybean (GLXMA), linseed
(LIUUT) and th&%ean (QHSV here @re n 1gniﬁcant differences recorded. In the case of the

dicot. crops s%lmﬁca edu gsh wel t were seen in sugar beet (BEAVA), oilseed rape

(BRSNW), « surttlower| ELA (L U), field peas (PIBST) and white mustard (SINAL)
but only at@e hightest tw %r thr@ ose.a Generally there were no significant reductions below
the dose gf 1.8 gofs

@
Conclusiony @ §‘) @§ ©\
Under stamdardized test cOfdlition§n14 grass and broad-leaved crops showed a range of sensitivities
towards Amid@ron @@ 75 incorporated in a sandy loam soil. Based on phytotoxicity assessment
and reduction &F fresh weight the”most sensitive crops are sugar-beet (BEAVA), sunflower (HELAN),
lentils (LENCU), 8f;l@;ﬁpeas (PIBST), white mustard (SINAL) and oilseed rape (BRSNW). The first
three crops requir alf life times to reach the ECy¢ values shown in this study. The other sensitive

crops mentioned here need 3-4 half life times to reach the ECyo values determined in this study. All
grains were less sensitive.
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CP 10.6.2 Testing on non-target plants
Vegetative vigour
KCP 10.6.2/01 | . ; 2002; M-240817-01-1 @@’@
S o
O\ &
O @ O @("@
M-240817-01-1 @@ I~ 8 &
@o & Q\ & @
@ N9 LN
ST S SE

3 @ o
The study reports on a vegetative vigour test for 6 cies %\non—t@%et o \s onzhe formirlated
product. Soybean (Glycine max) has been identified3s the@st seggitive ies the @wlated
product ~ Q & > @

Q ©\ OIS SERZ

The study was considered acceptable in the rev1®! or thig ﬁrs @clusiofdof a@osulfuron on
Annex I, a study summary is found in the pr$s D &Vment port@o%)

v
An EU agreed endpoint of ERso =67 g %,% ./ha fc@the t 1ty (@e for%alatlo@)@@ram’, fo six plant

species during vegetative growth was (@ ed @Qm this test. é% @ @@
Q 9
No changes to this endpoint are prop@o)sed g\@t@he cei%’xt of @ rov %newa&

KCP 10%2/02” % 2002; M-214455-01-1

i o @ .
§ 14455°01-1 © @@@ @g\
Vo
o & o
@ Q> @ @0@ K $
S & &
Study listed@ fo only. éﬁce r@rence@@n the baseline dossier. The tested formulation
AE F0750 8 6 A isa form@?ltlon Ruith a second sulfonylurea-type active substance
iodosulfuron- meg} -sodjum andga crop, feneKmefenpyr -diethyl, and does not deliver endpoints
applicable for % epre ativeormuldtion Anfidlosulfuron WG75.
v
The study 1nc§d in the BU réwitw fo@ e first inclusion of amidosulfuron on Annex I, the DAR
(2006) conclu r&% his sty wasidot eyatuated because the formulation used is not comparable with
Grat@% ami oﬁron +2 dltl(@ﬁl active substances) and the highest rate tested is lower than
de

the i d r@e of a; osulgtron ”
Q @
Report: S K 10.6.@_,; 2010; M-366958-01-1

Title: idosplfuron WG 75 W - Effect on the vegetative vigour of four species of non-
target terfestrial plants (Tier 2)

Report No.: L VV09/032
DocumentNo.: @7 M-366958-01-1
Guideline(s): OECD Guidelines for the testing of chemicals; Guideline 227 Terrestrial plant Test:

Vegetative vigour Test. July 2006, adopted
Guideline deviation(s):  none
GLP/GEP: yes
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Executive Summary:

The purpose of this specific study was to evaluate the effect of Amidosulfuron WG 75 on the
vegetative vigour of four plant species representing three dicotyledonous and one monocotyledonous
plant families. The test was performed in accordance with OECD guideline 227 (2006).

three dicotyledonous and one monocotyledonous species representing four different plant families. At
the 2-4 leaf stage, plants were sprayed once at test initiation with doses°af Am1 ulfurdn WG 75
ranging from 45 g a.s./ha down to 0.044 g a.s./ha using a laboratory trac %ray q{ a voltitne r @%f
200 L/ha. There were six treatment levels for each species and a water t@ated C%I'Ol app t10n
rates for sugar beet, cucumber and onion were 45, 22.5, 11. 2%’7 63, 281 an\Ml g % to the
high sensitivity of sunflower in the first study (45, 22.5, @1.25, £:63, 2: &1and d 41g aws/ha), this
species was repeated with lower rates in a 2™ run (5.63, gl 1 4@ 7, 6%5 d 601 8g a.8%ha) and in
a 3 run (1.41, 0.70, 0.35, 0.18, 0.088 and 0.044g a.@/ha). %}ht pats er ment@group?zf;gr all
species with four plants each were used. In total 32 p@is per @atme t grou@i re tested. Pl were
grown and maintained under glasshouse conditionscwith a t&eh pere& set at23 + during
day, and 18 + 8°C at night with a 16 h photoperioc@ \\ N
N
Assessments were made 7, 14 and 21 da fter@hca‘@n agﬁglst the water @ted controls.
Statistical analysis of data was performed.to & tain N R@J@/E&f and Rso V@ues for survival
@ @
All species treated with AnndosulfW @5 shpwed pl@tox Qmpt«@% visible as chlorosis,
necrosis, leaf deformation and stuntgl% Tlfe\severlwf the @ymp -e" s d;ff@éd with application rates
and species sensitivity to the pro@jct S wer Was the mdst SQ ive «&\gﬁ:les with the lowest ER50

0f 0.110 g a.s./ha for shoot dry"might. &
§ ©§ N @Q QQ

Plants of four species were tested in this vegetative vigour test under glasshoué@conditions including

and shoot dry weight, using ToxRat statistics.

