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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION

PRODUCT & Qb
o o>
@ @® @
Use pattern considered in this risk assessment @,Q SR
Tablel0- 1: Intended application pattern % § §\ &)
Crop Timing of Number of | Application {9 Maximum & | Maximunxapplication rafe;
application | applications | interval label ra Y indi@?ﬁlal c\tme&gf @
(range) < (rang v | RN
[dax@ [L/@é} ﬂ© isoxaflutole ; @
Maize, 9 N
Pro-emergence | BECH 00- 13 I 0417, @ ij NL I
N3 &
é%@@ég@@@@@&\% °
Definition of the residue for risk assessment: \@ Q & O @’ o
S
Justification for the residue definition f@&risk & essr@nt is g@vid@xin MQ% Se@bn goin‘[ §1
and MCA Section 6, Point 6.7.1. ©Q (ii% é\a @ @9 §9 @ @ @@
N N S -
Tablel0- 2: Definition of th e%d for ris@sesnt § &© @@)Q @@Q N
LK @” SN
Compartment N Cempound /‘Code™> @ & % @)
. N SRPAGD2248 @ N 2
Soil .9 O @QRPQ@SB@ e Y @ @y\?
S— S wamms o | 0§
roundwater é\g D 5 _RPA 28 N ) é é\
&9 | § _QORPA2022Y @
Surface water & Q7 | 'S *  RRA 203 §2 @& @@
O N [S « RRA208834 SR
O SO VN o & 8§ e
T N ‘< N N
& NV T e o
S & & & ISER S
A Q\@ \Q SIPCHR '
SE®) S
§ RN > & >
o O ¢ .09 o O @
QOO O N O D
O K &2 o
=) N @% W2 %
@’ NS ISEREN
S N A9
%o SN
. ¥ & Q
@" N S
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CP 10.1 Effects on birds and other terrestrial vertebrates

©

The risk assessment has been performed according to “European Food Safety Authority; Gyié%ce@
Document on Risk Assessment for Birds & Mammals on request from EFSAX (EFSA Jou 2009;

7(12):1438. doi:10.2903/j.efsa.2009.1438). @J@ & @g
D
= S & .o
CP 10.1.1 Effects on birds L N e 2
Table 10.1.1- 1: Endpoints used in risk assessment V @ )
&R @ SEo)
Test substance Exposure Species/origin @$ Endpoint S Fes e _
> Ve Q
Acute Q > @215@@,
[soxaflutole risk Mallard q:&ck @QLD;@ wa\gq S bw Ey M-lé%%
assessment Q 7 2, & c@ ¢§ KCA'8.1.{.1/02
Y @nQ ®@ S SV-evageated) g °
RPA 202248 REESNEN S et al 1999
Long-term *o > @
((Iis.o"aﬂ‘.‘“’.le' risk Babwhicanil ONOEL . O 2436 Q] M-238510-08°1
iketonitrile Q tﬁ?g S p.@%g b 8.1.13/01
DKN) assessment ® [% . Q & > S S &
NFCIFCR - LRI
Table 10.1.1- 2: Rele&@% avi’m&in(@tor spg@i’es foﬁg@isk @J@ sm@e@nt on s@enilé\level
g
é& $9 @ @ ) Shortcut valge
Crop o\@fndicator spégies § Forlong-téem RAC @y\f For acute RA
N éa Q) - based gn RUDw Oy based on RUD9o
z S Q N
Bare soil S smatt gra@%orou@ird § N ﬁA ) AN 24.7
Mai ﬁ @ﬂmlf}i%{ Q’@b'ﬁ\ @@ @57”6 B Y 158.8
aize U@ \\} all ginivorolis & N NS §§@ .
¥ &0 Y g P S e
o6 TN 6 o s o <
Risk assessment for bj¥ds @9 @7 & Q@ \@7
ISR o O O
ACUTE DIETA@SI&ASS@SM@@T ES =

Table 10.1.1- 3: @ute@b a ER@cuh@Wn forchirds gﬁj@creening level

) & < 2 (\})
Q @) Q S ° DD LDso
Compound% Indicat@’ spe@ <Qppl. e o~ DDD |[mg a.s./kg| TERa | Trigger
Crop% 9 90 | MAFqo
@ 2 A @'1kg ss./ha] bw]
S
Isoxaflutole M@ s (} @& . Q
Bare soil Small gra@%\mm;@bird R &§ 24.7 . 2.5 5150 870 10
Maize 4 Qmall omnivegous bird> Q 158.8 15.9 135 10
N @
S E s 9

&
Acut@pisk @@%sn@t forbirds drinking contaminated water from pools in leaf whorls

Adgtie IEP+ CS@ SC@E@O is applied pre-emergence to bare soil (BBCH 00-09) or on not fully
develc@ maize plants (pre-emergence to 3 leave stage), no pools in leaf axils where an acute
exposure possibly might occur are to be expected.
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LONG-TERM REPRODUCTIVE RISK ASSESSMENT

Table 10.1.1- 4: Long-term DDD and TER calculation for birds on screening level @ @6
o o
DDD (A)EL Q &
Compound . . I@ i
Generic focal species | Appl. rate DDD @ilg a.s. TF& LT T@er
/ Crop (kg a.s./ha] SV | MAFm | ftwa [ ke/bw/d]
%
RPA 202248 . {\% O e o
Bare soil | Small granivorous bird ol 11.4 vul 05 6@ 0.6 A - @ @
. . . : : N Q
Maize Small omnivorous bird 64&} Q‘\k 34 (%\a §27@@ 5 @c&
- A
% & O @
Q) A N\ 9
X N . T T AN
& &) N ”\7 IS N RS

L
Long-term risk assessment for birds dri%(ing @@itam@ ted@ater i pu(&les Q &

dg%(m&@ater &@scape clause)§

Table 10.1.1- 5: Evaluation of potential c@ern&?exp@rre of E?rds
@

(@)
N N
oc |Appiication &OQA@L Ragio §1a§:p

Crop [L/kg] ra@% MA [mg é Y(O\)ﬂpplgtlon e X @No c@% = onclusion

g %.5./h@) l}@w/db MA@/ N(& E%) @tlo&

RPA 202248 S < @ ¢ ©
Bare soil/ maize 108@ & 100@ & \\2 3 @ ( @ <59 No concern

2 BCS considers that the me%aboh%RPA 207248 §ers env n*” mental fate p@pertﬁbetter than the parent

abov@ 100%Lonv, t ent che m& lite RPA 202248 will

isoxaflutole. For details see the @
be assumed and no mass:-correc

@ede“@@ N @

N Q @
Overall, there 1s@ ur%&ceptab{e rls&\for b11Q§fr01@&1e acute ogﬁ)nig;@posure to isoxaflutole.
& & O N & @ SIS
RISK ASSESSMENT OF SECONDARY P&SON@’VG @
X ISEEA ST
Table yﬁ? 1-6: Log P® valu@ & L9 s \@
Substaﬁi@\D § lbg Po%\, e Reference
% X "&JSec.2, Point 2.7
lsogf?ﬁole(@ @’ 2@& @Q | 1995, M-162438-03-1 (KCA 2.7 /01)
RRED 2022 @ \ -0.3XNpH 4
RPA 2058 )4 O LN 1RXpHeD) | 1994, M-202428-01-1 (KCA 8.2.2.3/02)
ARPA203328¢ ] 2.0 (plavd.4),

Q\ Y
&
As @bg Pow valties for@&at&@le its @abohtes are below the trigger value of 3, no potential

for bloaccumul@wn 1S assum&(@and @fects @n secondary poisoning are not assessed.
RV

CP 10.1. k§ Aute gral togicity <
For stu@s al@gﬁy e aluat@urmg the first EU review of isoxaflutole, please refer to corresponding
sectgg in the a@ne §%ﬂswr (KCP: D-009257-01-1) provided by Bayer CropScience and in the

MQ]O gr@@@

@
No fufber studies are required.
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CP 10.1.1.2 Higher tier data on birds .
In view of the results presented above no further studies are necessary. . @ @6
D

CP 10.1.2 Effects on terrestrial vertebrates other than birds @,Q

. - %%
Table 10.1.2- 1: Endpoints used in risk assessment @ @&

Test substance Exposure Species/origin Endpp@;

@

Acute Rat % LDs Q @000Q
risk assessment @ TN m(@%/ks_r b 9.
o o0 @' v Qr(EU cvalua %@
o T & @x ¥ @ 19% ]
Long-term &&5 @ NO@E @O 213 1-1&

v
S

Isoxaflutole

risk assessment N A L@ mg .s./kg@/d KCA ;(é&@
D (7} & (&% . oY (E La@\ ﬁlua
A QN
@Q RSN @ @
Q% TS ®\ @@
Table 10.1.2- 2: Relevant mamn}?l dicdtpr sp %?s forki8k aso@me ton smg&%l
'~ AN @ @hortcuNalueO

Crop Sjiﬁ‘ldlc%or sp&@% @¥or loﬁg te ﬁA G For acute RA
Z) based on,| Dm@ %ased on RUDy

Bare soil Smal@mw@us m@mal@ . & %@6 q{\w\’ ) % 14.4
Q

& Syl he@?orou@nammﬁ} @ @ 723 © @& 136.4
Z )l
S & o S
Risk assessment &@Dthe‘iﬁerrg%trlal ebr\a@s @§ S) %@
K & LS &
ACUT@%IETARY msK &@SESS ENT ©

R o
Table 10.1.2-3: Aeute DDﬁan(}@R ca&@atu@o m@ a,g\ n screening level
D &

TS S

LDso

Compound /@ . o@ .
I catox@pecw& @l raté/ DDD | [mga.s. | TER4 | Trigger
Crop °© RO as, il Sy [MAT Jkg bw]

Isoxalf)@le @ @ @ . w\ﬁ
S
Bare soil S@“ @%{Jomﬁ o ] 144 1.4 >3472| 10

Q o @ 1 5000
>
. Small@rbw@ous @ @ 136.4 13.6 > 367 10

Maize
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LONG-TERM REPRODUCTIVE RISK ASSESSMENT

Table 10.1.2- 4: Long-term DDD and TER calculation for mammals on screening level @ @b
o o
DDD (A)EL Q &
Compound / . . K|
Generic focal species | Appl. rate DDD {mg a.s. TF& LT T@er
Crop [kg as/ha] | OV |MAFm| fo @ kg/bw/d]
9
Isoxaflutole @ &% @) .9 %
i v
Bare soil Small granivorous 6.6 N 0.3 < @2 @
mammal g 5% N N A
Small herbivorous 0.1 T ! 0.5® S R, g C&F
; g
Maize mammal 2% Q& 3.8 &© . 5%, 35@
QY 7 RO
N @ ) @
L @S D LS S
Long-term risk assessment for mammals dl@lkn@%@ont@inat@’vat @ % .

o Q _°
The puddle scenario is relevant for the | %term\rlsk i%s,essnglt 2\ § .
& AR

. , O ey
Table 10.1.2- 5: Evaluation of potentiglto n;@{n for @)osuf@f m als drinki ate@ ©
& Y °

N\ “ A
K Apphcation | NGEA)ELS @ht' S bég %@E?,f :
Crop [L /;):g] @e *J\%ﬁ&F @jg a. ( llcat@l rate N(:é\)@onc ® Conclusion
. 18 g&S-/ aj @ng b{’/d] AF) (] (A@L % if ratio
Isoxaflutole &) O &\? §j N O i
Bare soil/maize %2 @1 X ]@}) Q 206@ . é qsi .« v . § 50 No concern
U@Y" S

> S @ & & 7 9 &
@ é °\® § @ o ©©
Overall, there is@ undgceptable risk for m@nalkﬁom th&racutd®r ch&ﬁlc exposure to isoxaflutole.
S :

N
RISK AS@SSMENT QF SESQ%N@Y ISON@VG @ é’g\]

As outﬁﬁd in Point 1@1 L a%k assessm@ﬁofosc@)nda&poiQQng is not deemed necessary.
O O & 0O oK
@? o O

A
SRS
b -
CP 10.1.2.1 @Aa@@%ra@xml to @mm@% @
Ay N
For studle%jlready evalu@kd @g t%&irstg@ re@ of isoxaflutole, please refer to corresponding
section e Baselgné@DosQ (KCP: D@%S@m 1) provided by Bayer CropScience and in the
Monograph § A\ @ @K N
No %rther studies are re@%ed@\ R §

@° & @@) Q&

RV
CP 10.1 2@ H@herﬁ&a 0 \Qf’ mmals

In Vlethe S@ultxr%%e% above no further studies are necessary.

0
Q)
%
f’

< @ <
» o @
CP1 Effects on other terrestrial vertebrate wildlife (reptiles and amphibians)

Not required according to 1107/2009.
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CP 10.2

The risk assessment is based on the current Guidance Document on Agquatic Ecotoxjc&gy,

Effects on aquatic organisms

SANCO/3268/2001, rev 4 final, 17 October 2002. Some implications of the
Document (EFSA Journal 2013;11(7):3290, 268 pp. doi:10.2903/j.efsa.201§@7@290), whiclkkgs no@t

Qb

w Aquatic dance

notified, have been taken into consideration as well. % § @@\ %
R N ° v
Ecotoxicological endpoints used in risk assessment vC@ Q@ 5}” @\\ @@ &@
@ N) N O
N S o <
Table 10.2-1:  Endpoints used in risk assessment (fo lated prod@) o &© &Q @© &é
Test substance Test species @}%@ Endpoint @9 X O Reference@
RN Wooaﬁ
Fish, acute , J EBUBP107.
OncorlhS njiftltlsem ki s© ‘5\950 é\g>10®1g p@ct/L@’ 247 -1 °
’ RN & | KCP 1021/02 9
N ° S : N
&, R 2007
Invertebratete, %g\ @? °\&>1 © N t/@ EBIBP106©
Daphnia @gnaci% N 50§ \@mg@ ue S 4338501-1
IFT + CSA SC 480 - & BLoS 0
@ . v 7 & D & ¥ g (2007)
A,chr&mc, @h@’ & @ E P104
&ub%pimm@) o o 19 %’i@d‘m“ %1 84638-01-1
& Q N 4 N CP 10.2.1/04
~ % @. @& @@“ N @“_(2007)
et e |SEgs” oo mggroansit | WEUNY
§ & \@ Q& \§ = 2 _ KCP 10.2.1/01
N O N
© o & ¥ & s &
& &) % N Q X
S & & & © o &\
A 2.9 & O O
Q O & 9O o & D
> & O W Oy
TS IS e 8
o O ¢ .09 o O @
Q0O S & b
SRS ,%Q & @
=) % S @ %
& s s & &
% S DT L S
N (g @\ R Q
@° N >
PR ) SR
@ < O ©@
o & © ©§’
S QS
(ON
$ & e s
¢ £
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Table 10.2- 2:

Endpoints used in risk assessment (active substance)

Test substance

Test species

Endpoint

Referem{g‘g/ a

993) @
- ; e Ml6687$—1
Fish, acute , O. mykiss LCso 1.7 mg a.s.é{é@ KCA 8. 5\] /02 ©®
o)
Fish, chronic, P. promelas N@ 0.102@ a.s./L*
& R s @
Invertebrate, acute % Q o~ S - 99@
. . . ] ECso 007 ?L a.s.@ %S 2-
Americamysis bahia & N @ NS 5%
@ ° O CA8.224.2/4%
Isoxaflutole oY RS . @ (1995~
pmoretras i, | Kongs- oo s | hepssagL
) @ K & | KEABEE20ES
NS NI
Algae, growth ink@ition’s, % E"&& @ " L 898 1-1
Pwudo/\//(hn(’/10//@/7(@& /la é% _%“ éﬂ @aas @ 8.2.6.1/01
NN f, \fdated)
@) > @
Aquatl an%ts &j@vth @6 @® S @© @Q 13
ibition, ®d E:@g (@439 mg a.s./@ %43195 01-1
L%mnaqibba § g &L e © et
S @ N CA 8.2.7/04
< L 9 Q h 1995
%} ° o .o e M-170804-0(1—1 )
é\jlsh @@ OnykissQ [ LA é&ﬂ%ﬁ]g p.m.\@ KCA 8.2.1/03
& f§ N &9 @ © S (EU evaluated)
& <
> f N P @ A 5
g \@Vert&b}aw ATETN S ECyY (Du ngﬁm/L M-170861-01-1
Q Sm camy ahta@' §
RPA 202240 «é\ ¢ S %@ S KCA 8.2.4.2/09
NG N o)
\@ e ,%%Z;cgr&%l@;oi m@a 7 E@ DO mg p.m./L> | M-166891-01-1
£S eudpkirche pitaia | & T S KCA 8.2.6.1/08
R - 9C
O Aq@“ P‘@“ 90§ A V16850011
N ition, @5},(75@ 0.055 mg p.m./L .
o) % - 01/@[ . % o KCA 8.2.7/03
- @ _ D ﬁ Qy (EU evaluated)
Q O o \ N > -(1995)
@ 1s dL () %w %@LCS() 160 mg pm./L 1\[(/[(-1:?472221-/(())11-1
«\;/\\\ 3\ (EU evaluated)
2, N @ v N (1994
N @ivertghrate, act e 150 me oL | M-170649-01-1
@ Da 7/7151@/151 “Lso - g p-m. KCA 8.2.4.1/03
RPA 203@ N (EU evaluated)
-( 1995)
SN { /Slgne L@ 'th mh ition . » | M-170835-01-1
Q@@ @Q@ selc ()/\l@el iella subcapitata EqCso >9.4 mg p.m/L KCA 8.2.6.1/03
<\9 O~ (EU evaluated)
N @@@ @’ atic plants, growth (1997)
Q N inhibition EvCso >9.8 mgp.m/L | M-166893-01-1
P Lemna gibba KCA 8.2.7/06
(1995)
RPA 205834 Fish, acute , O. mykiss LCso >35 mg p.m./L M-213119-01-1

KCA 8.2.1/05
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Test substance Test species Endpoint Reference
(EU evaluatedQ
e B @
Invertebrate, acute ) . M- 17084&)
Daphnia magna ECso >60.1'mg p.n@@ KCA 8.2.81/0
@ (EU ey dluate
?&% 7
oc o th inhibiti (Io%i)
g gttt | e @i | gaagrene”
SIHOAESIIS SUBspreatt ©Q QKCAQ®_61§H
@% & S EU@ alug
) o
Aquatic plants, growth @@ N @@) @ FMS @%_‘003&
inhibition EeCso @ 1".¢kmg P/l N\ oty
Lemna gibba s 2 @ W\? @E 2& 70- Qﬂ\\a
O @ & | KCA 8.2.%07
* The EU agreed endpoint is 0.08 mg/L derived from Vem@\érowQ%tudy (@ﬁth Oncoryngjis mykgss. Dug to
the new data requirements an ELS study with, Pimépdales promelas has be%gl per@-ed ‘27\(9 01 @fhe
endpoint of the ELS study is in the same ginge a the en@}nnt dgrived @m thmuven@grom test e risk
assessment is based on the new data reemeﬁ%ts hel@the @pomt&fyom thg Ls@d Sed 1n@1e TER
calculations. @ @
! Where the mysid endpoint is lower %m the endpo nt derl d w1t aph non@%ﬁrzparms the
risk assessment for aquatic 1nvert@ra ose@% iso baség on 1d I@mp data’although not

required by the new data requiresgents (E@ 83/2013) foft her 01de

TR cle%%

rly is w
em@gostatum (MCA, point CA

2 As the EU agreed endpoint 1§§1»0W than th@ﬁ rC50 f the s dy with SkeJ
8.2.6), the EU agreed endp@jnt is @ed for assess ent The a@ e
biomass endpoint, which s, gene%jly lo tha, rat@ﬁdpofﬁ? an
conservative value. Thepreferredendpodt as al€o stat
2013;11(7):3290, 26 doi: 182903 efsa.2013.3290) is
3 Recalculation of L@ endpoint: @ase SE&SMCA poin@ 8.2. 7 @
S QO N \ . 9 A 5

