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CP 10 ECOTOXICOLOGICAL STUDIES ON THE PLANT PROTECTION
PRODUCT

Introduction S @\

Ecotoxicological studies described in this document address data requ1rementec1ﬁed in ,© ©)
Commission Regulation No. 284/2013 of 1 March 2013 (‘Data requirements @r plant profectione <
products’). Experimental details of ecotoxicological studies done with the qﬁ%rmulated pr@ct § &
ATTRIBUT SG70 that also satisfy data requirements spe@ed in Commission Regulation No,, §

283/2013 (‘Data requirements for active substances’) wége included in®ocument M&GA; @? the @
@ @ @ X &
conclusions will be reported here in summary form. & . Q e
N ST )

Iy equi;:éiel to AKH @6 V@ 70, the @&
inclusio the&Eear 2000. Foy
@’ tlonﬁovugﬁ sepatately & ocifment J°of the
the dossier for the new representative formulation -0 110244°01), dis p sed fuse éf@XlClt ata g)z
MKH 6561 WG 70 to support ATTRIBUF$G70/> @ R

Q

@ ~ 5 S Q %\
LN SN
Intended application pattern @Q %Ox& \@ § \@’% @@Q §‘9 @ ©
The formulation is intended for u§as herbigide forgereal§The (@tlcal6 pa‘r@% fm\itq\\ﬁls
formulation is summarised in ti@ tablebelow @ (@@ @ Q& @© N
RS S@ o S
Table 10 -1 Intended appli t& S f %‘RIB SG7(% @ "\@ ©
able 10 - nten eo@plg pa@no@ 5 [\% "N SIS
&Maxifdum Ml@um ..
A 1cati§ N in(@ridua @6 \Num@r of 5 N Fllcatlon Ap].)llc.atlon
Crop etle §appl®atlon ap atlons mterval timing
¢ &) gf' @ BBCH
Q S (kg a.svha) - N o (days)
Winter & O @ra o o 0GR ;Q S § ] - BBCH 11- 33
spring cereals Pray, a 0. 07&\ § @} y\?@ - BBCH 11- 33
?&9 X ) 9 (e
L ST SHEN
Deﬁmﬁﬁ of the resi@ue fo@lsk aﬁswt Q = .©

(environmental fatrices)) The@ropo re§1ﬂue de@ntlo levant for risk assessment for each

o N
Justification for t@ﬂd &dgon f@g;©r1sk @es&ég\n i %Vided in M-CA Sec.7, Point CA 7.4.1
compartment@ are hst@ th@ ble Below.O"

\\"
N ©©\%§@§@@©
& o & Y
N N\
S NI
S %@@@\@Q&@@
G @ © «Q
@@\%é@%@
%o Q
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Table 10 -2 Definition of the residue for risk assessment
Compartment Residue definition (Name; alternative code) .
Propoxycarbazone-sodium (MKH 6561) o\@ 4 @
MO5 (MKH 6561-sulfonamide methyl ester; STJ 4934) 6 @® Y
MO7 (MKH 6561-saccharin; MKH 7284) @J@ S ©®
Soil MO8 (MKH 6561-4-hydroxy-saccharin, KTS 9357 < @©\ 2
. ]
M09 (MKH 6561- propoxytrlaz@lonamme K§\9304) %\ \\ @@
MI10 (MKH6561-N-methyl pr%xytrlazohn . MKH 701 éﬁ § 5 &
Mi1 (MKH6561-methoxyéﬁaccharm) &© NS § % D
i / R < o |9
Propoxycarbazone-sodium ( (:}:\ 6561) Q @& &
MO5  (MKH 6561-sulfdsamide meth@stero@ﬁ 4934) 6\ «:5@ @@
MO7  (MKH 6561 &@char@@%\/{K@%M)& @;\%} S
Groundwater MOS  (MKH 6364 -hydioy-sagpharingKTS 9397 ) o o @ S
M09 (MKH é% 1 -p&%xyt&%ohno@mlde% TS 9304) = §

M10 Ké@%l@@me @rop%ytnag&@loneé}?KH @ 7) é\ﬁ Q)

Mil (RH6SGBmet %sao@barm}\ SIS
Propoxyca%zon@sodlu@(M 561)Y @ o O N
@(MX@6561 carboxlic ac %K@l @© N
< 9
§KH 650 sulguamld@methyl%ste &?493@@
KH%561- onar&deA §83§ N
Surface water / 9
i <§MO7 @Q (MKH 656@acch@m M\K@ g
M08 %hm 1 4-l§ox@ccha@n KTs©357) &
%561%@0)&@’&01 am@ KT@M)
@@gﬁ Q%’IIO (1\8§H656<@\1 &fﬁ/l pr&oxytr@hnon%ﬂMKH 7017)
D MEL (MKHgS lm&t%xy séotharin)

. N Q) @
& gy s e
CP 10.1 ts og\blr(%and @er&érres%ml v&*ﬁebrates
The risk assessn@ for irds man@la carrla outgccording to the EFSA Guidance
Document on Ris sSmedy for - - als @9)1 which follows a tiered approach to
assess the efigg s of pfa a@ectlm prodg ] %Hi& mammals. It consists of an initial screening
ier

assessmen followed by ﬁnt ( ssary), for both acute and long term
(reprod@e) assessmepts. The'screéting starfs:by using generic ‘indicator species’ and is based
on a multiplication ghypothe ca@orst case @ptlons The risk to birds and mammals was
assessed using Toxigity / @»osuf@\f’Rat @ E@l e. by comparing the relevant Daily Dietary Dose
(D]ﬁf)) with the appropr@e en@}omt

@°
TER 4= ac;{@& /%D N Q
TERL= -terrhand regproduetion NQEL / DDD
LT @a §; LT

Q
%@@%@
S PSS
QQ@@ &
(’@

! European Food Safety Authority; Guidance Document on Risk Assessment for Birds and Mammals on request
from EFSA. EFSA Journal 2009; 7(12):1438. [139 pp.]
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CP10.1.1 Effects on birds

S
ummary @ @@

The acute and long-term risk of ATTRIBUT SG70 to birds was assessed from toxicity—exposu@“atlos@ﬂ
between toxicity endpoints, estimated from studies with propoxycarbazone-so and maxif@u
residues potentially occurring on food items following the use according to thigproposed us&pat;m@
The TER values, calculated for recommended scenarios, all exceed the trigger value of 1@Jor a
risk and of 5 for long-term risk at the screening step, indi(@ting acceptabtei%sk to birdﬁm& th%\g
use of ATTRIBUT SG70. o R o @
Due to the log Pow < 3 of propoxycarbazone-sodium, blxcumulatl f the substdaice 1@@ 1 &
earthworms or fish is not likely. The risk to birds fro@%xposure via drinking wa@ghas Been as@ssed@q}
and considered acceptable. o @ Q ©

QL N

Toxicity s & & & \

@f

S &
2 &
The avian toxicity studies with the active sub@anc&propcar ﬁum r@l’ev @mk
-CALSecti

assessment are summarised in the table %ﬁw Fo det %;) Do ent
Point CA 8.1 of this submission (publlséc d0§&16r n@aber @ 10245 2)\

barani § ct@
o\ odgtob en nts @evant for

>
Table 10.1-1 Acute and long-term@xm%ﬂf pr&%xyc@z

the risk assessmer@ . S\ N m
Z 4 \S))
Test . . Ko w S @ O EU agreed
substance Species Tesngn o En@omt& ) @@ (@Referer@ endpoint
o O | §@ o Wag@
Bobwhite [~ > %0874
quail s @@ﬁe %% LD 20%@1%1@% bé( -007896-01-1 Yes
Propoxy- @}@ Q@ @ § & & ®RCA 8%1.1 /01
A SR Y
sodium . . AN & %, (2013)
@m@ re ducgé\ NOEL $mg a@kg b@§ EBMIL003 New study
5 Quaily” | =e> wegks N 3\5@[-449836-01-1
o {éw g & o 5] KCABI13 /03

Studws@haded in grey H&ke b&@evwwed asQatt of, e first EY revxv of propoxycarbazone-sodium (in
Baseline Dossier e adive s@tanﬁe@ 01 ‘_%ES O&; OthefStudies are part of the Supplemental Dossier

(P-010245-02). ¢ @ @ o

S L SRS
Endpoints u@ for@@sk aé@ss{&nt Q\© @i@\© @@:
Short- temﬁndnomts § ’%’ %) %@

Accordx@y to the rlskﬁssessm@n s\cheme FSANGD birds and mammals (2009) a short-term risk
assessment is not r@ﬁlre Qﬁowe@r, &) dgat from short-term dietary studies, e.g. 5-day dietary
stu(E in birds (OECD 205; for @taﬂs Case fefer to Point CA 8.1 in document M-CA, Section &)
should be used @ ‘an &cute 1] ass ent@hen indicating a higher toxicity via the dietary exposure
route (lower,
For propoxy arb@e) %%@mm “here i$Ho indication that 5- day exposure via dietary route might
provokghe@@xw%ty an©®e application via gavage in acute study.
@’ @ N o
S
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Reproductive endpoints
The acute oral LDso value used in the acute avian assessment divided by 10 to obtain LDs¢/10 will be
compared with the lowest NO(A)EL from the reproduction studies. @o &
For propoxycarbazone-sodium the acute oral LDs value is > 2000 mg/kg bw generating an L S

v

value of >200 mg/kg bw. The worst-case NOEL is 45 mg/kg bw/day and ther@e the NOE 11 l@)
used in the risk assessment.

3 s @}\\ %
Metabolites of propoxycarbazone-sodium Y N é\a

. . . . T & NI
From toxicological studies performed in mammals there ¥ no indicat oJ7 that the megabolitg®are nge &
toxic than the active substance propoxycarbazone-sodium. For this réison and alse.considgfing rnad%@

welfare, no toxicity studies in birds with the metab o)_@' were de d necessary. (@) @
) & &
& N VO o @
Risk assessment for birds . S g 6\ LN
LA A N S
T & e T v
. o &
Screening step AR Q o Q @7 @
LR \\ &% O w

propoxycarbazone-sodium accordin,

N > <,
. . . . o _@. 2o
The crop groupings, indicator spec1e§§§h critical uatte@ relev@nt to@p&ﬁi; IS Q.
and Mammals are shown in the ta@e beloW S v

9
Table 10.1-2 Screening ste@op a{%ﬂplngs,@mdl@r s& es crltlc§ use@gttel‘mrelevant to the
use of propoxy; rbazone-sﬁ%m < & S o O
}Jf@patte@ @? §@ - Q @iort%@alue (SY)

Cro .
o P Appl. Rate | No. A@j)licat@l In ator@%me@ For loﬁo\ﬁ’-ter@A For acute RA
group Q -
[kg a.s./ha}| appl ‘?\9 timpg | O S Qb aé?d on gﬁDm based on RUDy

Cereals

002 &1, QBBc:é% 33 |Smattomnivous| < 158.8
;@70 ab 1S [BBCH IS O by 4O '

S
The resyfting DDDs a E ra and long t@n exure%e{@?presented in the tables below.
/\@ ¢!

Table 10.1-3 Sex ing@%p: e DDD and@R cﬁkculatle-ﬁﬁor birds

N
ol & & F
Q. @Dso N A§ N
Test dlc 1. ratey .
cubstarce @op s %@e@? %ng s Rg g st SV |MAFw| DDD | TERa | Trigger
S S L9 O
2] Q NS
Propo °s, Smal .042 6.67 | >300
carb%)ne- Cereal@§ mn'v%gous 3 >2€@ N 158.8 1 10
sodium iwd ° S 0.070 11.12 | >180
(Cn @
@
The TERA vahres re%bov e R@gulatl %U) No 546/2011 trigger of 10 for acute exposure.
Accordln sa@use p@ductﬂ@cereals can be concluded.

¢ &
@{& @@ @@@
@ & <

&
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Table 10.1-4

Screening step: long-term DDD and TER calculation for birds

Test

substance Crop

species

Indicator

NOEL

bw/d]

[mg a.s./kg

Appl. rate

(kg
a.s./ha]

SVm

MAFn| ftwa

TERLT

Propoxy-
carbazone-
sodium

Cereals

Small

bird

omnivorous

45

0.042

0.070

64.8

—_—

©)

Risk for birds through drinking water

v
Two scenarios are provided in the EFSA (&09) (@danc@Docu@ent %n§1sl@éssess@ent

X

The TERLr values are above the Regulation (EU) No §46/2011 trlg@f 5 for lo&g@e
Accordingly, a safe use of the product in cereals ca%@e concludec@ S

%@@

S

and Mammals, for assessing the risk fro@drm&&}g w&@

Leaf scenario

The leaf scenario is only relevant
application of a pesticide to a cro
applied in cereals, no pools in { ' f axd]; where an aé@te exXp

@

expected.

Puddle scenario

This scenario is rele\éﬁi for @?ds @g%lg
t f%ows t

a (heavy) rainfall

scenario in ¢
calculations

ctio
exp
to relevant@ndpoint (m mg/kg
500 L/@r 3000 in tl’@ as

.9
S

lth the sta

eé mor.

Sy

AN 9

d §@bse

$

Ward a

ER c#’ neg%ssarj@%ren
#d) dogs not@%eed @7

cas
rptzve subs@mce

Q°
E@atlo&of pa@{tlal, c@cermipr exﬁ;&sure o‘fgblrds drinking water
(@é

&\%

<

S
@r b1rds%055161°y d 1r§’mg
n a@ll 1 S,
Sur @sm ly

&

&

Q .
ter fi @@1 pu%fﬂes fofmied

apphiCation
In the EFSA Gu y@@lce lﬁcu ¢nt (2009 it 1S\s,tated£

ap

water
the

AN
é@’

L

N
& ®

(&
\& 5
@

@te
g

AN

Y

\
AN NS
2o

S

%@)
Ny

cide@ a crop or annual weeds.

to

/
‘s

i

S)

u@@?es inJgaf wtg%ls after
TT@BUT $670 is

migh ccu@re to be
%

he spit surface of a field when

chawgcteristics of the exposure

take%gz animals ..., no specific

ratz.of eff@tive appllcatlon rate (in g/ha)

0 L/kg).”

less sorptive substances (Koc <

Table 10.1-5
I&i O
b ( QA ffleﬁatlon o NO(@ S Ratio No concern
Test subst /k @ pp C /ég@effective application if ratio Conclusion
% @a . /h@ gbw/(@ rate) / NO(A)EL
4o S
Propoxy€arbazone @8.8 Q \70 J e 1.56 <50 | Noconcem
sodium m @ o
N S

residues from$he
represents

use%ff pr

woréﬁ ase

@
The evaluation gpnfirms that @e loggj
xycarbazone-

[} COVCI‘I

Effect?@? secar 01S(Q@g

Sub @ith
y ®ncg%r blr?lg% fe

potéonin,

is@%

log Po@ 3 is used to trigger an in-depth evaluation of the potential for bioaccumulation.

for birds from drinking water that may contain
odlurn is acceptable. The evaluation for long-term risk
e acute risk from drinking water.

ioatcumulation potential could theoretically bear a risk of secondary
ing on contaminated prey like fish or earthworms. For organic chemicals, a
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Table 10.1-6 Log Pow values

Substance log Pow Reference .
Propoxycarbazone-sodium -1.55 (pH 7) . @Qy @b
MO5 -0.34 (pH 7) S @@ ©
MO6 2.9 (pH 7) @@ & ©®
MO7 2.0 (pH 7) NECA, Scc. Poifii CA 3 6
MOS8 -1.9 (pH 7.5), Par{%ﬁo co- efﬁc1eiagn @ /w
R
M09 -0.07 (pHY) Q@ QNS 2 &
S v S &P
M10 0.39 %ﬁH 7) 'S é%a Q ©
S o @
Mi1 -2@;;H 7) o &«
\ @ T O