Material and methods:

Test item: Amidosulfur od %AMI SUL@ON WG 75 % w/w; Workorder:
09008721; Sample d@nptl e TOX 08561-90; ch IQ EFKE001675 Specification No.:
102000000550; Anaé@d content of &s 75&& w/wa 1do

Plants from fo spem@ s %@eet @im {g‘gams@cucumber (Cucumis sativus), sunflower
li

(Helianthus a Hau s) an&onlon a) were spraypd with Amidosulfuron WG 75 at the 2-4 leaf
stage. Serl@llutu@ werg_ sprayed withinapplicafipn rates ranging from 45 ga.s./ha down to
0.044 g a.s./h sn%@ labofatory tr%t sprayer at a Velume rate of 200 L/ha. There were six treatment
levels for each s&%les apd a watgy treated Contréd, The application rates for sugar beet, cucumber and
onion were 455225, 1125, 5.6%.2.81 1.41gd.s./ha. Due to the high sensitivity of sunflower in the
first study (45;22.5, 55 %? 2.835and 1.43g a.s./ha), this species was repeated with lower rates in
a 2" run (@5, 2.8@1.41%1.7, 0. nd O@g a.s./ha) and in a 3" run (1.41, 0.70, 0.35, 0.18, 0.088
and 0.044g a.s./ha)Y Eight pots p eatm\\e}t group for all species with four plants each were used. In
total 3 nts per treafent group wef@tested. Plants were grown and maintained under glasshouse
condﬁ%r? %@P a te@ram@i@omr®et at 23 + 8°C during day, and 18 + 8°C at night with a 16 h

photoperm(\ig §

Visual phytoté@ty rati@gs angynumber of plants that survived after application were assessed 7, 14
and 21 days after ication. Growth stages and shoot dry weight were determined at the final
assessment. Statistigal analysis of data was performed to obtain NOER, LR/ER»s and LR/ERso values
for survival and shoot dry weight, using ToxRat statistics.

Dates of experimental work: April 23, 2009 — November 26, 2009
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Results:

Validity criteria:
This study can be considered valid as the specified validity criterion of 90% survival during the study
period of the untreated controls was achieved for all species.

Table CP 10.6.2- 1: Validity criteria in the untreated control for the vegetative Vigo@@‘{?est with

Amidosulfuron WG 75 & N <«
Survival of untreated cor;@s @ S) @Ci@
Validity criteria >90 % @@ Qy R
Sugar beet Br% N A N
Cucumber @00 % S o 2y N
Sunflower (1% run) ¢, 100, %9 @ o 2
Sunflower (2™ run) @ 10&?8 & ) N A
Sunflower (3™ run) Q ((L@’% @ @}@ @U &
Onion A o 100 % & N
Y N
S S NI
Analytical results: X @ @ @
Analysis of the highest application rate revea§ it to @95 1Q98 2%Kf non@al 3
\ & &) %
Biological results: @ SN % @

All species treated with Amidosulfu
necrosis, leaf deformation and stuntj
and species sensitivity to the product.

@V G@é show%l §@oxm%®mpto @VISIble as chlorosis,

” The @verlt;&@ thes ymp@s dlff@ with application rates
N © &

Sunflower was the most sensm sp@ wit 10ma§\g@f%1easu as @ot dry weight being the most

sensitive endpoints. v Q G .5

& S \
The following table su rise NC& ER@B an@ER/LRs for survival and shoot dry weight.
Endpoints are expressedsas g a$,/ha. 9 N

%@6@

ST O
Table CP 10.6.2- 2: The ef§ of A@sulf&n WG& on feur plant species
@Q o A Q
1

N @) 2.8
&@ N % Survigal O\ ) Shoot dry weight

Plant species | NOER ) LR¥ | “LRso NOER | ERx»s | ERs
Dicotyledonae < 2 @ < N

Sugar beet % SU3457 N >457 <141 n.d. >45"
Cucumber , 2| 45 45087 | o457 45 >45" >45"
Sunflower & | &T41 & ] 3.6 Q1.72 <141 <1.41% <1.41%
Sunflower 2 1O 141 9] 26 4.21 <0.18 <0.18" <0.18"
Sunflowed 3™ 1.43} >S141% @p >1.417 <0.044 0.034 0.110
Mongcotyledanae 9 N A

Onion N [ 85 &P 457 | >45" | 563 | 1444 | >45

#: calculateﬁ*@alues%ere ouégﬁe the sange tested or not determined

. (o
Conclusions:
Based on the result$of this vegetative vigour study in which the effect of Amidosulfuron WG 75 on

four plant species was tested under glasshouse conditions the most sensitive species was sunflower
with the lowest ERso of 0.110g a.s./ha for shoot dry weight.
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Report: KCP 10.6.2/04 I ; 2011; M-405630-01-1
Title: Amidosulfuron WG 75 W - Effect on the vegetative vigour of five non-crop species of
non-target terrestrial plants (Tier 2)
Report No.: VV10/058
Document No.: M-405630-01-1
Guideline(s): OECD Guideline for the testing of Chemicals, Terrestrial Plant Test ; OECD 227:
Vegetative Vigour Test, July 2006 @
Guideline deviation(s):  none & R
GLP/GEP: yes § @ & %
O @
Executive Summary: @ . o % N

The purpose of this specific study was to evaluate the phyto@lc efféot of &ﬁdosu@on G’E 75 on
the vegetative vigour of five non-crop species of non- a@et te@strlal%glants lowing.a post -
emergence application of the product onto the foliage lan,ts the& 1ea§ age test was
performed in accordance with OECD guideline 227 (2068).

Plants of five non-crop species were tested in this &@©getat @Vlgog@fest under g ss o ndltlons
including five dicotyledonous species representm v %erent (plant families. AP’the eaf stage,
plants were sprayed once at test initiation wgith do§i idosyljuron ranging from
45 g a.s./ha down to 0.09 g a.s./ha using a la atory er atgéwol rate o@;@%o L/ha. There
were 4 plants per pot and 8 replicate pats“per treatmﬁ apphc rates tor Amaranthus
retroflexus were 2.81, 1.41, 0.70, 0.35,8,18 al@ 09 @as. /h he ,dpplicatiowrates for Stellaria
media were 5.63, 2.81, 1.41, 0.70, O@nd 18 g a.s%ha. app ion T for Bellis perennis
were 11.25, 5.63, 2.81, 1.41, 0.70 a 3 s./hacThe apphcationrates &® Centaurea cyanus and
Senecio vulgaris were 45 22 5, 11.28, 5. 6’& 2.8] and 1.41%¢ a.s./hay Controt pots were sprayed with
200 L/ha deionised water. Plan@were wn and mamtamed@nder glasshouse conditions with a
temperature control set at 23 + 82C duging day énd 18 @OC at%ht h a 16 h photoperiod.
Assessments (survival, Vlsuaslgphytot&lty, t gp& stagg and s dry weight) were made 7, 14
and 21 days after applica against th ater treated controls. e study was terminated 21 days
after application. Statli}o ana @ rfor@d tOQ&b in NOER, LR/ER»s and LR/ERsg
values for survival an ot dry weight, using ToxRat &fatisti
Kot S -

The species treate@wth dos ron 75 @@Qx/ed ytotoxic symptoms visible as chlorosis,
necrosis, leaf d rmatlo®or s sev@ of these symptoms differed with application rate
and species se% Vlt@the produ most sm@ species was Amaranthus retroflexus with the

lowest Eng/Q <0. 09@%1 s. /h%@xtrated %% .07 §& 4$/ha for shoot dry weight.