S\ QO S Y W N

Predicted en@ronvﬁltak@pnc%%trat101§used@ﬁl rls§asses@1en§%@
2 S

Table 1@@3: Initia axin@ PE§ values - F@s Step 1 a@

Compound {ﬁ FOEUS S@narl %, Miiz
i U PECow, m
o &[T
Q & STEP K, . 3k05
Isoxagtole STEP 2Morth (2 @}?ﬁ
& eSTEP23Soutly)’ | . %0.92
< ~_ STEP | N 32,50
RPA 202248 SEER2-Mpith @ . 595
N §PEP 2-South X| o> 11.27
N SREP 1 @ | A 15.48
RPA 203 SSTEPR - North [ S 2.49
@8 ’ sg))@) gouth@@ 4.91
STEP’1 1.02
Rpss@ STERD- North 0.39
S) STEP2 - South 0.54

B%@ v@%s co@dere@n risk assessment

&

tca

5o corresponds to a

i ¢
ore be considered as

§3th giuldange @cument (EFSA Journal
g h rat
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Table 10.2-4:  Initial maximum PECsw values — FOCUS Step 3 .
Compound FOCUS Scenario Maize @ IS
PECsw, max @\ v
[mg/L] ©© @° o
D3 ditch 0.524 @ N N
D4 pond 0.021 &
D4 stream 0442 %% o\© . § «r\f@
D5 pond 0.021 O > O e @
D5 stream 0.446 Q @Q § Ko
Isoxaflutole D6 ditch 0.524, 9 v S c&©
R1 pond 0%% Q& . &© Q) @
RI stream 363 @@) Q & & @}
R2 stream 9.482 f BN Gog 6\ LR <
R3 stream N o051 Y &% @;% Q S e
R4 stream 0362 O Q@ < © % IS
D3 ditch = . 0335 7 N & O @7 @
D4 pond N 0018 O & \© é’ % §
D4 stream ~  « > 0017 %© C‘;\y @ SHENS)
D5 pond © & L0023 N TS S @ ©
D5 streany O 0.009 @b O N LN
RPA 202248 Dodich 9 D03 O o7 P S
Rlpdfid - T 0w 7 @Q O é&
Ristream | 00 .1.688 4 \@ &
R2stream & _@i.568 Y AR 9
SR3steam 4 O 0068 | ™ $ Q\y\’
RaGam &) Q208 . O |« )
BOLD - values considered in'Fisk @"ssme@ § §9 S & K\
§ .9 Q @ @
&N O SIS R VR
B
Table 10.2- 5: @Qni%gnaxi@m P&iw aﬁQ@d-T@%sw \@es - §U@tep 4 (5 m buffer)
Compépnd FQCUS %@@ari S Maid o, oy’ Maize
N PEGH, m O [ 7d-TWA,
AL ) @ . § @ S ®7L] R
QY DI ditey” [P 2017 0.0170
& DapBid ] T o0y o 0.0056
@ \f D4yireany :\_} 0086 o> 0.00203
© S B9 ponth, o 02019 0.000077
QP5 stegpm (P ©0.188Y 0.00121
Iso@ole . Dedich @' »«.” 0472 0.000212
. RIpond (8019 0.00210
R, R stre@p @ .0.153 0.00395
N goR2sfteam ¥ &> 0.203 0.00259
@° Ristream @ | & 0216 0.00992
S > Refktream® X082 0.0194
BOLD - a@g CO@d&'ed{(ﬁi risk asses%@ht
& & & &
Sl LS
S LT s
€ o
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Risk assessment for aquatic organisms

D
ACUTE RISK ASSESSMENT FOR AQUATIC ORGANISMS °\@ @§
& @
Risk assessment based on active substance endpoints @JQ & @®
D
S S & .o
Table 10.2- 6:  TERAa calculations based on FOCUS Step 2 <) {\9 NN é\g
-y ] & @ @
Compound . Endpom}? PE@,max D
Species TR Trigger
ped lug/E| | ol e @%Q
Maize Q o & 2 ©
Fish, acute LCsy 0 ">1700 D D™ >1g98 L 109,
Isoxaflutol 09 2
soxafiutole Invertebrate, acute LCsp 77, ¥ N @ 8%3.7 ISR
Fish, acut L 2500 & 1331 100
RPA 202248  [—— Co DU | ozl |@ )
Invertebrate, acute LCso @ 240G Q A 2180 [@’ 1065
Fish, acute LPCsn > 160000 b o5 O] w2587 0
RPA 203328 — S EES IR
Invertebrate, acute  &° |LGso @%oopg &S @05 56> | ©O100
Fish, acute O B 0035000 LT o 6 © 100
RPA 205834 S 5 34 ¢
Invertebrate, acute | LCs0ey @100 A R O (ﬁr 296"\\]2 100
Bold values do not meet the trig@ﬁ Y (o g@% &@ ° & @wj &
S AN ©
N o @ SN
© 9 NS
Table 10.2-7: TERa ca%ulati&s ba%d on F6§§I S @) 3@ ert%g:a\fes) v §
. &7 | @ Estpoin SPEGagms | © FOEUS :
Species @ gL V) [ ?I | @ scenario, TERA Trigger
Isoxaflutole, ma@ﬁ D &\ . 0N @Q Y N
S &lo o I ok §D3 ditch 147 100
X o
5 © © & 8 I_|" Dipond 3667 100
S o & & 20.44287 | < D4 stream 174 100
N} o |, O > [ 9002 D5 pond 3667 100
o\ N N @@ o . N pon
VS ST T g @6 T Dsstream 173 100
Invertebrate, acuf& % 7%’ N 0.524@&) D6 ditch 147 100
Q S
©@ & & N \© 970,077 R1 pond 3667 100
N > © %Q S 6363 R stream 212 100
@7 & QQ @ @ 00,482 R2 stream 160 100
i A D & 9" 0.513 R3 stream 150 100
N 8 T QY o3e R4 stream 213 100

N
N N
g X KR
There is no@tcc ?ﬁﬁse C"‘:\Q\ for ;%fuavertebrates.
> é S &

NEEN
SIS
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CHRONIC RISK ASSESSMENT FOR AQUATIC ORGANISMS

Risk assessment based on active substance endpoints N >
@ @® @
Table 10.2-8:  TERLwr calculations based on FOCUS Step 2 S S <
2-8: ~ N
Compound . Endpoint PE s%ax @) . 9
Species [ug/@ C’\\/‘L] TERyr Q\%}lg@ o
Maize @@ @@ NS t"\g\g
Fish, chronic NOEC 92 4> S 110Q7| 10 &
- ) o 4 Y Y
Isoxaflutole Invertebrate, ChIOIl.IC Né)@i?l 92 IR 1L + 1%
Green algae, chronic ECs 120 RN @ \1\50 @/
Aquatic plants, chronic %Cm @@.39 > > &% @VIS.&\ Mo
. (&) & S o IS
RPA 202248 Green.algae, chromc'\)ECm@‘f}%a 1909~ S 1?27© ]@ r@% lv
Aquatic plants, chronie, *[EsGso S5y x| T © 4.9 §§69
RPA 203328 Green algae, chroni@y”  [ECso ﬁ@ilOOO A Y D @]\ @?191&9 o 10
Aquatic plants, ofronic & Cs6 S 98%@ ¥ S O e, 10
Green algae, @'onic z ECso =15000 @© @) (FQWS N 10
RPA 205834 Aquatic plangs, chronic  |[BCs0 110002 ¥ Io 2037 10
Bold values do not meet the trigger N v N @ O
€ & § & g S \@ 2 ¢
NI VPR
Y
% S o & F .0 « « S
TS e §5 0 0
@ s .9 K @© @ @
SO S YN U e o
F e .o S o
>y & .0 9O «7 & D @
AN . SR
N o @’@ @ b\ Q@ & "
&@ \@Q Q\Q Q° \© o \©
SE®) S
§ RN > & >
@ 9O g © o .0 %
NN I
SRS ,%Q & @
=) % S @ %
@7 °\ Q @ o\
Q A\ N @§ 9
b @° v &@\ &©
PR ) SR
@ < Q" & ©@
@ o
&
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Table 10.2-9:  TERvwr calculations based on FOCUS Step 3
. Endpoint PECsw,max FOCUS q
Species [ng/L] (ng/L] scenario TERLT &ﬁ/ﬂ @é
Isoxaflutole, maize @Q < @ @
0.524 D3dich 9 19 | -0
0.021 D4 pond=) 476 O’ 10 9
0.4430 D4 sgbam 23, L 160
0.021 D5pond @e oF o ¢
@46 DS stream 0722 R m©10 @%
Invertebrate, chronic NOEC 1 0 0.524 Dedifen 4 1& 105
0021 _fo" Ripond qr| 247.6, &) 0
é @%63 oo | Rl streag @§ 2.8 10
& looase” | QRasuem [ 200 & 1
i\ﬁ § GQ\\I‘S by R%?&eagn@ 2 J.9 o
DS aBB6e ] (R streim 2807 | Q10
RPA 202248, maize O N LN o © S & o
N ¢ ¢ 0835 P Dmichc’| b4 f 10
& > Ul 0018 O @rpond  [573056 10
S o e 0012 [ DAsféam of 4583 10
& O & §J 0.023 D5pond A | « 2391 10
S ¢ & @:0090" | ., D5stretm &) 6111 10
Aquatic plants, chronié\g &50 Q"\SS @ @V()Qé} Ope &hch & T 152 10
§9 d \@ S e <Y RIpondg, 2500 10
S Al & O o688y @i strghm 33 10
o O R~ =
o O o 1,568 R2 stream 35 10
o & & &6l [" Rastream 902 10
D o © & 42080 | R4 stream 13.1 10
Bold values do not meetthe tigger Q> L ¥ .
PSS S
2 @ $ &> NS ©©
o O ¢ .09 o O @
QOO O N O D
O K &2 o
=) N @% W2 %
@’ NS ISEREN
> NG RS
N % @ >
B o @ N @ @
N (g @\ R Q
@° & >
s A &S R
o4 <
o & © ©§’
Ol
(O
$ & e s
¢ &
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Refined long-term risk assessment for Americamysis bahia (isoxaflutole)

Table 10.2-10: TERLwr calculations based on FOCUS Step 4 7d-TWA * N Q\
(-

. Endpoint 7d-TWAqw FOCUS D
Species [ng/L] [ng/L] scenario @ TERur & 1}1\%@1‘
Isoxaflutole, maize: 5 m drift &ﬁ o\© .9 «r\t‘@
buffer @ o> Ny > S @

0.0170 D3itch a3 P a0

056 Ripond | 9179 V| 0Olo Y
000203 | Dasueain ¢ 49% | 7 108
20000077 b Dspond o | 2987 o)) O
S L0121 U@?sne@%} 826 MR
Invertebrate, chronic NOEC 10 S00002? | @bedifch | 478 g 10 °
‘000210 @ Rlpond O 476 s
S 060395 S Risreaw” | 0272538 | O10
0.00239" | OR2steam 0 38 |, 10

NI © 0.60992 " Rigteamn D[ 11 . 10
@ v V] 60194@T Reswedw |20 52 10
@ Justification for use of TWA a@oach ?lease@e MgA point CA 8 &@ @@ @ @)

The TER values meet thg@‘%rl er Valué@of 1 ndl(&tmg @gaccefsﬁle f‘@( t(@fymd shrimp for the
lication of th t de@that &5 'm drft buffe t. QQ
application of the pro@c in 1@ e, @ow e a@"m c& u is !&p

@ X
Risk assess for \oto etab es a 2 nd a @tlc lﬁacrophytes
@ﬂ 8 t“ “@%

The risk as@ssment app@ach E@he to- n@aboht@yls c@crlb\@ﬂn detail in the MCA Section 8.
SIS
Table 1@ 11: TERAlcula%ns baseéd o@OCU@tep 2 \©

Compound éﬁcws% @ % @ndp@lt @ PECsw,max TERLT Trigger

@ LN gl S [ng/L]"
Maize @ Q Q @
M14 N Aqu\&ﬁc p@s chisgnlc AECsey XS 0.09 61 10
%
Aquatic plants @?omco E(D 95 0.15 36.7 10

@ EyCso &A 20224&Q1ff1ded bR factor 10 (cf@vlc A 8.2.7)
bbase%on maximum FEC s, (L&‘isoxa@ole ( p 2) considering occurrences of 9.8% and 16.8% of M14
andN20 respectwef?ﬂ(cf

a2 & 5 & Q
Overall, th 1s >wnaccéptable risk @quatlc organisms from the acute or chronic exposure to

isoxaﬂut@s. §9
< Q@ 5 &
S

TE T

&
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CP 10.2.1 Acute toxicity to fish, aquatic invertebrates, or effects on aquatic algae and

macrophytes S
N S
O
Report: I - 2007 Mi-282479-01 N 2O
Title: Acute toxicity of cyprosulfamide & isoxaflutole SC 240+24®to fish (Oncorhyncla&sK
mykiss) under static conditions a X ¢4
Report No: EBUBP107 7 S 2N
Document No: M-282479-01-1 x @ Y N @
Guidelines: EPA-FIFRA § 72-1/SEP-EPA-540/9-85-006 (198221985) OPPTS/850.175 (Pyblic
Draft, 1996) Directive 92/69/EF® C.1(1992) &@ 6\9 Q §®h C&C
OECD No. 203 (rev.1992) Q .. & « ¢ 9
Deviations: none oY o R QO ¢ @
GLP/GEP: yes i o S D LS N
9 <~
S T & S & &> A
S > & R & IS & @7 o o
Objective: <\9 \\ \\ S &% Qi §
The objective of this study was to e@hate&fhe aq&@ toxicity O{ﬁ@oxaﬂg}ole Cypsulfamiide SC
480 to the rainbow trout (Oncorhy&@us @(’iss)\ﬁe s@ W{@Oﬂ%ﬁ%d er s coiditions for
96 hours. Q > & O @@ @Q \%
@ 2 @@”) S @® @ < ©© N

Materials and Methods:§ > § < e S \@@ % ©

Test item: Cyprosulfamidéz isoéﬁlut C 246+240, analyged aﬁ;@on@: Cy&r%sulfamide: 20.5 %
w/w(45¢g/L), isoxaf?utol@}Oj % w/ 4 L);@mi%l a.s. conte T@O g / L specified by
batch no.: 2006-001042, tox‘8o.: 07429-00, § A

Ten fish in each meﬁg webre@po{‘@ in dup 103@§0 n(%@mal conceggations of 6.25, 12.5, 25.0,

. N
50.0 and 100 mg Jormula 1on/&\aga' sta co&}ol. &\ S @ &

Dissolved oxygen cancentrdbions @ged@m @w‘[o 100> % o§ ;\ﬁration the pH values ranged
& @ @ s

from 6.8 tog].3 and@;e wa%r tg\\lg@qz)erat%e rarﬁ@kd fromy 1.5@‘;C to 2°C in all aquaria over the whole

testing pettod é}ﬁ N L T AN
: @ D O ES) :
Cyprosulfamide was analyzed'in all test @as after O h, on d@d and on day 4 of the exposure period
to confirm nomina} oncer§rati X Théwndpof@s we expressed in terms of nominal concentrations.
In the event thatd 00%>mortality WQ@’obs d inQest cdeentrations prior to the end of the test, the
: RS é&é Cg)@e 454
analytical detgrminagions éﬁé madg at those times.
After 4, 24%48, 72 and 9@0ur§“§sh ob ed f@y mortality and sublethal effects.
© Q Y &
N
Dates of experirpé‘ﬁtal work: o> Se @}mer - November 07, 2006
N & o &
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Results: o
&
Validity criteria: \@ @§
Validity Criteria Recommended Obtained in this | & @® @
by the guideline study @,@ SR
Q N
Mortality during acclimatization <5% <5% &% b\@ § %@
¥ NS
Mortality in the control <10% SE 0% @} @\2}’ Q\ @ @
o I O
Dissolved oxygen saturation > 60% @} 90 (&Q@% 6\9 Q @@ @Q}
S
pH variation < > N 0.5 @ Q & & @}
IS TS
. g . 5 @@ 2 S N N o
All validity criteria for the study were met. S} w, Q) @ ©@’ ('S % o
SN
RN SR A
- . TSSO OO
Analytical results: SIS

@ S O
@de (%\Va‘ce@by H@C—I\@MS 2an rasured
values between 109 % and 115 % &f nom{fial wére fourtin %expo e le@ oV e V&I?%le testing
period of 96 hours. 9 ) &© ©@ SR
@

v S Q

Given that the toxicity cannm@gg atﬁéﬁlte to any G¥e ofithe ac in redient@ut téﬁhe formulation
as a whole, all results are %\%ﬂ a%&omh@gﬁvgﬁof :ﬁormuﬁtio%@ly@@ K

~ N LS
. e & F .0« O
sub-@hal@fects @pr an@ort@iy in the coné%l grotip.
There were behayioural @serv‘a{s mﬁsh&ausegﬂ@ the st ite over e whole exposure period in
2.5@3@ test&itemg,. At@ae t&sﬁ%ﬁevl %th &5 mg, test item/L fish showed the
following sy%ten@@%ﬂe&g@h: re%aine%b for @Qusu lon@perio@s at the water surface; showed
labored resiration; rem&iﬁned for m@ly 1(@ peric@s onghe bo@m of the aquarium; turned dark in

@O\
Based on analytical determinatioypgésulfa

Biological results:

There were neither

all test levels

colorag@ were inact@%@ or laye bnor&nally@ a@t\\ﬁtyj (@’ not show any abnormal signs.
S O & N o
. SN o .
Cumulative mort of g\sh ex@ed t%&)xaﬂlﬁ\lﬂe & @pr(@lfamlde SC 480 (96 h)
Exposure time | =  #h" ] S04 < 48y 72 h 96 h
Test levek 7 no. ngQ. of { P = To. of % no. of % no. of %
mg form. (L~ | dead ad N\dead D’ dead?| ded dead | dead | dead | dead | dead
Cm@'ﬁ 0 0 < 090 A7 | =0 0 0 0 0 0
6. 0° 0] 0o [, [0 0 0 0 0 0
12.5 ON] D [0 @0 ° 0 0 0 0 0 0
N25.0 00 |0 N 1 R 1] 2 20 2 20 2 20
50.0 . 0 071 @ | K 0 0 0 0 0 0
100 0.4 IR N 0 0 0 0 2 20
@
&gy éﬁ\ § X Q
@ @ © §
Conc@ow@ S