4

B g D .
As summarised in the table above, the log Powalues@gf propbxy ‘iibazongy odﬁandm&s metdbolites
are below that trigger. Thus, a risk assessmentfor g g¢ dnerig Farthwprm @’ng b and@ gene%c fish |
eating bird is not necessary since bloaccurﬁﬁs;)latlorf@»’f tl&@ﬁbs‘t@af@e is %ot likety. @7 @§
\ o &
CP10.1.11 Acuteoral toxicity & o~ @ & @ §
The risk assessment based on the a @fe S anc& veas @alu@vell § et res&é@tlve
triggers indicating acceptable acu@and rls b1r
Therefore, a further acute studyggn birds 1th fo ) 1at1
considering animal welfare ré&sons. " @ &
S Ay v @ S
CP 10.1.1.2 nghertf@rda on bjrds S % $ Q‘%
In view of the results presented-abovesno fuher ses at@necé%aryK . Q)
AN

as@@t tak@} 1nt(§@n51%eratlon also

2o A N
& FE TS O
CP 10.1.2 @?fec%&@n taﬁest@gﬁ" ve&%bra{es oth§tl§@%lrd§
Summary @’ y\ﬂ & ? é&%
The a@nd long- ter@rls § UT SG70%p maﬁ@mls s assessed from toxicity-exposure
S,

ratios between toxicj
maximum residue Ki
proposed use pa %,
The TER valugs, calc@ted reca 1@ n@d sce@los @ exceed the trigger value of 10 for acute
risk and of 5¢or lon@te a\fhe scgpmnf%@st,ep, 18103t1ng acceptable risk to mammals following
use of ATRRIBUT SG70

Due to t@i g Pow < 3@@1“ pr ycal@azo 0d1 ﬁf bioaccumulation of the substance in prey like
earthworins or fish ighot h%?ly The risk ‘éQ man@als from exposure via drinking water has been
ass&s%ed and considered pta\ Q @

Toxicity @% & @ &

&,

The mamm@ %mty d1es with ‘@ ctive substance propoxycarbazone-sodium relevant for the
rlse®1n the table below. For details please refer to Document M-CA,

risk assesgment #% su ..39.
@ I
Sectlorﬁ%of thisSub 15510@bhshed dossier number: P-010245-02).
&

@ K

estlmat@ffror%@udles%i/ril%&ropoxycarbazone -sodium and
entially oc@zlrrm§@1 fo‘%o 1ten$follo© g application according to the
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Table 10.1-7 Acute and long-term toxicity of propoxycarbazone-sodium to mammals; endpoints
relevant for ecotoxicological risk assessment

Test Test design Species Endpoint Reference EU agl§ﬂ 4 @
substance end&
* @”
(1998) S \QQ
acute, oral Rat LDsy > 5000 mg a.s./kg bw 2%180 § @ G
P © M-01552-01-1 N &
rOpOXy- & < N @
carbazone- @A 5.2.1/01 NS §
sodium N I (199 R o &
NOAEL 1%0 ppm Q @090 @ q @) &@
2-generation Rat COIT ding to 12 ﬁ_@ Q) ¢ Yes @
1231 mg/k%b,w/d % D N "N
)
A & KCAS.6.1 /&
Studies shaded in grey have been reviewed as part of t@?ﬁrst evi of prc@xycarbazonéndlu °
Baseline Dossier for the active substanc 102@

01)\ @ % O w §
Metabolites of propoxycarbazone-sgu 1ul%1i§ é\a N

From toxicological studies perfor@d in nfAmmals th e%é no 1ca \‘ tha@ mely olltﬁe@@%re more

toxic than the active substance propoxyéarbazdie-so F@Qdet ref Doctiment M-CA
Section 5, Point CA 5.8. Sin metabolites pro to Q essfoXic than the @rent&otentlal risk is
considered to be covered by‘that Qgthe pa@ pr(@oxycgbazong soda& o

2 N \
Risk assessment for othier ter%strlal %rte§tes@ ©@% C&% $ §
The risk assessment ced@o@% all Nhe sdmie pr@ciple@vs described in detail for
birds under Point 1&1 abov@ G@daocu@lent on sl@Assessment for Birds &
Mammals (2009& & \\ @

N &
Screening ste@ @ © K@ @ §

‘”\g
The crop gegupings, 1nd1cator %&@ws a:%l crith 1 use@tte rele t to the use of
propoxyedrbazone- sod@h ac@rdm@ the EFSA @1dam® » ent on Risk Assessment for Birds
and M als (2009%&6 s %1 in the ta‘t@%el&

@Q \O%@’ @ @
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Table 10.1-8 Screening step crop groupings, indicator species and critical use pattern relevant to the

use of propoxycarbazone-sodium

C Use pattern Shortcut value (SV) @o g@
ro . . .
groull)) Appl. Rate | No.of | Application |Indicator species| For long-term RA| For acut&RA - P
[kg a.s./ha] | appl timing based on R basedﬂo@ ]@)
0.042 1 |BBCH11-33 - © .
Cereals Small herbivorous 4%3 13. %‘@\ ¢
0.070 1 BBCH 11- 33 mammal RS
O N %, N
@ NN @ @
X oy RS

arg@rQesented mé% tables bel§ C&

The resulting DDDs and TERs for acute and long te@sexposure
Q ) @

S
Table 10.1-9 Screening step: acute DDD and ’@calculatlon\\@r ma@)@ljnals Q Q % @&
LDso Q @@Q § - && @*’@ @Q ~
. 50 Q 0
Test Crop Indlcz}tor [mg a.s./kg Appl-rateq, SV@@ MAE«) Dl?% &ER C%l"ri ger
substance species bw jk@‘a s/h@ Y Q @
% \ 326 § ° © f(\y\\g §
Propoxy- Small Q (ii% @42 2o & 4@ @@005 ©
carbazone- | Cereals | herbivorous &@ 5008y 13\8 § N & 10
sodium mammal Q % e, . 07& ﬁ\@ o ®@11 6@} > 43%1‘9
2o (458 & @” Q © @@
The TERA4 values are above @ ReguﬁtlonQEU) No 546/2%1 1 {@ge obl10 f% acute @posure
Accordingly, a safe use of(%le pr(@ct 1@real@§m be@)nclude @ @ %@
%} 9 N
Table 10.1-10 Screeigng stfe@ ng-@rm DHD an‘ﬁﬂR c@cula@n fog\mamm@
@ K{ @ S (@)
N @DA@E Appl. rat@ = @
Test | Crop) Indi@iitor ‘32 kgl Sk | SVl |M @.| fika | DDD | TERr | Trigger
substance @ecws ﬁ 0,
©© S o /d] . Pra.s. l:h\\ﬁ >
S 5 CF((\ ®) ©
Propoxy:. 2 Sl 2 S @042 o @ 1.08 | 1145
carbaz§ Cereals | her& VOI'O<§ k@ & QQ & 0.53 5
sodiu . Fam ° 00\@ N 1.79 687
)
The TERyt valué9are

gﬁeg@tlon EU) 1@ 54 6@1 trigger of 5 for long-term exposure.
N
roﬂ\L@t in 0®ea1§ &n be ¢Bncluded.
N

Accordlngly, @safe &@ ft
9

Risk fo@mmals th%ugh é@nklr@éﬁra%@ %@
N
Assessing the risk @wl marm&als f drifiking water follows the same principles as described
abo@c\ln detail undey P01 P J\ @
@

Table 10.1-11 &@EvalQ%tlon @oten@% con@rn for exposure of mammals drinking water

S
Effect .
@0\9 K®© Application NO(A)ED Ratio No concern
Test s@%anc@ [L/kg] QO rate [mg a.s./ | (effective application if ratio Conclusion
@ % gw\f gasha] | KEDWAl | rate)/NOGAEL
P‘@O’S‘ﬁme' 28.8 70 1231 <0.06 <50 | No concern

The evaluation confirms that the long-term risk for mammals (covering acute risk) from drinking
water that may contain residues from the use of propoxycarbazone-sodium is acceptable.
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Effects of secondary poisoning

As outlined under Point CP 10.1.1 above, propoxycarbazone-sodium and its metabolites have log@w ©©
values < 3 and a risk assessment is not required. Q\ @

O
§ S
CP 10.1.2.1 Acute oral toxicity to mammals § \ &
The acute oral toxicity of the formulated product ATTRIBYT SG70 (pe %Mmed with NH(H 6&% 70&
WG) was determined in a study on rats. The result is shdgtty surnmar 1n the table@elo@or méte &@
details please refer to Document M-CP Section 7. y\g
5 & $ @

Table 10.1-12 Mammalian toxicity data of the fo %lated produc@ATl@fBU@Gﬂ)&% @&
4
Test Ecotoxicological D BU agreed
substance Test species | Test design vend l@é% ¢ %Q fg\a Reﬁ%ence @ \en d@g(%n ¢
) >3
S \@ 998) © @’ o
RSN @ ) 7R $
MKH 6561 . % s
Rat acute, oral@ I@ > %gﬂ mg&% 7-0 SERC
70 WG V\gl
@ %& RS Q@ also é@ KCIgJ &
N
Iy S L -
Studies shaded in grey have been T@IGW%%) paﬁ@ the t@t EU prop@ycar @)ne odlum (in
SANCO dossier of former repre@@tatlvﬁﬁorm@lon of @r’mex&mclu@ AT%RIBUT ossier P-
010244-01). RN E
Q @© @ @
The acute oral study on rats Wa%con%lcted O@D 423 and demongstrated that dosing
fasted rats with MK 61

Gv@ﬁ a dose of 2 %&g bw@d ndt@hcn any observable toxicity
1@

(no mortality, no effécts on body 80 clintal s no‘atholo cal fi %dmgs) Thus, the toxic

class assigned wagy*LDs 256Q, g/kgobw”\
These experlcrgé%l d do no%sugggst any increase rlsk% th rmtﬂ@?d product for wild
e

mammals an 1 sses@lent dah bebased @the forthe actgye substance propoxycarbazone-

sodium. @ % SN @\ @@r @@ \é&w
CP 10@% 2 Higheér tle@ata 0 m@nmal@ e ©
In view of the res@reséﬂted above K@ulﬂkgwstudéﬁ are n%essary

CP 10.1.3 @Effeégon@@her @rres@lal v@ebr& wildlife (reptiles and amphibians)
As the risk a%?essme@ts onsﬁs@te 10\@%){10 or @ds and mammals, no effects on other terrestrial
0

vertebratesreptiles and amph ns) bg@qu&& following application of ATTRIBUT SG70
accordiggto the propgs §ed use@atte urt T s s~ s are not considered necessary.

@ @
N v\g @ ~ R §
CP 10.2 @?ﬁffects on ag%atu@rgsms
3 &S
N @

Summar& éﬁ @© §a Q

The aciite an @ng t m r1 t ATTRIBUT SG70 to aquatic organisms was assessed from toxicity-
expogyre rag be n Id'kzcny endpoints, estimated from studies with propoxycarbazone-sodium

a @s mg@bohtes nd @xnnum PECsw values following the use according to the proposed use
patte

The TE ‘~ A values for propoxycarbazone-sodium and its metabolites all exceed the trigger value of 100
for acute risk at FOCUS Step 1. The TERrt values for propoxycarbazone-sodium and its metabolites
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all exceed the trigger value of 10 for long-term risk at FOCUS Step 1 with the exception of Lemna
exposed to propoxycarbazone-sodium.

The risk to Lemna has been refined by using FOCUS Step 3 and Step 4 values. Acceptable riskot\o
aquatic plants following use of ATTRIBUT SG70 according to the proposed us&pattern is ing ted
e without mitigation following application of 42 g/ha in spring cereals @’r all FO § sce 1os
without mitigation following application of 42 g/ha in winter <& als for FO
D1, D3, D4, D5, D6 and R1 and @) & Q
w1th a 10 m spray drift and run-off buffer for FOCUS scenar -g’ R3 and R4 @ @ y\g@
e without mitigation following application of z@%g/ha n sprlg@cereals for BC ;.CU ena@s
(stream), D3, D4, D5 and R4 and 'S & <©
with a 5 m spray drift buffer for FOCU narios Dl&htch),@ R %) @
e without mitigation following applicatjon of 7 %g/ha @m‘r&\:ereal@’for US i%eena@% D1
(stream), D3, D4, D5, D6 and R1 (pangt) andy, %, & @ @Q
with a 5 m spray drift buffer for FQCUS arl@g d@) an@ é @% &’
with a 10 m spray drift and run- uffer for FQCU cenar R1 @ R4 and @
with a 20 m spray drift and mr@ff bb@ér for@OCUQ scen@o R3\ @ o §

/‘“

O & NN
Further refinement of the D2 (d@@ and%@%rean@ sceﬁarlo &Q@ld addt@sed § M@@er States
during national registration. Q 2 & 6 @ ©@ S N
o .~ ¥ § @ @ SEECENN
NS NP o
Toxicity S o @ Y& e
< v O &

N % @ § @ @@“ %, @
ATTRIBUT SG70 2. S
Tests with MKH 6 70 W@W@ @ed ‘§h 3g§n e and @m‘uc ffﬂants and have been
conducted and evalyate r1n firsg EU eV1ew are giill considere@adequate. For detailed
information on @dﬁready&eval ted d%-‘g th ?irst EWrevi i\(? of K{&?Joxycarbazone—sodium,
please refer t@&$orrese dgﬂ@ectl(@m the se@%‘ﬁe Do@wr 6; n tl@ Monograph.

The resuclg? of acute *and nl@ts v@h opo rb o@é sodium on fish and Daphnia
demonﬂ’i@te that the @gtive Giibstan t toxde to theése of@anisms (LCso > 77.2 mg a.s./L for
rainbow trout and @o > @9 m%os./L a&ﬁma s&e Tab&\lo 2-2 below).
\

As can be expec@d fo % herbitide @sts a&%h al and@uatlc plants show that these organisms are
more sensiti Qgto @pox rbazg algg@j the lowest EyCsop = 1.57 mg a.s./L was
obtained for eudg%rc iellghxsubc %ata @ost sitive organisms (> 100 times more sensitive)
are aquatismacrophytes: for L&gina @b &e@lowe@ Cso=0.00453 mg a.s./L and for Myriophyllum

spicaturitthe ECso= €,0292 n@a.s.\/L. ©\

%, v O D
Theérefore, studies%wite Srmulatéd pr@ct were performed only with algae and Lemmna. A
summary of theggquatic toxicity pr@ of @ETRIBUT SG70 is provided in the table below.
S

%%gf&@

O Q
o & & &
ST O

&
$E
&g T

arl&gs@

©©

@
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Table 10.2-1 Toxicity of ATTRIBUT SG70 to aquatic organisms
Endpoint
Test Species Te‘st pol Reference EU aggeed @
substance design [mg product/L] end t 4
‘O
E.Cso > 113 .4 (nom) (1998) |
MKH 6561 2, (corresp. to 80.2 mg a.s./L) (DO 048) & ©®
, 72h M-006491-01-1 Yes
WG 70 subcapitata EvCso > 11.46 (nom) &
KCR102.1/08 g
(corresp. to 8.1 mg a.s./L) &) 4
¢ % A
J
R N S L@
Q DOM 98093 5 v
MKH 6561 . 7 d, rCSO (frond area) 158 (nom) @ @ D
WG 70 Lo static (corresp. to 0. mg a.s. /L) M-00976@2 @es o
%@ Q %@P 102. /22& < &@
& @
Studies shaded in grey have been reviewed as part of }/e first, EU r ?ropox@arbaz@e-sq&ﬁmn (1@
SANCO dossier of former representative formula of [@ ex I% TT UT AWG; Doss1e§’

-01). & .
010244-01) % @ @ Q S @7 &
Results show that the toxicity of the ford ula‘g&%AT”J%IBU%@G%%9 reQectlo@f the%oxwlg& the
active substance. The risk assessme tyan thg}efor&be b@e ¢ m sen ointserived
for the active substance. @ @’@

& &S
© \
Propoxycarbazone-sodium and gts met@@)htem ©© Q
A summary of the relevant ac%% and%ng- end@mts%r aq@%c 1 asses@ent é%rowded
below. Full details of the test on ﬁi%e a ce angt the nietab

Section 8, Points CA 8. 2 &8
in the table below.