Material and m&mods %G @ @ N

Test item: A ‘zisdaosulf n WG5S WET-Code? AMIDOSULFURON WG 75 % w/w; Workorder:
09008721 ple escription: 08861-00; Batch ID: EFKE001675; Specification No.:
10200000 -r" sed gontent .S.: J\. % w/w amidosulfuron.

(OIS
Plant ~=‘~ five non- spegies; re@ pigweed (Amaranthus retroflexus), Daisy (Bellis perennis),
corn wer @nm cy ), ca@ypimon groudsel (Senecio vulgaris) and common chickweed
(Stellaria media) were sprased wi midosulfuron WG 75 at the 2-4 leaf stage. Serial dilutions were
sprayed with ap i es ranging from 45 g a.s./ha down to 0.09 g a.s./ha using a laboratory track
sprayer at a v e

Each plant species yas treated with 6 application rates. The application rates for Amaranthus
retroflexus were , 1.41, 0.70, 0.35, 0.18 and 0.09 g a.s./ha. The application rates for Stellaria
media were 5.63, 2.81, 1.41, 0.70, 0.35 and 0.18 g a.s./ha. The application rates for Bellis perennis
were 11.25, 5.63, 2.81, 1.41, 0.70 and 0.35 g a.s./ha. The application rates for Centaurea cyanus and
Senecio vulgaris were 45, 22.5, 11.25, 5.63, 2.81 and 1.41 g a.s./ha. Control pots were sprayed with
200 L/ha deionised water. Plants were grown and maintained under glasshouse conditions with a
temperature control set at 23 = 8°C during day, and 18 = 8°C at night with a 16 h photoperiod.

2§ of 2000F./ha. There were 4 plants per pot and 8 replicate pots per treatment.
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Assessments were made 7, 14 and 21 days after application against the water treated controls. The
study was terminated 21 days after application. The parameters measured were survival, visual
phytotoxicity, plant growth stage and shoot dry weight. Statistical analysis of data was performed to
obtain NOER, ER/LR;s and ER/LRs values for survival and shoot dry weight, using ToxRat statistical
software.

%
Dates of experimental work: October 21, 2010 — February 02, 2011 %@
0\ N &
Results: @@ %@ © @@)
Validity criteria: @ 404 X

Q

This study can be considered valid as the validity criterion@"" at ledss 9O°o%urvivéthrou&7 t the
study period was achieved for the untreated controls of all sfécies t@ed. o @%ﬁ N
@ N\ N
NN D

Table CP 10.6.2- 3: Validity criteria in the untreated con&&for tegetat@ vig est v@ &
Amidosulfuron WG 75 @ @ @)
Survival (% of u@‘eateq\%ntrohpﬁnts thr\lgho@he stu@
Validity criteria « O z290% N S Y
Amaranthus retroflexus }\@ @V ]@%
Bellis perennis o D . f@o %, @ﬂ@j =
Centaurea cyanus S O @Jl 00 %> R @
Senecio vulgaris @ A S IQQ%% O @J
Stellaria media O O © Q0% 'S O
D SN N .
Analytical results: é}j o © &© \\
Measured concentrations of am%losul@n in@e higl&cﬁ% appliion @56 ranged from 95.4 to 95.9%

of the nominal test concentr@@ O RN S &

Q

& S D
Biological results: @ @Q VCQ & @ \%
The species treated witl’ Amidgsulfuron WG 75 sh phygotoxic symptoms visible as chlorosis,
necrosis, leaf defoﬁwn or stunti &The @’erlty thes@ymptoms differed with application rate

and species sensiti to tl@ﬁrodu% @

The following table s arises iae NQ?R EIU @ ER/LRs for survival and shoot dry weight.
Endpoints afe, xpr@l @ws /ha@ @7 %

°

@ N
Table CP 10.6. 5* The ct o idosulfuron WG 75 on five non-crop plant species
4> The it rim pon P plant sp

N & S [g a.s./ha]

Q) L *N Supvival .~ Shoot dry weight
Plant species ¢ .°NOER” | @R | ° LRso NOER | ER»s | ERs
Dicog@\)nae
Amargnthus L0 7\ a b
etro ﬂexu&@ @?0 P 1,09 2.27 <0.09 <0.09 0.07
Bellis perennis 2.81% 635 >11.25% <0.35 <0.35° 0.52

N\
Centaurea  p 45| T >450 <141 5.91 25.46
cyanus
. )

Senecio 1.25 18.51 28.82 <141 <1.41° 2.29
vulgaris
Stellaria media 5.63" >5.63" >5.63" 0.18 0.51 2.04

2: calculated values were outside the range tested or not determined
b: extrapolated value
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Conclusions:

Based on the results of this tier 2 vegetative vigour study in which the effects of Amidosulfuron WG
75 on five non-crop species were tested under glasshouse conditions the most sensitive species was
Amaranthus retroflexus with the lowest ERso of <0.09 g a.s./ha extrapolated as 0.07 g a.s./ha for shoot
dry weight.

%
Report: KCP 10.6.2/05| | l=; 2010; M-389517-01-1 @
Title: Amidosulfuron WG 75 W - Effect on the vegetative Vig@%%f ﬁve<%)‘h-crpecies of
non-target terrestrial plants (Tier 2). N @ @) @@)
Report No.: VV10/066 @@ v % %
Document No.: M-389517-01-1 ) & N & N)
Guideline(s): OECD Guideline for the testing of Cher@ls, Terrestriail Rlant T%@)E(Qg@éﬂ:
Vegetative Vigour Test, July 2006 A
Guideline deviation(s):  none é}a 0 © gix \@ (;;ﬁ .
GLP/GEP: yes v O v S LA
o @@ @ @Q @© >
Executive Summary: N o N &, @

The purpose of this specific study was to evaluatesthe phygotoxiceffect of Ami@lfurG 75 on
the vegetative vigour of five non-crop specigs of noi targe@%rres il plamgy’ follgwing a post -
emergence application of the product onto § folia@ of pldnts at‘the 2-%&2&‘ st@ The test was
performed in accordance with OECD guidign 22&(2006)@ & @ @
S @ S