It w§ congliaded @ the 96-hour 50%-lethal concentration (LCso) of the test item in rainbow trout
based onQ¥minal concentration was higher than the tested concentration of 100 mg formulation/L.
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Report: I B 007 M(-284338-01
Title: Acute toxicity of AE 0001789 & Isoxaflutole SC 240+240 to the waterflea Daphngyo
magna in a static laboratory test system - Limit test g
Report No: EBUBP106 S O
Document No: M-284338-01-1 7 RS
Guidelines: OECD guideline 202,(2004); EEC Directive 92/69/EWG,’part C.2 (1992); U.S.EPA
Pesticide Assessment Guidelines, Subdivision E, § 72 %1982), OPP'&?m@ne G
850.1010 public draft 1996 (modified); JMAFF 12 {émsan N é\a
No. 8147 (2000) S @ N @
Deviations: None R o S S 4
GLP/GEP: yes o ~ A QR O &
= RN o & & Y
& R O
Obiective: 99) NN 9 D
jective: é@a S @ 6\ RS §
The aim of the study was to verify the abs&e of@%‘%atr@m -related %@%’ts O@Obgi‘%/ of%aphma
magna whilst exposed for 48 hours to a lin%t CO}’I(@’Itrat\l@ of 16Q m&o m./]im a stafic tes@stet@
Nl OS S )
& N 0.8 & \;\ & éa &

Material and methods: N QA
| SNSRI
Test item: Isoxaflutole & Cypros mide'8C 240>+ 240&Batc 0. ch O 4 mp01ﬁcat10n

No.: 102000014305), content: 20.5% Wi Iso,@%luto@ 20. @w/w& falgﬁ (T0%07429 -00).
Five daphnids (1% instar; §24 hours %d) wer @exp@sed 1@%& @fphcat to @ nominal limit
concentration of 100 mg %rmula&n/L g@ﬂer s@hc co@h‘uons&mﬂ@t feeg@?fg Il@ddltlon a control
(dilution water) was tested. Qv % @

The endpoints were e&;ess Q?@ of n@nn% nce @aﬂo@% & @

Dilution water w rtified well 3¢ ter{@h a piyof @Wa@r temp@ature%vas 18 - 22 °C during the
test, the photoper§ W&@% howgs of light and 8 h @dargﬂ’he ]@ht 11ty was max. 1500 lux.
After 24 an houss; behaviougtof th@rat%&ﬂea was v{§ally evaluated by counting mobile
daphnids. Ad tlon$ all*possible signs %\fsul:i%al cts hadl to %@ecorded

At test m&t@@mon (day @) an%al te@e mln@on &ay %m&@’ of the test solutions and control

Vessd@re removed@poole@nd an, z%

~
Q\ AN . &,
\ @
Dates of experu@&nta@mrk @ Au@t 22 @;&u@s‘c 25@06
@ @ .
RS
Results: <\ § @lj? @@ %@

AnalVﬁ@esults °\@ Q N &
The recoveries of ¢he a.s mpc@n os® mide as measured for samples from start and end of

exp}sure ranged well within l@\glv hmli@ 80 and 120% of nominal (108% of nominal for day 0
and 114% of mnominal for dag?). N
RS
\ ©@
B1ologlcw§’esul,@ @© §9

Durm@% h&*%s of@gatlc “&posure, no immobilities or other effects on behaviour occurred at the
test@hm%@@ncer@ho@ 100 mg form./l (nominally).

&
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Immobilization of Daphnia magna during 48 h exposure to Isoxaflutole & Cyprosulfamide SC 480

Nominal test Exposed Immobilised daphnids @ @6
concentration daphnids Q\ Qy
[mg formulation/L] (n) 24 h (n) 48 h (n) ©© @
Control 50 0 0 @ S Q\Q
100 50 0 0o S DY 2
& & 2N e e
Conclusion: X Q @Q § LN
’ & O L O

X
ation (LCsghof the test itém in Da hnighag®

sted com"xentrati@%of 10@m§@§mu1@on/L@§
N @ > < %i CEEGAEN
S

It was concluded that the 48-hour 50%-lethal conc@
based on nominal concentration was higher than@ e

v
AR S
Report I SO rs
Title: Pseudokirchneriel@ subd itata h, inkibitiofiest with ¢ Ifappde &
isoxaflutole SQ@O (2&@24@ @ oy Q‘& y @ . ©
Report No: EBUBP104 < RN MRS RN
Document No: M-284638-0R1 I@% > @\\\j O gg\v N
Guidelines: OECD 'delqirikfﬂl: shwater Alg@and nobaeteri 0 Inhibition
Test (@h 235200 @&e AS @@}d 2 o %g
US EPX OPRTS GifidelingNo. 8504400 © 5~ . 9
Deviations: Nor@ N Y § < -
GLP/GEP: yes =\ S @
Z 9

IS N
Objectives: @ & . § N S
The objective of this Qy wé§\[o etermilsg\he e{fect 0

the growth of@ fr%g% aterQ@reen @lga, @@d@@chn@l
B o

2 < D ¥
Mater@ and Metl@s: KQ @7 Q o
Test m&erial: Cyprfa%%ofang'@& Yksﬁoxaﬂ@l%e S€ 240 + Y02\410 a&alysed content: cyprosulfamide: 20.5 %

and isoxaflutole: §5 % was tested, s"p@ciﬁe@y batw n 2006-001042, sample description: TOX
07429-00 and spetificaion ngiy 102000014305). & &
Pseudokircellc@@vub@itag\ (fr&s\@@rater\ migroalgae, formerly known as Selenastrum
capricorn%um) were expdsed YD a chyor ig ti-g&eration test for 72 hours under static exposure
conditi(@ to the nqg?@lal c@centra@ons@ O.9<}f 3.05, 9.77, 31.3 and 100 mg formulation/L in
comg%rison toa covri@)l. % @ @§ N

Thetest system consistefﬁf B@plicat%ess§ per test level 6 replicate vessels in the control group.
The initial cell fininber was 10:000.¢8fis/mk,”

Growth inhilsition syas calgstated Using glgae biomass per volume. The surrogate for biomass was cell

density (used as @pon@ara@er). Q
The pH@alung d from®.0 to 8.2 in the controls and the incubation temperature ranged from

@

21.53C to 2% suréd 1n an additional incubated glass vessel) over the whole period of testing at
a dartinugl® illuminatioRof 7478 lux.

Quant@ve amounts of cyprosulfamide were measured in all treatment groups and in the control on
day 0 and day 3 of the exposure period.
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Dates of experimental work:  October 13 to November 21 2006

Results: S @\ K
e S S
Validity criteria: @ SR
N
Validity Criteria Recommended | Obtained in thi% § § S
by the guideline 0 study g\a y;\ N é\ﬂ
& ¢ S 9 @
Biomass increase in the control >16-fold 19.9- @ § Y
a y Q@ & &0
Mean coefficient of variation for specific %@ Q\; . &© @ @
growth rate in the control (section-by- <3 32 %@@) Q & % @}
section) Q @} 8 o 6\ . S
Coefficient of variation of average &S @@ %@ 8 R S S RS
specific growth rate between control Q; %0z, < @9 b@ (o & % o
replicates % @ @ Q S ) @j @&
Increase of pH value of the control &i\ﬁ \t N [S) =, C X §
~ R AN AN
during the test 4 N % N S @ Q Q
N

A RO @7©§©§@®

S 7
All validity criteria for the study ¥re met O & <
e o T ELa TS
v & o &
é @Q o @ QN L9
Analytical results: % @ y\f

The analytical findin %ulfeé?mde 11@§t1@%’m t@eve]@ﬁoun%on da @VCI‘C 100 to 110 % of
nominal (averagzg %). 3 tlc nd@ of 100 to 190 % &f nominal (average 104.4
%) were found en tl@; the“th 1tyi“eannegbe at@uteg@ an)@ne o‘%@ a.s. compounds but to the
formulation a&@@vhel@\all r@sﬁts base@n n@éﬁnalést co@ltra‘[ﬁms of the formulation.

@’ Y .
\ ‘”\7
Biologicalyesults: @ Q @ SERS @\

B
Effect (ﬁsoxaﬂutole"% ypf&fa%de S(‘@a on{?%slt&ater Agne (Pseudokirchneriella subcapitata) in a

72 h growth 1nh1b;t est o @ N @§’ Q S
Nominal 9 @Nu 1(0- 72@ Aver@ge | Kinhibition of Doubling Time of
Concentrati Chatter @ ( eific Gr@/ @verage Specific Algae Cells
[mg form.fg %nea er 1% {&‘tes [@ 1 @? Growth Rate [%] [days]
contyod) 199,0005° |or 0001 .2 - 0.699
0954 - 228,06Q Q043 5.2 0.665
3.05 @ 128000 ]  £50.849 Y 14.4 0.816
977 66000 -« | Q 0,593 40.0 1.16
31.3 30,000Y |, @363 63.4 1.91
100 <~ +23,00 Q Q.261 73.6 2.66
test 1n1t1atlol@h I@QW ce@‘mL Y @
N
@ @ N
Concl@onsQ )

<
he Q- 721@@@5 For C 5§wosulfamide & Isoxaflutole SC 240 + 240 is 19.7 mg formulation/L and the

h)g@Erc is0.9

mg form./L.
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Report: I 0007 V284141-01
Title: Lemna gibba G3 - Growth inhibition test with AE 0001789 & isoxaflutole SC 240&° @
240 under static conditions (spec No.: 101000014305) o g
Report No: EBUBP101 S S
Document No: M-284141-01-1 7 RS
Guidelines: OECD 221 Lemna sp. Growth Inhibition Test Revised P@)’posal for a@ew N
Guideline (October 2004); % O § &)
US EPA OPPTS Guideline No. 850.4400;none 2 N0 D
Deviations: None i @ NS @
GLP/GEP: yes R o S N 4
@ S o KR O &
Obiective: N Q o & ) @
jective: > @@) Q @Q @&
The objective of this study was to evaluate the iuencg of I \aﬂuMC & @pro@fan}id@%c 489 on

tiall L ibba G3. Thegud tYor 14 days.
exponentially growing Lemna gibba eéﬁ }g@é@ pe@(grme%s a %@’c exﬁlmzl or % ays

@ ©) S
Materials and Methods: g\% \\@ \\ @Q &% \@Q % @j v
Test item: Cyprosulfamide & Isoxa l\;.f% S 24%@ 24@@%31%\%@ cog&nt: C ?osul«é\gnide@o.S %
and isoxaflutole: 20.5 % was teste@,@speq%ed b@é%atc@).: %@6—0@42, ﬁle scripon: TOX
07429-00 and specification no.: 1@000%14305@2 S § © @Q @Q \%
3 x 12 fronds of Lemna gibbc@ per\%ést con@ntra&@n Wi@ ex @d in z@hro multigeneration test
for 7 days under static expo$wre cg@ditior@@o th&nomil con@@ntrat@%s czf 854, 30.5,97.7, 313, and
1000 pg formulation/L in%mpa@on @ong Th&pH valyes r@?ed E@l 7.4@% 8.5 in the control
and the incubation temp?rat anged froud) 3. 7@ t0°2® °C§&measur$e§l in § additional incubated
glass vessel) ovegﬁ&ole@ri%@f tes‘@lg at @)ntin%%us ill@hina@n of@SOO lux.
On day 0, 3, 5 an aﬂe@;es‘[ ;&@&tlo@du{uon 1011@nd g\g&sny&fmnd gtea and biomass dry weight

were recorded. ©~ | S . @ §

NEEERAN
Quantitative @Quﬂt@f c&f@)sulfa@ide %g@je n@mre&@ all@§hly@repared test levels on day 0 and
additionallgjn all aged test ev%@)n dak 7 of@e exp@ure %riod.@;\f

° R . .
The en@ts were exfpesse ter@@éf nommaé@nce@tlo@
> kg
o, 9, 9, \

©

» O D O > S
Dates of expernt%&vm@ Ty 31 sto\\@’epteléﬁer 29,2006
QRS T LS
Results: @ O ¢ .0 o . 0 @
QOO O N O D
Validity cefteria: & ©\ %V—'Q @2@ @
' e SN AN >
Validityg(\,‘riteria @\ - %\ﬁec&mm?n&ﬁ by@ Obtained in this study
N % S > gul(%@me @

frond number inC@ase in thg &

O
control A N @é@ W\\& 74@ 7.5-fold

¥

S S 9

All Val%@ critegia for fHe stydy were met.
S

S & O
An@k%ﬁcal@%&ults:@’ @
Thé acal findings “of cyprosulfamide found in all freshly prepared test levels on day O in
refereficd to nominal concentrations ranged between 107 and 112 % (average 110 %). In aged test

levels on days 7 there were analytical findings between 105 and 115 % (average 109 %) of nominal.
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Biological results:

& o
Test level Ob " @ §
. servations
(ng formulation/L) 6@{\@ . @ KQ
Control . o
9.54 no visual effects observed m@ i)@ -
30.5 Small and single fronds and slight ch/Brosis on day 3"\ c\@ é%
) small fronds and t chlorosis gy°days 5 and 7@0 N @
N4
97.7 Single frongs and slight chl@%ls on day 3; @ N é\”
313 small fronds a\® medium chlz%osm on days S5@nd 7 Q ©© @
Slngl%??ﬁis and slight cﬁior(@@ on d@“& ® & @}
1000 medium cMorosis and ume @crom da X, %, A
small fr&&ds me@jum clf@rosm “and medjum r@@sm S 5
N O ]
v O &S S A oo
% v o K o O @7 o

o N A
Inhibition of L ibba during 7-d O\\I Q}ﬂ td @C @%1 \f @480@% Q
nhibition of Lemna gibba during 7- a¥\ posure to s{{gp u$ @3/$ osu @ﬂll e 9%

Nominal test Fi.nal frondno. & | Fiul totafrond &rea § @\)f @@unhi@owf W\?@J
levels (replicate means, d@( @of pla@s (re te Q S G
[ug form./L] N @ @ $erage @pwt Q verage growth
K< @ forfgond no: for total frond
N o @) S @9) area of plants
control . D S) @© @71 < A @ 25 7 --
9.54 86 & o © 280 o« 0¥ @ 0.8
30.5 S 510 Q] ¢ & & [V 6.8 29.3
97.7 § WD 600  of < 81@(@ 79.4
~ &
313 <R 100* & o 3% T 96.7
00 ¢ oo Y Noo@s & B @, 88.2
* negative vélue means gr %)vth sti«@ﬁatio IS o @ Qr
S QNN SENE
A @ @ @a QN
Conclusion: N Q\
NN

The most sens1%§ res ons § 1ab \was fesnd @nbe@resultmg in (0-7-day)-E.Cso of 49.2 pg
formulatlon/L n thls@ 10@@‘[ Q) C (@4 p@rmulatlon/L) was based on statistical data

analysis and@sual &ffect @ \ N S
AN % @ @ & @
@ Q@ @ @ %
CP 10.2:2 lon% erm A d gﬁ@)mc toxicity studies on fish, aquatic
O ln%rte d se Q e&@lwelhng organisms
)

No new studiesgyere requlre @ &
S ILETS
CP 10.2, 3% @fth@est@ on %@uatlc organisms
No ne udere%equl
S @ &
¢ @@ >
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CP10.3 Effects on arthropods .
& &
. N
Q\ g
CP 10.3.1 Effects on bees @@ @ S
The ecotoxicological endpoints of honey bee laboratory studies are prov1ded@’the follow&g ta%sQ
=N %
% o\ Q, @ '24\9
© N %, SO
Toxicity of isoxaflutole to bees \g Q@ @@ @\ %@ &@
Details of the honeybee testing with the active substince isoxaﬂu@@ are prese@%d in @%A, ctio‘i’g©
6, Point 8.3.1, as well as within the existing Reveport for is Qaﬂl@@lb @ & < @}@
9 N 9
. Fo oS
Table 10.3.1- 1:Acute toxicity of isoxaflutole (tech.) tg@s PPN rS X S
Test substance Test species % . @nd@@it R Q> @efe@éé @
O @ @ N
DSl 2057 O
[soxaflutole, 4 )@ ]@iox ora@ @68 7 ;pa.s./
:ch Honey Bee @1 L) — chafict %1008 2../ '170@
tech. § 0— cbyta S &%‘ 9<CA® (01al
& &) @gj) R \/@ § % %2/0 (contact)
LS 5 Y @R (2012)
_ _ Z,
Isoxaflutole, Honev bee §8 h 30— otal > 108:Q pg asy ee  ©52931035
tech. 8] 50§@nta9§ > 100 ug %ég%ee Q) M-441348-01-1
S Sl s @@ S % 1%%%8.3.1.1.1/01
N ~ NS
FL S e §5,° 0 ¢
Table 10.3.1- 2: @e§ tox&ﬁiy data ne§ d w& oed ispxaflutale
Test spedips/ @ N L O Reference
Test substan@ Tost désign ¢ Q\@ Ex@dpointO U%@
Acute (Li'gg and contac%%mm@%bog@?y) 7 & {@w &
NSNS (2006)
IFT + CSA @One QB% 448 h- @)50@ >370.8 ugassbec | 20061213/01-BLEU
SC 240 + 240 @® %y @ 48;% LD;é@’contac@ @?100 00 pg a.s./bee | M-278327-01-1
Q8| o IS KCP 10.3.1.1.1/01
Chronic tox’@'%tjy to @)ﬁlt Qé? (lab&ratorﬂ \U U
HonePBee ' % ¢ @ 013
Isc;;}@ le 10 @chron @ 50 o\% > 120 mg a.s./kg S13-00146
75 @\1‘( feedin < NOEED > 120 mg a.s./kg M-470650-01-1
v S s@ RS KCA 8.3.1.2/01
Bee brood feeding test v 9O L @
&@ N N adve@ effects on mortality, bee brood
§ \%one e evelggment (eggs, young larvae, old larvae, _(2013)
Isoxaﬂ% {Xbrood@edin pup@ and colony development by feeding EBISX071
@ (Oorgén et§ honey bee colonies sugar syrup at a M-454689-01-1
§ %1992@ concentration typically present in the spray tank | KCA 8.3.1.3/01
< NS (250 ppm)
> S

g

&
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Risk assessment for bees

ACUTE RISK ASSESSMENT FOR BEES . @ >

D
S D
The maximum label rate of Isoxaflutole & Cyprosulfamide SC 240+240 i§0.417 L pr@@uct/l@%l
maize (BBCH 00 - 13). Since the content of isoxaflutole and cyprosulfamide in the form@atlo@ 240
substance/L, this accounts to a maximum application rate of 100 g is¢xaflutole a.s.#ha an 20
g pp ] g isg 4% k @

total substance/ha. @
v g 9
Q <
> Y R O &
Table 10.3.1- 3: Hazard quotients for bees — oral expeg%'e Q& o &© & © @
A S =
Test substance Oral LDso Max%ﬁﬁphcatlon ra@ o%ﬁjzar [Rigger %@ A
“guotienf @ s | acleptable
[ug a.s./bee] / @ <@/ha] § b@ o3 & %mk for,
[ug total substance/bee] é{g tottmayubsta@ze/halq Quo A Q" i ultfﬁees
Isoxaflutole, v % Q Y
tech. > 1089 @% 1@ & & - ;\ N 50{1\\9 (§s
IFT + CSA R > St
SC 240 4 240 > 1108 O %§ @00 @ h§ R e Yes

) o=
* Maximum application rate = 100 g 1 J\sgxaﬂ@g)le a. %aa (n@e) Vl®0 @7 g@ T 4@ A SC\240+240 /ha
N

