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CP7 TOXICOLOGICAL STUDIES ON THE PLANT PROTECTION PRODUCT

This document reviews the toxicological studies and human exposure for the plant protection p duc
Attribut SG70 (formulation code MKH 6561) containing the active substance propoxycarbazone@idlu%
(700 g/kg) formulated as water soluble granular formulation. S

@

The product Attribut SG70 was not the representative formulation during thef§nnex I 11st11§ proé@s of
the active substance propoxycarbazone-sodium. Anyhow Attribut SG70 %conmdered e s@allar@
MKH 6561 WG 70 which has been the representative during the app oval of p@poxy@%}ba Zn0-
sodium. Please refer to the Document J of this dossi%@or an evalggtion of th@%ﬂml Kty oh @
formulations. It is proposed to use environmental fate gata from MI@6561 WG T to sipp ort@ttmb@

SG70. @ & @ N S &
=) «
Based on the intended uses, the risk for the operat@é%ng Attri SG7(@S cons%er @cce able
there is no undue risk to workers in occupatlon@l\\settm@br t0§ tams@rs 01;% 1de@afte@cmd@ﬂ1al
short-term exposure. % @ @ @: & N o
% O @ Q O & ¢

CP7.1  Acute toxicity g\ﬁ N \
The following tests were performed ngs@%l 7&LS<IG qcute kﬁ@so 0 ?rat) 5o déemal (rat),
acute LCsy inhalation (rat), skin irrifation %ﬁbbﬁ%@ﬁ& itatiof(ra g ensitizatiorepf the skin
[Buehler test (guinea pig) and Maxgization test (guinga pig) @lts én sur@@drls,ea\m Table CP
7.1-1 and individual study report@re p@iﬁ@nte CPZY.1t .6 & @

‘. S S &
For information on studies af%eady&evalua during theyfirst EU re%@w of G@ropo carbazone sodium,
please refer to the corresporfding séetion j eehn&Dosm@eg proy% d b@r K@m 11 Consult on behalf
of Bayer CropScience and i theskg[onogaph S @ C& @

O @’ w
An additional skin sg@sitisation st erfo@ed @ch s not @lbmlt%d during the first Annex I
inclusion process $ mitteg 1tlfim thl&Supp@len %OSW fo@e propoxycarbazone-sodium
Annex I Renewal @his study is %ﬂmmgrlzed P 7&1
The new studgyhas gen p&forméd with ad_]l@ﬁ‘l te uipga- Plg Maximisation Test) since
according togthe Co@msm Diggctive\96/54 ~ Adaptatlo of Council Directive 67/548/EEC)
Method Bésadjuvant-ty est@% @ to be mo acce inpredicting a probable skin sensitising
effect ofZaSubstance in @nman$ynd are'thu preforred ﬁ%tth©
Q\) &\ ‘24\9 © \ % %

All studies, previog;@@%l ev uate@d ne%, We&g@’ssess@ ac@rdmg to the Regulation (EC) No 1272/2008

(CLP), as amen(éog : @Q @@ O @ ©\ ©@ @j

@) N
Attribut SG70©?S cons1dere@@o 1m11 l@{ 6@ 70 WG. Please refer to the Document J of this
dossier fo evaluatlo f th oth f@gmulatlons It is proposed to use acute toxicity data
from MKH6561 70 W@g to sup?ort&ttrlbuk
v %”\9 @
@ @ Q &©
N N
WO
@ < Q & ©@
& e oe
Y <
{x’ O @ RS




Bayer CropScience AG

ATTRIBUT SG70
(700 g/kg propoxycarbazone-

Document M-CP, Section 7
Toxicological studies

§

July 2014 sodium) Page 6 of 27
Table CP 7.1-1: Acute toxicological data obtained with MKH 6561 70 WG
Parameter . Result . .
[Reference| Species mg/kg or mg/m? or effect Classification Comment
Acute oral toxicity LDso > 2000 mg/kg EU classification: §
[CP 7.1.1/01, Rat 2500 mg/kg (LDso cut-off value | none @ i %
according to the interpretation CLP classiﬁcak@: former &prese €
1998] of OECD 423) none formydation
- < ATTRIB Uzﬁwg@
SN Far det \refe@
Acute dermal X EU cl ication: @ossi &&-01% -01 &
toxicity Rat e —— & none© (S dossier of ©
(cp7.1.2/01, N a R %@ C@classiﬁcatio§© forme repzg entat@c
1998] Yo none Q ulgtion Q
Q S @ oDATTRIBUT 30WG)
) S > ]
Acute inhalation & @ L S ¢§ Hos &talls I
P R @) @Class ation: sier Bs6)10244-01
toxicity; 4-hour, >4995 mg/ @ @ e N ANGEHossieh of
nose-only Rat (max1mu nidally \\ E}(: ﬁ - 9 I i ross1@é1 ?i
CP 7.1.3/01, attainablgeonceqt dationl) & O o latio
S
3., 1998] N cgé & S| < & ADTRIBUT 70WG)
@ “ 6\\9 > ©® O @§or deétails refer to
Skin irritation @ % @ @@ @@) EUQ&SSIﬁ§OH§© Dosls\]%CrOP—(;)IO'ZM-gl
cp7.1.4/01, [l | Rabbit ot iriitatinge S & ( ossier o
I.. 1998] Y S & @ CLP clas 1ﬁca@9n | former representative
20 | © ~ O non¢ Fformulation
N 9 & & & $ <« ATTRIBUT 70WG)
X @é,\j} %@9 SRS °\U N ' 0\@} For details refer to
Eye irritation IR IRV § S BU cla®ification: | Dossier P-010244-01
[CP 7.1.5/01, & 1.9 O @7 Gnon @ (SANCO dossier of
abbitQ Not irrifating . 9 . g
LT, d N\ < N &\ NG cla§g®cat1on; former representative
1998] 9 O o & L O e formulation
IS N o & S @ ATTRIBUT 70WG)
. 2] % %V’) % @ o @ For details refer to
Skin sens@on; @© @§ @7 ©© § classification: Dossier P-010244-01
Buehler tes “Ninea g | N ensit&Q o ~pone (SANCO dossier of
[CP 7.1.6/01, @@m RZ | Nebs e I~ é% “PCLP classification: | former representative
G 1999 9 SN @ @%9 %o & | none formulation
RN T s S S ATTRIBUT 70WG)
Skinsensitisatién; | O O] N N o b EU classification:
Maximization test Guineab t S %si & @ none For details refer to
[CP 7.1. 6/@ pig © ® & o\% CLP classification: | CP 7.1.6/02
2003] > \ ENR none
Studle{%aded in greyxhave 9@1 rerwed a@art 0 first EU review of propoxycarbazone-sodium (SANCO
dossier of former r@n@sentat {gﬁlatl(@ ATT& T 70WG: P-010244-01).
MKH 6561 7 G%@%alrﬁ 700%/1( poxycarbazone -sodium has a low toxicity in respect to acute

oral, dermaléand i

ato x1c$b and 1

the -..Q(:?J Q. §J
@
N @Q% N

@
<

ot irritating to the rabbit skin and eye, it is not skin sensitiser to
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CP 7.1.1 Oral toxicity

Acute oral toxicity study, performed on MKH 6561 70 WG, was already evaluated during the first EU

review of propoxycarbazone-sodium, please refer to the corresponding section in the Baseline Dossier

provided by the applicant and in the Monograph from 2001. @©
v

The report is added to this review, but since the study was considered acceptable during trs EU
review of propoxycarbazone-sodium, a summary of the respective study has nogbeen prov1de&

\(\
Report: KCP 7.1.1 /01 F.;1998;M-005537-01 o ) \Q N
Title: MKH 6561 70 WG 05780/0031 - Studé@ acute oral t@@cﬂy inrats %, \\ @Q @
Report No: 27722 @Q § %, 4
Document No: M-005537-01-1 N Q&Q
Guidelines: OECD - Guideline for Testing o hemlcals N% - "Acute (@al Toxi -@gute @
Toxic Class Method'; adopte th March 19 ex V Par 1 trl (Acutt@&
toxicity [oral] - Acute Toxic SS Method@lree 67/54 %&ame@
Directive 96/54/EC % RS
Deviations: None Q @ ¢ @% @@’ @7 & %
GLP/GEP: ves N SR A
Studies shaded in grey have been reviewed as “of tfiefirs revi@r of p xyc azo 1um\\(SA$
dossier of former representative formulation @ T&Iﬁ T 7(@)’ G: P%@10244@ )
Sy & E&F § @ &
@’ NS @
The test substance is non-toxic aft@acu@ oral @Lpos @ral Bso valie KH %61 70 WG in
SPF-Wistar rats was establish exdeed 2000 m $ Acrdl@ 0 tHQ OECD 423 test

guideline, the LDso cut-off valag wa&gonm@d to,be 2500 rng/lgg %%1gh@
& <

The study result trlggersﬂ% fo%owmg @ass@tw@%bell@g *o $§ @y\’

- EU Directive 2001/5%EC: &) & S ne « \@

- Regulation (EC) No$272/2008 (CLP), @ame@d @ none ©° &

RS Q Y @
v O Y S N L o <
< N\ A N AN r%
CP712 Defmal toxicity, O @ > §

4

Acute derma oxicit@tudyﬁﬁerfo@led K& 561 WG was *aiready evaluated during the first EU
review of propoxycarbazdne-sqdi se re the es @jng section in the Baseline Dossier
provide Dr. Knoell sul@n beh @ayer @ropsmncq <@1 in the Monograph.