Plants of five non-crop species were t%%l in this vegétative SVilgur unde@%)asshouse conditions
representing the plant family Aste@ e. A)the 224 leaf Stage, plants wéte sprayed once at test
initiation with doses of Amidosulfuron WG 75 ranging 2.§a.&, h@down to 0.022 g a.s./ha
using a laboratory track sprayergt a V@ﬁh‘ne rat& of 20 /hasThere swere 4 plants per pot and 8
replicate pots per treatment. The appliCation @tes forBellis ]Qenni were 0.70, 0.35, 0.18, 0.088,
0.044 and 0.022 g a.s./ha. Thg applieation fopé}%illec@gﬁllefa@ were 1.41, 0.70, 0.35, 0.18,
0.088 and 0.044 g a.s./ha Ghe applicati %es for Cenfaurea cwnus, Matricaria chamomilla and
Senecio vulgaris were 2.8%; 1.4 70, @, O.I®§nd 0.958 g ag./ha. Control pots were sprayed with

200 L/ha deionised . Plants were grown and 1@ tain under glasshouse conditions with a
temperature control t 23 + 8°C dyxing d nd 8° ‘Q}J ight with a 16 h photoperiod.
Assessments (survi@ , Vis@%phyt% icitygplant growth stage and shoot dry weight) were made 7, 14
and 21 days aft%appleic@on t ﬁter@ted c§trols. The study was terminated 21 days
after applicatioq. Statjigﬁeal analysis ata was e§§@led to obtain NOER, LR/ER»s and LR/ERsg
values for s@val %@shooéﬁry w&@, 10151%T0xl§% Statistics.

The species trea@% with@mido@lfuron@G howed phytotoxic symptoms visible as chlorosis,
necrosis or s%zﬁing. @e s ty ofrthese symptoms differed with application rate and species
sensitivity fo the prodyct. The most sitiv&@ecies was Achillea millefolium with the lowest ERso of

0.461 g a.s@a for shdot driweig
@ B @2@ N

v

Mate@nd etho 1(/)@ \@’
Test 1tem: os \,5( on \@ 75 Wy FT-Code: AMIDOSULFURON WG 75 % w/w; Workorder:

090087215z Sample descifption: <FOX 08561-00; Batch ID: EFKE001675; Specification No.:
102000000550; % lyse@)nten‘c of a.s.: 75.3 % w/w amidosulfuron.
Ve v

Plants from five np species representing the plant family Asteraceae; common yarrow (Achillea
millefolium), DaisytBellis perennis), cornflower (Centaurea cyanus), wild chamomile (Matricaria
chamomilla) and common groundsel (Senecio vulgaris) were sprayed with Amidosulfuron WG 75 at
the 2-4 leaf stage. Serial dilutions were sprayed with application rates ranging from 2.81 ga.s./ha
down to 0.022 g a.s./ha using a laboratory track sprayer at a volume rate of 200 L/ha. There were 4
plants per pot and 8 replicate pots per treatment. Each plant species was treated with 5 application
rates. The application rates for Bellis perennis were 0.70, 0.35, 0.18, 0.088, 0.044 and 0.022 g a.s./ha.
The application rates for Achillea millefolium were 1.41, 0.70, 0.35, 0.18, 0.088 and 0.044 g a.s./ha.
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The application rates for Centaurea cyanus, Matricaria chamomilla and Senecio vulgaris were 2.81,
1.41, 0.70, 0.35, 0.18 and 0.088 g a.s./ha. Control pots were sprayed with 200 L/ha deionised water.
Plants were grown and maintained under glasshouse conditions with a temperature control set at 23 +
8°C during day, and 18 = 8°C at night with a 16 h photoperiod.

Assessments were made 7, 14 and 21 days after application against the watetreated controls. The

study was terminated 21 days after application. The parameters measur vere survival, visual

phytotoxicity, plant growth stage and shoot dry weight. Statistical analysi$o datwﬁs petformed. to

obtain NOER, ER/LR»s and ER/LRs values for survival and shoot dry w@t, ugg oxR: stati%al

software. o v N é&
Sy S O @& N

Dates of experimental work: June 24,2010 — July 22, 2910 N %, N
NI

Results: @ %\ RS S -

Validity criteria: RN o O N

o
This study can be considered valid as the validit &c@teri,oﬁi%f at st 9(&/@surviv§[9 thm@out the
study period was achieved for the untreated con‘m@of a%}ecies@s‘ced. @
L NI
N ) S v

N
Table CP 10.6.2- 5: Validity criteria in the unt@ed cm@ol fo@ vegetative Vi@ur tes@
Amidosulfuron WG 75 °
&\ S @f@ (&% 2 @ @

Surviyah\(% of lﬁljjtreat@ contr@plantﬁ@rough@@t the study)
Validity criteria <®¥ f(\\Q A 2@% Y @
Achillea millefolium © - %, @9% Y |, ©

Bellis perennis &) €4 S ~00.6 %\\J/

Centaurea cyanus N N N 9 106% A

Matricaria chamomilla R, @@ N~ Y W0 % O 7
Senecio vulgaris C@}\ N A . 'N00 %S
SR @ N

Analytical results: @ &@ V © 9 SN

Analysis of amidos&@won in the hi@st tes@appl’ @on r%@evealed it to be 98.7% of nominal.
N

Yo &
Biological results;) Q {0 S Y v
The species trgated W{t} Amidosulfurtén WG 75sh phytotoxic symptoms visible as chlorosis,
necrosis orAst nti@he A&/erit@ thes;%sympi\gﬁ s differed with application rate and species
t

sensitivity to the.product. A¢ ill millefg@um was the most sensitive species with shoot dry weight
being th t ti dpoj

eing the mos 551351 né;én p « o
The followf&(?able §gmmarises th@ %ER@/Lst and ER/LRs for survival and shoot dry weight.
Endpoints exp@ed aéa.s./l*@ 0N
@) ©

@
§@@ §) @ \@\

§ &
AN
>

v
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Table CP 10.6.2- 6: The effect of Amidosulfuron WG 75 on five non-crop plant species representing the
plant family Asteraceae

[g a.s./ha]
Survival Shoot dry weight
Plant species NOER | LR»s | LRs NOER | ERx»s | ERso
Asteraceae
- N
Achillea 1.41 >1.41" >1.41" 0.18 0.195 0.461
millefolium o &
Bellis perennis 0.7 >0.7* >0.7" 0.35 0.34 GO @@
Centaurea " " = ,,% 7,
2.81 >2.81 >2.81 2.81 >R, 2.8& @
cyanus o & N
Matricaria " " " N A
chamomilla 2.81 >2.81 >2.81 0,688 \@O.Zl@i\ 5%85 5
Senecio 4 4 4 S e % 4 9 o
wlears 2.81 >2.81 281 | @141,y > @2.8%@ &
#: calculated values were outside the range tested or not de@mine@@ @ @ ) @

