B
Bayer CropScience

Document Title

Tier 2 Summary of the Toxicological Studies and Exposure Data an@ @
Information on the Plant Protection Product for

Iprovalicarb + folpet WG 65.3 ©© &@Q @@
Specification No: 102000011659-04%@1 S
@ < 2 S
Substance(? Q@ @g}y § f\\ﬂ@ (§@

IPROVAEICAR@B & VS e

&

(Annex enew@) N K\© & ¢
A

9

Daéﬁ{e l@eme@& & é@% @@ o
Regulﬁonﬁ%l@ﬂ %ﬂég @Q o & &
on the renewal of th ugglbumg\y@of @IRZ tlvt@su ®s o
.y @% &

In%)nju{l%wmwlt
Directive 91/@14/%% and @gul on &%@7/

According to g@CD fsrm gu1da@ﬁce for 1nd®er ta su%ms%ns
(SANCO/ 10387/2010 rev. 8 %n t&@ren@val oﬁ@ctlve%ub@nce&%clu@yd in Annex I)

E. " %
= & ;@ﬁn IS
E 8 R .

= S @x 10 P@nt 70 & &\
=3 § & & Do m@? Mo

E = @@ Ac@ding tME@ for gu1d@ce forﬁdus datag bmlssmns
E S @,@ OQ@mt rotection rOd(%ts al@hell‘ @V ve s@bstances




B . Page 2 of 36
>y Bayer CropScience 2012-05-22
Document M-III /Tier 2, Sec. 3, Point 7 — Summary of the Toxicological Studies and Exposure Data and Information on the
Plant Protection Product Iprovalicarb + folpet WG 65.3 (Submission for Annex I renewal)

OWNERSHIP STATEMENT & D

N
S @® @
N & QS
This document, the data contained in it and copyright therein are owned@’y Bayer (‘{@pSc" ce.
No part of the document or any information contained therein may @isclosed to any h§ \245@
party without the prior written authorisation of Baye@ropScienc%\ > Q

7

AP @
) F &L
& O %o SEIRS)
@ N & VO &
S) Q@f&&@&
Q,?(@ \@Q©@@
L @S D LS S
‘&@@“\7&@\%
v O OB N
SRS s O & @
NN RS
@}o\@}§©©&\§9&§
QK\ \%@3\9@©©
ot & .8 X @O @@)
Ve o > & 9 .9 &
o = ¥ S @ O 0
N e @’&@Q@@é
D N S N
e O N L L N L9
Ny 8 e Y
v e O ¥ O K O
F T S 0O
@&@Q @Q@ @
S QO NTN N o 9 N
©©©\&%@§©©§@§
>y & .0 9O «7 & D
RN . & O |9
2 2 DA T Y o @
> & & & & S
A o . o = .9



Page 3 of 36

Bayer CropScience 20120522

Document M-III /Tier 2, Sec. 3, Point 7 — Summary of the Toxicological Studies and Exposure Data and Information

on the Plant Protection Product Iprovalicarb + folpet WG 65.3 (Submission for Annex I renewal)

TABLE OF CONTENTS S
S)
@ @ @
N & QS
TS o
SO o T
ITIA1 7 Toxicological Studies and Exposur¢Pata and Information eg\the\l’iant Q
) e @) & Z
Protection Product ©Q @ § é\a 5
I1TA1 7.1 Acute toxicity %@} Q& &é)\y R ©© é%
IIIA17.1.1  Acute oral toxicity > @ K \é o @6
. ~ v
IIT1A1 7.1.2  Acute percutaneous (derl) 22:@ 1t&© g\? @J&@J @@6 S N~ 7
IIIA1 7.1.4  SKkin irritation % > @Q Q@ & o S @ L9
’ N
IIIA1 7.1.5 Eye Irritation @x o\\\ > &6 é% \© Q x ©§ 10
R v
II1A1 7.1.6  Skin sens1tlzat101©Q %% ) & § > §9 $ @Q o 13
S
I1IA1 7.1.7 Supplementary@tud@@es for@omb@atioof g&t EL} s‘a" ect@% pls@tﬁucts 13
»r S @ Q
I11A1 7.2 Short-terméfucrtyi%tu%es (O &@Q . & S 13
I11A1 7.3 Operato(g@expo@are @ @ @ Q@\@ & 14
q '27\7
IIIA17.3.1 Estimation o%opera%r §§§)s w v\y % §
WItI@t p otec ive lpgwnt é& &\ 16
I1A1 7.3.2 n of @er@ exposur@ O @
v@:so@ p&tectw&%qu@ment@ @ @ 19
I11A1 7.3.3 @ Mqﬁure‘g@nt OQper%tor ef@os & @ 19
© @
IIIA1 7 4% Bystapder g@osu 19
A51 Estifiitiod st SR 9
IITA1" 4.1 Est tien b:llstan ex&) ure N
w@out pers plag tlg@feq e%t 20
IT1A1 7.4.2 %iea@m of @sta‘der e@su@ 24
IA1 7.5 <’ Wo@iﬁce@pm@e Q & @@ 24
%
IIIA1 ’@ Estimation @wo r e@osur\&a
wit@ut rs n%% pro&(} ve@ulpment 25
IIIM 7.5.2 Estlma(@n of-workér exlé?ure using personal protective equipment 27
I11A1 7.5.3 %st%m io of w&er eXposure using data on dislogeable residues 27
IITA1 7. 5 «i@ l\@su n&of w@er exposure 30
MIA1 % @er&gf a@ptlon 31
11 %7 6. @ Dgrinal absorption in vivo in the rat 31
5 2 i < , :
IITA1 7 Comparative dermal absorption, in vitro using rat and human skin 34
IIIA17 Dislogeable residues 36
IITA1 7.7.1  Dislogeable residues - foliar 36



B . Page 4 of 36
¢t/ Bayer CropScience 20120522
Document M-III /Tier 2, Sec. 3, Point 7 — Summary of the Toxicological Studies and Exposure Data and Information
on the Plant Protection Product Iprovalicarb + folpet WG 65.3 (Submission for Annex I renewal)

IITA1 7.7.2  Dislogeable residues - soil 36
IITIA1 7.7.3  Dislogeable residues - indoor surface re-volatization @36@@
IIT1A1 7.8 Epidemiology S @@\ 360
I11A1 7.9 Data on formulants @,Q S
D
IITA1 7.9.1 Material safety data sheet for each formulant &% § § ?gég%
o e
IIT1A1 7.9.2  Available toxicological data for ea@ormulan@ @«z}g @\\ @4\. @
S
IITA1 7.10 Domestic animal/livestock safet &©Q 69@ QQ § 360
IITA1 7.11 Other/special studies % ) " & © \@.
QS@ N @ R . © & @
v RN RN
Q @ % @ 6 o, %
N 9 SR
W & o T v o A
% @ & M
3 .9 R S & ¢
ARSI > &% ®
@

. TS
S N N N
Ry o D § ©© S &
o < ¥ £ @& © 90
SR NN S &
%, A .9
O N -
e QO N O QN 9
N 9 &, SI <
S\ @ S ONS
£ ) 9 0O ¥ . N O
S TS g S e O
& o .o Y @
N) QRN N Q9 SN @
AV O Y ES
S o & F o &y,
N . SRS
N & & & & S
A o O Q x .0



Page 5 of 36

Bayer CropScience 20120522

Document M-III /Tier 2, Sec. 3, Point 7 — Summary of the Toxicological Studies and Exposure Data and Information
on the Plant Protection Product Iprovalicarb + folpet WG 65.3 (Submission for Annex I renewal)

II1A1 7 Toxicological Studies and Exposure Data and Information on the Plant

Protection Product @ @©

N S
IIA17.1  Acute toxicity > e o

Iprovalicarb is not acutely toxic via oral, dermal or inhalation route. It is noffrritating to skin o&@e
and was not a skin sensitizer in the Magnusson-Kligmann test. % Q § \25@

The acute toxicity studies on the representative formulatiof IPV+FLP \&% 65.3 were;c%drriaa\out affe @
S

72}

the first inclusion of iprovalicarb. IPV+FLP WG 65.3 i?vnot acutelyqoxic via the éﬁl an§he a

routes. It is moderately irritating to skin and seve@y irritating QC)@ the eyes. @is préduct @as ndt,
submitted to a skin sensitizing assay such ashler or Mass@Kli@nn éssays since &he
concentration of folpet contained in the product Q@ anyway 1@1 to ﬁ%sensitgiéjng ¢ itive«:gg?po @

The toxicity data package has been cond@ted the @mul{%e’d §§duct ovalidarb +%folpet

WG 65.3 with the composition code UV% 055%%047. éﬁs f(@ulati hé%a CO@Osit' %sli htly

different (inerts) from the formulatio@ipro{éﬁcar&\ folpgt W@65.3 composition tod P

06361579 which is commercialized. di encgg,@how&%r, %&@Nithﬁé} toxg ogi@ﬁ releggnce as
demonstrated in the bridging docufient @»": M\-‘@:66@3-Q@Th%$re dat@acke@ is fully

representative for iprovalicarb + felpet }%’G 6(’(5&@% @@ @QQ &© ©©@ @@Q \‘”\9
D

% B
@)

0 N @ S &
Type of study/species %e ult(%g S © (%od § l?e\ ence,

Acute oral /rat LD@% 25@
v
e & 5 £

W(zooo)
M—g% 5-01-1

N
Acute dermal / ra@gy @%Dﬁ%@oomﬁg/k& O @@

F( 2000)
-026071-01-1

R

o
& \] X N
&2 D W o S S

o £
Skin irritm@//rab@ Node@elyi itantos, ¢§ © %@ _(2000)
> NN & (& Y @ | M-021579-02-1
o )’ > S 2000
.S . @ N . @ Ro . ( )
e lﬂ%ncy/rabl%§ i@ nz&% 8 ©@ ‘P\,\ 5 Q M-021570-02-1

f@t whiéh is @\noyv@skin énsitizer.

N e N
Acute sensitizati% @ Ass&ed @Sltlgmgue hlgh@ tent of

NS

AN
Separat@ing for in alatioxici@?’was ot co&gﬁcted, because it was not triggered according to
the critésta of Direcfive 94/7@EF{ due t@@es&@ obtained during the characterization study of this
W%f@rmulation b&l.o v Q@ @
v o Q
@ S DS N
Therefore, thegto lovggg ﬁc@/labé@ng is proposed for iprovalicarb + folpet WG 65.3:
JEES @
)
PSS

-EU directi@ 19@54
)@f\lrrit@% €
&41 @/Iay é\%use ti@ere damage to eyes”
$ R@ “Ma@cau@sensitizaﬁon by skin contact”
$

&S
&

1

244466-01-1

: “ Physical, chemical and technical properties of iprovalicarb + folpet WG 65.3”, January 2005, doc. M-
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- GHS (rev.4) 2011:
Eye irritation: Category 1: DANGER, H318, causes severe eye damage @ ©©
Skin sensitization: Category 1: WARNING, H317, may cause an allergic skin reaction Q\ g
@
. _ N & @®
- Regulation (EC) No 1272/2008 (CLP): @ N
Eye irritation: Category 1: DANGER, H318, causes severe eye damage Q § ©
Skin sensitization: Category 1: WARNING, H317, may c@gse an allerg@%ﬂkm reactlo&g\ "\ é\”
> @Q N QQ @éﬁ O
IITA1 7.1.1  Acut 1 toxicit @ O
7 cute oral toxicity Q & Q) @
Report: KIIIA1 7.1.1/01; 2000 ~ L @ ¢ S 2 \(\@
Title: SZX 07229 WG +F olpetc@ 3 (c. I@Iprov@carb @pet&%tud@r acutg oral téxicity in
rats. @ @$ &3
Document No M-026075-01-1 N 0 L7 N
Guidelines: OECD Guldehnes Ne 4 EOO @ = %,
EC 67/54/548/ gié% @ N S) O e &
EPA OPPTS @Q\ @ S S @9 &
GLP @ 5 ©§\ &S U@ S
o & T & Q SRS
Material and methods: _C & @ @)

Y

SZX 0722 9 WG + folpet 56.3 g@m@on @73/0@8(004%) d@elom@n nuﬁgslber 3000244654)
contained the active irigredients 1pr0%hc ) an@folpeN56@ a@ was formulated in

ith Cremiop O@EL® s§ tests subst ¢ was admigistered in a single dose
by stomach tube to&asted male @ rat he @hca@on VOllQlC é\/;% 10 ml/kg bw. The post-
treatment observation pefdod was 14 d N SN
S é R %M < ¥ & N
S o T Sy S
Findings: @,@ %, N .9 m@ Q @

D Y-S TS
S Dose @%Tox@i\ﬁolo ' Durdtion ~Q @ \"OIGIme
@fdeath

sult * D Qf@ ns
e Dl

) r%les©
Q@ & X o <®©

demineralised water

Mortality
[70]

9@%

o & alL(\

r of déad ann@
ber gf animatiised
N

0 > 2500 mg/kg bw

2nd number = number of animals with toxic signs

@%
@ nun%%cn
rdn er =
S e
Chnlc&i@lgn@)ﬂoe%ctwecreased motility and reactivity, spastic gait, laboured breathing and

dlg%%@)ea ale%§

d f§1ales at 2000 mg/kg bw; additional constipation and light-coloured faeces in
les @

Body weights: No toxicological effects on body weights or body weight gain.