sub
@§ §rese ting tlgwors

S

%&es @ref@rov ed in Doc M-CA,
se f’@ e}@emes are presented

% @ @
Table 10.2-2 Aq@lc egdpomt@r p xyczﬂ%azon@sodu@l and 1t©metal%lltes
S \
Test Test Emsl,pomt@ EU agreed
substance K@)Spe@ S d@n @’ v\l%]g/ §@ &eference endpoint
é
J TN g N &@i (1998)
S| om0 Iy 0 2772 @@n) 108066 Yes
A& e o sa . M-004219-01-1
. N A \ . @ KCA 8.2.1 /01
@§ b QLSS;} &1? B D)
flo . 108453
P proilds by OE€ 105 (fnm Yes
@ P Y thrdugh [© ) S @§ ) M-015904-01-1
Q0 O QO IdN O KCA 8.2.2.1 /01
I S = %
S > G| x2 Q@ (0%
@7 D q@@na ¢ a8 b, ®EC§@\> 110 (nom) 107841 Yes
. s
Propaxy- D slatic @ & M-002122-01-1
carbazone- X ey Q KCA 8.2.4.1 /01
di s g @
sodium &@ a0 o S Q B <l (1999)
Q IS @ 108845
9| @ SRR KCA 8.2.5.1 /02
N4 AN
< @@ S N < B (1999
Q@ G p o § ot E.Cso 7.36 (mm) 108820 v
< Subcapuaia ExCso 1.57 (mm) M-012242-01-1 es
@ KCA 8.2.6.1 /01
L. gibba 14d ECs0 @iomass) 0.0064 | | N & Il (1999 Yes
static- (mm) 108338
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Test ) Test Endpoint EU agreed
substance Species design [mg/L] Reference endpoint
renewal M-009972-01-1 & £©
KCA 827 /01 S 9
S 7S
E(Cs0 (frond no) 0.00664 mzow TS
. 7 day (nom) DOM™23101 N
L. gibba 2’ NeaStud
£ St | B Capionsans 000453 | VEODJO0401-1 G FEFHY €
A
(nom @I;% A 8.2.7 /05$ S @$
E:Cs0 (wet weighn 0.063 _@013)Q§ é\a §
Myriophyllum 14d (ng@m) S 7040124 N Q kN
: i AN R M466685-02-1 N&w studs®
spicatum static EyCSO( cight) 0.0292 M; @ - & @}
om) O | - %Kea 2706 D9 &
\@) 5
& @@ %\5} §§7 é@ég) Evgﬁiated
. 96 h, 0 M 98054 & ing the
L. macrochirus static % Lgs@qoo\ @’m) Q %M- 005£15-01- ]© st
' > 0@ & KCA@.Zl}\Q} resiew
Q@ NSNS 908y O
R
8RS e S 8 &  JiBF 199@ 2
D. magna . ECs>> 100 (hom)X\ €0 v,” Yes
swtie |- 0T RS -0 32-(@? .
o ] ¥ S @0 & Kd824003
S @
Mo4 N Q < _(1999@
'S S N
P swbeaniiad? | Srn P E,@ > 100nom) Q D%A%O 2} YVes
- subcapitgl % © @&50 >0( ) Y M0 70@3&_1
& O L9 7 [(@ O KCA 8264 /04
&5 F 5
Q" I v Sc 9 o & 98094
@@ gi%\g 74, static A V4.2 (mm) §@ M009770-01-1 Yes
& & 9 © &° Q@ S| @KCA82.7/03
- D O T o (o I
S B @@? > e LCS 79 @) Q sty Yes
AN Jge | Qs s LEo> 0 fol), M-017346-01-1
D | Zstic ¢ S e KCA 8.2.1 /05
§>® S O -' '
WS §48%’§9 O Qb 7420(510999)
@ D. m@%a N sefi-  |©° ECQ> 63 (@im) Yes
S O S| st DY M-017326-01-1
s 2 > §\ ; Lg% S KCA 8.2.4.1 /04
, %, (1999)
@’ < %ﬁu Q ? SE,c 62 (mm) 742094 Ves
o g@ A1 S g B > 62 (mm) M-017343-01-1
N S0 ) KCA 8.2.6.1 /05
© N
" {7 @ D
ST Y N DOM 99081
{@ @l ba@ 7 &Statl@é@ EC50 > 894 (mm) M-018594-01-1 Yes
%
ol S o N KCA 8.2.7 /04
Ol & I
§ v @ - acute, (2006)
9 0. myk 96 h, LCso > 100 (nom) 30183230 New study
06§ static M-278097-01-1
KCA 8.2.1/07
D. magna 48 h, ECso > 100 (nom) “ New study
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Test . Test Endpoint EU agreed
substance Species design [mg/L] Reference endpoint
static (2006) & £©
30183220 N @
M-27s97®01-1 @Q S
KCA 82%.1 /05 NS
. - & &
© (2006) \ N &
P. subcapitata 72 h E.Cso > 100Ymom) Q/I@ 30181210 @Q ew Ssﬂ\tg@y IS
N OM-293396-0¢ SIS S
@ < KCA 8.2.60106 O @
)
&y S Q\@_@% WS o @
L. gibba 7 d, static ECso > 100 (nomy | % 3 42?@ Newsstudy
RG-S A o AR N
y \@ @ KR A§£7/07© &L o
o
NN L o &
, 96 hD| . QO 30193 Q
O. mykiss §§§LC50 é}oo @n) ) 780 @ %e study
Keagi v
Wﬂ) )
30192270 &
D magna % @Q @ 278%3 0 NeW Smdy
- ° 8 & | S
]
v & 6 |0 ¥ .0 S s ?(2006)
S - & x o 3011210
P. syf@upitqta 2 h ~Q ECS > 169 (nongy, New study
f{ AN o R | M-281243-01-1
RS D T Y B KENR261/07
© S T =
TS A T e
¢ )
@ L. glbl&g %&79(%, S@ 50 %1@6 (HQ@) @7 M- 281250 01 1 NeW Smdy
A @ .9 e L O v L9 keaga70s
M)
F Ve o] & o | EECoo
B, maud §y48 - ECs) £4100 (o gy New stud
@ - magu Y sic |5 ECETIO0 ) M-278974-01-1 ew study
Q O ~ X
Q NS 5 @@\ @@ KCA 8.2.4.1 /07
& e & Fa I < .
o J S (2006)
MOQS P. s@pn @h @ Efso 30.8 (gmm®) 30201210 New study
N oS { o M-281220-01-1
@° NS KCA 8.2.6.1 /08
& Qﬁ @@ v g I 000
: . 30203240
@@& @Q gibkg @@ d, static ECso > 100 (nom) M-281362-01-1 New study
S| S & KCA 8.2.7 /09
L @ @
@> & S I (1995) Evaluated
. 96 h, DOM 98052 during the
Ml L. macrochirus static LCsp > 100 (nom) M-005052-01-1 first EU
KCA 8.2.1 /04 review
D. magna 48 h, ECso > 100 (nom) T (093 Yes
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Test Species Test Endpoint Reference EU agreed
substance pect design [mg/L] endpoint
static HBF/Dm 198 & &
M-005036-01-1 N %
KCA 8.2.8) /02 7
N}
(1998) | \@
. E.Cso > 100 (nom) DOM 98049 ¢ c
P. subcapitata 96 h EyCsy > 100 @m) M006193-01-1 0\@ . S é\;
S BPA826108 |\ © @
v
K [T
L. gibba 7 d, static EC 00 (nom) 0097 01 6 es &
Q N 9 Y
2 Q @? iﬁk\ KCM@?’ 7 @ §7 Yﬁ\@
a formerly Selenastrum capricornutum ‘J/ % &S ]
b geometric mean of the measured test concentrat @ @

Studies shaded in grey have been reviewed as@ @ﬁrﬁ@% r of opox r azone- sodu@i
Baseline Dossier for the active substan@sP 01??245 O@ Oth& tud re pargt of t pple@entak&srer

(P-010245-02). @Q (Eix Q ég @ @7 § @ .

S @ AN R \ @ @ S w\?
Selection of algae endpoint Q % S @
Processes in ecosystems are na t@’ rate @ Ven@§d t @fore@?@e unrt%eve@me(&per time
(growth rate) appears most smrab to me re e&ects in algae tes andtheir inhibition
can easily be compared begyeen mes& u§tlons ar d test con&@on 1C§§§@mt the case for
biomass. After numeroussdiscugsions, guidélines OBCD 20 ¢ EU-Method C3,
the EC regulation for €lassifi€at on f@d Lak@hn g ationn 27 2008}{ the PPR Opinion
(EFSA Journal 461 44 26%7) l@grow@ rat st suitable é@dpoint.of the algae inhibition
test. Also in the n ic G nce L ment( %Q al @13 11¢7):3290, 268 pp.
doi:10.2903/j. ef@ 0]‘\ 90)% is %ted thag, row{l%rate r@t e eéﬂ@ndpornt to be used.

S

Therefore, for@ewl@Subnﬁtted dies gnly t%{ oW ate e&m%@re reported in the table above
and will b\@e’)onmdered far the @n owever t @cur ef’EU agreed endpoint for

propo bazone-so sed blO&QSS T, 101%1 ] en@ornt is lower than the growth rate
endpoint and can ly@%onmiered warst cags %\

Selection of ma@oph@%ﬁ nﬁmt@? \% @ @6

Aquatic plan@@are c@arly @mos&sensrtge Sroup of gamsms when exposed to propoxycarbazone-

sodium. Inddition to Le a, 8 gecon cro te species Myriophyllum spicatum was tested,
showin@ Lemna is¢he m@enm@/e s@eles

D
An additional stud}gﬁl t Lemna with propoxycarbazone-sodium was
con}lcted in 2004 (| 01 <@-001604 01-1) to demonstrate technical equivalence of

the active sub t@ﬂce after thethangeo! spegy ication of propoxycarbazone-sodium technical. The ECs
for averag é@ deteﬁmned@o be 6.64 ug a.s./L for frond numbers, 4.53 ug a.s./L for
total fron > 32@ g as/L fordry weight of plants.

As the endpgint of@rcso Q 53 ug/L from the new Lemna gibba study is the lowest endpoint of
all studi Wr@quat;&S plaﬁ&\ the risk assessment will be based on this endpoint as a worst case

apprgxch @ @ @
Meta@es

A full aquatic data package (acute fish, acute Daphnia, algae and Lemna) is available for surface water
metabolites M04 and M06 and for soil metabolites M05, M07 and M10. Soil metabolite MO8 was
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tested on Daphnia, algae and Lemna. All metabolites were found to be non-toxic to fish and Daphnia

and showed no herbicidal activity against algae and Lemna. Therefore, no studies were conducted with
soil metabolites M09 and M11 (for details please refer to Document M-CA, Section 8, Point CA )°

To address these metabolites, a risk assessment for algae and Lemna is conducted, assuming ten& @§
toxicity of the structurally similar metabolites M10 and M08 for metabolites M% and M11, @
respectively. This can be considered a worst case approach. @»J@ & @g

Risk assessment for aquatic organisms % § @ @

)
The risk assessment was conducted following the EU (2@) Guidanc@ocument or@%quag @?
Ecotoxicology (SANCO/3268/2001 rev.4 (final) 17 O{to er 2002). ©Q @ é\a
Q

Y
The initial risk assessments were carried out by comparing the PEQ: V @h the@cute afrd long-
term toxicity endpoints. Acute and long-term toxigrty exposurgatlos (@ER T) w@@e @
calculated using the following equations: «:0\7\

N %’ %
TERA = LCs or ECso / max. PECsw % @%ﬂ @ Q
TERLT = ECso or NOEC / max. PECSW iﬁ\a i

Exposure <& @ N %

PECsw values were calculate ord{%g toF &U&ﬁep &@ 4 ar@were @(en m Bchment M-CP,
Section 9. For full details ofxﬂg sqxumptl@use&m the exposl&r@calbc@tloq%plea% Rfer to that
section. @

Maximum Step 1 & 2 Vé‘iues %propo)@car@ e-sodiumasid fofﬁﬂnetagﬁtesQ@@)ropoxycarbazone—
sodium are presented QTabl@ 2 3@gnd T4ble 10374, re\@ectl V©~ y. Q& N

S
Table 10.2-3 M@muﬁPECs@nd SED V &gxycgbazm@sodmm after application to

tew\{ pl&} cerea Q%US S‘%gp 1
S @ S Propoxycarbazone-sodium
Crop/ «§ @ FOCUS \/@ Boxy
Apgli@@tion rate %, %@ ario% @? @ PE PECsep
A QNN S | & (gl (ng/kg)
% \w)
Winter ind Spring cegwals A D Ste@@ﬁ o > *J3.666 5.474
(1x42 gas/hy L sep2 & o 3.581 1.434
Winter and Sprn%’) cere@ S @?tep(,l% & @@ 22.776 9.124
Y
(1x70 g@s./ma)O~ o7 . Ysegd L O | O 50968 2.390

Values in bold"are used in @%lsk A5 essm@ asa @@Drst (@ approach

S &
o & T~
Tabl%0.2-4 Ma%@num%ECs Nalu@of the “metabolites of propoxycarbazone-sodium following
ap%ﬁcatn@@o W’m)ter an‘@pn@ereals (FOCUS Step 1 & 2)

@° @ S PECsw (ng/L)

Application %‘OC 5\ R 8
Q| <O M04z,| MO5 | MO6 | MO7 | MOS | M09 | M10 | Mil
Winterghd 10 sigp1 7| 0242 | 1437 | 0.036 | 1651 | 0443 | 0.700 | 2.800 | 1.865

Spring¢ereals <& S
(x42gasin)| e | 0242 | 0298 | 0036 | 0514 | 0.161 | 0256 | 1.045 | 0.516
s%@m and” | U s 0.403 | 2395 | 0.060 | 2.751 | 0.738 | 1.166 | 4.667 | 3.109
in als

(1 x 70630 /ha) Step 2 0.403 | 0497 | 0.060 | 0.856 | 0268 | 0.426 | 1.741 | 0.860

Values in bold are used in the risk assessment as a worst case approach




Bayer CropScience AG ATTRIBUT SG70 Document M-CP, Section 10

(700 g/kg propoxycarbazone- Ecotoxicological studies on the plant protection

July 2014 sodium) product
Page 21 of 48

Maximum PECsw of propoxycarbazone-sodium at Step 3 following application to winter and spring
cereals are shown in Table 10.2-5 and Table 10.2-6, respectively.

Table 10.2-5 FOCUS Step 3 - Maximum PECsw values for propoxycarbazone-sodium after appll‘{é@lm}@@

to winter cereals XN
Winter cereals: @@Winter cere%ls: . @Qp)
. . 1x42 g a.s./ha 1 %70 g ags./ha >
Scenario Main entry path PECsw = PECD ) €
ax Lo G%W max v
® D gl
D1 (Ditch) Drift 0.287 AR o4y & B
DI (Stream) Drift @240 A o o408 O X
D2 (Ditch) Drainage 34288 b o Ao T &
D2 (Stream) Drainage V2675 QN Qy N\‘LSS&L@ Q&
D3 (Ditch) Drift 5N dmee. Y YA & 048
D4 (Pond) Drift 500000 &0 BT Y de1s o) e
D4 (Stream) Drift )Y ORT s S 03528 O
D5 (Pond) Drift @ - @009 & o |y Q70015 ﬁ@@
D5 (Stream) Drift AR > o2 o O & agw o
D6 (Ditch) Drft & [ @S 022 N OF &Y $ 453 7
R1 (Pond) Runoff © & O 4012 & 70 NVooy
R1 (Stream) Rumoff ] . ©0279° X S gwo
R3 (Stream) Runoffe. | €& & 0740 & «f  © 1229
R4 (Stream) L RunoffY LY &7 0497 L w0 | x.70822
S “§ i © 6@ @ ©§§ b "\@
Table 10.2-6 F§§S Step 3 - @1m @PEC@ Valu§f0r [@)poxchbaz é-sodium after application
rmreafs\ AN . 9) @§ O
o | o & @ %lng @reals § > Spring cereals:
) S @§ s RS @D x 42@as/h @ 1x70ga.s./ha
Scena%o Mainentrgpath QY @ PEC. > PEC
N Lo A SW, SW, max
QO S & Swgly o (ng/L)
DI (Ditch) N, o Priftss | N @281 0.468
DI (Stream) V| Dr@ ) Y 92195, 0.366
D3 (Ditch) ~ | Q) Dyt O 7 L0266 0.443
D4 (Pond)” ¢ Prift °s = a7 0009 0.015
D4 (Stream) by R & @2l 0.368
D5 f5nd) © Do 9O &  .7v0.009 0.015
D5 (Stream) Dt & S L9 0.208 0.348
R¥ (Stream) @fmft\ Q A\Q 0.175 0.292
@° g
In some risk agsess ﬁr §@CU tep 4 values are required; where necessary these values
are present@;S thewe @ tab{eﬁs el @@
&S
-
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Risk assessment for aquatic organisms

