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Ccpr7 TOXICOLOGICAL STUDIES ON THE PLANT PROTECTION .
PRODUCT & Qb
@\ (g
S} @ @
INTRODUCTION ~N &Q
§ & o
This document summarises the information related to thefoxicological tudies and e)g%%sure KN é\”
(operators, workers and bystanders) for the plant protectign product TH{acloprid ODZ4 (S@iﬁg&%n &@

102000021774) which contains the active substance tgacloprld Thiggtoprid OD @ead@en Q)
evaluated as the representative formulation during t Annex [ 1n@510n of thia @prld Q) @q}

A full risk assessment according to the Uniform iples is pro dghlch tes %at the@%
product is safe for operators, workers and bystan IS. 6\ w\? Q
@f >

N
Thiacloprid was included into Annex I of ]§I‘§>CUV /41@EC@OO$HCC@C 2”4/ 99/ o

Where appropriate this document refer o the\&on ons @he evqg@ of the actiye sub@ces
This will be where the active substan@ ata%g% reli up@m th% k ag@ssm@ of th& Yormiation.

For the implementation of the um@%m pr1nc1 s of ex V @lus of the reviéw report on
thiacloprid, and in particular Appendi e @ thef@of, a ah§ in they ta%@lg %mmlttee on
the Food Chain and Animal H&th 0m29 %@e 200@hallh¢ taken to(%ccount
N S @ S %

The Review Report (SAN@)/434@/20@ for, thlack@gld 1S$S1d§@§1 t(%g;owde the relevant
scientific information for the @gew @)f the uc@@ )

Q R
In the Annex | Ird1§ 1rect1v or thiac opr@the%%@%r’e n@pemﬁgrows%ns under Part B which
need to be cons1© d related tg\goxwo*ls&gy g\@perato wog@r/byﬁmdeosure
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CP7.1 Acute toxicity . @ @©
Q\ g
o
The toxicological studies for acute oral, dermal and inhalation toxicity, skin @ eye 1rr1tat1&1 as @%
as for skin sensitisation were performed in 2002 with the formulation thiagloprid OD 24(@240@)
(in the following described as thiacloprid OD 240), Batch No. 07690/00 082). \
At the time the studies were performed the formula‘uon@ descrlbed® Article Nog 7§j)696§d @

Development No. 3000266399, which are correspon(gng to Speciﬁé@on No. 102

,; g 1ﬁcantly in% tP@@and @refo@all t%e stud@s
o\ @ %

The specification of the product has not change

are considered to be still valid for this subrmssi > 6
@f N <
o
Thiacloprid OD 240 contains the active s stanc 1acl id ( g/Lﬁ:cordl@é to@e &’
specifications 102000007918 and 10200@9 1774 cuttent speci 1cam%1) S & §@
N S
Full details of the formulation spem@%ﬂ%an b@“our@ the @nﬁd&ﬁal § of @ sub@msmn
Q @ @ @ \
In the study reports the formulation WQ§ nam@ Y%@Q@@O (@ (3 ®© %
<& @ @)

R
The table below summarises the Q\sults éythe @te to@ologlcal su@es c"@@fﬁucte@wnh the
formulated product thla&LDpI‘ld%OD 246 § & S R $ @

S S ¥ .0 s .9
N o S
Type of study @ < Re@ @ r§9 @ Rgort / document No
& ©\© s S § F. (2002)
Acute oral rap© LD 50 «@ZOOO@g/kg CP 7.1.1/01
S ¢§ %Q N Q% Q@N R&jort AT00042 [M-064983-01-1]

(©F
R

9
o\ @
Acutedifrmal rat @ O §Dsoz 400&mg/kg§ § Q' CP7.1.2/01
S,

Q{f\\ . > | Report AT00072 [M-066910-01-1]

| F. (2002)

i o >‘1§}6m D O » |[HE) 002
% & §

Acute inhalatign rat ax @r’n tethnical tain CP7.1.3/01

@@ S g con@grm\{&” ffaingfe Report AT00065 [M-066768-01-1]
N Ol R & @@ I 1 2002)

Skin ir@on rabbit . © @itatin @ CP 7.1.4/01

Q N Report AR00006 [M-057895-01-1]
S EBRRC &
N “ @@ N~ R § - 2002)

Eye irritation r@bit Jifiating & CP 7.1.5/01

v @ ) Report AR0000S [M-057879-01-1]
§> @ @ Bl = v, (2003)

Skin sensitisatio 1nea @g ?&% sensﬁn CP 7.1.6/01

(Maxi 10“ B} Report AT00233 [M-075780-01-1]

@’@Q%

@
T@lop OD 2% (2@{;&) is of moderate acute toxicity after oral administration and non-toxic
after al and inhalative exposure to rats. The product is irritating to the skin and eyes of rabbits,
but shows no skin sensitising potential in the Maximization test on guinea pigs.

According to the decision of ECHA RAC of March 2015 the active substance thiacloprid is classified,
among others, with STOT-SE 3; H336 (may cause drowsiness or dizziness), Carc. 2, H351 (suspected
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of causing cancer) and Repro. 1B; H360FD (may damage fertility and the unborn child). As the
formulation thiacloprid OD 240 contains 240 g/L of the active ingredient the classification as ST@- @
SE 3; H336, Carc. 2; H351 and Repro. 1B; H360FD also has to be applied to the formulation. e

o @® @

According the study results the following classification/labelling is triggered@:@ S o\@

Regulation (EC) No 1272/2008 (CLP): A@ne k@ 4; @’oz E&mf@@f‘ swai@)we(k

%kln I@ft 5§ se sk1n at10n© @7
S
Eerrlt @Hsl

e S s
-‘ “ '“‘-'S“ \.- -—.‘_ . <
€5 "%@ O Q @ S
@@ \% S'@T- 6 (r@ causebdrov&@nesd dizziness;
v % &asec@n th ass1f&at10n\()€@the agtive ingredient)
\@ S) @QC e e@igﬁ%scpect f ca@’ng Ca@%?er based on the
% 5 e active ingredie
é\” ¢§ K epr H%OFD%Q%ay mageertility and the unborn
@chﬂc@foase@)n thgclassifi atlong&f the active ingredient)
N) é BN ‘”s@ AN h@@f SN @
@
©©© @6\ ©& S @<§ %&\ @Q S
VN 2 S Q @
N S @ © o & N
&@ \@ o\@ “ @@% N R §\©
§ RN > & >
@ 9O g © o O %
Q OO JO N & D
o K &2 o
=) S o L2
@’ . &) Q @ @ o
N AN L9
B SR 4 N
N (g @\ R Q)
@" N >
W AR
& o &
& & T
Y <
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@

CP7.1.1 Oral toxicity .
N
N S
) S >
Report: ii; ; 2002; M-064983-01-1 & ©)
Title: YRC 2894 240 OD (c.n.: Thiacloprid) - Study for acute oral té&icity in rats \Q
Report No.: AT00042 % @ L o
Document No.: M-064983-01-1 N 9
Guidelines: OECD 423; Directive 67/548/EEC, @ex IV B, Pagt B, B.1 tris; EPN?Z C
190, OPPTS 870.1100; The test substance is a com@ercml productknovisto b
stable and homogenous in both ugdiluted and i @ady-to -us d@lﬂon w
Therefore, analytical determinations of stablll@and %Qmog% ty O{the a ®ous
formulations were not perfo@ N @ Q ® @}
GLP/GEP: yes RN I NS
& 9 NN w IS T
SISO N AR G N
L l%ateri nd magthods) & Q @7 @&
: NN S .9
A. Materials @} \ \ & @& o é*ﬁ s §
1. Test material: ©Q kﬁC ZS@YZ §9 @ § @@
Atticle/Development no.: @ 60- 056%%69 730 0@663 99 & L
AN
Description: @, wh@ dlS 1on Q& ©© ©© S
Lot/Batch no.: N \ %90/00 6(OO§§) @° ¢ S
o\ @ @
Content: & @
N
Stability of test compound @ @ g or s@y Q;gatlon &pny@te 2002-10-09
2. Vehicle: v @emm ze%%ater C&
3. Test animal @ & \Q § @
Species: \ S N \ &
& D L @§
Strain: @ @,@ %© © QVflstilf@at, }@pb @
g}y Q&@ @ approx. 8 — 10 wé8ks
Welgé@at dosing: @ ) é -2@®'g (n%&les);@o — 194 g (females)
\ N I
Source: §§3 A Y é\ﬁ o , Germany
- .
Acclimatisatio@peri@ § @@7&? a@%’ast Sedays @
Diet: Q@ @© @Q KN Qand dieg
(& Q\ %?Q , Switzerland), ad libitum
= N
Water@? \@9 Q @wa ud libitum
Housing: s§ @ . @ @%o tionally group caged in polycarbonate cages;
S Q@ @\ Q g: low-dust wood granulate type BK 8/15 (Ssniff,
& Q@ %@zialdiaeten GmbH, Soest, Germany)
B. Study 1gn nd mefhods
1. Alll ass@‘me@nd @atme@
Dose*@ @ % @ 200 — 500 mg/kg bw (males)
v 200 — 500 - 2000 mg/kg bw (females)
ﬁ@phc@%n route @ oral (gavage)
Appﬁ’tlon volume: 10 mL/kg bw

Fasting time:

before administration: approx. 17 hours £ 1 hour
after administration:  approx. 2 hours
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Group size: 3 rats/sex/group .
Post-treatment observation period: 14 days @ @b

N @

Observations: mortality, clinical signs, body Welght§ross necrop
N & ©®
I1. Results and discussion (o8 .
AN S Q o
A. Mortality %, \© L9 o«
Table 7.1.1-1: Doses, mortality / animals treated v® @ % %\\\ @}6 @
Dose (mg/kg bw) Toxicological results* Duration of ()QTlme of de&tgﬁg @rtali %) §
%@% rats @@ Q @ & @&
200 0 3 | o0 = RIS
500 309 |9 e 30 - 00 00
SX% EefRale 1&@@ R L © é@? @
200 ENIYR lh§% (§ RN I
500 R N ey | O - e @b’
2000 383 W3y - O 2rdd OF =100
@ ADur > <@5)0m@%bw$ Y O

¥ 15 number = number of dead an
31 pumber = number of animals

" minutes h: hours

B. Clinical observﬁjﬂ%’ons v D

n of Y00 m@g

After administr: ok
narr@@%d alpebra@"issu betwegn 1 (\”

laboured brea‘r@

At 500 mg/

&
@é% 2nd rﬁmbex@number Of animals with@ighs; ) ~Y 0

ed§§§)@§@ﬂ&\o@@

S) @ o *
@©©6\§&°\®

h@@?ﬂe fen%le@lay dec

cased mtility and reactivity,

2 ‘ﬁer dosing.

enistipation, d@reas an(@actl RY, la oured breathing and narrowed
palpebral 1ssures@ere &serv% in n%le an% a 1rnal Ad@g? onally, one female showed

piloereegion.

<

A dm@&f 2000 mg/izg bwl@ﬁo morttalitgin all @atedﬁm@l@etween 2 h after dosing and day 2.

Clinical signs w
fissures and ¢
spasmodic stat and

ecr@ed 1@&1hty and re%%ﬁwt}@;\labou@ breathing, narrowed palpebral

ma %y in @sdom{wal p@tlon and another female showed
tre@ % @ N

The obses1gartéﬂ5 mmutes%@r d@@ng a%d@lasted up to day 2.
§ &80
C. Bo@? weight N Q @ N

The@e were no t %10@@1 eff@s on@ody @egl%ht or body weight gain.

SN § Q

No gross @101@%2& changes were rved at the end of the post-treatment observation period in
the anirgals of ¢he 20(&9@ 5®ﬁmg/kg W groups .

In theQ000 1Hy kg W am@@s whicht died during the observation period dark-red discolouration of
thediver a@en (é&" ayutdlysis were noted.

Q@ &
@ II1. Conclusion

D. Necrops& N

Thiacloprid OD 240 is moderately toxic after acute oral administration.
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The study result triggers the following classification/labelling:

& &

- Regulation (EC) No 1272/2008 (CLP): Acute Tox. 4; H302 (Harmfulgswallowed) Q\ g
S o
@ S8
<
CP712  Dermal toxicity 2 9. & 2
O & &S O L
A g ¢ F & &
Report; I S 5 oo OO
Title: YRC 2894 240 OD (c.n.: Thla id) - Study for cut@@&mal@xlclt@l rats @
Report No.: AT00072 QP R
Document No.: M-066910-01-1 % NN O N o
Guidelines: OECD 402; Directive 67/@8/EE@ An@ev 1@% B. é@ s-E@<§ 71?§C-98-%2, .
OPPTS 870.1200; non% > Q & O @7 &
GLP/GEP: yes \\ \\ > &% Q w §
& N @ AN Q Q N éﬁ ®

9 S @Q (ONEERAN
A. Materials Q@ \% o g@@ &@ @Q& & @© é
1. Test material: v &RC@}%% 240 ODS, - © 2
% S o > P o
Artlcle/Developmeé@no © @?683@96/%3002@9 S @YO\,

0
Description: @ © @hite ersi(@ N

4B
Lot/Batch HC@Q . v § @076@008@9\082@© s <
Content: @ &\ %o <4§ 95 gZ@ §2 @\ @@
Stabﬂl%é) tes@@mp@md é K@uar%&%ed f@ studyduratioly; expiry date: 2002-10-09
2. Vehlcl% 2 % ng ¢§ @©
3. Test animals &Y Q% @7 RS S
c.ies: \@ &\Q & ©@?1t \© &% N
Strain: @ Q @ g"%\ \Q@r ra sd%)b'WU
Age: ©Q @@ @@’ @@ales @pro 9 weeks, females: approx. 12 weeks
Welgh@t dosfg: . © N Y
S@ @
limatisatigtyperiqd:
%16‘( @ @J§ S
@° © @ , Switzerland), ad libitum
Water; s> \%% gj &@ @ p water, ad libitum
Ho@l@ g é\a @@ Sy Q" individually in polycarbonate cages; bedding: lpw-dust
& @@ @@ wood granulate type BK 8/15 (Ssniff, Spezialdiaeten
&% QN @ K GmbH, Soest, Germany)
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B. Study design and methods

D
1. Animal assignment and treatment: Q§ &@ @g
Surfacg area ang@
Dose: Dose (mg/kg bw) % . ng/@m) %
males %0 @%.75 g}” 5 62.@} @
females « 4000  ©U575 <@ -3 O
Application route: dermal & @ml occlum@res%mg &© & © &@
Exposure: 24 hérs @ Q\@ @Q ©\© %@ @@
Group size: 5 ¥ s/se@?rou&ﬁ g\’ @J& S A v
Post-treatment observation period: qat leaw da@gﬁ R v @& @ @§°
Observations: mc&%hty,&ﬁncal@gns, @ﬂ eff§s, body weights, §ss
> & S e
@ gg&rops& Q" IS ®
&K IS y o &
& @sults% ddiscus&l\ @@ @@ S %@)
A. Mortality Q &@ @@? & @ &© ©© ©©© ~
Table 7.1.2-1 Doses, mor@@y / alﬁmalggreated@j & ; @Q 2 é
Dose Texicologgsal Occ@ence@’ Tim@f dea’kgg ©  Mortality
(mg/kg bw) s, Tesulgs* @D signsl, N g\@ N [%]
A @gﬁ) 9 O rats (éx G WD
4000 40 | st [8s O z@»m@ o 2N 0
f,@ @ NN \Fem&@ fats @& @@
400%@ |<f‘# | | & sy | & | 0
% LDSOQS%O kgbW s
* lq‘n r number o ada <Zx&ls mber n mlgeg of a Us@frgns,
3""@ er = n?lmbergilm@n theg ' @ QQ% :&
d: day AN
#: animals showed@l ski %ndln ly @ & @
@ & @7@\9 N % @ @
©\ O @

B. Clmlca@ser@on

A dermaldose of 4000 nvg/k
signs without mo@ahtl
Locally, a partial r@en of t treat nt @was observed in all males (day 2 to 4) and four
females (day 2 t0 6). -'i‘ 1al atlon of scale of the treatment area was observed in
three males (d@g?a to 6) andi ee f@lales {day 5 to 7).

S &

C. Body& gh& ® % Q

Ther en x1col%§1ca]@ ects on body weight or body weight development.
cffre nggavicp &

& S
£

]Q%ﬁ ecr@sy
opsies performed at the end of the post-treatment observation period revealed no treatment-

The 1@
ed findings.

@dy *ght S tol@ated by male and female rats without clinical

@

relat
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II1. Conclusion

D
Thiacloprid OC 240 is non-toxic after acute dermal administration. @b &@Q ©)
. . e . > <
The study result triggers the following classification/labelling: % Q @
: N .
- Regulation (EC) No 1272/2008 (CLP): none (9 SN %\ \\
¥ & v &
(N S 8 QQ $
%@ Q N &
1. . . . ©° S N
CP7.13 Inhalation toxicity O\@ @Q 6\@ %@ @@
R 2R : S
Report: B B 0022 ocos & S O
Title: YRC 2894 240 OD (Co mon—l@e: Thigacloprd@) - Stu@ on @ute in@tior@mt@@
rats according to OEGR, nfo. 463 AN 6 ©
Report No.: ATO00065 @} \\ @} & é S éﬁ %o §
Document No.: M-066768-01-1 & 5 & N m ¢ NN
Guidelines: OECD 403; Di{@uve %69/1:@, Me@ﬁd %@’U £PA 7@ -98Q , %@Ts
870.1300; no N) .
GLP/GEP: yes @@ N @6 R ~ L &
~ CARNG &
. & 2 o
N I@ater@%ls andlnethods Qo &
o\@ © 9 § & S o < N
A. Materials @ o S @ @Q « E §
1. Test material: é% @ @N @ Y@S%@ﬁo o é §\
Article/Dev. pm@& no;\@ § \0-0506@96 @-00%66399@
Descriptéa?: ©\ S N Q}whit@spen§on §@ t§
Lot/Bafch nog§ %© © % 976%/0(@@(008@ @
Contéht: 2 S amosgL >
ontefit: w, Xo 395 @ W
- & & & & N duration: exviry date
%é%ﬂlty of test@ompotipd: S guar@nteedfor st&@ duration; expiry date: 2002-10-09
’ S N

icle: D Yy . O NS
2. Vehicle: § A QI %’@e

Spem%@ ©®Q ©© \@ \©\ ra:&@) v
Straiq: (& § '%'Q @Star @§i HsdCpb:WU
y X
A@ \@9 Q 2 &@ap%@(. 8 weeks
x Weight at dggﬁg: @ @ @ ales: 173 — 196 g, females: 155—-176 g
Source: CHN b Germany
. @ BN Q&

Acchms@sam%perl § at least 5 days

e N @ ) : _
Diet: v © &, O  standard fixed-formula diet, - 3883 = NAFAG

@& @Q < <§ 9441 pellets maintenance diet for rats and mice (-
N & @ N — Switzerland), ad libitum

Q© at (o @ tap water, ad libitum
g@ing: individually in conventional Makrolon® type II cages;
bedding: type BK 8/15 low-dust wood granulate (Ssniff,

Spezialdidten GmbH, Soest, Germany)
B. Study design and methods
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Document MCP: Section 7 Toxicological studies

Thiacloprid OD 240 (240 g/L)

1. Animal assignment and treatment:

0 — 846 mg/m? air (maximum technically attainabole@ @b

Dose:
concentration), liquid aerosol 5 Q\ g
Application route: inhalation (nose-only) Q§ &@ ©®
Exposure: 4 hours S
) % Q ¢ 9
Group size: 5 rats/sex/gl@lp v N X
o > N S @
Post-treatment observation period: 2 weeks ° Q@ @@ Q %@ g
Observations: mortalit§s, clinical sig&@,body weiglits, bod@%m ‘cur%©
refle easurement@gros%necry < @) &@
2. Generation of the test atmosphere / chamdescripti \@ @ ©\© wg@ @@
1.3- . . . '.09 °\ %
Table 7.1.3-1 Generation and characternz(%gon éa;@ atg%splé%e @@ N
Group 1 @y @ Qroup & @7 @&
Target concentration (mg/m?) @&ﬁtrok@}) N . 6 SOQﬁ Q ég %, §
Actual concentration (mg/m?) Q@ K\ [\W\g\g D s{\ié%# gﬁ\ﬁ < Q)
Temperature (mean, °C) &Q 2.1 N v \U%I.(@Q> 2 §y %@2
Relati N o N é N O o
elative humidity (mean, %) 9 <58 O ©) <<@@ a8 o S
MMAD Vo o @ | S A
GSD SN S e RN TS
Aerosol mass <3 pm (%) ¢, o) S - 788> @ y\?@
Mass recovered (mg/m?)" 9 § @% {° 7487 % NS
MMAD = Mass Median@grody 13) %&@ter, @Gé‘% = @etr@%ﬁdm&evi%&m o\®
Actual concentration nve@@n toJe@Jbs@: filter mass @/95 § @
#: maximum t icaa tainal&ke\congintration\\ é\ N @ §
-1 not appl@le. @ ) Q @ 2, @
N 2 S @
9 o %@ I, Resuijts andod iscyssion s
D
A. ality @© § N @Q § . ©\
o O\ . . Q \
Table 7.1.3-2 Doses, moxtalitys animals treated D
outality fanimals treated &

Actual @ xicofopical @yf Q &renc@of @E)fme of death Mortality Rectal
concentratign @@ rest* O\@ Q’ signéd (%) temperature
(mg/ny D S e D 0

) Y%
& o &G Makesats
0 NERO V@ ~Q : 37.7
> 846 0475095 | 083 ) 33.1| **
@ (@] N\
@° & @ & Femalerats
X
S RS ELS :
846 o) 28, 5O o0d-1d : 36.4| **
Q@ §) ~ © LCso: > 846 mg/m? air
R O ((\% < (maximum technically attainable concentration)

Y%
num =n

r = number of animals exposed

animals, 2" number = number of animals with signs after cessation of exposure,
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B. Clinical observations

0 mg/m? air: All rats tolerated the exposure without specific signs. @ @©
The male rats of the 846 mg/m?> dose group displayed piloerection, bradypnea,laboured breat@g

pattern, nasal discharge (serous), reddened nostrils, red encrustations of the @rlls reducedhoti

and high-legged gait. The 846 mg/m’ females showed piloerection, bradypr®¥, nasal dis%arge °
(serous), reddened nostrils and red encrustations of the nostrils. % ® AN f@

A battery of reflex measurements was made on the first @9st- exposure@r None on@ES epg&sed t@

the test substance experienced abnormal reflexes. @

Statistical comparisons of the rectal temperature bemgeen control & exposure §@ups @eale@ q&

significant decrease of body temperatures. All ratpeared nor@l or%@he fou po&expom@a da{@
C. Body weight Q@(@ @ R 9 @2 @@

There was a mild and transient decrease in biady Weﬁ@ht n @165 gﬁthe %@mg@ air’ gqcoup, Which
is considered to be of no toxicological relevance. % @ (o é <
D. Necropsy % @ @ @Q AN ©© @7 @
In rats exposed to the test substance r@&:ros@w ﬁ]@’ ings were u ma@ble éﬁ 2 ©§
FRIPEEETE S
Q % III%Conc@smn§ &Q @@Q @@Q \”\9
N
Thiacloprid OD 240 (hqu1d<®rosol§§pr0\@t@%’ havé" esse@mlly@ac%@e 1nhal§on teXicity to rats.

The study result triggers th?folmg @%mﬁ@ﬁon/ lzﬁelhng @ 9

S
LN raeeh): w S & Q° R <& X
08 @P) @ non@ O & > §

- Regulatlon (EC) Na 1 272/@

S0 A S
§ e & § e Ot
& ) % Q < @
O N L & <
CP7.14 &lﬂ&‘ltatl n @ %& S § Y
& < @ B 2 SO 2
& S~ &

o\ %
Report’ S d 2o§ M- 9§895 @1
Title: Ncute Skin 1r%@tlon t (patcNest)g&f YRC §&94 240 OD in rabbits

Report No.: §AROO 6 BN @; Q
Document No.: © 789 -1 @\9 @
Guidelines: e B OE@ 404§me >
GLP/GEP: “Q es SN S
NEERS) (f’@
< § @% % 9@
@7 \@ ) N@er@ and methods
A@I’aterials § @ o @ Q@ @
, v o Q
1. Test materigk: & @ AYRC 2894 240 OD

Devel er@g‘.‘: § § @Q30-00266399
oy Q

De tl@ ©© §a white dispersion
Qb z@' o:% ©© 07690/0086(0082)
s{éjont@ S 243.95 g/L
Q Sta@%ty of test ccﬁﬁ)ound guaranteed for study duration; expiry date: 2002-10-09
2. Véhicle: none

3. Test animals:

Species: rabbit
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Strain: Himalayan
Age: approx. 4.5 months
Weight at dosing: 22-24kg

Source:

Acclimatisation period:
Diet:

at least 20 d@s

standard dx for rabbits

eynd after the pos%e peridd &

Water: tap Water, ad lzb@w be{@e aq%j erthe ex&%ﬁre e od

Housing: émos erl a§sm in SpS eial r@rame%whlctﬁ’
freemovepient of@e hea@mt gmeven o
% eteﬁkg&%y " rn % ©@ @
@} K\S‘ore/@r exgosure@a 1vidually i@agemits 438 mm
Q §E%&60(@am7@ lepl@ﬁ @?ﬁhr - Gmb
(OMESN .(EI 2
< @ Scheehwalde, G nyb S W
B. Study design and methods R o 9 6 @ @ (O
1. Animal assignment andﬁeatniegnt @ @ & @ & ®
Dose: o é& @ O@nL/pa@h (area: ap@x 60&%2) 2
Application routeis, % §gle %rmal @%hcaﬁ\ent Sh@d intact dorsal skin
5, § %@) Qsem@cclu{ epdugi) o\@
Exposure: @Q NS @ 41@@§m @ S
. g .9 O @) @
Group sizes \© &\ v \&male\ blt§ & <
Obsew@ns: @6 o é @’chm@%l s1 skl@fects%éody weight (at the beginning
N o& est
S é}? @’@ @ Results@ddns@nssno @7
A @ . O . g

A. Findings @ é\ é\a @Q \;\ N N

An erythema w. ote%n aiﬁmalsé\ %@’ S

- animal no. 1: érythém 2: 5.ddys, -\» therade 1: 1 -48 h and 6 - 7 days after patch
removal @ © N @

- animal po. 2 erythemac@% 72 i da@ew@na grade 1: 24 - 48 h and 6 - 8 days after patch
remﬂ@ N

no. 3: ery ma ra@e 2\7 2h @y&@ythema grade 1: 24 - 48 hours and 6 days after
pat¢h removal. «_ % @
In \idmon skin mdura@n W@\noteanm@l no. one 72 hours after patch removal as well as in

animal nos. tw@#and three 72%our, 5 d@ after patch removal; laceration of the skin was noted in
all animals d5 &?/s affer patel re peeling of the skin was noted in animal no. one and three

6 to 9 daysand in animghwo. two 6 tod) ays after patch removal.
There @e no gystemi®intolérince reactions.
% @
% @
N
A

&
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Table 7.1.4-1 Summary of irritant effects (Score)

Observation Mean Reve@e 4
Animal | (after patch removal) 24h 48h 72h scores Response (é@s)
Erythema (redness) and @w &@ @g
1# eschar formation 1 1 2 1.33 v - ~ 8
Ocdema formation 0 0 0 000 =% - [0 an
Erythema (redness) and © R \\ @}@
DH# eschar formation 1 1 % 1.83 ——@@ \© 9%,
Oedema formation 0 0 @§ 0 @%0 é\g QX @ N
Erythema (redness) and R g @ & N
3g## | eschar formation 1 Q 2 A L 3@ <\ ﬁ\@ %@
Oedema formation 0 |50 @@Q 0, Y(%00 (‘i\v @7@ A Y
v, O > QU NS Y
| S AR & O @7 9
Response: -- =negative for mean scores %, <\1§ \\(GH Q %, §
> 2 @ (Dn‘%etlve 1@%/45/&?) N ®)

@
©Q (éi%<2.3 é\” F@gulat@ (EC§ 12 § 08) @
(+) = mild irritant S >1.5 <2% GHS \ego N
+ =irritant for mea@scoresv%@ @g @ 9/45/@
N NS >2.3 (ﬁegulatl@ C)@o 1272/ 08 a HS category 2)
- afier drfis N RN %
*: inrespect of the result 1 h after d%smg ré@val @ @ na=rtiot a@cable
i

#:  Additional findings, rahbtt no. 1: skin indgration T patc]@emova n l@@atlo 5 days after patch
removal), peeling of the skin ys after p

##: Additional findin bblt 2: sl@\nﬁ nduration (7 @ 5 danyter q(&h rené@val) si‘m laceration (4-5 days after

patch removal), 1ng of k§6 @after pajch re@al) @
#i#: Additional findings, r tno in indy atm%(n h —KQays a@‘ patch@emov kin laceration (4-5 days after
patch removaly; peeling of thégkm (gg days te pat&%mov

IR & o
@ ‘”\7
\@ g}ﬁ @ @ @C@clus v@ \@7
S} @ Q = .0

Induration, laceratien an 136611 of th@m dbserved in al@ree rabbits from 72 h to 8 or 9 days

after patch rem are considgred toke 1nd1@§f1ve for a significant inflammation of the skin.
Thiacloprid OI¥240 jstherefare cor@’der@&o be@;rltatl@o the skin, although no further trigger
values for th@clas&)@c § re 1&@ @ N v
The study result triggergghe f w1n °® ass tlo@belling'
,"5‘ Q00 Aé:)_ .-,.,, }gd \I 0 =
L Regtlon (EC)%&@ 127 / OS{CLP)@K %@m Irrit. 2; H315 (Causes skin irritation)
X S . (g N
S v & &
N SN
SUCTIV N
&3 o
Y O & 9
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CP7.1.5 Eye irritation . @ @©
N
@b &@Q ©®
Report: I I >002; \i-057879-01 -1 © & &
Title: Acute eye irritation study of YRC 2894 240 OD by instill&‘t%n into the go@nncti@ac &@
rabbits SN Q
Report No.: AR00005 VCﬁ @ é} Q\ @ &@
Document No.: M-057879-01-1 « R S S
Guidelines: EC guideline B.5., OECD 405; néne S @) Q @© @Q}
GLP/GEP: yes o R o @ & &
@ @ "\@ \© ‘2’5@ Q@
o 0 D N
| M%%rlal@d n@ﬁlods& @%ﬁ Q
A. Materials S\ \@ \@ Q A o Q @7 @
1. Test material: g\? . YRC 2@4 24&%D N \© N« §
@ 0N ) O o & & O
Development no.: ©Q i§30-(@663@ @a § @ @
Description: Q& T white d'sﬁ%ﬁrsiog @@ @Q S %@)
Lot/Batch no: @ %@ 690@86(@2) Q& ©© ©©@ N o
Content: N & 243959 S & e 0 O
Stability of test con@und:& @@ @rantee@j for study @aﬁ f xpi&%ate: 2002-10-09
2. Vehicle: > @ o §Zn%@ @Q %o §
3. Test animals: é% T D y

N
Species: S .9 §
Strain: @Q @\ A N

o (o8

Q
Age: @ @,@ %© N
We'f@t ing: < %
ight at dosingsx, = %,
Shee: o X @
gaQurce: @ .9 IS
> O & .0
O
Acclimatigation @iod:@@ gg\),(;% , At le@t 20(@
Diet: @ " ¢ . v o

Q O N

NS
v@j @QD QQ N
\%Housing: ™ @é @\@

stafidard dit for rabbits * K-H V2333’ (-

NS o

%?Q , Germany), ad libitum

@ @ efp\ﬁ&and after the exposure period
@& ta\@vater, ad libitum before and after the exposure period

Q dividually in cage units 425 mm x 600 mm x 380 mm (
& Dipl. Ing. W. Ehret GmbH, Schoenwalde, Germany);

N for 8 hours following test substance application: in special

restrainers which allowed free movement of head but

T,
e
‘v
&’
be

@& Q> @© S’ prevented a complete body turn, wiping of the eyes
< Q@ % @© with the paws and excluded irritation of the eyes by
{*’ @@ QY excrements and urine.

B. S@/ design and methods
1. Animal assignment and treatment:

Dose: 0.1 mL/animal
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Application route: single instillation into the conjunctival sac of one eye _
Group size: 3 male rabbits . @b
Observations: clinical signs, eye effects, body V@ght (at the nmng@jf

the study) L @ )

@ Y
I1. Results and discussion % § @ &
o o ~ N P&
A. Findings @& LN ) @

Corneal opacity (grade 1) was observed in all animals, lasting fron‘@l to 12, 11 (@90 c§s af@v &
instillation of thiacloprid OD 240 in rabbit no. 1, 2 @y’3, respectiy&ly. The ﬂuor@celn té% pe@@m‘l

24 h after instillation revealed corneal staining @ whole cornéa suace ingll anjfuals, the &
fluorescein test carried out after 7 days revealeg¢orneal sta1®g oﬁ 1% of %76 sulgce in té@m‘c eS. |

and 2 as well as 1/2 of the surface in rabbit I&Q 3. &° @ ”\7

Irritation of the iris (grade 1) was noted froi24 1&@6 4@r 5 aft@;%stlll@ion i rab @1 k 2 or

3, respectively.