Gross necropsy: No significant findings.
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Conclusion:
SZX 0722 + Folpet WG 65.3 is not acutely toxic to rats following oral administration. .
According to the criteria for classification in Commission Directive 2001/59/EC, this formu@on &

. N
is not classified. S @ v
According to GHS (rev.4) 2011 this formulation is not classified. N &@ @g
According to Regulation (EC) No 1272/2008 (CLP) this formulation is no@j class1ﬁed.@ @ o
% ' 9D
© N \v\g\ SO
? @ < ©\ @ @
IIIA17.1.2  Acute percutaneous (dermal) toygci y ©Q %@ Q@ & S
Q A
@ Q& i &© L @ ,12@
Report: KIIIA1 7.1.2/01; ﬂzooo N L9 N 9O o @
Title: SZX 07229 WG +F olpet@ 3 (c. %iprovéi%arb @\lpet&@md&@ acu&\\dern@}oxwlty
in rats. f\
Document No M-026071-01-1 @?}g\” @M Q @ A Q & A
Guidelines: OECD Guidelines Né’ﬁOi\ SNy S O N D) N
R
EEC B.3. @&©%\©§a©
EPA OPPTS 3@@12@& s o & o
‘”\9 N S D
GLP Yes S . @\ . N V@ @@ @ %,
A
Material and methods: O s S S @ ¢ O
SZX 0722 9 WG + folpet 5%’3, §1éb (@73/0@8(004%) d@glopp&g@t nuggber 3000244654),
contained the active mggedl ts 1pr0§@hcar 9. 7 c@f@)lpet%% 2,2@ T@test substance was
pulverised and placed:gn th Back of@nale@nd f&@ale 8&3 TJ{: exp&% time was 24 hours.
The post-treatmen@ervatlon \C‘. @14 days. §9
S © & o« @
N @ &\ N N @
Findings: ©© ©\ & Q} AN § X
(S @@ © SN f@w}\g mb Q @
9 Dose Toxi&é%))o %@ @uratic@y @) @%’ne Mortality
@\ng/kgbw @un |, ofs s#.§  @f death [%]
> N SIS S
%Q - &N ™ & S
@ b N -
PEITE & 4 o
N
S e
i 2 M O
2000 & @35 g@ sds6d - 0
S) <
N v @\ Y derfoal LB{H> 2000 mg/kg bw
* st ndfiber = numbe &ﬁdead@?mals o nd number = number of animals with toxic signs
31 @ mb&%nur@&f antuals uS@} # only local effects
o &
Clinical @%15 @ € <§

Grosiﬁecro N N(@tho ical changes.
L ﬁng@gs Re@den@ of treatment area observed in females from day 5 to day 6.

Concln:

SZX 0722 + folpet WG 65.3 is not toxic to rats following acute dermal application.
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According to the criteria for classification in Commission Directive 2001/59/EC, this formulation

is not classified.

According to GHS (rev.4) 2011 this formulation is not classified.

According to Regulation (EC) No 1272/2008 (CLP) this formulation is not @smfied
Acute inhalation toxicity to rats

Since iprovalicarb + folpet WG 65.3 is commercialized in the form of a W table Granu
which is a solid and is practically dust free, no acute inha,

y@‘mn study is @q

te inhalatign hazard.

I1TA1 7.1.3

will not be used in a manner that is expected to pose

an

With respect to 94/79/EEC, testing for the acute inhalition

not triggered because it: @ &

N

e isnota gas or liquefied gas, @ Q} o\@

e isnot a smoke generating formulatloriizgr fu ant,%Q g\f @J&

e isnot to be used with fogging equi nt % @ Q@ &

e is not a vapour releasing prepara

e isnot an aerosol, &9 \\ 6 %%

[ ]

diameter < 50 pm (> 1 % @a weight bas

in an attrition test where fapst of the p

airctaft angh
tanc

e isnotto be apphed
e does not contain a%lve S
e is not to be used\l

@
is not a powder, is dust-free, Q% heﬁge do%n

toxicity

ot taln aglgm
as;%@?s e

les ter a
WG 65.3 contains on%@ 15 %ot parfigles @?@ dl@ @50 un@n a@gh‘g{)ams

IOIl

\

re>

& ° S
& &

orm%@hon

ulred The h@at fo I%Ellat@w

\

@rovahcar@\g@folpe@ G @'3 is

o0 R

< @@
L S ¢ &
A
6"\%
S
@’@g%&o
@j@
%

ﬁof pa@cles of
nstr,

ZXQ 2 + folpet

1th@§vap01@press1§e >@¢ 10 @ andz;
nner @1clé§erate§ a s1@ﬁﬁcarﬁ\pro
e

@pamcles or droplets

of diameter <,50 um (xb% O@a wei ba @ « - S)
N @ O % Q
Table 7.3.1-1: Reﬁ% of the palf%le @}?determlna@ efording to CBBAC MT 170*
Sleve©© ©\ N Mi%ss (g)Q} Igs@@(%)”\} Sum of residues (%)
1000 0 o [«” 039S & & @39 @ 0.39
806um 214 © | Y 139 1.78
<600 um o X 1475 SHIRNETEY) 15.88
250 um e | L 462487 - 2875 61.63
125um &Y [ L3063 o | o 30.32 91.95
5um 9 o & 380 Y 71.32 99.27
S0 O & L9 o O @ 071 99.98
pa Y KO <01 o | O 0.15 100.13
Stm i 219 |9

Q

o

Conéﬁision:

In the absence e

65.3 formulation need not assjied.
. fed

100@. Retgeh), weight of formulation 101.08 g, sieving time of 5 minutes.

the nee@g to é'%or n acute inhalation toxicity study the iprovalicarb + folpet WG
l% MmN acule

Accordu@gto th@‘nte@ for@ssnﬁcﬁlon in Commission Directive 2001/59/EC, this formulation

is not classified .(:ZJ

Acc %ing @%H

ev.4)2011 this formulation is not classified.

Ag@rdu@@o Regulatl§ (EC) No 1272/2008 (CLP) this formulation is not classified.

2 _: “ Physical, chemical and technical properties of iprovalicarb + folpet WG 62,257, January

2005, doc. M-244466-01-1
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IITA1 7.1.4  SKin irritation

o,

@
Report: Ki11A1 7.1.4/01; | G000 S 22 &,
Title: Acute skin irritation test (patch test) of SZX 0722 9 WG + Fajpet 56.3 in rabbits <
Document No M-021579-02-1 < e
Guidelines: OECD Guidelines N° 404, e %, ) '~ oL &d
EEC B.4. « & S S @
EPA OPPTS 870.1200 g o N &
N QD
GLP Yes ﬁ@ A _ S . NS j»&
oy & R O @
Material and methods: XY > - 6\ ”\,@ <

Q o %
SZX 0722 9 WG + folpet 56.3, (fonnulatioé@n@%mg@?%) @wl@hw@naba%% 244654)
contained the active ingredient iprovalicar (9.7?@’and pet (80.9%) and was moistehed ¥4 W@C;.

500 mg of test substance was applied to@e sh&&%d d@g%l skithof m{l%rabk@. The,exposure ti@was

four hours. Scores were taken 1, 24, 4 %ind Nouﬁ%@ﬁd 4{%8 dgg@aft \atc %ov@g O
o & ISERNSR @p @ & o

&N NN >
Findings: R S O ©@ @Q @? S
&@ @@’) @® S & O
Table 7.1.4-1: Irritant Effects qn the skin (Exposur&d haurs) R~ O &

no. 9 ﬁg@ < a

oy

Animal | 1h 24h 48 Oh | &4d g 5d8 6d° | @d L 8d
nima éﬁ @»@ g %@1 . 2
E

o N
E|O E|O0 & O & E\® | BHIOJE|OYEIQ | E|O
1 RN IR SR SEARRESK Soer | 0* | 0| o
2 ol a1y [ o Y %Q L @# | g o1 0t 0o
3 Ly 1\\/2 NEYA &é\ PNE ST @ | o* 1 [ ox o | o

Y

© & (Y
abbrev@ion: 9@5@10 pat@logica@ndinﬁ&;ﬁ = E@ﬁema esc orm@m; O = Oedema formation

#O i\rt%lration ofthe S\iin; #%ig@atii@ the s * Ig@g of %e skin\ @}7\7
Table 7.%&: Mean §c@@gs ) & QO N, O
Animal §® AN & \©24 Y <72 Mean | Response | Reversible
& Q? Y@ @@@ hg@@ @@hours «§®hours scores (days)
E . .
1 @ema& ne@@ O Q! By 1 1.0 - 7
an Eschar fm@atm@ E&\;Q @g@ @
gMedema Eoﬁ@atio@w q &@ @ 1 0# 0.7 - 8
Eryth d NS .
{7\, ry emvi%e n@@ 3 Q@l 1 | 1.0 - 8
and Eschar fogatiog)> Q
Oeg@la Fgrgnatm@ @b Q 1 0# 0.7 - 8
herna, (fed Y
3 %@egﬁ&(e@i@?% @@2 2 1 1.7 - 8
ﬁnd Egchar fosmatioly
A =
O%@@na Edrmatién 2 2 1# 1.7 - 8

)
Abbreviatioi®y N itiveeggsponse: mean scores < 2 = -
Qgﬁﬂ Q@ P:@e res§se: mean scores > 2 =+
An erma (grade 1) was observed in all three animals 1 hour to 5 days after patch removal and in
animal N°s 2 and 3 up to 7 days after patch removal. All animals showed an oedema: animal N°s 1
and 2 (grade 1) 24 and 48 hours after patch removal; animal N° 3 1 hour (grade 1), 24 hours and 48
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hours (grade 2), 72 hours to 5 days (grade 1) after patch removal. Induration of the skin was seen in all
animals between 72 hours and 5 days. Laceration of the skin was observed in all animals betwegrr 5
and 6 days after patch removal. Peeling of the skin was observed in all animals between 6 and_Adays <

N
after patch removal. S @®
. . < g ©®
There were no systemic intolerance reactions. w o °\
R S
Conclusion: {*ﬁ %\ N QS
SZX 0722 + folpet WG 65.3 was found to be moderat%y irritating g he skin wij ful@vers&@ty &
within 8 days. AN © SRS § c&©
@ Q © & @
) o & & <
According to the criteria for classification in &mmswn %rect; @ZOOI/S/E%@MS férm n
SR D LS
is not classified. @ @ &% S N 2o

Ry
According to GHS (rev.4) 2011 this formu@tlon@ not@ @ﬁlSSl Q@J (g & % o
According to Regulation (EC) No 1272@%08 (@P) this fog atl%l is da\;so:j ied. @j §@
NN AR A S S

@ . ®
IIIA17.1.5 Eye Irritation S S O
y @Q K @ @' @@ §y @ &
S O >N
Report: KIIA17]. ﬁol&ﬂoogb Y O .
Title: Acute e@mtatﬁn stl%of SZX0722 & WG -@élpe@6 3 by 1stillagiph into the
conjunctival sac of rafby L Qy S N %
Document No M:-081570-62-1 @»\7} 4 2 o °© N
Guidelines: OECD Gujdelines N° § @ o S
EEC B@ %&) o ISR & ﬂ"\@
GLP éﬂes& & AN > M\© @@ 2 @
NN SRS \\ '~ S @ @

Material an &tlﬁ ©& N @ %& S

SZX 0722 9 WG 1pe°t\§6 3 fo 1%10&@73/ 8(0(@6) %elopment number 3000244654)
contained%@e active in @ rb (@ % and f%gét (&@9%) and was moistened with water
One sihgle dose of m@est Wa@admﬁ%stene(@mto the right eye of male rabbits.