SR @ :
The hazard quotient for orakequgre is §ow @e Valé(%ated mgger@ue foy higher tier testing (i.e
Qiio < 50). 2 & 2
AN § o S NS
RN Y N )
S @ % Q \ QA D
Table 10.3.1- 4: Hszard §b‘§ @,@§g @ oS
3.1-4: tient tact
aple & r (bﬁ\o) 1ents ce contact ex: re @ & (\[(\\@
Test substanC@Q @kontac&Dsa& %,ax agpﬁicatl(ﬁyrat S Hagﬁd Trigger A-priori
Sl & O @) @ § qyotient acceptable
@ [ngws. /beg) / ((?g a. ", risk for
.9 [ug total subs&nce@ /g@tal substang\@za] 0" Quc adult bees
Isoxdfidtole, @ >0 - O 100 % . 9 < 50 Yes
tech. R N f@ N S
IFT+CSA [ NN
SC 2401 240 & AT O L 2@ D <2 50 Yes

>

2 Maximum aat10n@§ @ (ﬁ&ﬂuto@ .S. /h@malz@ma 500 g /417 mL IFT + CSA SC 240+240 /ha
N S Q@ b
The haz quotlent fo conta} xp@%re é@elo&@e validated trigger value for higher tier testing

(ie. QUESS0). =
X F e g
N (g @\ R Q

Further consi&@’?ztiong for the ris ks ess@nt

RS
N
In additio&@ @e la @ator@studie%@vith adult honey bees, isoxaflutole was further subjected to
chromc@%or te tmg adult honey bees.
S &
% G220
Tk@ hrc@ study was d€signed as a limit test by exposing adult honey bees for 10 consecutive days
toa c@ntratlon of nominally 120 mg isoxaflutole a.s./kg in aqueous sugar solution. As isoxaflutole
is only slightly soluble in water (6.2 mg/l at 20 °C), the test was conducted by using the formulated
product Isoxaflutole WG 75. The nominal test concentration as such equals about 20x the water

@
S
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solubility of isoxaflutole. No adverse lethal-, sub-lethal, behavioural or delayed effects were found by
exposing adult honey bees for ten consecutive days exclusively to sugar solution, containing 12@’bm ©©
isoxaflutole (nominal). N
In order to reveal whether isoxaflutole poses a risk to immature honey bee@ stages, a&t@e broog
feeding study has been conducted by following the provisions/method of O8hen P.A., de Ruijter, A.
& van der Steen, J. (OEPP/EPPO Bulletin 22:613-616 (1992)), th%%h requireb\@lorolg@ oth&g@
parameters to “...use formulated products only... prod, are fed a concentra@m re&&%mer@d @
for high-volume use...”. The honey bee brood feeding test is a WO@%SG screenftig tes;by f@dingé
the honey bees directly in the hive with a treated sugar solution \@ich contains €he test bs@e até}
. . : PN .
concentration typically present in the spray ta d as such ata @ h1g@con@trat@n) an@by
investigating the development of eggs, young and old lar@ by, employing d@tal phieto i@ing
K9 - R
technology. Q @ g}g @j& S
This particular study was conducted by%nixjné@form@zated Qoxaﬂ%le @a Iso@%lut@%’v%ﬁ
(together with formulated cyprosulfam@%i asQEprom}ami@ SC Qﬁ)), (,a\r@ theé@ste%once@tion
mi§) vig Qsoxaflstole &
tration of iSoxaflutole
. iStrations @) LS
(and cyprosulfamide) was 250 %g/L@The @éimml@atlo f 1 Qitre @@gar & utiofiper colony,
containing 250 ppm isoxaﬂu@ (ani%ypros@“am& ha@ot r ted in-advetse efts. There were

. 3 Q
neither adverse acute or chronic @{fects W) adul&honeees dor advx@(?%e effgcts on immature honey

bee life stages (eggs, yg)\lﬁfig lar\@e, o@ar\/ @pu%e) or on th&é%on@elf. either mortality of
worker bees and pupag (as as@sed @L}a dea§e gﬁs) On@@he qgrminat%‘n rat&ypf eggs, young larvae
and old larvae é&@ssess@ V@digit@ im@g §\ndiv@ual &drke@g\cells) was statistically

significantly differént frofh the.uhtreatedontrol. &7 (o &
’ @

N
O & N
L o & F S &
@ N AN © ® @

. (O . N N
Synopsis_ & “ %@ D (g o @
The calétated Hazarf) Quoients @ both, is utg\l@ and@%oxaﬂutole & Cyprosulfamide SC
240+240 are well Bslow t@valid@ted t@er value \{}gich v@ld indicate the need for a refined risk
assessment; no @%@/ers effec Qon tli%ney boe m(@'dlity@are to be expected. This conclusion is
confirmed by the res f thgybee @@od ng @dy. @j@
Regarding patentialCside é@ect&"&f isgxaflutg (an%cyprosulfamide) on immature honey bee life
stages as \é%ll as on colo de@pm, 256zppm i%xaflutole (and cyprosulfamide), a concentration

corresponded to a typical concentr@n Q@Q\soxutol ~(and «¢) ros@l@a
Cyprosulfamide SC 240+240 pres&@ in @ spray tanksThe Hial %@ con

which esponds t%a%}ypi@ concentrati@ of isoxaflutole (and cyprosulfamide) via Isoxaflutole &
Cypresulfamide @40 0 p@en‘c @% the’sspray tank, has not resulted in adverse/statistically
sigr?ﬁicant effects on m(@ality@f WorkeQ bee®and pupae nor in adverse/statistically significant effects
on the termind@on ate of @ges, @%ﬂg lgyvae and old larvae (as assessed via digital imaging of
individuallyQelarked cellsNin the bee Iizpod feeding study on colony level. Even at this very high
concentr@@n un@%? th@ors‘c@% coﬁitions of the honey bee brood feeding test, no adverse effects
on im%rﬁ@fure Hpney hee li@ages were found; the findings in this study regarding the absence of
chr(g@/del Ayed e@ﬁts op wdults honey bees are in line with the absence of adverse chronic effects on
ad%ﬁt be@@n the chrofitc 10 day laboratory feeding test with adult honey bees under laboratory

condit (at 120 ppm).
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Overall, it can be concluded that isoxaflutole, when applied at the maximum application rate of 100 g

a.s./ha (together with 100 g cyprosulfamide/ha acting as a herbicide safener) even during the ﬂov@ng ©©

period of potentially bee-attractive weeds inside the cropping does not pose % unacceptabl@@isk téy?
@

honey bees and honey bee colonies.
y y & a Q\QQ
< S & .o
< < SIS
CP 10.3.1.1 Acute toxicity to bees T Q@ @& Q\ v\g@ &@
CP 10.3.1.1.1 Acute oral toxicity to bees @& &© oS QQ § @q}©
Q @
Report: —h;&;zoo@m@gﬁom 7
Title: Assessment of side effectiof Isox@flutolen& Cy&%&ulfafmﬂe S@ﬁOv‘ﬁﬁ& g/L tS'the
honey bee, Apis mellifet@., ip the lab@%tory Qy (\@ O & o
Report No: 20061213/01-BLEU > @ NV & Q" &7 o>
Document No: M-278327-01-1 = (> > O 9O
Guidelines: OECD Guidelinéo. 213 and N8, 214 (1998); O «_ AN
US EPA OPP]@;uig%ﬁne Noss0and o O &Y > . ©
Deviations: Minor: For th& contad®toxicity: test a"22uL plet V@fcho in desjationtothe
guideline re@mm@iation@f al dro sincé hig ur@@isd:g% a more
reliable di@persioh.of the st it 0 & © O
GLP/GEP: yes N S @ TSN @ g Q
< KN g Rz
. L. & & N %) v @ N \25@
Objective: S © § SR $ QD
dy %0 %é%@rmin@[he ct 0@96 t@%item&lsoxa@%e & Cyprosulfamide

SN
The objective of this
SC 240+240 g/L o@ honey be pi@llife@ . @m or@ and cSatact e%eposure.
SRR A
Materials anéMet@ds: S > S 7y
Test item: Is@aﬂu@ &s@prosu@amig% SC 240 +§0 g/Owas t&ted [analysed content of active
ingredient@%soxaﬂutole&m.S%QW@d C@}rosul@?mid@ZO.S‘V@v%/w; Batch number: 2006-001042;
densityiﬁl 98 g/ml]. @© . § o @Q § . &
Under laboratory @ditiog?, Ap&me{li)@a (@Vor@r bee@er dose; 10 individuals in 5 replicates
per test item dos@vel,%onm@and n&éren&@tem f@ses yere exposed for 48 hours to a single dose
of 100.0 pg a.@/bee l@%pi(@mppl@%onb@onta@mit t) and to a single dose of 110.76 ug a.s./bee
by feeding (B{Ql lim{test; @lue@ed he a@aal intgke of the test item). In addition a control group
(tap w@n the contact te@g?anﬁo @/V) eous sucrose solution) and a reference item
(Perfekthion EC (= %g/L @methoate) S te@. The test was conducted in the dark, temperature
duriny the test was,25 t@é"(} 4iid rejdfive @nidity 58 to 62%. Biological observations including
mortality and b%lgviour@’ cha&r@s were rec&@ed at 4, 24 and 48 hours after dosing.
TR ) SR
Oral toxicit&@tudy\ @
For the O@L toxicit tes@oxa@\\fole &yprosulfamide SC 240+240 g/L was dissolved in tap water in

order B{%et astock solutieps” The final doses were prepared by mixing a defined amount of stock
solu@n with a d@§ed mount of a 50 % aqueous sucrose solution such that the intended nominal

o whi¢h"was calculated for one bee was found in 20 pL. The amount of test item feeding solution
was iionally set 25 % higher as needed to achieve the nominal dose with the quantity of 250 pL.
offered per cage to compensate for a potential decrease in food uptake of bees frequently observed in
such tests. Before the feeding started the bees starved for 2 hours. A quantity of 250 puL of test solution
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was offered in Eppendorf cups for a minimum of 4 hours to each cage of 10 bees to ensure a sufficient
intake of feeding solution. After 4 h and 30 minutes the total amount of feeding solution offere@as o

consumed and replaced by untreated 50 % aqueous sucrose solution. The bees_in one cage shared th§
test solution and so received similar doses. The amount of solution consumedHean value &@10 b
was determined by weighing the feeders before and after feeding. After the t@ding perio&.6 the bees in
the test cages were supplied ad libitum with a pure untreated 50 % aqueo&%ucrose solu@)n.o & \245@

. \e @ G @
Contact toxicity study ©Q @ S é\a é
For the contact toxicity test Isoxaflutole & Cypro@famide SCL40+240 g/L&as d@olv@in t

water in order to get a stock solution. Bees we eated indivi al@%ﬁy tc«@%“cal lication W@» a

microapplicator. 2 pL of test item or reference ffem soluti O ere %applie@dors@xy to the thg,)\i@ of

each bee. After application the bees were @mea@@% thé)\;est 5@&}3 g@* fedﬁﬁth a 50 %%aqueous
sucrose solution ad libitum. % Qg%ﬂ @ Q - S @j @§ .
. N O S
Dates of experimental work: J@ 07Uty 135 20067, L @ SIS
oY A

NSRS
& X o
R N ¥ > § &
Results: R ) f@ S L O O 0N
Validity Criteria Q@ N o R@mm%%ed l@%e o ain@&in this study
el
R Q%\ \gj) é C%/%lﬁl eling & © & .
. 9 & S
Mortalit ter control - <189 S & 4%
ortality in water control e« \ ) C§ @% _U@@ K% §
Mortality in solvent C%@l (suz§ SZ%*\Q’%})@@ @6 § 10g Q & é\ 0%
@
Contact test LD5O@%§; f@erei& item *v O.OQ@ 0.3 a.s@ee Q@ 0.17 pg a.s./bee
e N S -l B
Oral test LDso @4 h) ﬁefem@@e item© N . 910 O35 prs./be® 0.12 pg a.s./bee
S N
S NN <
All Valé%hty criteria ;f%@?he «s{% \?y\egre me@@“ \© o §\©
L & . SN
N S @ O
D S @ > SIS @©
Mortality and@ @rrect@@nor@?ty j&@he coritict Oto@aty teéstwith Isoxaflutole & Cyprosulfamide SC
2404240 g/L O S &
; SR O
d ;2, .9 Q© M@talit@fo] o\% Corrected mortality [%]
[k% a.s./bee] S aftfgﬁ%ﬂ h@—s @& af(tg\?ls hours after 24 hours after 48 hours
Control (water) w f}l@\ o ) &© 4.0 - -
Testieme [\ @40 5O [ R 280 208 25.0
referenc@m %G § % @J
&%@) @Q © @ 6.0 2.1 2.1
NS
.14 O %, 34.0 40.0 31.3 375
S el Yo
Q O.@ @ 72.0 74.0 70.8 72.9
@4 90.0 90.0 89.6 89.6
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Mortality of the bees in the oral toxicity test with Isoxaflutole & Cyprosulfamide SC 240+240 g/L

S
Intake of the © o . N
Dosage reference item Mortality [%] A 0
[ng a.s./bec] [ng a.s./bee] after 24 hours @@ after 48 hg\l@s J(\Q
Control (sugar v N
solution) i 0.0 S\ 0@® @A@ &
Test item 110.76 @ AL SIS
reference item Q @ § N §
SN S X % § %
0.08 0.09 %@ 10 Q& &(@ 3 7 @
0.10 0.11 F M o | \644 o @
0.14 0.15 O 6057 (*’\ v @6 o
O o o
0.21 0.23 . 5 EOECaRs Q@’ 498 @ & .
Toxicity to Honey Bees; laboratory tests@g\? o\\\ @\ &6 ©&% °\© éﬁ v §
O : &L O ©
Test Item NS leox&}%htok\ @’Cy%@sulfa@e S&SO 9
Test object R & & A@ § Ap!(s@telllﬁ@@% m@@ °\i\9
Application rate [pg a.s./bee] Q@ & @0.76§@ @Q . @ @.O
Exposure - -~ %% @ @§ oral? S @ - o © cgontact
LDso [ng a.s./bee] S % K m§ >@°0.76®©% . e Q § >100.0
2 T < D
T E ©@ SR
Observations:@ é \ 2o @ @9 @& @@
In the test it 6% slé%ved a%er 4\:4%%urs %shaw abnottalities in comparison to the

control group.The @’es wate apathe

At the as&@s’%men‘[s done after 24 an

tic an sh W@du

i

exposu@f the test o %
NS oS %
O L (&
Contact toxicity test: % > \ @’
At the dose of 100 u hlc@@as ted 1@@% c
mortality 25§ %) Was obéﬁv @
after 48 h%rs. § A & "
2 R @ @ S
Oral toxicity test: % @ @K . Q
In the oral toxicit}v/\gtest dd@@ of 16Q pg@

gg ordinfled
no behav @A‘ aK@nalltles could be attributed to the

&ements

ct toxicity test 28.0 % mortality (corrected
e(&a{ter 48 hours, In tg control group 4.0 % mortality was observed

N\
8./bee corresponded to an actual intake of 110.76 g

&s observed after 48 hours. In the control group which was

a.s./bee. At thisglese a mortality of 40 %

fed with su oluti€n™no ality dccurred.
ol ol ey

@ @ég S S ©
Q
Conc@onQ % §

h)§as >100.0 pg a.s./bee and the oral LDso (48 h) was > 110.76 pg a.s./bee.

é@n‘ca%@Dso @§
&
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CP 10.3.1.1.2 Acute contact toxicity to bees

See point 10.3.1.1.1. . @ @©
@ g
S @ @

CP 10.3.1.2 Chronic toxicity to bees @,Q S

A 10 day chronic oral toxicity study was conducted with Isoxaﬂutole%f G 75, the §Hes§dmg@

summary is filed under KCA, point 8.3.1.2/01. NN

Y P & & S D & o
» &
N S = &
CP 10.3.1.3 Effects on honey bee developm¢#it and oth@honey bee life stag%s @Q}
A honey bee brood feeding study (-et c&ms been ¢ ducte@( @013&@1 -4

01-1, filed under KCA 8.3.1.3 /01) by m1x1normul@ed 1S®§aﬂ %k as i§pxa e WG 75 ti')*gether

with formulated cyprosulfamide, the corre d1n«§umr@®y 1S @d undg KCz@’ po §¢. 8. 3@01 IS
CP10.3.1.4 Sub-lethal effects & .~ @

) K\ \ @
There is no particular study desg@/ te@% guldg%ne e, asseis “s %thal ﬁ@m h@ley bees.

However, in each laboratory stud@as vegll as ﬁ@ any her@' st&Q s tha ects\lf occurring,

S

are described and reported. N
@ & 7oy & S . @2 @

%) Q > @ L Q w
CP 10.3.1.5 Cage and tu tests E %o %@ D
Not necessary when @nmde@g th&%ﬁtcom@ of rlsglgas©sess@nt %@ the i@@%ts of the lower-tiered
studies. @ O N) @

§ & @@ RPCEENGF N
RS

CP 10.3.1 6@@1e§§sts®lth l@nem@ @;a ©© ©§ @

B
Not necess@y when co%derl%(@le @ome the 18k asggssme r@&énd the results of the lower-tiered

studles& Q @ \§ S @Q § \©\
FEFSIF &S
5 & & & .=~ S
QRS T LS
o O ¢ .09 o O @
M -
S\ L 4+ 9 @
@7 & N @ y Y
°\ Q @ N
Q N &9
N N S & &
S @ﬂ&@\ O
@%
N Q
&§§ Q S ©@
&¢ls
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CP 10.3.2

Effects on non-target arthropods other than bees

The risk assessment was performed according to Guidance Document on Terrestrial Ecoto&i&gy@
(SANCO/10329/2002) and to the Guidance Document on regulatory testi
procedures for plant protection products with non-target arthropods (ES T 2, Can@ olfi e@@

and risk as \'-g ment

1
2000%). % § @ o
% o\ Q, @ '24\9
Table 10.3.2- 1: Endpoints used for risk assessment V Q@ @@ @ ;\4\\9@ [(§
Test species, | Tested Formulation, Ecotoxicolog@i Endpoint &U é\ﬂ Q Q N
study type, exposure N Q o & @
Aphidius CSA +IFT SC 480 LRso > 420AL prod. /ha\ @ X .
rhopalosiphi | Laboratory, glass plates | Corr. Mortahty%/é)] E @prodt@ion [@ ZQO%
26 mL prod./ha @ 2 &, 25@§’ @Q 6/048
52 mL prod./ha 4 ‘&9 @@ Q@ -K6r
104 mL prod./ha % 5 % N %4217.6 §
209 mL prod./ha & @} &6 & 46.Q é\a
420 mL prod./ha o @2 L9 O 724"
Typhlodromus | CSA +IFT SC 480 OTLRS%> 420%L p S A
pyri Laboratory, glass pl Co Mor?llty ‘% Ef@ on @rod@%n [‘é@ 20065
26 mL prod./ha - & 45 IS @@ s R 279415-01-1
52 mL prod./h o 7@ g Q7. S écp 10.3.2.1/02
104 mL prod./ha & 6.8 O s
209 mL prod./ha @Q 1@
420 mL prod/ha 5 & QS
Aphidius CSA +IFT SC @ LRs@ 42098 prodZha LA,
rhopalosiphi Exten@’ Lab@p posm(? ég \ é 2006
%ley pl M@%ht Effict on R@roduc%fon [%] | M-279708-01-1
pm@ ha < 0.0, & > %gﬂ KCP 10.3.2.2/01
d./ha & % S Tl § or
2 i n@ rod@ O | « 7 ¢ O -68.4%
S O @
209 fAX. prodvha 00 o5 w, -46.8
D |90 mL prod/has.” 4D D07 @ @ 184
Chryso@ CSA + CAsd  OfLRy > 420@%1 pr@i&a @ I - .
carnea Extended Laby, € pagure (@ N % . 2006
thedmaize & IT. tallt§© Eggs/Female Hatching | M-279861-01-1
es s & /Day [%] | KCP 10.3.2.2/02
, Contrl QY S SR Q§ 28.0 99.0
Q (_,- mL d./hé\ .{ 22.9 97.4
A 52 miprod s @? 21.4 99.3
104 Lpr(@}h @ 21.8 98.1
@7 2@%%L prod/ha_ o s e\(& 18.7 97.8
390 mLrod/hgy | @° -12:3 23.4 96.5

A: Awegative value indica
B: A negative va

repro

&Ctlm@

C: A negative value ind ates
sign.: statlstl@ mgng“ ant @
n.sign. not&t 1st1@1ty mgn@cant -5 Q
O
& & SN
O @@@ v

te in the treatment than in the control.

hi
%indicates a 1@ moxgglity inithe treatment than in the control
er g@:entag@)f wasps found on plants in the treatment than in the control.