Q
The report is adde @ thls eV ﬁut SH %e the @udy Wals co@ldered acceptable during the first EU

review of propoxy rba é@umm of @e res@@tlve study has not been provided.

Report: KCP@Y 2 @ 1998M1-005539-01

Title: % %{ 6568 W 57%) 31 -<§fudy for acute dermal toxicity in rats
Report No@ 28234

Documgnt No: S§1-005439- 01@ @§ @
Guidélines: t0\”0E deline f@Tes@ of Chemicals; Section 4: Health Effects No. 402, “Acute
@° Dermal K cityig,adopted: 24February, 1987 (Third Addendum to the 1981 OECD
& %ﬂdel for@stmg@ Chemicals, OECD Publication Service, Paris 1987), the
S Pesti Assé&men@}uldelmes, Subdivision F, Hazard Evaluation: Humans and
§ é% Donistic mals@rles 81-2 Acute Dermal Toxicity Study (Revised Edition,
@ @ No@%mb@ 984
DeviationsS <
eviations & <%)ne Q
GLP/GEP: @ es

Stud@%ba n grey have @n reviewed as part of the first EU review of propoxycarbazone-sodium (SANCO
dossier o@mer representative formulation ATTRIBUT 70WG: P-010244-01).

The test substance is non-toxic after acute dermal application. The dermal LDs, value of MKH 6561 WG
70-was established to exceed 2000 mg/kg body weight.
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According to the Regulation (EC) No 1272/2008 on classification, labelling and packaging of substances
and mixtures, MKH 6561 70 WG does not have to be classified and has no obligatory labelling
requirement for acute dermal toxicity.

s
The study result triggers the following classification/labelling: \@ @§
- EU Directive 2001/59/EC: none @ @
- Regulation (EC) No 1272/2008 (CLP), as amended : none @J@ & @g
N
3 & & o

% S P

CP 7.1.3 Inhalation toxicity © N 5> O @@ @

Acute inhalation toxicity study, performed on MKH 656 FEO WG, wa@lready eval@%}ed @1 the ﬁrg&
EU review of propoxycarbazone-sodium, please refer tosthe corresp&@mg sectlor@& the sehr@%os&g

% )
provided by Dr. Knoell Consult on behalf of BayeSc1ence in@n %@Monaph& @}
o

The report is added to this review, but since (;ile study.was @nmd@%d ac@ptab ke dutin %% the@%t EU
review of propoxycarbazone-sodium, a summagyof th@resp%tlve %gdy ot prov
@
Report: KCP 7.1.3 /01; W199§,M 0\5§38-% X 0 & w
Title: MKH 6561 70 WG g5780/0031 (c.10)*) - &ud}@tute inhalau@ﬁ’oxww i r
according to OEC @@ 92@EE@M FI @ﬁ @ Q< Q
Report No: 28129 @, N) @ ©
D . & ~ \ @ N Ro
ocument No: M-005538-024) p §JD @ ® ©@ RN
Guidelines OECD No. 403; 92/69/EEG5 FIF §8:@ S Q
Deviations: None @ Z% & é
GLP/GEP: ves . 2

&
Studies shaded in grey have be@g rev1e@ed as%§1 sﬁ first Eﬁ review of oxg@qsbaqug@sodlum (SANCO
dossier of former representatﬁ‘e fon%latlon 'Q 10244 @

S %\ S % R
' 5 Sy
The test substance f n@%oxm{@aﬂ% cut&mhal@n esure&The ihalatory LCso value of MKH
6561 WG 70-was Establis ished to &066&4995 mg/m’ .@ NN
© O >y &

The study result trlgﬁrs tﬁ% foll@ylng ass1%@ 10n@ellin@ %@

- EU Direetive 2001/59/
_Regula@@ (EC) No (CL agunen@ 1%, néne

° S
O &\ FSENR SR NP

N Q
CP7.14 Skm@ﬁma@n S
Acute skin 1rr4"rfon stydy, é@fom‘mﬁﬁ H 6@@ 1 &@G was already evaluated during the first EU

review of propoxycarbazofiy: -so , é%e r@? to corresponding section in the Baseline Dossier
provided @r Knoell (@nsul % behalf of &gyer CtepScience and in the Monograph.

@

&
The report is addedv\t? thl@wev@u‘t @ study was considered acceptable during the first EU

review of propoxycarbazo@—sod@}n a summafy of the respective study has not been provided.
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Report: KCP 7.1.4 /01 7.;1998;M-005540-02; Amended: 1999-01-19

Title: Acute skin irritation test (patch test) of MKH 6561 70 WG 05780/0031 in rabbits

Report No: R7171A ° 5
Document No: M-005540-02-1 @ Q§
Guidelines: OECD No. 404; EC L 383 A: Acute toxicity (skin irritation) B.4. @
Deviations: None @ @ @
GLP/GEP: yes MRS

Studies shaded in grey have been reviewed as part of the first EU review of propox;grbazone sod(SAg@O @
dossier of former representative formulation ATTRIBUT 70WG@ 010244-01). =, ,©

/

% \ @
N < & ¥ &

Based on the study results, the test substance MKH 65@%WG 70 is notirritating to@i’e skiffof ralgbits. &
R o Q & &
The study result triggers the following classific@h/labellin L@ O g @
- EU Directive 2001/59/EC: © & one > ‘U &
- Regulation (EC) No 1272/2008 (CLP), ded: 3
egulation (EC) No ( ) sa@en&a@ @@ no@ ©@J > o

CP7.1.5 Eye irritation

o LSNPS o
Acute eye irritation study, performed@% 656@70 WG W@?}@lreéﬁ evﬁed@rm e first EU
review of propoxycarbazone-sodi N pleas refer Yo the Correspondifig’ section in the Bdseline Dossier
provided by Dr. Knoell Consult 0@ hqg@f Bq@ C%f§ i
The report is added to this r&ﬁw&bu‘c si ﬁ the&study@zy&as c&gs1de<r§?acc@9table during the first EU
review of propoxycarbazogl@odlu@ a s@i §f the respectlve st@has@t bee@%rowded
S L N

%

:@

@/b

Report: 71870 ;1998M-0 5“41 -02, Ameng ded 19@%1 19

Title: @e eye irri @r @b 70 WG 0578®OO31 by instillation into the
conj t1va1 of #abbi @ @} @@

Report No:

Document No: ©©© 7&O 02 IS @ & >, § v

Guidelines: 0. 405, C LQ%S?’ °A%cute@@xnclt@eye irfitation) B.5

Deviations: @\ @ @,

No %
GLP/GEP: % @’ &L @
Studies s@d in grey ha&@ be@&@/lewe as pageof't ¢ kst EI%GVIG’X&Of propoxycarbazone-sodium (SANCO

dossier of former repg@atlv&form on Q@TRI%J 70%@ P- 244-01).
o & &

R
NS >
Based on the s y res@@s t]@ est\sﬁbstag ©856 @WG 70 is not irritating to the eyes of rabbits.
N %)

The stud ult trlgge@the @0w1 cla@ﬁcauﬁﬁr/labellmg
- EU Direetive 2001/3%EC: & none

AN @
- Reg{latlon (EC) Ng, 27@008 \(@LP)‘d an@ded none
@ &
@ N
CP7.1.6 SKins %m @
A skin seniigsatlo@ tud Qerf ed OQ\/IKH 6561 70 WG, was already evaluated during the first EU

review ofcprop arbazone- % um, please refer to the corresponding section in the Baseline Dossier
prov1d&8\by D ongylt on behalf of Bayer CropScience and in the Monograph.

@’
The%p ¥ added to this review, but since the study was considered acceptable during the first EU
review df propoxycarbazone-sodium, a summary of the respective study has not been provided.