Examination time @ 1, 24 48 @ﬁ hour@and 4\;0 2lJays aff& administration.
2 @ N @9 \% IS
QY 7 . ©

Findings:
< o
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Table 7.1.5-1: Irritant Effects on the eye

Time after Cornea Iris Conjunctivae @" D
administration Opacity Redness Chemosis\ @@
Animal no.: 1/2/3 @J@© % &
lh 0/0/0 0/0/0 1#8¢/1# 22X ©
24 hrs 1/1/2 VL gﬁ#/z## y;\@jg/a\@ Q
48 hrs 1/1/2 V1 g @RHH 22 ¢, z@ @
72 hrs 11172 11/ SR222 @ o & S
4 days 1172 1/} < 22 o Qo S &
5 days 1/1/2 g1 R gnn S & o
6 days 0/1/2 Q90/1 N, @ion \ 1/621 @@
7 days 0/1/2 « 0/%0 L O 1%@’ SRR IS
8 days 0/1/2 ST @ i oty
9 days 0/1/2 KN foo @ Q 0/1 OV o
10 days 0/1/2 7o Y N0/0/0N > < 0/0/ w0
11 days 0/0/1 o 00w <7 S opar & 2001 5
12 days i Q & A S &y @ /-1
13 days -/ &© % S \@' @QW-/O*Q @ /-
14 days HL QT g Ry ®® o -9 @ h
15 days g xS @ - @ Q& Wi ©© 70
16 days VAL T ST N S @ ¢ Q" -/-I0
17 days SN w & &0 gy S N D e O
18 days s O N Y, Sy 2
19d R & & QN NS
ays -1¥/1 % S : O « 50 S -/-/0
20 days éa-/-/l@@ <2 0 O w0 1-/0
21 days @ /-1 § Q@ N @ QS -/-/0
S - L & & @

# deposits of test sufstance M the corﬁunctigil sac; N & N Y y\;
## whitish depo@n the@snjunc@yal sac ®obah%@us); %\9 S §
* loss of hair %)wer 1) (G o o N @Q N

. %, @ @
Corne@acity (gra@’wﬁlﬁ ) v@ obseﬁd in gnim@ °s @d 2 &m 24 hours to 5 days, in animal N°,
2 up to 10 days a@instiﬁtion ”@orrole@ paciﬁf wa&obsem&*}i in animal N°. 3 from 24 hours to 10
days (grade 2) a@l t(%l da@fter@tﬂl%@l (gre@e D&y
@ R D 3 o S 3
The fluorescéin test &as %é%m{& N @\ >
S\ N ,@ L9 9
afte@ hours re&@led éarneal g’ainir@ in @imal N° 1 (3/4 of the corneal surface) and animal
NCs. 2 and 3 (\&9 e s@@cg);@ @§ @
>fter 7 day reyealed @me@@}tain@lg in &r@nal N° 2 and 3 (1/2 of the corneal surface);

@
after 1;@& re\%‘}ed ghea@niré%% animal N° 3 (1/4 of the corneal surface);
N

- after ays Yevealedtorngal staiffipg in animal N° 3 (1/4 of the corneal surface).
3fdersdsiealefion

Q
An irﬁ&on the i ade 1) was observed in all three animals 24 hours to 4 days, in animal N°.
&

th &ntilays Ater ié@illaﬁon.
$

©
Conjival redness was observed in all three animals 1 hour (grade 1) and 24 hours to 4 days
(grade 2), in animal N° 3 up to 7 days after instillation. Corneal opacity (again grade 1) was observed
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in animal N° 1 from 5 to 9 days, in animal N° 2 at 5 days and in animal N° 3 from 8 to 12 days after

instillation. ¢
&
&2
Conjunctival chemosis (of grade 1 to 3) was observed in all three animals %}hour to 5 ddys after
instillation, in animal N° 1 from 9 days and in animal N° 3 up to 12 days afte%i}ﬁstillation. & IS
D
. . . - LS s
Deposits of the test substance in the conjunctival sac were observed insall’three anmg@ 1 héar after
instillation. Whitish deposits were noted in all three ani@%bs 24 and 49@ours after i@ﬁlla LO@%f @
s

hair at the lower lid was observed in animal no. three iO to 13 days @r instillati%@ ] C:§©
@ S Q) Q©
o @ @
There were no systemic intolerance reactions. N R @ @ & % @}
9
CAERNEE I \ NN

. . o @ 2y o\ 2,

Conclusion: N @@)) N

SZX 0722 + folpet WG 65.3 was found to g@se s@i@us éﬁ\ag eye
Bl US \\ S O
According to the EC classification (@%eri%asbﬁﬁll@/EC ‘Pirectiye), this for, lati@a is c§ﬁed
Xi /R41 Irritant, may cause severm to eyes. § S S @ &
According to GHS (rev.4) 2011 @s fo@zgmula%on is &assiﬁ@@ ategdry @@)AD@]R,Q@IS, causes
severe eye damage. @ % v S @ Q& @© %
According to Regulation e@%) No\127$@008 ((@P) this f&@lulaé’@)n i%@classif@l: Category 1,
DANGER, H318, causeS@fvere e damage. © v
SN TS S
v e O ¥ .0

o,
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IITA1 7.1.6  Skin sensitization S
&g
v
Because of the known skin sensitising properties of the active ingredient fol (guarantee@nte t:
563 g/kg) and positive results observed in sensitising tests with other formulgtions containiitg folp&,a

sensitising potential of the formulation iprovalicarb + folpet WG 65.3 Was%sumed. § @Q\ 2
% o\ Q, '24\9

& N

According to the EC classification criteria (2001/59& Directivhis formul@%’on '\clas&i@%d @
oda i e . X 0 S S

Xi/R43, irritant/may cause sensitization by skin coatact. &© Q ©© N
According to GHS (rev.4) 2011 this formulatio ' classiﬁed:@ate%Ey 1, Q@NC@R, H3Y17, 1&@
cause an allergic skin reaction. N @ S @

According to Regulation (EC) No 1272/2008 (CLdB) thi&rq{m\atio%@’ cl@ﬁedss\éatego@ry 1,

DANGER, H317, may cause an allergic skin re%%a on.@é}’ > b@ ('S <

Q Q N
S A S . @ @
& o \ % "\ 2o
@ AN . Q" Q
K v N 2o <)
1. upplementar ies;for ¢ i on r ioypro S
NS

© ;
Not relevant: iprovalicarb + f(%)g WG565. ggys no@@con@?nde@@o oml’ééd with other plant
protection products. Q \& © @ x@ @Q (S é%

& e
(i%@@@x@ﬂ @o@@

Z2ES) S
S S O
I11A1 7.2 Sho&lerry&% uggf? studies ©© o é% N \@
Not required by Digtive1/414BEC &S S e, O S
SRR RN AR N

PR SN

N S
& & & & .~ &
o T s & o
Q O O O N D
Y S K 9 O
S » H.9 9
% @@Q@Q@@
S @ﬂ&@\ O
@%
QNN
§Y§©%©@
> O o
N R
@’@@o%
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I1TIA1 7.3

Iprovalicarb + folpet WG 65.3 is a water dispersible granule formulation containing 90 &§9 g@jb
iprovalicarb and 563 g/kg of folpet. The proposed use is as a fungicide on grapes; Iprovahcar@%fol et
WG 65.3 will be applied to vines via broadcast air assisted sprayers and d-held sprayers. Water
will be the diluent/carrier in all situations. Usage information pertm%t to operat@xp@re i,

Operator exposure

summarised in Table 7.3-1. S Y
V® @* SN &
S 7 & &
Access to Folpet data ; @ é\y Q @
The representative formulation in the apphcatlonex I Ren@val @Blproghcaers a @ &@
combination with folpet, which — from a Bayer .{-ﬁ pectlve 1§@ g 31 &gt‘y s

%\goc&l@i fr
¥ B rog StiencéAG h;s the dight of refereride to
files, data, studies, summaries and assessm nts ovy@ﬁed b ich bmltt@n t@U tée}

the support of the registration of the act \%osul:&%nce Qﬁi‘aet antg the @yeser@ iveformulation @an
80 WDG. The right to references of (Zé@pSm%g: AQ%xte dSto a@U @trle@% sep@rate

Letter of Access is included in this s@ple%ntaqg@sswﬁé\M 4%25— —1)
‘”\9

% o
Bayer CropScience AG is usi rlgk*%nvelo@’ apg@ch f@% @% asse@mer@f therepresentative
formulation. Within the scope,of t&s sup@ent&ry dossier, upgc@4 a&@’lcat satl % kg/ha folpet
are proposed as a safe use@ grapes. TI@E bel@w the cr1tlca£@AP @
defends in this crop in the EU “%here@}o appicatios é@o u 1. %g/ha have b approved, with all

other parameters s@@tﬁ\?ﬂs mt@/al @weet@pph@ms %Ere hérvest ékervak%emg identical or very
similar. Therefore@ aye@@rops\c%lce&& cons1ders@§ust d to @fer todplpet data owned by -

. wherever a prl® A foi%et s‘@mﬁc @k ass&ssm%[% n§onmd§red necessary to defend the
Annex [ listing/of 1@@/2111&@ ©

currently

& @ & %
Tablez‘{@” Appllcatl@?b a@%ers (@7 provahcar@ fol ﬁ&\WG @%
\)
S @Ma"“@f“‘ b Mifiiuny, | Max. Interval PHI
Cro A ll@ltlo %F/ appligation, am@unt @%r number of between (days)
b o ni 11( G@} Qate o (L/h% treatments treatments '
tetfinique> o %kg/m (days)
S S s
& BAA 9 QPPP 2, 4@ &
Grapes AN A PR 0@6 s 400 4 10-14 28
N HH§ 43 . @LP 1 12&@
& @ Q
BAA = Broad air s1 ds catlon PHI = Pre Harvest Interval
F = Field use = Gregn ous$ planw@otectlon product, IPV = iprovalicarb, FLP = folpet
S @

C(}f&eraéw@@ﬁ on @éevt@le operator exposure level (AOEL)

Iprova@rb: finalised in the Standing Committee on the Food Chain and Animal Health at its meeting

on 26 February 2002 in view of the inclusion of iprovalicarb in Annex I of Directive 91/414/EEC a
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systemic AOEL of 0.015 mg/kg bw/day was proposed for iprovalicarb based on a 53 week dog study
and a safety factor of 200 (European Commission - SANCO/2034/2000-FINAL — 02 July 2002). @o S

NE
Folpet: refer to folpet-specific risk assessment of q (ﬁ). S
@ S8
Consideration on dermal absorption %% o ©® @@ %5@
. . . & RS
Iprovalicarb: dermal absorption data are available from\an in vivo s 1n rats ar@@an Inatro %s%@dy &@
with human/rat skin for iprovalicarb. Derived from the results of thi@ tudies it i@s)gprop to @ 1"/&©

(concentrate) and 16.3% (diluted) to calculate smic eXpOsures. & & & <© &@

N @ >N Q \\ @ @@
Folpet: refer to folpet-specific risk assessmentQf . (ﬁ)%
Q 2] N N G
I <)

Y S
For details please see point IIIA1 7.6. W\% \@’ \@ 50 A @@ ©) @7 @&
AN X
o o ORI ) O e & ©§
Consideration on estimation of oper;@@ expésure é\o @ @9 < @
TN S § @Q N ‘&9@

With respect to the outdoor useseraf@r expésure @mat@are &@:ul usiétﬁthe German model
only, the UK POEM not offg seq%ari%gg; gripes. &%osualc%ations@e petformed without
and with protective equipme%f. ' ) SN Q S @ .9 )

It should be noted that tl&@electi@n of grotective measures @qnot in@nded@ b@pecommendation for
the minimum PPE necessarycwhenchandlig ipr lic,a\@Jr falpet Wwé\ﬁ 65.@& does not consider
specific requiremengsy which”ma ist i@indi@ual gﬁmber @tate@ ddiﬁsnal PPE can be used to
further reduce th: pos@ of the'dperagor. Q §3@ @& @@

©© @\ AN N @ v\ﬁ& (§ QY

It has to be inte@ut %@ “no QPE”% the @erm@bl\/[o conéders a lightly dressed operator,
wearing a §hort sleeved, T -Shii%@%h@nd @aes. S@h a@unprd&:ted professional operator should
never @1&: plant pl@i%ctio@rod s as_this c]é%ng{@ not accordance with good occupational

practice. Therefor%\g co@all altg@%ve]aiﬂ,\woﬂg trousérs, a work jacket and sturdy footwear
should be regar(%é as %sic \@ in ﬁ’othigy@’for orat(@ handling plant protection products. The
model allows @timat@or %&ec}eﬁer@rs W§ng a@tional PPE, if necessary.
VOO0 S &