Acute risk assessment @ ©©
N S
The acute risk assessment for propoxycarbazone-sodium and its metabolites b@l on FOCUSzbtep @
is presented in the table below. (7] S <
N
3 S & .o
Table 10.2-7  TERAa calculations based on FOCUS Step 1 - 2, N ) A
: (?) N @ @
Test substance Species Endpoint v PE "am ’1®%A ?Tr@r &
[ng/Ll &[@ I S o & o
. K\ Q o g @) @
Fish, acute LCso 77200 9 D 33§ &
Propoxycarbazone- A @ ) @
sodium Daphnia, acut EC 110000 K7 & 20830 SRS
aphnia, acute 56@\\ @ S «(§7 & N o
Fish, acute Co  =-100000 | O & |Qaagse | D -
M04 5 o Q) SN N

03 @
~ SIS
Daphnia, acute [&&ECEO\ éf)k\()oog@ &Y ?&QAS 1 3& ©§

AN
Fish, acute @2 I@éﬁ @79@ @7&’ @\9 @3%@ o

MO5 o e = 5
Daphnia, az;@ %@ ECS:)@@ i@soo&% . @) @?DQ @305\V
Fish ac@te LG © 100000 @Q @166@67 100
MO6 S . o&%b 2
Daphaia, acu® @”’@%ng@ > 166000 N 2{\@6667
- -
«Fish, a@ ¢ LG 6@100@0 §§ zé;\j ) @36350
MO7 |
@aph\ﬁza aa§ Cso >¢@OOO@ i 00& > 36350
MO8 %hma fcute E€q @» 1000&) @ 0.7§§§ > 135501
)
© «§ Fish, acute %Csa & >@0000 @ > 21427
M10% o~ 4667
S D@nia@ute & ECs & 100@? S > 21427

2FOCUS Step 1 Values%calcufagecf/ fop\g X 70 @a aresgsed Jgp\the rlsg“assessment as a worst case approach

S)
All TERA Values@@re g ert the gulaﬁ@n( @/2011 trigger of 100, indicating
acceptable acutg rlsk Da@mza @10w1@ appl@atlon of ATTRIBUT SG70 according to the

proposed uséPattert @ NS
TS FESP
o & ¢ a
Chronic risk assessﬁ@nt AN @ @% \©

The chronic r1s@ sessm@’nt fg@f)rop@(ycar@@one sodium and its metabolites based on FOCUS step 1
is presented n&t eta @beé@ &@ N

&> <
o O S &
N &
{x’ O @ o
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Table 10.2-8 TERLT calculations based on FOCUS Step 1

Test substance Species Endpoint [pg/L] PI[Z:;K,]TX TERLr Tri@fo @
g
Fish, chronic NOEC 105000 @ 4610 @® @
AR
Daphnia, chronic | NOEC 110000 @ 4830 °
Propoxycarbazone- 2277 QO d
sodium Al : S 2 0
gae EwCso 15%% {\9 69 | o é\g
NS
Lemna gibba ECso 4% (Q@ é% ? t0\9@ &
&(\ o (§
Algae EnCso | «Z100000 Q . ©248139 Q) &@
M04 5 0. s
Lemna gibba BCsy @ 14200 A \@Q @J< 35236 © @@
T ~ v
Algac @ @@620&& S Q@% o 2587 | o
Mo L ibb B - P 8050 L g %) @7 &
emna gibba wEQs0 o 89, 0% S > 37328 §
; S
o e (O ECH | Hoosed | i @ eresser | O
S s @ 0. '
Lemna gibba | fCs > 106000 & Of > 1668667 ?
& S > = 10
2 7 O O N/
Algae@ | ECH ngog@@ @ & 236330
MO7 @*2.78) &
. &
Lemnj%bb% @0 & =900 | T G > 36350
“algacy, @Er%§ 2308000 NS SA1734
MO8 S ~ S L oY é& 0@8 P
& emna@ibb;).? ECo > 190 OO\@ o« > 135501
- @@ @\Klga%i\ “v E,Cx \Qosg@ @&3 1 § 991
S @mna@ibba o b &p > 000 5§ o >3216
()
Y
2 S
.9 s Algaes f@%a/bc@ K@’oo&@ \@4 o > 21427
K@ D JO T
i@@emn&%bg A@@”é\ >&10*f}600\§’ > 21427
S Algae @ QEr/bg@’ 10008, > 8576
M09 © Y 1.166
2 @emn@%bq B | D> 16000 > 8576
*FOCUS S%\I Values calo@ﬁted /ha @use he risk assessment as a worst case approach

> Asno d available for M11 @15 as@ed & worsgpase approach that M11 is 10 fold more toxic than the
structura@%mllar metab 1te

¢ As no data is availabfefor 1\%9 L%ssum as a@@st case approach that M09 is 10 fold more toxic than the

strudtyrally similar m tabo &
In bold: value be@)w the tr1gger 0 @

Q

For propox bamg% -sodim, alv\TE @alues are greater than the Regulation (EU) No 546/2011

trigger Va 1€ of 1th@ tlon of Lemna. For metabolites of propoxycarbazone-sodium all
TER va ~~- ar. @bov t@r value of 10, indicating acceptable risk when based on FOCUS Step 1

PEC alue@
kfor na t‘@ TE alculatlons for both application rates based on FOCUS Step 2 PECsw

valtes a resented below.
CJ




Bayer CropScience AG ATTRIBUT SG70 Document M-CP, Section 10
(700 g/kg propoxycarbazone- Ecotoxicological studies on the plant protection

July 2014 sodium) product
Page 24 of 48

Table 10.2-9 TERLT calculations based on FOCUS Step 2 for propoxycarbazone-sodium

PECSW max g
Cro Species Endpoint [pg/L] ’ TERLT Tri
P P P He [ng/L] @ &

Ko
Cereals @
(1 x42 ga.s./ha) 3.581 bl 27 &@ ©®

Lemna gibba ECso 4.53 v‘?@f 0
SN
soe8 A | 016 &) S &

Cereals
(1x70 ga.s./ha)

In bold: value below the trigger of 10

4@)

5 ‘“ S @ @
Q % 2 &
For both intended application rates, TER values are w the trlg ©of 10 Whenéased € FO C&
Step 2. Therefore, a risk assessment based on mor&%ahstlc FOC@ Ste@%é values is @esente@in thi@
@

tables below. @ Q QO ¢
¥ s RIS
. N
Table 10.2-10 TERwLr calculations for prop&carlﬁonewﬁm@baseg@ FQ S Step 3 §110w1ng
application in winter and sp{ing ce&%als, 2 g/@ N &y
SNEERNER N &
NN N~ L g f\% &

X K W@er c@ls g\?@ @3\9 @prl@%reals
u j Q &

. FOC @ S %,
PEC max SwW, @,
Species Ede/ﬁn t Step © § @R @j @ SN TER
ng s@m Lo gl Sn

f/"

D/

v

)

D (diteh) Lo @ T m\\@ . @281 16
Dl raam) |57 ofd0 < @%19 S0l 21
& D@@itci% ] Q92830 [ Y 1 i o S j
D2 (stréarh) 7 267 Cy 7 \{f : -
S 9 Dauitch) 0266 | P17 @ [ 0.266 17

©© ©\ ST P =
S @J@ B (pond)” | « 0.00% |& 568 _ | 0.009 503
Lwibbe @ as3 %%4(st@am)§\ 02 @ 21 o> 0.221 20
& &%\ Y OD@ond@ - 0.0?9@© C 503y 0.009 503
§§3 DS (stream) | ©” 0.20% & 2 0.208 22
Deitch) <> 0372 > 17 : i

o & ‘ &

@ O RPpondy | ©00120° | @ 378 - ]
S e T e - -
@’ & | Rydptreamiy’  9.740, 7 6.1 - .
Q[ Re Gugam) [ 5 0497 9.1 0.175 26

- FOCUS scenario not releyant for’spring ctréals &
In bold: value below the triggerg 0 @ &
@ Q
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Table 10.2-11

TERLr calculations for propoxycarbazone-sodium based on FOCUS Step 3 following
application in winter and spring cereals, 1 x 70 g/ha

1% 70 g/ha &
Winter cereals i ) v
%\§prlng cerealsQ))
Endpoint FOCUS PECsw, max P@%w max & o Q&@
Species [ng/L] Step 3 [ng/L] TER mei] | S TR
scenario ne % e L© &) y\g@
V=l 2 N )
DI (ditch) 0480 |gF 94 @ 0468 & N9 @
DIeam) | 0400 <« 11 O 03667 [ 120
D2 (ditch) 7291 & 0.6Q L. & ] @ @
D2 (stream) 4550 o .Y T .92 - O
D3 (ditch) gaad A Vo O [ SoslT [N 100
D4 (pond) 00155° | @ 301 (O pols Of &302 &°
. sy DAt | 0332 as S L Qsese 12§
- 81bba . D5 %) % ) o ) @2
(pond)” Q015 5 | [ 302%, |¢y 008
DS (stream) | 0340 | 137 o o848 S (P13
Do ik |9 ofs o o 7] o v -
R¥Gpondfs «0.019 RN 2é@¥ 2 ~ Q -
R1Gregm) | &7 0410 [0 96 ] 7@ -
RS Ggeam) [T 499 o 37 % o :
& [Ratstrean) | 0820y LS 58 4 e 16
- FOCUS scenario n@elev@t for spbing cefeals @
In bold: value be@theg@ger (&NO N \© §9 @& @@
o D N ~

The majority@f th@&@ ER@ues 293 grg%eter ot}fe@%
indicating #ceptable rig,légto aq;iﬁ%ic plaigs Wi@the f(@bwi]@ excq@’ons:
D

. &ﬁ (ditch
winter cer
D1 (diteh),
applicgtion ratgof 7

thectr

&

O X <
a%@ streg@, gﬁ (s}r\e) z@@@ Qést

S
’ Q
D(ditc@nd St eap@@@JRl strea
/ha ifhwintexcereals;

D1 (§itch) 162 the@@pli%\i%n ra@sof 7@/ha iyspring cereals.
=L 9 9

v

gge@of 10@vhen based on FOCUS Step 3,

< D
eang\gr the application rate of 42 g/ha in

@ R3 (stream) and R4 (stream) for the

For the 4B0ve identifiéd fail@ scenios,é@ﬁner{é\ﬁt needs to be considered and is presented in the

tables below. The

mea&%fes.

Y

Q,

Q X

%@’me%nt i%based@i@m FQ@US Step 4 values taking into account mitigation
N
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Table 10.2-12 TERwLr calculations for propoxycarbazone-sodium based on FOCUS Step 4 following

application in winter cereals, 1 x 42 g/ha
Application rate 1 x 42 g/ha @ ’ ©©
Crop Winter cereals N Q\ ©
Mitigation 10m D +R> NS
i PECqw, max SR
Species Endpoint | FOCUS Step 4 : &% T§@ 6 %@
[ng/L] scenario [ng/li) N S N
D2 (ditch) 4288 R Q11 & S
N\
L. gibba 4.53 D2 (stream) @%675 § é\g 1.'7@ \)@
' ' R3 (stream) 400327 NS S <
R4 (stream) V0221 > ~F o N\ 207
D = drift mitigation, R = runoff mitigation N 9 N Y @JJ A
In bold: value below the trigger of 10 %© QZ}\\/@ @& Q@% b@ (g @g % %
< @
Table 10.2-13 TERwLr calculations forgé}\’opo&carbmne-so@ilm l@%d p\r@FO(éUS Step 4 following
application in winter g@als,&iﬁ& 70 géqﬂ o O N QD é\ﬁ o
AT NP
Apphcatlol&l@te RN %, \}@1 X@g/hz}ﬁ@ §y &@)
@%rgg%) @()@ @6 @® W@togr c?@ls Q@ S
o \)
Mitigation @ smB S &@}6 m® +R Q0mD+R
) 0 A
Species | Endpoint | FOCUS Stop 4 C@@PEC TER PECo il ghp PECw | 1pn
[ng/L] | ™ scenario ng® | o § [ug/t] | = A5 Ing/ll
Ko o N S o )
& Dpapitcty.” | 0.154 k| O & o - -
§” D2 (diy) (072917 % [@7291 | 0.6 7.291 0.6
Lgibba | 4% D2 (qrdam) | 4351 | 1.0 4851 ['C10 4551 1.0
. S -
S S Ristrear)” |« 0%470 2 9% 93| 23 - -
- RY (stréam) 1299, | @7 0543, | 83 0.281 16
o, U ~
€)R4 (Gréam 0822 lo 550 0374 12 - -
D= drlft\fnmgatlon Bxguno) %@tl%on QF Q\U Q\\J
In bold: value belo trigger of 1O o\© @ é& S
% R
Table 10.2-14 %R.&alcu propoxy @azo@odmm based on FOCUS Step 4 following
© app]@ %@sprng cereals, 1 x-Z07g/h
) ) \JJ
S\ A%hc@n r:@%ﬁ & @ 1 x 70 g/ha
% —
@7 Q\ Q \Crop &Q ©\ Spring cereals
%
\y\’ v @ Mig%}fatioﬁig (\\Q 5mD
efd| & PEComn
Species E;@dg});g Jg@:a /L TER
/Q neLs 2 [ng/L]
L gibbgl.| 433 (O DI @itch) 0.144 31

D= dr1f@a1t1ga@5ﬁ %mno%@]tlgatlon

w5

aaltes a@’ gre@r

scenarios R3 (stream) and R4 (stream);

than the trigger of 10 when based on FOCUS Step 4, indicating acceptable
tic plants when considering the following mitigation measures:

10 m D + R buffer zone following the application rate of 42 g/ha in winter cereals for
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e 10 m D + R buffer zone following the application rate of 70 g/ha in winter cereals for
scenarios R1 (stream) and R4 (stream);

e 20 m D + R buffer zone following the application rate of 70 g/ha in winter cere@or S
scenarios R3 (stream);

e 5 m D buffer zone following the application rate of 70 g/ha in spring cggeals for sce@os &1

(ditch). S
© \
Further refinement of the D2 (ditch and stream) scenario should be &ﬂ%ressed by, I@mbﬁﬁta‘r@f@
during national registration. @, @x v\g\ \\ @}@ @
s G Fes
N
CP 10.2.1 Acute toxicity to fish, aquatl‘%@fnvertebra@s, Oéoeffe%Qon&aquatib@al&@
and macrophytes N L R \© 2 @@
No new studies with the product were requlre% &° Q@j &&\ %@J @b \% o
Q NS v
(R O < .
CP 10.2.2 Additional long-term-and Q%hrmﬁ& tokicity studies OIQﬁSI@qI@H
invertebrates and se@nem@lweﬂmg o@ms \© é\g o §
No new studies with the product Weréqu({@@ é\g @\ 2@;\9 é\ﬁ @ @Q Q
XN SN )
CP 10.2.3 Further testmg@n agjuatlc%;rg nisms ®©\ @b @@ @Q \‘”\9
No new studies with the prod@vege‘%qulre@’ g@@ @ @ (S @© &
S S @8 g O
v & e
LN O N @ N L9 %
Q N O Qo
CP 103 Effects-on ar%hropom Y & @@ RO S
CP 10.3.1 Et@s on@ees§ & & & o © =
FO VSO E o &
Summary ©© ©\ N C‘g @ v

S

The acute tox%ty c@propé&ycar azone s%dlur&@ be@as aSessedftom hazard quotients between

toxicity g@mnts estimated fi d contact studies Wwith thé@rctive substance and the product
ATTR@F SG70. Propoxy, -sodium W@lso@ﬁc@to a chronic laboratory feeding
study wi

adult hoer%/ beessand t@ b;é@od fegding study. &

The hazard quoti are less than50, tadicati acce@ ble risk to bees. No adverse lethal and sub-
lethal effects on &dult honey @.ﬁoup&n a J)-day fegding study at the highest concentration
tested of 1600@ng a.s@kg feeding sc@ltlon o ad@rse efficts were found on mortality, bee brood
developmen%@eggs un @rvae\Fld 16@%6 p@ae) atigl colony development by feeding honey bee

colonies sujgar syrup at a conc atl 195 ¢
Accept@ risk to bee@ollov@lg use o 3t AZ@RIB’&L SG70 according to the proposed use pattern is
indic%taed @ % @ @ \
N @ N R §
Toxicity N © @ &
@ N

The ecotox&@%gu{l%ndﬁ SO ﬁ@gﬁley S’Iaboratory studies are provided in the following tables.

o &L s ©
NN &
@’@@%
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Table 10.3-1 Acute toxicity to bees
Test substance Test spec.les / Endpoint Reference EU agreed @
test design endp 4
Honeybee E2) @® “
Propoxycarbazone- | 48 h oral and el LDy = S0 (3 ERIEse M 0‘:)165@5 01-1 AN Yes©®
sodium, tech. tcooxllgg contact LDsg > 200 pg a.s./bee | KCAK.3.1.1.1/01 § Q\ G
o KOAS3.L12/0k” . 9
Honeybee v ! > 9@@ § N §
43 h oral and oral LDsg > 40 prod/bee  |O™ 4160036, Q N N
MKH 6561 WG 70 o D ' M-005113-01-1 @%s @
toxicity | conact LDsog#R00 ug prodbee KEP 103911 /@ o @
. B xep i@l v 6
Gz fﬁ @ T 2 N
012 -
Honeybee, Oral%Dso >¢Z®9 pg@@g /beeQ@ _@ é 5 SN
48 h oral and 70482035 @
ATTRIBUT SG70 oot N &% 29 1 ew study
toxicit @act R > 1@ ugoa‘&/bee § -4@ K N
y N Ko SRS @
a T O oS
Studies shaded in grey have been rev1&yed as firt of ‘the first BU review of 0)@ sod 1@1//17> (in case
of KCA: Baseline Dossier for the%tw@ubsta@ye P-010245 SAN’SO dossier of
former representative formulano%@f Anpéxl 1nch@’on RIB&X 70 Othi?{ studies are part
of the Dossier of the new repre@ ative formt@%n {l’ TRIBU SG 01@ 90 %1

ney bees was

rocegs @bhas been conducted

An additional study Wltl’kghe p duct A@FRI (5 O on@eﬁte o?‘aal to;gi&?y te@
conducted, which was.qot sul@%tted@mng @e ﬁrﬁ ne@ in

according to mos a@t Gu@’an and (1 ). A@mgle co
100 pg a.s./bee wagestedt No m@ﬁc ?Qlethal and § let

test submitted d

B (1999),

assessment wi

&4 1rst &nne I 1nclu&%n p yoess ¢
03@ -006195- (@1) dbcan sg be@nm
be Based Givthe @wer e&dpom&% the @V

Table 1&@3\?\(2 Chronic éﬁmty§ adult®bees and beeér\ood@mg \

ncentration of

er foundzyerlfymg the results of the
ccoﬁhg to EPPO 170 (-
d as Vw\ild Nevertheless, the risk
stu@/ ast%’(/orst case approach.