@
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Report: KcP 7.1.6 /01 G.:1999:M-010860-01

Title: MKH 6561 70 WG 05780/0031 - Study for the skin sensitization effect in guinea pigs
(Buehler Patch Test)

Report No: 28701 o 5

Document No: M-010860-01-1 . @ Q§

Guidelines: n.a. Q\ o8

Deviations: n.a. @b @ &)

GLP/GEP: ves @ MRS

Studies shaded in grey have been reviewed as part of the first EU review of propoxyearbazone- sod1 4 (SA@@O 2
dossier of former representative formulation ATTRIBUT 7OWG<I§ 010244- 01).& .9

e @
Sy

MKH 6561 WG 70 exhibits no skin-sensitisation potm@ﬁal under the gonditions of @ Buefhler P@ %Qi‘ig

) o & A ©
N
The study result triggers the following classific@n/labellin L@ R \© 9 @@
- EU Directive 2001/59/EC: « & one > U Y«
- Regulation (EC) No 1272/2008 (CLP), as a@ende@ é\a nog{% ©@J § & % .
S - S &
\

An additional skin sensitisation study @ pefEQrmed \hlgh%vas n@ su ﬁﬁed ﬁr nnex |
inclusion process and is submitted v@n k& Sup@mel@ DQ@?er fgﬁthe rbaé)one -sodium

Annex I Renewal. This study is su arlzecf(@'elow\

The new study has been perfornied with adfigvant- @ (G @ea 1satmn Test) since

according to the Commission@ectiv\@%ﬁ C K@ptatl@ of nc1 iretive 67/548/EEC)

Method B6 adjuvant-type tests, are likely e r%re accurate &r@predf@@mg(%proba ¢ skin sensitising
\Zar

effect of a substance in humgps andmgre th ep erre ethod ©
mggs andgy @@f X @ @ o
N N N @
Report: ZO(B;\M 105 @50 Q
Title: 6581 70 ‘l‘.' - S@dy fo ensmz &ct 1n£g,u1nea pigs (guinea pig

\". axi 1zat101@st a @dlng to son _add Kligman)
oy $ e

1\&059@)?}13(@ 6 (1%96),0@}“ @260@ %
N

Report No: @Q
Document No: ©©

Guidelines:

Deviations: ¢, one
GLP/GEP:, ye@% @ % S & @
& % @ R . Q
N
Executive Summar N
The skin sensitiziny ote 1a1 Hx6, 6%561 G @onte@ 68.6% w/w) was assessed in young adult
female SPF-bred C 1gs @ anlm fofthe teﬁltem group and 10 control animals) using the
Maximisation acc Ma d Kelg -©
L& g g&ussop\
The intra(@al inducti% was thre?éemjectlons of 0.1 mL 5% MKH 6561 70 WG each,
corresponding to 20 r@es‘t ite mal 1% w@\the left and the right side of the spinal column

b 0.
The t%lcal induction usn@ 5 @E 2/%K}§561 70 WG, corresponding to 125 mg test item/animal,

was performed &@%eek after duction.

& g
First topical llerrge wagperformed theg€ weeks after the intradermal induction with 0.5 mL of 6% test
item forrnl@ longg orrespondingfo 30 mg test item/animal, which were placed on the right flank of the
animals <Ol Ofthe eﬁt ite grou@and the control group and held securely in place on the skin with a self-

adhesi tap urs s control a patch loaded only with the vehicle was placed also on the right
ﬂan n reaction ere assessed 48 and 72 hours after the start of the application to induce the
challen ()Q

Due to equivocal results of the first challenge, second challenge was performed one week after the first
challenge.
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Second topical challenge was performed in the same way as the first one with the exception that the left
flank of the animals was used.

No mortality was observed during the study. §f S
The 1* challenge with the 6% suspension led to skin effects (slight localized redness, moderatec& flu
redness) in 6 of 20 animals (30%) in the test item group. No skin effects were seen in the col g&
animals. L &

The 2™ challenge with the 6% suspension led to skin effects (slight localized C@dness) in %of 20°§mals

(15%) in the test item group. No skin effects were seen in the control grou}g%a%imals. L9 o \25@

© N RN S
Under the experimental conditions of the MaximizatioX test, MK(—%%I 70 WGSs co@er ‘,{' b%@
non-sensitizing in the guinea pig. The sensitisation rate is below the'threshold sig@canwg@
as laid out in Regulation (EC) No 1272/2008 and Eg@directive 2@1/59/1%. &© . 9 @
o R O
The study result triggers the following classific/labellig} N Qy 6\ w\,@ @@
- EU directive 2001/59/EC: aone@@ O I S B
- Regulation (EC) No 1272/2008 (CLP): one, <© GRS NS <\ g °
\@’ @ R Q S @j @
I E@ALS@ND @T}b@%s O & o ©§
o Lo @
R &S & @ » o
A.  MATERIALS O & SIS L § § 2
o, R o O & 9 .0 &
1. Test material: 9 S O & D .0
. o N T° Q SHEEN

Identification: N S I\%H 6561770 WG @° ¢ Q

Description: % é é%ige wle® Q& \@9 &

Lot/Batch #: N %57@012@0057@@“ DN

Purity: Y N K 0 b ¥ S - ©

y: & & 68.6% wW N Q A S
Stability of te@om und: § Q@(piry%ate@y2 32200 © h
FUBRT AT ~ @ @i S

AN

QY
Q%Vehieﬂé\f steg@ ph)@ﬁgi@l saline solution;

po@ve coftrol: @pha-l;@qyl cinnamaldehyde

2. Vehicle dnd/ < L0
or positjive con@;‘ol& %@ SN

N N

AS & & @@y@@ RS

3. Test animals: SN O S N\

§ S
Species: > % i
Strain: @, @Q @Q .

Y

© C 9
Sourc% S ’
& 2
Age: @ %
@x: * @§ @\
Weight at dgsing: & @@ 284367 g

Acclir@n p@g: § Ry @\t least 5 days
Dict @o g @@ < § Provimi Kliba 3420 — Maintenance Diet for Guinea Pigs

().  /ibitum

S
er: R ap water, ad libitum
& @@ ) > Tap d libi
Q© é@ @ IV Makrolon® cages; in groups of five during the
Hing adaptation period; in groups of two or three per cage
QU :

throughout the study period. Bedding of low-dust shavings
(R . i)
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Environmental conditions: Temperature:  22+3°C
Humidity: 40-70%
Air changes: > 10 times/h o
o &b
12 hours light/dark cycle . <
N
&
S S ©®
B. STUDY DESIGN AND METHODS @ I N
3 O & °
In life dates © {*’ %\ N Q)
2003-02-11 — 2003-03-14 V @ S o 9
S Ty §e
Animal assignment and treatment: . &© R @© @g}
The skin sensitizing potential of MKH 6561 70 %content 68 3/0 @\’) NS asseéed %oun@dult
female SPF-bred Crl:HA guinea pigs (20 animals for the test 1te@ group and @]é) co é‘ animdls) using the

©n
o
o
=
o
=]
@
@

Maximisation test according to Magnusson ari Kh%g@n %moi& twmm@s weré\

finding. @ @ O < % o
% @’ Q A @@ ) @7 o
The following concentrations were used: & . \ \ 6 NN é\a §
Intradermal induction: 5% (=20 ,{{2 est q&%n/anqpal) \ O = @ S)
wdermal Incuct ° % SRS @

Topical induction: 25% (= 12%3ng t@%& 1tem/%1ma@© TS S @ &
1* challenge: 6% (= @mg test item/animal Q\ @b ©© @Q \W\?
2" challenge: 6% (@30 m&g@@s‘c i /an(i@g@% @® Q& IS @© N

< S @ @)

ension.

The test substance was formulated 1Ksten1§§y51gpglca]@ahne é‘@lut@(?o Xigf@ a sysp
9
s X <& v
Intradermal induction: T}e al region a &ks (@1 uinea pigs wegeyshorn one day prior to
the application. Three @ectl of @J“mL each i row"Were mpde onthe 1&ft and the right side of the
spinal column. < @ O @ @ ©
Three groups were {rgated @ follw% 2 \ N Q §2 @& %@@

Test item group: O @
O
i Compl@g> Fr s adjuvant @lute@ﬁl Wi ste@ hy@§g1@1 saline solution;
ol

- 5% H 656 ay fo@ulat in st&xile phigy ical salfne solution
- 5% sMKH 6561 % W, ed a eqL@ pa stertle physiological saline solution and
plete Freu s adjwnt @ \©
(& %
Control group:
- Complete %reu adjﬁt @ted li\}’w1er11§1y51ologlcal saline solution;
- Sterll 510 1ca ine-sQlu

- Equ%parts of sten@phy@loglg\\%@sah@olu and complete Freund’s adjuvant.

Topical l‘gﬁctlon T toplcé%n uctlon § e@rmed one week after the intradermal induction. One
day prieg to the topical trea t tl@’tes e animals were shorn.
Hypo\lergemc patches (@7'x @n) we ed between and on the injection sites, covered with
aluminium foil ar@ held securely in Rl - n,ée skin using a self-adhesive tape.
The patches wi treaf% as Ws&
Test item gro ©

- 0.5miL 2@%MI@@ 656@0 WG.
Control gfoup: %

- %) 5 m@%en}@ }/s§%}©glcal saline solution.
At the e@%f the 48-hour period, the remaining test item was removed with sterile physiological saline
solution.

Topical challenges: The first challenge was performed three weeks after the intradermal induction.
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The test item concentrations for the challenge had been determined in a dose-finding study using two
guinea pigs that were treated during the inductions in the same manner as the control animals.