A com@on of the corre ;Js@ din@?xp,o@re e@@nate with the proposed AOEL (in terms of
percentdge of the A(")@gﬁ) is é%sented in &ﬁe 7@2. Detailed assumptions and considerations as well

as exposure calculations resétited i @ha}f@" I11A1 7.3.1.
@Q ay > N Q ®)
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Table 7.3-2: Comparison of estimated systemic operator exposure to iprovalicarb (IPV) [mg/kg
bw/day] with the proposed AOEL .
& o
Application Crop PPE Total systemic % of AOEL §
type exposure o IPV @ &)
PV A0.015 mg/lgﬁw/a%ﬁ
[mg/kg bw/day] < ®) § 2
Field uses, German model@ kg operatgs) & N @Q
ok &—F 5§
NoPPED | @ 004144 o 2 O &
Broadcast air ) N RS &
assisted sprayer @ N Y 9 O
P WithPPE?, [ o 0di2 O o oa S
Grapes Q Y\a@ S}ﬁ @% @@’ @§ 2 ¢ i
SN
NoPREY - [¥ \@0. NS ©l47 @
Hand-held &7 N & L. D §
\J g N S S (@)
sprayer o S
V\@%P%i% N NI § 3¢
1) Short trousers and a short sleeved shirt
2) On(z: lay(f):lrl?)ef fya;)icai zv:rk fNZZ\r]ie.sg. trowgers and %\l%g sle@’d shiré%g well d@sturdy Q% wear a@prot@e gloygs during
mixing/loading S S S @ g Q
QN S a L9
5 © & o @ Lo
The German model estimate redic@hat§ov@earb§ﬁolpeM G@?} cabe used safely with

broadcast air-assist@v spr@

Is &@han -hel

loading and a standard grotec 2
pesticides, wea@@ gl&@s du{mg haﬁd—h{&spr@g g v@d r
o O S
SEF A & &S e
The detai@@calculation&are @é)nt@ the &bl% % 2.\@;\]
A R o O O
O O & O o S
II1A1 7.3.1 %%m ion o per@%ﬁ)r th
o XY 5 @
a) Estimati(@accofidin @ the-Germ 0 S
Exposure éﬁ%calculated for’ eachdpplichti
will be @ered by tls'&s@%alcu“@iorgn
are made: S @ @ S
N Y S s ]S
@ S

@° N
& An N
Broadcast a;i@ssis‘t&(%sprﬁ v @

Treatediarea: &
Ma@.\\ﬁ@i &b@
$ @@
9
&
Hand—l@@l sprayer
Treated area:

1 ha/day

&a/d@' 9
2.4@3 iprovalicarb + folpet WG 65.3 corresponding to 0.216 kg/ha
i$tr%valicarb and 1.3512 kg/ha folpet

ce '~.i‘= exposure.

@)rayegs wlé& glayes are worn during mixing
0Vl duﬁmg ica@n. As good%ractice when handling

vooN
q@sur@vitl@ut personal protective equipment

s n t&o) ni%@with the maximum dose rate. Lower dose rates
seg@ate@saluations are not made. The following assumptions



Page 17 of 36
2012-05-22

Bayer CropScience

Document M-III /Tier 2, Sec. 3, Point 7 — Summary of the Toxicological Studies and Exposure Data and Information
on the Plant Protection Product Iprovalicarb + folpet WG 65.3 (Submission for Annex I renewal)

Max. dose rate: 2.4 L/ha iprovalicarb + folpet WG 65.3 corresponding to 0.216 kg/ha

iprovalicarb and 1.3512 kg/ha folpet

& &
D Q§
Dermal absorption: IPV 1% (concentrate) and 16.3% (in use dilution) S @® S
FLP 10% (both concentrate and in use dilution) @,Q A Y RS
(see IIIA1 7.6) X\ § N &
o S NS
Operator body weight: 70 kg \g Q@ @@ § %@ &@
& S) v Q& WO
S Q X
Taking into account these parameters the exposure %@gs‘[imated as@ﬂlox@)& &© © &@
o @ Q @
@ S
Table 7.3.1-1 Calculation of operator exposufe to ip@ghc f§ usi i%i‘act ou ited /tra >
broadcast air-assisted sprayers (Germa mo lth@lt an 1th ) % %
S . @ S &g

Operator exposure estimate: German model. Tract

Product: Iprovalicarb + folpet WG@S %y N @ Q
Active substance: iprovalicarb @ é\ﬁ 90 O [l | @
Formulation: WG &PE dising mlx/l&@mg R@maﬂon@@ Nowy 9
) €9 SN S
Dose [l or kg/ha]: 24 Q & Qloves <O N
Work rate [ha/day]: 8 @ "y P@adurm%@)hcam@ @9 ‘ one @
Body weight [kg]: 70 N None é
Inhalation absorption [%] 100 % % § & @ Hégd o~ New
Dermal absorption [%] 1,% @mcentra@) @ Body @ @gmdar% ective coverall
163 o @ion? &«
&0 @
Q6 O § . LN .
Calculation of route expos \:4\? @ N N S O ;%% g\\
DSg
Route mﬁc onsure @ a.s. h@%d @t t@xposu.re Trﬁg/kgéw?da}f]
[mg®gh.s.] ® [Kiiday] No@PE @) Reducfign factor?  with PPE
- @ @ % @,\ & S §J 7, I =Inhalation
Im= @ Q 0.008) Q" 1.728 ) 0.00(@7 1.0 0.000197 D = Dermal
Dwman = W 2.0 % 172 o\@ 0.%5? O Q&@ 0.000494 | M =MivLoading
Ja ?Q;O 18 % 8 0.080444 @ @ 0.000444 A = Application
t@& U2 XL 728 Q02960 ©\1.0 0.029623 | H=Hands
= , @ om\@ 12e L Qoorrdy . P 001728 | C—Head
Daw) = @ 96> A 1B« omr N\ oos 0.011849 | B=Body
S S . Q
7 & & &5 = S
SE ST S
Absorbed dose: @ @) Cq < @) ®) (@No PPE With PPE
S © Q N N3 Esti:@ed Systemic Estimated Systemic
Rout% @ @ Absaorpie: [%]% route @posure exposure route exposure exposure
& @ & @  a | (ndebwiday] [mgkebwiday] | [mgkgbwidayl [mekg bwiday]
N N N D)
wDermal: Loa 3 @ N, 0.049371 [ 0.000494 0.000494 0.000005
N Abpplicag N Q6.3 e 0.283886 0.046273 0.058752 0.009577
Inhalation: @° Mix/Loading &@ @ 100 & 0.000197 " 0.000197 0.000197 0.000197
& Applisation /& X 100 Q 0.000444 0.000444 0.000444 0.000444
Q S N Total= 0.0474 0.0102
NI
¢ o 9
S o ©
g\f @@ Q %,
S
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Table 7.3.1-2

Calculation of operator exposure to iprovalicarb using hand-held sprayers (German model,

without and with PPE) .
& &
Operator exposure estimate: German model. Hand-held spraver: hydraulic nozzles. Outdoor, high level target g
Product: Iprovalicarb + folpet WG 65.3 @ @
Active substance: folpet a.s. concentration: 563 [ 2] N @
Formulation: WG PPE during mix/loading: Respiration: Norie @ N
Dose [l or kg/ha]: 2.4 Hands: loves Q § 2
Work rate [ha/day]: 1 PPE during applic@t Respiration: * None ~ N @
. )
Body weight [kg]: 70 v Hands: @ None @) Q\ @ @
Inhalation absorption [%] 100 Head: ©Q None @ @ éﬁ &
Dermal absorption [%] 10.0 (concentrate) @ Body: & Standa@otecti@overa@
10.0 (dilution) Q L& O 9
Y 2 Q
Q7 & KR O @
Calculation of route exposure: @} ° Oy \ © @
Specific exposure a.s. handled % @Estimat‘é@%xpo [mg/kE&bw/day 4
Route [mg/kga.s.] [kg/day] Q PE g}\’ Redgggion fa@ﬁ VR@J’QPPE&
Im= 0.02
Dmvmmy = 21.0
Ia= 0.3 3512% 0 ¢ 90579}>>] A =Application
DA = 48 &©Q{_35% \Q.wz& \@’1.0§ D .092@@ Hfands
DaAm) = 10.6 Q 1.351 0.2046 N) 1.@ Q02 &2 Head
Da®) = 25.0 @12 9 Q@é S a5 3O 0094129 s-noay
&, © @ S
TN e TNy YO
- CHRES SN .9
Absorbed dose: %) @’ No PPE «\\ ° & With PPE
o & Estinated o Systgmic Estitnated Systemic
Route > % Ab%rption [% I 1@?{205@@ xposure M 1o posure exposure
S S ctwday] ke bviday] | [igkfbwday] [l boday]
0 D O S
Dermal: &ﬂ.@@s}g N @ @O 36 0040536 @y  0.004054 0.000405
@?Appli%tl n &\ 10.0\\ “BT79835 @077985 0.321393 0.032139
Inhalation:, © Mi ading© & 100 @» 000386 000388 0.000386 0.000386
@ lication 10& & 0.0 1 '@ 0.008291 0.005791 0.005791
& - 9 Total = 5 03247 0.03872
. © D) \Z) &
> NS <
S &@@y@@% O
A
FUEFSE S
7 & sy o &
R D ¢ & @
@ O & . o  ©
VOO & D
9 XN & @
) o & @% NN
@7 °N Q @ N
NN ) N
. SIS
o v & N o
N & N
SECSIV N
@ < Q & ©@
& &S
& S
cL T
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IITA1 7.3.2  Estimation of operator exposure using personal protective equipmept@ @@6
D
Estimations of professional operator exposure using PPE are performed with the respective@os&e
<

model. Detailed calculations and summaries are presented in IIIA1 7.3.1. gy S .
) $ & o
IITA1 7.3.3 Measurement of operator exposure® {\a y;\ N é\a
. . . L @ N
Since the risk assessment carried out indicated that the J%eptable oor exposuggdeve OE@@%or &

iprovalicarb + folpet WG 65.3 will not be exceed@ under prac‘{@al conditio@ of U@, a @y t
provide a measure of operator exposure under figtd) conditions s n%hec@aw afd was %ﬁerefg%
o @ ©

not carried out.

N
I11IA1 7.4 Bystander exposure © @ @Jx b@ NS =) & °

. | A s O & o
No EU-wide accepted official model@w a\{ﬁable\%r estiymati ﬂ%ofolr@ ander expo reme
proposals were given by the EUROPM @é?stan@gl@w or@hg G{g@p bu@he rgport is@’ll a dsaft and
1@ as_there @0 O@Ciééﬁ—wi gu@ce op how to

AN
N (2
%@%Q%&
(@)

not officially published. ThereforeCa

. \ A S NP
estimate bystander exposure an &pprogch is esent% in t docwyient thét c@ders\%oth dermal
exposure — derived from avail@ble diift datd0” a@nhal@n e@sure@ de@d fgom an operator
exposure model simulating a&stg&d%r whtsis e@osed in% sin&' vxga\@s ar@bmprote@ed operator.
This approach follows a giidanc€of t ermé& Federal Institute for Ri SSQ%@]GIH (BfR)? and is

° & s N
in line with what has bech pub%shed by U @Q" CRBxrecently. AlNech@ details with regard

o,

to figures and assumgtions rovided in this guddancg.>s O & 'S
. AR SR "5 & <
A comparison @he w@@(%osusbg\est{n:?\‘caes a&}h tl{\prop&gjd @L @g@terms of percentage of the
AOEL) is pre@ted i @able@A—l. Eor deqé@s e%ehapt@IHA.l

A PRI
R @
> & & & S

S

3 Mart@é., Westphal, D., Erdtmann-Vourliotis, M., Dechet, F., Schulze-Rosario, C., Stauber, F., Wicke, H.
and Chester, G. (2008): Guidance for Exposure and Risk Evaluation for Bystanders and Residents exposed to
Plant Protection Products during and after Application;. J. Verbr. Lebensm.1661-5751/00/000001-10 DOI
10.1007/s00003-008-0361-5
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Table 7.4-1: Comparison of estimated systemic bystander/resident exposure to iprovalicarb (IPV) [mg/kg
bw/day] with the proposed AOEL /@o @
(@N

Scenario Application Person Systemic exposure* % of AOEL? §
technique 1PV & Ve o
[mg/kg bw/day] 0| [R\& <
Adult 0.000729 < &9 o |9
Bystander BAA . B S 4 N
T e P
. ult . : @ %
Resident BAA S)
esieen Child | @ 0.0001930 S 3 f@@ LN
> 2 $ &
BAA = Broadcast air assisted sprayer QQ(@ N . @ Q \© 9 @@
* Considers 60 kg adult and 16.15 kg child “ %" é@’ = D \"\7 N
# AOEL= 0.015 mg/kg bw/day (IPV) Q @ @&a 6@& @é}? ¢§ o %
> @ < o & &