N EU agreed
Test substance & ©1‘est s%em g@ @hdpo@ﬁ“ Reference endpoint
@
@ | Ylo o o
Q |CHo q@e, LCso xJ 600 %m (coxresponding to | | N 2014
Propoxycarkazone- | 10 d €hronieQ QDso pg@gs./bee/d) 70407136 New stud
sodi feedi I‘@ C OO ppifiscorresponding M-484627-01-1 Y
@ study D =@} ug a.s./bee/d) KCA 8.3.1.2/01.
% & &’ X{% D
. Ho@c’yb i) No adver€® effects on bee brood - (2013)
@ LN elopmyent (eggs, young larvae,
§7 ~bro 1d larvae) and mortality of adult 70473031
ATTRIBUT@ 0 feedtng @ ; M-466734-01-1 New study
(Oddien ¢ begssa@nd pupae by feeding honey KCA 8.3.13/01
@& N @ bee colonies sugar syrup at a T :
@ aly199 .
@ S S concentration of 0.175 g a.s./L
@ SRS
s of he stud@é ar@esented in Document M-CA, Section 8, Point CA 8.3.1, as well as within

15(;@ Review Report for propoxycarbazone-sodium. The studies are part of the Supplemental
D0s51e

010245-02).
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Risk assessment for bees

©

An indication of hazard (Hazard Quotient or Qmu) can be derived according to the EPP@SI( ©©
assessment scheme, by calculating the ratio between the application rate (expressed in g or mLka) andy>

the lowest laboratory contact and oral LDso (expressed in ug/bee). @ S
N & QS
Quo and Quc resp. = Application rate [g/ha] / LDso oral or LDso contact [u%)ee] ©@ @@\ 2
R N X
Qu values can be calculated using data from the studie formed Wi@each of the Astive gred@s
and with the formulation. Qu values higher than 50 are’ assumed td\eflect level@of c§ ern @shich©
trigger higher tiered tests for clarification of the risk @honey bees« 69 Q @@ @Q}
Table 10.3-3: Hazard quotients for bees — oral exe N @) R ) %) %&Q}
Test substance Oral LDsy Ap 'cati Hazird (@ﬂent ﬁ Tri@ ‘SAcceptable
[ng/bee] ate é}’ Qi é@j @ < riskdor adult
A [ghdpy  |D 6 S I Q ees )
Propoxycarbazone- AN AN D
sodium, tech. >319 g a.s./beci\@ &@ﬂ %@ R 0'@ w éi@ S S
N ©
ATTRIBUT SG70 | > 109 pg as. @@ SN S <Bs X §50 @ _GYes

® & 0.8
The hazard quotients for o sgtxpo%}re ar@belo@he @gger of con@m @ &50) Therefore
acceptable risk to bees is ex d usih g th@)rod@ct ac%gr%mg & he p€@pos§% use pa@m

@ @ N
S Lo & O
Table 10.3-4: Hazard ngotient@‘ bees)— confact expg ure S) N e . @
Test substance é 9 Contact I& Q@Appl@mn MHaZ@rd quo@nt ﬁ"rigger Acceptable
S é[ug/be rate QO 2 Que ) risk for adult
< & " E/hak\ Ny @ bees
Propoxycarba@é\)ﬁe- @JJ q& 9 §
sodium, tech. @ ~ 2%9‘% a > /@:e 7(99 Q @ 3@ >0 Yes
k@ =N
ATTRI%L\IT SG70 @‘POO p@’s /b@s QO < @\%, 50 Yes

D) U

The hazard quoti \for%onta@exp s@e a belo%%the tﬁ%ger of concern (Quc < 50). Therefore
acceptable risk t &xpe@l us thewodu acco@g to the proposed use pattern.

@) @&
Additional %@mldeﬁatlo%&)r t{&rlslgssess nt @

In addl‘E§ﬂ0 the acut@labora@@y t@ﬁ’les §1 a honey bees, a 10 day chronic feeding test with

bees exfipsed to pr ycar one sodi ascbonducted. No agreed and ring tested guideline for
testing chronic to% W§one ees §able at test start. The test was therefore designed to
comiply with modificati 98) and CEB No.: 230 (November 2003). Bees were
fed with propO@earbazone S chn reated sugar solution ad libitum for 10 consecutive days.
Nominal cn@ntraﬂ@ of O &% 400 0 and 100 mg a.s./kg feeding solution (ppm) were tested.
Taking int ccog@tb the actua mean Hly intake of the bees, these concentrations corresponded to

doses of‘ﬂ 6, 33 . , and .70 pg a.s./bee per day. No test item related behavioural
abnorrﬁ@itles d at time of the test and the NOEC was determined to be 1600 ppm,
% a, §§ébee/day

corr nd1
A

In ord@ investigate potent1a1 risk of propoxycarbazone-sodium to bee brood, a bee brood feeding
study was conducted according to Oomen P.A., de Ruijter, A. & van der Steen, J. (OEPP/EPPO
Bulletin 22:613-616 (1992)). The method recommends testing the formulated product at a
“concentration for high-volume use”. ATTRIBUT SG70 is intended to be applied at a maximum
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application rate of 100 g product/ha in a maximum water volume of 400 L/ha according to the use
pattern. Therefore, bees were fed with 1 L treated sugar solution at a concentration of 0.250 g
product/L  (corresponding to 0.175g propoxycarbazone-sodium/L). This corresponds to&the &,
concentration of the spraying solution during application to the crop. The test can be consid eret 9§
worst case approach as bees were fed directly in the hive with a treated sugar tion at this "4' ey high
concentration. The test item ATTRIBUT SG70 did not result in any adverse e@ ts on the tgrmin
rate of eggs and of development of young and old larvae. No statistical mgm@éant differgnce octurred
for mortality of pupae or adult worker bees and no behavioural abnormal%;es were no(§ @ timg@
of the test. © @\’ \ S @

N 9 S @ @
Overall it can be concluded that propoxycarbazone-sadium poses ac@%table r1sks@@%ee@lo ?i\' the ©

use of ATTRIBUT SG70 according to the proposed%@e pattern. Q& = & @ i @

Q o @
@ ) @ @

o & &g
CP 10.3.1.1.1 Acute oral toxicity to-hees_"s \\ > ®

o
For information on studies already eva Q‘? ed during, (R ﬁp&t&EU re{dew &@rop car@bne-® ium,
please refer to corresponding sectlo théézB seh ossfer and?ﬁ theé@ono h. @ &

R
A new study with the product ATIB@F S @ acg@dm @ re guld%hnes OECD
213 and 214 (1998). The stuas Y%Subm ed d@ﬂng firs nex I 1nclu@)n prdeess and is
submitted within this Supplé%aent%Dosm@or t@ proxycar@zone\ dlurggRene al of Approval

and summarised below. ¢, N <&
S % e v ¢

%
U

CP10.3.1.1 Acute toxicity tobees & 7 é}@
@

Report: ; 6\1”2 N@ﬁ -01 D

Title: @ Effectsof p xycdthazondSSodiurdS G 7@0) (actd contdst and oral) on honey bees
(a meLh L.)dnthe laboratos@ @

Report No: @Q 0 203§ < N AN §2 @& <

R %
Document No:« © 29-0 %,
Guidelines: O QOE 213 a]§;214§§199§ 9 §© ©§ @

Dev1at10ns@2 ne % & é’}
GLP/GERY n& @ v

Executive Summ

In an acute labo@ory § and &al toxicity @ropoxycarbazone sodium SG 70 to the
honey bee, Apig mell ere tested. @e tesOvas cérducted exposing female worker bees to a
single dose 5£100.0 ee bg\mm@bapp \atlon@mtact limit test) and 50 worker bees per dose
were exp d for 48 hou fo din al lifait te t@o a single dose of 109.5 ug a.s. per bee. In
additim@’es were exg@ed t@ontr @nd @ere%g item groups.

In b@ﬁ tests, five r%phc ge&@éch €ontai g? 10 bees, were used for the test item treatments,
controls and re @r@nce t 1@% Mgtalitysarid sub-lethal effects were assessed 4, 24 and 48 h after
test initiation Q con%@t an ral t&@cny Q

A mortalit @2‘@&1 th&é?)nta 0X1C@ and no mortality in the oral toxicity test were observed after
48 hours Gt exp@sure in the te§8 item group. In addition, no sub-lethal effects were observed in the test
item afd the@ tro@ou@ll validity criteria according to OECD 213 and OECD 214 were

ful @d. é@ g @

In con@ion, the toxicity of Propoxycarbazone-sodium SG 70 was tested in an acute contact and an
oral toxicity test on honey bees. The LDso (48 h) was >100 ug a.s./bee in the contact toxicity test, and
>109.5 ng a.s./bee in the oral toxicity test.
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I. MATERIALS AND METHODS

A. MATERIALS Q\

1. Test material: @b &@ S
Test item: Propoxycarbazone-sodium SG 70 W (A@fRIBUT ng) @\Q
Description: Light-beige solid %% @ O\@ é\g@
Lot/Batch #: Batch ID: EFKE002041; Specificéion No.: 10;@00 2.0
Purity: 71.0% w/w (an;%(tlcal) propoi@arbazone srn @I)C&

& Q O v @
& S g

2. Vehicle and/or positive Positive cofxtrol: Perfektlg@n E%@nal%ﬁ ent a.7 g@

control: dlmethoa@/L) 2 @ ‘N
WK ¥s @ ¢
3. Test organisms: %, \ \\ % Q w §
Secics: N @, RSN
pecies: ey q@e (4pis elhsi\\ra L&)g C} @ SRS
Age: g ulp}orke&%ees %, @’ @ N) @ %@)
Source: Q y be@@:olo&@s d1@ an @%en t, bred by [
& S
Diet/Food: RS % Read@@o—usg syruy‘(Apnmlzert, 3&@) suaggse, 319glucose 39%
g O fn%%se) llbztum @ \ y\}

Collection: ~ % %})\’ith glass tubég, fror@%e Q%[er hoﬁéyco (away from the
¢§ 2 r(@ withgut'the tise of s@oke &nd wﬁr@ anaesthetics,

3 colleéed onthe @%in fuse. S)
§ & N é;@) SN @
@) A @ @ @
e

/
f/
7
4
»

4. Envir nt o T oy § v
cond&@;. 0% ‘”\g@ % S o\@ § @) %@
Tem%)erature & @V\a @ (S & Q@ \@’
éﬁtlve humidi®: S 0 @% Q % @

~

Light: §) N @ Dat] i es@cep&ml %bservatlon)

Ventilatio% @ § ntllg%n to@vmdsmble accumulation of pesticide vapour
Q)

@ O N
€ ) .
N
B.  SEUDY DESIGY QQ I SR
1. Experimental t@me%j & \©
Contatt test: act test: The t&st was&x @d w@ 100ig a.s./bee prepared in an appropriate carrier (tap water

with 0.5% Adh 1;) and dmigisteredzgs a 5.0 L droplet per bee (dorsal thorax) to each of ten bees in
each of the cages. ontrol th a@ pL @oplet (only tap water with 0.5% Adhaésit) and 5 uLL
droplets of eth&@ > 0. 20% 15 @d 0.10 pg dimethoate per bee), dissolved in tap water with

0.5% Adh@@lt w ara .Im dlately before application, bees were anaesthetized for ca. 20
secondse® th (§& untll ey x@re completely immobilized.
B

OralYest: test@vas ducted with a measured dose level of 109.5 pg test item/bee, in 50% w/w
aquieous §ugar syrup. A control (50% (w/w) aqueous syrup solution (50% tap water, 50% ready-to-use
sugar J‘E) and the toxic reference solutions (nominal 0.30, 0.15, 0.08 and 0.05 pg dimethoate per
bee) were prepared analogically.
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Before offering the food, bees starved for 20 min. The treated food was offered in syringes, which
were weighed before and after introduction into the cages. Duration of uptake was 1 hour and 55

minutes for the test item treatments. ¢
& &

Five replicate cages per treatment group with each cage containing ten bees We%}exposed for 4®§h m
both tests. L & N

g & &
2. Observations % Q § \25@
Mortality and sub-lethal effects were assessed 4, 24 and 48 after test @matlon for cm‘}act&\ ora@Q
toxicity. Q @ § o

AN S X Q @ &
@ S @ Q© @
3. Statistical calculations % R ©
Results obtained with the bees treated with the tnd refere item @ere co%parg@[o thése
obtained with the control in both the contact and oral gsts. Thy ont»@y\t and BFal ]@0 Vaolg%s of «th?
reference item were estimated with Probit A: y51s @bcor g to “ D).y
The NOED of the test item was estimated %mg F er’s @xact t@ pallse mpar@nn %
greater, oo = 0.05), which is a distribution=free tesStan aBes nQtyrequijretesting for v1&(3rmah
homogeneity prior to analysis. The softyare used to I@Tfomﬁthe iﬁ@ tlc%%naﬁwa@m&§
Professional, Version 2.10.05, ® g@t S& 10n@ﬁm E@ \@7 § @@
o © © >
IR RESULTS A@DI&S&% S &
NI S @ ° N

A. FINDINGS AND @SER@AT%@\IS S o \25@
Contact Test: At the e&cﬂl of th, tox1§ 8 ho@s aft% apphc%lon),@}o% mortality
occurred at 100.0 pg@ss./be g mo @ inihe confidol g@&p (w@t\er + 0.5% Adhisit). No
test item induced VIOQI'EII eff§zv&® obse y ti@g in the con@ct toxicity test.

Oral Test: In the@g?al 1city t&st t maxumlm n ﬁmal test level f P, %oxycarbazone sodium SG
70 (i.e. 100 u@s /b, cor@pondg to an ctu%@ ntak@f ‘\\\‘ S. /bee This dose level led to no
mortality a%?r 48 hirs. Ifithe c%trol roup (80% s soluffd n) s@ mortality occurred. No test item
induced b& vioural effegts W@@» obsggyed at any tge n %@bra&@mﬁy test.