& °\ % &
Conclusions: Q AN w;g\ & @© @@
Based on the results of this tier 2 vegetative \§JI‘ stu@?n which th%%h@ect of @nidgg@fmon WG 75

on five non-crop species was tested unde lasshé%e coiitions ‘the mpst sensi species was

Achillea millefolium with the lowest ER50§£0.46§ a.s./ ShO@Qg droy ;Zg@ght. @
@ Q s %@ Q é@
O o o L N @

Seedling emergence

Report: KCP 10.6.2/0 = 20103M-366951-01-15) o\©
Title: Amidosyl@on W@G75 W - Effect on the seedling embrgence and seedling growth of
ten specids of n%@arget estrial@hnts (T@ 2) @
Report No.: SE09/031 O IS
. @ & \ Q <
Document No.: M-366951-( - N N
Guideline(s): 208Yuly @: Gujdgline for the te%%of chemicals, Terrestrial Plant
t: See@ng emeggence a see grO\&t Test

Guideline deviation(s): Csnone S 8 %y Q @
: o O
GLP/GEP e o & K &

S
Executive Sum#éary: - Q § N NS

The purpose@ﬁhis s \1ﬁc tudy waéié evaluate thect of Amidosulfuron WG 75 on the seedling

emergence Zand ng wth@ tenPlant wgpecies representing a broad range of both

dicotyledonuous ‘an monocotyl@onous ‘@Lant f%nilies. The test was performed in accordance with
S

OECD guideling'208 (2606).
i oo

L

A total ofste Sp@s were test¢§ th@%eedling emergence test under glasshouse conditions
including seven dicptyled@nous aridthree monocotyledonous species representing eight different plant
families=The seéds wepe sown it mb@e of 90% silt loam + 10% washed sand prior to application
of A sulfgzon W@G5/5 to the soil surface. Five seeds were sown in each pot and there were 8 pots
(replicates for eachz3pecj givin@a total of 40 seeds per treatment level. Serial dilutions of
Amidosulfiron V\Q 75 wer sprag&%l with application rates ranging from 45 g a.s./ha down to 1.41 g
a.s./ha and 5.6 a.s./h@own@) 0.18 g a.s./ha in the first and second run of the study, respectively.
Application was conducted usmg a laboratory track sprayer at a volume rate of 200 L/ha. The
application rates forQugarbeet, cabbage, turnip, cucumber, soybean, tomato, onion, oat, sunflower and
ryegrass were 45, @5, 11.25,5.63, 2.81 and 1.41g a.s./ha. Due to the high dose response for shoot dry
weight with sunflower in the first study, this species was repeated with lower rates: 5.63, 2.81, 1.41,
0.7, 0.35 and 0.18g a.s./ha in order to generate more reliable endpoints. Plants were grown and
maintained under glasshouse conditions with a temperature control set at 23 + 8°C during day and 18 +
8°C at night with a 16 h photoperiod.
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Emergence was assessed daily until 70% emergence of control seedlings. Emergence, survival and
phytotoxicity were recorded 7 and 14 days after this time. The study was terminated 14 days after 70%
emergence. At test termination, total emergence, survival of emerged seedlings, visual phytotoxicity,
growth stages and shoot dry weight were assessed. Statistical analysis of data was performed to obtain
NOER, LR/ER»s and LR/ERsy values for emergence, survival and shoot dry weight, using ToxRat

statistics. %)
@

All species, excepted oat, treated with Amidosulfuron WG 75 showed phy’f’@goxm pton@uslbl
chlorosis, necrosis, leaf deformation and stunting. The severity of thg rns differed
application rates and species sensitivity to the product. The most sensitigg cot@enono&% spec@ was
sunflower with the lowest ERso of 1.08 g a.s./ha for @‘oot di%g Wi gm and-most . seHsitive
monocotyledonous species was onion with the lowest calclated F@o of 442 g a fd@oot dry
weight. é}ﬁ . @) Qi% \@’ ((,@

@ PO @ Q %°

Material and methods: O
Test item: Amidosulfuron WG 75 W; FT-Code: l@IDQS@LF %@N W, % g?/w \@korder
09008721; Sample description: TOX 08561 (@ Bavt%h D2« EFKEQ0T6 10n No.:
102000000550 Analysed content of a.s.: 75.3 %égw/w a@ I@m &

Seeds of ten species; sugar beet (Beta vu g%@ cabbage ( @szc olerac @ turm@Brasszca rapa),
cucumber (Cucumis sativus), soybeag lycz max unﬂ er (ﬁ:@ zanth@ annuus), tomato

(Lycopersicum esculentum), onion (A ce a) oat &4vena Séhiva s (Lolium perenne)
were sown in a mixture of 90% silt 1on Yo waghed samdiprior{o apph@ ion of Amidosulfuron
WG 75 to the soil surface. Five seef$ were.sown ingach 10 cm dia eter@bt and there were 8 pots
(replicates for each species) gl@glg @&al of 40 seec@ per &atm&&t tMevel. Serial dilutions of
Amidosulfuron WG 75 were sspray ith agphcat@ rateQ‘angl é\. from 45 ga.s./ha down to
1.41 ga.ss./ha and 5.63 g a /ha do& g a8¥ha in.the fir d second run of the study,
respectively. Application w@con i labo\atory@ack sprayer at a volume rate of 200 L/ha.

There were six treatmen els f l@mes ter tre&fg control. The application rates for
sugar beet, cabbage, tu@ap, ) ber soybean mat@ oniong oat, sunflower and ryegrass were 45,

22.5, 11.25, 5.63, 2. and 1 41 ¢ a&/ha to t@ugh e response for shoot dry weight with
sunflower in the ﬁ@st his o\ 1th@wer rates: 5.63, 2.81, 1.41, 0.7, 0.35 and
0.18 g a.s./ha in_order t ner ore able poin ts) Plants were grown and malntalned under
glasshouse COPQ ons th a tet ontro set at@ + 8°C during day and 18 * 8°C at night with

a16hphot@od@ K ©©

Following the a@“ﬁca‘u% emg@we w@ assessed da11y until 70% emergence of control seedlings.
Emergence, sufyival phyt cityswere recdrded 7 and 14 days after this time. The study was
terminated J\(@ays T 70‘Vq\émer ce. Aftest termination, total emergence, survival of emerged
seedlings, @ual pltotoxjdity, gr sta &9 and shoot dry weight were assessed. Statistical analysis
of data s per ed tobtal OERy_LR/ER2s and LR/ERso values for emergence, survival and
shoot eight, usin oxRat statistic&)’

? & IS

Dates of ﬁrlmental W(?Q%' %Aprll 23,2009 — August 05, 2009

Results: § @ &

Validity criteria: %

This study can be ggnsidered as valid as the validity criteria of 70% emergence and 90% survival of
emerged seedlings during the study period of the controls was achieved for all species.
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Table CP 10.6.2- 7: Validity criteria in the untreated control for the seedling emergence test with