The dorsal region and the right flank of the animals were shorn one day prior to the challenge. Du «1§
challenge a hypoallergenic patch loaded with the 6% test item formulation was placed on the ri ﬂank
the animals of the test item group and the control group and held securely in pléCe on the skin With (lf-
adhesive tape for 24 hours. A patch loaded only with the vehicle was place@’also on th@lght flank as

trol. The vol 1 h 0.5 mL. ©

contro e volume applied in each case was 0.5 m - \ @ N
@ EN S
The remaining test item was removed after 24 hours usmg%hysmloglc Q Saline solut@ﬁ% an@ ho%g’later&
the application site was shorn. & S) Q
@ S @ @© @%}

The second challenge with the 6% test item formyl@on was pe formedéﬂe week aft@he st ch@nge
in the same way with the exception that the left Tank of the @mmais%were@h d th&ypatch@ were

applied on the left flank. As control a patch loaéd ]@g@mh&gve}&c wgi’\place o o%the left flank.

v
The skin reactions were assessed 48 and 7§§§mr affer ﬂ%@éta% he pln to 1@1uce@j g'genge

and for the range-finding studies to estabgs,h con%entra@ans fc{ e t(@i 1 ind tloéand anllel’l

Positive Control: To confirm the @mb@y ofg(ﬁ}le t@? sy t@’l al -he xgj cmﬁ@maldehyde
formulated in sterile physiological s@line solution was u@d as aPy sm ontrbl. The'Rsted Toncentrations
were: for the intradermal inductign 5% f€st iteyi forfulatiep;2for plcal@qdu fon a 25% formulatlon
After the challenge with a 12&@%& item fo&@ulaﬁo@’l 00%, of th@ 1n%15 exhibited @%mal reactions i
the challenge treatment. N S T LD

g o kN @ o @ Qe

O %
\%@§@}©@“%$©&

;S N

A. MORTALIT§ @ %\ N

No mortality Wa durln theﬁ%gtudy ~ AN R
SIS Yo @ &

@

B. CLINIGAL OBSERVATIONS S S >

48 hours@r the 1ntrad@mal uctigiy the amrna §§h the@ntr roup showed red wheal. The animals
in the testitem group hed\ W, eal ree@me ite atid white wheal with red surrounding.

After 7 days Wheaﬂ%@ en&ustat@ns W&@ rec@ded %ﬁhe injection sites in the control group and in the

test item grou
group. @ @ @ \&, @ @

The 1* challenge w1t}@he @ suspe Shsio 1n e%cts (slight localized redness, moderate confluent
redness) in %of 20 an1ma1 30‘@m t st i grc@p No skin effects were seen in the control group
animals.

The 2™ challenge w1 e 6% suspe{lswn e to §@n effects (slight localized redness) in 3 of 20 animals
(15%9@7 the test 1teri%gro%§o s@ eff Weq@een in the control group animals.

The incidence 0{1n I a@h@llo@ag th@%allenge is summarized in the Table CP 7.1-2.
@
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Table CP 7.1-2: Number of animals exhibiting skin effects

Test item group (20 animals) Control group (10 animals)
Test item patch Control patch Test item patch Control patch
Hours | 48 72 | Total | 48 72 48 72 | Total | 48 |72 &P
lst @@ (’(@7
challenge | 6 4 6 0 0 0 0 @§ 0.9 &»
6% o S e
S1Q
20 @\% S & 2
challenge 3 1 3 0 0 @ 0 (& 0 S0 N Q%
% v lel dale P
o TS ©
@ N & Y & x
C. BODY WEIGHT R\ Q G &@
At the end of the study, the mean body weight of @reatment g&up of @mals Sas 1@6 same range
than that of the control group animals. w & @ % %@’ 6\ \% §
o @ &N A & S
& & © & & 5
1l Con LUSION, = & & & o
o O o & S S Q x §
Under the experimental conditions of M@éﬁmlza te@MK 561 @’ W@ co ered@ be non-
sensitizing in the guinea pig. The sensitisatige rate<s below the sh f sigaifica 395@ as laid out

in Regulation (EC) No 1272/2008 ki E 1rect@§e 2008459/E, e ©
@ %;%1 ¥ S @§ Q 6 @© .

& N %,
CP7.18 - @Jpplemeg@ry %% @ cm@)in@ions@plz{@protection product
No suppl@entary studi€s arg feyjuired. ISP w2 , ©
SRS N Ay
§ ST
9 % @ @@’ \% & @b
CP7.2 Dgﬂ on@on@e : Ny
CP 7.2.1 Qperator exposu Q @g@ @
The plan@otectlon K@uct @ttrlbut@%G7® N[uble granule formulation containing 700 g/kg of

The study result triggers the@@owm} clwﬂcatlo@labeﬁimg @)
- EU Directive 2001/59/EC; K% %ne ~ N
- Regulation (EC) No 127%%00%(@LP)%S @ded& @mon& @ @t@
O & )
N % @6 SO s S
CP7.1.7 Suppl@énta&y stud@es fﬁ@coml%a@s oglankprote@mn products
No supplementalé; dlﬁare re@gnregx &\ @ §
o © & @ s
@@ ©)

propoyg%fcarbazone -sodiim is\inten evuse Q cereals as an herbicide. Usage information pertinent
to opetator exposure 1¥ sugﬁans@d in Ta@e C PED-1.
% @
Table CP 7.2-1& umgdary Q@rmﬁ@use p@terns of Attribut SG70
@
% Max. & Q Water volume | Method of Max. no
Crop @_ﬁF/G @ kg Qs./m@@ kg product/ ha L/ha application of appl. Interval
MRS O
S @@ § N Tractor-
Cetials | OF 00y 0.1 150 mounted boom | 1 i
f, )Q sprayer

F — field; & greenhouse
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Estimations of potential operator exposure have been undertaken for propoxycarbazone-sodium using the
list of intended uses (Table CP 7.2-1) and the following predictive models:

e Uniform Principles for Safeguarding the Health of applicators of Plant Protection Pr@ductsy)
(Uniform Principles for Operator Protection), Mitteilungen aus der Biologischen Bum@ s\;}ﬁ
fiir Land-und Forstwirtschaft, Berlin-Dahlem, Heft 277, 1992. (“German@@odel ’). @ S

@ AR
e Revised UK-POEM Model, as available on: % § @ %
http://www.pesticides.gov.uk/Resources/ CRD/Mig@ed— R 2N O\@ X
Resources/Documents/U/UK_POEM_07 xls N v @Q @

DU : Ne Y <
[Estimation of Exposure and Absorption of ° Pesticides 8y Spray @pera Q13
subcommittee on Pesticides and British Agr@hemlcal assQciation Jom@%ed&@ Pa Re@'t

=4
@7}

(UK MAFF), 1986 and the Predictive Op (05. Exposure@od@b{PO@ﬂ) V&l.0, (U@ MAFY),
1992. (“UK model™)]. 0k . 9 QO
& 9 é@j WO S N N
The estimations were compared to following d4ta: %@ g}f @% 6@’ @Q g AN .
v 9 K D O L o
End-Point Actlv&%bsmgce p{i;gpoxyg@bazo&ﬁodg ﬁ\% §
AOEL 0Jmgkgbwidyts & & o & g O
. Qoncent@te °N25% (defaul %e) @\} @Q § w\?@
Dermal penetration pra;@gllutlo@ 75«"@defa@valu£© R©> f\\Q ~
RN RN
S og
Summarized estimates are preﬁ@nte%n the @OM@ Tab}i,CP 7Q@ﬁ \@ & % ©
& N @ SHES
Table CP 7.2-2: Estimated operator ex%sulz§o m@ﬁaoxyﬁ@%azone sodi?m N
v S’ L9 @htal @sorbé@%‘g o
Model data @%é v r@evel (@PPE @ % 7 (mbg g Sday) % of AOEL
Tractor-mounted b ) er application outdqors to 1 N
Application rate: éf kg/ Kprodugpiﬂ 0%0 kg @poxy&rbag\ﬁo @/ha5§
ST N9 S @

UK POEM ol 2 PE & § b @ 0328 109.3

* 50 ha/day, 6 /day Y QO S S

o 150ha SR o N

e 60kgoperator 39 “GloveS during Mixingdoadings | = 0.246 82.0

@) v D>

German Model @, @Q @Q . & ©\ @% o8

o 20haday® Y 29 O n@PE S D 0.0408 13.6

e 70kg @ator s § @%\:’ A@ %@

No PPE  G&man Model: ﬁrator Wé&élﬂ% T-shirt a 0
9

@K POEM: Op r wea%ng lo leeve@ 1rt, } qug trousers (“permeable”) but no gloves
N @ @\
@"® SN Q@) %
& A % ONCLUSION
N @

According t. the PC@/I m@l calﬁla‘cions, it can be concluded that the risk for the operator using
Attribut 0 oleereals is eptable with the use of personal protective equipment — gloves during

St
m1x1n T%adm@ %,
Accggiﬁn @wdel calculations, it can be concluded that the risk for the operator using
Attri

@@ on cereals is acceptable without the use of personal protective equipment.
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CP 7.2.1.1 Estimation of operator exposure
Exposure estimation according to the UK POEM

Assumptions to assess operator exposure according to the UK POEM are summarised below: @ o