Conjunctival redness (grade 1) occurrn glem 1 h @r 1 tl% n a n, 3 it
until 5 days after instillation. Rabbi (@0. 3 ﬁ& ddgp @ayed@ ju 1 radc@) 24 and
48 h after instillation of the test itgf®) u@%erm% white de&é@’s 1n© co ctlv ac v@gre observed
in all animals 48 and 72 hours affer 1n%11at10 6 @ @ @
There were no systemic 1ntol@nce r&actlon@’ Q @© c&
Table 7.1.5-1 Summary of Iritant Effééts (Sgore) < 2.9 . O
.9 ©) © > ho y\?@ Reversible
Animal | Effects A %4h §§48 @ 7($% scores ﬁes@se (days)
Comneal opatity @ Q@ L @ OO 1.0& @/(1) 13
mis & o & @ | ™ & L@ 100 g, 7
1 R ? RSN v . 9 @ & "
edagss cabjunctivde 0 %\ 9 | . 00| - 1
(@Qnosi@onjun@ivae Q 95@3 P &0 (<§§O% - na

O %:fnjneaf%ﬁ)a%y @g@ @1 S 1#@ Q é@ \@o () 12
2&@ Iritis @© S 1 @ SIS 1.00 + 5

N
Redne%&gnjw{ﬁvae %, § ";\O 0 & 0.00 - 1*
Che %Es cc@uncn@ %\0 o o R 0.00 - na
c@qeal O@Qty R IS & | ot 1.00 () 1
s © O O g o1 b 1.00 + 6
3 ) 6 ) é\\? 2 @
Qﬁedness co%unctlv@ @ 1 @ L, 1.00 --
@ Chemosigonjunctivae lo @\ 0 0.67 --
Y
Reqi}ﬁse for mean s%(fres: @meeﬂ\ Iriti Junctlval
opa%y @ fedness  oedema
_ Y X ) ,
- = negan@ \% <1 =l - < (Regulation (EC) No. 1272/2008 and GHS)
%, < 2 <l Q <25 <2 (Directive 1999/45/EC)
+) = m@ 1rr1ta§ O - @ >1-<2 =2 >2 (GHS category 2B (effects reversible within 7 days))
+ 1tant§ @ >%1§§3 >1-<2 >2 >2 (Regulation (EC) No. 1272/2008 (GHS category 2)
@ P § 3 >1-<2 225 > (Directive 1999/45/EC)
-ﬁé é@rmble effects/ >3 >1.5 (Regulation (EC) No. 1272/2008 and GHS category 1)
Sgpious damage 3 > (Directive 1999/45/EC)
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na: not applicable, *: inrespect of the result 1 h post application
#:  white deposits in the conjunctival sac @ @
24 h fluorescein test:  corneal staining (all animals, whole surface) N 6§
7 days fluorescein test: corneal staining (rabbits no. 1 & 2: 1/4 of the surface, rabbit no. 3: 1/2 (@he surface) @Q @
II1. Conclusion w R
. ) C . % @Q &
Thiacloprid OD 240 is irritating to the eyes of rabbits. % o O\@)) &
The study result trlggers the following cla551ﬁcat10n/la ing: @§ g}’ ©\ @
....... satine tethe s @% S

%9’ $ &
Q.S@ sy L@ N9 9 @
X N - T AN
. N A A T S
CP 7.1.6 Skin sensitization Q Y & & & @
Y @) < $ % &’
SRS S A
= s CEa &
Report: [ ooN\@f 075980- 0kl o > & 8
Title: YRC 2894 240 foxss n sensitizat o@ffe plgs@mea@'g
max1mlzatlon@t according to Mag%sson Kli ) @ @Q o
Report No.: ATO00233 @ @, S @ & ©® Q o
Document No.: M-07578GsH -1 - @ Q S A
Guidelines: OECD 406; Guidelin %/54/ C, M:\ﬁ(%od B@@US,@A 7125C-98-197, OPPTS
870.26490; Test 1t@1 co @lns co ercial products wnt %stable and
horirggeno sboth Adilut read@ﬁ)-use%lut ter. Therefore,
alytic terr@natml@of t abgh@andﬁi&omo neity_ o@w formulations in
ysiolé@ica ine s@nion adn&ﬁistrat@n énot %ﬁormed This deviation
id not limit&je ass€sment thults.@
GLP/GEP: Syes QNN 8 o é@ @\ @@
e\ A A N R
©© @ O & LS §
o XN % %ﬁate@g saeth@is @
. @’
A. Matérials @é}’ §’ & §@ N
1. Test material: \ N R @QQY 28% 240 g@
AN L
Developm % @ N 5 @02@399@
Descnp@on ®Q @@ @@’ °©\wh 1qui§
Lot/Biteh no:¥ SN 07690/0886(0082)

AN
| QR
C@lt. & Q}? @'jf'
ility of tegsom di s &

ou
2.Vehicle: § N Q@
3. Test animajs: &@ @
Spec@ \%% gj Ry @
Strain?. &> O & Q
& > O
AQe: & AN
%?%?Nei i oY
Nedln TS
Q rce:

Acclimatisation period:

%722 9L
SOTRE

guatanteed for study duration; expiry date: 2003-03-25

“ ile physiological saline solution

7o

guinea pig
Crl: HA

4 weeks
283-378¢g

l Germany

at least 5 days



B . Page 20 of 119
sayer) Bayer CropScience 2016-10-20
R

Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

Diet: pelleted standard diet .
Maintenance Diet for Guinea Pigs®, @©
g

B AG. ad libitum A
_ . o &> S
Water: tap water, ad libitum @@ LR
Housing: adaptation period: conventionally in Makrolgn ty@V %
cages, in groups of 5 guineapigs/cage; - <)
study periegin groups ofy? or 3 guineg pigs/cage; @
bedding; low-dust Wo@havings | _ ) &
e o o
B. Study design and methods QQ(@ N @@ R . © & @}
. : _ RN I NS
1. Animal assignment and treatment: % & NN Q N 2y
Dose @Q Q@ & ©§ =) &’
Intradermal induction: w\% 2.5% (1 O\Ng te%gtem/aggmzﬂ@@ N @7 §@
Topical induction: @} KQ]}% Qgﬁ@lngt\e& 1terr@§nim§1} N é\a S
Challenge: &©Q 6% (80 mg s tefvin § & o
Application route: Q intraderingl, dermial  © @@ @Q \‘”\9

©
Application volume: Q@ o\& Bitra al 'ctio@& 0.1 m@/inj@on &
%, ()@topgal induc%ion@@all@g@: 0.%‘[1L/pat@1
Exposure: © O @Q - pical induction (@on@l w&e?@@ after intradermal
S S §n @%ion)@@&“h N
¢§ w\g@ - en ‘R(perf&ned &week’w%er intradermal/2
< weeksafter t@ical in@wtio&t 24h
Group siz@ \© §\ \\42 fen%?es (@ itel@%o, e@%rol: 10, range finding: 10
Q S S @ (in detion 0ncer§[ion)f§ (challenge concentration))
& o © e
Observations®@  ®v & @Q%’fcal @ S, skint reac\g%ns, body weight (at
\@9 N Ao @ Sart/ termin@ OQ@ﬂy)
@Q o § & § %, \©
© < & .9 @&,\ Ko

9
4
e

N %\ © >
@@ ©® §@@ s & o
@ @ ©© "\ \ o\
Y S K 9 D
S\ L 4+ 9 @
& % @ T NN
N N\
Q N S0
N N S I & &
S 5 &@\ o O
@%
N %%gf § N
&§ Q Q S ©@
&¢ls
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I1. Results and discussion @ S
A. Findings N §
Appearance and behaviour of the test item group animals were not different the control@rou

animals. Animal no. 15 ( test item group) showed clinical signs (labored, irrégular breathing; pajl

uttering sounds (cold like) and piloerection) from day 15 to 18 of the study, According e aﬁs@ho r of,
the study the reason for these findings was unknown. Ho&ever these tgéms ent 51gns sould IK@ é\a
indicative for a respiratory infection. \ @ @

@
After intradermal induction the control animals displayed red wheter 48 h, &1@6 tst 1@(
group animals showed red wheal and encrustation @this exarmr%on time poiff® @ @g}
After 7 days, the injection sites in the control a@t item group nnﬁs sh@%ed v@als nd @K
encrustations. After the second (topical) induction the test 1t@ groug anlr%Js hancru@@ 10ns©1
the treatment area in places from day 10-12 C&

The challenge, which was conducted u51 6% L3 rmu@@o e te@ltem 1@ phy, log sallgeo

solution, produced grade 1 skin effects i of % mm@ s of; s%em g@p (10%) as4<yell asGh 1
of 10 animals of the control group (1 )

N o @ S
At the end of the study, the mean b wgight of @e te@em p ar@'}lals @% same@ange
than that of the control group animafs. @ <~ % s § @Q S ©

Table 7.1.6-1 Number of ames ex@bltlp@skl@ects@@ &© K© @Q S
Test 1t61@groufk(20 a@&lals) g &@ Q Coptrol gro@ (10 éﬁmals)
Test item patch Cgont ﬁ%patch@ %estgg@nd pa@f@ ¢ Control patch

Hours 48 |72 | Toa® 48] = | o8 |72 ] Toalv| 48 72

Challenge o Q 9 S S ¥ )
6% 26)] 1@’ @f @0 {0 § 1© @ | 0 0
o S

The guinea p atlon%st n&thod “ y wz&s\chec@ for+#l iab«iilg in a test on female guinea
pigs using al inn@nic aldehyde_ Sthdi

s ed below. After the intradermal
induction %th a S@test f%’m foggnulation an %ghe to | 1nduct10n@/1th a 25% formulation, the
challenggwith a 12% rrg@?t onle ade @z@km\e@écts in 100% of the test animals ,
whileAQ>skin effects@ere o@rve trol r@p aniwals, TRE sensitivity as well as the reliability
of the experimen q%e wgwthus ® ﬁn&%d by@@ls stu@ (- H. W., 2002, document no.
ATO00083 [M-06 & S

@ = @ \III @%clus’ggl

Under th condltlons of é@ﬂ te %nd @ respect to the evaluation criteria thiacloprid
ising

OD 24@ hibits no s%n se ten

The study result tr lle%/lng K smﬁcﬁ@on/labelhng
]&%ulatlon (ECWO 1 20& CL pyY @@one
@ S

CP7.1.7 § S@emﬁaryﬁsﬁldl@s@on the plant protection product
€

Not appli a@rdu@o 1s51<§ Directive (EU) No 284/2013. No synergistic or additive
toxicol@ ﬁcts @ for the active ingredient thiacloprid nor for other components of
thlac@pﬂd 40@

& &

&
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CP7.1.8

No supplementary studies were performed.
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! @gh t@@oncen@ion .72 g a.s./L is slightly lower than the intermediate concentration in the dermal absorption
study (0.7 .s./L) the value of 6% established from the latter is chosen for the risk assessment. This is done because the
deviati the a.s. concentration in the dilution differs for a factor of <2 and a transmissibility of the results can be assumed.
In the présent case the tested dilution is 1:324 (0.74 g a.s./L) compared to the dilution under evaluation of 1:333 (0.72 g
a.s./L)). This approach is based on the EU guideline (SANCO/12638/2001) for the evaluation of significant changes of the
chemical composition of plant protection products. Changes of = 100 % for concentrations < 0.5% are acceptable according
to the guideline.
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THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) o @ §
Application method | Tractor-mounted/trailed boom sprayer: hydraulic nozzles t] 6 @® @
Product Thiacloprid OD 240 Active substance Thia rid & . @
Formulation type|0rganic solvent-based = a.s. concentration 240 mg/ml @ @ L
Dermal absorption from product 2 % Dermal absorption from spray, % 6 %, © &) 2
Container | 5 litres 45 or 3 mm dosure t] O g\% A o\ @
PPE during mix/loading| Gloves - E during applicaidn| cloves @) @ ] @
Dose 0.3 lha Work r. y S@ha @ éﬁ é
Application volume 100 Vha SN Duration 0@ ying % h Q Q
g Q . O o d
EXPOSURE DURING MIXING AND LOADING Q‘S@ @,\ c\@ @Q \© %@ Q@
Container size 5 litres % © ° N R %, @6 N Ao
Hand contamination/operation 0.01 ml Q @ o S @ @
Application dose 0.3 litres produc v @Q Q@ @ ©§ % &’
Work rate 50 ha/day g o\@ N 6 % ©© @7 @
Number of operations 3 /day & N N & N X §
Hand contamination 0.03 m/day @ O\ @ 5 S Q t’\?\ @ & Q
Protective clothing None ®) & Q\ @,&ﬁ Glov; @
Transmission to skin 100 % @9 N v NS % S %®
Dermal exposure to formulation 0.030 n@y @ 6 ®® o 3 nﬂ@ Q) N
DERMAL EXPOSURE DURING SPRALIC \:%N @ @Q &@ @Q @ @©> K
Application technique Tractor-¥hounted/trailed boo@ayer: @/drauljc nozzles & . @ @ S}
Application volume 100 s @ @ @& @ °N )
Volume of surface contamination o 10 9 § & @% Ro $ @to\a
Distribution Han Trunk Le
X o 10% O 25 Y \© S «v\@
Clothing @ ne ermealgy Perm X Gldes Lermeable Permeable
Penetration @ &100 % @ % 15% @ @ 10 o 5 15 %
Dermal exposure @ 05 S\ 0.375 §9 @& 0658 0.05 0.375 mlh
Duration of exposure \ % h @,\ N § Sh
Total dermal expos spr?§ 4350 m]/(@ Q‘,& %ﬁ @b o @50 ml/day
ABSORBEQ DFRMAL DOSE % % & v @ é&\’
MW@ @ N WMix/load Application
Dermal e&sure 41 @’h]/day @ RS o\© 0.003 6.450 ml/day
Concen. ofa.s. product or® \240 éﬁ (@) n@r&ﬂ\ Cix % 240 0.72 mg/ml
Dermal exposure to a.s. @ .20 39916 mg@y 6 0.720 4.644 mg/day
Percent absorbed <) % @,@\’ 6 %o @ S 2 6%
Absorbed dose @ @Q &;@4 . < 1.79®g/day Q) (g 0.014 0.279 mg/day
O O SN S D
INHALATIONEXPOSURE DURIRGSPRAXING ( Q" 9
Inhalation ex e O.Wh @%\: o % %,
Duration ofigxposure N 9 Q h @ N
Concentratlon ofas. in sprayQ\ 0.72 :@l SN Q
t&wexposure to a.s. Xy @432 ay Q@ @
Perce absorbed @ 1 (] Q
Absorbed dose @° 0.0432 mg/d Q&
& B
PREDICTED E UREY PPE v With PPE
Total absorbeckdose 2 Q1.982 day @ 0.3362 mg/day
Operator bod@pweight @Q @) ﬁ 60 kg
_O_p_emmj_@sme N 0 mo/ke bw/day 0.0056 me/ke bw/day
S SR
S & T
Q& >
<

&
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Operator exposure estimate: German model. Tractor-mounted/trailed boom sprayer: hydraulic nozzles ° OQ
Product: Calypso OD 240 , @QD
Active substance: Thiacloprid a.s. concentration: 240 [/l 40kg] & ©®
Formulation: Liquid PPE during mix/loading: Respiration: N@ N
Dose [l or kg/ha]: 0.3 Hands: loves § @ 2
Work rate [ha/day]: 20 PPE during appﬁc@n: Respiration: %, None N 5 \@ @
Body weight [kg]: 70 V Hands: @ Gloves g}a N @
Inhalation absorption [%] 100 Head: Q None @ @ B S
Dermal absorption [%] 2.0 (concentrate) & Body: S) Standard&g;otecﬁ@verab@ S)
14.0 (dilution) \)@ S st S - ) &@
Calculation of route exposure: @% o @ Q © 9 §®@
Route Specific exposure a.s. handled % @Bstﬁna@%xpos%?mg/k@@da}f S ° Lo
[mgkg a.s.] [kg/day] ©°  N@PPE R, Red»ggon factdRy PE
% @i\ﬂ @M) Q © @@atmn& °
Im= 0.0006 144 by 0-008Q12 6 1.0% §0.000012 —)
DmH) = 24 44Ny 00394 I &?4 N 0.@94 M :M:&ing
Ia= 0.001 A4 K\ Q000024 w 2y 0021} A = Afplication
Da() = 0.06 O Y44 & . @.001@@ @y1.0 § 2001 H gz Hands
Dag) = 0.38 & 1440  0.0078 ®\ 0.01> @Qo.oo 6z Head
Da®) = 1.6 Q 1@ ) 5\?} 0@9 @@(\g Q@ @9 0.}\)@)@%46 B = Body
@ N 0
N e TN > o S
Absorbed dose: N & & GpNePPB < With PPE
. 9 QO N @ Estimated N Syg,gﬁlic D Esth@éﬁ Systemic
Route S % Absorpfion [} TOUIEEXPOS S exposure %y rout@posure exposure
Q O | e bwiday?’ e bwiday] [agg@nw/day] [mg/kg bw/day]
R SRR ES
Dermal: @/Loa@g @ 0 (@71 @  0.000987 0.000494 0.00001
pplicafion é\ ™Ma0 N e 1966§@ 587 0.002958 0.000414
Inhalation: ©© Mi ding & 100 @,\ €0.000012~ " 000012, 0.000012 0.000012
D Afkaion © O 1007 | S 0001 TS 0.000021 0.000021
‘T e Total &y S 0.000457 |
o\@ %" ‘?\9@ @ ] M)
AS & .S SRS
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of AOEL
TT \VEA VS SV \ W g wp uvj

0790

2 Lloyd G.A. and Bell G.J. (1983). Hydraulic nozzles: comparative spray drift study (MAFF/ADAS).
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T 1T IXC

3 Rautmann, D.; Streloke, M.; Winkler, R. (2001): New basic drift values in the authorisation procedure for plant protection
products. In: Forster, R.; Streloke, M.; Workdshop on Risk Assessment and Risk Mitigation Measures in the context of the

Authorization of Plant Protection Products (WORMM). Mitt. Biol. Bundesanst. Land-Forstwirtsch. Berlin-Dahlem, Heft 381.
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4 EUROPOEM II project FAIR3-CT96-1406; Post Application Exposure of Workers to Pesticides in Agriculture, Report of
the Re-entry Working Group; December 2002
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Report: 11-2908 @ Calc@hﬂo@f Dgg assu@ﬁng f| st o@r @tics ©

R Y
DALT Residues % N
(Days) (Mg/cm?) é\’ § %@ @6 \ é Q& \®
0 0.258 NS @ O §9 O S
1 0:13§ é °\® ‘vs@ N Q @@ @\ @\@
3 0.065 6\ & N g O N § N
| EF P TS F e
47 %@’@@'b\Q@@ \é&%
N o S . & .0
S Q

=Ly K o

C, @7 0.149648564

k

t 1.1995847

R 0.72108961

Y
0.5778225763 NS @§ 9
- S B
N
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Thiacloprid, DFR on potato foliage, Germany, 2011 @o @@
Report: 11-2900 Calculation of DT 5, assuming first order kinetics @ Q\ v
N " o
DALT Residues (04 o . <
(Days) (ng/cm?)
0 uc?.ss‘s P %% . S . @§ é\f@
0.028
; 0.011 | Vk} @\ @\2}” @\ @ &@
7 0.005 3 ©Q %@ S Q\g o
10 0.005 | @} & ® Q @@ @Q}
Ve & & &
9 S @ O 2@
. é@) %\ o S N N
S 9 LS S
Q @ X @% v @y A
R @ @ & & ¢
3 % @ R & 9O &l
In2 N > \\ 6 % @ Ro §$
-t & \ & \ %
::Cuxefktzcoxe bz Q@- % @ \& ‘27\9© 2, @ @ )
@ K o @ + @ @ 1&
C, 0.080430751 S () N ' A ) N
K 0.341188637 R & @@f) @6 § &© Q @@ KN
t :
At 0670007705 = v P K SN
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Thiacloprid, DFR on potatéiolia
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X
CP 7.2 Data on exposure ©) &% %\ \ @}@ @

BCS has submitted a dossier for the re-approval o TYacloprld equested (@brdl@ to EU&
Regulation 1107/2009. Because Thiacloprid was claggified after dds 31er submiss@®n by fhe Cofmitt

for Risk Assessment (RAC) of the European Cﬁals AgencyECI@gA) aJ@ng og:wrs with Re

1B; H360FD for effects on fertility and developintal toxrcgg}an age gmp g%@sswr%@sub%@g

to obtain re-approval based on point 3.6.4 of @nex II@QT Regulatiofid 107@7 9.

This document provides information that - eta @xpo@ of lﬁnans ?%7 th tiv w@bst ance
thiacloprid in the plant protection produc?tN @3@ 400 real proposed di
use, is negligible, that is, the product is s edr\lose@yste& or 16§ther e@nd1t exeludin ntact
with humans. A guidance document®n caligib on-{ietary mposug}?has t b finalized yet.
This document refers to the (draft) %‘IISS‘IQH guidance ‘% 10n@\1 oveba er 55‘%@)

According to this guidance two as%cts @e cop dere& @ &© ©©
e Available risk rg\\f atron\rnea@es wrl@be c&asrde & for@ll relevant rdutes of exposure
P

and will be applied fer th rop us@’ of the p % the, aim to minimize
exposure of-hu ans t the agtiv starQe as eh ast‘t@chnlé@b ible;
e A decisign ma anewo pos@ hich inchides @ysk calculations and

considerdtion of@xposhre st ies 1§rderw\t§ Verlt@ if t]@scer@ﬁos of use proposed are
leadln@ nglble osﬁ@ @ & < @
5 N
O S S S Y @
Mitigation r@sure@ are @Valu@@% ach they 10\§ pessible exposure of operators,
bystanders/resident§%and V%rker rin, han l:glg th O OD formylation or as a consequence of its
@

use. In the following, @se rios ide 1n W, expd8ure is reduced ensuring the least
posmbl@@ontact betw hu bei J;he p prot@ctlon@oduct (PPP).

IS
The representatw@ of ﬁhlacl@rrd % the ray aﬁhcatron in oilseed rape. A summary of
the use conditions, pre%nte the table. ©©

Table 7.2-1; @Cl‘lb@ Gz@ det&%me@)y t,h@p lidition parameters

Cro% Appl@ %@()rm%Q %wtl@ No. | Interval Max. Water
@’ catipn (QIau@ @ sta of (days) | dose rate volume
N @thod% @ a (B\ ) appl. (kg (L/ha)
Y . a.s./ha)
N & > | §
” Field SR
Oilseedrag& X‘%ﬁ;ﬁ 2400D)  30-59 1-2 10 0.072 100-300
NSO SE

< @
© S
S EHE
QQ 5 T
5 Bms@ XXX, SANCO-2014-12096, [...](2015) XXX draft, Commission Notice, Technical guidance on
points 3.6.3. to 3.6.5 of Annex II to Regulation (EC) No 1107/2009, in particular regarding the demonstration of

negligible exposure to an active substance in a plant protection product under realistic conditions of use,
REVISED DRAFT - November 2015
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In order to minimize exposure of operators, bystanders, residents and workers as much as possible the

following engineering control measures and safety recommendations are proposed: @ @@
Operators: @ Q\ g
Mixing/loading: closed system transfer and use of appropriated PE &@ @g

Points 3.6.3 / 3.6.4 / 3.6.5 (human gxposure) of§nnex®[ ok,

Regulation (EC) No 1107/2009 stat&that as a pre- requl idte

product is used in cl@ systems ogyin other co@mo xcluﬁ @

contact with humans. From a t@ncal point @f VI§ i&}mot@x

possible to define ghsolutely ck@ systems. A@%lose@ys‘[

only relate to a ‘nq\",. phase in the ll@ ‘of P ( %g. a sys m may

be ‘closed’ dufihg mixing aloadnﬁ’butézgjo ? ap& at1
PRE

Application: drift reduci noz@% an%%e of@%pro@ﬂte ~ %
Bystander/resident: drift redl%mg n@lees @1ffer @ne ©§ @7 & ¢

Workers: restrich igte d re- %antry 1@@rval@1tm§penod§ and @ of &gprop&
PP S
SIS @
Decisions on negligible exposur%are cBiisidered to i %ﬂp@qsk c@lat ons%@ratlon of

exposure studies performed under the C@letl(‘){:’ ) of t&@rop d s¢€ rio \\‘ Duse.
L

One possibility to demonstr@@% qu&ntlﬁ@e leve@for nﬁ&ghglh@ Xposure 15@) ap&r an additional
and protective "threshold" ot safety fagtor to %e refgvant foxic @glcal @fer ce value (AOEL)
establishing an exposurg %@vel wHich %'ar & ow &he level, whigh™1s o risk ‘even for the most
vulnerable groups. The lovel o the ad itio sa has been ﬁ%opos§ under the advisory
procedure described 'Mﬂic@A ofiR| gul%ion ( No N2/20© — to%@ 10, &\

In a 1* tier, risk a ssm fats mc ing Sfects o?add@nal ine r1ng cgptrol measures on exposure

are therefore pr teg % o& OEL and t{\add{mnal s@ety glns“ﬁhleved

In a 2™ tier, t@ ris @argm@to the@pecfﬁp hazg%!s re the @asmﬁcatlon of thiacloprid under
Regula‘uon@EC) N 1272%008@6 c<%&der§for d@l sio mak -;q These margins are often higher
than the fandard facto@f IQ@V rnparlng t fr@@ the study critical for classification
for calz/é§a ogenicity o@eproc@tlon tox «\(fem@y or*ﬂevelo@)ent) and the toxicological reference
value (AOEL) set r F@ula‘[ (EC@ hetg&npaiz@on with'the specific hazard AOEL provides an
osuynd &ll}ref @a hlg@r le@l of safety - beyond the threshold already

deanstra ® ne -19" ible exposure, a safety margin i.e. MoE of
at least 100 !@. co etb@hfﬁc’kgnt Tﬁg@rlsk% sgent is therefore presented for both alternative

approache% %?Q @
@ %

Relexant toxicolo %l refexenc \alu >
SN %%ML% @

Established AOEL

The Rev1ew epart réfor § lopﬁ (S@I\%O/ 4347/2000- Final, 13 May 2004) is considered to
provide tl@ %ﬂt scigntific &gform“@on for the review of the product. An AOEL of 0.02 mg/kg
bw/d @ sta@ d fr%‘}n th@rabblt developmental study (maternal toxicity) and a SF of 100.

Haza%d spe@@ A@ y\ﬂ

Ne hﬁexposure has to be shown for thiacloprid and due to its recent classification by ECHA RAC
as a 1

additional Marg@
considered as sa r§

B reproductive toxin based on effects on fertility and developmental toxicity in animal
studies.
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For the adverse effects of thiacloprid on fertility and developmental toxicity, which were the basis for
this classification, hazard specific AOELs can be derived. This was done by review of the @
toxicological data base on thiacloprid and identification of the overall NOAEL for each respe t1
finding. The respective hazard specific AOEL was then calculated by d1V1Slon@,f the overal@A&

of the specific finding with an additional safety factor of 100. @

The calculation of benchmark doses was not considered to be possible fo%the respectn@ffed@\l"hrs@
was due to missing dose response (dystocia, increased ipgidences of sfiltbirth at lower dosesy or

fact, that clear effects in the study were only obse at one dogp level (redl@d weights, @

increased incidences of post-implantation loss, stillbirth and cannrb ed pups). T@refo@ the hazard o
specific AOELs were derived from the lowest NOA of the res detive effect 1@e ava blﬁ@@.ldle N

The respective hazard specific AOELs for the rse effect s.0n fer@y an@ieve@pme@l tox@y
(as discussed during the RAC discussions) areg{)resen%d in @e 71%§ belcf@ @6\ \%

It can be seen that even the lowest hazard %em@ AOEL of mﬁ bw@y %Qllgl@nan the
systemic AOEL of 0.02 m/kg bw/day in tlic U

@ %, §
Table 7.2-2: Overview on hazard sg@c Q&ELS&@tthﬁaprld @d theg\der 10n Q
Hazard / specific OveraH@?OAE@’ ‘s Overall N gL > §ecli‘ @9
endpoint [mgll@bw/@y] ¢ [r@/kg @ay&@ § ety factor:
S @ S 0) kg Q\W/day]
@' ertility (farﬁatls See Apg\ﬂwzx IQ
Dystocia, rat [ © 2 @A\Q 20 @ ‘ @

Develo@%gnta@ oxicitg(for t#@tls se@pp&&thx II) %

Reduced pup weights N v @ N % 20 © Q §\ 0.2
(observed on day 4 § @)& ) § SES @

7. resp) c N @Zf NN §§ ¥
Increased inci es of D (o8 2 10 ¥ 0.1
post- implantation lo@éy %© RS RZ @b @ @
Increased Q@dences of %o %435 ) O v Ko 0.18
gy 5 e B
Increased incidences.¢ > N3O S 22N 0.2
cannibalized and m@@i s @Q ;%\ D é >
pups 9 é% - R IS S
Q@ ©®) @@ o\\/ \@ O\@ K

AN ¥R &S

AAOEL % Q@ @ o N

The %F SA gurdan@ or%sses®ent @ opear\ﬁ)r, worker, bystander and resident exposure has
propesed a number of chg ge@ currént pr@ce in assessing exposure to pesticides. These changes
include the 1nt1@ﬁlct1on of agute rigkZassegsments for pesticides which are acutely toxic by means of
establishin AA\O%L vaNie (Alute Aggeptable Operator Exposure Level) - a term used to describe
a referenoQ lr@agalb@whgw acut@ron—dretary exposures i.e. those that might be incurred in a

smgle cougzbe agesse@
%

& & CE Y
('@;@

EFSA (European Food Safety Authority), 2014. Guidance on the assessment of exposure of operators,
workers, residents and bystanders in risk assessment for plant protection products. EFSA Journal
2014;12(10):3874, 55 pp., d0i:10.2903/j.efsa.2014.3874

6
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Following the noting at the Standing Committee meeting in May, the Commission has
published a guidance’ relating to the implementation of EFSA’s non-dietary ex@ue >
guidance document. This guidance notes that the derivation of acute acceptable gperatofy
exposure values (AAOELs) is unresolved and pending development ofg’harmonize @ppro@

to the setting of an Acute Acceptable Operator Exposure Level (AKDEL) appli gnts are not
required to undertake acute non-dietary exposure assessments. % @

However, a new draft guidance is available fr&he EU Co@mssmn th 0 fm@%l
derivation of an AAOEL by using the AR%‘) as a surro Acute sug?s th@fore@
calculated and estimates are compared w1t e ARfD @O 03 rng/kg B Wth @pos

based on the acute neuroxicity study. @ Q @

The EFSA guidance does not COIltﬁlmQuHﬁbl@l‘thl‘l@@Oﬂ*ﬁ@ estln\fge a wo%er exﬁpﬁure

Acute risk assessment is therefore @rfoqﬂd o@ foréﬁe o@tor @id thQ bysta%Qer and

worker risk assessment only con ﬂ%rs O L @
% ﬂ& \ @ &% @ %, §

&> L0 NS S SRS

S & @7&’ o & &

% @@ 2
Dermal absorption of thlagopn@m t “pepr tatlr tlo@s eéﬁ.lated% vitro using
the representative 244 ‘, f@gmul ion an(@ium&@ sk1 vitro $ud @wated that the
mean percentage ofgf*“C%@naclgmd 01dere§w to bé\abs able 2 8 r a@eriod of 24 hours
& oo v S

© 0.2%firthe @ %aanon@mo e By S = O

o 0% fePthe {nerm@te dllﬁ§0 @”4 g @s /L) ar@ &
. 1@@for tlfe low Spray d%tlo\% 1 @ @& @

The usp of 0@@2 kegQ.s./ha%h 10&@&:5@& in ray, nce@atlon of 0.72 g a.s./L for which

a c@mal ab orptlon of 6% is @pro te tofde used”. -"\ se of 0.072 kg a.s./ha in 300 L
@ ch a dermal absorption of 14% is

q@ﬂts inas @ntr of 0.24 &a
propriate- g hw latte $r opox for usé in assessments (for details see CP 7.3)

to cover tuatlo S. @
2 @

Dermal absorption:

S) @
7 “Buropean Comrﬁsio@om fission G@dam@%ocument SANTE-10832-2015, Guidance on the

assessment gf<exposure of Qp ratorggworkégs, residents and bystanders in risk assessment for plant
protectlon@roduc%aw 20158
8 Europea@omrhigsion mlsg%n Guiglance Document, SANTE-10832-2015 rev. 1.1, Guidance on the
assessqient o pos gtom @rkers residents and bystanders in risk assessment for plant
pr ion ucts, xxx
% Alth the, ion 6f9.72 g a.s./L is slightly lower than the intermediate concentration in the dermal
ab tion @udy ( t%L) the value of 6% established from the latter may be chosen for the risk
This is don cause the deviation of the a.s. concentration in the dilution differs for a factor of <2
and a smissibility of the results can be assumed. In the present case the tested dilution is 1:324 (0.74 g
a.s./Lycompared to the dilution under evaluation of 1:333 (0.72 g a.s./L)). This approach is based on the EU
guideline (SANCO/12638/2001) for the evaluation of significant changes of the chemical composition of plant
protection products. Changes of = 100 % for concentrations < 0.5% are acceptable according to the guideline.
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this dossier as it allows for a harmonised risk assessment. Details of model cagﬂatlons are g;}enteé@j
in Appendix 1. @ &

An experimental operator exposure study has additionally been conduc% to prov1de§pos \dat@
when using a closed transfer system during mlxmg/loadn@ Data are tali%f ora hlgl'j,&gl\tler a’sgessm@t’

and replace the modelling approach where appropriat& A default y weight $ i@“per is
assumed for all calculations. A water volume of 3004[ /ha is assu resultlng 2 w@ 036@14%&@

dermal absorption). % R & & &

Q
The measures taken to reduce exposure of oper#tors t @@ ivee sg?stal@& as ch aé?echﬂ@ally
2o & @:
(O (4
i

possible consider the relevant routes of expo@@. @@
Exposure of operators to thiacloprid in th%240 @ f{@ulam@ls % uat@for t@foll@ng @rk
A
N S \ S
S S
e During mixing/loading: clo@sys@é% trax&er eq@pme@ @ @ o
NS
mixing/loading iﬁot in&uded @’the o del to 1 1ng§ohc§4\iata Therefore,
an exposure st has\be §ond§cted Wlt o&tors@lmngﬁclosed@ransfer system
D izl deitbred e S <
° uring applicgtion: e ng n@yzles
a @1 f «

C O
SN
Specific engineerind co rol asur% suc as &sed@@ran@ sy{%m during
equipment. T]@ study& use@ or th&risk assessment. O S
@ Q
The EEgA model pro§ es @exp re s@aam(@for drl@reduéﬁon nozzles during spray
) & Q Q)
appliggtions arable crops. Qe nsk ssegﬁnentt‘ﬁ pe@fmed using this exposure

f@

activities and mitigation options: &

%

2
S

miggatio tion. &
SR K@J % @b ©§ 2
w TN 2 N
Ina 15t

(S
the level 0@p0§ res@ng from th@rltch S 0 L/ha spray volume) is compared
with tl@oxwologmal@bfet& Value (A(@L) ag an acf&itloni afety margin of 10 (Table 7.2.1-1).

In a 2" tier, the h@@gm 0$Exp re t(N:he st@? Wlﬁ%% 1S rltlcal for the relevant classification under
Regulation (EC)@FIO 1 200831s ca &’late@fTabl@ 2. 1

A summarye rﬂ? ass@ e&ﬁs presgnted b@%w >
Table @ -1: Assessment § ne &%xpo&%e using the toxicological reference values
(A\@ /ﬁ EL) andv 1t1@l safety margin of 10
&;)%7) %urc N Sysﬁ@uc e@ ure % of % of Add.
(method) (ex@yeglmenta&udy Q@ @ng/kggw day] AOEL AAOEL | Margin of
m%eg) (0.02 (0.03 Exposure
@ § “Longep, Acute mg/kg mg/kg 210?
g @ ¢ terfd) bw/day)/ | bw/day)/
@ @ S MoE! MoE!
& SRR
cL T

10 EFSA (European Food Safety Authority), 2014. Guidance on the assessment of exposure of operators,
workers, residents and bystanders in risk assessment for plant protection products. EFSA Journal
2014;12(10):3874, 55 pp., doi:10.2903/j.efsa.2014.3874
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Mixing/loading: o
Closed transfer @
system, work wear, no . @
gloves (source: 83x101° | 83x1071° @ @
exposure study, M- &@ @
521971-01-1, @ \Q
Oilseed easyFlow system) % e AN &
rape o R N o =) v
pp © N NS
(spray Application: 2y N\ @
I Drift reducti N @ <) @
application) B Q @ § Ko
nozzle, with PPE? 0.000056 | 0. 000206§ @) %, q L @)
(source: EFSA %@ é &© S ©© é&
Iculat S o
calculator) @/@7 @@:@ D é . @
S Gog Y
& 2 @? &o\’ 0.7 @ >
Total 0.000056 (9000208 | ¢, 5 Des o | &,
S ég““@ 4 9O |& &
% S % ®

* 60 kg person, dermal absorption of 0.2% (cor@ltrate and 14‘@00 Lka spra}@loo% &bsorptidtdvia 1nk@1atlon§

I Margin of Exposure (MoE): NOAEL/expo%e NGAELion %mg/kgtggv/day @%’ed o bit clopmeittal study
)/

(maternal toxicity); NOAELacute = 3 mg/kg b?cd neur 0x1c tud& ) &
2 With PPE: Working coverall and protec@e glovesduring a }ph on < N> LS
9 % Q L S
SR RN @ Q

The risk calculations for nq{z@glble %xpos@se incl
exposure. Longer-term systemlc %expos
equates to 0.3% of the

mg/kg bw/day. This e%mate

@@’

of

GEL an@MoEJ)of 35¢t4.

eratoy’ is 0%00
Q@{eml&cxpoﬁ%e 0
ates@o 0.7% ftOEI@md MOoE of 563

cute

mg/Kg

1@7&: mfﬁgatlo@ cagyres for the r€levant routes of

bwalay. This estimate
@erators is 0.000206

)

\

S

Table 7.2.1-2: M. XpQs s%e t& e study W@l i @-« tlc%for %@ relevant classification of
*

@@mcrld uﬁder %egulaﬁg (E@1272@008§ N

o

& & O - & & & &
Exposure 2 Exposureamitigatiog @%Syste@c Ha@rd s e@ic overall NOAEL Margin of
scena/?@ S) & exposure” N azzéﬁ»peclﬁc endpoint) Exposure®
@ @ 10@@4@&@ . ke bw/day]
@ & N Qacut N longer-term
S Q (acute)
& & | {iglke bilitay] Sy
7 )Y .
@ * @$ q¢” ) &) pertihy: 357143
\©) (@) Q \\ Q\ °@\ @20 (dystocia, rat) (97087)
— RS & %]
@5 o xz;ﬁéias;gg@no @%: "@ Q\“& Developmental toxicity:
PPE (soutce: e 0SUTre N S . Q
%y stud, -52 @01 1@’ @ @ 10 (increase in post implantation 178571
application easyFlov&sttem@ Q0.00(@6 loss) (48544)
(oilseed @° N D (0,060206)
rape) $ A p%atioﬁl § 17.5 (increase in stillbirths) 38142955010
@ clqi%@ng) Drift @Qﬁ ( )
! redugtion nogzle, with PPE' : . T
@ (s@firce: EFSA calciator) 22 (increase in cannibalized & 392857
§ @g S missing pups) (106796)
S @ § N - 357143
N) % @ 20 (reduced pup weights)
O (97087)
* 60k on, dermal absorption of 0.2% (concentrate) and 14% (300 L/ha spray), 100% absorption via inhalation route

© Margin'of Exposure = hazard specific NOAEL/systemic exposure
! With PPE: Coverall, protective gloves during mixing/loading and application



Page 54 of 119

B
Bayer CropScience 2016-10-20
R

Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

The evidence of negligible exposure using the critical effect NOAEL for the risk assessment is shown
with the high margins of exposure. The risk assessment demonstrates that the toxicological refcééace &
values are orders of magnitude of 5-6 higher than the experimentally determined systemic exposures. §

>
& &
Conclusion Q> @

N
%
The term ‘negligible exposure’ is not finally defined the EU @er Statesi’ngmgs%on.@a

proposal is made to demonstrate negligible exposure teythe active su@stance thiac@ri the plant @
protection product Thiacloprid OD 240 under realgtic and prac@l conditig&@of usp in@vingé
professional risk mitigation measures. S Q R 0o N

@
Q o & < @
The results demonstrate that exposure is faond the\thresh@? alredy c@ide@ as @}fe
arg

(additional safety factor >>10 to the AOEL). Matgins of E ure of 5-6 @’ders% mggimtudg%@and

therefore a higher level of safety — exist c@sider@@ﬁ the eshQY]\‘d Va;]%s f e sp&iﬁ%hazards
relevant for the classification of thiaclopri Q‘g\y @@ Q@f S ©§ & °

The applicant therefore considers tha%xpaiﬁe @era@s t(&%ﬁiagk@%d ean be mitig to
. et @it o ¥ & S QN S
negligibly low levels under realistic cofid 1t1(3:1<&0f uge? .o %© C} @ Q Q
SIS
§© LSRN 6&7 o § > § i
CP7.2.1.1  Estimation of operator e r o L
imati fope %t@l‘ xcg@su S @@ Q& S @@ .
Operator exposure estimate@e perﬁ@rme@lsing t@é EFSA md@e fogsthe applicati@h using vehicle-

mounted/trailed downwar%sprayéquip@t (b@n). Détailed %alc@ions% presgnted in Appendix
1, Table A1/A2. N N 9 § S %@ &

@
The database of arah@brop@ayimg@in t@e%FS@%odi@nm@s da&with@p% and closed cabs but
no data for EN 15@ cerﬁ{ﬁed@c ed cdbs. Priﬁ toproof ofadditional q%ntiﬁcation of mitigation in
future exposure @@dies\@e ce@ﬁed cabs t}@%ﬁ or« are @side het€only as an option to replace
assigned PPE@ing@ op@tor’@y i@i@ie clesed cabjn. Asthe EF% model already demonstrates
a very low_ exposuf®” Whe‘ﬁausir@ drif%edu tiQ no@s du@lg ication the additional exposure
not

mitigationwyia certified Heose ins easpred inaf’ad t@nal operator exposure study.
gationy Blosed &ab e ditiBnal op P y

The dat&abase in the%@SA"m%el&ontai@}posyre ata%for gze cleaning of the equipment. Exposure
during cleaning measuredgh opérator e@%’osur@tud' s which are included in the Agricultural
Operator Expos@e \\@1 EM@ tha&%onsﬁ@utes the operator part in the EFSA model. The
AOEM dat co@ns nitm&g% d%&f ab@@ca ors who cleaned the spray equipment as part of
the expos%e study. WHen cl@ing %\;@s p@ﬁ)rm it was usually not monitored separately but
include the applicasion . In%bme die&%eparate hand exposure values for cleaning were
recorded. However@ cleaning was as ed t0We part of the application task, hand exposure from
both;v%’leaning as well appligation Was bined in the model as total hand exposure during
application. Clggning of the Qqui%?nt wds included in less than half of the trials. Of all the 344
replicates itored%ﬁuri application 144 replicates performed a cleaning. 97 replicates were
monitored diringd, 6w Tractor Mounted (LCTM) application of which 43 performed a cleaning.
The co utiog,of théélea exposure was analysed by the AOEM working group for modelling
purpose, The@tis ! ar@%is revealed that cleaning was not a major factor for exposure. The total
ha@@xpoe of @peratdgs was similar regardless of whether a cleaning operation was conducted or
not> Theretore, cleaning was not considered further as a modelling factor.