! Candc@t al.: Guidance document on regulatory testing and risk assessment procedures for plant protection products with

non-target arthropods; ESCORT 2 workshop (European Standard Characteristics Of Non-Target Arthropod Regulatory
Testing), Wageningen, NL, March 21-23, 2000, SETAC Europe; SETAC publication August 2001
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RISK ASSESSMENT FOR OTHER NON-TARGET ARTHROPODS @ @@
D
The tier 1 laboratory studies for Aphidius rhopalosiphi and for Typhlodromugspyri resulte@% L 50@
values >420 mL prod./ha. These values were used for the tier 1 risk assessm AN B
SIS
< O o 2
Table 10.3.2-2: HQ for terrestrial non-target arthropods fo@le in-field s%éﬁﬁrio %\ S O@ @
o) Vad )
Crop Species Appl. rate MAP ﬁ HQ §9 Tr@ger q
[mL/ha] o [mlha] a8 o &
Maize T. pyri 417 Al 420, - | &« <1.0¢ ©2 Y
Maize A. rhopalosiphi 417 9" 1 >42@° | R<1® |gg 2
v °\% ©

%@QQ%%@b
QO & & o & @

Ry S
Table 10.3.2-3: HQ f ial non- hrépods fé&'th 1d i @ N
able Q for terrestrial non tag/{%artg@o S t e;;@“le s%cena?\{% @7 @fg@

Crop Species Appl. AF ™ Dri A% rec-° L HQ igger
rate Q@ @E%\ %@@ "\Q %%ixon é\ﬁ [ a] é\ﬁ D
mLhY & ' ey & ¢
Maize T. pyri 45 1 ] 277 10 AP 1O>42097] 063 2
Maize A. rhopalosiphi 41>7 91 5P 2. 7@% ,1;@ <10 &Y >4\®\if 0:03 2
7 %
~ @)
&« S

The HQ values calculate@'or th@ln f an r the off field rlsﬁsses@ent %% below the trigger
value of 2 1ndlcat1ng that no cc table ersf fec re g%be ex&cted@m the use of IFT +

CSA SC 480 accordl@ to th@pro@@ed usg patt@ & K\

$ & o2 N TR
Since reproduction effects ofﬂ? 49 wem*@gbserv@lb for ﬁ@hzdz rho@szphz in the tier 1 study at
420 mL prod ad@inal@xten(@i labgs%dl% ereondycted fog, Aphidius rhopalosiphi and for
Chrysoperl@ carnea, even thouéh the%er 1@sk asé@ssment basgdvon the LRso is considered to be
protec%@ concermn@@oten@i l@thal effects The§@2 @itional extended laboratory studies
confirmed the conck%smn of t
or reproduction w ot&ar\/e @ to anﬁblnclu@ng th@hlgh&t test rate of 420 mL prod./ha.

©©O©©«§

‘%r 1 r@asse&me t, smce relevant adverse effects on mortality
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CP 10.3.2.1 Standard laboratory testing for non-target arthropods

Report: I I >06:M-274830-01 S O
Title: Toxicity to the parasitoid wasp Aphidius rhopalosiphi (DeSteggf Perez) (Hy, opte@)j
Braconidae) in the laboratory - isoxaflutole & cyprosulfamide@g 240 +240 g @
Report No: CW06/048 < @ A
Document No: M-274830-01-1 %, ) S L, DR
Guidelines: MEAD-BRIGGS ET AL. (2000), CAw)LFI ET AE(2001) 5 oY
Deviations: none Q @ N A
GLP/GEP: yes N > NN
Q & @ & @) @}@
Objective: 99) N O\@ - S

v
The aim of the study was to determine tthomg@ﬁ@r of;\g @shli&dned%emd@of Isoxaflitele &
Cyprosulfamide SC 240 + 240 g/l applied @nto %;ass (@@yer && e pa@lto d.was %Uhl&m
5 S

rhopalosiphi. % N
R ”\9
Materials and Methods: ©Q & \ @9 §J @ > 5
Test item: A SC formulation of aﬂuto@& C%ro uy?éml @ + 2@%/1 was testéd, specified
by batch number [analysed@contea\gf@ of tlve@ngr@ &Isoxa@@ol %&/W % and

Cyprosulfamide: 20. S%W/w aite of%omp@ted anafysis: 29 MA@%OO%BatCh numb@ 2006-001042;
specification number: 102 0014@5 Té@ no. @’7429@’) den%ﬁy @9 Q% G

The test item was apphed at rates of % 5§ @09 an@>%20 mi pr&@%ct/h%@and the effects were
compared to a toxic &ferer@ a. 1%%1meth@ate)@pheﬁ%9c 0. @@3 lgggroduet{ and a water treated
control. @

Mortality of 60 @ ts @ass §§ed 2,%4 amN;S hm@ afteé@xpo@e

From the watg con an all dc@> ratgg@f Is&%ﬂu@e & §prosuﬁ?amlde SC 240 + 240 g/1, 15
impartially chosen@malé& per@eatn%nt were eac% Gransférted &@1 cylinder containing untreated

cereal plaag[@s’)mfested wé;twb Rh@los@ pa for@perm&@f 2§@urs The number of mummies was

assesse@?4 days latet® \ S \ \
SIS s
9 & @ > IS @§
Dates of expey 1me® 1w, CApril &% to May 09,2006
S SO S
AN SRS %Q & @
Results; o O @ &N L
Validity €riteria O &e%omﬁ@ﬂed by Obtained in this
B %§ @ @ Q@ th@udellne study
Mortality i ontrol & G A <13y 3.3%
ortality in Wat@: ntro f(@;& § Q> S13% 3%
Corrected m@my %ferenc§ Q@ 50 - 100% 100%
Mean r@ucm@%per fe@ale n§ater >5 53
controk_ (\ 2 S
No @e than? wasfl’ prodgsing zero
rep duct@élz water cont§ <2 2

All validity criteria for the study were met.
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Mortality (48 h after treatment) and reproduction

&° @
Mortality [%] Reproduction §
T R 0
reatment Uncorr Corr P-value * Rate RegdRel. to W@eoxo@
[L prod./ha] ' : capirol [%] st%tisti’c ®
N
control 3.3 0.0 - 5.8 % o ,© @} é
@ N % AN
0.026 15.0 12.1 0.160 n.s5 4.3 %@ 25.3(/@ §n.s. @ &
0.052 6.7 34 0877 4. 6.50 -1§@ SRS @@
0.104 8.3 5.2 0.8@;%11.5. ES) @@ 2756 & @@.S. <
0.209 20.0 17.2 Woars. | 31 9 460" |7 nse
0.420 20.0 172 (50042 {7 e 4y 7 s
Reference item Y @ > O Q 22U
(0.000) 100.0 1000 &), B0 R, ond. )
LDso: > 0.420 1 product/ha RN RN R S §
* Fisher's Exact test, two-sided, p—valu@re dysted ord®o Bonferroniebfolm @ < S}
# Wilcoxon Signed-Rank Test (signi &hee %l 0.3 %, \@7 N N @ ©
HOLLANDER, M. & WOLFE, D. 1999): Non arametég statigtipal m ds. —@iley QW York.
6 9 QYW
n.d. not detected & & IS Q
o @ % @ Q S &
n.s. not significant N W & @ o
s. significant N« § & O & % &
& Q N @ & S @ %@@
s "~ 9 NS Q
Observations: S @ O o

In the highest dose r@s of @

0 m@@%w @prot/hgéﬁ\l 7.2W§0rrd n&@ﬁa ity was observed. At
the lower rates of @ and@'z | p uct/‘l@S.Z%%d U m@ality& were (@tected. At the rate of 26 ml
product/ha 12.1‘@orre£@d mg%alit g\c”cur@. N é@ @

The reductio@ repraductiygy succey re}&@e t%&he cotyrol at¥fe 4 0%4\&11 and 209 ml product/ha rate
was 72.4%and 46980 A reductionof 27:6%; 12.6% @% 25.3%, was detected at the 104; 52 and 26 ml

roduct/iarate of the te§pitent’
p oduct&@b ate o tf@t@@tﬁ tz&@ @ -
§ SN
Conclusion: © @ § > IS @©
The LDso was @timafell to e > 0.430 m v

@,

&/

NS
Y S A
&) .
@7 N Q @
Report: Ry ;2006;M-279415-01
Title: icity €@ ite Typhlodromus pyri SCHEUTEN (Acari, Phytoseiidae) in
@" | the labgratoryg le & Cyprosulfamide SC 240 + 240 g/l
Report No: & DCEWEG49 =y
Document Nb: MA79415-01-1 «©

Guidelimes: @Q BLUE ET AL. (2000), CANDOLFI ET AL. (2001);
NN US OPPTS Guideline No. 850.SUPP

Deviattons: > &} hon&y

C@/Gﬂ@@ O yee

&
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Objective:
The aim of the study was to determine the toxicity of freshly dried residues of Isoxaﬂut@ @6
Cyprosulfamide SC 240 + 240 g/l applied onto glass cover slides to the predat%y mite 7} yphl@omu@j

Dpyri. @ @& \@@
Materials and Methods: @\% @ @ @
Test item: A SC formulation of Isoxaflutole & Cyprosu@ude SC 24@# 240 g/l w@\test spec@d @
by batch number [analysed content of active mgredlents @(aﬂutole 30.5%ww
Cyprosulfamide: 20.5%w/w; date of completed an@m 27 MA 06; Batch@nb :%06@104@
specification number: 102000014305; TOX no.: 9-00; de s1ty 1 g/m@g @ &
The test item was applied at rates of 26; 52; 104 2%9 and @O I&I\prod@/ha &1 thei%'ffec@ere
compared to a water control. A toxic refercfive (a (2 d1 oat § at 1@7 m&produ%/ha was
included to indicate the relative susceptlbllzﬁy of tl@’ tesﬁ@gams and the te@systel@ @7 @
Mortality of 100 protonymphs was asses@ed 1,\4;, , @14 day af&@exp@ure %cou:%& the
number of living and dead mites. Th uml%g of ed ites was caleivlate fferenee from
g hey g&ap dami Wﬁ @f @s @? i

the total number exposed. @ %
The reproduction rate of survw*g H@§SS w&s the @Valu@d 0V@ t }@enoébf 7-%4 days after

treatment by counting the totmbq of offsprmg@gng la@) pro ced@ é%

S o> @
Dates of experlmentak@ork Ju@ﬁ? gu§10 2@&6 § § @y\}f@
O & ¢ & P 0 & o O

Results: @Q v @’ R § §a\ o &
Validity Criteria § & o\@)) o\aﬁem&meng@)y th@?uideline @ Obtained in this study
@ \ & N S Y @ €
D S @ S L B
Mortality/Esca@-rat cong@ﬂ@groupv N .9 < @@Sj O @ 12.0%
day7) & @ Q% O P~ '
D
Averag@@)rtality in th@y@fe{e@tem @ o @ - 10&%? . ©\ 90.9%
Average number of @/fem&% S Q" '
(calculated as sum as%ssmen tes 5 w\f@; @4 @ 4.8
— from day 7 Q S f@ . Q f\@
¥ @U <O QO Ny (€]

Q SN D
All Validi‘g%criteria for th tu@ere @ @g@ @

Q N @ N
@%
g &S Q
&§ Q Q S ©@
& ° &
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A summary of effects of Isoxaflutole & Cyprosulfamide SC 240 + 240 g/l on mortality and reproduction of

Typhlodromus pyri @ ©©
Mortality [%] Repr@luction @»@ i
< & Q\@
I"l:reat:ln/elrll ¢ Uncorr. Corr. P-value * Rate R@} Rlel.o/to QP-va e # |
|L prod./ha] %on rol [%] ®) & 5
control 12.0 0.0 - @ 48 & 0 % . @g
) ) ) €y } @
0.026 8.0 45 1.000 p.s. 472 289 &999@@.
g4 %
0.052 17.0 5.7 1.(3.5. 5 ] 0&@ | 093ns, @)
0.104 18.0 6.8 @hns. | 61 @ 9649 | @279
o 4 [(© o
0.209 13.0 L1 |501.00040s. ; O 50 §§§ é??} - 0.993\n.5.
Q _ o
0.420 27.0 170\ | 0fnsg < e 7S] g ns.
Reference item B S > Q
0.0102) 92.0 9097 | N7 -5 | n.((l(%& e | §
LDso: > 0.420 1 product/ha Q @)

N

* Fisher's Exact test, two-sided, p-values aref&usté&gcordmg to &@fer@ Hol@)@&y §y 9
# one-way ANOVA, p-values are a@sted@ccord@f to D@nett @ @) ® Q)
n.d. not detected @ %, o & @ S @ @@)
n.s. not significant L N «\ @ & @)Q éa @)

& Yo
Observations: @ > ?”\9 @
§ G 3
In the highest dose rate of 4 1 prgd./ha@f Isoxg utol Crosulfamlde 240 + 240 g/l there

was 17% corrected rtaht@ Th@duct@n n @rod 1ve success @ atlvé\to the control at this rate
was -27.7%. At t ow®rates 0 0@4 {2 and@g prct t@st itentzha 1.1, 6.8, 5.7 and — 4.5%
corrected morté@y w@ foun&nd @Qe red]%tlon o{reprod?ch@was -84, -26.4, -7.5 and 2.8%.

&
& o & & e
Conclusu?@ > © @ é&%
The L]&ﬁvas estlmatéjto b§ 0. 42@ 1 %Qduct,§ 0L ©\
RN
§ & @ \ @’ & @
>
CP 10.3.2.2 @Extﬁ@ed oratory t@tmg,@%ed residue studies with non-target
Q art op@ \\ >
/)

Report: Q) :2006;M-279708-01
Title: NI oxici ¢ parasitoid wagpAphidius rhopalosiphi (DESTEPHANIPEREZ)

Ry y\f opt@ Braédnidahwsing an extended laboratory test; Isoxaflutole &

S osulfamide S@ 40 g/l

Report No: o cwom@f @ A

Document No; & AM-274908-01-F X

Guidelines: & @ 'MEAD-BRIGG AL. (2000), MEAD-BRIGGS ET AL. (draft 2006),
S DOQLFI ET AL. (2001);
\@@ @ EP®OPPTS Guideline No. 850.SUPP
X7

Deviations: O Snong >

IS
GLPIGEP:, 5@ o vess

$

&
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Objective: .

The aim of the study was to determine the toxicity of freshly dried residues of Isoxaﬂut@ & ©©

Cyprosulfamide SC 240 + 240 g/l applied onto barley plants, to the pargitoid wasp ;@hidiu;@’
@

rhopalosiphi. @J@ & 4, ©®

. Q SIS &
Materials and Methods: %, \© 2N
Test item: A SC formulation of Isoxaflutole & Cyprosu@ﬁde SC 24@# 240 g/1 w%\test\specﬁd @

by batch number [analysed content of active {ngredients: @(aﬂutole: @.5%‘9@?)&/ ‘Vé\”andé
Cyprosulfamide: 20.5%w/w; date of completed anal¥sis:27 MAR@O%; Batch i@nberz%%@w@
specification number: 102000014305; TOX no.:@ 9-00; delgity: 1.@% g/mify, & % @§
The test item was applied at rates of 26; 52; 104; 2%9 an%@o Igcgl\pro%@/ha &1 the\i%'ffec@ere
compared to a water treated control. A toxicQeferefie (a& dim@aoat pliggrat 6{1 ml p%duct/hoa
was included to indicate the relative suscep%%bili}t)rf‘&‘ tl'g@St org%isr% and tlge test s@tem@j @§
Mortality of 30 females was assessed 2 é?f agd%% hofizs aft posure. \© Qg
Repellency of the test item was dete@med@ﬁg}rin the ir@al 2 er té}rele of tlfe femafes. Five
separate observations were made ag@)-mf@te iﬁi@rvalsﬁstartingjgl S@Hut@fter in&@uction of

Q > & O :
all wasps. 9 © O Q L S

Sates ol Tsoxih Fosulfamide SC

From the water control andqﬁ@doge\r tes ot Isox@flutolg & C@ﬁosulfamlde 2@» + 240 g/l, 15

impartially chosen females%’er treatmenty er@ach &@ansfer%ed tosa “cylider c%ntaining untreated
cereal plants infested wi&@hopa@sipl@n pr a@eriod@ﬁ 24 Tqyirs. F@nu@er of mummies was
assessed 12 days later, SECEES 6@ Q &« ~ )
SRS &N O A S
RN o s

N
QS @
Dates of experi@%ta@%vor O Se&m@ 04 Oto@?pter 1&200@
S ©\ & WD O N N
S e & F L &

Results: RS N g & O @
Validity Criteria % %J =) Q ﬁ%con@ended@ay the Obtained in this study
S O L @ & Sguidelipe
@ & s O %
N
Mortality in water C@‘ 1 & @éﬁ o\© @g\y é\ <$0% 6.7%
NN % Sy

Corrected mortality refs t @ - $> 50% 82.1%

orrecte mo@:&;yre@z@@ elf@ \@ S o ©© Q@ 0 0

S
Mean reprc&mtion per fem@©in S@T co@l @g@ @6 >5 8.5
@ L3

No more@én 2 wasp%t)%ucin&ero reprod %n ©§ <9 0
in waer control S @ @5 -

¥ & ¥ O
All validity cr{t@ﬁa fg Lthe siggly Wmﬂ@
5 Q %& ¥

<

& 2 <$
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Mortality (48 h after treatment) and reproduction and repellency
&°
Mortality [%] Reproduction Repellenc,y\\@ >
Red. Rel. Jo Kl to
Treatment to control {>% wasps &contr@@
Uncorr. Corr. P-value * Rate o
[L prod./ha] [%] on plant 4 [%],
4 ol ¢
control 6.7 0 - @@s K\ 752 | N0 O
0.026 6.7 0 Lo0ns. | 115 | Ssns. | @3 §7-162s.
0.052 13.3 70 | 1000ns. @ 113 [S$76ns. | 9803 Y 9ns. g
0.104 6.7 0 L0007 | 177 | -6%ns. R 800 [er730@
0.209 6.7 0 1000 ns. lo® 158 | d68ns” | 657 |7 1265,
S O 3
0.420 16.7 10.7 000 g 0 18.&%n.s 85 @&3 A o
Reference 83.3 82.1 ﬁéﬁ \%\\99 \Or: d ©© i, O &7;%% g
item (0.0003) ' S SR S Sl I SNl P S @
LDso: > 0.420 1 product/ha &N Ko SR @\9 @ Q O
* Fisher's Exact test, two-sided, p-va L@ are@uste%%cor@ to {@fen@Hoh@ @ )
# one-way ANOVA, p-values are a@sted accord% to D&nett N o ©@ @Q o\”\a
n.d. not detected & & & IS Q
o @ % @ Q S &
n.s. not significant N W & @ o
s. significant @ § & & e % &
e O N~ Y ¥ N S
. . v O @
Observations: > @ > L& Y NS

In the dose rates of @?20

D @ 9
ar@.%&%pro@gl%/ha@ﬂ g\@d 7.19§corred nim:t@ality was observed. At

the rates of 0.20@0.1% and@ 26@pr0d1%/h mdetality was @etected. The reduction in

reproductive su@s r a@ve té%e COIYI%I‘OI &Nhe 0@@ 1
(o8

detected at al@verg@ (;@&9 S

ducttha rat€s)

.. ) Q. @
No statistically si @dcant%’ose ated xe elleffe@§f the test iteqn was observed.
\Q% PR A o © &

uct/ka rat&i@ds 18.4%. No reduction was

ST - R
Conc&ion: . o { - I
S SO e 8
The LDsy was ested%to e > .20{1}1 prodget/ha.© >
[ S
Q O © SN S D
¥ o K 2
S\ L 4+ 9 @
Ly @ VN
Reporte> ° :2006;M-279861-01
Titlg; q Toxi&bty to the greecew Chrysoperla carnea STEPH. (Neuroptera, Chrysopidae)
\% s usig an gﬂnded@ooraﬁ test; Isoxaflutole & Cyprosulfamide SC 240 + 240 g/
Report No: 5.« CW06/Q65 @ &
Document Nog_ M-278861-010 R
Guidelines N IO@’ (Vogt ét al, Z900);
> & | USEPA OPPTS Guideline No. 850.SUPP
Deviatigfd: @ none Q"
GLP/GEP: &7 _Hyes N
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Objective:

The aim of the study was to determine the toxicity of freshly dried residues of Isoxaﬂut@ &

Cyprosulfamide SC 240 + 240 g/l applied onto detached maize leaves,

Chrysoperla carnea.