The ccétact and oral @50 ( @) Values o@ﬁe ref@ence Ttem dq%thoate were calculated to be 0.21
and 0.14 pg a.i. /b@spe&uv é& Q7
& 5 >

Table 10.3-5 @ 10 d@ chrgﬁc ora@mﬂm@ of pr@oxyc@bazone-sodlum technical to honey bees

Test Item @ Q\ Q @5@ Pxppoxycarbazone-sodium SG 70
Test Or@ism R @@ © @ D Apis mellifera L.
Exp{%gre N @ . Q@ ehtact oral

@ i @solu&iﬂon in $®1ﬁsit (0.5%)/water) (sugar solution)
Application Rate .~ 2* 2] & X 1000 109.5
LCso [pg ai%ee @ay] § %, ©@ > 100 >109.5
LCao [pg@s /ber dte] @C@ > 100 >109.5
LCiofug ass. @}peg@y] > 100 >109.5
NéﬁD* L@a s./bee per d§ 100 109.5

* The @EC/NOED was estimated using Fisher’s Exact test (pairwise comparison, one-sided greater, o = 0.05)
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All validity criteria according to OECD 213 and OECD 214 were fulfilled, since the mortality in the
control group was 0.0% (should be < 10%) and the LDs (24 h) value of the toxic standard was

0.21 pg a.i/bee in the contact test (should be between 0.10 and 0.30 pg a.i/bee) and 0.14 pg a.i./b@n @
the oral test (should be between 0.10 and 0.35 pg a.i./bee). N

N

o &> S

I1I. CONCLUSIONS ~N & Q
@ ©

In an acute contact and an oral toxicity test with Propoxycarbazone- sodqu%SG 70 on h%@y begs, the
LDso (48 h >1 th tact t >1 alt
s0 (48 h) was >100 pug a.s./bee in the contac 0x1mty§@and 09@1{; a.s./bee 1@1@ e ot 0x1§1 @

test. @ § %o ©§

<
CP 10.3.1.1.2 Acute contact toxicity to bees?’ @
See Point CP 10.3.1.1.1 ! V. &N % D L S
..... % @ @ &% v @ N %
© & @ >

CP 10.3.1.2  Chronic toxicity to@ NN Q O

A 10 day chronic oral toxicity study ,“@ con@cted@%h the, actl\ggﬁ@vlbs Qp
'\
sodium. The corresponding summar$is filed in ﬂ@up iementbDo sgr for

P-010245-02 in Document MCA ection 8 ynder Point CAS3.1. 5901 (
70407136, M-484627-01-1). N@signiﬁé@nt n&alit I te rrnga bg @al bnormalities
ate%produc thepefore not

occurred at any time of the te¥6>An aﬁdltl(@l studyWith the fo
deemed necessary. * C& @ & Q S @ N %

@)
CP 10.3.1.3 Effects on ]@ey bee de§ pt ax§ other hon%%? be@fe stages
A honey bee brood ing @dy@@cord@g to @nen&g\al ) h&9 bee&ond&c%d with the product
ATTRIBUT SG7 2@3)3, @73031 4%@1 -1. As thls@udy serves to derive an
endpoint for the@gtivesu stange reference& adgto the Syrbmi emental Dossier for the
active substa @§245@2 D %@'ICA ectign, 8, Pait 8. 3 1 . No adverse effects on
a?ld lar{ae, p&fie) and colony development

mortality, bee broodeevelopme (eggs 2
were founcf@fter feedmg@wne@ ies s@ up at @conce@tratlon 0of0.175 g a.s./L.
AP
s QxR o
@ "\

Cp 10% 14 Seth@%fee@ S N

There is no particular st%(jy de / tgiﬁ%gulde@ne to @sess@sub -lethal effects” in honey bees.
However, in each’lab dy ell ‘aé%‘n thelbee brénd test, sub-lethal effects were determined.

No adverse %@leth ffeéﬂwere\ %@any o@theg
@

CP 10. @ Cage @m tg)lel tqﬁ?s IS 2 %@
Not necessary Wher@nmd%rmg the outcmle of%@ risk assessment and the results of the lower-tiered

N
stu%%@ S @ @\ Q §

o @ N
CP 10.3.1.6 , Fiel ges}gth honeybees

Not necessafyrwhenc ing tﬁé oe of the risk assessment and the results of the lower-tiered
Y Q

studies. @& @@ @© <§9
S
C&%ﬁ 3. %@ Emcts@l non-target arthropods other than bees

()

m

Sum

Toxicity of propoxycarbazone-sodium to non-target arthropods other than bees was assessed from
hazard quotients between toxicity endpoints, estimated from Tier 1 laboratory studies with the
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standard indicator species Aphidius rhopalosiphi and Typhlodromus pyri and the product ATTRIBUT

SG70.

The in-field and the off-field HQ values are below the trigger value indicating that the risk to in-fi

and off-field non-target arthropods is acceptable following use of ATTRIBUT SG70 according.t0

Q

‘@
d tt
proposed use pattern. > @® S
- ~N IS
Toxicity IS N
. - . . - QLS o
Laboratory tests with standard indicator species Aphidius rhopalosiphi, Ephlodromus-pyri, Cg%%me&
septempunctata and Pardosa ssp have been conducted a@valuated d@ng the first review angy
are still considered adequate. The endpoints are summarised in the fwmg table.@ § é\o
) < > RO s
Table 10.3-6 Effects of ATTRIBUT SG70 on nmg_%rget arthrop@s ot@)r tha}(libees & © V&
Test species Test substance E@Exwologwa@dpo&p %@Jagr@ end&nt/
study type 5 m@ O S £Q Reference
Aphidius | MKH 6561 WG 70, | LRso> 10 e Q@’ @ <
rhopalosiphi lab., glass plates % N N % @
[g product/ha] c@% Mortatity [% ct o@arasfta@ n g
N 5
Q & Ro N Ef ency@%]
St %g0.8 X
5 ) B0 W g&@ S
10 g 00" " S WO
Typhlodromus | MKH 6561 WG @), | LRs > 200 g/ 2 Q& IS xS Yes
pyri lab., glass plafes | " S S @ g h(1999)
[¢ product/ha] O S SN LD M016607-01-1,
0 .
. 9D cogyMongty gl Flleet O“%Q’m on 2v" KCA 83.2.2/01
100 & S [Fe] = §
200 S0 9D 0 Qb SOV
@ @ o & & 20" &
Coccinella @WG*&(})‘; £R50 >*OO g/ha@ @@@ N @@ Yes
septempunctata | Clab ss plates N &\ O @ %, -(1999)
é; ducttha] @con@ﬂal@&[%]@@ No©<§arv/female M-011866-01-1
Conttel o 46 : T
% @ 2)90 P2 A S Y e ) KCA 8.3.2/02
o & | &' O RN
Parddsassp | MKH®@561 \%@70 xLR;@xmo @ \© Yes
1 \qua 7 3and AN - 1999
§ pro ﬁ/h@ g&ﬁs Morf@’lty [%D %fect on Food Uptake M 1( 1 i
> 00 o 4] -006613-01-1,
O @© ) @ S O @ 3a KCA 8.3.2/01
% A negative vilue 1n%ate ighr eedn@cnw@@ in tatment than in the control.
Studies s d in grey ha § been fgview adl t EU review of propoxycarbazone-sodium (in
Baselin€ossier foroQ actlv‘@substance Péi 0@%01)

>
Rlskassessment for 0tl@§nm@mrget@”thr§ods

The risk asses &HE%%S per,

(SANCO/1

nal (‘%002)

assessme roc@res faypla
et al. 2@ ©@ ®
e
Q <
2 Cand

med@ cord%% to Guidance Document on Terrestrial Ecotoxicology
to the Guidance Document on regulatory testing and risk
nggroteét@n products with non-target arthropods (ESCORT 2, Candolfi

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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According to ESCORT 2 and the Terrestrial Guidance Document, the following equations are used to
calculate the hazard quotients (HQ) for the Tier 1 assessment:

& &
In ﬁeld—HQ = PERin.ﬁeld / LRso o\ 6§
with PER;.fiela = Application rate x MAF S @® S
S &
Off field-HQ = PERst.fiela / LRso % correction factor v S @
with PERstfc1e = (Application rate x MAF x (drift factor / VDF)@%LRso) . O § ‘2”5@
@ > \v\g\ @
where: & @ @

S
Drift factor = 0.0277 (90" percentile for a sm&e apphca‘uon@%cordmg t@nz@ewr@@ O

MAF =1 (single application). @Q}
VDF (Vegetation distribution factor) = an be ap 11ed in e of Q% te@iem to a@st
the drift data determined for 2-D surfaces+o the 3-D ctufe@f theyeft-figld habitat.). N

Correction factor = 10 (to account fo “tince the@ raptlon @om Ap%zdzus and
Typhlodromus as indicator species to all o S 1eld BT As) 07 IS
@ @7 9

The Tier 1 laboratory studies for Aphidiks rhg oszp and %@ Typ @mz@us )2 esu]fgeﬁd n
values > 100 g product/ha and > 200 gy od&g a, Egspec se V@aes a the @er 1
risk assessment. @

The risk assessment below is con@%ted for the@mxm@}m sng ap}@atlob@lte o@)O g@oduct/ha
covering application rate of 60 @prodksﬁha Q @ «
@

S % & ©
Table 10.3-7 HQ for terr%%trial@gon-ta@ﬁ ar%l;ii;opods@or the%-ﬁ%scena@ @
k@

N PPl- ra@ § N\ P@\m-ﬁeld% iRS .
C S A% H T
rop pecies @pro%ha] @ @ . Qg/héﬁ\ [g pl‘{)(@ﬂ] Q rigger

NI S
A. rhop@psiph @ 400 <1
Cereals & Oi Tvzp g O & ? o - 2
i O | TN N G A [ B2 [ <05

M@f
/)

\) 4 Q& r\g
S @6 o O ¥ @ & @§
@ LN N
Table 10.3-85 HQ for terrestr,i on-tégget @m}po@’ for @}e off-@d scenario
DA ~PER
. @ p§ ift @om | LRso Trigge
Crop Spec1%§) [éﬁzl %AFO ol £ {%F factos : gﬁ/elllda] [¢/hal] HQ r

Af@%é@&@@@f

) N >100 | <0.028
Cereals | rhogglosiphd 1@© B @ | Do 277 2
SN | SO SO 5
i | @\ @Q 2 @ >200 | <0.014

The HQ@lues calc@ied for%e -ﬁeld § fo off field risk assessment are below the trigger
valuewof 2 indicating ac le r@( to @@1 ta@ arthropods of ATTRIBUT SG70 according to the
pro;%sed use pattern @

In addition @rato%tﬁare ayail %r Coccinella septempunctata and Pardosa ssp, also
IL

concernin en‘&@b sub al effectss® en though the Tier 1 risk assessment based on the LRso for
the two 15103‘( pem@Aph s rhopalosiphi and for Typhlodromus pyri is considered to be
protective, they 1tlon-@studles confirm the conclusion of the Tier 1 risk assessment, since no
rel ﬁg;lt ad\ggv Ffets o w*mortahty or reproduction were observed at the highest test rate of 100 g

©®
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CP 10.3.2.1 Standard laboratory testing for non-target arthropods

No new studies were conducted. o
For detailed information on studies already evaluated during the first EU review of propoxycar one«§
sodium, please refer to corresponding section in the provided Baseline Dossier for the active @@Z alég
(dossier number P-010245-01) or to the Monograph. @

@
CP 10.3.2.2 Extended laboratory testing, ag@ residue sg;%dles W1Q ngr@ar%@
arthropods @

Further tests with non-target arthropods are not necessary when con@rmg the o&gt@)m he &
assessment and the results of the lower-tiered studlg Q @
9’

CP 10.3.2.3 Semi-field studies with non-¢ get arth@

Further tests with non-target arthropods are nénece@g@ry w&ﬁ co@sﬁ'der t e dut come f the risk
assessment and the results of the lower-tier, %d stud‘gs Q

CP 10.3.2.4 Field studies with n@n-talget ar@opc&@ &
Further tests with non-target arthrop@ aigt ne@s ry@hen 51d§zmg th@.ltc of thetisk

assessment and the results of the lower-ti studies. @ @ @ S %@)
2) O Q ©@ S
CP 10.3.2.5 Other rout@f ex@esure%r n<§ ta&gét ar@ropo@ SN

No other routes of exposure ‘for nq& targe@hmgods t@ alreddy ad@r%’)ssed@aove n©der Point CP
10.3.2 are considered relevant. @ y\]
~ @ § SR
% %o
S ‘& )

N
CP 10.4 S§§s on @ong@ll mbg)- m@rofau@a S
The risk assessm pro@ure ‘fallows'the re@nem&ﬁs acegrdingte cu s\»(?’ regulatory requirements
and the Guida@Doc@nent on Teri:gstnal@otoxi&olo ANCO/10329/2002 rev 2 final (2002)).
L G o & & o
% S N

L v
The ris propoxycaé@% odiu@ on non- tar@ soil.m ﬁso \1 macro-fauna, represented by
carthwormes, Coll@ a ajid, soil nyjtes, @ assessed from togmty exposure ratios between toxicity
endpoints, estimatggf from studi w1th propo arbagyne-sQdium and its metabolites and maximum
PECioi values fofowi e g t6'the preposedise pattern.
All TER Valu@exce@ e frigger, V@ue 0@ for leng-ter®¥ risk, indicating acceptable risk to
earthworms ¥rd sml@hac@rgaﬁ*ﬁns f@owmg\pph@tlon of ATTRIBUT SG70 according to the
proposed uS¢ pattern. § & %
Cp 1&.4.1 Egﬂ\iﬂ@iwg@ S @\

ici S © @\ @Q &©
Toxicity @ . SN <

Summary ¢,

$
Long-term 'citmﬁlpo' releviint fagthe risk assessment for earthworms are presented in the table
below. For details\pleas'vefer tothe sibinitted Supplemental Dossier for the active substance
P—OIOZ@YD gbumen C@ Section 8, Point CA 8.4.
@

@@@ 5

&
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Table 10.4-1 Long-term toxicity of ATTRIBUT SG70, propoxycarbazone-sodium and its metabolites

to earthworms; endpoints relevant for the risk assessment Q°
Test . . NOEC EU agreed ¢
Species Test design . Reference
substance P g [mg/kg soil] @ emﬁnt A
I >o5) @K N
MKH 6561 Eisenia reproduction, 1392 HBF/ Lo e g’%@ %@d
WG 70 fetida 56d SO MO@M e R GS
X Ksa0 L O 2
o Z Q@ N !
Propoxy- Eiseni reproduction %@ N 7(32()0212 - S @© K@
carbazone- isenid procuction, 5.0 R D" Ney stud
: Jetida 56d Y 06608<01-1\
sodium . @ 50 D W
9" V| RCAgs0 | NS
\) @
™ & g2 K (20127 S S
Eisenia reproductigﬁ% S Qb %04 15 @ @7 @
MO05 . N %, News@
fetida 56 @ N @ '§ &4666%-01- ég S
K IS & &Kc@w@ )
NN & <
MO7 Eis?nia re@c% cti@% 56 @(}C@ @5@0 @® o?\lew study
fetida | ORI D & -466 90. 01@ &S
Ko & 4 8.4.596
S < M N K&
\@2 %ﬁ S N @Q N 14) 2.7
FEisenia progyction,s) @ o 71 022
MO8 fet@’ § @%@%d . @6 5;29\ Q M§§5902 fﬁ 1 New study
& S R N S @ A 8.4.107
RN NI * (1999)
Q Eis rep cti r@ R, Q HBF/Rg 315
MO O &3 . S e 3 Q' M24207-01-1 Yes
2 % /@% S Y @ | ®casam
A
N @8 Y o [0 Hlony
spmia < T duoCt@l’ S AN 71822022
MI0 Qgﬁa @ms IS M-484633-01-1 New study
5 | & “ S
QNS L S S KCA 8.4.1/08
D N ) o &
N BEIRC N I H 014)
MI1S | Eisenia §produ%§ 9 .G, 71812022 New stud
@’ fetgié@ Q B S| M-485903-01-1 g
AR I Q KCA 8.4.1/09

2 NOEC given in stu?fif re is O@O kg dR/ha; gndpoint was re-calculated during first Annex I review,
considering a vessel surface areaQ 198 @n* andQ00 g dws per vessel. NOEC was highest tested concentration.
Studies shaded4q grey_have bec@ rev iehed as patt of the first EU review of propoxycarbazone-sodium (in
Baseline DgS¥ler f@l& e e substancéP-010245-01). Other studies are part of the Supplemental Dossier
(P-01024502). < S s v