" GroBkopf et al. (2013): Joint development of a new Agricultural Operator Exposure Model, Project Report,
Federal Institute for Risk Assessment, Berlin 2013 (BfR-Wissenschaft 07/2013). M-525532-01-1
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The operator model of the AOEM was transferred into the EFSA guidance on the assessment of
exposure of operators. Since the exposure evaluation in this document is performed using the A @©
calculator the exposure during cleaning is included in this assessment as part of the applicatio ' ta.

Exposure is calculated for an operator wearing work wear (cotton/polyester%/65%) ang, cher@@l

resistant gloves (nitrile type). Calculations include spray equipment with d%ft reduction n@zzleQ %
. 9«
Detailed exposure calculations are presented in Annex I, le Al. v \ KN
%ﬁo @ SN & e
Assuming a 60 kg person and dermal absorption of 0.2% for the prodit and 14% fér the@ute@pr é
(300 L/ha) the following exposures are calculated: @ & ©§7 @ @q}
Table 7.2.2.1-1: Operator exposure as a prop@)n of AOE% and @%)OELQ \& © @@}
Qy @V \ N
Sys@mlc e@posu&(mg/(}% bwg%) > AN
® N
L&%er«t&g{% @ . N Acute D @7 §@
\—)g
Mixing/loading 0000102, 2 S Qoo & | &S
< S
Application <O gwoose” ]+ 0800206 g@ 2
X S N Ol S
Total @ « “0.000158 f@@ o> £9.000 195 SN
ws ST o VN @ g @

RO A
e QO N O .
Total systemic longer-tesm ex%sure isD. 00@ m@ékg bwiday. This cort spo@ to 0.8% of AOEL.
Total systemic acute e@osur@s 0. 0@’9775 h/kg @/dag&@his gwres onds %@6 of AAOEL.
> @ &S SN
@ & X
CP7.2.1.2 @a o N emer& of %)eratug\expg\mre > W §

Although an @pos@ 10\@@ than 10% % the @%EL@AO@ can @e demonstrated with the EFSA
model, redf@tion of operator %@s@n b@chlev@ by@sing @osed transfer system (easyFlow)
during @mg/loadm GA d r1pt1 f the ap atlo@eth@“ls provided in chapter ‘Method of
application (KCP 3,8); 1. 3 ‘Slose ansf@ yst ./ ea@QFlow’%\
Exposure durin ﬁlxm /load1 wa ?ﬁeasu& in & opggator exposure study using the easyFlow
closed transfer syste -Q e &;‘uv’of this stu <;§estabhsh generic hand exposure data when
the closed @nsfer@syste@ eag{l%low NS use% Th%study was conducted under GLP by Bayer
$
CropScienge in Germany. § A=
. &) Q @ @ o\%
A summary of the @y d@ggn a@the Iégults@?rieﬂy presented below:
N N

Report: @"

;2015;M-521971-01
K O

Title: @ N Meg&utemeritof ha@ exposure when loading a product using the closed transfer system
N %o eagyFlows, Q
Report 1%@ @@Q $4150
Document No: M-5 1-01-1
Guld&les: @@ &> '0,E3€.D. Series on testing and Assessment N° 9, Guidance
N @) v ment for the Conduct of Studies of Occupational Exposure to
Pesticides During Agricultural Application (2002).;not specified
GLP/GEP: yes

Material and method
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The study took place at the Bayer CropScience AG’s headquarter in D-40789 Monheim am Rhein,
Alfred-Nobel-Str. 50, Germany in the Application Technology Unit building (building 5910) @the
4th of February 2015. Q\ @

S
The easyFlow system consists of two adapters, one is fixed to the tank and ther one is @(ed t@@
product container. @
The study was performed using a dye tracer (Brilliant Blue G) formud@,%d in a 11@1%9 fqrﬁﬁllatl@g
consisting of 83% w/w Glycerin, 0.5% w/w Brilliant &éG and 16. @8 W/W wate@B 0 2@ @
014269). This formulation was provided in 5 L <<mlsters The @6 ncentratlo&Qf t@dye an theé
formulation was 0.5% which gave a dark blue colo O the form@on . @

Five operators (two Bayer employees and threeers) wer &nvo‘l\& in gé}e s‘%iy On&%neer

employee had worked with the easyFlow clos@d tra sysﬁ@n be{&e

As it was not possible to cover the quangity offgﬁfodu@used all%an rotect@n p@cts@jﬁne
exposure was measured for the complet&%adl%\)f %\ont@er \&%@h is @ ﬁem the fo ow§ one
operation. Q g& "\9 \& % @ ©
O\ R SERAS

During one operation the operators perfofined the following gasks: @m%& onesfive l;l\f@ canister,
cleaning of the canister and the ¢asyFégw S@%m exclignge Q@the &syFloW adapter on a new
canister. Briefly, the operatoned@?e canister @ewei@e a@ter on it an@erfc@ned the loading
of the product. When the é:%mst@gwas (@®) ple&@ly emptied thto the fank,Ghe operator cleaned the
canister and the closed, tl@lsfer @fste@@%lth qhe ﬂ&shmg water @)ly@e ided with the tank
adapter. The operator then the ste@.rom @e t%{ uns&éwec&i adapter from the

canister and placed itOn a n@ 0% § o> é &\
Fortification of pos@ glm@s w1t‘1%kn0wg1 quaﬁ@les @%nl@m @ G were performed during

the study and ed t t%r 51dtte§ werabl&& S §
Residues o%Brﬂhal@’Blue“@ We@ extn%cted %Q% san@es an@qua@@%led using LC/MS/MS detection
system. @\ % @7 @ @ \
AN .g@
The Limit Of Quant 1cat1o°m 0Q) was mple (one of loves
Quani % Q ¥ hgfsa pl@g( péir of gloves)

The Limit Of Dq@tmn@OD@élcul@@d W&f@j 05 u?/sam@}e (one pair of gloves)
@ ©© . @ & @ &
Findings ©© ©\ %?Q @g@ @
The sy %allows loa@g the\grodu@ intoghe ta;nl&and cleaning the canister without contact with the
product@llle efﬁcaq@f th%camstse{s clgmngo @own on Figure 1.
B

The\‘ormulatlon of Br1@§ @’ue G % a§< blue liquid, therefore any contamination with this

formulation is @ry easy to q\lo I@ spots were seen neither on the gloves nor on the system

itself or on @ sur%% of, tanfi\and @f, the canister. The gloves looked dry and clean at the end of
SRS

the task. < IS Sﬁ Q

S &S

F 1&,& 7.2:132-1: &ca@s of the canister cleaning
N
&
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@
=
¢G

The residues of Brilliant
as presented in the Table&belov%

Table 7.2.1.2-2: H@ expo@re@’o gt rs @g e \Flow & &\
Q) OR ator L esi of iant
Q @ N @ [ugisampl §1ue%’
O > O O « f{@% g@ O [pg/séinple]
= R = | © g &tod
AL & aoB &7 § ~ ] o<LOoD
: RSN S0l [ X <LOD
ren wrcalglyran::
L Lifnit f uan fi n
$ @f::i (?f i@ctmcaéﬁ&)D @’Iated = 0.05 pg/sample
N %
Concl § 2 R S
onclu S N \@

Theé%hdy demons%ate the@@erat@ 1s nd€n contact with the product during the loading of the
product and the@lreamng of the an%@r wheh using the closed transfer system easyFlow.

As no resid &W%%Zte in the stugy (all samples were < LOD of 0.05 pg/sample) exposure on
the hands 4s prac@ally @@0 @a convention in exposure assessment 2 of the detection level is taken
for the& os@est' ation fesulting in hand exposure of 0.025 pg/person x day. Assuming a body
welgﬁ%f 6@@@%@ thescalculated potential hand exposure is 0.0004166 pg/kg bw/day.

Hgﬁd ex ure is the @n source of contamination during mixing/loading. As no residues were
detectéd)in any of the gloves samples additional dermal exposure of other body parts or inhalation
exposure is implausible.

Assessment
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Potential hand exposure is 0.0004166 pg/kg bw/day (using 2 LOD). Systemic exposure is calculated
with dermal absorption of 0.2% for the neat formulation. This results in systemic exposure of 8. IR
1" mg/kg bw/day for an unprotected operator when using the closed transfer system. Protectedshandsy
would furthermore reduce the hand exposure. A theoretical calculation for é additionalpos@y
mitigation is considered to be dispensable and is therefore not made. When Kahd exposur % <LC

potential for body exposure is considered to be unlikely. %% © § @

These results show that an operator using the easyFlow é@em during @%xmg/loadn@has @expo@%&: @

to the product during this phase. The exposure can be &escrlbed as b@g neghglblgy@ @ K©
@ $
QN Q %" & & @) &@
Q,;@' N @ R o @ @
RN 6\ <

o .
CP 7.2.2 Bystander and resident e&osué@ <~ g\f I~ @ SRV

The EFSA guidance on non-dietary expo%re (E A m@%el) 1@sed t@ ex sure @ess % n@hios
dossier as it allows for a harmonised TI&NSS&% en@tﬁ@etaﬂ@f th&%aodel@alcgapon\zsgre presented

in Appendix 1. %, °\ ‘”\9 S
An experimental bystander/remdgt exp@ure study Has be con@ted@% support the” exposure

modelling. Also, DFR studies With Ghe r ese@ve @mu@@on lééﬂ conducted. The
experimental studies are tak@@ for’é\’hl%fr tier @posge as@me t of b@tandés/residents and
replace the modelling appro%h where a pr1 - A dgfault body weight 0%0 k%person (adult) and
10 kg/person (child) is a&@med @r allﬁul @ spraéyolulm; of 3@ L/@s considered (worst

case, dermal absorpt1qg14%)@ & ®) 6@ = N @

10 N Q A
The measures ta?g&) reduce éﬁ\o sure%f by§§nde@%51 nts to He act%e substance as much as
technicall nSiler the TeleVant rout fire. Ths folloWi itigati
echnically possibile conSider &h@ relevan r\eg es o@xpo& e @@ olleWing exposure mitigation is

considered: _ S AN
S & o & WP & O ©§ o
o Du%ng app@atloerlft@duc% nozgles  qp @ éw;\’
Longe@m exposurejs cal§ated @ h@ reside@t: Ac&t? (sh(@ term) exposure is calculated for the
bystander. The ex re V@l alues afe-commted % th establ@ed AOEL (0.02 mg/kg bw/day) for the

resident risk ass%@nen%and thg@mpos@l’ AA@L (@}03 mg/kg bw/day) for the bystander risk

assessment.@ @ @ \@ @\% O ©@ @
ry P S Y & O
Summa D %?Q @g@ @

Altema@ approache@re %ed t&verif thato{ﬁé exposure is negligible. In a 1* tier, the level of
exposure resulting fQm CI‘lth?GA:SOO @a spray volume) is compared with the toxicological
refésgnce valuew (%OE@ andn a ional safety margin of 10 (Table 7.2.2-1). In a 2™ tier,
the Margin of Exposure to thQ stu hicks crltlcal for the relevant classification under Regulation
(EC) No 1272/2008 T%cal ted (Table 7.2.2-

A summ%z of thé\’lsk @essr@tt is p%ented below.

Tabl 2.1 @ As %meﬁ@of negligible resident/bystander exposure using the toxicological
@re&e values (AOEL/AAOEL) and additional safety margin of 10

Expos@Q Target group Systemic % of AOEL % of MoE! Add.

scenar exposure” [0.02 mg/kg | AAOEL Margin of
[mg/kg bw/day] [0.03 Exposure
bw/day] mg/kg >10?
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bw/day]
& &
Adult 0.000672 34 y 2976 Yes o é§
. S
Oilseed Resident? < @® @
rape Child 0.001253 6.3 m §592 Ye$ . N
(spray L
appl.) O e @ 7
Adult 0.000807 - 2.7 3717 | S XCSeq
o o NN
Bystander? Q 2 @ © 8 g
Child | 0.001484 < W 2022, @s & O
@ O Sl &
* 60 kg person (adult), 10 kg/person (child), dermal absorptig 0’ 14% (300 L/h\§pra 2 bo%@orpt@g ia inhalation N
drift reduction nozzle AN @ 9 @
I MoE: NOAEL/exposure; longer-term NOAEL = 2 mg/kg bw/d based @@bbl@elo@tal s@t ( térnal t ﬁy),
acute NOAEL = 0.03 mg/kg bw/day based on neurotexicity s@ 2 &,
2 All pathways (@) @ @ @ & % <
3 Worst case single exposure pathway ‘entry into tre§§d cgo@’ @ Q N ) @7 @

The risk calculations for neglig

reduction nozzles). Systemic expx

oilseed rape is 0.0007 mg/kg bw/da
equate to 6.3% and 3.4%

exposure of adult and chlld,

treated crops’
estimates equate to 2. 7% a

is 0.0008

A buffer zone wouldsfurt

buffer zone additio

gscalcu

4 9%
Riore I@uce
10 ..Q or l@r 70

he &@EL &d

ay @nd

Grt A

e gsur@\
a

of

0
L a
S €

/da@ re

6and 1

15 mg/k‘@bw

ESf 370

sur is alr%
re @nmd@eyred to @ dispénsable.

Lé% e)&gosur nc en: eer
ure@ ad@§nd§e 1d ﬁé—ﬁ duru§ §

nd 0:0013 ing/k

asur(@ (drift
ation in

tively. These estimates
@ect&ely Systemic
tanders$or t e worst Case Q@iglg éﬁpos%re patlfway ‘entry into

V\% Y, e@)ectlvely These

022
very

respectively.
low without a

N & ¥
Table 7.2.1- @’[ar@ of @)osuéﬁo @tu%@ hlc@ls cr al f@%r the relevant classification of
thlﬁloprfﬂﬂund% Re%latm C) (@, 2/20 éw;\’
QD DR ¥
- S ) S )
Xposure T%@et group %y @emlé\ Hazard3pecific overall NOAEL Margin of
scenario § AN Q7| . exXposu & (gz rd/specific endpoint) Exposure®
& @@ ;ﬂ@g/kg hwrday] [mg/kg bw/day]
N o
@ O <& 9 o | @) Ferﬁ@i’ty:
Q < ©© \\ Q\ @\ &R0 (dystocia, rat) 29052
3 N @ @
@’ ) @) QQ @%: o@ ° ¥ Developmental toxicity:
o S
Q N
\y\’ v @ 0\@7 @ @ 10 (increase in post implantation 14881
Slr?raif o © Ai@ @ .00&@2 loss)
application .
ilseed Qe“de\‘%“ § N @Q 17.5 (increase in stillbirths) 26042
= & é\’ 9 §9 AS) 22 (increase in cannibalized & 32738
Q@@ §) J @@ missing pups)
&% @@ 5@@ N 20 (reduced pup weights 29762
Q© Q@ <
. Fertility:
(’9 Child 0.001253 20 (dystocia, rat) 15962
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Developmental toxicity: @
10 (increase in post implanta%n 7986
loss) @
S S q
17.5 (increase in stillbirths@j @396%\
©
2 crease in canr{é%ﬂhzed & 17’&5@?
-@jng pups) é} ©\ @
<20 (reduced ppSveight %@ S S
) (reduce pi eights S Q ©
N AN 7
o1 ° Fertility: 9
. 20 (@s@a ra«t;\@ N@J Q6\ ) %%783@@
Q %eve ent@xrcrt@@ 4 %
S 2 S 9 & e
&W\? \\ \\) (1nc@se 1ng%% 1m&l atlo&a 1 39§
Adult Q@o.oopgw lossg % & @ @w\’ O
&3 %,} \Q K5 (1n&®<@e 1n@mrth©s)§ § @85
@Q &@ ggj) @622( se 1§%<3©ann1bed %@ 27261
F T :
Spray 5 S @ Ay (reduc%d pu@ights\@ © 24783
application Bystand &) S) N
(oilseed ystander % 7 § 51: s @ R @
ertilig): @
rape) 2 SR Z o D o . 13477
ST <& o § Odystod®, rat)% O
§ é Q\g Q@ N . @evelo@%ﬂtal walt@
O S N &
©© @6 @) q K@' %\’ }b 1ncr§n p@t implantation 6739
! v %hﬂd@ 0001484 ss)
P g S
&@\ @@ § @ ©< l@mcr® in stillbirths) 11792
@\) é\ éﬁ . § «p;\ %22 (merf&se in cannibalized & 14825
@Q C% @ %\ %@ ©mls%g pups)
@ § @© 9@7 °©\ § 2@freduced pup weights 13477
Q O N
* 60 kg persqn, dermal absorp®n 14§OOL Spra @@OO% orption via inhalation route
° Margin o osure = hazgrd specifgNOA exposyre
@5 \% Q THER
@ N S0
@ @ S
Coﬁe,lusmn @
The results e@ronstrgte t ex ~Q re 4 far beyond the threshold already considered as safe
(addrtronal to me A . Margins of Exposure of 4-5 orders of magnitude — and
therefore 1gh level@ @st con51der1ng the threshold values for the specific hazards
relevant the mﬁ@tlon thracloprrd
The hca {Otherefore ca§ ders that exposure of adult and child bystanders to thiacloprid can be

m@ted @)#h

igBly 1@ levels under realistic conditions of use.
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CP 7.2.2.1 Estimation of bystander and resident exposure

The EFSA guidance on non-dietary exposure is used to estimate the exposure. The expos@ INQ
evaluated for a downward spray scenario using drift reduction equipment but w%hout buffer z@

©” O
Four pathways of exposure are considered: § S RS
e spray drift (at the time of application) % § @@\ &)
e vapor (may occur after the PPP has been @phed) {*ﬁ y;\ N é\ﬂ
o surface deposits & Q@ @© @\ %@ &
e entry into treated crops & @ %, QQ S

For the resident exposures, 75" percentiles are @@rjmdered fo@he %ﬁgle Qlwa&s and @16 t&tgf
exposure from all pathways is calculated as medpvalue. For the bystéader eﬁ @ 95™"perce

are considered for the single pathways only, (no to%lo exp@re %%ulq&@ fr& sin f%’pat]a\g s)
Exposures are calculated for the use of drift r&uc‘uo@noz@%

4
Summaries of the exposure calculation %ysm @é lglat are ente(@t)el Det@ed
T T g e e D

calculations are presented in Appendix abl%\A2

. o S &
S & Sy & o
Table 7.2.2.1-1: Resident exposuregcalcu@tlon (usmg fhe E cal to@ S %@)
f(\
Substance ~ Thiacloprid GBnulat e phc \) Vapo\r
@
S 2 ncentrates, ate-g@ di utlon% &ssure =low
%G, emul3iffable /ha, @) 24 %a s./1 tile
é& co trate@%. @ N ¢ysubstances
o\@ 2 § & o %", S % having a vapour
% @ § L N pressure of
v £ .9 O & N D Tsvioara
Scenario Oilseed utdomg Do@ard @ymg @e\}nd@ounted -Drift @ Buﬂ&; 2-  Number
Reduc 3 @ applications =
N \© &\ 0\ & @ 2, Application
©© D & @,\ § interval = 10
S N ®) O « f% @ days
Percentage Dermal %ot prod%t = 0.% Dgrmal fgrin use (@,& Ordl = l% Inhalation
Absoprti?:\ 9 % {&N ation&4 @ @ =100
RVNASS  0.02 mgm@w/day@ @% S % ROV/@&S 0.03 mg/kg
AS & bw/day
DFR 3pug @%m&e\kg @ o3 Q @ DT50 30 days
@\7 NN @@
@ “« Qo 0O
o &
Resident - . Spray drift (75t®>erc ) mg@ow/d@? @@ 0.0005 % of RVNAS 2.27%
child =) S
@ Vapour (75tﬁ@ercen@e) mgﬂé”bw/d@s 0.0011 % of RVNAS 5.35%
% Surfac@osu@th pe@nnl%@g/kg @%day 0.0002 % of RVNAS 0.92%
S Entry into treaf@d cr({@ﬁ\%th @rcentl&@mg/kg bw/day  0.0031 % of RVNAS 15.26%
@

@ paﬂ%ﬁs (w@ mg/l%%bw/d@ 0.0039 % of RVNAS 19.44%
Res1dent@ Spr@nft (7@4 perc@\\gle) mg/kg bw/day 0.0001 % of RVNAS 0.54%
adult @

¥apour @a pegghnle) mg/kg bw/day 0.0002 % of RVNAS 1.15%

@

Q© @Surface%epos@ﬁth percentile) mg/kg bw/day 0.0001 % of RVNAS 0.31%
@ Entry into treated crops (75th percentile) mg/kg bw/day  0.0017 % of RVNAS 8.48%
All pathways (mean) mg/kg bw/day 0.0017 % of RVNAS 8.39%
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Bystander Spray drift (95th percentile) mg/kg bw/day 0.0010 % of RVAAS 3.44% @‘
- child -
! Vapour (95th percentile) mg/kg bw/day 0.0011 % of RVS 3.57@@ ©
Surface deposits (95th percentile) mg/kg bw/day 0.0005 % of @?&AS 1.79% i <%
a
Entry into treated crops (95th percentile) mg/kg bw/day  0.0031 % @%RVAAS @O 1 7@ %@
B K o
@) &
Bystander Spray drift (95th percentile) mg/kg bw/day Xt~ 0.0003 Q@A) of RVAAS & &@\% %, &
- adult _ \\)Q @ 3 3
Vapour (95th percentile) mg/kg bw/day @ 0.0002 & % of RVA@? Q T1%Q) 'S
Surface deposits (95th percentile) mg/kg bw@ 0.0002% % ‘of R@AS & 0. 62">‘\J @
/) @ 5
Entry into treated crops (95th percentile) mg/g bw/day 0@’17 ° % OQ&VAA% {{76% %
9’ v
é @ % & @& S

(S R— 9 .
¥ eE T g
The evaluations based on the EFSA cal&ﬁfa‘[om@ultm total@hlld &e%dent@x @ge of 0.0039%&g/kg

bw/day from all pathways (19% of t @@A OE@ an%@a t&@“ adq,iy emdmt ex .00 1®mg/kg
bw/day from all pathways (8% of th€AO Rm @ @
The EFSA model represents a ]@r 1 lcul@on b@d @efaul@val Ex 1memg\\f data from
bystander exposure drift st@and DFR sfidies s 1ng O 240 on qre available to
calculate realistic exposures for all Eathw@ys Data an xp&@e re@nemg@nts are@resented in the
following chapter. i @ o4 2
5 & & < Q1

o\ @ @@ <®§ @ @@% K% % §
CP7.2.22 irem@nt @ysta@der r&g&%ent @pos@ve
This chapter res § expsrim t@da ﬁr ne the*@ne @sure athw,

porpresls exprimen{adatat ot b oxgibur -

@1& the tiye of a@\@hca&%) A
(m%occu §:r th%PPP fais b;@@bappl§ @

@3 surfaceg\igeposﬂzgy S QO @ @’
\ . entryé@o tr@d cr@ . @Q § . &
O &\ & O O
A bystander/res1@t study hasd@een e@du e@’usmg@he "@uaclopnd 240 OD formulation to measure
the exposure via spra@ ft. §& d@areised to.f& me ¢ ‘Spray drift’ scenario as calculated in the
EFSA mod @The@ quléﬁents\to ure-by: der and resident exposure are laid down in
Comm1531 egulation N 28@013 12'he stady \@ performed under realistic exposure conditions
taking i @ ccount th@yrop@ condi ion§) useNThe experimental study is therefore considered to
be the Beést represgptation o by&ander&a d r@en‘[ spray drift to thiacloprid using the OD 240

@ >
forn{ﬂatlon in oilseg eed rapgs Q S

A comparison apphca@y 101 p: ame@rs an@glwronmental conditions pertaining to the sets of data in
the EFSA madel ( dlé§ and te bystander/resident study performed with the OD 240
formulatim@prem d1 e follow1 ble.

Table 7. E&Z 1§ompﬁmson@}’bystander spray application details

Paraniéxer & Q%‘rhl loprid | BREAM Notes
§ @ @| bystander calculator
Q S drift study input

Y
12 COMMISSION REGULATION (EU) No 284/2013, of 1 March 2013 setting out the data requirements for

plant protection products, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of
the Council concerning the placing of plant protection products on the market
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with OD 240
Test item Thiacloprid Tracer Formulation effects on drift are not conﬁrmedgo
OD 240 (Brillant Blue) | product specific data should be used if availabféto 4
exclude any potential 1mpa%from the formifion ©
that is used. @
Crop/target Oilseed rape, Bare soil / OD 240 is sprayed on tal@ﬂseed rape BCHo 3y
BBCH 65 lawn flowering) but not on Bare soil or lawgsThe hase)
filter effects especially if tall crops‘are congidéred. X
Nozzle AT 110-04 FF03110 %ﬂnft reductl@ozzle was u@%& in %@D 2@\
Nozzle type 75% drift Regular sl Dl wa@easured %
e — §7 he BREAM data are basei@use o@onve@ nal C&
flat fe;ln nozlzﬁg A&&tm}e s cgénpl@lg:@
was the anly dataggfavai e mo
@ cgnmd§n adjustmentgfor d \reducﬁen by, &
N ons % as ?gfi?ehable@actor However,”
© % Jmea@red d@ are pgterred® calcgilated Lo
Number of nozzles 56 48 % . 07 | QD240 study re resents@vo passes of -m b@m
{\9 . \\ %e@ lectn@all r% Srticlestof 2 swaths.
Q@ g&\ stud@epresgnts si p'a@ a245m
RS boé@ It is ed t furth€>upwid® passes could
v al deif; butth¢ wind

S S ntrlb@ addi
Q © @) nd1t§ f? ent @1 and Ehe additional
@ R w Q contr@a 1on m inc w1nd nozzles or
O pass is cc@&der@)to be re atlvel@small

Crop height 1.4 % | 0—805 m@} Ctop helg\ﬁt b height4nd l:@j)m height above

<
N (bgre soi crop yader representatfye conditions (bystander study
% . short/ 6@ With& %) are relovant isk assessment.
< € Bé&om height of 08¢ m abdwe bare soil does not

@ &
Boom height é »1.9 m § 074 N @1 the useeonditions of the OD 240
‘Jormutafion impilseed@ape.

Boom height abo@ m S 0.7 & The @tim eightis 0.5 m. Spray drift increases
crop ©© S © QS Q&(@j ((}@”\9 w@ boo elght e EFSA guidance notes that the

@ B % N del d8&s no ﬂ support estimation of exposure
. © %, %, % @ om @raymg%her crops. Boom heights higher than
Q\ O XL @ & 0.5% Wwouldereate spray overlaps from single
AN @ o\® @@“ o\© noz7les. <A double pattern overlap will result when

e o 3
Y & SHEE 2o boom h%%ght is 0.7 m which should be avoided in
N & N © ract@.

Forward speed _ ~ h@ @@f 2.6 km/h ©@ o(s"sv Agricultural Practice enabling a safe drift
N . %%otntial requires a forward speed of maximum 8

@© AN Q\ 9" L4an/h because distribution problems increase with
A\ L .9 -
N) . speed above this level.
@7 % R © @ "\%
s N % @ @& \© The EFSA considered a speed to be the upper end of
N RS N Q S the current “average” in the UK based on expert
o v &@ @ &© opinion (i.e. 3.5 m/s, hence 12.6 km/h). A 2004 UK
&@ N q Q survey showed that between 15 and 20 % of the area
@ % § RS @ treated by large or self-propelled sprayers was done
A Q) ) using average speeds in the range 13—16 km/h
Spray cor@ntrat@\r 0%5 g a@ﬁp 1 ga.s./L EFSA model uses 1 g a.s./L to generate unit values
§ N %pray@ spray which can be adjusted by product-specific values.
§ @@ @g N 0.35 g a.s./L is the representative product-specific
& value.
Wind s&@ 2.6—-4m 2.7 m/s 2.7 m/s is upper limit of what is considered
acceptable for spraying in the UK Code of Practice.
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The experimental study is considered to be the best representation of bystander and resident spray drift

exposure. The main reasons are: @ @
1. The experimental study is crop specific, while data in the model (EFSA/ AM@’
only consider application on bare ground/grassland. Crops have filter @cts capabl&@ 1m@t
on spray drift. w
2. Study is performed with the formulation under evaluatro%%yhrle the mo@§1s k§ed %
a tracer in surfactant + water. @, N % \\ @}@ @

@
3. Experimental data (measurements) achieved with th@i@gmulaﬁon @der [0 uat@r are é
more relevant than calculated data from elling. TheS BREAM m use %g@)iric
relationship between bystander dermal re and airbe SEEy C entr jons. It es@e
output from the mechanistic Silsoe /’ el whicH predicts orrreé@pra
determines the potential dermal exposure of @émd or m&and& tan do‘&gnwm&of the
spray application. The empirical dat43n tl&@hode@s %arl r&thls 1Q§mluded
in a probabilistic model such as B%EAN@ it d@rmm@ the Varlab@y of fhe m, L@ut
and therefore unrealistic high v \of e uppey ce ‘f%?es _(®orst \z(;gase X Wor§case

assumptions). Analysis of the @ }é@ has §hown @at th@%al @ osurey at the
95" percentile level do nap) at&Q rﬁ@sur s@ey %(ceed the

measured data by a factor Qf 5- 10 @
3 S
> 9 @ i N
Additional DFR studies hav&\be ond § wi the 240 OD {@mula@)n t%letermr@e the extent and
decline of dislodgeable faljar re ese @ata are sed to refﬂ@» the “sSurf: g@deposrts scenario

and the ‘Entry into treatéd crops’ scenafdo. F@on encZ@?ﬁsons&reﬁ ent%@r the vapor exposure
is also presented here slt@sed oc1@ guidénce 1@1’ma& N

Spray drlf@ q @ S @ S
11dr

Exposure of ad vi spray Q%ft W&ﬁom@red gg%ng@&@iy application of Biscaya®
240 OD in oi ). %hca&gns V@‘ p ed according to the critical GAP.
The study was com@’rant Swath GZ(J@P and carried Qut 1n OKCD &Iﬁlehnes The study is considered
acceptabl&% terms of design %@ Va@ @

\

<& \
IS 3¢ 25PN IS
RO O o &
Report: @Q B3012; M- 430075-01-1
Title: @ A &§esr}deot s oprld from spray applications with Biscaya
Report No.: 9 AN @\

R~ 87©
Documen N M:-43907581-1 ’%T’ 5 % %@
Guidelixes: OQ D (@dance%ocu@nt ox. the Conduct of Studies of Occupational Exposure
Qo Pe%ﬂes rlng@rlcuk al Application, Series on Testing and Assessment No.

o 9,1 N
@° Eq§ 9P pr% tion - Methods for field measurement of spray drift, ISO
%866 (E@ot sp@ ied

GLP/GEP:

N @

SN
Q@ § @ § Material and methods
<
Plantgp%’otec@ pr t, v Biscaya 240 OD®
il Dispersion
@ & S 0il Dispersi
Active substance: thiacloprid (240 g/L)

Field study location: Germany,
Application: April 2012

Crop: Oilseed rape
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Quantity a.s. applied: 0.3 L/ha (nominal 72 g a.s./ha) .
Bystanders: 9 adult and 9 child mannequins @ o

The dermal and inhalation exposure was measured using adult and child ma@quins Whilply@
Biscaya® 240 OD and and the tracer Brilliant Blue FCF® (erioglaucine, E 433, a triarylme harg ye
food additive) to an oilseed rape field in Germany. The spray apphcatk%‘ls were per@n @nh %)
commercial field crop boom sprayer with 28 m boom width. The sprai\%vas apphegkﬂ%»n aneven, Qo

sloped and homogeneous oilseed rape field of sufficient ¥ize at full flgw 7\ ring grow%étag B9) @
in two swaths parallel to the length of the pre-defined spray @ area. Croprgcanogy-rea

average height of 1.4 m. The spray was applied w' the boom 0’ m gbave canopy &eig t. &soayﬁ@

240 OD was applied with the label specific rate@O 3 L/ha (B@mnal@ ga ‘Stha tl@clop@gi) ugfg
TeeJet Al 11004 nozzle. This nozzle is clas&ﬁed i (ger asi@\75‘)/ @rift @ucm&iﬁlr imjgction

nozzle. Brilliant Blue FCF® was applied 1®paral@l un@r th .o at1 nditions t usmg
standard nozzles (TeeJet XR 110 04). D{%e rat.was (%3 kg/@ A water @lume 20@3/ha vas
applied in both scenarios. & \ @} S

Spray applications with Biscaya 2@0 %nd B@EI @lue 8 F w@m pe @ nder 1 entlcal
conditions using the same trac%% and @prayetsat thevsa el am% ay under
comparable climatic conditions. The tr@l de% allos the@ymp&@on adub d child exposures
from drift using either standaozz»]gs or driff redgtion &@Zle%gvanous spr@ dlsté%ces

”\7
A total of 18 mannequlnSéepres@mg gd)dult@d 9 ¢hild by%anc@/reﬂg@ﬂts weye monitored. The
site provided an even,«q6t sloped arfd ho@gene@ys o@d rdpe ﬁ&i@ of@fﬁment size at full
flowering growth stage (B 6% to f@foeque@al ay wathg\@ allowed to position
replicates of manngguins a Va%ﬁéé dﬁ@nces G§md in order @ mositor a range of potential
distances where bystandets or & nts hay be exp: dugng applicatio
e or segientay Q To

(CIEENN & Q> %,
S @@ O © @ & Qo ©§ o
A & \@Q o S <0

N R
5 & & & = &
@@Q@)@@@@o@@@@
M N
S\ L 4+ 9 @
@7 @Q@"o%
°\Q @\
Q N &9
%o v\y%o@@\
N @?\Q@
> &Q@&QD
@
U Q
&§§©%©@
$FES
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» Q> @ @ S Q X
) ﬁ @
Fig. 7.2.2.2-1: e nequin po{monm@m bygtand& es1§nt ex@esur dy
The dermal e@sm@as d@ermu& wi @h &body@os1m§s Ea%\ﬁ mannequin wore dosimeters

consisting of a shof@sleevid T-shjrt ar%sho ng un erwg@ (long johns and shirt) and a ski
mask covering the head®\I'he sle of 1& shixts W%QON@also cover the hand. An additional
hand imeter was eref@ not incl T@s clothing, s6heme allowed the determination of
potential dermal e@%surt&repre@mn @persa@ wit Vlﬂuaﬁy\ no clothing as well as actual dermal
exposure repres 1ght per& Wearmg onily little clothing. Inhalation exposure was
determined by@he us a @sona hng p gonnected to an IOM-sampler with glass fibre
filter, locatedSn the @irtu?reatl&ﬁg zo@of t}@adult@nd child dummy.