Materials and Methods:

Test item: A SC formulation of Isoxaflutole & Cyprosu

R

&
=

aflutole:

Qb

the green wingl’
8 i

@nde SC 2405+ 240 g/l W@\test spec@ @

by batch number [analysed content of active 1ngred1ents

@5% ‘V%and©

Cyprosulfamide: 20.5%w/w; date of completed an%@ls 27 MAR@O% Batch @ber 06@104@

specification number: 102000014305; TOX no.:

9-00; de s1ty 1.

g/n@ S

The test item was applied to maize leaves at rates of 6; 52@)4 &709 and@QO n&rodtf&/ha @ the

effects were compared to a water treated confth

A @xlc

ren

ai.; @met

e) a@phed% 180 ml

product/ha was included to indicate the rel%ve s@ep 1b@1ty of@e t%t1 orgamisms arfd the @
The preimaginal mortality was momtor&%’oveNEe d@satlon&@the stu
residues to the larvae and pupae are s@lmaﬁs@d onfaext

to@mty %the t@ltem

The fertility and fecundity of the ég@lvm&latchg adults Wegéﬁen@lua@@ ovﬁ g&%’bd of one

week. <) @
@ "\%@ © @ & @ @§ @©
@
Dates of experimental wEﬁ“k July Qto %ﬁgust@y 2006 \@ .9
@ § g § S ‘”\,@
\ )
Results: s, % & O @Q@ . § S %% . §
Validity Criteria ~ “ NS @ Rétommended b@?le 4 Obtained in this study
& e 5 S e o

Mortality in W%S@ngnt o é& g»\\@ f&g& @V < 2@ ﬁ‘”\g 20.0%
Corrected m@tality rézg;rence itern 9 % b\ @’% @K’SJO%@;\? 62.5%
Mean ;ﬂﬁ%er of eggs p@@?ema\@nd da{%mw ter . é &9\ S %@ 280
contro %§\) N \v\g }I© & é\\ A\
Mean hatching ratgof the eggs (feflity) in Wate o o
control B AQ% §& fi%’gg \K’ r\@ @§_70A) 99.0%

Q\@ R @@ "~ \\J @\ N
All Validit%criteria for th@tu erefpet. & %@

@7 °\@ Q @ @ N
S A\ N @§ 9
> S S IR <
N (g @\ R Q
@° S @ S
PR ) SR
@ < Q & ©@
MO I
<
< @ N
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Effects of IFT + CSA SC 480 on preimaginal mortality and reproduction of Chrysoperla carnea exposed

on maize leaves &’ S
Mortality [%] Reproduction °\& §
Treatment Fertile eggs per Fertlllty [ &hm@
[L prod./ha] Uncorr. Corr. P-value * female and dayQ) rate 11%
- = —Q 2
control 20.0 0.0 o 27.7 %, Q)9 . @ N
0.026 15.0 -6.3 1.000 n.5g~ 2}@@ K<) 97@ @@
0.052 23.1 3.8 1.000%.s. 53 S @3 & o
0.104 12.5 94 1,600 ns. R N
0.209 5.1 2186 Wa3sns. o D g N a8 ©
e & S S

0.420 10.0 -12.5 Q I.O@n.s.@f“ Q&ZZ.Sb@ > 6 9%» -

Reference item (73

70.0 62.5 .| . V- 4 8 & W

(0.18) Ss Ly M o @ S

LDso: > 0.420 1 product/ha @ N @ ) N

* Fisher's Exact test, two-sided, p—vah@re q@stedé&ord@o B@§e @olm@ & Q

n.d. not detected & & N NS @ @@ S %@2

n.s. not significant Q . e @ ﬁr\@ O .0 @)

ISP I
Mortality: @ S @ @)

In all tested rates of the te%ltem &re th@a ae pé@jated and m@e ﬂiﬁ% d&@@loped into adults.
In the rates of 26 and 52 roduct a and3 la g}fed élﬁctively 30 of them
developed into adult@h he@§ @{9@1))04 2 an@@ZO mkprod@ /ha 38, 38 6 larvae pupated. Of
these pupae, 35, 37 @d 3@hatoh§uce§fully® @ SN &

Q
In the control 3@\/ @pat@nd 3%u Nevemped s@essféﬁ’y 1n%@adults In the reference item
13 larvae pup@ an@ de@lope@%‘hm %@It lac;eyvlng@
When preimaginal @’ortaﬁ? wagporregted fcontr@orta@y, tl:@ corrected figures for all rates of
the test ifem were belo@éi/ @9 IS @@ \@7
For thé rites of 42,0 il o@ct/ha and 269 1@rodu§7’ha tge corrected mortality was -12.5 and -
18.6%. For the r of 164 ml K(g)duec\@a 1@% —%‘Iﬂ% A%d for 52 ml and 26 ml product/ha the
corrected mortal?@/ wa 6. 3° o R

For the refer%@e 1te@@ 5% preugggm&@ortah@ occu@ed
S & & &
@ R
Reprod @9 @ o\w\ﬂ
The mean number @@fem eggsper fendale an\@lay for the control during the test period was 27.7.
Th&lgatchmg rate (~fertj % ofithe eg@wa5§ %.
The mean numpgr of fertile €ggs gﬁfem and day for the 26 ml product/ha rate was 22.3 with a
hatching ra@ 97, 4% In Q€ rat&d roduct/ha 21.3 fertile eggs were laid with a hatching rate of
99.3%. T}@ ea umb@of fertile eg&3 in the rates 104 product/ha and 209 ml product/ha was 21.4,
resp. I@Nit tchmg@rate@ 98.1% and 97.8%. In the highest rate of 420 ml product/ha 22.5 fertile
eggs Qg%r fer@@s andday wer laid with a hatching rate of 96.5%.
N T

Conc@on:
The LDso was estimated to be > 0.420 ml product/ha.
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Report: ) y @
2012;M-462928-01 §
Title: Reproductive and toxicological impacts of herbicides used in l@alyptus cult
Brazil on the parasitoid Palmistichus elaeisis (Hymenoptera; &ulophidae) ¢ J(\Q
Report No: M-462928-01-1 G ~
Document No: M-462928-01-1 AN S & 2
Guidelines: not applicable @) & RN O
GLP/GEP: no X @ G @ @
Classification: b) supplementary information (EFSA Journal 201 1@%):2092) 9 N D é
R O XN
%@ Q& R &© & h & @
QS‘} N @@ R 2) @}
EXECUTIVE SUMMARY v \ RS @

D N
The effect of herbicides used in eucalyptus @ps 0@%6 %%1’[0]@%0611}'@”0}1 6laelsz} Delvate and
LaSalle, 1993 (Hymenoptera: Eulophidaekwas e@g}uate Sh te@é@g of t@ impact on&ro@ on and
survival. Treatments consisted of comniercial doses (?ﬁthe @rblck 1s0x§i1tolgw1th a nly
control. The herbicide was sprayed oUthe @pae &@rhe @Fernatl@ hos{% engbrio W@tor I@nnaeus
(Coleoptera: Tenebrionidae), which @ere %posed% pa@lsm@l Sl§) mal aezs:@@per pupa.

Isoxaflutole resulted in higher n@%nber of 11%1\/1@@ and@%mal roré@ed ;@ fens@% thus this
herbicide was less harmful 1@ P., é&aezszs@’nd @ybe IPM rog@me& in eucalyptus

plantations. S § @ o @ K .
®© O g § &, v QB
MATERIAL AND METHODS & @ S o S @@
A. Material é\” ¢§ «v\g@ @6 '~ Q A N
1. Test material @ § Q@ > §9 @ © s
@)@ \ &&t item: Pro\a*ewt “Fﬁg?)r” (@ g i@ﬂut g)
©© @Ve s&stancé% Is@(aﬂutc\i% @ §
$our@§pf te 1tem q%ayer RS ©) @
> w
o\@ L@@atch‘lﬁym ) Not @or‘[ed @ v
&@ @ Puri grepo@ § ©\

©¥tora&§con(%@ns ot rq&%ﬁed g\
2. Test solutions @@Q >
@ehlﬁlvg@ \c or a \c mm al product
@@our@of Vi e/ sohwent: ot rted
C%centratlon of \@\101@Vem%%00 bﬁ of @r icide solution
3. Test giganism(s
N Q\ % Sp lmzstﬁus elaeisis
> § @gltl\far:QNot §0 rted
@° Source of test Speciég) N kreported

Age of test nism;s%% stu nma@ pae of Tenebrio molitor (prey species) at 24-72 h of age were
b @ach exposed to six parasitoid females for 48 h in a constant

Q environment room. The emerging parasitoids were collected and

growth stag&at treatment
STE S

Q@ § Q used in the experiment.
{\9 Holdyog c tion@or to test: reared in 14 - 2.2 cm glass test tubes, along with a drop of honey
Q@ @@@ (o @ and capped with a cotton ball
$

@@ Acclimatisation: Not applicable
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B. Study design and methods

1. Test procedure @ ’ o

Test system (study type): Laboratory study Q\ §

Duration of study: 30 d of parasitism @b @ @
Treatments: @ s Q\Q
Test concentrations 200 L/ha test item % § § (@
Number of replicates: Ten replicates @ {*’ ~ "\ @
Individuals per replicate:  One pupae of T.%litor and six2-h-olf fem of P\\@aezsz.&g@ &@
Test units (type and size): Sixty T. molifqr pupae at 48 K1d, with an Prerage weight q&©

10233 ga -m 2 mean surfa@area@o)£7 85% 03 I& were s@?ayei@

Application / device / nozzles: electror@g@ressure spr% @ \© © @@
Water volume: Not g&ported@ «:0\7\ T O - o

Y
Calibration of sprayer: spra@presu@é of %@Ha@ zerg’®vind s@d %
. - & <
2. Environmental conditions % @ Q IS © @7 @
Test medium: gﬁﬁolys@g%ne tray w1th&@eat l%a% and\@garc@e pieces §
Temperature / relative humidit; @ 25 %ﬁ"c /49 © ‘”\9
o S & S
Photope& : ]@ N %, N) ©
Lighting . 500 11{% S N
% S
3. Observations and measuremeneg; % (g (@@ Q
Analytical palrameter&jﬁeasureﬁh éire & @ & . @)
Biological parame%s mea@ed @nge@y was @aluated dal@he duration épthe life cycle (egg
S % Dt0 2 ), the'percenfage of ﬁ%fasﬂ@dwe@%’ntmg the natural
N & mo@ahty @the kgg (A@ott ](5&25) th& centage of emergent
SIS Comerads,
@ § @ogen um@ﬁof individual$«¥merged, number of males and
S é N Ko fem&es sex@w of the heapsule and body length of

@@Qﬁ 6\ S & p@%ﬁltmyd&&eme in frc§§ach pupa of T. molitor were obtained
S S From pa@@sms pa @

%, &)

9 Mefglrement fr&é@ncy %Dall@ﬁe 10n@’v1ty d oth@§arameters at the end of the test
&@\ St@mstlc alys@ Anova anmskﬁ@?\/all@wst
N o
RESULTS AND@CU%IO %\© S @Q
v S &

%
1. Validity CH% @ o\@ \©\ N @
No Va11d1ty criteria were ort® é\\?Q @ @é
S @ R

. @ : N @ N
2. Biological ﬁndm@, N & @
The\r%productlve réspon @nd@@vlvd@f P@%ezszs to isoxaflutole were similar to the water control.
A statistically %ﬁuﬁcant redl&c@ion @bod@ength in females and males in the isoxaflutole treatment

group of 2- 4?;@omp%ed t 1 has been observed.
N @D
The resulti e surymarigegt in the tabljelow:
& g °
<& QS
S 2K
TE T

&
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Table 1: Reproductive parameters of the first generation of Palmistichus elaeisis (Hymenoptera: Eulophidae)
from pupae of Tenebrio molitor (Coleoptera: Tenebrionidae) treated with isoxaflutole registered for the@f @

cultivation of eucalyptus and the water control N
Parasitism | Emergence | No of Females | Female Male @gemale M Sex
Duration
[%] [%] Indiv | produced | length length §longev1ty longevity
o e b (mm] | [mm] “ [d] @ [
per y mm m
le [d I 4
cyele [d] pupae female % 0 9) . <) T
3 100.0 100.0 91.1 1@%9 1.92 Q} 39 08| 208 o | @
Isoxaflutole ' +-35.1 | +/-0.60 +/- @Q/ 007 | - @18 | 3350 - §
+/-0.85 N X Q ®
@ 00gt, KS O ogh
100.0 1000 953 12,9 196" | @43 2425 | 194 | B0
27.0 @ N Q oS @ @
Water +/-38. +-0.55  |Gpt- CNHA008% | 49 Y-3.21 +-
+/-0.80 N &° SN S EN)
A o 2 0.0«%? @m @ - - 0.08
*significant reduction kS O & °
S @ @ K AN < © @j @
R © $
Table 2: Survival (%) of Palmistichus elagsis adul % fro@ to 96@ aft posmse for &h to pupae o) ited
with isoxaflutole registered for eucalyptty culﬁiﬁse in Bfazil ) @ f@
0 REEERNEE B O 72\@ 9 96
Isoxaflutole 1000 X & 95 O &§60 O 967 v 967
Y = \)
Water 10002 1Y 1600 @ [P 96 S50 & 95.0
AN LD
- S @Q @ CO < "\@ 9
CONCLUSION ) QR

Isoxaflutole resulted in Eg % um ers 01V (@als a@ females pféduce@er female; thus this
herbicide was less %fu@ elae@zs ane@ma)gg%> used1in %M p@}rammes in eucalyptus
plantations.

@ AN &
Comment b @er ®) @ §

Study resu %} 1ndlce@’ a lowe tOX]%t y of the c§% alregy mg%ated by the available regulatory
studies has the@ﬁore @n @mﬁ as @)) ,\ 1] ele ry information (EFSA Journal

2011;92):2092). . @
@ N x, &

CP 10.3.2.3 §%ml®d § legﬁlth @n -tagget af ropods

No semi ﬂe@tudl@wegégem&ﬁme ry@@ @@

CP 10 @ 4 Fie &s@udle@m\h nong l&g@rthropods
No @l’d studies wére de@ n@(@sar@

o %
CP 10.3.2. @ Othég ropees ofs§po% for non-target arthropods

No relevang xp@fc ob@)n tagtet artﬁ%pods is expected by other routes of exposure.
@ Q
S
S &Y
€& &

&
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CP104 Effects on non-target soil meso- and macrofauna

o

The risk assessment procedure follows the requirements as given in the Council Directive 91/41£EC©
(Annex III), Council Directive 97/57/EC (Annex VI) and the Guidance Dgument on T@);estrla@j

Ecotoxicology. @ @& S
Predicted environmental concentrations used in risk assessment &% . O § \25@
& & &S e
Table 10.4-1:  Initial maximum PEC;ei values ©Q @ § é\g é
£ X
Compound Maize (pre-emergénce) Q& Q) R @© @Q}
PECsnil, ﬁ @@Q @ & @&
IFT + CSA SC 480 0.656° ©° O N 0w S
isoxaflutole 09333 “ Cy @@% b@ ('S % .
RPA 202248 1333 @ |R & Q @’ @&
RPA 203328 S 0.061F S S © %
RN .
* PECoil is calculated based on an appllc rag&%f 0. 4&’@ pr d%:t/hg\(g @dens@ of @/ml@ﬁbul nsity
of 1.5 g/em® and 0% crop 1ntercept10n ) @ Q\Q § \@7 @@Q S &
Q o & O § &© @Q @Q \%
¢ & T F S O e
CP104.1  Earthworms ° & AN ©
N & S @ SN L9 2
@ O & ¢ LS s
Table 10.4.1-1: Endp nt? use@ rls@ssess@nt @} § o §
- S R
st species, SO
Test item st ﬁsigno @ ngtoxﬁolo@l eng@)mt K@ Reference
O | Edenia fettda NOEC @ I 2014)
IFT + CSA SC480 odugtion " NOE g NS § mg Sl / kg%xs M-470232-01-1
d, miged o Ny &g KCP 10.4.1.1 /01
@ 7 B\ @ @,
% @
i Foncnen & &
Table 1-2: Endp@mts ys@m risk asse@ment RS o
Nlest SN .
Test item @} tees;}zgges % Ecot@icolo@al e@pomt Reference
@ @\éma @ I‘@EC @ @’7 8 mg a.s./kg dws -(2013)
Isoxaflutole (82h.) | &eprod@fion M-450435-01-1
56 d, 1xed© Q\IOE@OW 8.9 mg a.s./kg dws® KCA 8.4.1/01
@” Eiégpia f © § 012
RPA 202248 rodugtio N & EC@ 16 mg p.m./kg dws M-442776-01-1
%y ,g%ed v [ N KCA 8.4.1/02
©
Elsema fe zg‘&) @ &
@* & (2004)
RPA 203328 <« %proc$ NQEC >1000 mg p.m./kg dws M-230530-01-1
&2 KCA 8.4.1/03
po ts u@ for ©3K assessment
itSoil = e substance; prod. = product; corr. = corrected
@dl{e?@ ipophilic substance (log Pow > 2)
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RISK ASSESSMENT FOR EARTHWORMS