Studies @ded rey ave b&@eviewed as part of the first EU review of propoxycarbazone-sodium (in
Baselifie DogSier f e a substance P-010245-01). Other studies are part of the Supplemental Dossier
(PQ§245 )., @ @

©®©
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Exposure

The maximum PEC; values were calculated following the recommendations of the FOCUS soil

Qé

working group and were taken from Document M-CP, Section 9. For full details of the assumpti
used in the exposure calculations please refer to that section. 5 ®\ @
@
Table 10.4-2 Initial maximum PEC;ou values and accumulation potential of @poxycarbazﬁne-so@%
and its metabolites Q> @
cl
- ) N2
Crop / M mum PECsoip ™ P]EQplateau7 yerall X
Application rate Test substance [mg/kg] @§ &[m@]\ @}@ .
)
Propoxycarbazone- & o y\g Q D
. 0.042
sodium \)@ & - © - @ @© &@%
MO05 o 0,004 @ Q \@ ¢ N\@@
Cereals / Mo7 & &’ @05 % T > . -
42 gas./ha Mos O | @ oo@ SO @ 0008
Moo = L P <’ 0.003 > Yoy o
MIGS .S oy 0009 ST T & 0010
X S N I
MR o e oo O & @ -
Propo arbazOiie- ™ S @@) $ 078
. 6 070 @) Q ) ﬁ&
- S duiﬁ@ @\@7)) S $ 5§ A
Mo @ 00 . o & -
Cereals / & SMo7 S @% @ 0.008 NI i 9 -
70 g a.s./ha N Moo & | & 007 OS] & 0014
N ) © Q
& Mé® @© J§ 0.8 & 2 0.006
& @m@ ) w@ 8014 — 0.017
SO smiy s [T 009 .
Values in bold&@ use&@ the {@BSk ass@men@tx v WQ@? asproa@§ o
v Sy 5
.9 SHKS; @ ©
Risk assessment for @gp\fhw @ ©© § ©\
The long-term TE@luekﬁasedén the @un}@n PE@SM Vel@s are presented in the table below.
Table 10.4-3 %ng-@% Tﬂgalu@’or e@?hwo@s @6
Crop/ < ~ NQEC PECun .
Application rate @‘fest@)stamge ES [mglﬁ dryepil] [mg/kg dry soil] TERwr Trigger
&0 | vka 6561@}% 709 & 1 0.078 18
ISR
% Jiopox é@rbaz‘@ 5.0 0.078 64
AN um's, A
X
@r MOS,— & & 10 0.007 1429
Cereals/ & | 7 My7 w7 [ o~ 50 0.008 625 5
70 g a.s. - S S 2
e _QU08 & 5.0 0.014 357
@@ Y Mp® 316 0.006 52667
§§’ &[S w0 5.0 0.017 294
QL [T S 5.0 0.009 556
©

The TER¢yr values are greater than the Regulation (EU) No 546/2011 trigger of 5, indicating
acceptable long-term risk to earthworm following application of ATTRIBUT SG70 according to the
proposed use pattern.
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CP 10.4.1.1 Earthworms — sub-lethal effects

No new study with the product on earthworms is considered necessary. >
For information on studies already evaluated during the first EU review of propoxycarbazone-sg 1um,e§
please refer to corresponding section KCA 8.4.1 in the Baseline Dossier of the agtive substangg S
P-010245-01 or to the Monograph. @,@ SR
S
CP 10.4.1.2 Earthworms — field studies 2 2 N <2
No further earthworm field studies are necessary. VC@ @ g}” Q\ @? @
Q o & & &
& & S | O &
CP 10.4.2 Effects on non-target soil m ‘j.\and macr(%unﬁg(oth@tha&earthv@vj ?
. @ N T 6\ N NN
Toxicity LN Q" % >
Q @ %
Toxicity studies with propoxycarbazone- s um a@ soﬂ@letab@@és M@ 6 MO@%M 09 &
M10 and M11 on non-target soil meso- c%@fa \other@aan ¢ wor@ represente

collembola Folsomia candida and soﬂ@ te Hy,poas @aculé%;fer ar€sum %fls the fdble b
Detailed descriptions of the studles 1V@Q nd 01n 8. é}gﬂn @me C@ ec%on 8 of
propoxycarbazone-sodium.

Q 9

6
Table 10.4-4 Toxicity of pl@xymﬁwzone@dm@ %S eta@ltes t@othc#on @get soil macro-
assess

organisms; eadpo nts?eleva@t for the risk

Test 2 N DNOEC @ \ y\?@ EU agreed
substance Spec1es\ %{est desf@l § soﬂ§ ° . %Refgi@ce (AC\Q endpoint
J "
IS S @ S | Q (20§
Falsomias, ge&uct?@@ N 5@§9 @@ 40401 New stud
Crandigd>" | 284 RO AH1-466609-01-1 y
: N
Prgpoxy O ©© 5 O U oD § KCA8.4.2/01
car a;one- @ «;4% @ Q\LQ (@,@ “ (2012)
SOdlun}\@ Hypoa.@%‘ @ve\f)rod %On @ Q@ 70405089
&@ aculéfer || 14 S \@oo %o \© M-466611-01-1 New study
N > O A
O Y © Py S [ KCAS42/02
> S T J o o HHov
© Folsghia {7 repradiction” | O © 70412016
Ay Y Q repraguchiag, NS New study
AN candidaty| 283 limipGst @@’@ @ M-466656-01-1
0l® o | @ g 5 KCA 8.4.2/03
S
N RNEE RN o)
o HyPO“SP@<§ @Od““’ § 10 70411089 New stud
@prculeifer @Q d, @m tes@ M-466654-01-1 y
Js ) [g o, KCA 8.4.2/04
& & S © I 2012)
N @%'"ols ia @eproduction, 70422016
&% @§© ca@ﬂ{) S 28 d 9.0 M-466684-01-1 New study
Qﬁm N i KCA 8.4.2/05
2012
Hypoaspis reproduction, 70421089
. . 10 New study
aculeifer 14 d, limit test M-466680-01-1
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Test . . NOEC EU agreed
substance Species Test design [mg/kg soil] Reference endpoint ]
KCA 8.4.2/06 AP
-(20146 Sy 9
Folsomia reproduction, 10 7179301 I\%\% - ®®
candida | 28 d, limit test M-484422 @ 1 o
Vo8 B KCA §22/07 O o G
VU _(2014) SN @@
I ~ - 794089 @ Y & &
lypoaspis reproduction, %ew 4 D
aculeifer 14 d, limit test %@ {484430 -01- @ Q ¢S Yé&
& ki & " ¢
R
;i W 513
Folsomia reproduction, [O "\l@g é)\\’ % 70, Nestudy ©
candida | 284, limittest, | @ \@ Q M-466718- T S @ %
L S
oo Sl S & Konsa@oo s o &
G & S s &
Hypoaspis repr@@uction@’ N 1 RN @4408@ § N@e)w stud
aculeifer (len@st 2 é@ § M 667]6@ 1@@ N Y
o Q
RN o @ Y Qxeasdnd
A
° é& §) @& Q S (20%4) %
Folsomiq_?| reproductign § @ IS 182@6 New study
candida " | 28 ,h@t fest ¢ & o KM—484§E5 01§
QW SEES KER 8.4.211
M10 = e
$ & @ LS4 M
& . % 089
Hypodspis production, N
ac%é@@@;’ L [P14a fimi 1650 &0 Qb § M. @84437-01-1 New study
& 9 & S O 4 &cass2
S TF 15 3 o
Folomia - IS N S 71813016
a g > TeRauctia®” | > @ = New study
did% 2 lim?gtcst Q& 6 M-484423-01-1
T ’ LIS &I s $ KCA 8.4.2/13
& B .
g (@) @@9 S Q\ S D B 2014
% Hypoa%s md@@n, 9 &%@ 71814089 New study
@’ aculgi Qatd, limit test @ M-484433-01-1
@ é @ m@§ °\ KCA 8.4.2/14
The\‘udles are part of the @pple@ﬁal Dossier (@-010245 -02).
pS Q
<) v

Risk asse@ﬁnt for othgl nongtargetdoil meso- and macrofauna (other than earthworms)

TER catlﬁ bailff@ on_th® ecotoxicological endpoints given in Table 10.4-4 and worst case PEC
value, 1ven a 0 43% re presented in the table below.

& &

&
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Table 10.4-5 Long-term TER values for other non-target soil meso- and macrofauna

Crop/ NOEC PECsoi @ >
Application rate Test substance [mg/kg dry soil] [mg/kg dry soil] TERvy Trigger 4
Collembola, reproduction @@ . @~ )

S
Propoxycarbazone- 500 0078 . | edoe | &
sodium Q © § G
MOS5 10 < 0.007 1429 ] @é\” @
Cereals/ MO7 20 i&j@@g @}%25 @ &5 §
70 g a.s/ha MO8 10 ¢ <0014 Q" TR | O &
M09 0T qf HeT | &
MI0 0 . & b7 @ | pysssn| [ ©
Ml O 10@ &7 K000 45 1111
Soil mites, reproduction @3\7 @ Q ~ Q @D) @§

Propoxycarbazone- s ) q
sodium @( N g\g i\ S S &
wos O] & als o [0 ogh S| iy ¢
M7 R g gl & &

Cereals/ - s 7 < < © 5
70 g a.s./ha Moe? - T (9 QoodT e
My o | & 20 o | S 0006 o 1667
(©) NV \Z A
M0 & £10 ds w0170 57588

MY ¢ O 1(5@ O « 0909 . D 111

o N ¥ O S
The TERyt value & gr er tha@he gul tion (E %o /20%1 triggey of 5, indicating
o i somamas b

acceptable longtg §t0 sd%kl magro- orgag ms l%prese@ed §oll ola and soil mites,
following ap]@atlo ATERIB GQ% cco%mg tathe pr ed@lse pattern.

Y
CP 10. 4%% Spec1e@eve%testl@ Sy @@, Q@ ©
In Vle\%ﬁ the results @esen@ above furt@@qr stud@s are™not nﬁc@sary
D < & 5 S %
CP 10422 Highentier tetin %\ o
In view of the@sults@%sen@? abo@ ﬁel@udle@e n«@ecessary
@ © N S D
9 N & @
CP 10 @’ Effec@on s@ niten@an%@"mation
AN N
@ D
Summary @ Q @

The risk of pr @xycarbazo gsod aluated by comparison of no-effect concentrations,
ga

%,

@

derived fro w1th T SG70 and metabolites of propoxycarbazone-sodium
with PECi
Accepta rlsk§ oil @trog@ransformation was shown following the use of ATTRIBUT SG70
according to @prc@ssed usS pattern.

& @ P N
Tefglmty @ §
Endp relevant for the risk assessment for soil nitrogen transformation are presented in the table
below. For details please refer to Document M-CA, Section 8, Point CA 8.5 of this submission.
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Table 10.5-1 Effects of propoxycarbazone-sodium and metabolites on soil nitrogen transformation

Test . . EU agreed
substance Study design Endpoint Reference endp 6
, (1998) @
MKH 6561 Nitrogen-mineralisation no nefigxge3esffli:c;;§t 0.07 AJO/1 &@Y ©®
WG 70 28-day study . R M-004547-01-1
difference to control <25% N @ e
_ K@wsm P e
S 5| 8 @ | @
Nitrogen-mineralisation 0 MERLINE Glios ait 0L @QAJO/ 1 9769@ N N §
MO5 and 0.35%g/ha, o1 R § .
28-day study . K M-015916
difference t(%ontrol < 25%< % (@) @
; easis &) O &
é@ %7 (@%) O
Nitrogen-mineralisation e cts P ATD/197 %
MO07 and 35 kg @ @ & es o °
28-day study . ) 12%@ -01-1Q @’ @
s coml <376 | 1
&N o (8RR S
SRR O
o éeffe&s>25%u > (2012 @ K
Nitrogen-mineralisati p $ o 2,
MO8 >8.d i ¢ 0.46Hmg/ 011 d% < 080@ ~ New study
-day studyg, O\g O w 2 670@-1 &
> @% § N & %%CA@S/M
@ 9 & N 9)
Nitroge mlner St S @‘ects@ 0% /19
MO09 genl % @J) and 435 kgtha, K Yes
ay stifdy § -015@5 01 1
§ @eren co®b1< @SA)
S \@& & N K K@ 8.5/08
O (1999)
o O & ES
@Iltm@-rm&@llsa‘uon @ﬁega&g%e effe@ato . @ AJO/199399
M10 2, Yes
¢ y study, 2 § o M-015942-01-1
" QD é ifferctce t contr%@ﬂZS"/\
0 @@9 ) & w° O] KCA85/03
§® &\ S PS <
Nifsoce ton ol nao\ef@écts >@5% @to (2012)
M1l g @ 467 @g s@ry 70467080 New study
@ a XY \ - Weigt M-466720-01-1
SN
NS KCA 8.5/12

Studies @ed n grey & beel@ewewe as p@ o ﬁ?rst EU review of propoxycarbazone-sodium (in
Baseline Dossier fO@ﬁe ac%ve S%lﬂCf‘@\OlO% 01). Other studies are part of the Supplemental Dossier
(P -610245-02). Q
&
@% SN <

a AN
For inform on\sﬁdieﬁad}%va@ed during the first EU review of propoxycarbazone-sodium,
please refég to c@spo @ing séttion in'the Baseline Dossier of the active substance (dossier number
P-010245701) §@V1(§1 alor@n a separate data medium or to the Monograph.

%

@ >

Ri%( aysment for soil nitrogen transformation

q

The risk’assessment is based on the nitrogen-mineralisation endpoints given in Table 10.5-1 and worst
case PECs.i values given in Table 10.4-2 and presented in the table below.
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Table 10.5-2 Risk assessment for soil nitrogen transformation
i PECsoi max
Test substance Test design Endpoint . b Acceptablegisk
[mg/kg dry soil] [mg/kg]
S
K(
Propoxycarbazone- S @®
sodium (tested as N-cycle, 28 days 0.467? 0.078> &yes ©®
MKH 6561 WG 70) v & 0N
S
MO5 N-cycle, 28 d 0.467 ° 0.007 X & <
-cycle, ays . 2,/\ g@\Oﬂ. NS fl\\”
MO7 N-cycle, 28 days 0,4@"a ©<®@ 0.008 @7§ \@/es §
- B X
MO8 N-cycle, 28 days @P-467 4 o.omx@ Q y &
M09 N-cycle, 28 days | 020467 20006 %yes o
8 &8 \ AN
M10 N-cycle, 28 days @)467 S Q\\@ﬁ \ yes,
D ,# @
Mi1 N-cycle, 28 days 5 % . 4605 %009 < @V?%s %
2 Endpoint of 0.35 kg/ha recalculated assumm% 501‘1@ @

According to regulatory requlrement

1s ac a \1f the&e?fect@f n

the maximum PECs; values is < 2 ‘@aft Inmp cas& ev1
25% after 28 days, indicating low@sk tg@soﬂ n%ro or@msr@p to@ 67 /kg
@ & @
& N
CP 10.6 Effects 0(% terr%trlal één-t@get higher p&mnt@
”\7

I S S

Summary 5, @ O @@ @ é& @

epth 685 cm?d a bl&% dens@ of 1 5 g/em3

iﬁn t form@mn at
ns fkdp th ntro%xceeded
sor

S
The risk of ATTR SG70 to@es f'nons Q@rget @gher@ants w@s asseﬁed from toxicity-
exposure ratios betwveen @%{1&@%

studies with A

The dete

reduction are us

By
SRS @

istic r1@ assessmer@mdu%ed a@@ptabl@qs off f}?d non-target plants for an

70 dn\@ reduction are used. Considering a

dpéi:nts egmla
&and edlc@ envn&gnm
Q

SG7

/hacwhen

@dlst@@ e
f

tan@ 0

The risk a essment was f- ne

Vegetat@gour and
The probabilistic ri

applieation rate of

The uise of the product
terrestrial non-t@rget plants w1nar t@t
zone, or alte IVK 0% rift re&ucmg@pray nozzles.
Yy O & 9
NITEPAN
Toxicity@ @Q <€) §

The pomt&r
@er l"

talls prease.
ber P-01024

dh er

a without

an @phcatﬁy

applicatign rate of 42 zles with
dlstamﬁ 5 m, no dridt regh@g nozzles ate necéskary. %
For an appllcatlon@ of 1@ g a. @a
onsiderin

applied. Con51der1ng @

cast

0

dh

t§ rat

n th ﬁeld

f additional mitigation measures.
rat®of 70 g a.s./ha will not produce unacceptable effects on
ed fields when consideration is given to a 5 m buffer

hce and vegetative vigour

a ac@)tablg}lsk &gndlca@e\d when nozzles with at least 90% drift
no@les wyth at least 50% drift reduction should be

lg@ nrlft r§hcm§ozzles are necessary.

b 1st1
1es, X
ssessm lecateg cce

essment based on the HRs derived from the

le risk to off-field non-target plants for an

targggﬁerrestrial plants relevant for the risk assessment are provided in the table

fer to the Supplemental Dossier for the active substance of this submission
-02), Document M-CA, Section 8, Point CA 8.6.
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Table 10.6-1 Effects of ATTRIBUT SG70 on terrestrial non-target higher plants, endpoints relevant
for the risk assessment
Test TeSt. Lowest Most sensitive EU a&ed 4 @
. Study type duratio ERso . References Fooint D
organism species e@omt
n (g a.s./ha) S Q)
- D
Terrestrial Seedling @,& AN \@
non-target emergence; 21days 157 Cano.la etal. é S
plants; Tier 2 dose (dI’Y®elght) 1999) N
10 species response @ 108843-1 é}”

. : Q o2
Terrestrial | Vegetative O M- 021505&9@1 N\ Q D
non-target vigour; 21 davs 155 @ Canola 4 9 q @es @

plants; Tier 2 dose y ' %shoot height)Q @KCA& 01 © &
10 species response Q§ \ @ \© S Q&@
Studies shaded in grey have been reviewed as partg&f the ﬁ@°EU r@lew @Qpropqg@’arb e-sodjum (i,
Baseline Dossier for the active substance P- 0@)24%@) o @ SN .