S S
@ ‘\@ Q @ \ults

Rex%s are summeiﬂﬁd ;@e ﬁol@’mble@
Table 7.2.2 2-2@Res1dues on&ogﬁter @smggrs (shorts and short sleeved T-shirt)

Distance \dul '*% dues (jvg/sa le)* Child Residues (ng/sample)*
g clopxid |Exipglaucine | Sample | Thiacloprid | Erioglaucine
@ l§ & (dri (standard ID (drift (standard
& < A redugtion nozzle) reduction nozzle)
»\v\% @?@ &Y nozzle) nozzle)

@n & A1Y] 9.784 358 al 0.190 101
S A2 0.809 332 a2 0.509 78.0
@ A3 1.069 80 a3 0.206 31.2
8m B1 0.350 173 bl 0.292 27.4
B2 0.741 37.8 b2 0.281 7.16
B3 0.372 19.8 b3 0.055 8.23
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13 m Cl1 0.265 35.2 cl 0.195 23.0
C2 0.248 333 c2 0.042 4.00 @o
C3 0.222 8.50 c3 0.053 3.38 .
* corrected for field recovery
@ @® @

N
Table 7.2.2.2-3: Residues on inner dosimeters (long johns + long sleeved ‘PEshirt) an n@é@
Distance | Adult Residues (ug/sample)* Child Residues g&?%ample)* S @ %

X
Sample | Thiacloprid |Erioglaucine| Sam 1@ Thiaclopri@ Erioglaucine, @}@
1D (drift (standard 1D (drift (standa @ 5
reduction nozzle) & reductfon nozzie) QQ ©© Q&©
nozzle) @ nozzle) 2 ) @) @
3m Al 0.853 356 > al O 869 3 Q) N
A2 1.05 2 Y 944\@ & 260©\® &2 &
A3 1.697 40.3 & @ |V 1458 378Y s 0N
8 m Bl 111 1679 [ b1 ¢y 0Bl O 6P
B2 1.20 L@i ) %}\/ 2 @ Qi & Q28 & @% @§
B3 111 B> | 30494 | ©l14.0. £
13 m C1 0.220 @\\27 %1\\ % S 036 LS é&? SES
C2 0803 [N 2 2 Q 0 & &
C3 0.975 @ & < 3%y \;&36 Jﬁfo.z V@ %@9
* corrected for field recovery ) © 6 @\) @\J N
Table 7.2.2.2-4: Residues q&%M fﬂters@ump %w rﬁte @ 1n)f@ . @)
Distance Adult © R@ues @ @ Child WResidi y 9

Sample | @g/filtel@ @ @-ple & “Yug/filter) {i\o\’
Qo

1D hiacl \i5d Egioglafidine D, Y Thi oprid Erip@lcine
@ (dr@i > (standard S o> %ﬂift@ (standard

é re@uctmn@ h@zle) ©© @eduction @ nozzle)
) GQbzzle) N | 9 noéie) o
3m ar Do 0016‘3 0209 (S aly 142 0.102
A2 o o\% SI 2 0138 0.339
L, A3 002565 | 0.1475 0.00274 0.210

00

@
8m & Bl 9. 210 bl g 0.60138 0.0605
AT B2 @©000§ 0.064 § b2 | 000111 0.0855

@

B3 [y, 000125 % 2 b3 20700100 0.0674
13m ClY'|  0.0017 “9.077 @ @) S 0.00108 0.0645
c» %oﬁ @;\’O.L%& &2 & 0.00108 0.0905
w@3 w@ oo@ O 0.0 \D 3 @] 0.0005* 0.0336
* 15 1.0Q
N ¥R &S
& @ V' @ .
N Q N & Cm@’usion
% @ N

Thmxperlmental tﬂ\\o’ndl r&repre@tatl@or typical spray applications of Biscaya® 240 OD in
flowering 01lse@qape. Spray@pphc@ons re performed with vehicle trailed spray booms using drift
reduction I}lﬁes wh%ﬁ apglying ¥hiacloprid (OD 240) and standard nozzles (no drift reduction) when
applying th&tracer Crioglaucin @rilla lue). The spray application resulted in exposure of adult and
child ma@nequ§ wea@nﬁr and inner dermal dosimeters and respiratory filters. Considerable
lowerg\gﬁldu@v e%)bse when drift reduction nozzles were used. The results are considered
ap&@rlat%@ be w§d f§ystander and resident risk assessment.

Refinement of the ‘spray drift’ scenario (based on measurements):
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Potential dermal, actual dermal and inhalation exposure is calculated from residues in/on each
dosimeters for both nozzle types. Potential dermal exposure is the sum of residues on outer dosil@ers o
(short sleeved T-shirt and shorts), inner dosimeters (long sleeved T-shirt and long johns) and sk ask@§
This scenario represents a person not wearing any clothing. Actual exposure @ e sum of 1 uesp
inner cotton dosimeters and ski mask assuming a person wearing little clothifg’( T-shirt and shortg):

Inhalation exposure of the resident is calculated by adjusting the residuesg%tained with e Eu§ ﬂo@g@

rate of 2 L/min to a breathing rate of an adult resident 23 deay@g 9.6 L/mi@)r a%@% per@ @
and a child resident of 1.07 m*/day/kg (7.4 L/min for i 10 kg child). ©Q %@ § é\o é
Example: %@ Q& - &© N R @© &@q}
Adult Residues Qo?@’ @ L@ N \© %) @@
Distance | Sample |  (ug/filter) & S "> %@’ D \% N
ID Thiacloprid @ * S @ f§
& & &0 S & &
B Al 0.00 STy S S v
. g N 'S 8 $
A2 0.00247 ° @ S © %\ Q> & S
43 06N S > O & & .

NN SN
& . 5 S &S s
0.00163 pg/filter x 9.6 Lmin/2 Limin = 0@%78/17@
0.00147 ug/filter x 9.6 @nﬁ Limin €9.0071 ,ug/pe%on @™

0.00256 ug/filter x 9. %/miné%/m%@ 0. 0@’3 ,ug/%rson B %@%OQ%g/p%son (mean)
9

o o < N
DR R N
Inhalation exposure @he b§and% is c@culateco@ngly By adjusting the residues obtained with
the pump flow rat@ 2 L@lm to@ breathing rate’of gmadult Gystander of 0,04 m*/h/kg (40 L/min for a

60 person) and %@@ild K@tand&%f 0. f@ﬁm3@$kg (?il\ L/@ for @}0 @' 1ld).

Exposure to t@@clo is cébculatdd for ﬂ&?ﬁse@dﬁ Geducti noggle. Values for the drift reducing

1 ectly from th thiacl 'th ters.
nozzle arbe\ @jwn dir 3;% rom Sg@gmea%ed @c opr@frem%es oe dosimeters |
For thes€sident, both 95‘§rce es and the @n V@Ses al@\alculated. The 95™ percentile

values are taken to refine the, pray drif@a%thway. Tlg meantalues are taken to calculate the
contribution for ‘@pa‘ch\%ys’ is approac@llov@ he EFSA guidance on operator, worker and
bystander exposie calcalations: or@ by{%nder@nly theD5™ percentiles are calculated.

The systemis pos is cééulat%d@fzor t&@.’;m Q@an%g@njly (no buffer strip). The following
Y o & 2 &

o,

equations are used.

i S e o
Potentiabsyxtemic e@@sure:Q SE= ((P@ D4) + IE)/BW
Actual systemic expo ure@ .SB= ( )@A) + IE)/BW

> ® o Q

Where:@" SN @ S

@ SE, %% = tem&po&% (mg/kg bw/day)
o P@ P otential dexqyal exposure (mg/person)
@ @@E & Ac dermal exposure (mg/person)
§ @QDA = d@mal absorption (14%, 200 L/ha spray volume used in study)*
$ @ IE &7 = Mrhalation exposure (mg/person)
Q é@ BI@j §Body weight (60 kg adult, 10 kg child)
@ *worst case, 6% dermal absorption for 100 L/ha spray volume is not calculated

Table 7.2.2.2-5: Resident exposure to spray drift ; 3m distance, breathing rate: 0.23 m*/day/kg (adult) and
1.07 m%/day/kg (child), drift reduction nozzle
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Exposure (mg a.s./person), 95™ perc. gf S
Adult Child S &
Drift red. Standard Drift red. @%ndard @ ©®
nozzle nozzle nozzle nozzle @ X
Potential 0.0027 0.0836 0.0016 <% 00323 9] & .2
Actual 0.0016 0.0502 < 00014 ¢r| 00243 3\ > @
Inhalation 0.000012 0.000097 0.0000£0° 0. 09(@20 D Q o
Systemic e&g&sure* (mg@ bw/day) « N @© @g}
Potential 0.0000064 | 0.0061956 | 0.0000239° @oog@% > @
Actual 0.0000040 | 0,0001188. | 40000266 [70.0088519 Y @
Vogsre GRasiiont” T & D
xpre (@ a.s.@son)@ “ Sl G @& °
Mean &H&let N D (Q@ &ﬁ Clg@ P~ §
Drift redQ @an Q\ Drifgr%d. o @dar S
nozzi\\e % nmcgf q@@zle@ 0z 2
R
Potential 0.0031 2 60560 O | &0.0010 [© 0@01 N
Actual o2 | Doz [P ogRi T ok
Inhalation “9.000009 [, 0. O@Q068 o 0800002 7| €4.000080
.2 O ste@c exposure [\(mg/kg}w/d%‘@) (‘&Lg
Potential 00d00059 | .00088%7 O 0.0000201 7| 6002896
Actual & | ©000g830  p, 0.0060721 0.6000189° | < 0.0001921

* 14% dermal @%rpno%so kg ad@lo kg@ﬂd N @? @

Table 7.2.2.2- 6 @r expt%ure ﬁt%spray@qft dlstm%:, ghlng&:ate 0.04 m*/h/kg (adult) and
7day/k (child®) driftreduc

@
&0) @ ‘o N
&@\ @@ ﬁ(§ @xposuore @g a. rso%@S perc.
@\) N t O o \ Child
@@Q % § red%\ %%ndar@ @Drift red. Standard
Q ozzl/g:@’ N no;@ %@ nozzle nozzle
Potential <O O |2 0.0027 & 0:0836 <. 0.0016 0.0323
Actual D Q016 .Y @050 | 0.0014 0.0243
Inhalagdh 2] ao00048 | L. oo;g@)% 0.000041 0.000514
< Y @ stentic exposure* (mg/kg bw/day)
Potential @ 0.0000071 % 09002017 0.0000270 0.0005031
Actual g“ %000@?@ 2P.0001239 0.0000237 0.0003913
*14% al abseiption, ¢ adutt, J O kg child,
@ é\a\ § 2 Q@

The ac@syst@nc ex sure@lues are considered for the exposure assessment of the ‘Spray drift’
scenals;@ s@ma@f tk@i@(posure via spray drift is presented below.

R@@Rmt © @
@dult - Spray drift (95" perc.): 0.000004 mg/kg bw/day
- Spray drift (mean): 0.000003 mg/kg bw/day

e Child - Spray drift (95% perc.): 0.000021 mg/kg bw/day
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Spray drift (mean): 0.000016 mg/kg bw/day .
Bystander: . @ @©

e Adult - Spray drift (95" perc.): 0.000005 mg/Kgbw/day @® @6@:
e Child - Spray drift (95% perc.): 0.000024 m&kg bw/day@ )
© g\% \© "\@ é’@
2 Vapour \e @ @ @

K
Exposure of adults and children via vapor is one dfiver of exp%@e when u@g the@: S@ode&
(5.35% of AOEL for child exposure and 1.15% o ﬁOEL for adtl expgsure 'he vapor exgésur&
the model is calculated using the indicative exp&&pre of 1 ug f01; &idues 1h ai Qjace@to @ ed
crops. This value is derived from field data_of aican@ of the m@@j olatile” corypound
parathion applied at high rate in Germany. e V pr@u @pa @)n is'@.0 XQO Pa%t 20°C.
The vapor pressure of thiacloprid is SC‘V‘%Q ord@s Q&ﬁ{agnlt%e lqwer (33x 10'®©py @O"@for
thiacloprid). It is practically non—volatlle;%Xssmmng t the,| @el 0 latileacti ubgt\glgncel e air
mainly depends on its vapor pressureQ@can bg\ass@ﬂd t@%e mcent@ﬁon g 1d inQir after

application in the field is practlcaII% ro. @ @@
! 2 6 Q
Refinement of the ‘Vapour’ sce@arlo &@0) @ @ @ @

A refinement of the ‘Vapo@%\ scenario isQmade conmde%ng 1@ E%} gl%la ce @ assessment of
inhalation exposure of Vol%lhse ci = ctiv bstan@% @ %@

The exposure from inha}e(;ﬁor can be ﬁ?\/e By co@ler@gg the s ra@ vapor concentration
(SVC) for 24 hours ot da éﬁecu@r we an@ﬁhe vapbr p@sure &E can be assumed that a
person is exposed @he sgturate§§po‘1@oncen at1 the@ctive su sta@ce for 24 hours a day. This
is the worst—ca@ as<%> is not’ po&ﬁble for the & to @m m@Qre than the saturated vapor

concentratio the %bstané&at q@en any 1en@§mpe re and it is not possible for a person
to be expos%d more@an Zﬁwhouréjper day.” o ¢§ S %@
@ ©
Th id ‘% fot ters farth tations:
& gul@ce consi er@ & n@rine ers ((%Q% e C@npt; ons
o, 0\
Parameter Q\’ Sy@ol Va% % Justification
> %

Gas constant 2 @ & @’ §§145<§J mo}@( ! Physical constant

T O & -
Temperature© © @3 @(\ 293@§ Assumed room temperature =

<\ D @% 20 °C
BZEES
Toddleﬁlalation rate N Ir &%ﬂf@ﬁl The toddler will represent a
Y 7, D O <) .. .
EREOEY o @}w Q 1 & worst case [tl'ns 1nha1'at10n rate
@° g @ and body weight are in the
& %% @ § N current HEEG Opinion On
(@ N é Y Default Human Factors]
©
I

& Q

(a) T@b@i&sa‘c d V@ cotteentration (SVC) of an active substance is calculated as follows:
& Z)
<

13 EU-Commission, HEEG Opinion 13, HEEG opinion on Assessment of Inhalation Exposure of Volatilised
Biocide Active Substance, Ispra, 12/10/2011.
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mw[g/mol] x vp[Pa]

SVC = R(J x mol” x TIK] 0.41 x mw x vp[mg/m?] @
S
& &2
(b) The inhalation exposure of an infant, toddler, child and adult over a tota&l@@f 24 hours €an the@%
calculated as follows: Q> @ o
@ R
3 © \\ @}@ @
Exposure = SVC[mg/m?] x %&=Y41 @L [m@@g b§4h] é\a ©§
C&
@ Q& & & @)@
(c) Comparing exposure to AOEL and substlt the Val®for Q@todc%ljer (1ch r@@ese@@@he
worst case) from table above gives LN 2)

@ % &
RS & & & s o
% @ \ AN @ @7 @
_Exposure ¢ 410 mv/%gg?nollgx?/pwm irlm$24n 0 398 x g
AOEL AOEIging/kg| x bwikg] %, é\ﬁ
As a Tier-1 screening tool whethetha@{@tlon &gposyredtan l@neg Sed oShouldbe 1nc‘1%1ded into the
risk assessment, the followmeen@ test is pro@ed \Q@Ch 1@j@sed on the @dleéaepresentmg the

worst case. % cz% @ \ \@2

Let mw and vp denote tl@ mo ecular &@1ght n g/ 1\0 ar@%he \?ﬁpour@ss@m Pa). For toddler
based inhalat t 3/Z4 hr add b d 1ts AOELSh /kg bw/d, if
(based on an i aaléﬂyae%j@g %4 hr a w ké@an amng% E\ mg a.s./kg bw/d, 1

S @ § S
& § < 2
%y 9 N
0.326@ o vpcs g | N @ v @ %§
@ long@m @ (\@j @ §
© NI
. e toder s negige it
then rls@som 1nha1at1@96xp@re @h e toddler gs negligible,stherwise inhalation exposure should

be 1ncl&ed in the rl%g&ss ess n%f the [alat] o®rlsk for th§>oddler is negligible then the inhalation
risk for the infant d and for the adult an be gonsidered to be negligible.
o s %g@ é@ﬂ g

@7 o

Q N
The molecuelgf§élom is @ gpg @japour pressure is 3 x 107'° Pa at 20°C.

Inhalation %xposure ofa de@hll ddlgﬁro latilized thiacloprid is
O
SEEEFSE @
« 5 )
N oax 25é§ 3&%55’7”’)
@" 0.02”

& %% @ Q
S No@ :
The test do@ake@to a nt at annt and an adult can be exposed for 24 hours in a day.

Professu@}ls argyncluded as woll. The proposed screening test results in a value < 1, this means, a
risk fo@md 1303 anc%ysta s from inhalation exposure can be excluded.

@ @@@’§

face deposits

The exposure refinement for adult and child residents/bystanders via ‘surface deposits’ is made based
on experimental determination of the half-life (DTso) of thiacloprid on leaf foliage. Thiacloprid DTsy
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was determined in three DFR field studies following foliar spray treatment in bean (Germany) and

potato (Germany and France). @ @@
Summaries of the studies are presented in the chapter Worker Exposure (KCP 7%.3). Q\ g

Applications were performed according to the critical GAP. The studies are pliant with GLP.
carried out within OECD guidelines. The studies are considered to be acceptab

le in temms of design
and validation. % . § @ ‘2”5@

% N
A summary of the three experimental studies conducte&th thiaclopgagt is present@in t@follo@g @
table. é oS é\g &

N O .
Table 7.2.2.2-7: Summary of DFR studies perfor with thiae@%rid . &© R @© @g}
9’ N

¥ @
Crop | Country | Formulation Study @)Ma)g. Q}\/Iai\ @bse@ . %D@Fso @J
conditions& I@M ? DI@’/[ é\}f o | “(days)”
appl. rate ‘g*.\; (y@rﬁk@ o é = .
no. ofa@ppl. - N .s.% ©@ @7 @
e Y o aplidhd) 1° & [ S
%, Jhaj V| on, S c & SQ S
D
Bean | Germany 240 OD £0.096T8 [~ 0258 ®\2.7 § @days§ W\%JZ
R 2 < &) S O |Oafter S
@ N @ @3@ 2 @ > appP)
LTSy @ S @ g DAFT0 q
Potato | Germany 240 ©D &0.1@93 Z?} 0.33@7 2.8@ i\\o d%@ 2.0
RS S
2. SR " N .appl.,
S TS g \3@ S & | parro
Potato | France §s@%o RS o.@§ /3 | 05 ?@@ 23 @ 0 days 3.7
O N A N N &\ N @ $ after 2nd
S @6 o |O & x> & appl.,
LS N ©@ S 1O @ | DAFT 14
. 0 v, T @ W
It teethat the DF 1 ted N
is no@ at the I@ﬁa sgere c@uce @@ § S

. ith three appi catign®’a S N
N
e using the imuéﬁsl dgate &9.09@1@ aéﬁqa %ﬁan (Germany) and potato (France) and

0.120 kefa.s./hain pot: (G@qany\% & o

<
whereas the@AP @@der éﬁluaﬁ&n co%gersagn y g@ajlpplications and 0.072 kg a.s./ha. The DFR

values Weg measured directlyOifter a@%caﬁ@ (day 0) and 1, 3, 7 and 10 days after the
applicatjg#.” The indivigual y D% of@& %Q%ind 3.7 days were calculated with a mean of 2.3
days.y?}l" his indicate@s‘[ gradgtion gexpﬁ@s why no accumulation of residues is found after
. . O . st nd . .
sequetitial application ae ng}mmu F@e found either after the 1* or after the 2" application.

The mean DTs@of 2.3%days \'\\(.7, thealBFSA calculator to refine the ‘surface deposits’ scenario.
The refine is {t%ﬁﬁe y th&spec@c decline of thiacloprid residues under environmental field
conditions, %o S &N W
& |
Reﬁnet of 5@% ‘surface @osﬂs’ scenario:
S . . . .

The $1er 1 @posug@%f the “surface deposits’ scenario was calculated in the EFSA calculator assuming
a éé ault& so = 30 days and 2 applications. This results in a Multiple Application Factor (MAF) of
1.79. @ refinement is done considering a DTso = 2.3 days and 2 applications. This results in a
Multiple Application Factor (MAF) of 1.05 used in the equation. The worst case is calculated
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considering a dermal absorption of 14% when using a spray volume of 300 L/ha. The detailed

calculation is presented in Appendix 1, Table A3. @ ©©
Table 7.2.2.2-8: Exposure refinement via ‘surface deposits’ (DT50 = 2.3 days@gflAF = 1.05@@\ @é@j
S
Systemic exposure [mg/kg bw/d@] S \Q
75th @ § @
perc, Mea S Q
v v
Child 0.00010%7 0fb00788 |5 Q 2
Resident (@) QQ < S
Adult 00080360 | 0.0000264 © S &
=) S
Q@F‘ perc. S @@) . R |O 2) @§
. RN TR Y §
Bystander Child 55 0.000814 Y- S A
< o’ > 9 & o
Adul oo’ 4 Y. o | & g
v O O .9 =
& ° \ \ & "\ 2o
RN N N S RS
RS & & p o
@) %ﬁ} o\@ N TS O ©
4 Entry into treated crops @ ®\ @b &) @? RS

) Y
Snto t@ted@opsi&is made using

o o O

A refinement for adult and %gjld résident @pos& Vitl@%lﬁ&

experimental DFR data. Thiactoprid ﬁislod@eable foliar re%idue% ere @te:z%led in fBree field studies
rancp).

following foliar spray trea%wnt igeean @rm@) andPotato ( er@y a
. & o X
Summaries of the studies are @sent%l% th 6% apt@%&’or@ Ex (;o?ﬁre (KCP 7@3).

Applications were pegforme@accotiding t@the §0a1 Q?ZP. The stu@s ar@;%mpliant with GLP and
carried out within JECDxguidelings. The studi a@“&msic@red to be a@eptable in terms of design
and validation. @Q \© &\ o \\ & §9 @& §

A summary @e rim@ntal c&ditie&@an@he r@lts o&%ﬁ tl@ee DFR studies conducted with
thiacloprid%re pres@’ted inthe f%lowi% tabl& > %

, @ @
Table 7:232.2-9: Sum@n@‘gy o&éﬁ”m stiflies perforsfied wifh thigtloprid

Q, \ 9 \
Crop | Country @mﬁation S S@y L i 3 > Max. Observed DTso
2 SV cohditions, | DFRu O DFRy on (days)
o | X (a0’ of gpl. | (pg/emy | (uglem?kg
Q@ O © S apphRate > a.s.
& i 1 lied/h
S\ S ke of @ applied/ha)
& 2 Q @s.ha> | .
Bean,, | Germany Q240 @ @ 3 /0@6 o ©0.258 2.7 0 days 1.2
N [ § @ Q § after 1%
I @ A appl.,
& RIS N DAFT 0
Potato Gex@ny 9 24@@) 3 ~@@ 0.338 2.8 0 days 2.0
@& @Q § after 1%
S appl.,
L § SEEN DAFT 0
w [
Pofatd Hance © seiso 3/0.096 0.225 2.3 0 days 3.7
§ after 2
appl.,
DAFT 14
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A justification that the DFR data from these studies can be used for oilseed rape is given by the US-
EPA recommendation for choosing relevant crops group for re-entry evaluation'*. ©©
Because of the agricultural diversity of crops and their varieties a method of clustering s intc@j
groups is proposed by EPA that are expected to result in comparable re-entry&@xposure. It is desi

that DFR studies used for the assessment be representative of the growth fortn and cropgarchi Sgtures

of the registered uses. The US-EPA re-entry evaluation for scouting in r@% (canola) is\ @asqd @n DE@?
and exposure studies (to establish transfer coefficients) ormed in @s (dry). T rop\'@\grm@d @
in the crop group ‘Field / row crops, low / medium’ and the cluster ‘Sinooth-leaf f@ld crops: sc, ingé
in solid stand conditions’. This crop group include i@ alia beans {string and dr@g soyb@ns, sa

AN
la). Potato is al in the a.m. guix in th te)” h-leaf fiel ; hut
rape (canola). Potato is also grouped in the a.m giidance in the Ctus @g@ Sm@k eg% ield crops @Qu

scouting in row conditions. 9 @ o N\ NS

. . . @% SRS &@J. 6 NN
It is therefore considered that the DFR studigs cofduct: w1t1ac1d 1an&and %tato are
1 AN

appropriate to be used for rape and evalua'%n of ﬁosu\ ue t@n‘n% ito tr@@ted crops. @7 @
) Q

It is noted that the DFR trials were con W\?[ed, \\ @} &6 @& N éﬁ %, §
e with three applications and Q™ % é\a @ N Y SSHES)
e using the maximum dose @@e of@%\.O%"kg a.s.fha thiac opr@l b@ (Gﬁny%fﬁld potato
(France) and 0.120 kg a.sMa in@otatg@)@é}emé@y) § &© ©© @@ .
whereas the ¢cGAP under atibn&c iders c@iy t%gj ap@tiqg/bs and @OD&g a.s./ha. The
maximum DFR values werew?’neaed on{day O@e direstly after th@pplica%n (0258 ug/em?, 0.338
ug/cm? and 0.225 ,ug/cns@@T he very lafy DTof 1.2, 2.0 @3.7 days (iifean: days) indicates fast
degradation and expla@igs Wh)@ aceggmulaton of \é;g’ duesSs found after sque@;pl application and the

maximum DFR arz@nd ciffier @ the ¢ or a@' th§?’ appl@atioé §\

N
As the dose ratesJy the &’R ss were higher t]&ﬁ@the e ra@unvaluaﬁon (0.096 kg a.s./ha
and 0.120 k é?s./h&s. 0.072 a.s.@) tg\éﬁKval es are Qormalized to 0.072 kg a.s./ha (no
normalizatio m@§ for higher number of app@@:atioé@eca@e of tie low DTso. Thus, the maximum
DFR is (.1%884 ﬂg/cmzéymean&(f@o.éﬁ uglom?, 0.5928 @/CHP@M 0.1688 ug/cm?) for sequential
applic%f@}s of Thiacl@ﬁd 2§OD a dgse ra@of 0@ kg@s./ha.
These values are %@1 tOQ\eﬁne@ie ‘erfly inst;\),\trea‘%&l crop§\scenario in the EFSA calculator. The
refinement is jl@%ed%y th@pecizﬁ} de&l@fe of Qﬂacrid residues under environmental field
conditions. SEEN @@ S @Q @§
@ @ @ 2, @ o,
RN N &> D
A\ SRS %Q & @

IR, ,° &
Refinerpéhit of the ‘entf intoGpeated Pops'Reenario®
. Q N5 . SO0 . :
The Fier 1 exposuxg of t@‘en}r@in‘[o atedJrops’ scenario was calculated in the EFSA calculator
with defaults for ]QF R (3Gig/ cr@kg %er an&@sidue decline (DTso = 30 days). The refinement is done
based on the Q@R of, 0,1884gprg/cnes The Qorst case is calculated considering a dermal absorption of
14% when @sing a spray, lumé of 3@f) L/ha. The calculation is made according to the algorithm

presented@%@ the @SA @:ulg‘s@@.

@
N
& e

14 Agricultural Transfer Coefficients, U.S. EPA / Office of Pesticide Programms / Health Effects Division,
Science Advisory Council for Exposure (ExpoSAC), Policy Number: 3, March 1, 2012. M-525540-01-1
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TC entryinto Duration Doserate DFR Max. Body ° @
treatedcrops  x {h) x (kgas./ha) x  (pgfem?)  x MAF 1000 x dermal weight @ @
75% perc.- absorption (kg) N >
child qm@ @
(cm?/fhour) IS @ @
s S8
S g
The calculation of the exposure via ‘entry into treated crops’ is identical (%the resident @hd the, %,
bystander. For the resident, the mean exposure is also calédlated. This g.lue is used t@@lc&“ﬁe the@Q @
exposure from ‘all pathways’. X ©Q @ @ é\g &
AN X &
Resident: %@ Q& @ Q @© &@
Child: 75" perc.: ((2250x 0.25x 1' x 0. :@;’b 12)/10 0. 14@10 (% %k bw/ddy
Mean: (1794 x 0.25 x 1 x 01884 m,1?)/1 0@)/1@\7 0.0 58 mglkg bw/day
Adult: 75" perc.: (7500 x 0.25 x 1' x 6188 @ 12)/@0 @14)/ 807 mg/k w/day |
Mean: ((5980 x 0.25x 1 s%o 188@7 X 12@1000 . 14&/ @0064%g/@w/@
Bystander: & \ @} §

&
Child: 75" perc.. (2250 x 0.28% 1! {6 1884 % 1&)@\»000 4§0 bw/day
Adult: 75" perc.: (7500 x %5 x 1'%0. 188%4 x 1 100$x 0.1 ;égg bw/day
N

! dose raf@is con‘éﬁdered b@he exf ment @
k MA@consuﬁred bycthe experl ental%FR @
(i% @ @ \ o, @ @
D @ > @ SIS
Summary of all pathwayss @ § & @“ RS
Refinements were pr@nte@ r a for exsg@sur@\ﬁﬁathwa@ (s yvapor, surface deposits

and entry into trea cro&) A S mal\@ef all &%) po 10 calo@atlons 15 prg@ented below.

For the remdent@ﬁ perc&valu s are u@ for&ﬁ%e smg% patlitvay. “$he mean values are used for
‘All pathway%@or ys‘r@lder 95&@ %lues arg use tl@ single pathways.

©@’@é§’

=
Table @2 10: Re@%nt®by der exposire O

Y & IS o\@ +Systentic, 9 of AOEL
@esid > . %@E‘ o . Q@(Oﬁi /g:‘;/)kg MoE
@ O @Q 9 g bW/ day v
Child | Spray drift{95™getc.) S\, Q 0.a80021 & 0.11 95238
Npray drift (mean) O =5 | 0990004
& .
éb\lapour o\@ Q N S S 0.00 0
%, | Surface @mi@ pefy) @ %@108 0.54 18 519
N Surface deposi eaph R 0079
Entryginto treated creps (75" @erc. )<% 001484 7.42 1348
E%tiy 1nto@g‘ated @p p\lq n) QO 001158
@pat@ays @an)% @ 0.001253 6.28 1592
Adult @@S rlft (9§’7‘}i per@ 0.000004 0.02 500 000
dri ear& 0.000003
@ \@pour I 0 0.00 0
Q S urface deposits (75" perc.) 0.000036 0.18 55555
@ Surface deposits (mean) 0.000026
Entry into treated crops (75" perc.) | 0.000807 4.04 2 478
Entry into treated crops (mean) 0.000643
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All pathways (mean) 0.000672 3.36 2976
Systemic % of . @
exposure AAOEL N
Bystanden e (e M&? & &
bw/day bw/day) S N
Child Spray drift (95 perc.) 0.000024 0.08 12J5 000 § @
. 9
Vapour 0 @ 0.00 N &\ \"\
Surface deposits (95™ perc.) 0.000314 1.05 Q\@ 9 554 @9 § 5
Entry into treated crops (95 perc.) 0.00148%@} 4.@&5\\J 2 076\” Q @§
& $ &
Adult | Spray drift (95" perc.) 0.00Q905 Q}O.OZ\@ 66@())@%0&\ S) %@ @@
o @M N
Vapour 2 040 > v
P © @ & W & B S .
Surface deposits (95" perc.) Q%O.Op(ﬁ@@ @] W36 2523 S) @7 @&
R
g th o © g
Entry into treated crops (95 pQ.) gi MOS(Z@\ jES 2. 'Q\ M\% ;%}&9 é’ ©§
IS g
Substance: = Thiacloprid &\J @9 "\ ”\9 N @\) N> ©
Formulation =240 OD Q N o @Q @? o\%
Application rate  =0.072 kg a.s. /ha @, % @ L @ Q
Spray dilution =0.72 ga.s./1 (l/har@%ﬁ gas (300@7ha) & @)Q @ é
Vapour pressure =3 x 101 Pa m@ °C = non-volatife % &
Application method= Outdoor / Downw: praying’/ Ve@—mou@d Drlf&edu@n N ©
Crop = Oilseed oap & @% R & Q\y\a
Growth stage = BBCH 65 (full fweri S @ @ N * @
Buffer strip = 3 m v 6 % N
Dermal abs. l of 1n6§se dﬂ@qon 1@ (30§ /ha s volume Q S
Inhalation abs. N < Q @ @
Oral abs. OA) Q &\ v \ §2 @& N
DFR @ ga. s /cmi? pefQ,072 k%,%s /ha & § B
AOEL D2o. o@lgk &/day D < & o
AAOEL (ARfD) ~ =0.608 mg/kgbw/day,, S R,
NOAELlong»x =2 mg/kgbw/dayhgsed @blt d@lopme@oal stu@® (matef@al toxicity)
NOAEacZ@ =3 mg/Kgbw/ ased neurotoxwltydy @ ©\
MoE —NOA /exp 0! @ \

Assessments 1 1nV
further reduce th
evaluate the

The total

S

posure (all p@h
L/ha w ‘% 14% denn@abso@ on)
resident adult is @@067 mg/,
respé%hvely, and t%fuat 0 MQE of

Q@‘a

mg/kg bw/day), The ove 1 e&%&sur@s Vergg

determined by the s &y dri
‘entry into @edm

of the tota«kadult os@ @

The w, “@ ex

ute f
to 0.0 484@§k %
@@7% the su TOg

to the @ectlve NOAEL (3 mg/kg bw/day).

re QEXpOS e

%\
gatlo 1a d@ﬁ re L@lon r@zzle@but no buffer zone). Buffer zones would
Qlations are based on exposure studies to
CthQ noz&@ and\ e erlmental DFR data.