N
. & @
Application method:  Tractor-mounted boom sprayer S @ S
Treated area: 50 ha/day @,Q SR
Max. dose rate: 0.1 kg/ha Attribut SG70 (0.07 kg/ha propoxycarbazane-sodium) & @\
dos . % o %
Application volume: 150 L/ha o 9«
Dermal absorption: 25% for the concentrate; 75% for §in-use dllu@n R \\ @Q @
. Nal @) O
Operator body weight: 60 kg @ %o ©&
No PPE: Operator wearing long sleevedsshirt, long tr%@ers § perm@le”) @?no vesk
PPE: Gloves are worn during mlxuig/loadmg Q &’ @ 'S © &@
@ © o W
The results are summarized in Table CP 7.2-2 i Sectlo CP 7 ab%% 0o4 6\ \% g§

Detailed calculations are presented in Table CRS32-3 @ Tabiﬁ CP @@% @Q

S
&y T <« s 9 & g
Estimati ding to the G %l ’ A
stimation according to the German m&d@ @ &% S §

A
%\ \ ‘”\9\ éﬁ > S)
Assumptions to assess operator expos ac 1ng %he Q@man del @e surgiitarisggl,below:
Application method: Tractor—mo@ted @)om &@ayer@ § @ @@ (RN
Treated area: 20 ha/% @ & (S @© N
Max. dose rate: 0.1 kglh Attrl%ut SGF0 (0 O%g/h%ro (@ycar‘@@zon%sodlun@‘

Dermal absorption: S‘V&)for théo éﬁ’ate @% fof%he in-use d@tlon Z)

Operator body weight: 76.kg 9 NS $ @t@

No PPE: Opera %Veam}g T-shirt aorts©

* The German model do&¥ not c(@ital ta fO@SG fi latl%\but sifide bo@ m%ﬁtlons WG and SG are solid

granule formulations, expegted ex e d{Frng mixing/loading a@jvities is con@dered the same. Therefore, WG

formulation data can 1B@use&@f the g&k asse§§ment%£ SG f ulatg@ @& S
S v

The results are @mm ed ifTable @3 7. &2 in S@@}hon@ 7. bove,

Detailed calcgjations are gﬁesent%@l Tabile CP& -3Tdbte C@7.2—4&,§1

N < D
A O@Q\QQ @y,@@ L0
§> & é’\(@ @&,\ L
5 & & & .=~ S
O AN S S
o O ¢ .09 o O @
N
S\ L 4+ 9 @
@’ o & @ &S
°\ Q @ N
Q N S0
N N S & &
S @ﬂ&@\ O
@%
N %%gf § N
&§§ Q S ©@
AN
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Table CP 7.2-3: Calculation of operator exposure to propoxycarbazone-sodium using Attribut
SG70; application with tractor-mounted boom sprayer (UK POEM, without PPE) on 50 ha of

cereals
THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) WITH GERMAN MODEL MIX/LOAD DATA (75th PERC@H_E) 6

L
Applicaﬁon method ‘ Tractor-mounted/trailed boom sprayer: hydraulic nozzles O\
Product Attribut SG 70 Active substance 10 ca -sqdium
Formulation type WG or SG v a.s. concentration @b ’ ';'t'l)ﬂxj:l g
Dermal absorption from product 25 % Dermal absorption from spra@’ 75 % 5 @
PPE dwring mix/loading [None [E] . . PPEkdm'in? daapplication % [Nme @&l §
Dose 0.1 kg pro a  Work rate/day - S¥ha
Application volume 150 Vha @aﬁon of spraying \6 h 'S &
R ISP SIC)
DERMAL EXPOSURE DURING MIXING AND LOADING @ & 6\9 Q Q N
Hand contamination/kg a.s. 5.72 mglkg a,s% Q @ o N & <© &@
Hand contamination/day 20.02 mg/c@ N @ Q Q @ @
Protective clothing None . 3 N Q 6\ Ro &
Transmission to skin 100 % @ @ v Lo @ N Y
Dermal exposure to a.s. 20.02 'mp day% @@3\9 Q@@\}x 6@ @ é % < .
INHALATION EXPOSURE DURIN G MIXIN G AND LOG ‘\@ \\ > % § %, @j §9
Eﬁmlal?on exposure/kg a.s. ('Ze 58 AI\‘_ gaS. @) . & é %\ @ Ro S
halation exposure/day Qv g 1253@; day %, @\ % Q) @ §
RPE N
Transmission through RPE S 1 % S v ©\ § @Q @ t’\?®
Inhalation exposure to a.s. Q (@253 lll@ay 6 @ © Q @) S
o & O S @S U
DERMAL EXPOSURE DURING SPRAY ARPLICATION AN @ & Q
Application technique Tractor-%mﬁe(&aﬂed bo@spraye&gydrauliqf@;ﬂies S N . 9
Application volume © 50 sp a @ y\’@
Volume of surface contamination ~ Ry @
Distribution %, Legs @
Q Noasgd>
Clothing @ Qenmable
Penetration @ é N @%
Dermal expostre < 6\ K 5 .05 24:?-375 mlh
Duration of exposure @@ @ ®) Q @ h %y @ §
Total dermal exposure spra)@ 4%5 1}11/@ @ Q @
Concentration of a@in spray soluti s %@0.466 667 @ @ (@,%
Dermal expo N9 a.s. @19439 mg/day @ N
&s@) ) @© . § ISR @Q o, O
INHALATION EXPOSURE [JHRING @RAYN@ o AN §\
Inhalation exposure to spray 0 @ 001 @@7 Q
Duration of exposure @ % @ o 63 6
Concentration of a.s. in spray Q @ 0, 6666@ me/ @ @§
Inhalation exposure @© ©@ N % mg l@
Percent absorbed @ N %OO "/@ @
Absorbed dose % % § @%ﬂ 28§ @/day %@
ABSORBED DOSE @\ %Q @ §® . ©\
R . d D Application
Dennal&posm‘e toa.s. > ¢§ @9\ B@; day 19.39 mg/day
Percent absorbed S & @ 28\ % 75 %
Absorbed dose (dermakroute) D) § 5.005% mg/day 14.5425 mg/day
Inhalation exposure {&.s. N 0@353 mgday 0.028 mg/day
Absorbed dose & R Q Ko 1303 mg/day 14.5705 mg/day
o O O N
g

PREDICTEDEXPOSIB! Q
Total absqrbed dose @ @ Ro 19.7008 mg/day
Opera n&dy wei Q@ § 60 kg
Opergér expo@> 0.328 mgkg bw/day

AOEL 0.3 mg/kg bw/day

% of AOEL 1093
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Table CP 7.2-4: Calculation of operator exposure to propoxycarbazone-sodium using Attribut
SG70; application with tractor-mounted boom sprayer (German model, without PPE) on 20 ha of

cereals*
THE GERM AN MODEL (GEOMETRIC MEAN VALUES) @" 6
KO
App]iCﬂﬁOIl method I Tractor-mounted|/trailed boom sprayer: hydraulic nozzles N O\ @@’
Product Attribut SG 70 Active substance b propoxycar@e-s dium
Formulation type WG v a.s. concentration @ 700 'g/@ @
Dermal absorption from product 25 % Dermal absorption from spla@’ 75 % o
RPE duing mix/loading None v RPE dwring application % None o @
PPE dwring mix/loading None - . %)
PPE during application: ~ Head | None v Hands v | Body o AN (CS% :
Dose 0.1 kg product/ha v@%@oﬂ{ rate/day Q® D @@? 20 § t0\9@
Q)
o & S R N
DERMAL EXPOSURE DURING MIXING AND LOADING N Q o & & © &@
Hand contammation/kg a.s. 2 mg/l@ N @ Q Q & @
Hand contamination/day 2.8 mg/da 3 N @ 6\ b @
Protective clothing none © ¢ @ X %, @ N X
Transmission to skin 100 @ g}? Q\% 6@ o3 & % .
Dermal exposure to a.s. ,’% mg/da};bﬁ’ \@ Q & Q) @7 @&
INHALATION EXPOSURE DURING MIXING AND LNCj \\ o &6 %% °\© é\ﬁ % §
Inhalation exposure/kg a.s. AOOSQ%n}/kg ase N %© R @ N Q)
Inhalation exposure/day @Q),Ol ﬁ’&%mg/doay@ @ 3 §) @ @
RPE L ndgié A *o NS @ @Q N 7,
Transmission through RPE R 100 % S ®© O © Q) N
Inhalation exposure to a.s. @ . %®g.0112 f/day (@j@ @ Q& @ @©> (N
S S @ Q
DERMAL EXPOSURE DURING SPRAX;%PPLI@QTION @) & @, N N @
Application technijue Tmc@ymomt@ailed b@n spray&&hydraulic nozzles @ N y\’@
N @Head s @“ ®VRest @d}' @
Dermal contamination/kg a.s. %, @ © 0.0 0A3§ © ' L6 @
Dermal contamination/day Q> Qr v 0 84 Q05 A Q & 224N
Protective clothing @ § ne NS s @ no%
Transmission to skin @ é N R, 100 . @0 & @0 %
Total dermal exposure to 5 \ N 2.856_mg/day, > @ ?§
S SECAE Sy N 5
INHALATION EXP @NG@%YWG N L9 o Q @
Inhalation exposur@g a.s. @ .001 gas @ @ @
Inhalation expoSuse/day g}a @9 @ 14 mg/day @ 'S N
RPE ©) i, Q 9 , 0O
Transmission through RPE~~ ° N % N