R N @
Based on these results there is no un{&ept@e risg\anti@aate(gi%r gli@)ystagder/remde@vith
the intended professional uses of ip {‘? alicé?b +§%€t§% 65«@9 &Y > éﬁ S}
(OXES-N (I
(N v N
IITA1 7.4.1 Estimation of l@}sta%ier e@osur@wit t pe&n ot@ve o@ﬁipment

. .. S Q..
The foll definit 1 &&%umplions forbyst @onts may be applict
e following definitions anum& ns forbys @ers and ren s én% e@pp 1e

$

LN S S - %
Bystanders and residents &e not@wol@ in @%lic@on 0@I&andli§ pla@rot@@@on products or the

>
professional handling, of tre@l creps. Thg) que§én ar{sés whether iwt\\ﬁison ssary to distinguish
between bystanders_aitd res@’ent@i tergg of @3§@d fo@exp@‘re a&}health risks. However,
. Q',
because the circ tan@s of. \t@ eg@sure cou} 1ffer@@1th @spe% amount, frequency and

duration, this se€ms t reas&nable& N v @ %,
@8@ SIPCHIC N & ©§ @

Bystandersémay 1n§ve5\\tyently S]&@pres&k‘[ w1@1 or @’ectl@adjaq@{ to an area for a short period of

time, t \ally a mat‘%ﬁof utes,@ere applic@n @ pla@protection product is in progress or
Y kg
has recently taken @?ce. &Fbey may be@pos{j& to @l\ant profection products mainly via the dermal

and by i@tig@@f driftifg spray drpplets.
KT &

Residents m®@live ©r W@@%ez{weas of the %plic%on of plant protection products (e.g. standing,
working @%sitting in a rde§n th@ic}n@@/ ot;% {Be application). They may be exposed to plant
protecti@n’ products x&%ly V42 the (%rma«@outﬁiﬁrom spray drift deposits. For infants and toddlers
exposure might a§§ oc Q’r@ (e. thr
tran?fer). For large sca@app]@tionsfo@ed in the field in addition exposure by inhalation of
vapour drift (ie@;nd' g o@%a&?@ pres@%e of the active substance) is considered.

@

Bystande@xesideﬁzt%ﬁ exp@@re n@ occuﬁollowing foliar spray application outdoors. Bystander/resident
exposy\qz@s calsulate rega@@g the application scenario leading to the highest drift value. Application

route from spray @%@

hand-to-mouth transfer and/or object-to-mouth

scelgios camgping @er gy drift will be covered by this calculation and separate evaluations are not
mgde. Emg@sure is calcufated for adult and child bystanders as well as adult and child residents.
According to Martin et al are presented hereafter the drift values used to run calculations for both
bystanders and residents.
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Table 7.4.1-1:  Percent Drift Values (Rautmann et al. 2001, current version 27.03.2006) @o @
>
Crop, Distance 10 m Percent Drift Percent Drid g
(1 application) b(Z applicatidhs) ©)
(90" percentile values) @82th percentile values)
Grapes 1.23 A\ 7 % %

9
Corresponding exposure estimates are presented in the f%owing. Q
O

$
A. Bystander exposure to I[PV % R &’
Exposure calculations are performed according 1@6 followir%equats:

L §
Dermal exposure due to spray drift %%QD\Q? \@Q . Q@ % § S @% @§
SDEs=(ARxDxBSA xDA)/BW & > @ & & O NS
ESFSESC
Where: $ TS N (S @) N
R % @% S o .0 (CIRAN
SDEg = Systemic Exposure ofBystanders vig? hegrm @te@mg/kg@w/d@ N

AR = max. Application @e (gra%es =@1.6 mg /ré?) &@ & & @)
D = Drift (1.23% for@/yse m@pes© bys@%der 1@upposed t@@é s@ﬁted\& @mnly once to the
drift) AN o O % @@
BSA = Exposed B m@ Aréd (1 m" Dad 4. 2 chilh) s
DA = Dermal orp§on ( 1@% '*‘J 10%FLP § @ @ S
BW = Body @Elgh&@o kg adult, i% 15 ke: child) S &
TS § ~
@ © O % o & & e
Inhalation aexposu@’due% spray drI% & @ éw;\’
% % @
SEERANERIN
SIEs :&A X AR x A )@A)J @v o \© e \©
Where: % @ @a Q\ =
SIEg = Systerﬁ@ E ure ers Raa the@nhal Route (mg/kg bw/day)

Ia =S @ﬁc I@@ atlo@%x s%"fe & }8 mgkeg a. s@andled per day)
AR pphcatlon Ra@@gr@@s 0@6 k Y/
A ca Treatedfgrap 8 h@ v
IA Sé“;halatimaé@bso tion (§00%) & @ N ©\
BW.~ = Body Weight @ gadl ult, K15 %@hﬂd)
@
Total Syste@% Exﬁur@ysﬁdel@Q
& X Q
Adults g Ch@;enz s@ — SOEs + SIEs (me/ke bw/day)
LA QD WO

NS
W@: & T &
SEs %ystemic Exposure of Bystanders (mg/kg bw/day)
SDEg = Systemic Dermal Exposure of Bystanders (mg/kg bw/day)
SIEg = Systemic Inhalation Exposure of Bystanders (mg/kg bw/day)
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Detailed exposure calculations are presented in the following tables. @o
N @§
Table 7.4.1-2:  Calculations for bystander exposure to iprovalicarb when applie(@ia broadcast@
assisted sprayer (use in grapes) @J@ N ©®
S © 4
Adults | o “Children \v = A&
Bystander of High Crop, tractgz-mounted trailéd N @
Dermal exposure: germal e)q)osure(@% Y N L @)
SDEg = (AR xD x BSA xDA)/ BW %@ SD %(ARxD xBi DA)/QV @© @

(21.6x1.23% x1x16.3 %)/ 60

QL 6x12@%x021@163 0/@% e

Absorbed dose:  0.0007218 mg/kg bw/d(gy oa® Abs@d d&% 0. (@56316 metkg bw@

Inhalation exposure: Q @nhal n exp@ @ Q\}
S % & °
SIEg = (I * xAR XA x T xIA)/ BW % @ SIE)=(1 xAR xTxI@/B @
(0.018 x0.216 x 8 x 5/360 x 100%) / 6& \ (o w1 7440. 16x@5/36@%100%)/ 16.15
Absorbed dose:  0.0000072 n& bwi{%% @ Aﬂ&orbe%d@e %&000()}@5 @/kg b@day
Total systemic exposure: @ Qr | Total sysg@@exp@ SN § %@9
SEp =SDEp + SIE e o | b & Gh-sbbesiy
Total absorbed dose: 0.000729(\@ mgrkg bw/(@ @%‘otal@@/b?bed@)se: @005'@.@) ¢amg/kg bw/day
% of AOEL: 486, X . % of KOFL: D 385 ©
Y (}@J N =4
2T TE s e TS
D S o o
B. Resident exposuredd IPV¢§ w\g@ @6 S QA \@
§ & ©§9 o  ° 0
@
Dermal exposu@m tk@osnt&caug%()ﬁ)y s&%y t: é@ @& %@
SDEx = ( ARD x FER x B¢ x H@ AK@W % > &
9 @ )
b & v e #

Where: & % v\’
SDEr A Systemic. % osu@%f }&ﬁmde Ta tl&%ermgﬁ”R te mg/kg bw/day)
AR = Applicafivh Rate: apes: (@@021 /cm2 = 0.000432 mg IPV /em?)
D = Drift (%7‘7@ gr@s %Emde@may @ possibly submitted twice to the drift)
TTR =T ran@abl R esidues (5<©
TC ransfer Cocfficiont (@ult = %oo 2h, @d 2600 cm?/h)

H @xposure Datio hour@
DA = Dermal A@orpt (16:3% IR, 109/\@& )
BWN, = Body Welght @ kg “adult, 1@15 chlld)

@* &
) @Q

Inhalatlo&§p(@ﬂe (é@pou@rlft)@

SIER@AC@@\»IR x@) / B§
@ N

Wher
SIEr = Systemic Exposure of Residents via the Inhalation Route (mg/kg bw/day)
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ACy = Airborne Concentration of Vapour (mg/m?): vapour pressure of iprovalicarb is 7.7 x 10® Pa
at 20°C. According to guideline this compound is non volatile substance (vapour pressure <1 310"
3 Pa at 20°C). Thus, resident inhalation exposure can be estimated as negligible (i.e. airbomi onc, &

of 0 mg/m?). S @® &
IR = Inhalation Rate (m*/day): 16.57 (adult), 8.31 (child) @,Q A Y RS
1A = Inhalation Absorption (%): 100 % § @Q\ %
BW  =Body Weight (kg/person): 60 (adul®16 15 (chlld{\ﬁ y;\ N é\f

X @Q Q\ ?”\g@ &@
In addition, oral exposure of children is estimated @}s well by th&@) owing eg&tion@Q @Q q&©
Children’s hand-to-mouth transfer % Q &" & & © &@
ol N L@ VO 9

SOEH=(2xARxDxTTRxSEstxFreHg@;@ﬁ)éﬁ @é’\ @@

Where: % @ \@ @Q AN ©@
IS

SOEn = Systemic Oral Exposure via @ Ha@o l\@th Reéute (@kg %Wd;gy@ L) S

AR = Application Rate (g a@ 2 q& 000& mg@V fepyr= @43@ g I}@ cm%
D = Drift (1.07% for use in pes) @ ®\ @b Q) @@ L
TTR = Turf Transferable Re@dues Yéf’%) @ QS @® S ©© @@ . S
SE = Saliva Extraction %@tor (56%) © @ S @ g O
SA = Surface Area ofgands @O r[é) g N @ \@9 2
Freq = Frequency of Hand t %Mouth%o e@ts%@ar) QD w\ﬁ N §
H =Ex 1 .

posure ]@yat 0 \ &\

R
> S s
OA —OralAb tiop (100@ S @
BW —Bodyv@lgh\@mdN 15%e) \ \© & & &
D & 7
n ,©© SIS & &
ildren’s object-fo-moiith tra@sfer N
N > o & & o
SOEo@xARxD@%F nggi)@Bw@ o, O
N NN Ry
PSS
S & & >

&
S @
&

Where: &) & Q
SOEo = Systemic Q x@urg ¥4 th @)Ject@ Mot Route (mg/kg bw/day)
AR = A%lcatlon Ra§ \ape x 0, @9%21 @@g IPV/cm? = 0.000432 mg IPV /cm?)
D ift (1. 07‘7%50r us gra@ @
DFR = Dlslodge@ Foljar e&@ues 2@%;
IgR\ = IngestloﬁxRate £or %@mg of Gra@)ay (25 cm?)
OA = Oral @bsorptlon (IQ %) @
BW = @ Weidt (%@ 16,15 %Q
AN
Total s 1c @%osurg%f r@ents is then estimated for
Adultss”  &USE %swﬁmg/kg bw/day)
Chifdren: ¢.” s@’ SDEx + SOEx + SOEo (mg/kg bw/day)
Where@Q
SEr
SDEr = Systemic Dermal Exposure of Residents (mg/kg bw/day)
SOEn = Systemic Oral Exposure via the Hand to Mouth Route (mg/kg bw/day)

= Systemic Exposure of Residents (mg/kg bw/day)
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SOEo = Systemic Oral Exposure via the Object to Mouth Route (mg/kg bw/day)

Detailed exposure calculations are presented in the following table. \@ @§
S @® @
Table 7.4.1-3:  Calculations for resident exposure to iprovalicarb when applie@@a broadcastair &
assisted sprayer (use in grapes) % § @\ &
. 9
Loy (SZ% > ° cg\\g
Adults | ¥ _@childeen &) & @
Resident: Exposure after application withdigh Crop, tractqp) mounted/trailed A Q Q)
Dermal exposure: %ermal expos o . &Q @w @
SDEg = (AR xD x TTRxTC xH xDA) / BW Qg SDEg = (AR)é’QETTRQC xk@)A) BW @}
(0.00432 x 1.07% x 5% x 7300 x 2 x 16.3%) / 60 . (o.og@ X 1.@5 X 5% &R600 16.}‘@4 16.1§
Absorbed dose:  0.00009167 mg/kg bw/@© @ Aﬂﬁsprbe se: @OOI?@ mg/kg byw/d
_ ? & R
Inhalation exposure: % @ h&@tlon e@)sur : Q> © @ @