% of @remd@t child for a spray application using up to 300

g bw/day. The total exposure (all pathways) of a
is 6.3% and 3.4% of the established AOEL,
ild) and 2976 (adult) to the established NOAEL (2

w, however, it is noted that the resident exposure is not
Vagz@or sirface deposr[s but mainly driven by the exposure pathway
is exp s@ccoun‘cs for about 90% of the total child exposure and 95%

ystanders is via entry into treated crops. The bystander child is exposed
~The bystander adult is exposed to 0.000808 mg/kg bw/day. This is 4.9%
AAOEL, respectively, and equates to MoE of 2021 (child) and 3717 (adult)
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CP7.23 Worker exposure

The EFSA guidance on non-dietary exposure (EFSA model) is used for exposure assessment &hls@
dossier as it allows for a harmonised risk assessment. Details of model calculations are pr%@gted o

Appendix 1. @@ LR

Experimental DFR studies have been conducted to support the modelled\ exposure a@sm §Th@
data are taken for a higher tier assessment and replace t@modelhng @roach whe&g&appr&prlate@
default body weight of 60 kg/person is assumed for alWalculatlons spray Volgﬁe 0@0 1s

considered (worst case, dermal absorption 14%). @} @ é\y

The measures taken to reduce exposure of wor ,A to the actn% suanc m@h as te 1 y

possible consider the relevant routes of exposure @a 6\ w\? @
*f\y

NN
Exposure of bystanders/residents to thlacl@rld n@the 640 O@}fo afol atlo@% e&aluate%for the

following work activities and mitigation opfjons: @’ o @7 @§

SO \ <)
e Inspection/scouting \ &6 & W;\ é% L §
O

— 1 i %
restricted entry 1ntel§ (R@ @

- work wear, no glote D <
- work wear, sin%se @Ves @@2 @6 @QQ 'S ©© ®

N e Tos & o SIS

Summary D O G S NN

. 9, i 1o i 60 S N D
Alternative approaches are applied to ¥erify fhat the%expOQme is fegli B2, Indv1* tier, the level of
exposure resulting from the al GAP ( ﬂ@@pray@olumg) is compare@wth the toxicological
reference value (AO and@h adds iona@afety@argl%}f 10 (@ableéﬁ 3-Q\In a 2" tier, the Margin

of Exposure to t udyswhichGy cnﬁ@l for @ant @asmﬁcatlon@lnder Regulation (EC) No
1272/2008 is ca ate abl{?ﬁ 3 2y \

@ @ %
A summary o@e rl@asse@;nent i@pres%@ed Q%@W ©§ @

Table 7.2.f41: Assessmglt of &%h%@% exp%ure us@‘ig t@ tox1@’oglcal reference
\ value (@EL@M additi onal saf@ma& of @

%

N
Crop W@expo&ure sc@rlo o\ Syﬁgwmc exposure” T % of AOEL MOoE! Add.
(re-entry & % Lo w] g/kg bw/da}@ (0.02 mg/kg Margin of
activity) Q @ @ S N bw/day) Exposure
@ O O © O % >10?
AN 5
2 L 2)
RN REP 653 daye) %Q " 0.00663 0.2 61350 Yes
. (work s, no @@Ves) @ & Y
Oilsee
ra%:ﬂ Dire t%@ifter a pl@on "\?
(scquting) O T R S .00129 6.4 1553 Yes
« ( ~;§ gleyes) &©
I@E’Cﬂ ﬁ‘erl phcg@“ R go0074 3.7 2717 Yes
@work\ -use gloves) @
* 60 kg per bsc@@n of (300M3 spray), 100% absorption via inhalation, based on DFR studies
I MoE: sure; NOAELES?2 mg/kg bw/day based on rabbit developmental study (maternal toxicity)
2 REI wl\\{? trlct ntry l%erval thased on DFR studies)
QYN

@?mc osur@f w@ers during scouting in oilseed rape is 0.00003 mg/kg bw/day (work wear,
lo if a re- entry interval of 3 days is considered, 0.00129 mg/kg bw/day directly after
application (work wear, no gloves) and 0.00074 mg/kg bw/day directly after applicaton (work wear,
single-use gloves). These estimates equate to 0.2%, 6.4% and 3.7% of the AOEL, respectively.
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Table 7.2.1-2: Margin of exposure to the study which is critical for the relevant classification of

thiacloprid under Regulation (EC) 1272/2008* @o @@
NS
Crop Worker exposure Systemic Hazard specific overall P@AEL MQ%n o&@
(re-entry scenario exposure” (hazard/specific end@’mt) @(posur&
activity) [mg/kg bw/day] [mg/kg bw/day] > N e
% ° Q %
Ferfilily: AN % %67
%(dystoma ra @ (@) %Q @ @
X S
B \‘;@ ég Q\ S8
Qa)evelopment@mxwlty Q o Q) @
v ntat
@ 10 (incfeagse in p@ implant: 10 @
REIZ of 3 days 0.00 3 IOSS) M @ 6 ] %%33§
(work wear, no gloves) ’ é& v v Q

1@1[10 &€ in strths) v & @ 3 o
@

S P
R S NZ (m@ase i %}mbal@d
@ o\\ @ mlss&g pup% S @ v D888
SIS & & g -
R RN @ed&@’ pup%@ght;Q & w67
R & 9 @

o |’ @ eﬂll@ @ 15 587

o @ tocigydat) N

& o b‘ S

@ D@?elopmental 1@1 Z)

v

Oilseed Directly, after @ 2 O @C ]\@ncre&m pg&l pl t@n 7752

( — | | appricatignwork iear, 'y @0012§ §gss)
scouting |
N O%Q \® ‘”s@ N O @@ncrea@in sti ,;@ hs) 13566
O NI N
©© QS Q S K@' o @ (1ncre§ in cannibalized & 17054
@ B L9 @mssm@ups)y%
\3@ o %@ @% & & 15504
2 d igh
&@ @@ § - /ﬂ@ @@e uc%pup weights
o\; S N Q N Q’@rtlhty%
§ s > S @ Q20 %\[stoma rat) 27 174
% @ @ @7% > S
@ Q @© ©\ @) De@iopmental toxicity:
Q0O Oy O D
¥ oKX P o
) Directly after las®y @%&: L@ %]~ 10 (increase in post implantation 13514
@7 apphcat;g1 work% 0@74 @\ loss)
singlestise glqves) \ SN
R g@ % @’ Q@ @ 17.5 (increase in stillbirths) 23649
h & & Q A )
@° & & S 22 (increase in cannibalized & 9730
N > q Q missing pups)
@ \% > @
m& % Q 20 (reduced pup weights) 27027
* 60 kg d (/ 1 al sorpt10 A) (300 L/ha spray), 100% absorption via inhalation route
” Mariﬁiwf Ex re = rd g&g ific NOAEL/systemic exposure

Tl% i\é@\ce of neghglble exposure using the critical effect NOAEL for the risk assessment is
demonsttated by the high margins of exposure. The risk assessment shows that the toxicological
reference values are 4-5 orders of magnitude higher than the experimentally determined systemic
exposures.
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Conclusion @o @@
The term ‘negligible exposure’ is not finally defined by the EU Member States/Commi ston. AV

proposal is made to demonstrate negligible exposure to the active substance@lacloprld &@1@ playt
protection product Thiacloprid OD 240 under realistic and practical corfditions of use 1nv& ng
professional risk mitigation measures. % @Q @ (@

The results demonstrate that exposure is far beyond(4he thresho & already ca@der d\as ~"
(additional safety factor >>10 to the AOEL). Margins mxposure -5 orders de = an d
therefore a higher level of safety — exist con51der11'<£g the thresh&@ values for%the s@ @a@i©
relevant for the classification of thiacloprid. % Q

The applicant therefore considers that expo of Work;§ to, t@%lclo Il %QQ)C 1ga@ to

S

negligibly low levels under realistic condltlons%of usee,* &‘&, v
- > @Q g & @@ & @% <
@
CP7.23.1 Estimation of worker exposiire - > O L0
stimation of wor e& po& e \ @ N éﬁ

SN
The measures taken to reduce expo@re &Nork@; actm@©sub@ﬂnce mﬁas tec@mcally

possible consider the relevant ro%@ osate” Th FS& uldg}e onyon- ary &posure is
followed to allow for a hannomz@nsk@ssess%ent D> & ©©@ S \

@ N @ & Q
Worker exposure is evaluateié’foll&% O & @Q & é%

ANy .
1. Evaluation accordlng tFS@QMda]@e on n@n-dietary e su%\(@l“ sg\} 230 days)
2. Measurement” %i‘ DFR and de@mn@on @DTs@@) glong%s %, "N
3. M1t1gatlon@a sm§ usesg%%ve @ é N \@
@ S § RN
o @ N \© &’ &> @
A summary of éé cr1®l GANor @&orker@posnﬁg ev%ﬁon reseqag;ed in the following table.

S O
Table 7.2.3. 141 Sux§ary%g crm%al GAP for Wpl@r exfosure Caluatiéii

Re- el@r ta@ D@ﬁon > Max. d ‘tate | No of Min. Min.
grtﬁpmg (h) &~ . o .0 appl. | interval | PHI
N S S
& O d X (days) | (days)
@? N D &@J (L2 | ke
@ ©Q @Q Q @@7 ©\ pr@uct) @g.s./ha)
Q1 © 29 > & S N
® a
; <) Ins;@‘uonQQ> @lj? Ni . %@
OilseedFape h & L83 | o0om 2 10 | na
-sSouti N O
% n% CHPE RIS

@ @ @
@° N
Exposure of $yorke ated for ac@/mes that involve contact with treated crops. This will
mainly occ@vheﬁman work 18 r@sary The EFSA guidance notes that exposure calculations

for 1nspe@§@n/ sc@j%ng @wn sare to Be evaluated for a duration of 2 hours/day.
NI @©
& &
@ E&a‘um@cco@ng to EFSA guidance on non-dietary exposure

A sun‘@?y of the exposure calculations for the critical GAP using the EFSA calculator is presented
below. Detailed calculations are presented in Appendix 1, Table A4 (worst case: 300 L/ha scenario,
14% dermal absorption).
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Table 7.2.3.1-2: Worker exposure calculation (using the EFSA calculator), 300 L/ha spray @ @©

Substance Thiacloprid Formulation = Soluble Application rate-0.072 Spraydilution =0.72 g @Vapourpressure= @
concentrates, emulsifiable kga.s./ha a.s./l ow volatile @
concentrate, etc. @qubstances havn‘&a @
vapour press%%of N
Scenario Oilseeds /Outdoor/Downward spraying / Vehicle-mounted-Drift Reduction Buffer =2-3 % Numberap&tlons @ @
=2, Appljca 5@
@ &% mterva@ days \ &
Percentage Dermal for product Dermal forin use diluation =14 Oral = 100 Inhalation-=a0 © @ %@ &@
Absoprtion =02 P ((§Q @ @ @ @
RVNAS 0.02 mg/kg bw/day RVAAS @ 0.03 n‘%kg bw/day @9 Y B D é&
DFR 3 pga.s./cm2 perkg DT50 ﬁ 30 d\vg @ & &
a.s./ha %@7 @ Q ) 2 @
CETIT S
Worker - Potential kg bw/d 0.022601 f RVNA 1K
In:;e:_trion otential exposure mg/kg bw/day & %0 @ 6 O \{& R 11% % /r%g
’ Working clothing mg/kg bw/day 100253 % of, AS 66/
irrigation @ %1@ (Y}\g ° D A@ °
Working clothing and gloves mg/kg bw/day § @n @ 0/@ RVNAS @ &? @&
XN °, - Y & §
o O @ .8 S S & 8

The evaluation using the EFSA ca@atof&%wlt@n a %@rker@pos@é’ of §ﬁ25 mg /@%g bw/day

(12.7%) when applications were (@ae with%300 [7ha s%% VO@ﬁne @ NS
& © S
% (g @ @ @ N
2. Refinement via exp@ﬁnent\lly @rmged DF§ ang@g'go @ S
The calculation with the Q@SA c@ula@ﬁs b g\ d o%efault %ssun@ns@ the ag%lal DFR (3
pg/cm? x kg a.s) and the remd@d ]@e (M4&F ba 0 —g@ days)w\fn ordgy to calculate realistic

values for both paranfeters DBR s@es wgre co@cted;%th th@fom@atmr&ﬁlder evaluation and
following worst ca&e use & ndm@ 1. q@%ax applic ra@@ﬁlax@o of gpplications and min.

interval betweerapplications. ths lows }ete %e thehitigh@ slo@?able foliar residue (DFRy)

N
directly after @@135 @)pll&@on an@to et ate@e re@e \Q iprder to determine the half-life
>
(DTso) of t\l@ active subés»éance@g\rﬁ@w g@%%ﬂ su@e .@ @ \@,
A @ O & O O

Summary of DF R@ﬁhes & é%a Q" > & Q

Thiacloprid dlsl©§geab% folidt~residy

Q . . .
es were determi in three studies following foliar spray
treatment in ths fiel be erngg
S

) @ po (Gemmany and France). Summaries of the studies

are presenteddn the $ollowing. ~
PO S
< Sy &9 9

. 4 2N~
DFR stddy kidney b%(n ( Gen%ny): ©\
Report: R *zﬁ_ 2012;M-433739-01
Title: @° De ermjnation afjthe diglodgeable foliar residues (DFR) of thiacloprid in/on kidney bean

& after yng@f thlac‘@)rld OD 240 in the field in Germany
Report No: N 1
Document s): é\o Réport i Ely des TRl Nos.:

@ © @\_,. -2908-01
-01-1

o St
Gulgl,lnes @ § S EPA OPPTS 875.2100 Foliar Dislodgeable Residue Dissipation
2) erly US EPA Pesticide Assessment Guidelines Subdivision K:
f Reentry Protection, Series 132-1 (a));not specified
GLP/GEP: yes
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I Material and methods

The purpose of the study was to determine the magnitude of the dislogeable foliar resiod\§ of@b
thiacloprid on kidney bean leaf foliage in northern Europe after three spraying apphcatu@ witho”
Thiacloprid 240 OD. The study included one supervised residue trial c@cted in t{ ﬁel&@n
Germany during the 2011 season. v

Table 7.2.3.1-3: Application parameters % . § §\ %
N (SZ% > \° $
Countr lication
y App @ @Q NS §
Type No thh stage QI%)lterval é\a ate@ @Cz}
BCH) Q (d s) < (kg a.sHa)
Germany Spraying 3 61-65 @ °\ 7 96
é&x @@) \Y\a @J@J [r\b ° v
0
Samples were collected in a manner d@ned\to obtain r@esent@%ve s@p They @;e d en,

prepared in the field where necessary,@a d a@stored acc ng (NJ S OPRRTS .(.' 5>

Foliar Dislodgeable Residue Dissi@ oL af p@ches@ere llect® d1r pre- belled
poly-propylene jar using a leaf pung amffer (Bigkestrand CogpE1 M C@ ﬁm @consisted
of 40 discs cut with a leaf punche 1t1“@3, 523 e dla®ter a dl@ ar 5 c hNeaf punches
represented a total double-sidedeaf stistace @a of 400 cnl A s ted grom each of the
three subplots to provide thrge epllcﬁe safiplings at eachsam @ﬂg mﬁ’@rval caf pufithes were taken
from the potential worker ontac%@ @udm@i%pper@inddle an er-portion&pf the crop foliage
and interior and exterior«ortions of thé@:rop@hage&Cont@Neaf %unc mp so\'overe collected prior
to the first apphcatlo%Treatéam@s colf®cted B thg day oftappli atlon w@ taken after the spray
had dried. After eachSamplébva lecteg, the phmgﬁar wés cap ank}ept cool for transport to
the field site la@ ¢ Leaf @moh@amplers leftied after e sampling interval. The
dislodging of t@eaf@ple&\vas p%fforg%d as sgon as%osmé bfr@mt later than 4 hours after

collection. Q
S @@%@@@ KQ@? & ©%@

NI
II Resul @?nd dlscuss@a @ S o @@ \@7
The re&ts are sur%%nse@m%he@llow& tal?)ij&© N g\

Table 7.2.3.1-4: of dis eabig}oha@ndues@f thl@loprld on kidney bean leaves in Germany
g a.g.) 2], md@@’ figlr&s in bé@ indjcate day of treatment
@ Q

Q D@FT#6) Sa@hng Th aclopri
rval A=} DER(ng/
@ 2 ﬁAT@% PN

€0 by js S
O o S a0 0 oass
N>

> 1 $ 1.9 | A 0135

@ 3 A& & L <oo

& @ 7.0 &7 S <0.01

& P 1O 0.223
SR

S @ S8 0.012

Q7 L s 3 <001

% 14 7 <0.01

14 0 0.219

15 | 0.101
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17 3 <0.01 .
21 7 <0.01 . @ @b
24 10 <0.01 @ Q\ v
#DAFT: day after first treatment; DAT: day after treatment @@ &@ ©®
A first-order single-exponential dissipation equation was fitted to the set o%expenment@at é)@ alk,
mean dissipation half-life of thiacloprid was 1.2 days (se@ppendlx) & %\ N é\ﬂ
V Q@ © @\ v\g@ %@
111 Conclusi © < S
onclusion & @ Q @@ @Cz}
The maximum DFR value is 0.258 pg/cm? obse t day 0 fter S;@@Qappl@tlonésher fter, aztast

residue decline is observed with residues < LOWY from day nwmg s af@ each\sin glegpplication.
Residues decline with a DTso of 1.2 days. Ab ccu@aﬂo&ﬁ@ dls@ gea folle@\remdu%s is thetefore

not anticipated. @ S <\ o
D . & & @ © & e

Thiacloprid, DFR on kidney bean, Germa01g§\\ @ R S Q V;\ @ éﬂ Q
o &

NS X
@ N
Report: 11-2908 Calcggtlon @’DTso\assimnggg@\{ogﬁ ki@cs €§y %@
c QS @) 9 °
DALT Residues
(Days) (Mg/cm?)
0 0.258
1 0.135 .
3 0.005 S
7 0.005 |xg
§®
N
N INS)
O N
o
(S
5 0
i
&@ _In2 t@@»
J:Coxe_kt:Coxe t‘@\)
N
C, 0.14968564 @ § J S @®
: gé@e 225759 & "\@ \© \© v
t, 958479
R® %072108961 @ @ Q f@ %@%@

& N )
[DTso(daysf> 1.2 j\@ Q . @ ©\

@° N $
ST} gf § N
N @
DFR study\\pot éﬁﬂ o y): §9 Q
S 4
< @@ @Q% o



Page 83 of 119

B
Bayer CropScience 2016-10-20
R

Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

Report: I < I I 01 2;M1-433623-01

Title: Determination of the dislodgeable foliar residues (DFR) of thiacloprid in/on potat ter @

spraying of thiacloprid OD 240 in the field in Germany o N
Report No: 11-2900 6 @
Document No(s): Report includes Trial Nos.: @ &

11-2900-01

M-433623-01-1 %
Guidelines: US EPA OPPTS 875.2100 Foliar Dislodgeable Resi 1ss1pat10n\ o\

(formerly US EPA Pesticide Asses@u Guldelln@ ublelswn&

Reentry Protection, Series 132-1 (a));not SpCle’# @ § é\a
GLP/GEP: yes @} < é% Q @@
IM i Q o Q& &

aterial and methods %, N @ ©
@ 6\ %,

The purpose of the study was to determ1§%the @gm&% of{%ﬁe d@o gealile f foliar re
thiacloprid on potato leaf foliage in r% er%uro@afte@@l%@pg@g a@llca

thiacloprid 240 OD. The study included izge supegvmed\gemdl@trlal erduc

‘”\y
~
during tilz iOll season. Q@ (ii%\ é\9@ §& @@ (} § é\a
Table 7.2.3.1-5: Application paramE@ RN %, K@ ﬁ \j@ ©
Country R pplication O RN
@ “ @m@ (Q\@A @ N @® Q
Type < °~, No & G¥owth dtage @%Int rval D Q Rate
v s
&, (BBSH ays) © kg a.s./ha
. S %?@ 2 ;7 BE-H) @ y )QN\ & (kg )
Germany Sptaying 1-81 @% 1 0.120
O e &1 * c(@
Samples were collggfed in a mdafigrer gned o resent@ve sa&mples They were taken,
prepared in the fi & neees ry‘i%i;xansp&rted a@ st acc S EPA OPPTS 875.2100
Foliar Dislodg@%&le gldue ‘Dissi &tlon @e ch ) ere directly into a pre-labelled
poly-propyle@j ar gﬁl 1Gaf puni sarf'%pler (Bar d C@ M@lte, CA). Each sample consisted

of 40 discsGut with a le{f pun@ @; @n dla@’eter @k area of 5 cm?. The leaf punches
represe@ a total do @)e sidéd leafgurface area gf400 o, A @mple was collected from each of the
three subplots to pm%iie theeereplicate @Fplings at each sarigpling interval. Leaf punches were taken
from the potentm@)rker%{) t zonéwclud@ uppey, middle, and lower portions of the crop foliage
and interior and @kterigt portiéits of ohage Col leaf punch samples were collected prior
to the first a@icaﬁ@@ reated sa@%les c@lecte\(Qn the@@ay of application were taken after the spray
had dried. % ter each sa @c olle¢ted, t &samplidg jar was capped and kept cool for transport to
the fiel © laborat pur@f §p ers Were cleaned after each sampling interval. The
it

dislodgittg of the 1@ n& was per ed@ soon as possible, but not later than 4 hours after
col{éﬁon. v S L Q@ @
¥ Q
@ > & Q
II Results a discu&\ﬁion %
The resu]@are s@mar@@d in@ follﬁing table.
@
Tab §2 3. ]@ Gunts .ofdislodgeable foliar residues of thiacloprid on potato leaves in Germany
[p, a S. /@], two sided, figures in bold indicate day of treatment
©® DAFT* Sampling Thiacloprid
interval DFR (ng/cm?)
(DAT)
-0 -0 <0.01
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0 0 0.338 .
1 1 0.028 \@ S
3 3 0.011 S S @
7 7 <0.01 S N O S
10 10 <0.01 IR
10 0 0308 p, {\% \© 2 é\”@
11 1 <001 SF Q@ @é}’ Q\ %@ @
13 3 <0.01 & Q L S & .0

\Z S Q Q @) é&
17 7 <0.00 Q I S ©

: ? Q0O @
20 10 <@n NN \ & &
A S RS
20 0 802799 | Y & & NN
QD %) L S QX
O A O YR
21 1 0.04F g Q & O @7 o
23 3 B Seol O]y &% O &
27 7 9] xoa@ LSO @‘}9\ Q@Q SRS
30 100" |5 <ot TS S @ &
®\ O & S =

34 @ Q @»0.01 6 S &@ @@ RN
4 | @, Ty 127 Q R é

#DAFT: day after ﬁrst::g;eatment T)AT%@/ aft&treatment &@ @ @

A first-order single- expoﬁentla%dlsm ation § @vas ato tsﬁé seﬁ§ ex@mental data. Overall

mean dissipation hal (§) Of acl id was Sé 1
P @f Qg w ( x) & @
onclusion @5 \: & @ @Z AN

‘K @a § B
The max1mur@DFP@§lu%Q) 338 pg/cm%’%obseﬁ@ed at@y 0 diter th@l st application. Thereafter, a fast
residue decine is obseryed with, @ frotd ‘ -7 O@Vards after each single application.
yS An ac

Remdu@echne w1t]'@§éDT5§ 2.0 ula% of ®lodgeable foliar residues is therefore
not anticipated. Q\ & é\g @ %

N S @
o & & & . @
@ @Q@Qo@@? \O©© @§
A N
S\ L 4+ 9 @
o & @ S
& s Vs & &
S @ﬂ&@\ O
@%
§\%Q§ §@Q
% Q



B . Page 85 of 119
sayer) Bayer CropScience 2016-10-20
R

Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

Thiacloprid, DFR on potato foliage, Germany, 2011 @o @@
Report: 11-2900 Calculation of DT 5, assuming first order kinetic: @ Q\ v
a 9" o
DALT Residues (04 o . <
(Days) (ng/cm?)
0 lj0.338 ~ @\% L © . @§ é\f@
0.028
; 0.011 | V&J @\ é\g @\ @ &@
7 0.005 3 o ©Q %@ S Q\g o
10 0.005 i @ N Q Q @© @Q}
Ve & & «
@ N SRS
Q @f@j S @ 6 o, %
N 2 S-S
R @ @ @ & & ©
In2t & . \ @\ &6 & o\ éﬁ % §
>=C,xe kt=C,xe 2 Q@- & N y\g© ) @ < O
@) NT NI $ éi _ &
C, 0.080430751 S () N ' S A ) N
0.341188637 Q 2 @@? @6 @ &© @@ @@ N
t, 2.031565844
R? 0.670097702 §®@ " - v &@ @Q & O ;\&
& o
[DTso(days): 20 | & & @Q @§ v @ °\@ 9
\ I I S
Figure 7.2.3.1-2: Determinatig D{é@of thi@opr'é’n po%@ (G@nan& o @
@ ‘v Q @ § X @) §\
@ S I @Q @ @
N Q N v AN o 9 @é\ Q
O NS QO N %y
DFR study pq@@o (Fz@ce): ) Q N ©§ @
(g
Report: & 22012M-433626-01
Title: Q\ @tem@wn e dislodgeale folidRresidpds (DFR) of thiacloprid on potato after
AN .. Yorayitof YRC 28%§C4<8\ the 1¥1d inFFance (South)
Report No: @ 11-2Q06 N N S
Document No(s): Rgport indides 5&;\1 Ngs © @
@@ %’ -29 1 °\ @
©@ Q/{ 438626-01-
Guidelines: % Zlﬂ@olla b Dislodgeable Residue Dissipation
% former@ﬂ@k est de sment Guidelines Subdivision K:
@7 o entt@’rot ection 1es*2 -1 (a));not specified

GLP/GEP @yes % @

& ST
I Material and@ggethod & @ &

The purpos f t e%tudﬁas fo detggmine the magnitude of the dislogeable foliar residues of
thlaclopruk to l@lf faliage i southern Europe after three spraying applications with
thlaclo d SC @80 The stuc@ included one supervised residue trial conducted in the field in France
duri © 2 sea@&

T:@ 7.2 %@-7 Ap[@j catl$ parameters
@ﬁtry Application

Type No Growth stage Interval Rate
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(BBCH) (days) (kg a.s./ha)
&° @
Germany Spraying 3 24 - 38 14 0.096, S 4
S S
S @
P
Samples were collected in a manner designed to obtain representative samples. Theycwer ken

prepared in the field where necessary, transported and stored according#o US EPA O{@T S 8 21@@
Foliar Dislodgeable Residue Dissipation. Leaf punch ere collec@d directly i e- labﬁd @
poly-propylene jar using a leaf punch sampler (Birkestrarid Co; El te, CA). Eaéh san@ ted &
of 40 discs cut with a leaf puncher with 2.523 cm di@leter and a area of 5 é[z TH&deaf @nch
'é’ 00 cm?. A sampleGyas c@%cte%ﬁrom ea@h
three subplots to provide three replicate samplingg at each sa@mg Q@%W%L unch%%ere@ en
from the potential worker contact zone 1nclu§g up@ @e a&ﬁblow portians of the cro tQﬁ)hage
and interior and exterior portions of the crop foliage. Cogtgol 1 puno@samp@ w@ coll ;@%d p&or
6or

to the first application. Treated samples ggllected on the daysof apph%atlon&re taken aff Ni
had dried. After each sample was colle@ed ﬂ&\samr@lg jarwas c@*’ped and kepteool for tra '@?&
the field site laboratory. Leaf pu@ qiﬁglers re @anefter @ach pligg® interval. The
dislodging of the leaf samples v@ perfdeined as soonas pgslble t n@g’aterﬁn @%urs after
collection. 9 ©) & @ o

o & T & DS SN

II Results and discussion@;\j é& @ & @ @ . ) &

N < D
The results are summarlsed 1 ﬁ%f: fo%)\?mg§ @§ § e R N
ES S S O
S <> O S O
Table 7.2.3.1-8: Ar@nts a{dlslod@bleﬁ’lar regue@ iacl@prid on potatg leaves in France
@Ea s.&@ll t{&mdedyﬁ?gurekn boleg dicate’day gf treatsient
v

S Dé@f CSampling @‘f‘hl %@prldé ©§ K

v interval g/cny
~ ] T)@% o &
A g0 ey 0 & <Oé$ N &
oL & B awe e | O
1 £@1 @140 |
@ @Q @Q @ é\ <0@' g
VT 9 .0 & & 90d
) 14, | D14 o N 2008,
{4 o o oms
O s 4 - g o
e 17| <73 @ | & <001

N
@ SN R
24 O ad0 9 <0.01

§ §@ 28 | O 0 0.225
& Q9 . 1 0.204
Q7 L 31 3 0.039

% 35 7 0.01%

22 14 <0.01

49 21 <0.01
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#DAFT: day after first treatment; DAT: day after treatment

* average result set to 0.010 pg/cm? as worst case due to residues @
0f 0.01 pg/cm? on sub-plot 1, sub-plot 2+3 were < 0.01 pg/cm? @ QS
S S @
A first-order single-exponential dissipation equation was fitted to the set of experimental d%&@ OV@I
mean dissipation half-life of thiacloprid was 3.7 days (see Appendix). Q> @ %
o o s
IIT Conclusion @ A @ @
X & o 9 & &

N
The maximum DFR value is 0.225 pg/cm? observed@day 0 after @e 3w apphca@n T@eaft@g fa$ @

residue decline is observed with residues < LO day 3-7 o arc@afte éﬂch fagle ap 1cath
Residues decline with a DTso of 3.7 days. An Q"/ ulation of \~ 1sl - - bl 6 due&@ th r\ fore
t anticipated. ) @
not anticipate @%& @@ N & @7‘% @@
Thiacloprid, DFR on potato foliage, France 29@% \@7 N @ % ©@ @7 §@
N N SIS A
Report: 11-2906 Calculaflm qéggﬂ' 50 a@@%m@fir%@de@dnet{@s @@ ) Q
DALT Residues S KON R ®\ S @@} $ &VJ
(Days) (ug/cm?) Q & 2 @ @ © Q @) ~N
0 0225 @ N @ (@@ @ Q& S @© LN
1 0.204 § A D &w (&) % ©
3 0.039 (SN N
7 0.01 2) & NI v & @ 9
14 0.005 S D 1 § SN v %,
21 0.005 R
& ;
S
N Q)
<
S
o N
. L
3=C,xe & =C,xe 2 ¢
S @
C, 0. 115357@ &
k 0.1862
t 3.720947655 @
R® 0. 7@)7586@
[DTsp(days): 3.7 | @
@ 2
Flglll;i? 7.2.3.1-3: Det@ma
N ~
Summary
A summary, the\e per ental ‘conditigns and the results of the three DFR studies conducted with

ThlacloprlQ pr@nte(@@ the §Jlow1ﬁ(§ table.

Table N@.’, 1 9$mr%ry of@ studies performed with Thiacloprid

S
C@ Cégrjltry @on@atlon Study Max. Max. Observed DTso
L < conditions DFRy DFRy on (days)
ﬁ (no. of appl. | (ug/cm?) | (ug/cm?/kg
/ appl. Rate a.s.
in kg applied/ha)
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a.s./ha) .
Bean | Germany 240 OD 3/0.096 0.258 2.7 0 days 12 g QS
after 1° Q\ g
- @ &)
FT 0 S
S D
Potato | Germany 240 OD 3/0.120 0.338 2.8 % 0 days ® 2.0§ &)
@ < after 15* ° N é\f
T @’ appl, ¢y ©\ )
R | DAFT® | & & @
N Q
Potato | France SC 480 3/0.096 @25 @ % N3, D&
N RGN aPPl \ AN
o @ 1 & Barrda |7 =
O
© 7o v

@ <o
WIS NN
A justification that the DFR data from {bi%se s%@ws be, t3ed f(m%llse\@rap g1 en by t S-
EPA recommendation for choosing rant%g%ps égup @%re em@@ eva@a‘uo@

Because of the agricultural dlve§{y of @bps and thelt”var es a@eth &rmgf@rops into

groups is proposed by EPA that ex}@@cted @resyltin cofiip arablere- )@%ure Tt is desirable
G rfan

that DFR studies used for theg: sessrgent be repre@tatn@ of tl@%ro th fo d @p architectures

of the registered uses. The US- -ERA re-e eva@a‘uor@or scdﬁstmgm rape @oanola) 1s based on DFR

and exposure studies (tq e@abhsl@ran@ coefficients) performed<n eas@’hls ¢rop is grouped in the

crop group ‘Field / row cropssJow /4 medi an cZ e ter Smootfﬁeaf d crops: scouting in
solid stand condition& This@rop @clude ter\:@fa beah (st@g an&%}ry), soybeans, peas and
rape (canola). Pot@ is also gro@yd 11@16 a.m. gu@ce i1fdhe c@ster ¢ @mooth-leaf field crops: but
scouting in row ditigns. QO \\ N @ X
@ & N
Bean and potﬁ) are §moothJeaf fickd créps. It i to\\th ideregthat the DFR studies conducted
with thlac@prld in be%rgls and%otate%are @propﬁ@te t@ be q@d for the evaluation of worker
1nspec1&@$scoutmg a%@1t1es§r p @ § &
It is noted that the@ tr@% we@omdl&d %\ N
) S @ @
e with thrép app s tlon&d v o

e using ¢he magy un@se réte of @96 k@Qas /}@% bean (Germany) and potato (France) and

0. 12 ga. sha i ta ew@ty)

whereas cGAP _unager uatlc@ co ers &qu two applications and 0.072 kg a.s./ha. The

maximurh DFR Val werl measmed oay Q@ directly after the application (0.258 ug/cm?, 0.338

g/@2 and 0.225 ﬁg/c h@i Q 1.2, 2.0 and 3.7 days (mean: 2.3 days) indicates fast
o 58

degradation an(@e&iplams Why& aCC@nulataQn of residues is found after sequential application and the

maximum DER are i aﬁ{?the lQor after the 2™ application. The maximum DFR per kg a.s.

applied/ha 2*29\2 8 afd 2.3 ﬂg/m%@g a.s. applied/ha (mean of maximum values: 2.6 pg/cm?*/kg
a.s. appl@/ha =Lniti Fl@

A fasﬁdecln@)T % 2. @ys) of surface residues of thiacloprid was observed in all DFR studies.
md@@ms @’ow@e level of quantification (LOQ) of 0.01 pg a.s./cm? three days after the
applicatjidn’(dose rate of 0.096 kg a.s./ha was used).

15 Agricultural Transfer Coefficients, U.S. EPA / Office of Pesticide Programms / Health Effects Division,
Science Advisory Council for Exposure (ExpoSAC), Policy Number: 3, March 1, 2012. M-525540-01-1
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Refinement of worker exposure N @ @©
The following equation is used to calculate the worker exposure (following EF% guldance) @
Worker - @
Transfer coefficient . DER Dermal y
€Xposure  _ linspection/scouting  x Duration . X MAF 1009% X abSOFPtIO ight &
Jmeke (cm’/hr) (") welem) e OIS
T8 &P L s
& Y R O &
2.1 Worker exposure after re-entry 1nte§/al (REI) of @ays work \sggr no glove&» &@
@
The calculation of the exposure for a re-entry 1 Hebrval of 3 @s c&g@der@ FR glueé? 0. M\\J
: &° "y 1,
a.s./cm? (Y2 LOQ). S < 'S
T ST T S
Worker exposure (mg/kg bwday) % Q & Q @7 @&
= (1400 cm?/hr x 2 hr XQ%OS p@cm @ﬁ)/l 000 x 14% 60.kg’ &« $
= 0.00003 mg/kg bw & O & @ § Q
This is equivalent ‘&Q% 2 "/@f the%AOEL%zn = @50@)@ S %@2

Re-entry interval of three days @owd&sﬁ@n a on IS fet 9" tor @ ultl n %& of tlo% AOEL and
MoE of 61350. SNIERN

N O % o \@ 2 o

g QO N © S
2.2 Worker* egiposge worl%wea&@) glo%es @% R %@ §

@ © @ \ N .