% g - @ © @
Exposure \\ % R @7
\

Effects on non-target plants are of con g rn 1ﬁ3*16 oel V1romlent ere e ex@sed to
spray drift. For one application to %@ 7% 7 2@% «the fu ph on réte are
assumed to reach areas at 1 m, 5 fa the ge 0 \, e cray, respsétively~Thea amount of
spray drift from one apphcatlor@each off-g ats §f 1 ed using t rcentlle
estimates derived by the BBA{2000}% frompespray-dfift préd1ct1o@ f zelmeier &&utmann

(2000)*. The corresponding off- figld pr

table below.

o,

S

9

e@e@@ e@virzr@ntal rétes
<
fn@

S
Table 10.6-2 Pred@d en@nn@@t)}al rates (Pl@at %\

Y

@Roff,&@ are @}esented in the

@

v

<

5 m@nd 1?&“‘ dlstzﬂue from the field edge

Crop Tﬁ ing & Y% axi @@ D t ance g, Drift PER no drift
11c %pllcat ns %pplic%tgion rage ] @ [%] reduction
@ (23 [g\%.s./h%k [g a.s./ha]
- @ ~ o %\ o&@ S L7 2.77 1.163
Cerealds, | BBCH 1&933 S @7 éZ Q@ «ZO% 0.57 0.239
AN R R T 0.29 0.122
M NS ey o @Q 1 2.77 1939
Cereals | BFCH @33 St D LY g0 © 5 0.57 0.399
o QO of .© @& O @
S o S~ N 10 0.29 0.203
T ] & <
@ 2 N @ﬁ? c o\%
Risk assessment fo@krre%trlal n&n-tal@gt higher plants
. SN o
N > N R O
Deterministic rigk~assessmente @ N
% iR N i |
The determigstic rsKass ent'ts basgg on the lowest endpoint of 1.55 g a.s./ha (shoot height, ERso
of Vegetat& 1n c@yola gassié@wpa)) and 1.57 g a.s./ha (dry weight, ERso of seedling
emerge@ in c (B@zssw@ apa)).
O S N
N o T oo
3SBBA ) Bundesanzeiger Jg. 52 (Official Gazette), Nr 100, S. 9879-9880 (25.05.2000) Bekanntmachung
iiber die<Abtrifteckwerte, die bei der Priifung und Zulassung von Pflanzenschutzmitteln herangezogen werden.

Public domain.
4 Ganzelmeier H., Rautmann D. (2000) Drift, drift-reducing sprayers and sprayer testing. Aspects of Applied
Biology 57, 2000, Pesticide Application. Public domain.
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According to the Terrestrial Guidance Document (SANCO/10329/2002 rev 2 final (2002)), the risk to
non-target terrestrial plants is assessed by comparing the exposure in field margins caused by drifi

o

with the lowest ERso obtained from the non-target plant studies. An assessment factor of 5 is req% ed @@
in order to prove safe use. > ()
S &@ ©®
Table 10.6-3 Deterministic off-crop risk assessment for non-target terrestrla@’plants seed@ng ‘N
emergence ) 9
Crop/ ﬂ@ S TER & S @%@
Appl. ERso Distance Drift PER . . SRS .
Rate [g a.s./ha] [m] [%] g a_s_/%] n:; drift )QOS/» drift 7@;& drifty] 90 rlg§ S
ti ti t ti
[¢ a.s./ha] @ reduction uction Syreduc r;j;@uc off
1 2.77 ﬁ@s 13 |97 Q & L 1y
Cereals/ . 4
R 1.57 5 0.57 \7/.23?@0 K 13 |26, 5] 68
10 0.29 D 0.122 %o 13 f§ a 52 129
S Y SE IS TS
oy 1 27718 Y @ R 6] @ &8N
e 1.57 5 ogj% \0.39@;’@\ 39 6% 7.9 & 16 Lo
10 E Oégq N 7.7@7 &1 é 3 Q7
Bold letters: TERs that do not meet the'@iggerof 5 .
$ ST & & § ?
Table 10.6-4 Deterministic o%crop &%% ass@‘nen n rgﬂg@erres@l p@& Vegetatlve vigour
Crop/ % Q> &) TER O
Appl. ERso Distance Dri ER Q1 2 %’
Rate [g a.s./ha] ] [0 “Q!I a.s.L{a] no drift 500/ ift A) drift 90% drift
g a.s./ha] S RS @ (d@l%uctior&i& reduc ion Neductlon reduction
2 Qp
N iy 227 a3 Y 1o |8 2.7&"\ 53 13
Cereals/ 155 @ P 2300
o : 5 @y 0 239 | @5 13 26 65
9 Y
NN 012 |71 0| 9 51 127
O & b |02l a9y 1.6 3.2 8.0
Coreas/ g 153 Y %s o 0y [ 0399 | 3 7.8 16 39
: S0l @ [T e {9769 15 31 76
Bold lef@s TERs that@b not fdet the tr1gge§gf 5 O XN 9
\ t RN
According to the ults f th erms@%tlc roacl@vhe@ased on the most sensitive endpoint for
vegetative Vlgour for tio @’[e of% g ) $rha, @ values are greater than the trigger of 5
when nozzlth A; drkﬁt red&@on a@ sidering a distance of 5 m, no drift

reducing nQzzles are nec@ary
For an @atmn rate(%f 70 @% /ha@SER %es #re greater than the trigger of 5 when nozzles with
at least 90% drift redaction ar u% Congiderin \dlstance of 5 m, nozzles with at least 50% drift

ion shoul li fl fi 1
redu\em,on should be app 1®Con eru@ dl@ce of 10 m, no drift reducing nozzles are necessary.
The results of t@%detergninis I‘lS 154 ess@t indicate the necessity of mitigation measures.
However, as alten%tive proa%l;\ a p@b listic risk assessment has been conducted.

o &
Probab11 rls@§sses@ent v
(th@te @N V&@l less than 5% of the species will be harmed above the ERs level) was

ted i m th&xlata

ecotoxicd

of ERso growth inhibition levels. The EU guidance document for terrestrial
gy states: ‘If the EDsy’ for less than 5% of the species is below the highest predicted
O

5 The ERso is meant
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exposure level, the risk for terrestrial plants is assumed to be acceptable.” Thus, the HRs itself (TER =
1) can be regarded to be protective.

©

The HRs was calculated according to || | | lE & I (2000)¢ using the software packag& X @
2.0 by RIVM.

y @@ @® @
The HRs calculation was based on the ERso-values for the lowest value of eitfér dry wei sho
height or phytotoxicity as a worst case approach. A summary of all ERso- v%gpes 1nclude®n th 5 e

calculation is provided in the table below.
P & & & \ @? 2
Table 10.6-5 Summary of definitive ERso-values (see@lng emergen@)Q.lsed for H&@%alc@lon L %©
Ecotex.cologlcal en@o1nt®o &M @
Test design Test species @ QU Q &Ref%nce @}
ERso [@.}s./ha] N Pa@ete;(:}b O
. N\ °
Canola %1.57@@ Q\ « Q% We@ “ et%l. (1999)
Corn llg% @ Q@ry w@ght[\ o'1088@31 &7
Tier 2 dose response ERRTN N gﬁ, ioh© M-021305 ;\@
. Oat < 1327 Ey D eigh n, M- -02<
seedling emergence - @) ~ ] N I@y Q Y
test Onion |57 296~ °§, wejght ‘C@fg gmd ! (gd un@lr KCAt 1
Q > .0. m )plementa
Rye < @ SQ&? ) %ry@lght I &%e active
Sugar bect o 6% O @ BI@WQ]&@ stance P-010245-02)
@ & K @ @ < @ &
Four ‘greater than’ figures (buckvsé%eat ﬂ@@soy&ean ax%ﬁ sunﬂg@er) wéte ex@uded t@m the
calculation. &
o @ % ‘37\9 @ %

For seedling emergeneg, medlﬁ%ﬂR@f 1.29% a. s@la (Wl@ low; @g andyu er @ confidence limits
were 0.26 g/ha and g/hz@)Go@(ess abfit: & arhng test for
normality) was obgamed gom th lcg& ion \wn si 50-&% &f the é@lammg species.

"\ NN
Table 10.6-6 um@y o@eﬁmt@ E&i\@’alue%vege@;ve V@r) us% for HRs calculation
otox ﬁo ical endpj@nt
Test@lgn @pst% es o gBeotoxitplog Reference

ERs [g @/haL@ \Parameter

S Blzl&kwheagg S 320 L Shoot height

@Q Canol@® S ®1.55 © e Shoot height

») D o .
@ &R g®ﬂ &S o Dry weight | | <t 2. (1999)
QO Glax > Y R Dry weight 108843-1
0 Q ;
Tier 2 %g@%’esponse O@Q 2 OA@Z.ZQ@ Dry weight M-021505-02-1
vegetatiye vigour teste 7 O&%n &@ 3@ Shoot height Study filed under KCA
@ . . 8.6.2 /01 (in Supplemental
\‘”\a v 6 @@kye, @ O @@.35 Phytotoxicity Dossier for the active
. Soybbdh @, <~ 624 Phytotoxicity | substance P-010245-02)
@ < R
& Al sudbeer 291 Dry weight
&§ Q @@ﬂi%gr @w 4.52 Phytotoxicity
¢ @
NS AR
S G
Y 9 &

6 &, T. & -, J.S. (2000): Uncertainty of the hazardous concentration and fraction affected for

normal species sensitivity distributions. Ecotoxicology and Environmental Safety, 46: 1-18.
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For vegetative vigour a median HRs of 1.34 g a.s./ha (with lower and upper 90% confidence limits
were 0.59 g/ha and 2.14 g/ha; Goodness of fit: accepted - p = 0.01, Anderson-Darling test for
normality) was obtained from the calculation with ten ERso-values. @

. N
@
Table 10.6-7 Probabilistic off-crop risk assessment for non-target terre@rial plants: g seedling
emergence S N Q
Crop/ H . . Y TER f(\@ EQ G
Appl. Rate Rs Distance Drift PER B . «;& . . om. &/))ﬂ @’
lg 2.5./hal [g a.s./ha] [m] [%] lg a.s./halvgn:; d?ft 507 T‘lft 75 &t' ift %!()dﬂ:cd@ﬁ)
redauction @ uction r(e;gyc 10§ redu n §
Cereals/ 2o 1 2.77 1163 P22 Q| A 5
1x42 ' 5 0.57 0230 s4Q7] 11 7 2 |9 4,9
Cereals/ 129 1 2.77 Q939 067 . [T Y, G {@
1 x 70 ' 5 0.57 0.399)° | B2 65 o 13N | "W
Bold letters: TERs which do not meet the trigger\\oj‘f 1w @) @& @U@ 9 & % o
o9 R s 9O & ¢
LS D S 9
Table 10.6-8 Probabilistic off-crop &i§ k as %me%or n%targe{\ﬁ@rre@ﬁal p}@: v ative@igour
. (@ @ (@
Crop/ é - K S N @\? f@fER D ‘i’\\@
HRs Distancey  Dgift PER, Y | D . °s .
ot | ensma | i, | (plkasel | g sughie 7o dif | 0% i
@ N A UC@ % uction re %tson redauction
Cereals/ N Y 2707 | Saes @] 12 ]S 239 | 46 12
1x42 ' NEREC S 0239 | o6 N M @ 2 56
Cereals/ » U ) |enn Q0 RS 069, [ 14, D 28 6.9
1x70 Tl 8 s 390 8] 38 |Q 678 13 34
Bold letters: TERS@iCh @not n@\a@the%\lﬁgerﬁf 1 Q @\@ o @
O N S N N > L §
When using t@esp@ve HRs deriyed fﬁé@the Hata oedl' emergence and vegetative vigour,
for an appl%atlon 488 of 42-g a.%ha, a hresh% E lis ceedg with conventional spraying
@

equipment, Ko k) ©

For an@lication rat@’f‘ 70 <§.s./h§? th@zghold@R OQI@is Qe)&eded at 1 m distance with 50% drift

reducing spraying equipmefit. Co jderingra digtance of 5 m, nQ>drift reducing nozzles are necessary.
Gupmglt. Copgideringn dighace of

) @ O
CP 10.6.1 Q@Su[@aréﬁﬁs%@ni&g@ata\@ ©
As propox%carbazone-soﬁm @1 heg@ide,fg@reen@ data with the product are not necessary.
y )
& S N ) N
CP\139.6.2 Teﬁng @nqn@arg&bla@

AN
For information_on studi@ alrigdy eygluate @Hing the first EU review of propoxycarbazone-sodium,
please refer to&crres%o@ndggect@n théBaseline Dossier and in the Monograph.

N @
For the -.-. subiitted Study & canola (I & Il 2004), 200994, M-059849-01-1) to
demon tecithica equeiﬁlce of two formulations of MKH 6561 WG 70 containing the old and
new @eciﬁc@on ofprop arbazone-sodium, please refer to the Supplemental Dossier P-010245-02
fo&@ actsubs@ﬁce,@ocument M-CA, Section 8, Point CA 8.6 of this submission.

$
Cp 1(@3 Extended laboratory studies on non-target plants

No extended laboratory studies on non-target plants are considered necessary as acceptable risk to
non-target plants was demonstrated in the risk assessment under Point CP 10.6 above.
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CP 10.6.4 Semi-field and field tests on non-target plants
No semi-field and field tests on non-target plants are considered necessary as acceptable risk to @ ©©

target plants was demonstrated in the risk assessment under Point CP 10.6 above. ® @
& @
CP 10.7 Effects on other terrestrial organisms (flora and fau@ A ©®
Further studies on other terrestrial organisms are not necessary. % § @@ &
R N °
CP 10.8 Monitoring data vC@ @ g}” Q\\ @}@ &@
Monitoring data are not necessary. @ &©Q é\g@ Q@ §” C&@
Vg & & 9
& ¢ V9 o @
@ > \ <
. AR T A
N 9 YN &S
Q ¥ N N L @
%o @) GRS S <\ IS
O T 7 - S & © & e
PO N SN SR
TS S &F°
S RN A SN
Ve o & 9 .0 O ~
o & TS @S U
v & 0 &
8 @) SN (%od N &
s O N W T Q&
Na P8 e &
v .9 O N . N .
SIS S 96 ¢

S v 5O e
5 TN e a8 H T o &
S > & & < o
A S § @a©©%\©
STy s
@%@%& &
QS L LS
@ 9O g © o .0 @
Q O O O N D
SN
S R
@7 2 @@o%
S Q\ L Q
N %@@O@’Q@@
S @ﬂ&@\ O
@%
§\%Q§§@Q
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