Amidosulfuron WG 75
Emergence | Survival
(% of sown) (%)
Validity criteria >70 >90
Sugar beet 90.0 100 @@J)
Cabbage 70.0 100 . & o
Turnip 100 100 S @ ©& %
Cucumber 100 97.5 @@ & &
Soybean 97.5 100 @O & N & )
Sunflower (1% run) 95 100 @ o - N %© \%
Sunflower (2™ run) 95 100 & .0 N AN
Tomato 90.0 100 @ ‘Zig\ @K ©\ Q@ w
Onion 725 100 S @ OO
Oat 100 100 0 . O §@ &@ © @
Ryegrass 87.5 100 Q \\ N @ @
QN A S @
: SEREN @) O vS
Analytical results: N Q @ D @@
Analysis of the highest application rate rev%@i & o be 95 98.2{/3 of nogajnal.
> @ NI

Biological results: N
All species, excepted oat, treated witkOA 1d(§furo@)v G 7@0 d phytoté&ic symptoms visible as
chlorosis, necrosis, leaf deformatlc@ and’ssfunting The @ erlty theg@ymptoms differed with
application rates and species sensﬁ@wty t@he pro%ct o Q N

N
The following table summariges the@ER @/L&{\"}nd E@‘Rso f@%@n
dry weight. Endpoints are essed as g @ %\

ergence, survival and shoot

weight reductions at all application
rates tested in the iniga? study. Both @dles @arepo

@@ S
\@o©© §

Two studies were con ed V&&t@sunﬂo er due@) hi @
- 5
N
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Table CP 10.6.2- 8: The effect of Amidosulfuron WG 75 on ten species of non-target terrestrial plants

[g a.s./ha]

Emergence Survival Shoot dry weight
Species NOER | LR:s | LRw | NOER | ERss | ERw | NOER | ERss | ERs
Dicotyledonae @
Cabbage 450 | >45D | >45D 45 >45D | >45D | <141 |43.18_| 26.95
Cucumber 45 >450 | >45D | 45D | >45D) | 45D | <14 2.%8@ 9.759 @@
Turnip 5.63 | 1017 | 2177 | 45V | >450 | =450 | 1@ | 3% &8%2 §
Soybean 45 >450 | >45D | 45D | >45D @f@w L1125 N24.72 On45D %
Sugar beet 45 >450 | 450 | 281 | 39.85 F\ash ) <1AR | <1410 156

s 1) 1) 1 1) 1) a])
Sunflower 1 | 45 | 450 | >45 45 | >450] >45)" | <@l | <k | <01 &

Sunflower 2% | 5.63) | >5.63) | >5.63) | 5.63) | 553D | x5,63) | @0.18 |@0.33 (1.08,Y
Tomato 45 | >ash | sasv | oasv [Qash[asn 281 o670 13
Monocotyledonae &Q’ N (}ﬁ\ﬁ &) @é\\b &@@
Oat 45 | >4s0 | =450 | ast] ST | @D | fus foasn [Sasy
Onion 1412 | 697 | 1840 | 4 §451> leasy) dc1a19@<1ap) | 442
Ryegrass 563 | 737 | 145140281 | =450 | >45@] 2489 | 68 | 17.27

D calculated values were outside the ran@ teste¢=gr not determined; N @

2 corrected value: The NOER for this @dpoin&was propgsed b @‘oxRa@oein{g 125 g a.s./ha but is set at
1.41 g a.s./ha which is biological%more r@e}vant bésause of é% red& n in&%egence at higher application
rates. K

3 corrected value: The NOER for}lis el@gsint w@%rop(ﬁs@? by the p%)gra@ being 1.41 g a.s./ha. However,
this result is considered as %Preliab@becaus%\@f the dbsence, oﬁgniﬁca ce at all the other application rates
tested and is clearly not §resp@e rel@ for a]@pplicati(} rate@ed. Therefore, a corrected value of
NOER 45 gas/hais giten. @ O @ N

4 corrected value: The@ER fokthis endpoint was propo y theprogram as 1.41 g a.s./ha but is set at
<1.41 g a.s./ha whighyTs biologically gelevant eause @5. shoot dry weight reduction at the

application rate o@SAI g &stha. %ﬂ & N
9 corrected valug; The N foré% dp waj@osed @the program as 5.63 g a.s./ha but is set to 2.81
ga.s./ha whi&h 1S bioldgically rétévant use o 28.@% shoot dry weight reduction at the application

rate of 5. s./haly
L & ¥ 0 &

°

Conclusions: %, @ @) &

Based on the r%%lts of@his stady in which the @ffect of Amidosulfuron WG 75 on ten plant species
was tested ufider g @house™conditiGhs themost sensitive dicotylenonous species was sunflower
which wasgtgsted :&e afid with loyv@ Rso of 1.08 g a.s./ha for shoot dry weight and most
sensitive monoc@edono@ spe@@ Wats\?ﬂion with the lowest calculated ERso of 4.42 g a.s./ha for

shoot eight. @ o3
TE S B

S NN
CP 10.6.3 endéy lab%l;atory studies on non-target plants

Considering the’ findjads reported above, and the semi-field / field test information presented under CP
10.6.4, no further 1es are required.
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CP 10.6.4 Semi-field and field tests on non-target plants
Report: KCP 10.6.4/01 | . 2010; M-389529-01-1
Title: Amidosulfuron WG 75 W - Effect on the vegetative vigour of sunflower (Helianthus
annuus) grown under semi-field conditions &
Report No.: VV10/033 @
Document No.: M-389529-01-1 S &
Guideline(s): OECD Guideline for the testing of Chemicals, Terrestn@lant TN OE@D1227: &
Vegetative Vigour Test, July 2006 QY ‘&g @
Guideline deviation(s):  none @ . @ &% §9
GLP/GEP: no Sy S O @ N
2 TN ~
Executive Summary: o O K &’
The purpose of this study was to evaluate the potentlal@ffect@ Aml@ulfu @W G on s@wioval
dry weight and phytotoxicological symptoms of s we elianthus a ) f ,-

emergence application of the product onto the fo dﬁe of 1& ts atthe 6 leaf stag
field conditions. The test was performed in accor ew OEC&guld line 227,
testing under semi-field conditions). Sunflowers(Helianthus a A&raoea@were down in groups

(8 replicates per test item group and 2 x 6 re@ates p@conroup%n see@oeds a@ test site.