Q A S
The calculation is @% using the Ho cha@es §9 @ Q &
e DFR:2 @g a sz && kga ié\?ap&l%d/ha \© @@ @& @@
R N

e DTs &2 3 @ys an@Z appfitaticng resu@‘ng 1@ Apf@cation Factor (MAF)*: 1.0

. & * Multlp Appl (l@on Eaeyor (A@’) whé@’mor@han oy appltcatzon and assuming DTsg of
N 2.3 day§&ythe ’@ the above n@ttoz@xpo&w equation is expressed by the

&@ fo Zlqw@g far g {°
\ NS > AN
@ & Qe nki %\ @ é

=n er of @pli ns
@7 o\@ Qi = applicat m%&% (d)
N &
A s@o\fmary of the ?f‘oé’ﬁne ?%ns dte prted in the tables below. Details are presented in

cu
Appendix 1, Ta@l@ AS. &@ @ &
Table 7.2.3.1@ Worl%g? e)ﬁlre &la{ggusing DFR studies), 300 L/ha spray, work wear, no gloves

Substance &h\ﬁclopri F@wlatlo%Soluble\) Application rate-0.072 Spraydilution =0.72 g Vapour pressure =
@ @ncentra > emulsifiable kga.s./ha a.s./I low volatile
@ ©@ conc%@ etc. substances having a
vapour pressure of
Scenari @ /Ol.f@oyr/ Qo%’\wla rd spraying / Vehicle-mounted-Drift Reduction  Buffer=2-3 Number applications
@ @ @ @ =2, Application
Q @ interval = 10 days
Percenta@)Dermalforproduct Dermal forin use diluation =14 Oral =100 Inhalation = 100
Absoprtio =02
RVNAS 0.02 mg/kg bw/day RVAAS 0.03 mg/kg bw/day
DFR 2.6 ug a.s./cm2 per DT50 2.3 days
kg a.s./ha
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Worker - Potential exposure mg/kg bw/day 0.0115 % of RVNAS 57.28%
::‘:::::I"" Working clothing mg/kg bw/day 0.0013 % of RVNAS 6.42% @" @
Working clothing and gloves mg/kg bw/day % of RVNAS @
(@) &
§ @ )
A summary of the exposure estimates resulting from the critical GAP, the préportion to the %stab{@ed
AOEL and the margins of exposure (MoE) is presented in the following ta@se @Q § &
Table 7.2.3.1-11: Worker risk assessment X Q@ @@ NS %@ &
= Q & O
00 Lrayha & . O] O @
Re-entry exposure ¥ > @ SEnS % Q@}
- . S R
(inspection/scouting) Systemic «% of AGEL' & g\’ M‘@@j § N v
exposure* O (0.(»)§2y@rhg/ké§y D ©@J V| & % .
(mg/kg bw/day) 1 Bw/day® Q o Q @7 @&
% a
. N N N @ &@ S T @ Ko §
Work clothing, 0.001283 @ ‘&\ 54 Q" 1459 ISEES
bare hands Q @ @ @f% @ §y @

@ZO
* 60 kg person, dermal absorption of 0. 2‘}Qconcentrate) %%d 14% @OO Lray) @6% a@e&ptlo@% 1nh><%fon route

I AOEL: 0.02 mg/kg bw/day
2 MoE: NOAEL/exposure; NOAEI&mg/k{%&/%based o@abbltg@elop@tal stuc@ (mat@al to Xreity)
NS v

Systemic exposure of &r@tectep re-efiry wlrkersay wearlég lon&g sleex‘?@ s and long trousers
(equivalent to one lay 1 of waiking dgthinghworksy 5 w1t@>rot%ted hands du@g inspection/scouting
in oilseed rape is gﬂ% @k /da hen§0 Ly sprays usé“( 4‘%&%ermal absorption). This
equates to 3.7% g Eb&and Méb of@7 ©© @@ & @
@ i« \ @

G @ o @5@’ @ §
@ 3 Wo@er exposm@wor%wear@mgle—@e gl@/es

The wg@lg of smglé&e gl@s Pposes no hlndra§ for@ono@ists to comply with this kind of label
requirement for s @%‘ung/ fspection ac@ues Y hlsq@ con, @med to the applicant by professional
agronomists adv1&@xg c&temer d ﬁ%ﬁmers ¢@. in the U%nd Germany'®,

Thiacloprid 24§ ODal b@}pph@ dur]@ BB§ 30 &em elongation) and BBCH 59 (first petals
visible). Th¥Splant %fdumg} thi has@s sn@)th and not abrasive. Gloves such as splash

S
tant sidgl ] fordpracti@ble a%d feasible f h t k.
I'CSIS an@ €-usec g Oées arc @e orag 63% c€asible 10r such re-en I'y WOr

The standard to be@qpul te% shquld meg@at i@st gloves safety standard EN374-2:2003, Level 2
des@ed in Eutepeand> 11;%@% @/68@EEC — Manufacturing directive for Complex

Des1gn/Confon@1ge Euro@éen&@E) @tego%@I
The approa}é@&of h%%l?l ectleﬁgy@ during “re-entry is established in the EFSA guidance on the
assessme exposure orkers infisk assessment for various activities during re-entry. However,

hand prétectiong,for in@-f)ect' scouting is not established. A TC of 1400 cm*h is proposed for
inspecﬁpn/s@ng@the@A guidance assuming that body, arms and legs are covered but hands

ar&@not%é 03 @
&

16 Statement on the use of gloves or any other protective equipment during crop inspection activities after application of
Thiacloprid-containing PPPs: M-568133-01-1; M-568156-01-1; M-568160-01-1
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A proposal is therefore made in the following based on the underlying studies that were used in the
EFSA guidance to establish the total TC (body and hands) of 1400 cm*h for scouting. The Va]@for o
unprotected hands was derived from US ARTF data on peas and sweet corn which represent : obus§
set of data upon which to base the TC value. A detailed consideration and der@lion ofa Tg@a ue@r

protected hands from these data is shown below. @
The studies in question are the ARTF studies ARF009 and ARF021 by %)lonne et al\@l999@ 7 n@
Klonne et al. (1999b)'®. Both studies are available to ?. They a@\therefore n ubm%%d a§ @

with this dossier. The studies were conducted to GLP and in accor ce with EP& occ@tlo andé
residential exposure test guidelines - series 875 11 length ifner cotton @imeté@ W %s
underneath the outer dosimeter of cotton long sle d shirt and lglg E@@%s l—@d w@h and ace/nég
wipes were undertaken. @ 6\ % @

The sweet corn study comprised eight Worké on t@ree rat -enate , 0 anﬁ 9 %i/s after

the 2™ of two applications of Bravo 50 chlor@ialor@ at t@ test Florld’@

period during re-entry was approx. 4 ho {e\co was ty@;eally&l%Z &cm«\lgn height durg h

re-entry period and considered to be ﬁli&mge&@i’or&% walked thmpgh ﬁel@hd e@ry few

feet would inspect plants sometim@s renfaving ‘@ave@ the@’roce@ Dat @a‘che@d on the

amount of dermal exposure as w@“ as the am u\t ofxfoliar r@idue sen th@ErOpQ (dislodgeable
R

foliar residue) and the TC Valu@erlvﬁn th llog w Q& @ “
@

TC (cm?/hr) = adjusted residise Val&e ( ug) F R&(ug/c%}— time wo&l@d (h@rs)

The pea study was und%@en 1n9 sim@ar m er e&cept t@@cons&ted oﬁ@ workers on 3 separate re-
entry dates (2, 4 and @\(ﬂlays a@ thegecond® tw&pphc@ons%gf BraV(Y)%OO (chlorothalonil) at a test
site in Canada). "@ork @no@as ugyally @ ur ﬁ’thou on Qn da&%as only 2 hours due to
rain. At the time, pplication peas wer hg%h and@y the final day of re-entry
were 66cm in h@t d with ﬁ}l fg,l\age Q} %

A summary (@ the @ral%@smbu@m o%expo@e fo@o‘[h ¢yops c@n be seen below. In the case of

peas, PDEG3 prlmarlly to the gl\%s g\g@h w@d be pec@d W'a@’ng through a relatively low crop
compag@o sweet co disftibution is n‘@ evi &cm@\the body. In both cases, exposure of

the han contnbu&a re aﬁvely@nall @por‘fm 0 otentlg\dermal exposure (PDE) but represents
the main area of eposure as a % Jof tofal actu@erm@ expggure (ADE).

Table 7.2.3.1- l@l@)@{str@lon abexpo@ ex@essed § a % @’ C (geomean)

Body part - - ?\Q QASW eetc@ (%o @) S Peas (% TC)

& "&b | ADEZ” PDE* ADE**
Legs < N 36 S @ 79 17
Arms @ @0 Q35 1 5
Hands R @ 0@)& 4 ,{K\W Q 4 3 =
Face/neck Q = S ey g neg. En —

* Potential %%nal e ure = &@m of thednner andouter dosimter, face/neck wipe and hands
** Actua \Q@’ al exfigsure = stim of t{g)inner dosimeter, face/neck wipe and hands

SN~
%

17 @ne et @b@(l 999a’bete@naﬂon of dermal and inhalation exposure to re-entry workers during scouting in sweetcorn,
study nufber ARF009

18 Klon: al. (1999b): Determination of dermal and inhalation exposure to re-entry workers during scouting in dry peas,
study number ARF021

19 The studies were already submitted to CRD by ARTF industry member. Therefore, a separate submission by BCS is not
considered necessary. BCS herewith expressly indicate its active ARTF membership and note that these studies may be
used by CRD for the evaluation of this dossier.
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The derived TC value of 1400 cm?/hr reflects actual total dermal exposure and is the sum of thg- >
inner dosimeters, hand wash and face/neck wipes. Both sets of data were log normally distributed &
and given the relatively small size of the data sets parametric analysis was undegtaken to com to

the empirically derived values. The individual values derived from the cond pea studies a@Q

1033 cm?/hr and 1180 cm*hr respectively being 75" parametric estimates. Q @ %
@)
The TC for total dermal exposure is the sum of hand ar@body exposyt e (sum of i 1nner dosg%ete@

and face/neck wipes). Individual TC for hand and bod%xposure @ calculated @om@ set &@
data and are summarized in the following table: & @ Q ©© C&©
Table 7.2.3.1-13: S £ TC values (75® timates) R ¢ & ¢ @
able ummary o values ( para estima (f@ Q (§ %@ @@}
CERNCEE
%% (7» C(cm / &% @«% IS N R
TS T & <\ %
ARF009; A}@02§@ Q s P& g
Route Swee‘tc@%@ \\Peaé o Z§b © @lgy é&y & ©§
NG
TC hand (unprotected) é@ @) \1@76% \} @ﬁ'}» N @ %@
& | © SN Q L] S
TC body @ 8387 |& 680 @Y 644 SN
&w 5 % S)
TC tota.l dermal %}) é& §9 @§ Q @ N 2
(assuming arms, body an ©9 § & ISR < Q‘&
legs covered) %, % 10@5» 9) @2 RS 6‘4\\3%
N @ & AN Q

It is interesting to x& l-gbthe h@er @Ialuegre «@Ve ffom t&e pea @de because when arms,
body and legs arg,Cov. it 19&1;101: tp& helghg\f th %rop that a1§9 hfluence exposure so much
as the 1ntens and ﬁuer@y of ®ntao&@ ba &hand@wﬁh ate fo iage. The US approach of
combining orn an@)ea (ﬁ\*ta is egnsidered s ﬁﬁcwn@@epres ntative of a range of foliage heights
and densigies for smoo dc in s& @nd ctloQ Taking into account the factors
describbed above a TC@alu@ @ scouting @ﬂsee@rape of 1400@m2/hr (rounded up parametric 75%

centile estimate) i @md&ged ap&bpma@ @ é RN

A protection factdr (P@ i.e. M& re@%ﬂon@f dert@@hand exposure) could be applied in the
exposure ca@tlo ste@k C Re Rito @i)date 24/20142° for protective single-use
gloves. T actor can b@app §pro iongP'the transfer coefficient (TC) relating to the
hands. Tlgte- calculat %@ protépted % exﬁ&sure by applying the protection factor of 0.2 to
the indl idual TC Val s%nman«ge 1n1@ following table:

Tabk7 2.3.1-14: Summa@ T(&}alues &)tec@mnds (75'" parametric estimates)

@ . Q Q
@ \% § o TC (cm*hr)
SRS

Q
o & © ®©ARFOO9: ARF021:
Rousg@ @@ &\% Q> Sweetcorn Peas Combined value

@ & © 2

O
20 New arrangements for the use of personal protection gloves to reduce skin exposure in re-entry work after
application of plant protection products to crops, Regulatory Update: 24/2014, Issued: 2nd December 2014,
http://www.pesticides.gov.uk/guidance/industries/pesticides/News/Collected-Updates/Reg-Updates-
2014/December/PPE-gloves-reg-up-2014, M-525563-01-1



http://www.pesticides.gov.uk/guidance/industries/pesticides/News/Collected-Updates/Reg-Updates-2014/December/PPE-gloves-reg-up-2014
http://www.pesticides.gov.uk/guidance/industries/pesticides/News/Collected-Updates/Reg-Updates-2014/December/PPE-gloves-reg-up-2014
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TC hand (protected) 82 207 145 @o @@
TC body 638 650 644 o @@\ K
5 oL@
TC total dermal & N
(assuming arms, body, %% . Q § \25@
legs and hands covered) 718 898 84, &9\ \O\ N @
Y Q @J) § %@ &
The TC of 803 cm?/hr is proposed to be used for %@ evaluation, & worker e sure<@ia pr ctivt&©
gloves. N Q o & & @) &@
& Ny L@ RO o @
@ & N Lt N

Q Q\ o,
Exposure of workers wearing single-use glov&bduri@scou‘c@g inoOitseedrape: & S
. L N & X Ered SR
The following equation is used to calculat%he W@er e;@)surllow g E@A gu@anc%@y @&
BN R

S ©
e\)ivi;kjr; Transfer coefficient Dur @%ﬂ o\\ DF@\ &6 RS @%ﬁmal Ro §§V
(:1 Ik = |inspection/scouting ) S, R 5 @ MAR @9 X@orpt- Q Qeight
erke (cm*/hr) BT g )% GRS N) W‘*@ & (ke)
bw/day) @ KA N @@ R L
The refinement is done using follo*%fi?lg c@@ge Qb @® Q& ©© @©® S h
{@ S RN @ O

e Dermal transfer coeﬁ%ie&— ha@m@ﬁmdy and leg&ov%g? 803%m?/
e DFR:2.6 ug a.s".%e%lz p%’ kg a.s@appl’@@/ha@x Q> $§ @y\’

. : . Q S N o
Multiple Ap@aho&c%{%A&) : 1.(@356&?1’1 DT® of 2days&&n%2 applications)

* A&zple%pplig@n Faor (MA% w@nor Gian 0&6 applz@tion and assuming DTsg of
: day& e M{?“ used ;%9 the&??@ve m’&gtione@posz@ equaflon is expressed by the
Zlow@for ula: 5N Q S § Y
) MAF = 220N ST S
S > Qe o &7
SH . & .0
S O kégzn(z) 0 (ke constant) RN

N) = nypther of @pplicatfons >
9 @ S = a zcatz{%ﬂ'ntei@l d) &
® O ¢ O o O @
A summary%?the regﬁne lcul@gons @pres@ed i@@he tables below.
Details @ presented{l@Appthx 1, %ble&. N
L)
Tabl&J.2.3.1-15: WarKer e@uge cul@n (h@@d on DFR studies: DFR0, DT50 and assuming single-use
N gloves argworne Q
g @y &
Substance Thiacl W %Formu 0N =S e Application rate-0.072 Spraydilution=0.72 g Vapour pressure =
& % con tes,%lsifiable kga.s./ha a.s./l low volatile
@ \ co trate, etc. @ substances having a
& R Q @ vapour pressure of
Scenario @ﬂseed@@utdoor@ownwar@praying/Vehicle—mounted—Drift Reduction Buffer =2-3 Numberapplications
@ @ =2, Application
Ro @ &\% @ interval =10 days
Perce@gge De@@alferp@ct Dagmal forin use diluation =14 Oral = 100 Inhalation = 100
Ab. on ’(@2 §
RVNAS f@.oz mg/kg bw/day RVAAS 0.03 mg/kg bw/day
DFR 2.6 ug a.s./cm2 per DT50 2.3 days
kg a.s./ha
Worker- Potential exposure mg/kg bw/day 0.0115 % of RVNAS 57.28%

Inspection, - - . -
irrigation Working clothing mg/kg bw/day 0.0013 % of RVNAS 6.42%
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| | Working clothi9ng and gloves mg/kg bw/day | 0.0007 | % of RVNAS | 3.68% |

A summary of the exposure estimates resulting from the critical GAP, the proportion to the est&Qﬁe

AOEL and the margins of exposure (MoE) is presented in the following table. @& @® S
& ©.8
Table 7.2.3.1-16: Worker risk assessment % § @Q\ %@@
o
300 L sprQ%?a > & Q\\ o @
S v & & O
Re-entry exposure ] . & , © QR o %
(inspection/scouting) Systemic % o %EL Q" MoE™ « o & @
exposure* g/kg @@9 QR 1O % @}
(mg/kg bw/day) gay) @@1 é’\ ¥ \&, §
Work clothing, 0.0007 S 37 O W B Vs S
single-use gloves S \@ \@ 5 R AN ©© © @7 @
& ﬁ

* 60 kg person, dermal absorption of 0.2% (con@ltrate%%nd 14"/@00 L/ﬁa spray@ OO%%QBsorpt ia 1@laﬂon
I AOEL: 0.02 mg/kg bw/day

<
2 MoE: NOAEL/exposure; NOAEL = 2 m%@ bw/@%base&@rabb&ve%@ent@dy (@ mal@@lw)
Q Q @ ~
Systemic exposure of prot rese try V@’rkel@%e 19; %@% slee\%d sﬁﬁ anid, long trousers
(equivalent to one layer of \%@rkl clothg W%nng gle -uke glo&e% dur@g inspection/scouting in

oilseed rape is 0.000736 n@/kg b@day@ is € tes &to 7%01‘ A% ar@\do% 717.

S o © ¥ .9 « ~ @
CP7.2.3.2 l\ﬁu@nem@wmﬂ%l’%@ é@@ @@

©)
Since the ex e@nate@ameéut @%ated&&at ths, A0§wﬂl not be exceeded under practical
conditions %f use, @’stud?vto R%)Vlde m%Q € oorke@exp& re was not necessary and was

therefore'not carried o @ ©
S @ < D
A @ § ISEP @ v o\©

AN
CP 7.3 D@%al zﬁls;gon O & S @Q

Summary and cofr?clu&@l on alp@’sort,‘mon ©© @§

©© \ N
R
The exte {%f dermal absorptlaf t oprl@for%ted as an OD 240 (Biscaya®) formulation was
1nvest1g@d in vztmou ng }f@nan and ra@ A summary of the study is given in the following
section. A conclusgé?an@com@ndat@ r&gg ing the dermal absorption of thiacloprid formulated
as airOD 240 is glven b@w

7

@

The mean p@?nta &55\}"‘[ opmlgm %D 240 formulation that was considered to be potentially
absorbable {a d pil%s totalgemaining at dose site) over a period of 24 hours for the neat
formulatt § 12%Gor th@ﬁ.\man skln Applying the new EFSA guidance this value adjusts to
0.2%. @ % @

Tl@%ea rcent%je o@acloprld in the OD 240 formulation that was considered to be potentially
absorb (directly absorbed plus total remaining at dose site) over a period of 24 hours for the

intermediate dose rate was 4% for human skin. Applying the new EFSA guidance this value adjusts to
6%.
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The mean percentage of thiacloprid in the OD 240 formulation that was considered to be potentially
absorbable (directly absorbed plus total remaining at dose site) over a period of 24 hours for the @ @
dose rate was 14.3% for human skin. Applying the new EFSA guidance this value adjusts to 14>

According to the new EFSA guidance21 there is the provision that when the g fmpling peno&@s 24@®
hours (which is the case for this study) and over 75% of the total absorptio (materlal in the recgptor

fluid at the end of the study) occurred within half of the duration (12 hou;;\ﬁ f the tota] samplirtg (@
period that the absorption will be taken as the sum of recégior fluid, re tor chambe@ash%?and e @
skin sample excluding all tape strips. These criteria werethot met in tstudy The

provision that a standard deviation equal to or larger than 25% of t @wan of th n re res
the use of an alternative value or rejection of the st@ The guidafwe prefers th& ppr ach of

the standard deviation to the mean to cover the r 84th peregt ntile Vgge of fRe r s@ts A@htlon
where an overall recovery of less than 95% occurs, a normali on stoceduf@y is t usethby N
preference. Albeit that the notifier considers @t botlythe value of25% f@ﬁthe sténdard &\gn limit

and the 95% recovery limit to be too conse atlve ‘the a ation&f the@uldan re@:ts in ¢

following values for ['*C]-thiacloprid in tg 1s&@ya O& 40 8rmulaz%)n - §@
e 0.2% for the neat formulat1040 ) @ @7% < @ @
e 6% for the intermediate doge (0.74zg/L) * \ ‘?\, N § @Q S %@9
o 14% for the low dose (0 /L)@ & @ § Q RO
(SN

Report: 2005 %{ 24 %”3 01D ©
Title: Thlac rid S Calygy0) an 1ac10@1d OD (Bls@) f%ulanoﬁ@ In vitro dermal

absmsp 10 %tudy us1¢@ hu skn@gCom@fson of8C D @nulatlons

Report No.: %0429 '

Document No.: 497@% 1- \ Q" A \

Guidelines: @EC 428; CD%@Vlronﬁent@ealtl@nd Safe@ Publications Series on testing
andQ@ssessment No28 Glgdane t fo ‘the C uct of Skin Absorption

)
©© ies; European Co 15510& u1 eD men@n Dermal Absorption-
& Sanco/R2/2006ev. 1Zz;%nota cab

@ @es 2 A @ é?
< & @

Mater;i@and methoéﬁ

Human skin: Ny

9

GLP/GEP:

%umb and e% 10 dbhors, o)

- 1ca§p 1011\ do@n
T ness; 461 {0 93

Test Mate 1? ]fk & @

Non—ra(@elled Batc M2@58 v\g

\ Purlt 7% Q

~
Radielabelled: y\g hyler@ MC)@hiacfoprid
> tch@M @

@"° Specific a 7 MBq/rng.
S <\ Radiopurity of t@e rmulation: >99%.

X
Formulagion: @Q @9‘[6 ulation used in this experiment was the thiacloprid OD 240
§ N % fo ation containing thiacloprid (240 g/L). It was used at three nominal
& @@ &7 concentrations of thiacloprid: neat, 240 g/L, 0.74 g/L and 0.1 g/L.
A

Test s@m: A flow-through diffusion cell system (Franz’s cell modified, Gallas, France)

21 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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was used to study the absorption of the test substance (exposure area of 1 cm?
skin). A diffusion cell consisted of a donor chamber and a receptor char@ @
between which the skin was positioned. The receptor fluid was Eagle S,

medium supplemented with 5% bovine serum albumm@ld gentamy 50

mg/L) at a pH of 7.4. The receptor chamber was warge ted by a constant @®
circulation of warm water which maintained the receptor fluid at@2 +

(close to the normal skin temperature). The rece% fluid was peds

through the receptor chamber at §%ate of 1.5 and stlrre\:gpontQﬁousl§ @
whilst in the receptor chamber Wmeans of a@® (< agnetlc bar@@ @ &

Skin integrity: Before dose application, tl%@‘htegrlty of @ skip sample: g@was&assessa@%
measuring the trans-epi al water 1 ss (TE ) frol the Stratunggorne

An evaporimeter probe ( rmalab T%chnol@y, I@imarl&was@@ced
securely on the top (%?he d@ rc er ai?d

f watet di using
through the skin was me%?wed éﬁ‘n d rat@tm W1t Té\VL cater °
than 40 g/hm’> weredconsideredwpotengially d age d were not tised.

se
samples were lace%y n klni omeits wlfre,h We@also tested f§
integrity bef@@zs&%n\the @udy @ @9@ @ @ @Q Q

@2
Treatment: The dose@rep t10n was ap@ed ﬁ spl&ncké%s s sam@e with a
plpette@t the xa e of @prm@ atel n. The dose
prepa tlons\vere@sayed rad‘i‘oactn@z)y corﬁynt (by SC)®y using dose

che (%ﬂ'ogat ose@ken Before, rln@qd af%: the @gsmg process.

Sampling: The pto@luld § ougﬁﬁe rgceptor gﬁﬁmb@was collected in
glasgivialstheld ina frac@n c l%tor e fr@ﬂon (ﬁiector was started after

&
@ (Qse ap atio amp S @tben@ollecte y for the duration of the
) @per ent (Z?Phom%; At urs st-a 1cat the skin was swabbed
o,

@© 1t freshl repa 1 / Wv Tween 8 PBS¥phosphate buffer saline)
S @,@ u natur spo e sv&@os incorder toremo¥e and retain the non-absorbed
.9 dose %@1 no 10a®1‘[y v&@ de Qgted w@ﬁ a Geiger-Miiller monitor. At the
1 ), the treated skin and the skin

N d 24 hours@fter &
N @ﬁn § (
AN . Ya dg{ t to the treatine t Site (sg?foun@gng swabs) were swabbed. Each skin
Q\ sdmple was t@tmp@ ove fhe stratum corneum. This involved the

p11 n '.Q; ona<\17 m adhesivedape (Monaderm, Monaco) for 5 seconds
@ é@the @pe w@care y re ed against the direction of hair growth.
@ pracedure was continueduntil a ‘shiny’ appearance of the epidermis was
hlcdlcﬂg tha@he stratum corneum had been removed. The
@’ @tape ps wWéte colfscted_itito scintillation vials for analysis. The skin

N su ounding the applicatfon site (surrounding skin) was separated from the
3 & esmted s, B
N N tRea eds m@ndmg skin and tape-stripped treated skin were
@Tam@) for ana s1§
@%
Radioassa@ \% amoﬁ%rts of@adloactlwty in the various samples were determined by
X uid Seintillafdn counting (LSC). Samples were counted for 10 minutes or

@Q or ma % in an appropriate scintillation cocktail using a Packard 1900
%, § @ T unter wi.th on-line computing facilities. Quenching effects were
S §termmed using an external standard and spectral quench parameter (tSIE)
ethod. Efficiency correlation curves were prepared for each scintillation
@ cocktail and were regularly checked by the use of [*C-n-hexadecane
standards. The scintillation counter was recalibrated when a deviation of
greater than 2% was observed when counting quality control standards. The
limit of detection was taken to be twice the background values for blank
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samples in appropriate scintillation cocktails.

& &

o,

N g
Findings: S @®
Thiacloprid was demonstrated to be sufficiently soluble in the receptor fluid oid any risk of b@@
diffusion. Q> @
@\\ﬂ% O o 2
Measurements of the homogeneity of the three concentrafiéns of form10n appliedzi{}licawgﬁb that i
was acce X~ Z © @ @
ptable. @Q @ § é\g ©&
AN X
The study results are presented in Table 7.6.2-1. %@ Q& % §© &Q ®© &@Q}
v @ S @
Yo Fo e ys
N 9 YN &S
Q @ X @}& v @y
SRR > A & & @
o O @ . SN & S
S &y & .°
S @ AN R NN @ < S %,
Ve o > & 9 .9 &
o & TS @S U
R & &
e QO N O Q Q
~ % 9 § @ S e R N
v 9 O ¥ .0 & )
S TS e e ¢
@ S o © @© @ @
S QNN N o §
F D Na s LY §@ N
¥ & O 9O« & D e
DN N N N
N 5 @’@ @ © Q@ &
&@ \@Q \@ Q° \© o \©
SENES®) Q
§ RN > & >
@ 9O g © o .0 @
QOO O N O D
¥ K &2 ¢
=) S o L2
@7 2 Q @ SIS
i AN NG AN)
N (g @\ R Q
@° N >
QNN
@ < Q & ©@
NN
& Q
{x’ O @ o
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Table 7.3-1: Mean distribution of radioactivity at 24 hours after dose application of ['*C]- thiacloprid in an

OD 240 formulation at the rates of 240 g/L, 0.74 g/L and 0.1 g/L to human skin samples. @ @

. N

Results expressed in terms of percentage of applied radioactivi Q\ ©

& . @ @
Distribution of radioactivity @’) dose) o
Neat formulation: Dilution: % < &
High dose ntermediate Dllutl(‘m, Low (%se X
Dose Levels (240 g/L) G (074g A1 g\/m) b @

Species Human (n=6) Human,{5) Haman§=5) S é

Mean | SDo» | Mean <~ SD Mean [Q SDO” | &
SURFACEC@@P ARTMENTR - & & SERNZ
3

Skin swabs (8h) 97.82 8520 @380 T°8249 | @89 D
Surface Dose (1% two tape-strips) 0.08 0.07,.° Qx@ 0.2@@’ O 0.30:
Donor chamber 0.14 @ 0.0%° | =011 N 085 [5249 3.41
Total % non-absorbed 98.04 9,85.80)° | 270 86.00°|  mtb ‘

SKIN COMPAREMENT o D S

Skin ® H05 L3007 027 & 075 | @%0 3.0§
Stratum corneum °© Q0.04, 08¢ | N0.80 %] 31 <83 25,@,, 1.83
Total % at dose site ~ 0.09> | ~0.08 | 1.8 | s\068 7007 D79

QRECEPTOR.COMPARTMENT © 7 ¢, °
Total % directly absorbed®, | 2003 @ 0.0 | @91 A 1.6» D23, 286
stoby: . O N @ TS @) 6 |7 ©

Total % Potentially Absor%éble 0.1 9.10 q 3.9% I35 9 14227 2.63
TOTAL % RECOVERY [ 9816 F§ 8.88 89.78 3.8 | 1003 6.09
o

<Evalyation a rdln@o EFSA Gujdance AY
absorption >75% awithin &@’fof 7 Q A D
study d@@@;n N @\@ N0§ C & No© S No
standard (;\L@}*latior@ 5% 2| w Yes Q & Xes @ No
re(;(@ery 0% S No & N §es No
e 4 S
Total % Potentidlly ¢, S N
Absorbable! % ,@% 02 @ & 14
)
S o o = O
2 sum of radigmgtivity found 1n@vabs maﬁgn ang in surro@img swabs.
b sum of ra ct1v1ty&§ound kln affer tape pp1n oce ure and in surrounding skin.
< tape str]@j

g nu whlci& consi ered e non-absorbed dose.
sum of radioa ty fo tor (0-2 rece ﬂuld terminal and receptor chamber.
: (@ o dir ta % t dese su\

alugs considered -.~ sted @ 1% P@ntlal@bsorbable according to EFSA are in bold
SD: standard atlon Q @

Il.d.‘ not det te be the llﬁ@[ ()1 d @ét O \

n.a. : not applicable@g

n: numbey; ef skin cells us@or ca@latlon&

In the ve ta e«bth nted ¥aPans d(@)t always calculate exactly from the presented individual
data 1s is 0 rogig -up ffere@es resulting from the use of the spreadsheet program.
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Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

Conclusion: @ ’ @

The dermal penetration through human dermatomed skin of ['*C]-thiacloprid in the OD 240 = N
formulation was investigated at three concentrations corresponding to the neat grpduct (240 an&
to two representative dilutions (0.74 and 0.1 g/L), respectively. @‘J@ & @

The mean percentage of thiacloprid in the OD 240 formulatlon that was %ldered to be@oten@ﬁly %
absorbable (directly absorbed plus total remaining at d &% Bite) over a 10d of 24 h@u)rs fo&?he n@ @

formulation was 0.12% for the human skin. Applymg thew EF SA pidance this @§f) @s‘[s é&gj @&
0

0.2% SR

The mean percentage of thiacloprid in the OD 2@01‘1’11111%10%112& w@%onm@e @3e p@gn‘uall@

absorbable (directly absorbed plus total rema%ng at dase Si ove&szerl(@’of 2&hours For th&

intermediate dose rate was 4% for human skigy Appl@ g th@new K] A%@ danhls g%e a%usts to

o
o RN IR I AN s
o S &
The mean percentage of thiacloprid in @‘ OD2 %40 fo@ulat&n tha@as cons1der@to b otey
absorbable (directly absorbed plus 0'0 re %%nzn dos@te) @ é@%ﬁod (@4 h for the low
dose rate was 14.3% for human skiq. App&g the new EFSA-guida his v@}ue adjuists @4%

N O S
According to the new EFSA ance&%ere@the£1s1@% ent ©gan@ng period is 24
hours (which is the case for %smdﬁ and@ver 75% of the tot l‘bsor@on aterial@ the receptor
fluid at the end of the study) occugred wi ha@%f the@ration (l@urs)Q the tofal sampling
period that the absorption will he taken@s the o&ecep@%ﬂul(f”\rece t6r chagiber washes and the
skin sample excludlngn\ﬂll tapgstrips S hese @merlere 1ot metn this study. There is also the

provision that a stan d deViation &qual fp,or la@r th %25% §Pthe apa oi?he absorption requires
the use of an alte e value or@gjectivey of the he lﬁdance pref@s the approach of adding
e

the standard dﬁ othe %n to cover the upper, 84" ntiy valu€of the results. Additionally
where an ove reco%y ess t 95y8wrccurs, % noglahsa procedure is to be used by
preference. Albeit t the 1ﬁer conmd%s that@both the valu®of 25% for the standard deviation limit
and the 95%recovery 111%1‘( to be @ew@e the@ppl@tlon @“the guidance results in the

t

followi @alues for [! th@ pri he Blsca§OD 249 fm@ulaﬂon

N
o 0.2% for @em formujition @% g/ @x Ay
e 6% for the intefmedi 74 g&) o ©©
o 14% f@ the é@v d0@§0 1 g@) @ \@ Cog

Y \ Q %
2 .
CP74 @’ Avall@le t@olo@cal ta reﬁtlng to co-formulants
S Q
N
CO%% IDENTIAL 1nf0;§tl® datd@rov@d separately (Document J)
) @
S > & Q
&~ )
Q Q

22 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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Appendix I: Exposure calculations

Table Al: Operator exposure calculation for Biscaya 240 OD, outdoor spray application — @ @b
application using drift reduction nozzles, work wear and protective gloves, 300 I.tha @y

spray (EFSA model) @b @ @@

Operator exposure for Biscaya 240 OD outdoor spray applications 6@’ o
Application rate of active substance 0.072 kga.s./ha i_AppRate @\
Assumed area treated 50 ha/day d_AreaTreated % @ @
Amount of active substance applied 3.6 kg a.s./day i_AmoutAS ?4\9 o\ o @ 'i”\g
Dermal absorption of the product 0.20% i_AbsorpProduct @ & % \ @
Dermal absorption of in-use dilution 14.00% i_Absorinuse v @ @ \ @ @
Formulation type Soluble concentrates, emulsifiable concentrate, etc. Q @ @ y\g &
Indoor or Outdoor application Outdoor @ @ @ @
Application method Downward spraying & Y\g Q @ (ix
Application equipment Vehicle-mounted-Drift Reduction @ & @ @ @
Season not relevant % Q @ ° & &
g {9 @
Exposure values biglexpostie/Gayimixediandlivadsd @;efarence Commeat T \ @
B 75" centile 95" centile @' \ @ 6 o %
Hands 13020 ass0 R ) N ;\7 @ A Y
Body 8778 104296 & @M Cla Oy © @ & % R
Head 187 108 @KOEM %) Q N Qo @7 N
w Protected hands (gloves) 79 g’\\713 AOEI\N § @
B Protected body (workwear or N\ 7 ° y\g §
;? protective garment and sturdy 74 @ 527 °\ A@ o & & @ %
5 footwear) @& & R - \‘2§9 @ @ @
oo
:,_E‘ Protected head (hood and face 9 @ u o QAOEM % @7 4 < @ @
s shield) <& N v NS @ @® Q %
Inhalation s a0 Gk o) A (@) ) Q) N
i i éeleé{/forincl Pena(@twn factur/Mation PiiSggction fact @
Gloves & . Y s| Incl. igA9EM mode) Q @ K
Clothing WorkWwgar - arms, by and | vered| Incl. in KOEM modeh @ @
Head and respiratory PPE "\7 n None| ¢ 1 L 1, 7 @
Water soluble bag = No 1 6@ A @
) ) I A NN
< exposure/day dpplied @ @Q @
Exposure values = i o5t R@?ence C Comment % %
e»tl e (@ cen % @ .
Hands @ @ 226 (& m? Q AOEM@/\K U @ &
Body /@ d 46 A ¥ N Aos@ @
g 0 el @
Head N S Q. Ry 4 A &) N @
.5 Protected hand@oves) &7 2 62 &%EM @ V\g
f:_§ Protected c@workwear@ @ @ §
s protectiv%went and 9@\/ @ 2 @ Q% % AOEM, @
< footwear) % @ @
Inhal@ign 2 @@ Ad@’
Pretective Equi @pci) for inclussn Penetration fact: halatign PrMction factor
@5 (@) N Yes| IncL.SRADEM mod‘%\ 9\
Cl8thing (0&) Wé@?ar— arms, body and legs cayered In@ AOEM m%%g
Head and respiratory PRE_ ° % Noneé 1
N N N9 vehicle nted
Closed cab @ @ o, &Xpward s&g —
c & Q3

AN

4 ) ) (44 S @ @

N\

1. Total @ Q @)@ @ > @ @

Y A © ithout RPE/PRR, With RPE/PPE
e/

J
Longer term /@ @ @Q @ to@ %
Total systemic&posure from mixing@g and lplicaﬁ%n (m\ & @7127 00054527

a.s./day)

Total systemic exposure from mlxlns\\wadmg an@:ﬁcat\mﬁ%g body Q @) TR TGS

weight /kg bw/day)

c
% of RVNAS @ S N §(@ Q& 7.48% 0.79%

g
Acute % &9

@
Total systemic exp&%from m@y\oading@@ppﬁcaﬂgyg @ T TS

a.s./day)

Total system sure fro xing, loading and ap, ‘Mn per kg body

weight (mgkg bw/day) 0.0091298 0.0007751
ght (meg bw/day) A\ AN

% of RVARS_ @n B 30.43% 2.58%

< &

&
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Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)
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Table Al: (contin.)