Table 10.4.1- 3: TER calculations for earthworms Q\ @&

o S)

. Endpoint PECsoil,ma .
Compound Species [mg/ke] [mg/kg] W TERvr "l}l\%@r
Bare soil/maize ~ = .9 o K
IFT + CSA SC 480 Earthworm, reproduction | NOEC @9 @6 é&“a 5@§ @
Isoxaflutole Earthworm, reproduction | NOEC, 8.9° (@333 @7 ng & q
RPA 202248 Earthworm, reproduction | NOE@)'16 1501333 [ O120 X[ O5 o
RPA 203328 Earthworm, reproduction I\}@ > 1000 0&;@7 R 16@7 L @
* Endpoint divided by factor 2 (N D Y
MRS S
S @ e &7 O

Overall, there is no unacceptable risk for e&t@wo@
0SS WD
SN e & o

Q O
CP 10.4.1.1 Earthworms sub-@hak&’fect@ "SI > L @ @ o
S v S

Q e S Q <
Report: .20 @M—4@?@2—% SIS

Title: Isoxaﬂﬁ@le + c?&pros@mlde S€'480 ‘&240+2@\§G %fects oﬁepro@tlon and growth
of eart orm\gElsen@ t1dg§g1 artifipial soil's 2
Report No: 85481022 © N N @ 7
Document No: M§¥7023A01 1 § Q f($ v fr\@
Guidelines: %EC ulde@le for the te@% of éhemwa@ﬁ\lo 2, Ei&hv&%rm, Reproduction Test
@ pted A§ ), S &
S 1 1268-2; 011 qgaﬁ@l Effects o ollu‘%a%gﬂ on earthworms - Part 2:
@) @etermlﬁatlonﬁg effectson re&\iuc‘uo@of ,\Q’ fetidta/Eisenia andrei, International
K© rganggation €O Stan dlzaﬁon 2088 >
Deviation _ ©f none> N Y <
GLP/GEP? yes, %, o) @ ) 3

A @©® Q@“Qé O

S OSeD
Material and 1\@10§ < ?ég\ @ é
Test Item: “ IS(QB r@osu’kﬁamld 4@@(24@&40) G; short name: IFT+CSA SC 480
© ) G Bat hOID.; 2BX0239; BCS-Code: BCS-AH21981 + BCS-
AT2 ten % a.i @ isogatlutole (AE B197278): 20.0% w/w (238.8 g/L),
% cy%osul de ( &%)89)%19 .8% w/w (236.5 g/L); density: 1.193 g/ml.

Test Species: %@}rth emtlda©adult worms (with clitellum and weight range 302
\y\’ o 69@7 g) rox@ate@ months old,

Source: @" From an ix-ho ult

Test Desig@ \S%fda st ifivtreated artificial soil prepared according to OECD 222; different

N % concgiitratiags of the test item were incorporated into the soil; 6 treatment groups (5

Q@ § testUtemSdncentrations, control); 4 replicates for the test item treatments and 8
SN replicafés for the control with 10 worms each.

S

>
N @@ ss&"$ment of adult worm mortality, behavioural effects and biomass development
Q Q was carried out after 28 days exposure of adult worms in treated artificial soil.
©® Reproduction rate (number of offspring) was assessed after additional 28 days

(assessed 56 days after application).

Endpoints: Mortality, weight change, feeding activity and reproduction rate were determined.
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Reference Item: Luxan Carbendazim 500 FC (Carbendazim, 500 g/L. nominal). The effects of the
reference item were investigated in a separate study.

Test Control, 32, 56, 100, 178 and 316 mg isoxaflutole +§:}yprosulfamlc@sc 4@()
Concentrations:  (240+240) G/kg s0112 &

Test Conditions:  Artificial soil according to OECD 222; initial pH 5.5 %@8 pH at e@erl al e%
6.0 to 6.2; water content 30.3% to 31.0% (55.1%J0 56.4% of axm@@m W@

holding capacity, WHC) at experim@l start and@@ﬂ% to 3@@ (55\1% to

of the maximum WHC) at experimental end; te&ramre wit

the
to 22 °C; photoperiod: 16 h hg}@ 8 h dark, 1@ ntensrcy @%hm@e ra&f @
< ) 5

lux to 800 lux.

Q}
Statistics: Standard procedures, Fish&s Exact "E% (@taht@y W%@amsgi-@est@vmght
changes and reproduchor%&Prob Z na@ (Eg% andECy).

@’ .

Results and Discussion: @}% ) \\\ \\ @ % @ §

All study validity criteria were met. &N

No statistically significant mortallt%@as q@w % any\tjreat @’[ §E corx§§ed @he c@ltrol

The body weight changes of the &arthworms after 4 eks sur + c W?bsulfarmde

SC 480 (240+240) G were no@tatlstag ly sigmifi n@smp@d t(b®e c%ltrol up to and
including the test concentra&ﬁ of %mg@st item/kg soﬁ (Wiltza @est a = 0.0§) two-sided). At

the concentration of 100 mg tesfXitem/ 011@5@ ab@ve the&bm@velg{ han<g§ was statistically

significantly reduced compared tothe céntro <

The reproduction rateg% were @ sta@ticall;ﬁm@@nﬂy@%&@t comf)%red he control up to and
including the test céicentratron 56 B te@emﬂ@soﬂ @Vﬂl@s t@%t o = 0.05, one-sided
smaller). At the c@ntr%lon of GD0 mEtest ite il an@above the r@)roductlon was statistically
significantly reduced cofparegdto the controhs N

No behaviouraiSibnoraliti were&bsew@ §%of trea‘@nt groups. The feeding activity in all
the treated gro¥ps comp rab@l@e the%@ntrolf/’@see e 1@

5 e i
Table@ffect of Ism@%utol cypr lfa&gde S@O (2@-240& on earthworms (Eisenia fetida) in a 56-

d ducti
ay reproduction SQ & (5\0\9 . %\ K %
Isoxaflutole + @}?pr m@ A @@
SC 480 (240+24D) @QG Gonrgis| S5 @ 56 100 178 316
[mg/kg soil dey weight] O SN D
Mortality dgy 28) [%] &V > oo P 007 0.0 0.0 25 25
Signiﬁc%ce D @ SN - &Q @S. n.s. n.s. n.s. n.s.
IS .
Weight change (day 28) [@w A RS (273 +21.0 +14.5 +7.4 +5.1
Signiﬁcancez) @* o j@% Q@' Q& n.s. n.s. * * *
Mean No. o@venm s (day4d) 34 328 326 285 239 224
Slgmﬁca@% ””@ﬁ R @Q - n.s. n.s. * * *
0,
( depgg‘”‘)c“o“@ ”’]@%0“@@ - 96.5 95.8 83.7 70.1 65.9
&7
Food W@mption [g] 25.0 25.0 25.0 24.0 23.5 22.3

2 All concentrations are indicated per kg soil dry weight.
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Table 1. Effect of Isoxaflutole + cyprosulfamide SC 480 (240+240) G on earthworms (Eisenia fetida) iy a 56+
day reproduction study @y @b
: SEE
Isoxaflutole + cyprosulfamide @ )
SC 480 (240+240) G| Control 32 56 109§ 178 & @
[mg/kg soil dry weight] IS @
O 2
End(P}%ints [mg/kg zéilﬁry weight]°\U .9 g\\g
[
NOEC \@ ? @@ © %@ &Z»
(day 28 mortality and weight) 'S %, @Q (\@ %©
NOEC . % Q 566° @ & a
(day 56 reproduction) Q@ N QO ¢ Y
0
«, EC S o] ¥ L Eme N
: ) @ & @
EC Values (reproduction) ¥ S $ O Y o AN -
4 & Q o 6280 &

= not applicable v N N @ 'Y . Q
n.s. = not significantly different compared to thggontrok @ .
= significantly different compared to the c 1 (Ei% é\ﬁ Q\ X
v

D Fisher’s Exact Test, o = 0.05, one-sided & ter

2 Williams t-test, oo = 0.05, two-sided fox@elght changes %nd one@ded s roduéén o\w\?
3) Probit analysis @ & S @ & @ ©©>

, o @ AN @Q S
Conclusion: v S &

In an earthworm reproductipn an&rov%%tu ith 15(@<jaﬂutole + i@)ro@?ml%%c 480 (240+240)
G the No Observed Effec%l?Con%ntratl (N 5 ) f@&m y, rz)o\?fvth feprodiistion and feeding
activity of the earthwdn Eisguia f%@a was detepfined: tQ be g test itemdkgsoil dry weight. The
EC10 was determingg’to be 66.4 g te m/k@oﬂ @ﬁw t (95‘@onﬁéence limits of 10.6 to
109.4 mg test itera’kg so@iry weight)and t EC20as d mln@g to be@36.2 mg test item/kg soil
dry weight (95"/@onfnce litnits Q{62 8 %1 99. %ﬁg te@s@[e smbw weight).

S
Referenc tem @st © "@\@ 703 © @
In the t recent t wm@‘le rence itemaluxags @&arbg@amm 500 FC (performed under
IBAC Study Nur@er 46846022 fro%«ﬂugt@ 2013+ to O@ober 2013), there were statistically
significant effects @\repr&%ctl@t a (@nceng}tlonﬁgf 1. 30§\mg carbendazim/kg soil and higher; the
EC50 for repro%@tlon was c@ulat@as Y&@2 mg@arb@iaznn/kg soil. The results are shown in

Appendix 2. - @@Q S O @@’ @\ O @@ @@
N VN
CcP 10@ 2 Eart@om@ﬁeld@fud@ \%

N
Basedwon the 1soxaﬂ§ole®1lt§ senéé ab@ no field studies were necessary.
A v @\ &
&

\)
CP 104. 2 E@eﬁs on-targ@oﬂ meso- and macrofauna (other than earthworms)

Testin spr1§alls @ols@ candida) and soil mites (Hypoaspis aculeifer) was performed with

the pagent c@mipo and&%o soil metabolites of isoxaflutole. The corresponding summaries are
ed befOw urflér pofut 8.4.2.1.

RPA 2 4 is a major soil metabolite only in anaerobic soil. Isoxaflutole is only applied in the

spring@

direct from isoxaflutole and isoxaflutole is rapidly degraded in soil no formation of RPA 205834

mmer months when anaerobic conditions would not occur. Since RPA 205834 is only formed
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would be likely in the winter period when anaerobic conditions could occur. Therefore no studies with

soil organisms are considered necessary and no risk assessment is performed. @ &
N >
S
Table 10.4.2- 1: Endpoints used in risk assessment %@ &@ ©®
. Test species, . . . Q&
Test item test design Ecotoxicological endpoint % Rff@@nce@ <
Collembola, reproduction v@ @§ @§
S S {
Folsomia candida | NOEC &, =1000 mg %g dws s o C&Q
; @ O (20TH ©
Isoxaflutole (tech.) | reproduction % Q < 4160 1 121 @
28 d, mixed NOEC >500 mg a s./@lwsAQ %& WSO N
Folsomia candida o Q@ % ‘G 11)
RPA 203328 reproduction NO& @ >_600 mg%g d 01-1
28 d, mixed @ Q :
= -
Folsomia candida v \\ \\ 6 & . S
. Q @ o S Q[ (20K)
RPA 202248 reproduction Qé NQ§€ <7 20 mg@@ dwss, MR
28 d, mixed O &, & X @ § @ &
< N %, D A 8%2/04
S
Soil mites, reproduction Q 9 p 9 6 O©§ < \)@@ V@\? LN
Hypoaspis@uleife™ NOEC @ &ééymg@@/kg dws O @(2011)
Isoxaflutole (tech.) | reproductio 9 A& 416751-01-1
14d, mixed & | NOEGgy @281 mgas/kgdws @KCA 8.4.2/03
Hypﬁ@ﬁ)is cu7éifer ©5) & s Ry $ RS | [E)
RPA 203328 {goduct N 6@ . ﬁ) ng{kg dws @ M-419849-01-1
Q S O N KCA 8.4.2/07
& <
@ypo spis ac‘@lfer SR ©© @ . o1 )
RPA 202248 P repragdiictioi, NOEC [V 2180 mgg dws M-417912-01-1
O] 14 mixed o | N O £ KCA 8.4.2/05
dws = dry We:l@Jsoﬂ @s = a@ive su@tancég%%rr %orre&@ S @
Bold values; endpon@ used For rls]%ssess ent %
A Correcte%@ factor of 2 dye to phl@bsm@ (10@&W @ \@’
A @ & & S \©
RISK ASSESSM@T &2 ERNON—@RG&' S%L MESO- AND MACROFAUNA
(OTHER THAKPEA MS@}“ . % & o
@ @ @ @ (g

Q
Table 10.4. AZ TER calc@htmn@br ot,g\%@ nongﬁ'get @ meso- and macrofauna

Compoﬁgg Sp@s Q N @§ i gl;ltlglllt P[l;]ans /"l'('gm]“ TERcLT Trigger
Baresoil/maize (pre-eme@nuce;ﬁ\ ®)
soxafluole < pPolsomia capflida O |[N@EC > 500° 0.1333 3750 S
O | Hypouspisdedeifér,”  |NOEC — 281° 0.1333 2108
RPA 202 é‘? Lolsomigcrandida SPNOEC  >100 0.1333 750 5
& UHypoaspis aceifer ~ |[NOEC > 100 0.1333 750
P @3 @ F?@?Ma sqndida NOEC  >100 0.0617 1621 5
Hypoaspy aculeifer NOEC  >100 0.0617 1621

a Endp@ivided by factor 2

Overall, there is no unacceptable risk for collembola and soil mites from exposure to isoxaflutole.
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CP 10.4.2.1 Species level testing

No studies are required.

) ;
% < J % 40
%@@%@ (@) P . O %&\ @N\@@@ @%@
&
% &, @X\V © § @y\ v
& %@ (@) Y. @@ B \@ S
S) @@ o %@\V@ & y / Lo @%

% ly Ay o 9,

5 oy D, O Y. T4 79 &

2 I o A P ©, Lo §© /0 P

z 2, Lu / Ts Y @@@ o, o)
O Yo, @& 4 o 9, Vo) @& “%

i 8y e, by, © g Ty T T Ay M

L Ty 2% 2y & @@m\ /7 7, % Y, 2,

2 % o V4 \\ 4 @@ %S § 7) , & P Y4 %@ \@@ “ \@@

= ° K ¢ %

2 8 P S Y @\w O o e 7 @@ 0 N&\a\@ Yy

o 4 § & Vo4 S)

= %, “2, T& 7 %@@ .y Ty, 9
2z @&Q Ay Yy, 40 P VY2,
2 8 S o o 7 § , ‘ \@ @\ W)
L o w\ %&\ v %@ @&\ \VQ 9 o \w@
N 2 A & o, 0 23 &
.m m @\ &@ W ) o\h\ @@ %@@ @N&&\@ %o§
5 B C 75 &S %Q@ @\ c Y
= o @@@ @@ /; ) 5% I %@
%b = \V@ ’ @\w@ 4 7 2, &

m @x@ @@ @0\ @\v@
= %/ T, %4, O,
= £ / 2
O =




B . Page 52 of 58
sayer) Bayer CropScience 2014-01-15
R

Document MCP: Section 10 Ecotoxicological studies

IFT + CSA SC 480
CP 10.5 Effects on soil nitrogen transformation .
& &
N <
v
Table 10.5-1:  Endpoints used in risk assessment @ @®
N S)
Test substance Test species Endpoint Qp ReferenceS
Nitrogen - 0065>
IFT + CSA SC 480 transformation, No influence ng Eg p;gg'/l‘%%gﬁ a | M- 2§ 499 0R1
28d (4-35 mg prod & ,' 50T
Nitrogen @
Isoxaflutole transformation, No inﬂu@ee (1) g ﬁg as zgﬁ qd
28d gés £ <\
Nitrogen g s, @g so
RPA 202248 transformation, No in encg 0 ﬁ £a. Ok
84d EBSTKE 5%, 4
((@, v 4
Nitrogen A\ % Q é
RPA 203328 transf;)gnéatlon, R N&ﬁ;ﬂue&% 0. @gg a.s %%g sei@ <W-l 741-0
@m@ N é\\ﬁ K @7 \\Z\a Q@ KCAR.5/020
*based on product density of 1.198 g/m .
SR
Q L \
SO L .0
RISK ASSESSMENT FORIL i&iﬁ" R%(@N T&AN&R@TI%N (S
S & & @
@ \ @
Table 10.5-2:  Risk Ass %‘%nent for soildnicro-@rganisms Ko @ N
s e D
X dpoint § @Csonl,ﬁ% Refinement
Compound > Spe Y § [mgag] Qmg/ks) required
IFT + CSA SC 4805 | S micresoreanisms 935 & | 0856 No
Isoxaflutole @Q @ml micro-organisms ) AN I.Q\\V §| 01333 No
RPA 202248 g Soikgiicro-organismy | 9 067 O |  @0.1333 No
RPA 2033289 Soil microzorgagsms [©° 01 @ @ 0.0617 No
(SN >
& &9 Y o 0.0
N SRS o Y
According to reg@ory re%uir nts the riskg@’ acc&abl if the effect on nitrogen transformation at
the maximum Pg@soil 25%wafter ] {00 dags. In nQ>case, deviations from the control exceeded
25% after 2@)@, ' cat@low’ggf( to\Ql mq%r@ oréanlsms
» \ &’
Report; &’ ZQOM 280499-01
Title: Q\Isox utdle &cyprog; aml@§C 240+240: Determination of effects on nitrogen
v R | tra matf®h in s &

Report No: LRIF-N-75/06 S)
Document No: @° | M-280499-014Y &
Guidelines: \OE OCE@“No 1? adopted: 21st January 2000, OECD Guideline for the
@ Q T Che {‘, s, Soil Microorganisms: Nitrogen Transformation Test;
P S

@% A@ PTS Guideline No. 850.SUPP

<
Deviatighs: & none
GLR/GEP:; O~ Q) yes =,
(63

& & <

Objec@%e:

The aim of the study was to determine the influence of Isoxaflutole & Cyprosulfamide SC 240+240/kg

i

dry weight soil on nitrogen transformation in an agricultural soil.
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Materials and Methods:

Test item: Isoxaflutole & Cyprosulfamide SC 240+240 (analytical findings: Isoxaflutole, 24@& ©©
Cyprosulfamide, 245 g/L; Specification No.: 102000014305, batch No.: 2006%01042 Mast@’emp@’
ID: 0034474-001, TOX-No.: 07429-00). IS % QQ

A silty sand soil was exposed for 28 d to 0.56 pL and 2.80 uL Isoxaﬂuto@’ & Cypro@fam SC
240+240/kg dry weight soil. Application rates were equivalent to 0.4% Ldand 2.1 L, @oxaﬂ@tole «@@