SIEg = (ACy xIRxIA)/ 1000xBW<\9 N N &6 SIEy = AC{Q}ﬁ/ BW
~

(0x16.57x100%) / 60 Q@ & &g@ °N @) x8. 100% 16.15&9 Q)

v
Absorbed dose: 0.0 &@/kg N @so%@ios@ 0.0 mg/?lfg@w/d
© @1 exp@re (lﬁ@-to- Dih trr): N
(g @QOE&@AR XQXTTRX EXS@XFI’G&H xOA)/BW
AN (0.00432 x kO ij@SO“/ 20x20xZ x 100%) / 16.15
KON Q7% X300 507, o
o O @© §@ . Absorbed ¢oSe 00005724 7 me/kg bwid
Q @Oral & osurn (0bject-t0§nouﬂ®nsfer):
> &S .
o w> SOEy= (A@DxD{%xlngoA)/Bw
. § ©© %@432 §.07% ;@)% x25x100%)/ 16.15
& " N A 1®orb @

/Q/v
7

Gose “0:00001431  mg/kg bw/d
Total system%%posm@wzj © S) §'\\U@ o Tg@ systemic expgsure:
o, SEJ=SDEY+SIEp N | @ SFx = SDF + SIkg +SOEy +SOE,
Total abSorbeddose: 040009k (Hig/kg bw/d { Totahabsorbeddose: 0000193 mg/kg bw/d
s of AOEL:, © 041 & .9 % oeof RORL: 1.29
Q© & o O S K
N PRSI N
I11A1 7.4.2 @1?4 @ ont f@%t%@%e@l? &
4. egaSure of Bystafider eXposu
Meghrens 2

> N
The predi%ted systemic @sta@r/reg;@nt %%osul@%s always well below the proposed systemic

AOELS@erefore, a stady t@ovid@a meAsure «@gbystander exposure under field conditions was not
necessary and was ﬂ@\refm%not c@ied (@ﬁ Fo@tails see [IIA1 7.4 and IIIA1 7.4.1.
N *v @ N Q @
(AN Q
@ r o Q
MAL17.5 & W{é}fer osure
Iprovalicath ™+ f@et W@@.?@& intended for the spray treatment in grapes. In grapes work activities
@ @ . ) . . )
are taskQlike nm thlm@/harvestmg which are done by farmers usually throughout the growing
seaso@q?\’ @@ @Q Y
A@?mp@on of the °§rresponding exposure estimates with the proposed AOEL (in terms of
percen@e of the AOEL) is presented in table 7.5-1. Detailed calculations are presented in chapter
MIA1 7.5.1.
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Table 7.5-1: Comparison of estimated systemic worker exposure to iprovalicarb [mg/kg bw/day] with
the proposed AOEL /@o @
Protection Systemic exposure % of AOEL:s, QS
Crop IPV S PV @ S
0 bW
[mg/kg bw/day]* 0:015 mg/kg bw/day}
No PPE A\ Q & .9
P=1) 0.11883 L T2 N
X g OO
Grapes S & ) &
Gloves @) % NS D
F=0.1 @01188 & o’ T S &
@@% AN o w o 5O
No PPE (P=1
o PFE( | ) o@g))msg@) ST D us §
60 k. ki DFII{sbtuy f %%63 @§ @%7 § N )
* Al D PV <
ssumes a g worker. Dermal absorption o 0 %’@(max e) Q o @&

Overall assessment of worker exposn@g to 1@0val®rb +@pe@

grapes:

Calculations of worker exposure sl@@ th
gloves is not acceptable. % ©
Therefore, it is necessary for wagkers mwear@rotef@?e gla@% ( @6
operations in treated grapes @@ 1s%cl§arly@comme ded n labe@
Calculations of worker e
7.5.2) in Germany show that
acceptable. Nevertheé%’s as feeo
operations on treat

Based on thi &pos @

R

grargs

g@sure @sed@l the

sugg, of w

n@nde(@)n thedabe
ate ere @10 ;g%acc t%le

(E\poscgg of wrkes&@w

S

t§ults§f as (zﬂﬁc Bﬁ stﬁ@?

&

)

@g

o

L

@

E
m@ﬂ

the lntended ses provg ca@b + folpKt W@(}%S .3 &pecially w%@ gloves are worn.

\

N

&

BN

@
©©§©§

653 wh@%har stln%§

s
prot@tlo%@)r hgivestlng
@@

2011 (see chapter

estl@ grape without o@tlve gloves is
@ s of @od ;@etlce&%wear gloves for

anficipated for the worker with

IITA1 7.5.1 E@maﬁgh of ggrke@ pq@»re \choutg}ersonal protective equipment

Calculations are @yrfomﬁd ac@dm % the @@ow&g eq@

&

R
N
N
<
{&9
Q&
The

where®
N

m

Q@
%R

@\TC
N

<&

I &
&

N
O D4

s

&

@

e -
&m

<PE @)F}b@ TC\X Wé@; ARK P X%A)/BW

f@ @

@stem& exposure (mg/kg bw/day)
@Dzsé& eable foliar residues (ug as/cm?)

sfer Coefficient (cm%person/h)
rk rate (hours/day)

& Application rate (kg as/ha)
Q= Protection factor for PPE
= Dermal absorption (%)

= Body weight (kg/person)

for the dermal exposure assessment related to the relevant scenario is formed by a

multiplication of DFR, TC, duration of the work and application rate. Work rates are considered with a

maximum of 8 hours for maintenance work and hand harvesting. The maximum dose rate is always
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applied. Workers re-enter the treated culture shortly after the spray has dried on plant surfaces,
nevertheless it is now recommended to use the higher dermal absorption values amongst neatzand
diluted values. A calculation for protective equipment is not made in a first tiered approach and set >
to 1. Calculation for workers with PPE are also run with a P value set at 0.(90% protec@), ce
chapter 7.5.2. @JQ S <
Considerations on DFR: =N § @@\ <

X

R N s
A
Where experimental DFR data are not available an estin@%n of the at@%unt of DF R@‘lm fately @Qer &@

application can be made taking into account the appli@tion rate, thep habitat @Lﬂf ar nde@A Q)
and the (possible) extent of residues remaining foliage fro@previpus a@@ica&ions (agpossibie
default value for the LAI is no larger than 2). In@er cases, a«lgghl}c/ servattve défault vajue fo@}he
DFR may be taken as 3 pg/cm? for a standardjged ap@j'eatio@(@te @@[ kg&@’ In & ier J\zﬁﬁproaﬁ this
value is used without further consideration ot@rop&ciﬁ@AI. @j& b@ ('S % x
@ )
ST e T
. . N S <O A S

The following scenario has been taken@to %iwunt% @ \& %© 0 N é\a S

<
- workers in vineyards (4 applicati%l@ma);@ﬁ 0.2‘4\§<g I@he§f§ew§0-l é)@ays,ﬁ% oggg days)
Farmers will only do consecutiv@trea@lents@lj the ffica f t{@pre%?.ls tmenNs no longer
sufficient. Low efficacy is nlyo\c%used @ a @clingf r@ues. erefore, adeumulations of
residues on plant surfaces after repeated liC@QonS \@ll on1§§occu&%> a sfpall extent depending on
the degree of decline. It\ @ only@ea&@%le exp&ct sog@ residy de@ W occur during the
required minimum ini;il;val b@een Byo ap@§;i Othépwisey it woul?&’beoh- ly unconceivable for
growers to repeat a pplic@ion@zfen the acti@ubsgy\ce dis@dge@l’e re&}ues on the foliage could
be preserved com ely@om ag@gle@lication. ') @@@ S @

& N N @
< \ & AN & R
o O L A
Where no DFRor rg@lue&@a are fRailable it n@ be @Jm at rgsidues will decline by 50% from
the total defwsit of the R&eviou%{?plic ion. & © @ é&%
An exg@e demonstéﬁbs tl@with 18 asiump@, D@ Wi@’each an upper maximum level that
. , . . o
will not be exceededh &\ éﬁ XS %\ N Q
It may be assumedt at:% 2> %@’
after the fir app@tlon@ Fl%)@;vill ébe 3©@g/01@§ with a following decrease (50%) to
1.5 ug/cm? after a spray '@Q%vaK\ N @\
after the 3™ applicatio D@Wil@%% 1%+ "i@: 4.5 pg/cm? with a following decrease to
2.25 pglsty 2 R &@ N
aftersthe 3™ applicaglgn D will@ 2. 3 §5 pg/cm? with a following decrease to 2.625 pug/cm?
2
N

direﬁly after the 4" appliatioreDFR @v)vi  be 5+3=5.625 ng/cm?
directly after t&@x‘h %glica @it DERwould¥be 3 + 3 = 6 pug/cm?
S,
Q
)

o,

With these @Jm i s Wiﬁ”ndt@@ceed a maximum of 5.625 pg/cm? /kg as handled after the 4
applicati@v @@ §
AN % Q
S A
& &

&

&
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Considerations on Transfer Coefficients (TC)

In a Tier 1 assessment, the TCs used in this risk assessment are taken from the EUROPOEM 11 r&t‘*. @©

The following TC values were used.

S

Table 7.5.1-1: ©

Transfer coefficients based on EUROPOEM I1

Crop Transf@Coefﬁcien}%{cmzlhr]

Grapes (as for fruit trees)

@

4500@Q

o

~

Q

o

Detailed calculations of worker exposure during@é@entry in Veﬁ@tabl@\ﬁeld&s@(o
R

N
vineyards are presented below (Tables 7.5.1- %&o 5): © @Y}’ @% @@;&7

(o
Table 7.5.1-2:  Rentry exposure to l@ahé&ﬁ? 1n§rape§4 ap@atlo@%\at
iprovalicarb + fol;@%N Géé§ 3
\

iprovalicarb

Product Name
Active substance

Y

@ °\
& =~

&

@
%Q

Y fi
IITA1 7.5. 7® Est@a 1f\ e po@e su@ personal protective equipment
Calculatlo%&% being perfo @ed rdi n%*o

9

& E :@JFR% TC.x W R§§ Al@ P x DA)/BW
RS v
Théexposure of wor er§§eaﬂ@ lov@ls s@y divided by a factor of 10, the value of P decreasing
from 1 to 0.1. ’l@érefore no ile@cul@m are presented herein and the estimates are presented

SIS

ollov@mg equation:

in table 7.5- RV
@
é@ F&y
@ Q

IIIA{W S. 3§ Es@atu@@of worker exposure using data on dislogeable residues

@1 vii@run a spem@DFR study on vine leaves.

4 Post application exposure of workers to pesticides in agriculture (Dec 2002); Re-entry working group
EUROPOEM II project — FAIR3 — CT96-1406.
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Report: Ki11A1 7.5.3/01, | 2011

Title: Determination of the dislodgeable foliar residues (DFR) of iprovalicarb 111/0@ Q f
grapes after spraying of SZX 0722 & Folpet WG 65.3 in tlg\ e field in Ger@y

Document No: M-431156-01-1 N O

Guidelines: US EPA OPPTS 875.2100 Foliar Dislodgeable Residue®issipation gormerelg\\US
EPA Pesticide Assessment Guidelines Subdivision K$§eentry Protep 1on$nes <
132-1 (a)) C: > RN S

GLP Yes m O Q @ ©

\@

(SZX 0722 & Folpet WG 65.3 is one of the prev1oL%Qenom1natlo@§’or %roval1@©o + &)lpet 65 Iﬁé}

N

&
The purpose of the study 11-2913 was to detgrmine ghe ma@@ude@} th @ \ble @iar r@sldues
of iprovalicarb (comprising total residue of iprovali€rb d&astere(%lers and
SZX 0722 S,R-diastereomer and SZX 0722 S S-@aster@mer 1V1du rapes@eaf age gfter

each of four spraying applications Wlth Sz &7@2 8& lpet@/G

56.3% folpet and 9% iprovalicarb. @ \&

fo ulatlon contéinin
o g

& é” % &
The study included one supervise@remdu@[rlal Gonducted in ﬁelﬁl N@% mﬁop&ermany)
during the 2011 season. & &f@ @@) @6 @@ & @ @ .