2. Longer term exposure

2.1 Mixing and loading

e [pg a.s. /day]

Systemic exposure [ug a.s./kg bw/day]

)

/N

Without RPE/PPE

(&

3. Acute exposure

S <

N
& &

Hands 26.0404419 0.4340074 D11 AbsompProduct
Body 17.5550355 0.2925839 Dm_Absoerroduct & N>
Head 0.3735618 0.006246) & D177 AbsorpProduct
Inhalation 5.4194551 0.0993353 (@yD21*_Absorplnhalatiops
Sum 49.3884944 0.8231416 8 7 NY)
With RPE/PPE (as selected above) Q C 52 N
Hands 0.1585098 (90026418 & D18%_Absorp@ryuct g
Body 0.1479483 0.0024658 Q Dg:;‘;’g’”; @ ";Ziff%:@
J i
Head 0.3735618 @) 0006260 N, @D’;iﬂi’jﬁ‘;ﬁu’%‘ S w 9
Inhalation 5.4194551 o £.0903243 X« | D217 ABBipinhalaflQdyezs o
Sum 6.0994750 (PA016578 & K
Water soluble 6.0994750 N 0.1016579) @y Yook &
IR &

2.2 Application % @

| Systemic exposure [pg a.s. /day] & Sgstemic exp&dure [pug a.s.ﬁ@w/day}& Nebrmula

| @ | - @ AN Q NS
Without RPE/PPE R T R N Y &0 N
Hands 31.6313378 @) L 0.52718%0 QX 7 0301 ABsgbinuse L&) P
Body 6.4962172 & (%43 0.1082703 S D315 5%orpinus, ]
Head 0.2591487 Q) _ 90043191 Q) a 03X Hbsorpins?
Inhalation 1.9374597 9 2 RF2010 Oy ¢ 033 Absorpinjidton
sum 40.3241635_p > ‘O 5\0.67206980) R TR G
With RPE/PPE (as selected above) X X = & @j) Q
Hands 09238988, B 2 00150816 & J| 7 Dp33tigsominuse

> Y =
Body 2B Q N) r\@ 0.0037959 DD3‘§_’ Af"’p”/’,f"”@
Head B2s91487 D A L0.0043191D gaﬁAbsorp@%fsg
Inhalation 1.9374597 .5 A Do.0322900) s D3 Abso,@ge*m
Sum TRB.3532585 ~7 D o.0ssa876 A G °
O _RY)

SIS

©

o s

3.1 Mixing and loading 2 éa & @
| fMemic‘Q\x;ﬁ{ure [p&;s. /day] %temic eRposure [@%g bw/@ \K Formula
| a Q N e
Without RPE/PPE__ 2\ R Q) © & N <S>
Hands @y 96.4597879 D 1&e3208 O W eisv absorpproduct
Body A 208.9913886 &) (@ ps31898 E16*_AbsorpProduct
Head ol < $.0488138 o A 0.0341%5\‘@ e £17i_AbsorpProduct
Inhalation Q) (29.6044538 IR X 0.4934 A E21%_Absorpinhalation
Sum D371 Al O sedom . Y
With RPE/PPE (as selected above) R ) B & A\
Hands w 1.4250870 Q o, v @37681 E18*_AbsorpProduct
\ =
& o NN oo s
) Y E20*i_AbsorpProduct or
A (OZJ) CQD\{ON}?%\& @ @ @ 0.03@ E17% ;\bsorp‘;roduct*FZS
Inhalation %@ @ 29.6%\311 934076 E21*]_Absorpinhalation*G25
Sum 34033602 A O /—§88727
Water soluble 341323642 Y 2 &d/5688727 C104*26
” 2 Q@ Y & .
2.2 Applicati KX Q Q((\\
| Syst%@ exposg&[pg a.s. /% . Syl&erﬁexposure [pg a.s./kg bw/day] Formula
N | N D) U &7l &
WithoUbRPE/PPE Qv - R)
Hands 200.6551102 @4 3.3442518 E30%_Absorpinuse
Body g 6.6024065~ R 0.1100401 £31%_Absorplnuse
Head 0.553}16%/ 0.0092265 E32*i_Absorplnuse
Inhalation (‘N 7 2.8@3 @Z) 0.0471677 E35*_Absorpinhalation
Sum & Ry 216411714 O 3.5106862
With RPE/PPE (@p3elected abaye) €9 N
Hands 873718000 0.1456197 E33%_Absorpinuse
E34*i_Absorplnuse or
2Ll n% @V) @% 0'25%§$§ Wty E31% ;\bsorp7nuse*F38
Head (%] G 0%§35924 0.0092265 £32*_Absorplnuse*F39
Inhdlzt5h 9 623 0.0471677 £35*_Absorpinhalation*G39
Sum 12.3734142 0.2062236
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Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

Table A2: Resident exposure calculation (using the EFSA calculator), 300 L/ha spray

o
1. Total @
1.11-3year old child O\ €©
Entry into treated @

All
crops (75th percentile) PRRYaYs (mean)

0.0045312 0.0107000 0.0018406 0.0305108 @0388750 & @@

Spray drift (75th percentile) Vapour (75th percentile) Surface deposits (75th percentile)

Total systemic exposure

(mg a.s./day)
TOTaTSySTETCexpoSTre

[
per kg body weight 0.0004531 0.0010700 0.0001841 0.0030511 0.0038875 @

o
% of RVNAS 2.27% 5.35% 0.92% 15.26% % 19.44% C @ @
o

1.2 Adult @ N % \o
Entry into 184 @

Spray drift Vapour Surface defosits All pathways!@gﬁg
)
Total systemic exposure

Cre
(mgas./day) 0.0064867 0.0138000 Qﬂsssw 2 28 o.nifgg 3
ot

TOTATSySTeTTexposTre S
per kg body weight 0.0001081 0.0002300 \‘g,oooosm 0016950 .Mm @
) 2 < N
% of RVNAS 0.54% 1.15% @)g(}j’ 0.31% s.as‘y@g Q 8.39% @ @ @
(N

. S A\ VAN
2. Resident exposure 75th Percentile @ @ W\a ?’\\f@’ (((\6 °\ y\a

Systemic exposure [mga.s. /day] | Systemic exposure [mg a.s./kg bv@l_] Z)Formula [ A 3

1-3year old child R (@) VO (Eﬁ« Y &

eser e s@% : : . S
S— 00045312 moo453® (C16%1_ Absorpwedée™(: e drift redycing nozzles a§da 50% redut actor @

o

d,c/mmr}%%)*d,ccm has b fied

Vapour 0.0107000 0.00: d_AirCon ;;z%wcn “d_Bgchils .
g

KKD) 52, i Q
Q S& ZLAp@ o)’czw@fzercch’ @
E— CETETED @001316 K d_Ret{QDPHMAX(i_Abs Bt Abs dr\ﬁreduc@ les areselg 50% reduc or c

Surface deposits

o orpintse)*d_MARRE(i AppEquip has been
"Vegle-mounted-Drift Réduction”,0. @ % %
% @/LAPPR“M” GreLingi e M Since dnl@cmg nozzle elected a 50¢Teduction factdH
Hand to mouth 0.0003435 o,ouu@ Dareatir*d_RE&eIM*d_Reb
o
b

applied
linuse*d MAS o
Object to mouth TR @ ﬁ%ﬂsl I [ii_Appr )*C29*d_DRAY outhG [ i h’redumg noz: J‘ re selectey nreducuo ctor
ras mrpom//m{d,wr has been appli
Entry into treated crops Y %) 2 QO
Z

RO P 2
ntryCh*0. ZE@R’LMA F)/1000 ° @
2=l LB @ @ 0'00305® @mxﬁ AbsorpProduct,i_Absorplnuse) @

. 2) Q A
o N % A""R ), RdFT”z g s D"/Ef Considered omyvmz%%amn on xa andllawns and
jand to mou é\ (f@ @ B XPDUrT R Sor appncax&on golf course, turf r sports lawns.
%

_Absorp@rglinuse

PRate/100) *d_MouthGrass* Cons\dered@orapphcano grassland and lawns and

X0 z
Object to mouth ®§ @ @F i Absg, use{tw@ for appl\ca(mn on golf course, turf or other sports lawns.
N e @

Adult > Q N

%
Spray drift @ 0T \ & Qﬁ%ﬂoolum %15*@“0,9/,1”& K%n reduci nozz s are selected a 50% reduction factor
@ A mhAF}[&C?Z{ilcntAS § has been applied
A Y (@) S 3§
Vapour © 0.0138900 0.0002300 (Cay ircon d_brgade d_bwdyN
o | ((AppRate/108080d_Turf*d_ReTOxd | Since dgift redizing nozzles are selected a 50% reduction factor
*d_Rel i Abmrplnuse Ky has been applied

'O
(d_TcEr d*a 25*d_D. F)/Joaa \
MA saerroducll Ssominuse) ®

Y

Surface deposits (dermal 0.06%6957

N =
Entry into treated croS\

e
(dermal) @ 0.1017oz©

3. Summing of exposure pat

0.0000§16

1-3year old child

@

Soray drift U’LAbsDrpl@— Since drift reducing nozzles are selected a 50% reduction factor
pray dri N Dmg}{g&?j}? ncAS has been applied
Vapour d_AirCon*d BreathRCh *d_BwChild

Surface deposits

Dermal (@% 0.0009637,
\pPRate/100)*C30*d_Turf*d_SalExt*d .
. - Si drift red | lected a 50% reduction fact
Hand to mouth o%@ls \ 0.000025 & o | ARIHM*d_ReFreqHM*d_ReExpDurti_ A | >/ O reducing noszies are selected a 0% reduction factor
m b has been applied

orpOralinuse*d MAF

i Appﬁaze@czo’djwj’djercch'
d_Rekx (X(i_AbsorpProduct,i_Abs | Since drift reducing nozzles are selected a 50% reduction factor
mp%@‘d,/wx;-/ﬂuppfqui has been applied

"Véigle-mounted-Drift Reduction”,0.5,1))

~J & > N~ AppRate/100)*C30*d_DRP*d_MouthG | Since drift reducing nozzles are selected a 50% reduction factor
i o D i AppRate _DRP*d_| g 3
obléeQmouth 0.0001324 0.000&\7 rass*_AbsorpOralinuse*d_MAF has been applied
Entry into treated crops (©) () N

S 4 @
(d_TcEntryMeanCh*0.25*d_DFR*d_MAF)
Dermal & 0.028327% .0024327 /1000*MAX(i_AbsorpProduct,i_Absorpin
Q S
@

Hand t th 9 % @ % @ /g’f,’;”im/j;g‘f,l,zdgmzﬂj:yff:ﬂ“’ Considered only for application on grassland and lawns and
land to mou & @ LA s 5:‘7[ LREEXPDU | for application on golf course, turf or other sports lawns.
*i AbsorpOralint
object to mouth ) @ Y N4 (L_AppRate/100)*1*d_DRP*d_MouthGra | Considered only for application on grassland and lawns and
) 3 s5*] AbsompOralinuse*d MAF for on golf course, turf or other sports lawns.

Adult N3 NS
R e10s T |
& @ &@%&53 A P (C19%_Absorplnuse*(1 Since drift reducing nozzles are selected a 50% reduction factor

[ d"'@ d_ClothAF))+C21)*d_ConcAS" has been applied
4
Vapou? AN 0.0138000 0.0002300 d_AirCon*d_BreathRAd*d_BwAdult
@) (i_AppRate/100)*C30*d_Turf*d_ReTCAd
“d_ReExpDur*MAX(i_AbsorpProduct,i_Ab | Since drift reducing nozzles are selected a 50% reduction factor
Surface deposi rmal) 0.0027057 0.0000451 e eyl o i

“Vehicle-mounted-Drift Reduction",0.5,1)

(d_TcEntryMeanAd*0.25*d_DFR*d_MAF)
0.0810910 0.0013515 /1000*MAX(i_AbsorpProduct,i_Absorpin
use)

Entry into treated crops
(dermal)
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Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

Table A2 (contin.): Bystander exposure calculation (using the EFSA calculator), 300 L/ha spray
1. Total @ ©©

o
1.11-3year old child N
S @g% @
Spray drift Vapour Surface d@its Entry int&eated cr@
@
: N
Total systemic exposure (mg a.s./day) 0.0103286 0.0107000 &)53680 .030519@ =
Q P 2

Total systemic exposure per kg body weight

0.0010329 0 700 %.0005368 0\ 0.067 1
(mg/kg bw/day) @ ﬁ& ‘34\9 3051 @Q
I

9

)
% of RVAAS 3.44% 3.57% D 1.79% §17% v N
° @g - P S ©§K\ Q)
Q)
—— © 2
Spray drift @ Vapouré% @Surface dxits ©Entry in@eatec@
D 4 R

/N

g
1.2 Adult @ S
©)
7 Q

o U Ol o
Total systemic exposure (mg a.s./day) 0.0167290 % @ 0.01@ W\’ %@111421 @Kj \0.101702%
Q| @ SN 2
<

Total systemic exposure per kg body weight 0.0002788 % @MOZ?»OO QU ©0.000 7 é 0. N &
(mg/kg bw/day) @ @ @
0.9 i\?% N 0.77~V® g D g o.Q% N 5.65% §Qﬁ
Qs K @ & Q ,\?\ @Q\ L

> D Ro @)
RN QL B
2. Details : § @7 S 5o h@ @ @ i’&@
Systemic systeh*gexpos@[mg a. @ - @\)f @ ©© @ °\

% of RVAAS

exposure [mg a.s. @ £ @ Comments
bWida
[day] r\@ B @y Q(EQ S é)\\
N &
1-3 year old child & §n & Qy b o 7 o (&) -
O g\
O@ @ @ § Fe16% e % S'dfd'&l lected a 50% reducti
Spray drift 0.010?%6 0.0010329 ('Z 516 /_Abs@use (1- ., I& ift res u@ozz es aresel ect.e a 50% reduction
4@ @ @ othAF))+@*dfCun§§) @tor has been applied
X ° o
Q@ A Q © P
< \@ o
Vapour @mmn@ ® 0.0018@ jde@BreathR@Lchhﬂd @
° R 1@ &
Surface deposits N N4 Q 4 N7 @ S
\) @ qu (i A&gRate/1oo)*cz>:4d_wa* Tcch*| R,
Dergl @ (039958 @ @00039 @ wExpDur* LA‘bsorp C,?LA.bS Since drift reducing nozzles are sel ect.ed a 50% reduction
N K ,@a/nuse)* *IF(LA@ p="Vehi factor has been applied
@ v\a € o e-mo Drift Reduction",0.5,1¢z
0.

Hand to moﬁ&%
SO

i_AppRaté2i00) 25249 Turf*d_Sqerd | <. ) . )
34\9 @ (LApp ) i Since drift reducing nozzles are selected a 50% reduction
.0f 77 0. 8 _AregHM*d_ByFre, ‘d_ByExDur¥_A .
factor has been applied
bsorpOral se*dfMﬁ

% By i SgbRate/1 *d_QRP* h i i i ] I 9 i
Objectt%uth N &%02744 o 000027@ o (iSagbRate/100)%€25 *d_QRP*&FMouthG | Since drift reducing nozzles are selected a 50% reduction
~

rass*j, AbsorpOrallnuge™¥ MAF factor has been applied
Entry into treated crops @ & @ & T
S 09
— 9 . 2 oyt . Ry | TeEntrvch 0.25:89FR"d_MaF)/1000
§ N g i Absory Uct,i_Absorpinuse)
Q> ¢ © o 1O @

Hand to mouth D*d_Are |_ByFreqHM*d_ByExpDur*i

@ Q @ for application on golf course, turf or other sports lawns.

% /_AbsorpOralinuse

°
&F—TF R _T &L

" Rate/100)*d_DRP*d_MouthGrass* [ Considered only for application on grassland and lawns and

Object to mduth N N @ /100)*d_ > VWEIrErLs g

SMES
A v “d MAF*d Turf
@ @ \ %ﬁAppR@w CLRAY LTt ELEl Considered only for application on grassland and lawns and

t Q ° i_AbsorpOrallnuse*d_MAF for application on golf course, turf or other sports lawns.
" NG
Adult A Y
(O (@] &

. @% @@ Q& ((C15%i_Absorplnuse*(1- Since drift reducing nozzles are selected a 50% reduction
Spray drift %01672g & R00ZZE8 d_ClothAF)t)+C17)*d_ConcAS factor has been applied

< v 0.013¢0)0 o.o@bo d_AirCon*d_BreathRAd*d_BwAdult
@ @ @ N (i_AppRate/100)*C24*d_Turf*d_ByTCAd
D *d_ByExpDur*MAX(i_AbsorpProduct,i_ Ab| Since drift reducing nozzles are selected a 50% reduction
SmiEEReE 4 (derm@ &.0111421Q 00001207 sorplnuse)*d_MAF*IF(i_AppEquip="Vehicl factor has been applied
AN

e-mounted-Drift Reduction",0.5,1)

Vapour

N o
Ent : treat % O DA *
ntr, @ rea E(@ S 6’ 0.10@ 0.0016950 (d_TcEntryAd*0.25*d_DFR*d_MAF)/1000

(dexdal) @ *MAX(i_AbsorpProduct,i_Absorpinuse)

o
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Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

Table A3: Refinement of resident exposure via ‘surface deposits’ (using the EFSA calculator, DTso
= 2.3 days), 300 L/ha spray) S

Substance Thiacloprid Formulation = Soluble Application rate-0.072 Spraydilution =0.24 g Vapour pressure = N\ @
concentrates, emulsifiable kga.s./ha a.s./Il low vol g}t @
concentrate, etc. subst: having a @ @

vap ressure of & @

Scenario Oilseeds / Outdoor/Downward spraying / Vehicle-mounted-Drift Reduction  Buffer =2-3 NumB€rapplications °\

2, Application @ @ @
%rvahlodays N @ @ %
= o

Percentage Dermal for product Dermal forin use diluation =14 Oral = 100 @alation=100 & sy\g A @

Absoprtion  =0.2 \V/ @ @ @\ @ @

RVNAS 0.02 mg/kg bw/day RVAAS 0.03 mg/kg bw/d%& (%) @ éﬁ &

R

DFR 3pga.s./cm2 perkg DT50 @{ 2.3 days & ©\\9 Q @ Q&

a.s./ha & @ @

2. Resident exposure 75th Percentile %) &

Systemic exposure [mg a.s. /day] Systemic exposure [mg a.s./kg bw/day] /ﬁ“ @ Formula @ﬂ” Commen@ @ @ @
1-3yearold child @

— LT
Spray drift 0.0045312 0.0004531 P (é/q;?%fi rpl‘nuxe (1- Smcedr%ucmg nozzlgg,are Sefected a 50% tion factd?, %
1_Cloy "18)*d_ConcA: ha! applied @
Q /) N @
Vapour 0.0107000 0.0010700 4 Aiecon’d Breathrch@aycnia |G D MO & % o
Surface deposits & @) & ) &
%ﬂ%ﬂ 00) ‘%ijf'djerccn * Q @
ExpDur*MAX(i Product, Since drift re nozzles ar ed a 50% reduction factor
- o s oo e od 34 {“‘% S O
o > %eh:c/ﬂrmaug ¥ift Reductiod0.5,1)) o) N @ ko

(LAppRae/1007°C29%d_TREG_SaTXt™d [ o oo 43 educing npaeare selecte rcducuaniaé% @
Hand to mouth 0.0002009 201 _Areaty FreqHM?d, uriia |G @S e
D & b3rOrallnuse’ %
DRP*J_MouthG | SRel drift redag Stor

. N\ (iAPPRAY®/100) *C29%_| S DRzles are selecRA 50% reduc; @
Object to mouth 0.0001058 g 00000106 % S S e rf@hasbeeup
Entry into treated crops ) N4 (@) v

N4
G Q (% Q © A
Dermal 0.0178454 @ o 7? D ‘E&;ﬁ;’;"'%ﬁ:ﬁ;@ & @CD @
S 7 e S

Q AppRate/100)*d_Turf*d_MAF*d_Sale; @@ N4
(LAppRate/100)*d_Turf*d_ MAF*d_SalEq ¢ dered gnly forpplication @gsassland and lawns and
Hand to mouth @ r&eaw*uer “d_ReExpDur T
ot 7t iorap% on golf cogrse, T romersp@jawns.
S 3 %)
K 7 @ “d_DRP* c for RS n grass| N\ ns and
T N (i AppRate/8Q)*d_DRP*d._| o ongra awns an
j % L@ ra//nuse"d& for application on g%urse, turfor, Sports lawns
) Gy S
Adult D 93 o I o 4
% ((@F K’ Q{CIS"LAb lpuse*(1- }%cmm re Tozzles are fflected a 50% reduction factor
Spray drift o 0.0001081
d_ClothAFYSRR)?d_ConcAS has been apRlied
g Sy X @
Vapour 0:§138000 o 7 o.uogit;o d,A:rcon%@mAd*d,BW & (%)
\®) “c30 B Ned Jected a 50% reduction fact
Surface deposits (dermal) — — (LAppRIR00)"C30"2_ Ty #cad mc@ Neducing e selected a 50% reduction factor
Cy 4 ROBRpDur*i_Absof PS> been applied

O S © >

Entry into treated crops @@ e Q @ @ e (dﬁ&;%wwu zz@imwog&\

d | : . i_AbsorpPy J Absorplr

(dermal) @gs K @ i_AbsorpPug sorp) nu@ @

3. Summing of exposure pathways mean 25 @59
2 i v b/

Systemic exposure [mgg.s. /day] s!%m:exposur Frmula_ (Vp e Comments
1-3year old child = A &y O
X N Q.
v +(1- rift reducing nozzles are selected a 50% reduction factor

Spray drift & 0.2015@ o @b 0.0002500 @“ @C/C;ﬂ;ﬁf?ﬁ%%aﬁu 9 ¢ has been applied *

AN 2 e \
Vapour %@76&0 N 0.0010700 d_AirCon*d_BRaghRCh *d_BWCHTE
Surface deposits S (@ ©

D
. %
(i_AppRate/100)*C30*d_Tus
Dermal @000056@@ §/ @5“ o\% d_RekE SMAX(i_Abst
.
N
S
S

jucti_Abs [ Since drift reducing nozzles are selected a 50% reduction factor

) *d_MAF*) Equip = has been applied

@ @ veiclmounted-Drift

Q) ppRate/1009%C30%d_Turf*d_SalExt*d
ot ot \) 0.0&%71 @ o, @ '%,gmwvdj % 4 Respoure 4 | Since drift reducing nozzes are selected a 50% reduction factor
oy @4 ) has been applied
Q@ A bsoj use*d_MAF
D o. - o A . L‘@ (i_AppRate/’ c3a’d,omz'd,/woumc Since drift reducing nozzles are se\cc(vcd a 50% reduction factor
0000; ras88 dbsorpOralnuse'd MAF has been applied
Entry into treated e [(P) D 2
x @

D \ & @wwunm %0.25*d_DFR*d_MAF)
Dermal % 0.01g287 0.001422@ 4 /1008*MAX(i_AbsorpProduct,i_Absorpin
Y\g C { use))

@ @ (i_AppRate/100)*17d_Turf*d_MAF*d_Sal

Considered only for application on grassland and lawns and
Hand to mouth LA G

(i_AppRate/100)*C30*d_Turf*d_ReTCAd
*d_ReExpDur*MAX(i_AbsorpProducti_Ab | Since drift reducing nozzles are selected a 50% reduction factor

Ext*d_AreahM“d_RefreqHMd_ReExpDU | oo oiication on golf course, turf or other sports lawns
2. @ & r*i_AbsorpOralinu: PP TS ] P
(L_AppRate/100)*1*d_DRP*d_MouthGra | Considered only for application on grassland and lawns and
Object to mouth & & ss*i_AbsorpO *d_MAF for application on golf course, turf or other sports lawns
Adult a) ) RN
&7 Q7 O
) R 0@ "(C19*_Absorplnuse*(1- Since drift reducing nozzles are selected a 50% reduction factor
FTECllE & @ ELE @ §9 o d_ClothAF))+C21)*d_ConcAS" has been applied
@ @ <
Vapour N 0.0138000 9) 0.0002300 d_AirCon*d_BreathRAd*d_BwAdult

> S
Surface de,&?&éermau @ o@z
)

@ & D.DUUUZ5E Sorplnuse)*d_MAF*IF(i_AppEquip = has been applied
2l @’ “Vehicle-mounted-Drift Reduction,0.5,1)
Emry< g treated e\ (d_TcEntryMeanAd*0.25*d_DFR*d_MAF)
) 0.0474290 0.0007905 /1000*MAX(i_AbsorpProduct i Absorpln
erma
Q) o

Sunnna@flrface deposits:  Child 75" perc. = 0.0001077 mg/kg bw/day (0.0000770 + 0.0000201 + 0.0000106)
Child mean = 0.0000788 mg/kg bw/day (0.0000564 + 0.0000147 + 0.0000077)
Adult 75" perc. = 0.0000360 mg/kg bw/day
Adult mean = 0.0000264 mg/kg bw/day
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Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

Table A3 (contin.): Refinement of bystander exposure via ‘surface deposits’ (using the EFSA
calculator, DTsy = 2.3 days), 300 L/ha spray) @ S
D

Substance Thiacloprid Formulation = Soluble Application rate-0.072 Spraydilution =0.24 g Vapour pressure = @ﬁ
concentrates, emulsifiable kga.s./ha a.s./I | olatile @
concentrate, etc. tances having a @ @
oNgEpour pressure of @
Scenario Oilseeds / Outdoor/Downward spraying / Vehicle-mounted-Drift Reduction  Buffer=2-3 umberapplicat@ °\
% =2, Applicatio @ @
34\9 interval =1Q>d;g© @ %
Percentage Dermal for product Dermal forin use diluation =14 Oral = 100 X7 Inhalation = 10@ ‘y\g @ @
Absoprtion =0.2 f7© @
(@2)

X
RVNAS 0.02 mg/kg bw/d RVAAS 003 N
mg/kg bw/day rrﬂh{?@?ﬁ@v 2. D § N
DFR 3 ug a.s./cm2 per kg DT50 %} 23 daygy I ) O @
a.s./ha a0 & &
2. Details /\%O)\? @nJ @Q @ Z @
Systemic exposure [mg a.s. /day] SEEnEEEe ERsE Y Rormula @7 O\ @%mmentﬁ\ % ] §
S G D) R v A i Y
@) (@) N @
1-3year old child R (&} d > g

&

S v 9 R s O

Spray drift 0.0103286 0.00: d C{/fég\);%sli?’)pj;uza @t rsdu:f:i@a : ;«::nsae';ie;z st §
NN S v s

AN

R
Vapour 0.0107000 (®Qoum7o%\\ @n 'djzi@'djwm/%v @ §Z) r@ p

Surface deposits L CQ[)\I’
Q (i_AppRate/4Q0)*C24*d_Turf* Ch* @ DV INY
E— FEETR AP % d_ByExpDurfUR¥(i_AbsorpP 0L Abs| i (it reduci@Rpzzles are se@d 2 50% reﬁa%on
orplnuse FHIF(i_Ap Y'Vehicl & r has bee@) ed
R d-Drift Red: 05,1) O .

@
- >
B 100)*C25,8d_TurF*d_SalExtX
Mt R DETTEE @ > N0, ey Bmwu,@%meun reducing nozles Welvlected a@duc(\cn
: %, A - L L factor as been applied

bsorpOrglinuse*d_MAF

i ) ‘%ppkaze/moﬂ@?‘d DRP*d_MouthG |  SingadWift reducipg nozztés are seley 50% reduction
Obiectiolmotrth OORERS @) 0'@ @ rass*i_AbsorpOralinuse*d_MAF @ facR has been applt
Entry into treated crops o, 2 [2) S ,Q AN R

NS
Dermal 0178454 ) .0017845 @ “5 L MAW &0 @
AbsmpP.gaduc Absurp/nu o
2 S

O @ f{\

>

R
@ Y oRate/ 1060OMAF*d_Turf*d Salex| (Q? x
Considered only for application on grassland and lawns and
Hand to mouth ® @ d,AreaHM reqHM*d @pow‘/
& @mmam”n for application @:w course, turf or other sports lawns.
a) 3 N & <

Ob, h @ \ & \ (i_ApRate/100)*d_DRPREMouthGre nsiderem r application on grassland and lawns and
Ject to mout D 6 @n ,Absarp(?%lse*d,wp§ for applicaRdh on golf course, turf or other sports lawns.
AN Q & o @
Adult ) & (@) (@)
(@8 Y

Spray drift o, @ u.o%g?o
N

AN

Vapour \&d33000,

& N @, 2,
o ((c1 iiAbsorp/n@lr @%edrm reducing nozzles are selected a 50% reduction
@ @mw)m% ncAS factor has been applied
) ® Ql

0.0002; Mrm*d,srea?ﬁ;\d'djw%
Ad

AppRate/§00)*C24*d_Turf’
D *d_ByExpDuPRAX(i_Absorpl ti_Ab| Sincedrift reducing nozzles are selected a 50% reduction

2l
SrifzE dlpesi (Etel) @i CO0es25 4 8{0 £ g@, sarplnuse}AF’lF/r pEquip="Vehicl R ctor|has|beeniapplied
— A @ e-mounted-Drift Red%m "0.5,1)

%S

(Edn;::’:an‘t)o treated crops C @ﬁms I @@;ﬂmss& (d_ Ad*0.25* d@d MAF)/1000

Summary surfacedeposits? 95 perc. = 0690314 wigke bv@ay (0.0002337 + 0.0000643 + 0.0000161)
9§ 01 O%g/kg%l@?/day

3 ©

i Absoer i Absorpinuse)
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Table A4: Worker exposure calculation (using EFSA calculator, DTs, = 30 days, 300 L/ha spray)

Substance name |

Thiacloprid|

Product name |

Bis!

caya 240 0D

o

Reference value non acutely toxic active substance (RVNAS) |

0. OZ| mg/kg bw/day @

Reference value acutely toxic active substance (RVAAS) |

0. 03| mg/kg bw/%

Crop type [

Substance properties

Formulation type

Miniumum volume water for application (liquids)

Maximum application rate of active substance

50% Dissipation Time DT50

Initial Dislodgeable Foliar Residue

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption of active substance

Inhalation absorption of active substance

(@)

= Oilseeds] o °\ o
& A
i @ S’ Q\
Soluble concentrates, emulsifiable concentrate, etc. Q @ @
— VN
@ O.@*g a.s. /ha @ @
days @° & &

0 3 ug/@ offoliage@a.s. ap;@i/ha @

0-20% N %,
- 0 > 14.00%k v 6 N i
S @ 1000 @Q

100.60%

! |
Vapour pressure of active substance

ﬁk
ow vol%substan@havmg a @bur

presé@o

%*10 3Pa % §
NS
Scenario f> ° N @ & fr§ S éﬁ R §
Indoor or Outdoor application a) 8 R 9 Outgipc} v @ @
Application method N &z D Dmvard sp@ §
Application equipment & oy Vehicle-mour¥ed-Drift Reduction @ @@ @ @
Buffer strip % 2-3]
Number of applications Q % (%) © @ 2 @ @ @ °\
Interval between multiple applications @ R o N @7 aays @ @©> Q&
Season (upward spraying orchards only) @ *Q7 & not relq@ﬂ @ @
<
&
Worker exposure from residues op follage %Blscaﬁo oD@y ‘o N N &)
Crop type @ & Oilseads:, Ro Q v
Indoor or outdoor % @ (o] r w\g @
& «§ T & S
1 1
Worker's task @ @é[j spectl@ rigatio @ &
Main body parts in contact wi iage Q @ §@ and b @
Application rate of active substince v \ °\ kg a.s@ @ i_AppRate
Number of applications @ \ & ng \ & 2 r\g i_AppNo
Interval between muI@@pphca@ @ @ K@j ‘?\a @ 10 1§ i_Appint
Half-life of active substafice @ y\g @ @ 30@{5 @ d_HalflifeAS
Multiple applicatign factor (f@ % Q\ @ 1.8 ‘37\7 d_MAF
Dermal absorpgjon &f the product 34\9 ‘?\9 @ 0.%0% @ i_AbsorpProduct

of the in-use diluti@n

Dermal abso@ @
Dislodgeam&o iar residue (i AppR@“l DFR) @
Working hours

Dermal transfer coefficient - T@Qtentla&xposure

Dermal transfer coefficient - s,

'S

bodygnd legs coj d
Dermal transfercoeffluent%%nds al fody a gs cove@v nobTCw\\f?nlable

&

his asse

¢

S ®

12500 cm?/hr

i_Absorpinuse

16,ug & /cm? d_DFR
200 d_WorkHr
d_DermTcUCV

0 cm?/hr
nt em?/hr

d_DermTcCV1
d_DermTcCV2

Inhalation transfer coeffigjent for a ted atlons @ @ﬁ NA ha/hr*107(-3) d_InhalTcAut
Inhalation transfer ient fo@ttlng or ntals ¢ \ °\ NA ha/hr*10%(-3) d_InhalTcCut
Inhalation transfercoe ficient for sorting Img oﬁa(nentals{\ @» @ NA ha/hr*107(-3) d_InhalTcSort
=/ = 9 ©
o
1. Total ,,@,7 & @ A )
7
2 W@Wear- body and legs
@ Po&ual %sure & ﬁi’ed v & Working wear and gloves Comments
Total sy%@mlc exposure (mg ak/day) i 35@6 \¥ @1518762 no TC available for this ent
»)
Total emic exposure per kg body we
S P periebody @" @6006 R Q o.0025313
(mg/kg bw/day) n\l @ &
% of RVNAS 13.008@ Q) 12.66%
2. Details r@ % @
RN @ Lo wemic exposure
Formula Comments
) § (&) L@s. /day] [mg a.s./kg bw/day]
. d_DermTcUCV*d_WorkHr*i_DFR*i_MAF/1
& permal - Rgtential @3560376 0.0226006 pelveiptiilinid
(O Y
Der Work wi - arms, and legs * * *
§ 0.1518762 0.0025313 d_DermTcCV1 d:WcrkHr d_DFR*d_MAF/
@ cov 1000*_Absorpinuse
N
- Worki del no TC available for d_DermTcCV2*d_WorkHr*d_DFR*d_MAF/
orking wear and gloves this assessment 1000*_Absorpinuse

Inhalation

Na for outdoor activities
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Table AS5: Worker exposure calculation (DTso = 2.3 days, initial DFR = 2.6 pg/cm?, 300 L/ha spray)

Substance name
Product name

Reference value non acutely toxic active substance (RVNAS)
Reference value acutely toxic active substance (RVAAS)

Crop type

Substance properties

Formulation type

Miniumum volume water for application (liquids)
Maximum application rate of active substance
50% Dissipation Time DT50

Initial Dislodgeable Foliar Residue

Dermal absorption of product

Dermal absorption of in-use dilution

Oral absorption of active substance

Inhalation absorption of active substance

Vapour pressure of active substance

Thiaclopridl

Biscaya 240 0D|

0.02|mg/kg bw/day

0.03|mg/kg bw/day

0i|seeds|

©

Soluble concentrates, emulsifiable conce\r\ﬂ'ate, etc.

300

AN

i
N
@
L/ha @Q

0.072|kg a.s. /ha

©

2.3|days

2.6

0.20%,

A
Q)

Q

o

)

14.00%
100. @
100.

low volatile substa@ having a

7
our pre; )V\\réof

ug/c@f folia@%f&s. ap%éd{ha & .