Cyprosulfamide SC 240+240/ha. Lucerne-grass-green (@ was adde@to the soil (@g/k%{y We@t @

soil) to stimulate nitrogen transformation. @} &© é\a Q § @q}©
R o0 & ©
Dates of experimental work:  August 15 t@%ptember 2, 2006@@9 R \& © @@}
v
« o é@f N %@’ @@ NN
Results: Q ¥ N N L @
& O b &S %
Validity criteria: W\% \ \@ @Q % § Q @7 )
PSR NPV SRN PN 4

Validity Criteria Q (iix
& @ [~ o8uidel

coefficient of variation (CV) betweerﬁltrat@\l G (@@CQ) ‘ &U ©©> @@)Q

A
concentration in replicate contra ple& v

@
9\, \ & & . D ) @
All validity criteria for the@tudy @re r@ § &

N %
O )
Effects of IFT + CSA @ 480 $ non@get ' soil mlrgglﬁsms é C& N
<

Test item @ & % S Is&@ﬂutg@& C}'prosulfgmlde SC 240+240
Nj © N
. @) N\ AN N &\ v i\Micresorganisms
Test object @© @6 Q) & K@j @39 N(i@gen- st@lation (silty sand soil)
o
Exposure, 9 %@ @% > kY @ @8 days
uL testdgég/kg dry wel@\\fpsoﬂ ©) < a8 @ 056, ., O 2.80
Final results: @ & NN '
Difference in rates%}nitro n fo Qon % @ Q@ns) @ -12 )
(%) between contr: and@%‘[m groy Y N

N
n.s.) No statl@ly s@ﬁica&&fﬂi@gce to&h@com&g(t t&tﬁ%— 0.05)
& K

During %8 day test@he siggle ap@%%’atl ratg &ﬁlsoxaﬂutole & Cyprosulfamide SC 204+240 and

the 5-fold dose of t@:om ound had a tef porzi@mﬂuence on nitrogen transformation in a silty sand

soikg%pplemented%\v’ith !,gernegg@éss-@en 1 (0-7 and 7-14 day intervals). At the end of the study

(14-28 day intggval) differences in@he njfrate rates between control soil samples and treated soil
o Sbeer val

samples are§5 /&%ﬁl thesty get va

lues of the above mentioned guideline for a termination of

the study. L) ® 2o Q
SN
& F S

&
Congﬁ;sio § @ s§
If @d as @omm@de@m(aﬂutole & Cyprosulfamide SC 240+240 should not have an impact on
nitrog@'ansformation in soils.
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CP 10.6 Effects on terrestrial non-target higher plants

& o
The risk assessment is based on the “Guidance Document on Terregtrial Ecotox1 ogy” ¥’
(SANCO/10329/2002 rev2 final, 2002). It is restricted to off-field situations,Gas non-target p ant@

non-crop plants located outside the treated area. Spray drift from treated areas may lead @rem s of

a product in adjacent off-crop areas. R <)
p d] p < @{N %\ \o\ § o
RISK ASSESSMENT FOR TERRESTRIAL NON§TYRGET H@-{ER PLA%@% Q§ é\a é
@ S Q Q A
o @ @
Table 10.6-1:  Endpoints used in risk assessmento@@ Q @@9 @ & % @}
[
@c)e t @ o\ 2,
Test organism | Study type L0w§$ ERs Exy itiv%% @’r%neteé Re&rences
(mL "d/@ ot ecief) ~ | O /@% &
@
Terrestrial non- | vegetative vigour; > @ §ﬁ . ) et al., ;
target plants; Tier 2 dose responsec@ gi“éﬁ w\g@ s&@%rbeet@ d eigh M- 16-Qdy
11 species 21 days S SARSEN R Y KE® 102001
[4
Terrestrial non- | seedling emerge®g; N) D @) al ,2007;
target plants; Tier 2 dose re@ge 9 ©§ su@beet&Ddry@igkg -283723-01-1
11 species 21 days " . | o @Q . KEB:10.6.2/02
© S S @ © h S ﬂ "\@ 9
. © § rS v &
@
The lowest ERso of > 6.6 pr Q%/ha r©‘» ed @ thngegetaff‘w V@r study. Moreover,

test. With seedling¢mergence, @rc%@on by off- s@ (gﬁatlo& will fyrther reduce exposure. For
these reasons, @ assegs,me is clear d iven by ve Ny §@gour and subsequent TER

calculations a@ conf@ed to @e lowekt enkig@mt @Qﬁthe é@etat vig gy test.
) S v

NS g
Table %@2 TER ulations for@y tar%et ter@na@nts @ed on the lowest ERso of > 0.0066 L
)

endpoints in the g@atwe @’go@udy@vere @e L]%\lowel@han @ose Q\the seedling emergence

/h t. O o
pro% a(ge e %Ve vig l N g %\
Distance from rlft § P%?’obtai@d w@ TERs
the field edge al @, c ntiogal spraying
ml sb@yén O cgilpment” | o, | V% | 7% | o0%
© S clUhap : : :
% A{)ph&p@on ;@%ﬁ) QI%L pl;g@ﬁct/ha, single application

& 2 27 & 00l15 0.6 1.1 2.3 5.7
5 L 057 gy 00024 2.8 5.6 11.1 27.8
S 10 P29 R @0 0012 5.5 10.9 21.8 54.6

@ & @
It is concluded.that L%e the@%duct%ﬂl not cause unacceptable effects on terrestrial non-target
plants growing near treated fields if of the following mitigation measures is applied: 1) 90 % drift
reducing@ozzleg;" no ir@:rop@ffer required; 2) 50% drift reducing nozzles + 5 m in-crop buffer; 3)
conven@onal@zzl@; 10@§m-crop buffer.
& @ Iy °
Q& X
Cp 1@ Summary of screening data

No new studies were deemed necessary.




B . Page 55 of 58
sayer) Bayer CropScience 2014-01-15
R

Document MCP: Section 10 Ecotoxicological studies
IFT + CSA SC 480

CP 10.6.2 Testing on non-target plants

& &
Report: A i :2007;M-2838486:01 P
Title: Isoxaflutole + cyprosulfamide SC 240 + 240 g/L - effects on Q@ en species &@aon- @
target terrestrial plants: vegetative vigour test (Tier 2) Q <
Report No: VV 06/034 < >
Document No: M-283816-01-1 i %, ) ~ 9
Guidelines: OECD 227 (2005) VU o S S @
FIFRA Guideline 123-1 Q I -
Deviations: none o > A QR o
GLP/GEP: yes Q et S & © &@
4 C4 \©) Q
ok N L@ XN 9O o6 @
L @S D LS S
Objecti S SIS S0
ective:
J %, S T & = o

O o
The aim of the study was to determine tliﬁe%ffegi@f Is&x@ﬂutolé%L Cyprosulfamide §¢ 24@ 24@&
on the vegetative vigour of eleven plart, spectes rep@senti& bd ra @of @th dit%)tyle ous
and monocotyledonous plant familiesQver a@} da&eric@ %o é\ﬁ @ & S)
o s SN &S & o
s T > O g
Materials and methods: R & S S O © ©
. @R @’ N $
Test item: Isoxaflutole & Csul@rmde S 24@1240@%13@%1 findings: oxa&ﬁtole, 246 g/L,
Cyprosulfamide, 245 g/L; Syb\écif%ﬁtion §@ 1 000 %305, ﬁatoh@@.: 200\%-00%)42, Master recipe
ID: 0034474-001, TOX»@: 07429-00%) N %@ Q\y\’
Plants at the 2-4 leaf stage o@ven@pecie@of n(@@arge@erreggial lants (4 @wnocots and 7 dicots)

A
were sprayed with xaflufdle @Cyp@sulfa@e %240 +240Q/L. "&h\e seven dicotyledonous

species are: sugarbeet @?&ta vulgaris, ilst rapé@Braa nus), umber (Cucumis sativus),

buckwheat (Fé@pyr@ escu%nluﬂg, soy@an g\\ﬁ&l}ci e%ax)§sunﬂ@&yer (Helianthus annuus) and
tomato (Lyco@rsic@ es @ntum)%lus four p@oco@don@ spe@ies: oat (Avena sativa), ryegrass

(Lolium pefenne), corn &Zea mgf@ @ion@llium@p\a@ é&%
Solutig@f Isoxaﬂu@j@ + @ros mide SC 2@ + 24( g/QL &nd serial dilutions were sprayed on
the plants surface w apiﬁbcati%ratgs @%giqf%\fromgéZO mlyproduct/ha down to 0.2 mL product/ha
at a volume rate g100 k/ha. @\9\ %@’
Four or five p@nts w@gro VP ino 1@;@& d@mete@ts a@ there were 8 or 10 pots (replicates for each
species) givif a tétal of 0 pQﬁts p trea@ent lgyel. The test duration was 21 days following
treatment % the test item. Sprrea@%nts Were ed once to each species at test initiation with a
laboratdty track spr@ set afthe {ominak ray@lume of 100 litres/ha. Control plants were sprayed
withdeionised water. A @
For\corn, ryegrass, tom&to an@at the empl6yed rates were: 420, 210, 105, 52.5, 26.3 and 13.1 mL
, 10552.5926.3, 13.1 and 6.6 mL product/ha; for onion, oilseed rape
and buckwl@[: 1 2. .3, 1%3}\.91, @and 3.3 mL product/ha. For sunflower: 105, 52.5,26.3, 13.1,
6.6, 3.3,@64, %Zj@ an .41(&)& product/ha. For soybean: 52.5, 26.3, 13.1, 6.6, 3.3, 1.64, 0.82 and
0.41 $§>ro/ha§or sg@r beet: 26.3, 13.1, 6.6, 3.3, 1.64, 0.82, 0.41 and 0.2 mL product/ha.

@ X
P(ﬁé@wer@@naimain@éd uﬁ}r glasshouse conditions with a temperature control set at 23 + 8°C during
day arldJI8 + 8°C at night with a 16 h photoperiod.

product/ha; fc{@ucu ker:
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Visual observations for survival, phytotoxicity were made on test days 7, 14 and 21. Final assessments

were made growth stage, shoot length and shoot biomass (dry weight) 21 days after application a@gst o

the untreated controls. Q\ §
@

O
& NI
Dates of experimental work:  September 13, 2006 to January 29, 2007 Q> @

© o

<

%y R

Results: © o g}ﬂ\ Q\\ @Q

Analysis of the highest application rate revealed it to Ke 93.9 - 94.9‘@@f nominalv\g@ > é\” &

This vegetative vigour study was valid with NOER @btained for speciges an&@ith all%dp@@ts aé

the fulfilled criteria for individual percent of em@nce and 9Q% sugv@ of e@ergi&eed@gs dl@%g

the study period of the controls for all species o @6@3 %\ %@’ @6 \% N

Typical symptoms with Isoxaflutole & Cypr(@llfa%@e 8@40 +@0 g@bse@d i%his study were,

necrosis, bleaching and leaf deformation, P%Weye@in ]Q@ﬁensi@e s&cies tl@z@/ did 159t oc@j at a@r
R X

. Xy A >
were only apparent on the higher treatmént levals tested.
y app g QI}}II(E&\ %@d R O @§ >SS
QY & & N oy
Effects of Isoxaflutole & Cyprosulffa@ide S@180 oﬁwegetfﬁive v@ur o@ pla@pec' w\?@
© S

X
@

9 9 pibprodugt/ha> O
Plant species S@@ivalo i (3 Shogi@engh@ ~ @ﬁot dry weight
NOERy,"| . ECx 8 | _NOER < ECsy ©| _NOER ™ ECso
Buckwheat 105, [ &> >105y | @ 1050 >108Y [« 7 1059 >105
Cucumber 240”7 > & 240 o >0 16y >210
Oilseed rape 105 &) e105 O] 863, O w105 [ 43.0
Soybean Q363 W | 55263, Q26.3 2263~ | V1.6 >26.3
Sugar beet  |&Y 2643 &) 26 Y263 |@ >263 0.8 >6.6
Sunflower < 185 & >T65 68 <P dP5s o 66 65.3
Tomato_ 7] O#20 43420 g» 420 @20 Y 105 >420
Com © [ 54200 [ a6 | 74207 | &> 420 >420
Oate, Y420 B S >430 105 >420
Otton 05 7 ;5{%%0 405 7 =105 13.1 >105
RAfegrass @420 © 342000 | ©420 %], G420 420 >420
Q& & LO K D
Conclusion: &> Q @ PRSI N
onclusion: & Q > R

N IS
The most segsitive %@o wtai@@& fo& maig)f sug@j beet with a value of >6.6 mL product/ha.

The lowes%NOER was 0@mL§ducﬁ@, fo%@ga
% .

t biomass.

& g ¢ &
S 8 S & N
* v S L@ N
N (g @\ ) Q
" P 2
Report: R4 ) i§ ‘ :2007;M-283723-01
Title: @ < aflutole %«\acypr@llfamide SC 240 + 240 g/L - effects on eleven species of non-target
@ Ao te triakplants: ¥€edling emergence and seedling growth test (tier 2)

Report N&@® @ | SB06/Q39

Documgent No; AM-28873-01-1

uidélines: ubdivision J, -
Guidglines: @, o> 'US EPA Subd J, §123-1
<) D 208 (revised draft March 2005)

Deviations® none

GLP/GEP: yes
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Objective:
The aim of the study was to determine the effect of Isoxaflutole + Cyprosulfamide SC 240 + 24&& ©©
on the seedling emergence and seedling growth of eleven plant species repre lQ@‘ung a broad @lge oftr

&)
ISR
§@@

both dicotyledonuous and monocotyledonous plant families over a 21 day per

Materials and methods: % @
Test item: Isoxaflutole & Cyprosulfamide SC 240+24§?analytlcal @dmgs Isox@ﬂmto%% ﬁ @
Cyprosulfamide, 245 g/L; Specification No.: 102000&1 305 batch@@) 2006- 00@42 k@ster@clpe(@
ID: 0034474-001, TOX-No.: 07429-00). @ & @ @ @q}

In total, seeds of eleven species were tested, inchfdig seven %:otylaé@ous @e01e®4ga eet (@ta
vulgaris), oilseed rape (Brassica napus), cucumber, (Cué@ms \:@btzvusﬁ@’buc@hea,t %éFag
esculentum), soybean (Glycine max), sunflower @leliajithus UUs f@ nd at(& (Lyco ersicum
esculentum) plus four monocotyledonous :si}%emes((%ét A¥%ena si@va ryegra@ (Lolifsm pe@he) @m
(Zea mays) and barley (Hordeum vulga«i%' Al@ant%vere i n a@%‘row {Pin pdss in y\gﬁe glas@use

Solutions of Isoxaflutole + Cyprosullde§z§% 248+ 24 ser1é¥d11 spra@d onto
the soil surface with application rates ranggg frem 426unL % @ dowarto gé@‘oduct/ha
using a laboratory track sprayer a VO@TIG ra@ of @L/h§ her@@erebﬁ treafment fevels for each
species. Q@ @ & Q @ N

For corn and oat the empldyed rates We@Q 42@% 210,5105, 52.5, 26§@and©b3 1 ©product/ha; for
barley, soybean, sunﬂowe@cmd to@lato SZQ 26.3,13.1 and 6. 6@ praduct/ha; for ryegrass,
oilseed rape, cucumb buc 5, 5 /obs §13 1$5.6 a;&d 3. 3 pro@ct/ha and sugar beet:
105, 52.5,26.3, 13. @6 and03. 3@4 an@O 8 1§pro t/ha @

Pots were maintaited u@er gl&@ou on%lons With a U)u per@re co@rol set at 23 + 8°C during

day and 18 + Sat n@a‘t Wlth% 16Qphot%erlod& @ § r\g

Five seeds &ere sov@rjl 1&(§;h g&f@“ete@m a@ thegg Were% pots (replicates for each species)
giving @al of 40 se per@atm level The@t dusation @s 21 days following treatment of the
test item. Spray treg ent&\vere phed@%ce &)\each&speme%ﬁt test initiation with a laboratory track
sprayer set at th%@%m1%1 sprg@volu&% of Yi?@ litre$ha. Cgntrol plants were sprayed with deionised
water. ©\ § @j@

All pots We@andoﬁsﬂse%@ e ches w ithin th%glass@use after treatment.

Visual 0bs§;vat10ns for 0@01‘[ fﬁ\w re ade %@test days 7, 14 and 21. Final assessments were
made f@eedhng em gené@ gro ‘@11 t survival, shoot length and shoot biomass (dry

Welgigg) 21 days af@@app@tlon @ams@@ne @ated controls.

Dates of ex §g{me%tal gﬁc @epteﬁ%er 18, 2006 to January 26, 2007
@

Results:gy 59 @ @ ©
Analy@f t@)ig é% ap F@ation rate revealed it to be 93.2 - 101.1% of nominal.
@tudy be @nsi%@d valid as the validity criteria of individual percent of emergence and 90%
%w emerged seedlings during the study period of the controls was achieved for all species.
Onion® ’ led the validity criteria, but this species was replaced by barley to ensure the required number
of test species in this study.
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Typical symptoms with Isoxaflutole + Cyprosulfamide SC 240 + 240 g/L observed in this study were
bleaching, chlorosis, necrosis, leaf deformation and stunting. Some or all of these symptoms@%re ©©
exhibited in six of the tested species, however in less sensitive species they were only apparepton théy?
higher treatment levels tested. Buckwheat, soybean, barley, corn and ryegr howed no @%npm@

of phytotocixity. N
4 S
. . i NN
Effects of Isoxaflutole & Cyprosulfamide SC 480 on seedh@@mergence @1 plant spe(&f%s = @ @
mL product / ha X o S D é
Plant species Survival @%hoot lenght & S;iﬁ’?ot dl‘%veigl@
NOER ECso NOER EC¢so ¢ { NOER & ECs) o
Buckwheat 105 >105 Q3105 >105@° | N5, O &105@
Cucumber 26.3 >105 33, [<O>19  [W© 108 >195Y
Oilseed rape 105 >105 @ 528 =l =405 @Y 553 ~105
Soybean 210 >210 Bl o2 210 © 105 & @210 <
Sugar beet 6.6 2160 | 138 394\ [ AVI13.1 £19.79
Sunflower 210 >200 263 ~ >0 5287 >2§
Tomato 26.3 20« 210 &N =00 cp 40 S >Mo
Barley 210 L2105 | 210 0D | 210 &7 6210
Corn 420 Q°>420 ~ [ 428 O >4207 | O 420 | v >420
Oat 420 4 348 47 185 4D >R0 4D >420
&N EERN) Yo
. AN @
W OO o SN L9 .
Conclusion: @ @ 3 & N § @
< %

N
The most sensitive E%g wa ¢$ ine@for b1@nas§§)sug r@eet@qth a%alue .7 mL product/ha.
The lowest NOER 3 ctfor shwot l@‘th t(@:ucum@r S
% "
CP 10.6.3 ©©Exf?§1de&\l©ab for 2{?\3 G @?tarﬁ plafits
% A

@ g

No stu are necessa N

fpreep § o 553

N
CP 10.6.4 Sl-f&l% a@el{iﬁests oy non@arg& plants
No studies are@ecess@ @@ @ ©\ § @§
Q ¢ 9 > >
CP 10.7°) Effectg@on 0 te@@st éfporgg%sms (flora and fauna)
No stud@are nece@y % \ @ \@
N ~ & R §
CP10.8 @Ionitorin ata
No studies necQ%ry @@
S &
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