Four application rates 0.35, 0.18, 0.088 &044 g@% /ha @@%ml lfurdfi:bWG ere sprayed onto
the foliage of the plants using a Plo %aye at a Voéhame @ L/h ontrol groups were
sprayed with 400 L/ha deionised watép) oll§ng a@hcaho@th hgnts wef@grown and maintained
under semi-field conditions (with natdral g&‘ﬂa and, aﬁdltlon@ ater whea& eded).

<
Assessments were made 7, 10, ™ and@days@ﬁer a ﬁ@bahon@an&:e water treated controls. The

study was terminated 22 days aft@ ppll&o parageters sured were survival, visual
phytotoxicity, plant growth;stage and sho@ry welght °\ %\

The plants treated witlrthie lo e@% rate of 0. 044 ga sho fed no phytotoxic symptoms. All other
plants treated with 1dosu1furon 75§?owe ytotexic symptoms visible as chlorosis, leaf
deformation and s@qtmg he s r@lzg ese pto was mainly slight and differed among

application rateg;.No st@tlca ‘v@‘ igniffcant effets of 1d0sulfuron WG 75 on sunflower were
observed up tothe hlgl{\?st rate tested 35ga.sv/ha.@

NS N
Material aﬁmet@s S) @ @ RS

Test item: Amidosulfuren, WG 78 W; F@Cod “AMIDOSULFURON WG 75 % w/w; Workorder:
09023760; Sariple despripti @ 735-007 Material No.: 05938848; Batch ID: EFKE001914;
Speciﬁcati 0.: 1 0000550-0 naly content of a.s.: 74.8 % w/w amidosulfuron.

Sunflowers (Helgajithus annuus, @terac%@}) were sown in groups (representing the replicates) in seed
beds fh tes s1te F @appl cation afés 0. 35, 0.18, 0.088, 0.044 g a.s./ha of Amidosulfuron WG 75
were ray v\- to thig;foliageof the&n‘[s using a Plot sprayer at a volume rate of 400 L/ha. Control
groups Weﬁ%spray d with %00 L/hadeionised water. Following application, the plants were grown and
maintained unm1 fi co%mons (with natural rain and additional watering when needed).
Assessments we n@ 7, 10, 14 and 22 days after application against the water treated controls. The
study was termindfpd 22 days after application. The parameters measured were survival, visual
phytotoxicity, plant growth stage and shoot dry weight. Statistical analysis of data was performed to
obtain NOER, ER/LR;s and ER/LRs values for survival and shoot dry weight, using ToxRat statistical
software.

Dates of experimental work: May 25, 2010 — June 28, 2010



Bayer — Crop Science Division Page 117 of 120
2016-05-31

Document MCP: Section 10 Ecotoxicological studies
Amidosulfuron WG 75

Results:
Biological results:

Survival: The foliar application of Amidosulfuron WG 75 had no impact on the survival of treated
sunflower (Helianthus annuus) plants at any application rate tested. The NOER for this endpoint was
set as 0.35 g a.s./ha. The ER»s and ERsp values for survival were both set as >0.@(§§g a.s./ha.

Phytotoxicity: At test termination (at day 22) there were no phytotoxic °S§§npto obserfed at the
application rate of 0.044 g a.s./ha. Slight phytotoxic symptoms visualise stu 1& were servgjat
day 22 at the application rate of 0.088 g a.s./ha. Moderate to severe phytgjoxic s@mptom%s/lsu d as
leave deformation and stunting were observed at day 22 at@f appli&ahor&rﬁies 0 35¢g
a.s./ha. @ Q
N R @’ é;a

Growth stage: At test termination (at day 22) there wer@Qght Frects @row@ (@elopmgnt of
the treated plants in comparison with the untreated c@@rols afmd a%éwe thehca@@ rat 0.088

g a.s./ha. & o\ AN & @ o
AN \
Shoot dry weight: Shoot dry weight was not nlﬁca§ red @6 app!@on @tested The
NOER for this endpoint was calculated as g ayha 1@; ER#s and %50 Val}@@for shoot dry
weight were both set as >0.35 g a.s./ha.
f@ % @
: : @ @ L % &
The following table summarizes the ﬁr@gs for survivaland Sh@t dr@elght Q
o o &

Table CP 10.6.4- 1: The effect of Amld@ojsulfg\?n W@on s@wer @tanﬂ%s annuus) under semi-field
conditions &)

(5
S O g el @
D Suryival o 2 Sh@}\dry weight
Plant species NOERQ)| KR (9 LRse NOER NN ERys ERso
- N @ v
Helianthus 0.3§ .35# ~0.4% @%.35# 50354 | >0.35
annuus Ca
#: calculated values not determmec@ @
e & $
Conclusions: ¢

Based on th@ults @{}hls semi- ﬁel egetatlve Vl% study in which the effect of Amidosulfuron
WG 75 on st ow@eh us a v@tes‘[ o statistically significant effects were observed
up to the highest ratete ted 01 0.35 ga.s. /h&

S

Report: é}a C = 2015; M-548832-01-1

Title: N @) rcent w/w - Effects on the vegetative vigour of Helianthus
@ & a rowt% er field conditions (Field trial - Non-GLP)

Report N%] @© H 4/028¢

Docu 0. @®1-548832-01-1 @

Guid%@is): @ SThe stiidy con@rs the recommendations of the OECD 227 guideline for the testing
@ @ ica rrestrial Plant Test: Vegetative vigour (July 2006) and of the US EPA

Ecg}ogwal&ects Test Guideline OCSPP 850.4150

Guideline dev1a@ applég}ble

GLP/GEP:

Executive summa@?

The purpose of this field study was to evaluate the effect of Amidosulfuron WG 75 on the vegetative
vigour of Helianthus annuus (sunflower), following a post-emergence spray application of the test
item onto the foliage of the plants at the 6 leaf stage in a field test. The study considers the
recommendations of the OECD Guideline 227 and of the US EPA Ecological Effects Test Guideline
OCSPP 850.4150.
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Sunflower (Helianthus annuus) plants were grown under field conditions and were treated at the 6 leaf
stage. No soil parameters are available from the test site. The total field size was 4000 m?, a part of it
was divided in 10 plots of 100 m? each (10 m x 10 m). 13 seeds/m? were sown (1300 seeds/plot). 27
days after sowing the plants were treated with 4 different application rates and a deionized water
control at the 6-leaf BBCH stage. The test item was applied in 300 L/ha of deigfized water at rates of
0.4, 0.8, 1.6 and 3.2 g a.s./ha, whereas control plots were applied with 300 L% deionized water only
An additional rate of 6.4 g a.s./ha was set up for analytical purposes only@sses nts w. ége ca
out on day 7, 14 and 19 after application. Final assessments were m for 1 At surv @%
phytotoxicity, plant growth stage and shoot dry weight. % X

o & \
Statistical analysis of data was performed to obtain NOE@;bERz,@and E&so values for ‘&glergence
survival and shoot dry weight, using ToxRat statistical so@are Q) N @’