N
The actual application data&?e resenteds in t&e foll w1ng g"le THhese data ref@ct the intended
application scheme, or, 1f @mor (él&tl()@ occif#ed, these were Wlﬂ@ the@ecep‘g&@e range.
LS

Table 7.5.3-1: Appllcatlon Sk@)maré) S K@ QO « @
@@ TS o $ f% licgtjon ¢
S S G Test Appl.
. . @ Water
Trial no. . )Ap O %Y Tnterval §t§je BH @) 1ten@y rate
Country FO(I‘@@&I%K mod% qéfl (@S) %BB §i1‘§ ratéy (Iia/llt;) s (kg
@ % @) HES @3 co (k@,ha) a.s./ha)
11-2913- SZX 0722 DA N v folpet 1.3512
01 °\ & Folpet© S® 4 2 10® @ -85 @/;858 @72.4 800 I -
Germ WG 65 @ ) ® Ql iprovalicarb| 0.216
a.s.: Active sub &\ le{@{: 6§ Da%before l%vest
Appl.: Appllcat% @ s« PHL: Pre= arves@nterval
v
SPI: Spraying v - N <
& ©©Q & .© Q.o @
. N
The analygs were condu@@d a@rdm the@g@llow@ analytical method:
o & @ &S
@ i < Q
Table 7.5.3- 2: Ana@lcal _Uethodngsed o .
Adtive @’& @\ ethod § Limit of Quantification* Sample | Measurement
substance @"® Analyte N ﬁmb 27 | Material Principle
& & Q| [ngll | [mgkgl | [pglem’] P
< . 1astet@’mer ©@
iprovalica@y’ |2 SO0 OmeQ 01318 20 0.02 0.01 | washings | HPLC-MS/MS
3 Qm of ' '
R &Y Diagtergomey: alc
* @ of @é?ntiﬁc@on 1§qven as the sum of the S,S- and S,R-diastereomer
&S
Analyté) Final determination as: Residues calculated as:
Iprovalicarb S,R-Diastereomer Iprovalicarb S,R-Diastereomer iprovalicarb
Iprovalicarb S,S-Diastereomer Iprovalicarb S,S-Diastereomer iprovalicarb
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Analyte Final determination as: Residues calculated as:

Sum of Diastereomers Sum of both diasterecomers .

NS
The average field recoveries (as sum of the S,R- and S,S-diastereomer) were within the rang 91 #§

100% with an overall average of 98% and an overall relative standard deviatio 3.7%. @
ceptable range of

The average laboratory recoveries for the S,R-diastereomer were within th ) @

@

102% with an overall average of 101%, relative standard deviations ranged from 8.1% 3@13 7@&/1&@
an overall relative standard deviation of 10.5%. 2, \

range of 1@
102% with an overall average of 101%, relative standar dev1at10nb<@nged frorn § 4‘@&/1th©
an overall relative standard deviation of 11.3%.

The average laboratory recoveries for the S,S- dlastereo@ were Wlth@the accepta
No residues above the LOQ were found in the control samples. Qesu@ywer@not C@ected@ﬂ)r fgfé
& ©

recoveries. @ %)
« &’ @fz} N @y 6\ %
The analytical results for 1provahcarb (individnal dif&ftereginers ~ ofghe di tereo ers) and

the ratio of the diastereomers in washin

% fro

ape dgaf p hes a
N &

era%d for @ub-

1- %are

summarized in Table 7.5.3 3.
. N © @é SR
Table 7.5.33: Residue Summary otg@)ape&ﬁaf F&lage (\ U@@ Ch @ @@ O
(02N AN % Aprage @%du@g/c@ 2
Trial No. Sample Matéral DAL S S5 ) Gf\\ Co©
O . .
Country Analgsdd S P 10 51 Diusl's YPiast b@pm&‘ B
’ ’ : S,R/S,S
(i’\\ @ & %3 & O\ @ car
Grape, leaPpunch Washigigs 0 <04l <08 | 2<0.01
11-2913-01 rape, leafpunch was 18gs g- § & i <0, = 0. -
Germany Grap%leaf@ waépings O 007 | . Bl6a | 0176 . [ 0340 0.93
Gre, leaf punch¥aashing® | 8§57 0.085 Q0925 0176 0.93
ap pu° vf/as 1iYgs g Q s g 0.146 0.91
Grape, IGdf puch washiny RN 0 @ 0
LO Grap&leaf pynch washings O 10™ [ &y0.0688] 074 0.142 0.91
¢ Grape, leafpunchipvashings 510 4 0193 J<.70.205 0.397 0.94
Trapc a W S . . .
&Q\ GrapeCJeaf pifith g 13 Q151 N 0161 0.312 0.95
Gm, leﬁﬁaurjlch(@ashin@Q N7 0.1@ 0.185 0.353 0.90
@ape,&afpu?@ waskgms 020 Y (@10 0.119 0.228 0.92
5, Grape deaf punch washingse)> [ 20 | 9229 0.241 0.470 0.95
) .
5 ? Grape, lgafpunch washings 75523 P 0a3s 0.148 0.284 0.91
@7 Grapegleaf pyich wasBihgs o ] oaa 0.172 0.333 0.93
Gm@, leafépunchﬁg@shing& . 59 0.163 0.179 0.342 091
y\? bl
N Gripe, Igaf punih washings 30 0.307 0317 0.624 0.97
@Grape, leaf piinch Hingse| 33 0.327 0.343 0.670 0.95
é Grape, 1e§{$unch%shn@ 37 0.199 0.208 0.407 0.95
o | Orapedsaf pusck washings 44 0.140 0.156 0.297 0.90
§ ' Grage, leaffitnch washings 51 0.148 0.158 0.305 0.94
Q§ @@@ Gape, 1gaf punch washings 58 0.126 0.136 0.262 0.93
$ Grape, leaf punch washings 65 0.148 0.162 0.310 0.91

fS@
* iprovalicarb as sum of S,R- and S,S-diastereomer

Results were evaluated with Microsoft Excel®. Rounding errors may occur when evaluating the presented data
with only the three given significant digits
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DAIL.T: days after first treatment " -" = before respective treatment
Bold values: day(s) of respective treatment(s)

Conclusion: ®\ 93

the study shows: @b &@ @@

- a clear decline of residues after each application @ S N

- a DFRy after the first application of 0.34 ug/cm? &% \@ @)@ \25@

- a DFRy after the forth application of 0.624 ng/cm? @ @§ @\2}” @\\ @Q @

-a DFR of 0.67 pg/cm? 3 days after the forth application?max value)Q o S &y $
[ v NI

@ & o R O &

For worker exposure calculation, the notifier use worst cag r%id@@;alu@undémin%this St@y
(0.64 ng/cm?) which was found 3 days after the 4" (and_last) lic\:@zron an@whic@x cledrly 10@@

than the default value of 3 ng/cm? and far | th 562 2 i first tiered
an the default value of 3 pg/cm< and far lowgr tharighe S p%§m %@m@ug&lere%

approach in above chapter 7.5.1. % \Q%%a \@ Q

SN o O
@ N0 LS
SN SRS
Table 7.5.3-4:  Re-entry exposur toi Valic\\a%b ingrap ot
Ve a0 > & 9 o &
Product N@: o@%v
Active SLiﬁstanqg ipro
O

2
3
Va

. o %>
SD & 9 ©§ R 1;5% XUWREK AR x P
S 2 @mz \4;\ cm@ersﬂ%& hrsé&y kg/ha
.6 X 8 0216 x 1

ES

. Y A o\%086a§ mg/kSbw/day

-30% enr@Labsn (@@ dried foliar residue)

> 0B86832°x 01630

®) N
O 20014§54 mg/ke bw/day
% > §
FFE S o 8
©@ S G o Q \@ @
IITIA1 7.54 Measur@el@f w@er ggpos@
Since t posure estifnate c@ied ot ind@ted «t@%ﬁ the acceptable operator exposure level (AOEL)
will not be exceede@ndeg%racti%l con 'on&@se, a study to provide a measure of worker
exposure was not r%cess@ an&}yas thé%for@t carried out. For details see IIIA1 7.5 and I1IA1
7.5.1. @° N @ Q&

A&

& o

%y
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IITA1 7.6 Dermal absorption

The dermal penetration studies on iprovalicarb (IPV) were carried out after the first inclusion of §f S
iprovalicarb in which a 10% default value was used. These studies were realized in 2003 usinga WG §
formulation (84 g [PV/kg) comparable to the current representative WG formulédion (90 g IP g).@

Two dose levels were tested: a concentrate formulation (9.43 g IPV/L formul@tion) and a diluted.
formulation corresponding to the application phase (0.12 g [IPV/L formulatzﬁgn). Taking xé% ac@nt <
the fact that generally the higher the dilution the higher thg/dermal peneﬁéﬁon, these @%Ce]{ﬁ}tion@é\g @
cover those encountered with the GAPs of the new repre%ntative for@%ation iprm@%carg@fol &
WG 65.3 (granulate at 90 g [IPV/kg for mixing loadh@nd a diluteaf?pray at ZI@PV/@O L §
0.54 g IPV/L). S N

Q)
er
Sy
Folpet: refer to folpet-specific risk assessment o

N _
IITA1 7.6.1 Dermal absorption in vi& 1©n> th%gjt @CY}?
NS
Iprovalicarb @§ \\ \&
N R
Report: KIIIA1 z%s.l;% ] %&003\ kS @@ U@ %
Title: Iprovalicarb 0pp@?WG@ + 406 forfaulatiqy— / @vo dermal
abswm§1on w%y in.the maf@’rat. Q@&@ J % (é%
Report No & SA03186_ O N @ 2
Document No ME104463.01 o N
Guidelines: OECB\Guidelines 6§41 @pri@%z& %o %
é\ﬂ OEgD Guidé€line for “Testing Qﬁﬁchen@als”w Draft Guideline 427.
& ]%ec. 20@ LS § o, 95
& |Oirective 199941 1/BC .9 & & &
&0 & EPA 30 CER 160 fEIFRA), "
& @J@ J ese ¥#in. o&gric@ure.@rest§d Igsheries (JMAFF) notification
2 11" Nougan 6283 Oct:. 199%modified by 2 Nousan 8628. Dec 06. 2000
o, = U \J &)
GLP @ hYess© SERSER
NIRRT RN KN
Material and me@d: s § \o;\ @;\’ é >
TP EF S s 8

The extent son og%dioag ive Q\eria&as g«/@jstigated following topical application of the
iprovalica% & Copper WG + 46 f@?}ula@ containing ['*C]-iprovalicarb as the active
to male Sprague wley@CD@rain\?\\a’ts at two dose levels: concentrate formulation
correy%)onding to ﬂ@nixi% and%adin@&phasé%.% mg iprovalicarb/ml formulation) and a diluted
forfhwlation corresponds to@ﬁle ap@icat§ phase (0.12 mg iprovalicarb/ml formulation). For

technical reaso@s the%licgforr%@tioas prepared by diluting the WG 8.4 + 40.6 wettable

ingredi

granules in y@ter. )

& N X Q

A prelh@g%ary@ cted on three groups of 2 male rats for each dose treatment, with an
expo@e tir@%f & fptirs (analogous to the normal working day) and sacrifice times at 24, 72 and 144
hc@ aftefalose applic&@n, to obtain an indication of the proportion of the test substance absorbed
throu e skin, excreted, and that retained in the skin or remaining upon the skin surface. The results
from the preliminary study were used to determine the sacrifice times in the main study, the need to
investigate the material remaining in the skin and its localisation (by tape stripping procedure) and any

©©

dy was ¢
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requirement to examine the tissue distribution of the radioactivity.
The main study consisted of four groups of five animals for each treatment level, which were GX@ed S
to the test product for 8 hours.
Based on results from the preliminary study the sacrifice times employed in the@pain study w@
72 and 144 hours. The tape stripping procedure was included in the malp§tudy to detérmin
distribution of the radioactivity through the skin. Since the levels of radiglabelled matggial ab@rbeq%
into the animal were low, there was no need to investigat@]e tissue dis@bution of the"wdloaQt@ltyQ

\e @ R I N )

Q o N & A
Findings: & Q V @@ N
After a single application of the two iprovalicarb &% per WG 8@+ 48% 6 fort&@aho&s%e 1@gan &@
total recoveries of radioactivity were in the ran 2.28 — 104.04% @ 91 0D52%¢for the®
y et 04, K et

diluted and concentrate formulation groups, r@@ectw@y @6@3 %\

% @ \

& o
The results of the definitive study can be@mﬂa\%d %llowsgexp ssed 2 ea grce@ées (@&
o o &
the applied dose): @ & NN @ %,
Q K S & & o &L g

Riltted cgipientration SYPL2400. | s&dncentiate cortentratior/S Y P12408
Group Number K o 9 e l(b Q 4 @J 5¢) 0 7
Sacrifice times @8 h 24 I@J l@i @ 8 h@ 3@ ¢ 12h 144 h

SO SURFACE COMPARTME. A ¥ 0
Dose site swabs 8h 8 \g@ I&1903 175,758y 79,129 468, (®8,937. 84,999 | 78259
Dose site swabs (terminal) S Q 4 6,263 4,070 - A.@ 11,8@% 9,563 6,905
Surface dose** S {%1) 475 0 § (é <@601% 2,28 @6 0,421 0,979
Dressing % T 1 18- 2 76@ 85 |2371 | 1,181 1,328
Fur (dose site) »Q £ & @A, QN A§y 1,20 %%A. %N.A. N.A. 0,320
Total non-absorbedS A Mm 5,526 | 83:@82 &;%06 ,& 77,7287 85,911 | 96,164 87,791
RN = & SKIN COMPARTABENT O S
Stratum corneupd® @Qf o 6663 | H27 [xI155%] 2 3§ 7,964 | 4,718 | 1,230 3,666
Treated skin® @ | 251 | 1478 P 0296 566 | 0704 | 0230 | 0512
Total at dgse’site v, 09,183 01056057 1,452 @2944 09330 | 5422 | 146l 4,178
N o2 &\ SYSTEMIGGOMPARTM,

Excreta Ny | 0400 | 893 °K 4,047 9%@ 0,049 | 0271 | 1,203 2,151
Tissues NAR 84 <4 4,795 3,2&% 3,847 | 2371 | 3,671 | 1,845 1,351

Total direct absortion =  1C36,944° 5 7,688 | 7317 | \#3,370 | 2,420 | 4,233 | 3,048 3,502
Total amount @orbe@% AV 16,127 | 133293 | CB,769 @>'16,312 | 11,750 9,655 4,508 7,680

Dose site = ireated skin atum\\rne@ﬂ (% @eove@s recalculated for the whole site of application
12 em?) ) @ %f ) %

& follov@ tape-stri mg ro edu@ N A& not@phcable

*: ex¢luding tape sﬁgps 1 whiéh ar nm@ed to be non-absorbed surface dose
**: surface dose corresp@ids t@p trls 1 &2.