S
Inhalation exposure to a.s. §\ A éﬁ - 0014 ?gday é\ D

ABSORBED DOSE

K

@ ) Q) ° © M{ 5@1 o @ lication

Dernnlexposmetoﬁ © O \\ 2.8 ng\y @ ppte 2.856 mg/day
Percent absorbed% @ @ '%"Q 25 @/gy @

o & @ o

75 %

Absorbed do ermal route) . Q O@mg/da&% 2.142 mg/day

Inhalation expo3ure to a.s. @\ N 00RR2 G 0.0014 mg/day

Total systégjic exposire %, @ %3 &n2 @ay 2.1434 mg/day
N ¥ & Q

PREDICTED EXPOSURE s & @ N
Total systemic EXpOSULE %q @ 2.85@ mg/day
Operator body we@ RV 70 kg
Operator exp 05\1{ ég\ o %, \@?J 08 mg/kg bw/day
(SN
@@ @AO Q 0.3 mg/kg bw/day
5 GUrA @ 136

o

e maes
* TIQ em‘@? model does § contain data for SG formulation but since both formulations WG and SG are solid
granule fi lations, the expected exposure during mixing/loading activities is considered the same. Therefore, WG

formulation data can be used for the risk assessment of SG formulation.
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Table CP 7.2-5: Calculation of operator exposure to propoxycarbazone-sodium using Attribut

SG70; application with tractor-mounted boom sprayer (UK POEM, with PPE) on 50 ha of cereals
THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) WITH GERMAN MODEL MIX/LOAD DATA (75th PERCENTILE)

ﬁ <o
Application method ‘ Tractor-mounted/trailed boom sprayer: hydraulic nozzles E] o
Product Attribut SG 70 Active substance pmpoxymrbm&ne-sodlgé
Formulation type WG or SG - a.s. concentration @ 700 mg/g @
Dermal absorption from product 25 % Dermal absorption from spray @ 75 %, @ @
PPE during mix/loading Gloves E] PPE during application 3 [ None . N[
Dose 0.1 kg productha ~ Work rate/day S(@a @\
Application volume 150 lha Duration of spraying @®n & \\j@
G & O S
\3 o O @ F P
DERMAL EXPOSURE DURING MIXING AND LOADING ©Q @ S é\a o
Hand contamination/kg a.s. 5.72 mg/kga.s. @ & é\a Q Q Cix
Hand contamination/day 20.02 mg/day % Q o & 'S < @
Protective clothing Gloves ;@' N @@ Q @) %) @
Transmission to skin 1 % Q> N @ 6\ 'y N
Dermal exposure to a.s. 0.2002 1%day @@° @ i&a Ro @ N R
Q v v @y
INHALATION EXPOSURE DURIN G MIXING AND LOADIN G v @© Q@ 6 é % & °
jon expostrelkg a5 < S @
Inhalation exposwre/kg a.s. O.%S mgk&as. N @ % O
Inhalation exposure/day 034253 mday AN S ° X §
RPE mS PO g &6
Transmission through RPE @Q lﬁi\/«y @ S @&’ § @ @ ©
Inhalation exposure to a.s. & O 125 mg/day R NN @ N S %
o © O & 9.8 & «
DERMAL EXPOSURE DURING SPRAY APRLICATIEN (04 SEN @ [ ®© N
Application technique Tractor—ﬁ@ted/trﬁkg booj gprayer: hy@?uﬁc nodgles @ % ®)
ippﬁmﬁoxl \'?huxte o R % 5 spra@a @ & °N . & o
/olume of surface contamination © Q @10 1 @ N

Distribution N AN tands @Qunk S o @3&3

65%Q @ 10% © 5% Qy
Clothing & @§ %@) None @e meable™ é %m}eab%\
Penetration @ S @% N Q 15
Dermal exposure S é N \Q %, 6.5 , 5 & & 0@75 mlh
Duration of exposure \ N 6\¥ &\ @ @ @
Total dermal exposuret€3pray @ S K 41.5% mlfdg& @ § %
Concentration of a.s. €.ﬁxay S@§ %, 0@6666 7 mghfh S ® @
Dermal exposure t%,s. @ 9.39 %ﬁay @ @ 6@7%

o X
N e @
INHALAH@)G’OSURE DUBING SP G N @Q § ©\
Inhalation exposure to spray °\> N %, § miin &\
Duration of exposure S AN N o 6 hXv S
Concenfration of a.s. in sp% % @ 0.46@6667%1@ml @
Inhalation exposure to a.s. Q @ @@ 0.028 mg/da§ @
Percent absorbed @ Q (S 169 %, v
Absorteddose O © § @\\ @28 mgpy O
e @
ABSORBED @% & QQ @ @ o\v\ﬂ
N N i Y Application
Dermal exggsure to a.s. 3§ @ %3 08802 mg y 19.39 mg/day
Percenfabsorbed > é} Q 25 75 %
Absorbed dose (dermal 1@1@) § 0 Soos&mg/day 14.5425 mg/day
Inhalation exposure to Q IS @ 0. IZQ mg/day 0.028 mg/day
Absorbed dose @ \% R 0.13835  mg/day 14.5705 mg/day
QO & 9

PREDICTED s & N
Total absor’ ose Q 14.74585 mg/day
Operator b8dy weighQ)< @ § 60 kg
Operatc@&posure @ 3 ° 0246 mgkg bw/day

% of AOEL 82

§ AOEL 0.3 mgkg bw/day
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CP 7.2.1.2 Measurement of operator exposure
Since the risk assessment carried out indicated that the acc

propoxycarbazone-sodium will not be exceeded under practical conditions of use, a study to p@

eptable operator exposure level (AOEL) for
de

measure of operator exposure under field conditions is not deemed necessary. ® >
@ @ @
& S S
CP 7.2.2 Bystander and resident exposure @
Estimation of bystander and resident exposure has been ertaken for Attribut SG70§,1$1ng t@ cr@e al
uses (see Table CP 7.2-1) and according to the German guigiince (Martinz 12008)1 @ @ &
*”\g
Q
A summary of the estimated bystander/resident exp@%re to pro*xycarbazone@ndmm@s p@nte@m
Table CP 7.2-6. R &
o Q @
9, SEEN &) 5
Table CP 7.2-6: Estimated bystander and resident e&pbsur& plﬁpoxye\\@bazp@-so&wm N
S} @ O Qc)@: g‘}\i"opox@arba@ne-seﬁgum %
AL O Y (AOEB = 0.3 Mgkgbv/dag)
S RIS
S > o e [ Bystander
T e S 4 Ge® &G
Dermal exposure (mg/kg bw/day) @% S e § m@0.00(@%S $ %0.0001980
Inhalation exposure (mg/kg bw/day)o, ~ « 2 @f & D 0.08000030" 0.0000007
Total systemic exposure (mg/kgo\\ﬁ/dayi\ S RN ﬂ@ @9000254Y @ 0.0001987
% of AOEL e o O @ © O 0.08% O 0.07%
o, @@ EY NI
{5\\” @ w\? @© S O A S Resident
LA i A A A
Dermal exposure (mgikg bi/day) & SN o go0oiss 0.0000245
. QO ) T
Inhalation expos&(mg\/@%w/d@/) QO « ey [f\@ S o -
Oral exposure@and—to-ur@rylouth transfefp N @\ @ o %}7 - 0.0000006
Oral expogs(object-to-mth trafister) & N : 0.0000002
Total systemic exposg}(@mg/ggb%v/day) ® N g R 0.0000185 0.0000253
%of AOEL QL O v O 0.01% 0.01%
Z . I SRS
Q@ ©©Q @@Q N \©\ \@ @
¥ o 8 C@@CL@ON
§ S &F s
It is conCluded that 1%% undue risk to &@ bystander and resident after accidental short-term
exposuife to Attribut:§G70.5 v @ @
N (g @\ R Q
@° § 2 Q&
$ Q" %,
@ < Q & ©@
& &S
AN % S
& @ Iy o
¢ g v

' Martin S. et al. Guidance for exposure and risk evaluation for bystanders and residents exposed to plant protection
products during and after application, J. Verbr. Lebensm., Vol 3, No. 3, p. 272-281, August 2008.
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CP 7.2.2.1 Estimation of bystander and resident exposure
The following definitions and assumptions for bystanders and residents may be applied.