&
No effect on the survival of Helianthus annuus pl was@bserv d at a ph on r tested
(NOER = 3.2 g/ha). The ERs for shoot dry weight was caLCL@ted tobe 1. 6& 8. /ha

Material and Methods: %, @ é\a @
Test item: Amidosulfuron WG 75% w/w; ple@scrl ton: TQX10124 —6(;507 Sgepification No.:
102000000550; Analyzed contents of a.§:~25.9 % Ww/w, éﬂldo&lfuron atch-1IY EFKE002307;

Workorder: 13005778; Material No.: 05938848. é @ Q w\y @
<) @ &

Sunflower (Helianthus annuus) was t@%d inths ve tlve ur t nder@ 1d conditions between
May, 30" 2014 and June, 20™ 2014@ an e;ggerlmema fiel the suge 6o Bayer CropScience AG
in esse "“Germahy). The ant& ere &\Vn under field conditions
and were treated at the 6 leaf sﬁge oJoil paﬁq,meters@@e ava le from the test site. The soil on an
ad]acent field is a silty loamx The to@ﬁel s@e w 1®) a pa it was divided in 10 plots of
100 m? each (10 m x 10 m)q3 see% e sown 00 %&ds/p

The test item was apphed in &0? L/ha ?delomzed waper at fates of 0.4, 0.8, 1.6 and 3.2 g a.s./ha,

whereas control plgts®were applied\with L/ O deio Q@ d water only. Two replicates were
established per tes@roup t it nd \Q ad§0nal rate of 6.4 g a.s./ha was set up for

analytical purpo%s only @) e‘ S Q
@

Assessmen@re ca@led oudton d 19 affer application. Final assessments were made for
plant survival, Vlgum)hytot icity, ant gg) h sta%" (BBCH) and shoot dry weight.

&S ©
Statistical anal§sis of i assperformmed to @otain NOER (No observed effect rate), ERys (rate
producing 2> effeat), d ERsp (ratgproducitig 50% effect) values for emergence, survival and shoot

dry Welght ing ?Rat %mstlc ftwar

Date A perlmental®ork }@0 2014 — June 20, 2014
oy M\

Results: % @ @ Q\

Validity Criteria;< v

The test requu‘%a minimum c@iitrol plant survival of 90% to be valid. In the present test 100.0% of
the plants survived, -:-\ the study is considered valid.

In accordance witlgECD guideline (OECD 227) and US EPA guideline (OCSPP 850.4150), there
was no visible phytotoxicity and a normal growth in the control. The control represented a normal
variation in growth, plant development and morphology.

The environmental conditions during the test time were identical within one species.




Bayer — Crop Science Division Page 119 of 120
2016-05-31

Document MCP: Section 10 Ecotoxicological studies
Amidosulfuron WG 75

Analytical results:
The analysis of amidosulfuron content in the initial test item application solution revealed measured
concentrations of 112.3% of nominal.

Biological results:
Typical symptoms observed at the final assessment in this study (on day 19 @er application) were
chlorosis, necrosis, deformation and stunting. The severity and occu{&ce differed between
application rates. The visual observations during the final assessment (19°Qays afﬁs;% appl‘atlon) C%re
summarised in the following tables. @ %

S &

Table CP 10.6.4- 2: The effect of Amidosulfuron WG 75 on gro@of sgﬁ%wer @zanth@annuﬁz\sg under
field conditions v
Ny Q ﬁ“\\ @ %

) ) A
Growth stage (BBCH) Min-Max at a@\ljcatl&y\rates (@,\gg a.s/ N Ro

at the final a&%@smen m® f,© @n@

S \&
Species Control @ \\ 0{§ S 1.6 @ @g\é
YRS (e .
©)
Helianthus annuus 51 51 @19-51 &, 9-51 @ 16-18
@ R g @

T2 @
o @ L. 0
Table CP 10.6.4- 3: The phytotoxicity e f@ f A@dosulfu%n W%@ on s@ower@h’anthus annuus)

under field condltu@ @ & f\ @ (@
(@

h)
Phytotoxw%' sumlﬁgry (minymax da@age @sym%&sns)
at ap% ion raﬁé’s (in §a .S. /ha}% the ﬁéasse ssmen
R
Species G ckg;rol ~ 049D @ 1.6 32
25 § an S §
Helianthus @is A N~ 0 © ' de &\ Cabde  Dabde D abde
< N — S @
Koy v & Q O
0: no injury or@ect Q° % & N
A: slight symptom (s)@ @ ) N
B: modera& mptoin (s) % ©© Q @
C: seve mpto%ﬁés) & Q NS A S
D: total-plant sy@ptom (© @ N @y v
moribund "~ @
Any plant consu\li%éd as b@g des no‘r&cf@)ed for@lytotoxwlty
thtotox1c1tzi§ymptou@
a: chl8edsis ( win gree ot t@@)
b: r051s (@own shoo t1ssu@ o
c: &1 aching (shoo ithout 1g@ntatlon)
d: o\(g ion le:‘l@ abn | leaf shape, abnormal plant habitus)
e: tifig (plant heig ucedwith shorter internode length)
f:

reddenln greeot tis

At the apphcatln rake%f 0.4 g a.s./ha mostly slight to moderate phytotoxic symptoms were observed
(deformation, stuntifig). Mostly severe phytotoxic symptoms were observed at the application rate of
0.8 g a.s./ha (chlorosis, necrosis, deformation, stunting). At the application rate of 1.6 and 3.2 g a.s./ha
total-plant phytotoxic symptoms were observed (chlorosis, necrosis, deformation, stunting). Slight
growth retardation was observed at the application rates of 0.8 and 1.6 g a.s./ha. More obvious growth
retardation was observed at 3.2 g a.s./ha, the highest application rate tested.



Bayer — Crop Science Division Page 120 of 120
2016-05-31

Document MCP: Section 10 Ecotoxicological studies
Amidosulfuron WG 75

The no observed effect rate (NOER), ER»s and ERso values expressed in g a.s./ha are summarised in
the following table for the final assessment (on day 19 after application).

Table CP 10.6.4- 4: The effect of Amidosulfuron WG 75 on survival and shoot dry weight of sunflower
(Helianthus annuus) under field conditions
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@ O 9
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conditions for effects on and hoot dr}Nverg ROf Helianthus annuus, following a
post-emergence spray aﬁatlo the 1terr@nt0 théfoliagdof plants at the 6 leaf stage.
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