*%%*: Total am&@ﬁt absgrbggﬁotal@ect orption + total at dose site

h: hours \
q éﬁ Q @
In both@éups Ghe Vasg%na] (@% of the applied radioactivity was removed from the skin by swabbing
(swa&&surf@do@lress@ and fur at dose site). This accounted for 83.08% to 87.31% and 77.73%
@16%@9 the @phe@bse in the diluted and concentrate formulation groups, respectively. The
amour@adloactmty detected in the dressing appeared to be highest for the diluted treatment group
and stable over time in the concentrate treatment groups. Therefore, a part of the test chemical may
have been lost by desquamation.
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The fraction of test chemical present in the stratum corneum for both diluted and concentrate treatgfnt >
groups was highest at 8 hours, and lower at 24, 72 and 144 hours post-application, respectively, N
The fraction of test chemical present in the treated skin following the tape-stiggping for bo@lilu ed
and concentrate treatment groups was highest at 8 hours and lower at 24@ and 144 I%@ursq FOst-

.. . N

application, respectively. % § @@ &
< N IR

After taking account of numeric differences betweeW groups, t @examinationCof tl@rati&@of &@

percentages in the stratum corneum and the systemic ¢ompartment Yetween 8 ho and@ hm§pos§&©
application seems to show that a part of the test cheﬁ%lcal applied fay h@)ve been yna@ic andV &@
therefore may be susceptible to move from the um corneuin, intq tHé animat. T&e@fore@n 0 to
be conservative the amounts of radioactivity recovereéin tlglq\ge@trat&m com@@l a e tieated skin can
be allocated to the systemic compartment. % O S A SN o
W UOS \@ < ) § © @j @
The maximum amount of test chemi@ rec«;&%red @\ excréfa (u@, f@@es a y\gcag ash 144
hours post-application was 9.523%gnd 2@1% ag?”the @uted«@nd c§ken‘[ for&ulation groups,
respectively. The daily excretion jeach g%up téﬁde%ﬁncr@e frhe fist dayyntil téemination.
The percentages of radioactivit@foungﬁ?? the@cas@ema'@% ctant 1‘@% I®urs to 144 hours for
both the diluted and concentgé%% forﬁ%ﬂati%s. In ad@ftionﬁhe pefoentaggs of radioactity found in the
surrounding skin was alm%t equ@lent é’ﬁhos@und {&r the ap&plic@n S%Q.g@fher@ﬁore, in order to be

conservative, these tissu‘é\fracti%ns wer@nch@d in@ae sys@@?lic c%ﬁﬁpa@nt.@

Q o . .
The amount in the v\egmic @)m me@excr§ & t@es) cc@resp&ding@the total amount of test
chemical directl so@d WQB.&ZA) and 3.562% g%g@%he Qi" @lied, for the diluted and
concentrate fméﬁlati(@\gmgs&, re%@ctive@ &\ § v
Results shéwed that re§i\(91ual Qg@lic i th@ratur@’corr@lm a@in the treated skin may possibly
becom @/\ailable sy! ic aft hougs. T@efo@aki@a conservative approach, the total
amount of [*C]-ipg aliciﬂs abserbed § be °éalcul&ted as@e sum of percentages of radioactivity

recovered in the %ﬁretﬁhe ti@% (Jg@ﬂ non&reatm&it sit@skin), the stratum corneum and the treated
6

B
skin, and Wer@appro@at%@ .3@ an .68(@21‘[ ]@hours post-application for the diluted and
. o N

concentrate formulafion @ps,&%pect' cly. >
SRS @@ @

Conclu@l \@2 QQ @ @ @\%
N N
In cokelusion, the%&?al a@m‘g d®appli ra@labelled ['*C]-iprovalicarb absorbed was 16.31% and
7.680% at 144 I@)grs pos@éppi@atior@or the&@uted and concentrate formulations, respectively.
PR ) SR
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I1IA1 7.6.2 Comparative dermal absorption, in vitro using rat and human skin

Iprovalicarb .
N
> )
Report: k1At 7.6.2; | o3 S NS
Title: Iprovalicarb & Copper WG 8.4 + 40.6 formulation — Compargdtive il@ %
vitro dermal absorption study using human and rat skin. - © L9 L
Report No & SA 03187 V@ o S D o>
Document No M-104497-01-1 o N o
Guidelines: OECD Guidelines N° 428 Testing of chemicals” adopfed D 2000) g
Directive 1999/11/EC <\ o & & 98
EPA 40 CFR 160 (FIERA) v L@ R 9 o @
GLP Yes % &° @U@ Y %«@’ @g@ N R,
@ w «@ @7 o
, . S & & © S &
Material and method: &% N N @ % @@ @
> SRS S

& \ @ O& @
fo

The comparative in vitro dermal pen@%ﬁg&ﬁg\)f ra@eact@y }%}Nin @ ing@&og appli@tion of

["*C]-iprovalicarb in a liquid suspeénsion &Fiprovalicarbs& Copper 8.4.940.6$5rmulFion to rat
and human dermatomed skin was evgluat For, @chni§ re@@ls, @ liéﬁ forthulation was
- %) X3 2 id% .
prepared by diluting the WG + 40,6 wettable gfénules in WQ@ TI%hquld rm@lon was tested
at two dose levels corres%bndﬁgg to fhe mixing and loaﬁingﬁ"gbasq .43 Bg iprovalicarb/ml

. . Y . _
formulation) and a e&@ed ormutation @He&ondlr@q to sthe a@wa@ﬁ phase (0.12 mg
. . . @ o %
iprovalicarb/ml formulation).& & © &y N S

N N
Eight and ten flow ough@iffué%’n cells We@re@wd for@umé and $at skin, respectively and

were exposed to con@i‘cra‘t&@m&l\aﬁon\ ) \@ §9@ @& @@
O 5 N
Six ﬂow-thro@l di@on @ells vé’e p@redxﬁ& ea skin§)e and were exposed to the diluted
. .. . @ .
formulatio Derm@bme&nen@ranes weri;&%l 1ntag§d lee egs at approximately 32°C. The
integrit @% the membsganes firgltested “by the T@, m&t@éd (Trans-Epidermal Water Loss
metho(ﬁ& he ["*C]-i Valii@) in the tw@f@rm&@ions Was g@@ed to the unoccluded skin samples at

a rate of 10 pl/cm§ A8 é’ \© @, é&

The skin same@s@we po§ie @@tes@%’a‘[efor C§©ours, after which time the remaining dose
was Washe then véﬁ fr{s“hly p&pared%% V/éTween 80 in PBS (phosphate buffered saline)
using natu%l sponge swabs. R tortlid sémples ere collected at hourly intervals for the duration
of the s@y (24 hou&s@? The@olubih@y of@rov'carb in the receptor fluid was demonstrated to be
suffigient for the @y. thef @l of @ study (24 hours) the skin samples were tape stripped to

remove residual surface @pse a@the stratum®@©prneum.
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Findings:
The group mean distribution of radioactivity (expressed as mean % of applied radioactivity) are @ S
summarised in the following table: N §
> @
Dose levels Concentrate formulation Difjited formulation <
Group 1 2 %%3 ) § 4 § 5@
Species Human skin @ skin @man skin E”ﬁ\\g\ R(\aj\%}in 2 @
) @ NS S
SURFACE COA/{@@ARTMENTn@ & S L K©
a
Surface dose* 2.563 fg 11.094 Q 0@03.60{& § 4.053 @%
Skin swabs 84.6720° | 6419p 4.7 79951 A 2894
Donor chamber 2208 @7 135 o V@%’ms@@ L0883 J
Total % non-absorbed 89439 © @6.45)9’@ 7 O 58830 o
S
%@GJ\Q@?MP@TMM S é\”\ BN
Skin DY ges4. S S50 V@ LS7H §” i@ao
T
Stratum corneum** R o 1.120; S 9.@ & ]é% O ~7.085

Total %atdosesie <0 R0 1774 Y 132895%| 27435 | & 9.915
9
o & SYSEEMICGOMPARTMENT @ N

Total % directly absorbed : % - S @§ § 8 N v §
Receptor fluid (1n@dmg S P @6 D O B NN

@323y X 0.781 Q" 8825 5.842
receptor fluid a@mn@onb S ©© @ N @
receptor char@r) O &\ S N é@ @| &
Total % al¥prbaple™ © ' 2097 ¢ @@16.0§ o, 11.568 15.757
Total % %covery N 7 | sty | o509 af  96.289 99.388

* Arface dose =@ape s@as 1 &§2 S @ % N ©

** : excludin e stlsgp 1 § Whl@ are @%&dé{@d to b% non-absorbed dose
*** total % ﬁrha le = @ 9 w@orb&@r totalYs at@ose site

<

& R S \@ \@ Q &
I

%1 & ©\ %Q @@ @

F ollowi@ e applicatfon on Cl- 1va]@rb at\a concentrate dose level which corresponds to the

m1x1% and loadin, *@?ase e de@al a@rptm&@vas 7.7 times greater in rat skin than in human skin,

accounting for 16.07% % of the ap@d dose, respectively.

Following the @p“phcatlo@[”rov arb at a diluted dose level which corresponds to the

Conclusion

application @ase al aﬁ@orptl@n was 1.4 times greater in rat skin than in human skin.
accountl @76 @and §1 57%S0f the applied dose, respectively. This difference was not
considegs ced su@ent 0 Co in vivo data.

In m@h‘nar@%e @@ tifierswill use dermal penetration factors of 1% (concentrate) and 16.3%
(dilited) &

&
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Document M-III /Tier 2, Sec. 3, Point 7 — Summary of the Toxicological Studies and Exposure Data and Information
on the Plant Protection Product Iprovalicarb + folpet WG 65.3 (Submission for Annex I renewal)

Folpet
Folpet: refer to folpet-specific risk assessment of _ (- @
I11A1 7.7 Dislogeable residues S @ @
N &@ ©®
IITA1 7.7.1  Dislogeable residues - foliar @ I @
Not required by Directive 91/414/EEC. 2 S 2
& & NV SIS
IIIA1 7.7.2  Dislogeable residues - soil %@ Q& &© N R @© @Q}
Not required by Directive 91/414/EEC. o > @ K \© & @@}
S v
© o & ¥ °

Not required by Directive 91/414/EEC@} \\ @} &6 & %\ @é\’ é\g ©§
Q & v N C)
&© %% \Q % S @@ @@ § O %@2
I1A1 7.8 Epldemmlo%Q 2 2 @© @9 @ R S
Not required by Directive 9]@4/EE§ Q @ S &@Q & (@b é
2 & S @ Q i L9
i g g
I11A1 7.9 Data\:zggn fo lants @ S ‘& .
£ & N %\ 5 <

II1IA1 7.9.1 @@érl afet%at eet for each fo effulant @
Safety data shé%r e%?irmulan&@%ro%% 1& ocug}e?ﬁg §
RN @

@ S @ ~

IT1A1 @ 2 Ava@ﬁle @col cagiata f@ eae@or@ant

The available toxg@glca&ﬁa‘[a @eagh@)rmu@\m is ggowde&wnh the MSDS provided in Document

H ) % . @
@ @ @@©\ S «§
Q @ @ &

1ITA1 g@ Dome tic aal/l@ést(é@saf

Not required by Dlr@lve 9/ 4/§EC &
N @@ @\ Q@
& @
I11A1 7. 1%@&@&1@%@1 s@%es
@

None. 2o @@ N Q

@@ @
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