Bystanders may inadvertently be present within or directly adjacent to an area for a short perlod o
typically a matter of minutes, where application of a plant protection product is in progress or hds ecen¢§
taken place. They may be exposed to plant protection products mainly via the @rmal route "@ @yy
drift and by inhalation of drifting spray droplets. @,

Residents may possibly live or work near areas of the application of qi%nt protectol\@ pro&’ﬁ?zts e %)
standing, working or sitting in a garden in the vicinity o k2 applicatiog)» They may exp&s%d tog)! dlant @
protection products mainly via the dermal route from spray drift deposi§ and by inh dr1
(depending on the vapour pressure of the active substahce). For inf; 1@ and todd exp@re n§

occur orally (e.g. through hand-to-mouth transfer ané%)r object- to-@uthé}ansfe& the @ calle@nou&l@lg

and/or pica behaviour). Q@ N %)
6\ N @

Bystander/resident exposure may occur follow& foli@ spraé@ppl@ﬂo@pos@ is calculat d for adult
and child bystanders as well as adult and Chl% resui,%zt

NSO S @j
PR @\@@%5@& - ©§
Bystander exposure Q & S

Bystander exposure is calculated uggg tléGeﬁnan gﬁ%dance\?%[ r@et @200§ Agé%’%ation with

tractor-mounted boom sprayer is presented as a wegrst c@ sce @)
@ *”ié@ @J@ S @ RS @ @

Assumptions to assess bystandé%\exgis}re a&@rdlr;ég ngthe%j %erm&@guld@ce aég sumniatised below:

@ Y < f@
Application method: Trs@@or— ounted@@oz§rayelg S R @
Max. dose rate: 0 1 kg/ha Attrigut S g/h@rop@‘gcarbazone &um)

Drift: @ 2998t IQ@@O erce§fe, l@ﬁ)hcat@n) >
Exposure duration: @ 5 msglutes @) @ YV @ S

Exposed body sur ar
- Adult: @ée& &% > S

2
g, & %21@ O N g & & e
Dermal absofption: %for@%n@ dilu@}n v @ é&%
<

Inhallatio. sorption: (l) 0% & S @ § Q ©\
Specific inhalation ex: e 0 uress N

- Adult: 0 00% mg/ a Se 91011 @

- Child: @057 /kgf% (°6h9urs)© Qb
Body weight: g, Q @

- Adult:Q ©60 @ S D

- Chll% kgg @%: @) %@

N
The results are summ ed 1 Tabl% @) nS%@tlon CP 7.2.2 above.
Detai@ﬁﬁcalculation%re P é@&
&@ A 5 § Q
& S @
O Q
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Table CP 7.2-7: Estimated bystander exposure to propoxycarbazone-sodium
Input parameters considered for the estimation of bystander exposure:

Intended use(s): cereals Drift (D): 0.291% (FCTM, 10 m)
. Exposed Body Surface 1|n? (adults) &°
Applicati te (AR): 0.07|kg a.s./h
pplication rate (AR) 7|kg as/ha Area (BSA): 021[n? (children)® 3
O
mg/kg haurs,
. 60|kg/person (adults) Specific Inhalation Q@.OOI adults) R
Body weight (BW): " O
16.15 kg/person Exposure (I* ,): 0.00057 % a.s. (&hours,
" "|(children) <% ' ckildren)e, Y
©) & Tta/d (based ons
. . , Y @ Field@®rops
Dermal absorption (DA): 75.00|% (‘worst case') Area Treated (A): ©Q T Mt q&'&
& o r AAMnte
@ Q& o O |Ecrmy; &
Inhalation absorption b . Q :
100]% Fxposure duxation (T Smin @
aA): : Y S PPN N
AOEL: 0.3mg/kg bw/d & 9 Y S 4T &S
= A AL A -
Bystander exposure towards propoxycarbazone-s ﬂum‘> o g N N @U @
© RN
Adults @% LN |C&l>dr€in& S N &9 £
Bystander: Dermal exposure after applicatiélin ce¥eals (vids praydrift) 3, (?’ fg@ @% N
SDE; = (AR xD x BSA xDA)/ BW T o [SDEgs (AR IYXBSAXDANBW O 9
(7 x0.29% x 1 x75%) / 60 Q . (7%4).29%%.21 X @) / e -
External exposure 0.0203/mg/person @° | Edernal expdsure & 0000263k me/person
External exposure 0.00033833 | mg/ke bwids, Externabexpos@® ¢, | 0.00026396mg/ke bw/d
Absorbed dose: 0.0002538[fug/kg biid S\ |Abs@pbeddose: '\ | 050001980 mg/kg bw/d
Bystander: Inhalation exposuréfter application in c@ls < N NS
SIEs = (I*4 xARXA xTxIA)/BW,S) S 5= (@i xARxA xTX1A) /BW
7 Dy o D)
(0.001 / 360 x0.07 x 20 x S&I00%) ZH0 = (0,00057 / 36630.07 £20 x 5 X 100%) / 16.15
External exposure 1.9444E-05 /pel@g ~' | Exiepnal exggsure > 1°1175E-05|mg/person
External exposure < 3QH07E-0 mg/kgbw/d ,\E&%malé@osu%& @Q 6.9195E-07| mg/kg bw/d
Absorbeddose:  ~  [30,0000003 | mgikg bw/dd g\bsqxbeYdos@ %, | 0.0000007 mg/kg bwd
Total systemic e)@sure' SEp =§@B + SI N & Tou&ste@expo@re: SEp = SDEg + SIEg
Total systemi@xposure@ 2 N T@ﬁ systemic exjgsure
o 01524 / G 0.00320842 | mg/
(absorbed ) &9 @ R " @ Habsorbg dos@\\ me’person
Total sys ¢ exposure @% % S g Total'syste '@xposure
¢ 0002541 /k e 0.0001987 /kg bw/d
(absorbed dose) Q) OQ% :@ £ I@ > (aBsorbed d&%se) Tg/KE I
% of AOEL: _ 0.08)% O |%of AQEL: 0.07|%
7 > o - IS
o N .0 S o @
QOO O N O D
¥ o K £
S\ L & 9 @
5 & ¢ &
2 Q S
5 S S
N (g @\ R Q
@° S @ S
PR ) SR
@ %\ ® ©@
X
&S
S o ©
{*ﬁ @@ Q %,
S
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Resident exposure
Resident exposure is calculated using the German guidance (Martin et al. 2008). Application with tractor-
mounted boom sprayer is presented as a worst case scenario.

©

Assumptions to assess bystander exposure according to the German guidance are summarised bel& N
Application method: ~ Tractor-mounted boom sprayer N & IS
Max. dose rate: 0.1 kg/ha Attribut SG70 (0.07 kg/ha propoxycarbazon%odium) S N
Drift: 0.29% at 10 m (90" percentile; 1 application) =N Q § %)
1 . % o\ o, '24\9
Exposure duration: 2 hours ©) & %, \\ Q
Vapour pressure: <1x 10 Pa at 20°C (extrapolated}* Q@ @@ S %@ &@
Dermal absorption: 75% for the in-use dilution ¢ Q) %, QQ ©© C&©
Oral absorption: 25% %@ Q& . &© @ @
Body weight: Q'?Q} N @@9 Q \& % @}
- Adult: 60 k g
u g @ N D ~ @

- Child: 16.15 kg N B NN S

* Inhalation exposure has only to be considered for semi@)latipor ssur@ P) 0@@ 105 D5 x 168 Pa) agrhyolatile VP

> 5 x 107 Pa) active substances (Martin et al.). Th tive ststance Bropoxyedrbaz ne-sodi@ contaifed in ibut §4370 is

considered non-volatile according to the above givé%deﬁl%%n. T&Nnhal@pn ex&%m fo@sideg@l exposure ass@nent is
N & AN .

not relevant. @ @ N
& S R, @3\9 & S
The results are summarized in Table@ 7'2;@%111 S‘@Q,gon @B©7.2%6§bov§ § §y %@)
Detailed calculations are provided i@Tab@CP 7258. S @Q © ©@ RN
o &~ TS 20 S U
% CIE N
> & @ @ S &
N O S
5, @ © O 6@ \© é &N \@
S T e § s S &
@ s .9 K Q @ @
O S YN S e
F e .o S o
& £ .0 O « SIS, S
TN o S <
N & & @ ¥ o & T
N T8 Ve &8
@) Q
§ RENIIAN > & >
oo e &
@ O & .9 © O @
QOO O N O D
¥ o K & o
< S oF LD wl
@’ 2 Q @ SIS
i AN NG RN
* SR 4 N
N (g @\ R &@
N N
C &S 8
@ < Q & ©@
N
AN
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Table CP 7.2-8: Estimated resident exposure to propoxycarbazone-sodium
Input parameters considered for the estimation of resident exposure:

Intended use(s): cereals Drift (D): 0.29(% (FCTM, 10 m)
Application rate (AR): 0.07|kg a.s./ha Transfer coefficient 7300]cnr’/h (adults) @ ’ 6
(TC): 2600|cr/h (children) N @§
Number of applications 1 Turf Transferable 5|0 @ @
. ; . o @
(NA): Residues (TTR): A& ©)
60{kg/person (adults) |Exposure Duration (H): 2lh @y S N @
Body weight (BW): 16.15 kg/Pemon Airborne Concentration one % § @ &
(children) of Vapour (ACV): N &) %
Dermal absorption (DA): 75.00]% (‘worst case') Y 16@%‘\ m/d (adults), @ \\ @Q @
. . Inhalation Rate (IR): & - § %, &
Inhalation abs orption 1000% & (@O} w/d (childiea) S Q> @)
(1A): @ & & R S &
Oral absorption (OA) 25(% Saliva Extragtion Factor | X (?? % @ S SN
SE: £ 3 @ Ol ¢ @@
SurfaceArea of Hands BN R
AOEL 0.3|mg/kg bw/d (s CS 5 20 CZ%@’ ©© N %,
en%)\ﬁ—land@ @ ZEEgJents/ h@ & % M
|Mouth (e @ Q & O & o
2| Bislo d@able&%r b %O o Q %, §
o> |r ﬁig a AN O o S
estlon e for
(@Q f@louthjn\g Gr %ay @9 @%mz/ 1®§ @ )
~ R): Ol ¢ Ol
9 92 & O > D 0N
Resident exposure towards propoxycarqu@é@s odiym K 73 " O @ N E@
Adults ildren 9 @@ ©
Residents: Dermal exposure after application l,%&ereal gra depoy% cause@y spray &]ft) Q(\ o 2
SDEz = (ARxNA xD x TTRxTC x H¥DA)/ BW (AR NA xDx TTR x RC XH x Ds@BW
(0.0007 x 1 x0.29% x 5% x 7300 x2 X 75%) / 60\ 07 %] @9°29% %356 x 2600 x 2 x 759834 16.150
External exposure 0,0014819 é)rso(g 9 ema osure. \%}0005 78 mg/peg\sonp
External exposure ;ﬂ;i@SE—OS /kg b\@” @ Externai%xposuiév %.2681@) mg/Kg bw/d
Absorbed dose: 0000185 mg/kgbyd X | Absorbed d @] 0.0000245 mg/kg bwd
Residents: Inhalation e;;ﬁ@ure to %{mr < S N N @ O
SIFg = (ACy xIRXIA)ABW ) N SIE, = (A% xIRKIAY/ BW§ Y
(0x16.57 x 100%) / €0 @ ©) ) (0x8@m\7100°/%,,@6.15m e
External exposure, ﬂmg/pq@pn Ext@gafexpom mg/person
External exposagevj mg/i&g?bw/d ,@ﬁ Exttehal exposure @ o mg/kg bw/d
Abs orbed dgs€> © Absorbedtiose: N A none
o \@ N %, QResidents: Oral exposurehand-to-mouth transfer)
Y . ©_%(AR;&AxDxﬁRxsEstxFrequon)/
@@© % @ %\ 7 x 1 x029% x3% x 50% x20 x 20 x2 x25%) / 16.15
Q @ Q@ BEE‘émal ePosure O 0.0000406| mg/person
@ Q < N © Eﬁemaﬁ@posure«@j 2.5139E-06{mg/kg bw/d
Q © ©© <O D Azgd dose, 0.0000006| mg/kg bwd
% § %?Q R nts: G¢al exposure (object-to-mouth transfer)
@’ &) Q @ E():&A%(NA xD xDFR xIgRxOA)/ BW
N N < ]Y0.0009® x 0.29% x 20% x 25 x 25%) / 16.15
2 § @ %3 @ Eng‘rh%ﬂ exposure 0.00001015|mg/person
AN > o@\ Q Exethal exposure 6.2848E-07|mg/kg bw/d
N A @, Absorbed dose 0.0000002|mg/kg bw/d
Total systemic exp :: SER§?)ER - tal systemic exposure: SEg = SDEg + SIEg + SOEy +
@y SOEO
Total systemic @asure Total systemic exposure
(absorbed dosg), @%.001@3 mg@pson @ (absorbed dose) 0.00040854| mg/person
© -
(1;‘::(1) :g:g’ﬁ j"l"’s@/ ?&%001 85@p/kg bwd (Ta‘::(') rsby:dte;‘::ej"p"s Ure | 9.0000253 | mg/kg bwid
% of AORL: ¥ [ (W% % of AOEL: 0.01]%
7

&
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CP 7.2.2.2 Measurement of bystander and resident exposure

As the estimation of bystander and resident exposure has not given any concern for unacceptable exposure
measurements of bystander and resident exposure are not deemed necessary. SRS
& &
g

D
CP 7.2.3 Worker exposure @b @® S
Estimation of worker exposure has been undertaken for Attribut SG70 using(he critical usé% (T@%\e CP
7.2-1) and according to the EUROPOEM II approach. % § @@ )

N S
Crops treated with Attribut SG70 potentially have to be re@ered by wc@ers shortly @%r th&applid@tion. @
Regarding the intended crops, the work activities 1ncl&de re-entry a@lty as mS&g@aon/ utn@of tl‘@
crop. %@ Q& R ©© LN
Exposure assessment of a worker during inspecti@ scouting a@wltle&@ t @d 1?@ th hest
recommended one-time application rate of 0.1 k&prod@@ma (3.0 Okkg pr @awﬁ@ sodl%%m/ha) is
presented. @ @ @ @
ks gt i 15 s &¢
Corresponding results of the exposure calgttati re presente®in T CP 9.
ponding p etationg 15\ a@ & & $

O
Table CP 7.2-9: Estimated worker e sut@%ﬁo pr@aoxﬁ@*baz@e-soeﬁﬁm &P@

f@

©

@ AGEL S ®\ (\© Ex@ure p&an@e&v{
Scenario @ ”\a@[mg /@%FW iday] @QD bsol@d %@ % % of AOEL
K< & S @Q[mgé%g bw/ ®) 00
N 9
Inspection/scouting&y & @§) ? . v - @0.0@25 «\2\7\’@ 4.4%
! Unprotected worker wearing shoes, s , lo sleeve® irt, ong tfousers
i” ¢§ w;@) §§Q S ©§§ 5 "\@

z & & RN
§ N § C&NCL@IO@@ S @
& \ s > S N

It is conclude(ﬁhat re isSho un%cep&ble r@} an@ate@ or tl® worker wearing adequate work
clothing (but@@ PPE), When re- e&@‘mg &kg)ps t@ted with At@but S@O

Sy @© \@ o § <& \©
CP 7.2.3.1 Estim oi&wor@ex&@ur?@ s S

Exposure of workéms w per&&nngﬁ ent&yactl@les 1@culated considering the approach proposed
by EUROPOEMJL.  ©% ¢
© \ \ @

The followink formula is used to§lcu ¢ wotker e{g%sure
_ &'
D = DFRX TC x WEx AR P &
IS > @ &
D \ Dermal exposurgS™ e Q @
DFR = Dislodggable foliar r%@;&ues @g as/em?)
TC = Transfer Cogfficie gg@son/l@

/@

WR =W atethours/day) @
AR = icat'@ﬁ rat@@g a@@a) N
P %@iﬁe@ factor for RPE

RS
& VLS
Consi@ratic@@cy)n DFR N
Accordi‘@% EUROPOEM I the default Dislodgeable Foliar Residues (DFR) value of 3 pg/cm? per kg
a.s./ha be used in this assessment.
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Consideration on Transfer Coefficient (TC)
It has to be noted that no specific TC for re-entry activities performed in cereals is available from
EUROPOEM II. Therefore, as surrogate value it is proposed with this evaluation to use the TC of 2500

cm?/h established for harvesting vegetables (reach and pick scenario). D

&
Consideration on personal protective equipment (PPE) @ @Q v
Exposure calculations will consider the unprotected worker. @J@ & @g

- SRS
Further assumptions: =N Q & \25@
Worker body weight: 60 kg @\’ %\ N
Max. dose rate: 0.1 kg/ha Attribut SGWO 07 kg/hpoxycarb%gdne-@um @ &
Dermal absorption: 75% for the in-use diJution ©© C:§©
Work duration: 2 hours/day %@ Q . &© @) @
No. of applications per season: 1 QS@ N @@) Q & % @}
v CORIIEC I IR
The results are summarized in Table CP 7.2-9 i ecti@C &@3 above. @J& S S *
Detailed calculations are provided in Table CP 7.2-14,, O AR © S % I
v 9 R Q S @j @
@ @ & ANIRIE SIS
Table CP 7.2-10: Estimated worker e osu@%to pmpox&rba&% sodium @ < S
_ N v .S & o
Estimation of worker (re-entry) exposurey> o« BN S @@ S w
O N

. & O 9
Input parameters considered for fle estithation IPwork expe: é (& §> @

Disl lg fofiar r ©
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CpP173 Dermal absorption

No in vitro or in vivo dermal absorption study has been conducted with Attribut SG70. Therefore,
according to EFSA Guidance on Dermal Absorption® the default values of dermal absorption, are

considered applicable for the risk assessment of Attribut SG70. @ ©©
(o8
According to the guidance, a default dermal absorption value of 25% is applied for the e ate,
containing active substance > 5% (700 g/kg of propoxycarbazone-sodium in Attribut SG70)&anc} @ is
applied for the in-use dilution containing active substance < 5%. % @@ @\ %
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2 EFSA Panel on Plant Protection Products and their Residues (PPR); Guidance on Dermal Absorption. EFSA Journal
2012;10(4):2665. [30 pp.] doi:10.2903/j.efsa.2012.2665
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