N £27H0-3Pa S
ﬁ ‘O @ @
Scenario IS G - § @
Indoor or Outdoor application & Outdo@ & o Y\g
Application method @ ° DdWiyward s()prd&ggl @ A @ %”\g
Application equipment ) wi\ae-mout@@-mift Redvgtion ;o\j % @
Buffer strip A [C8 & X 2:3|m @, @
Number of applications Q o 9 R 2 E@ @ @
Interval between multiple applications ) mﬁ/s @ @ R %
Season (upward spraying orchards only) % @lot releyat] &© §> <3@ \
=4 e
& % Q@ < @ Q Q
o
Worker exposure from residues on foliage{or Biscdya 240 OP o & @ﬂ% & < A
:ngp type g R K (} Ollszeds & o\ @
ndoor or outdoor Out o @
Application method @ @ @ Dagward spraying Q @ %,
Application equipment °\ \@cle-mo Nl Drift Reduction @“ ?7\9 @
Worker's task % ~ i ,@)gation @ RS @
Main body parts in contact with foliage‘?\g @ @ H%nd bo K % o,
Application rate of active substance @ @ w\g @ 0472 Rg a.s./ha @ @ @ppkum
Number of applications @ @ @ i_AppNo
Interval between multiple appli S & o @ %Q @ & @ i_Applnt
Half-life of active substance @ A \ e\ 5 @ @ d_HalflifeAS
Multiple application factor @ \ & G’% \ & r\g d_MAF
Dermal absorption of th uct 6 @ @' y\j § i_AbsorpProduct
Dermal absorption of th use diluf@ @ K @ @ i_Absorpinuse
Dislodgeable foliar residue (i_App i_DFR) y\g @ o\ .S. % d_DFR
Working hours @ % @ hr @, d_WorkHr
Dermal transfer"c&fﬁcient- Total potentj posur@ﬁ \ d_DermTcUCV
Dermal tra@fﬂcient -arms, bodlegs co@c @ 14 /hr @ d_DermTcCV1
Dermal trarfsfexcoefficient - hands, ar ody and overed  noTC @&%Ie fog th@sessment 2/hr ©, d_DermTcCV2
Inhalation transfer coefficient for ated a %tions ?o\g \ NA ha/hr*@) d_InhalTcAut
Inhalation transfer coefficient fol ing ornamentals @ 0\ @5\9 @ A ha/hr*10A(-3) d_InhalTcCut
Inhalation transfer coefficient forsorting / Bundling orn: tals NA hafhv107(-3) d_InhalTcSort
Z S
@@7 o
1. Total @ D @ Cy \é} fr\Q (@
@ Work - by d |
@ @ P@Qt?al ex&sﬁe o% arms Man S8 Working wear and gloves Comments
: S S—=& - :
Total systemic expagure (mg a.s./day) U 0.687347%) “% 0.9769862 @y no TC lable for this
Total systemi;@re per kg body weight o
0. 3 12831 Ny
(me/kg bw/d 2 @ e
% of RVNAS 57.28% o 6420
X o
2. Detailey X {(\% o 0 ,f\@ @
@7 Q SR Formula Comments
= [mggs7dayl @y  [meds./ke bw/day]
A d_DermTcUCV*d_WorkHr*i_DFR*i_MAF/1
@ek%a\ -pognigl| (@2 q 0114563 2007 4
Dermal - Work WE@T\S, bo@fg @.0769862 M\@ 0.0012831 LtDe’mchl‘/glgg;,m;D;ﬁ:Zi;ZR*d’MAF/
a s
) ™ Nab 1c ava;go\fe for d_DermTcCV2*d_WorkHr*d_DFR*d_MAF/
Derm %@orklng b@;@nd glov@ thisa . 1000%;_ Absorpinuse
@ @ Inhégt\ion \( N Na for outdoor activities
& ((\ N

N

&
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Table A6: Worker exposure calculation (using proposed TC = 803 cm?/hr for gloves, DTsy
days, initial DFR = 2.6 ng/cm?) (TCs = 95" param. estimates)

3

Substance name |

Thiaclopridl

Product name |

Biscaya 240 OD|

Reference value non acutely toxic active substance (RVNAS) |

0A02| mg/kg bw/day

Reference value acutely toxic active substance (RVAAS) |

0.03|mg/kg bw/day

Crop type [

Oilseedsl

Substance properties

Formulation type

Soluble concentrates,

concentrate, eqqm&@

Miniumum volume water for application (liquids)

308{/ha

Maximum application rate of active substance

0.072|kg a.s. /ha

50% Dissipation Time DT50

& 2.3|days

Initial Dislodgeable Foliar Residue

Dermal absorption of product

Dermal absorption of in-use dilution

(O;) 2.6|pg/cm2 of foliage .s
0.20% Q

A ) 14.00%

Oral absorption of active substance

Inhalation absorption of active substance

)R 100.00% \

100.00%

Vapour pressure of active substance

low volatile substances haviqgvapour pre: f

B)16°3Pa

Scenario

Y

Indoor or Outdoor application

Application method

% @)
\ @Q\q Outdoo@tﬂ Q

Application equipment

Buffer strip

Number of applications

W wnward spragiag
Vehitle-mouqted Prift Redyctio 6
& @p23|m &

\“j ™~ 2|

Interval between multiple applications

Season (upward spraying orchards only)

Q N\ X
&62 \/;t reIeva@ @7

‘oz

<
&
@
R

. applied/ha & Q

N &

N @
> @®
@ @

Worker exposure from residues on foliage for Bisca@uo oD,

c D

Crop type
Indoor or outdoor
Application method
Application equipment %
Worker's task

Main body parts in contact with foliage @
Application rate of active substance o
Number of applications \
Interval between multiple applications

Half-life of active substance & @
Multiple application factor

Dermal absorption of the product
Dermal absorption of the in-use di
Dislodgeable foliar residue (i_Ap|
Working hours

Dermal transfer coefficie —@I potenﬁa@osure

Dermal transfer coefficient ms, body%@egs cover@

Inhalation transfer cn@ient for automated applications

@ %
) : ]
o ecton. st A Y
& Soge @
9
SECEE
*i_DFJ\@ A

Dermal transfer coefficient - hands, ar@body and%ég covered

iIseeds@
Outdo,
g&gward sprayir@g &

Han, body
§ 0.072 kg a.s./ha @%
O &

no TC available for thisasse:

&

NA ha/hr*107(- @
a/hr*10%Q)

@ d_DermTcCV1
nA HEBP107(-3) 6@7%

i_AbsorpProduct
i Abs@use

I WOrkHr
d-DermTeucy
d_DermTccv2
d_inhalTcAut
d_inhalTcCut
d_inhalTcSort

1. Total 2 i

Inhalation transfercoefficient for cutting ornaﬁ(%tals %
Inhalation tra/m@fficient for sorting / b@ing ornar@\s

N O M SN

@N Poter&d exposur{

RWork Miear@"sl b"d&;ﬁegs Ci%Alorking wﬁnd gloves

(Colme ass. /@
e "

Ci t:
covered (Xo @) omments
Total systemic exposure (mga.s, \ 0.6873777,(@ 0.0769862 Y noTC avail@or this assessment
Total systemic exposure per kg bodq weight @0 -~ \ @7 A — Q @
(me/kg bw/day) AR G | o7 oo S Q@
% of RVNAS \“ 575889 oxZl
© © Q N S S
2 petais QS 8 o
{(@% Formula Comments

stemic gxppsure =
@J‘ g a.s./kg@w/day]

0. 587377z<

Q Dermal - Poten?%

O'QMS @ 000% A

d_DermTcUCV*d_WorkHr*i_DFR*I_MAF/1

Derma%ork wear - arms, body and\kx\s) 362
c%@red °

@’ [(\@12831 @

1000%i_Absorpinuse

d_DermTcCV1*d_WorkHr*d_DFR*d_MAF/

. n@aﬁvailabl
Dermal - Working wear and gloves

@ d_DermTcCV2*d_WorkHr*d_DFR*d_MAF/

1000%i_Absorpinuse

this assessme)
(]

< R

Na for outdoor activities

& Inha\aﬁQ% @
L &

@

N

N S .
Dema%@rﬁwem %‘hd @VCS (using dermal transfer coefficient — hands, arms, body and legs

coveréd= 8 m2/® N

s
Wo, nsfer @ficie . Dermal Body
e re 2) ) - Duration DFR ) ;
LY¥inspection/scoutin X 5 MAF 1000 x absorption weight
(mg/ke (cm¥/hr) (hr) (Hg/cm?) (%) (ke)
bw/day|

Worker exposure (mg/kg bw/day): 803 x 2 x 0.1872 x 1.049/1000 x 14%/60 = 0.000736



B
Bayer CropScience
R

Page 109 of 119

2016-10-20
Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)
Appendix II: Derivation of hazard specific AOELSs for thiacloprid
& &
Hazard specific AOELs were derived for those reprotoxicity parameters of thiacloprid, which @re thét’
basis for classification of thiacloprid with Repro. 1B; H360FD by the Risk AsgesSment Con‘;{@t ee O
(RAC) of the European Chemicals Agency (ECHA), i.e. @ O\Q
3 & & o
1. Dystocia, <\y N éw
2. Reduced pup weights (observed on day 4 and d@@ resp.), @ g}’ ©\ @
3. Increased incidences of post-implantation loss, ©Q %@ S é% é
4. Increased incidences of stillbirths & cannibatized pups (p1ble sign forQyeak p@)s) ©© @Q}
In the following, the derivation of the hazard sp 1c AOELs escg@éd. @ 6\ %@ S
S MENEN - S %
1. Dystocia: Q @ & @ ©@’ (g <\ .
& @& IS & & &
Incidences of dystocia observed in sev%l g&%ratio?stud@s on&%&acl@o@nd inSprague-Dawley
rats of the breeder Sasco, Inc. (orderéd bx&fncreg@@g d&s%) ) w\?\ N & O
S oo & o & o
Author, Year @ @ﬂDose [}pm& ©\ Do ©© @}QJ $ Incidences
Reference G @@2 S @g/k& v /d@ @Q [% (¢ases) per
\®@ W > &@ Q > prégnant dams]
B 1098, M-003820-011 . | 360 o} S 207 9| 00125
R (057, V001304011 o 0 ¢ | oo 2 O |& 1330450
H 997 M-00:304-01-0° 9 | O o> O K43, . 100680
O
I M;403763301-1 N S e 549 @& 11.5 (3/26)
. 995 M-004953-00 &% N800+ Y | 2 6 o 8.3 (1/12)#
B 5 Vol O LU 10§ e, 45 (122)
. 295, V-004201-01-1 & S3000 @] 0 7R 33 (130)
Histori%@ntrol data in@asco @ague&fwley ratsth O O Range: 0-11.5(0/30 -
@ R @% Q L) 5 S 3/26)
N S %G ® S N Q\ o
NS AN N v o Mean incidence:
N O LU >
9 AN A S 1.21 (11/906)
e dose intgke det @\ﬁled@yﬁng ghdtatio>” = O 453
#  dose infake detefmine@for p&%ati \gesta@n anddactation
**: dosedntake determ;@ durang pre g, 116t deterffiined during gestation
#: T was one adéiionalggse of @stoc' ut this¥vas obviously caused by big pups (one pup stuck in
the  birth canal) an@ther fore notconsidéred to Brelated to thiacloprid treatment.

##: “Historical comgol dat@) dystétia i

one- and two-gener&dion s

M-498539-0 1-\1%“

Y @

Q

@rag@)awley rats from the breeder Sasco, compiled from 26
S t@es (comprisiff® 40 generations) conducted at BCS
U.S. betw@en 1988 ar§£ﬂ (i7: @tch to Wistar rats) (for details please refer to , 2014,

X

> QO
Increase@lcid@es oi@yi@ were observed in generation studies on thiacloprid at dose levels of

22 mglky

b@§s{)sibl

not

bwgs

%

anggl)ligh

NO yst

&

ue to the missing dose response, calculation of a benchmark dose was

ell;g?re;§ﬁ1’azard specific AOEL of 0.2 mg/kg bw/day was calculated on dystocia
f

ocia of 20 mg/kg bw/day and a safety factor of 100.
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2. Reduced pup weights (observed on day 4 and day 7, resp.): @ @@
N >
-, DA, -, B.F.; A two-generation dietary reproduction smd@ rats using t@%ﬂic%
YRC 2894 @ MRS
BCS report 107628; Doc ID M-001304-01-1; 1997-12-08 A\ ©@ @Q\ &
Rat strain: Sprague-Dawley, Sasco = @ Q) ©\ @ &@
Study conduct: 1995/1996 at | Kansq%~ S. é\” Q
Treatment via diet, starting 10 weeks before mating @ Q& Q) R @© @Q}
. /r:j § &, <
Dose (during gestation) [ppm] 0 50@@ 30 R ?500 \© @Hist%@al
[mgkgbw] | 0 | 3.83.6 | o 2383 = %@’43/%@ " control
1), [C @F1) o 2O (PB1) o | data199
No. of dams P-generation 30 % 30 W @30 Q30 ©) @ 19@*
No. of dams FI-generation 30 & &\ \\ _ﬂ?@ § S 30x, @

Pup weights (g), mean F1 atbirth | 6 %\7 Ko SERES N &1 62-7.0
day 7 &1@% %ls.a\@ @5&@' ?§ 1 @ @49 - 17.6
SENe

> (-
Q (-8, 4% 0{@3}’010
% %%}) @6 @n@ S @© __

@
Pup weights (g), mean F2 atbilhi | 66 |..6.6 T 66 @ g A o | 65-71
day 7 4156 OTI6Ks | 1485 {7 . @39 153-17.5

.9 -5.1% of%contr% (-469% o ?ntrol
oL P

/N

A
. . . S y B . ! .
i Historical contrgihdata (@ ies cor@gte iithe safde lab in ghe-same rat strain from

Z
D) s dan Q
1993-1997 (inc¥997 the rat stgatn w. itche@from@ragu@)awley 0 Wistar) were compiled in
document 975601-2 ,2045). . L 9 SN @@
N\ & N S @

bw: bod i
Wk & o & S &S
F: fema% N & % @\ § w
S & & & & & o
A T O & O 8O
STy s
9 @ SR (S
O AN S S
@ 9O g © o .0 @
Q O O > N D
Y S K 9 D
<\ § L 0 @
@7 2 @ & N
S Q N & ©\
%o § S @ @ S
S RS
> &Q @ &©
@
QNN
&§ Q Q S ©@
R
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- et al., 1995.; A two-generation reproduction range-finding study with YRC 2894 technical in

rats @
BCS report 107043; Doc ID M-000911-01-1; 1995-06-02
S & @
Rat strain: Sprague Dawley, Charles River Crl:CD BR @',@ & Q
Study conduct: 1994 at., || N, U s.
Treatment via diet, starting at minimum 28 days before n@ng, F1 pups& %e
a

partum. S @ \ @

O O

o
raised ur&@weﬁk% po 2
R

Dose (during gestation) [ppm] 10

[mg/kg bw] . 11 Eontrol®
No. of dams P-generation 7 13@' N . @@‘)) L & @ata 1&)_
A RN

]
@
W
p—
—
Vo)

Q“

N
400 .S 1606 < Hisfpricat |

Pup weights (g), mean at birth 6.0 6 3&@ 66 @3% b@ 6@’ & 4%3 -6.5,
day4 | 938 108 4Q Q 77 — Uk

{\9 \\ S &%( 17. of ntrol g
@ I b S O O ’”e%@ &

Historical control data®: @Q < § @ @Q @ &
Historical control data from same@% and the same’strai IR} Rof rat @ @ 1n theyeportan page 89.
The data stem from 7 two- i ratr@ stu%@@j@ con@ed b@yeen i 0 and1 992 rther%tata are not

. ) S
available for this lab a SN
bw:  body weight % § & & &@Q N2 % @)
M: male é N @ @ °N 9
F: female N 2

stra1

S
@@W@

\ .

_ D.A; erat1®d1 ﬁf repr(%uc@ stuggﬁn rats usingfechnical grade YRC 2894

to evaluate the r § tYQ§°Dystocra a%%%an i ease@ St§ hs tg@he P generation of a two-
duct

0%3820 o 1 4\9@8 05 @
@

generation di
BCS report 1

Rat str@ Sprague- Dé@ley,
Study conduct: 19964997 46
Treatment via die@tarr'gg 10 g@ ks l.i%ore nfating © >

, Kansas, U.S.

Dose (durin@esta @@1 [@ng], & 0 ©\ X @ @ 300 1000 Historical
g\ %%\ o2 & 20 68 control
No. of dams, P- generatzon . @ 3%@ 30 30 data 1993
T - 19974
led Q{(\
Pup wejghts (g), me&@g blrt}fC @ 6.6 6.8 6.5 6.4-7.0
N @ days 1?@% Q@ 10.4 10.2 8.9% 9.6-10.9
@° & @ (-13.6% of control
S & < Q mean)

& Hist g%al comrol dag(HCR) fron@%jdies conducted in the same lab and in the same rat strain from
1993- 199 199@)Jthe I rain was switched from Sprague Dawley to Wistar) were compiled in

-5 754- S ,2015).
bw: &%ﬁﬁyvﬁ}w S @

M ma@

@ke

@
S
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_n, A.M.; Oral (diet) developmental neurotoxicity study of YRC 2894 in CRL:CD(SD)
IGS BR VAF/PLUS o
BCS report 110834 Doc ID M-088059-01-1; 2001-09-24 I c@§

&
Rat strain: Sprague-Dawley, Charles River Laboratories, Crl:CD (SD) IGS B@:@’AF/PLUS S
Study conduct: 2000 at Argus Research Laboratories, USA % & @Q\ &

Treatment via diet, no treatment before mating o Ao N {%’

o,

&
@
Dose (during gestation) [ppm] | 0 50 | ¥ 300 @Q@ 500 o | Histoxieal

[mg/kg bw] 0 4.4 & 25.6 centrol ¢
No. of dams P-generation 25 25% 25 Q e 28 & Cdata, ©

@
A

7

Pup weights (g), mean /litter PNDI 6.8 @j 7.@ @ > \@ 5@ No@éﬁ

PND5 | 103 |« 104 ¢f° 10} n@\ é@’lo.%\@ : %
0
&9 <
S IO &
il

W@ obsg%ed Hggneranon st s in

PND: postnatal day

Reduced pup weight (observed on da

rats: in the two-generation study by e dése
range finder for the two- eneratlon @1 y c1al oye-
generatlow -@ angevel x1c> f’%(DNT)
study by (2001 1@088 -01-0¥ A bé&achm %alcul@ion con51dered
adequate in this case, since @e 1nd%1due@studles only the hl%é se @owed a stat1@cally

re

significant effect. Drawin get the ct d@ fronféhe difi
calculation did not seem{obe adequate@glthe
(on day 7 in the two- g&rﬂleratl tu d%

the dose range finder§or the@vo— 1@1 W 7
special one-gener \Q :
RN 2051, M-0#8055001-1) Ferihrmore, ames

studies, starti —rnat1 in t @WO

001304-01-1) and 1§sﬁecml %16 R 98 M-003820-01- 1) as well as
4 weeks R ating in thg dos

ge eratlo study (]
@ 1&the t -ge r@tudy (1Ct al., 1995, M-
00091 @ 1), whlle me ;pefor ating in Eh NT study (| , 2001, M-
088059-01-1). Tregtment @fatlo igh anﬂu&nce onthe magnitude of effect in this case,
since no effect wa®yobserved ongay 5 itvthe Hé‘l' study upsto 40.8 mg/kg bw/day, while both
generations of th@two %erﬁ@ sh@x\%d a reductiorof pup weight of approximately -14% on
day 7 at 43 gb ay Ityaddi gﬁ stulles w@ condficted in three different laboratories with

Sprague-Dawley rats fro ee differe \bree@rs (d ¢fails can be found above in the study specific
informati Therefo the 0y all &, of 2& g/kg bw/day for reduced pup weight on day
1on study

dle r a l@lchmark dose

Pecause pup; mghtwere dete d on different days

:\@ 997, M2001304:01- -1), on day 4 in
il 1995, 810009 T1-01-1) and in the
)

a%fl on d@/ 5 in the DNT study
p RIS

different in the four
, 1997, M-

4 and 7{NOAELSs: t\&o gene /22 mg/kg bw/day, special one-generation study
(day4): 20 mg/kg %E ay) %d a ety tor"e{ 00 were selected as a basis for the respective
hazard specific A 2 @g/kg bW/ da reduced pup weight (on day 4 and 7,
respectlvely)

S

3. Incre@d 1nncq’f p@lmplantatlon loss:

@
(1@ - Developmental toxicity in rats after oral administration, BCS report
2 , De@ID M- 08 201-1, 1997-03-25

Rat straty’> Wistar rat (Hsd Cpb:WU)

Treatment: daily with gavage from gestation day (GD) 6 to GD19
Study conduct: 1995/1996 at , Germany
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Dose [mg/kg bw] 0 2 10 50 Historical

No. of dams on study 35 35 35 35 c0 I 4 &

No. of dams with implantations 28 31 32 30 419924

No. of dams with viable fetuses 28 31 32 %@ 9‘@

Post-implantation loss (%) q

mean per dam with implantations 0.9 0.9 0.5 %2 8** Q0.5 @6 @
mean per dam with viable fetuses 0.9 0.9 c#0-5 ~ | 0 § 14 X @

& Historical control data (HCD) from studies conducted i? he same la d in the same$et st fro &@
1992-1994 were taken from report M-000832-01-1 i¢self (I, 199@ HCD from ;;%5 ekeK©
from report M-071988-01-1 | 2001) %@ Q S @

o 9’ Q AN
99) N @
& %\ @ 6\ NN

- B. (1996), YRC 2894 - Developmétal t@lty 1, rab aftg@al ainistroa}long%s )

report 24709, Doc ID M-000780-01-1, 19 §01 2¢' @ Q & @& @7 @&
Rabbit strain: Himalayan rabbit (CH S S %% S §

@\m

v
Treatment: daily with gavage from ges@tio ﬂ@, G 6to &D28 © %\ N éﬁ O
Study conduct: 1995 atﬂ ar&% § @@y @ o
S

Dose [mg/kg bw] ¢ 2 @ @ ®) @©45 @@} -{_Historical
No. of dams on study @ &24 g 245@@ @24 Q& & 2@@) «_ | control
No. of dams with implantations \22 20 |S 24T o 22 O | data1992-
No. of dams with viable feggses S 2@ 0 24 N @?9 & 1998*
Post-implantation loss (%) ~> N {°
mean ger dam with i ( )ntat 90.9 @§ 16@ @ 0.35& q&% . § 0.1-1.3
mean per dam w1th2$l}: fet Ow 0.9 @ Q 4].08 0.1-1.3

& Hlstorlcal§trol @ta (Hgﬁ?fromﬂstudaQ congi
1992-1996 were taken from re ort M- 765 (& 1 (

from @Q. 62659 1-1 (

d in hx he sa & lab ann the same rabbit strain from
8), HCD from 1997-1998 were taken

& 4/5 female r4bbits, \%nch rted Qr sho otal rpt101@c1t the\% mg/kg level, showed more severe
créases in feedsq;take @aml does; two @ese fefales with total resorptions had shown
@ery severe b loss 2.5 or 25 5 of tl&y elght on day 6 post coitum during
t

eatment. S
©\ N @ &,
Increased incidenges ofpost- 1@%‘[ on los@ wer 0@56 in the developmental toxicity studies on
dO@\)f 5 /kg bw/day, respectively. Calculation of a

thiacloprid in B3t and ggbbit @he hig
benchmark d@ze waShot ®51b1 .Since t Q' effgst wa%xclusively observed at the high dose.
Therefor;%the NOAEL o1 10 /kg /da;@%)r thiy paramenter in rat and rabbit and a safety

factor 0 were tal@n to Q ive @ aza@ speciﬁ’c AOEL of 0.1 mg/kg bw/day on post-

implantdtion loss. N
P @ % > @

& & X8
ﬁ’lbirﬁ@? & c@%nibalized pups (possible sign for weak pups):

@
@ A %@o -generation dietary reproduction study in rats using technical

@&2&@)c IQ%?/I 001304-01-1; 1997-12-08

Ratstr @Sprague Dawley, Sasco

Study ‘eenduct: 1995/1996 at ||| G <:os:s. Us.

Treatment via diet, starting 10 weeks before mating

4. Increased Qae&e@ of

YRC 2
BCS {éport
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Dose (during gestation) Historical S
[ppm] | o 50 300 600 control
[mg/kgbw] | o | 3.8/3.6 (P/F1) 23/22 43/43 *@ 1992y
30 (P/F1) P/F1) | @199
No. of dams P-generation 30 30 30 30 MRS
No. of dams FI-generation 30 30 30 § MQ\ 4
Total no. of F1 pups born 314 360 @ 290 & 28&\ 86 - 43¢
stillborn | 2 16 13y O 0.6 |
cannibalized 0 1 & &® é\y S § Q&(D
- m%ss%ng 5 %@ Qb %" @ 17 < Q) &@
cannibalized & missing 5 @@ 6 @ 10 2 @
Total no. of F2 pups born | 306 o 34Ty Oy %% QN3 - T 296372
stillborn | 9 SRV N Ny o 18 209
cannibalized 0 % \@ Q 2 N 0Q @’ @&
missin, 3 N2 Q 14
cannibalized&missing 3@ o 2 > 6 @ S é§y1 Y §
g ) Q‘K\ R ° v %) 4 N @
Fetal incidence of stillbirths (%) F1 | @& S NGNS € 0-39
F2 |29 %}.01 S Q§ 2O S L 0-29
Incidence of stillbirths (dams w1th@ %@@ o N jD Q& @ ©© N
stillborns (> 2 stillborns) / total fi&> | " © g @ QO
of pregnant dams) “F1 @% )/ @9 7 Q’)\ 1 29qy ) (2%@% .8 (%/ 27
\@ O 28,5 § Y N ) -
Q| 4 %1)/ TR § §O/26™ @2) /28
& @}@ K § ©\ Q & s
Fetal incidence of ca@bali d and ¢ N @
missing pups (%) <> § F%\b 1.5% | S 2.:@@ ? @07 @@ 6.03
S » @98 | 056 § 207 447
P & o |9 oy @
& Hisggrical coidrol dat¥ (HC®) fro studl
1‘9& -1997 (in

1 th tral s sw1
cument M-5

body weightY,
male % & @ @
S @ S

\
female @@ % @ @’

In this@vo-g atlor@dy Shell aGn the &hole séPof generation studies on thiacloprid the

1n01d%§ces 0 show no c@sten@se catyelation. Furthermore, there was no increase in the
f dams w1th more t@2 sti Cyé@y increased incidences were only observed at high,

@emally to;glc@@oses

i statistically &@ﬁc %‘[}y diffegent ..« com?@ p<0.05
** N statlsncally?éigmﬁ cantly d1 ent .éw @@)ls p<0.01
@

~h1g%r

N
@ S
< R
et al. @95 @Wo eraﬁ?ﬁn regrpduction range-finding study with YRC 2894 technical in
rats X Q

BCS rg@ 10@@% DO@ID 1@00911 -01-1; 1995-06-02
é@ a1n agu Charles River Crl:CD BR
{;@mt 1994 at S~ us.
t

Treat via diet, starting at minimum 28 days before mating; F1 pups were raised until week 5 post
partum.
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Dose (during gestation) [ppm] 0 100 400 1600 Historical
[mg/kg bw] 0 7.6 31.1 1171 co l 4 &
No. of dams P-generation 7 7 7 76 dagas19904
@992%
S e
Total no. of F1 pups born 107 73 81 097 q 170 —3@5
stillborn 6 1 1 % 3 oro- G
found dead (PND 0-4) 3 2 © 0 g\f 16 N | leed éw
No indication for missing & V Q@ g}” @\ N <
cannibalized pups 4 (Q @ [\§ S &
Fetal incidence of stillbirths (%) 5.6 1. 1.2 Q\ &’ é@ & N (;3 fbffr@?
@
@ | @ R\ . contrély 5.6
Incidence of stillbirths — dams with | 2(1) / |Sp©@) laf EOI/6 <] 73 (Z;\‘* N%ma
stillborns (> 2 stillborns) / total no. 7 S & Q@ S S o °
of pregnant dams &% ° N ﬁQ @7 [(\@
Fetal incidence of cannibalized and N @ &V SR N X
S ; O
missing pups (%) F1 Q@O § 0.0 0.0 % > @ (l@)@ ©

_g
@‘2
)
-UQ
ek
=
=
(¢]

Q)
Historical control data®: Historical corftrol datd@rom the same b a 1\1Je sa&ﬁg@f

Q . c
report on page 89. &he daté&ptem 7 t@n-gen fation ies céuductethbetween
1990 and @992, o A aregt ava e ﬂéhis lab dnd rafStrairt
bw: body wel ht N & S @ &) O
M: male é& §9 & @ N @ o\@ &
F: fm&%& © § g IS %", S 2o

% S ¥ o e §

%

_ D.A,; ﬁnera‘u@dle ﬁ%/ repr(ﬁuc@ stud¥in % usingtechnical grade YRC 2894

ty@?’Dystocm a{ an iffsreasedyy stilllsirths itthe P generation of a two-

to evaluate the r uc\\d i

generation di n stu %& > § R

BCS report 1 oc H), 0%3 20 o 1 1998-054 Q @
@ N v

Rat str; Sprague D@%’l
Study conduct: 199
Treatment via dietdstarting 10

, Kansas, U.S.
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Dose (during gestation) [ppm] 0 25 300 1000 Historical
[mg/kg bw] 0 2 20 68 con@l 4 &
No. of dams P-generation 30 30 30 30 3%1993@
& 28978,
Total no. of F1 pups born 337 292 291 8 86 - 3
@9 q 83"
stillborn 13 5 15 A 15 oro- %@ )
found dead 4 3 Ok M SN0 &
cannibalized | 1 2 | 3 @ 0 & S 9|
missing 3 0 1 @Q 15 Z > é\g D
) R BN
cannibalized & missing 4 2 @ 4 o 1§© 3 <y @
Fetal incidence of stillbirths (%) 39 | 49| 52 @ ® O &390
Incidence of stillbirths 6@/ k3M)lef 7 (P25 L J0)/ @ N
dams with stillborns (> 2 stillborns) 27 © 25@ v @% Y @ %
/ total no. of pregnant dams @;§9 @9@ Q @ ~ é Ky &
Fetal incidence of cannibalized and W\ﬁ) @ % Q %, S N
missing pups (%) Fl \) 68 @ , K37 Q w\\h\ NS (§
A:  Historical control data (HCD) frorﬁ\éldl%ondsu&@dl T@samc@\% andyi the §he rafStrain m 1993-
1997 (in 1997 the rat strain wasgyitched from S%agL%Dawlegn Wi Q?’*\ WeIgcom in d@;ument
M-509754-01-2 (I Gz @)1 ). @ < ©® S BN
bw: body weight \ @ @ @Q % O é&
M: male % < & @ AN ~ L &
F: female & Q @© §@ N § @ \25@
S {L° Ny
@ o
& S RS- SN
- A.§Om@iet) elopréntal neurotasicitycstudy of YRC 2894 in CRL:CD(SD)
IGS BR VAF/PL QO NN N D & & &
BCS report 11@%4 Deg'ID M- 88@5@-01-&{}200&%@9-28 § R Y
m O SN e & § @
Rat strain: §prague- Davsv\o\lyey, Cl&a@es ReT L@rater@, CrgCD (8@3 IGS BR VAF/PLUS
Study cgaduct: 2000 %ﬁf‘rgu Laborator@@, U%@ &
Treatment via diet, 10 ea@ b&fore maing - . N
Dose (during gesttion), [p s@ 0V b0 300 500 | Historical
kbl 5] D g 44 256 | 408 | control
No. of dams@%ene@ on o NN N 29 S 25 25 25 data
SRS \ﬁ @° 35@ No data
Total no. oups orn® 3 349 340 338 o
& 9 @ gﬁllbc@ o\é? 0 4 1
found dead or presur@ cang\bahzed{PND Q4 5 4 4
Fetslgnmdence of st;ﬁ’r’)lrtk@@% \ @ 1.4 0.0 1.2 0.3 No data
Fetal incidence o@pups found or @Jme &
cannibalized (%) ° ﬁ 1.14 1.43 1.18 1.18
bw: body K@ght 2o @Q 2o @
SN
< § ®
S e <
& @ I o
¢ g TS
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---, C.; Thiacloprid - A special one-generation dietary reproduction study in Sprague-
Dawley rats

BCS report SA 10007; Doc ID M-403763-01-1; 2011-03-04

Rat strain: Sprague-Dawley, Sasco

Study conduct: 2010-2011 at

Treatment via diet, starting 10 weeks before mating,
Study with video-recording of parturition (main group tellite grougyfl)) and blo@%a ling 019
GD20 (satellite group (1)) and at termination on the d&y after partur (main gro@ & s@lite@@oup é

)X o Q" A
as well as blood sampling on GD 21 (satellite grg@@) and on (3{%22 @Telh@grou&@)) © @&@
Dose (during gestation) [ppm] N 0 &° § w;\ 860 @6 o &Hlstgﬁcal
[mg/kg bw] Q 0@ X @% ©&4 D o %ntrol
No. of dams P-generation % @ Q 30© Q @7 at@
(main group & satellite group ( o ﬁ% & Q\ e (24&6; v, §
animals undergoing blood sampling g}}preggant:@& IS @egn&:ﬁt: 23 &>5) Q S
on GD20 & at termination after <§ cgix éﬁ Q\ @% §)) @
parturition)) S S R 3 D @Q S %@9
Fetal incidence of stillbirths (%) 51 9240 O 7 ool o  Nodam
Incidence of stillbirths - F1 NS @ & | @° 4 (6)/39 ©" | No data
(dams with stillborns (> 2 Stlllb%s) 5@\ o t recor@d 1n
total no. of pregnant dams) & 2 preg&@t rats,
bw: body weight % @
N .
% NN
@Q . v $ Q &
RN <
©© ©\ S N %o
S & o © o
N
o\@ Lo &9@
A & \QQ
© ¢ &
o &
2 &
@ ©Q @Q . ©
MRS ENOEEN
SRS
= N
& 2 Q
i N
N > @\
AN
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N
Y <
< @ & <




Page 118 of 119

B
Bayer CropScience 2016-10-20
R

Document MCP: Section 7 Toxicological studies
Thiacloprid OD 240 (240 g/L)

_, D.A; A reproduction study in rats to determine if administration of technical YRC 2894

from gestation days 18 to 21 will cause dystocia (Study number II) @ >
BCS report 107640 Doc ID M-002127-01-1; 1998-05-04 Q\ @§
§ @
Rat strain: CD Sprague-Dawley, Sasco § S . @Q
Study conduct: 1997 « I Kangas, US. & ¢
Treatment via oral gavage on GD18 to GD21 g {\y S Q\@ éw
\Z @) @

Dose # [mg/kg bw] 0 17.5 35 @Q 60 @Q ﬁlist ical §
No. of dams # 27 9 @} 29 Q& 25 K c@ rol K

AN 19

Q.; L J&# & & 199 é
Total no. of pups born | 255 |% 109 & 911 S w1280 N[ 105%983
stillborn O 19| | T o o oA

Mean no. of viable pups / dam at 12.9\% {@ 0 %7% % ©@.4 ) @Qf @
Fetal incidence of stillbirths (%) RE 4:«@ 12707 & 268 S0
Incidence of stillbirths (dams with & = @ NS R R
stillborns (> 2 stillborns) / total no. Q'3 (%/ @(1) / % 1185/ 22 ¢ &3) 9 °
of pregnant dams) @ |, @ @5& &7 §

& Historical control data (HED) rom stu@s conducte %e)lab afd in t@ same r%? strain from
1994-1997 (in 1997 the rat st wa itche@irom

d
gﬁague Dawle@o V@r} wef@compiled in
document M-509754501-2 , 20

@ N
#: Because of tox1c1:t\yg and ed athe 35 60 fhy/kg é}Qse the dose walowered during the

study to 17.5 mgdkg/dayDAni fro all do, rous SWhich ®4d notyeached gestation day 18, and thus
had not previg@sly re&elved @ggmclo @ dos@ with 17.5 m@/kg/day of thiacloprid.

@ Q) . N
\ & \ @ @ §

- HQR%2894 %bema@tudr sul@§§;%(%l toxicity in rats

(Tox1c0k,ln@1cs in pregpant and yon- nant@ts)
BCS rg@ 107640 D@ID 1\@038 01 1; 199@7

N

Rat strain: Spragu@%awle& a‘/,,;fl»: @, Bcéﬁien Germany
Study conduct: 1997 4 ermany
Treatment v%@l % dams and during a comparable time period
in non—pregn t fem
Dose &Y 2 Qppm]@ & 20 1000 Historical
No. of pregnant darh@ N \ @§ ) 8 control
No. non-pregna;%’ fem@ raté»\ Q § 5) 12 data
Total no. of pu&s@ Q 54 72 No data

O ﬁtﬂlbﬁm o 6 15
Mean no. ogwabl@aps / dain at Bixth o 9.6 7.1 No data
Fetal ins@énceg%éﬁnb@hs @ 1.1 20.8 No data
Incidgace of @%ﬁnrt SH dam&vnh
sti s (22 stillboths) (tal no. of 3(1)/5 7(2)/8 No data
pregnan )

)
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Stillborn pups:
Increased incidences of stillbirth were observed in some of the generation studies conducted on >

thiacloprid. The data are not consistent between studies, doses and generations. Also the conc §fﬁ §
controls differed widely between 0.6% in the 1% generation of the two-generatigdystudy (|

, 1997, M-001304-01-1) and 5.6% in the dose range finder for the -generatlon%tudy &
{ et al.,1995, M-000911-01-1 i; in one study with only 5 control anlr%IS even 11. ltlll@ls

were observed ([ & , 1998, M-003821-01-1). &
Slightly increased incidences were seen in the high doseSgf 43 mg/k§u§day of the t@é -g atlor@ @

study (N & I, 1997, M-001304-01- -1)with 5.7 or 5.89, respectiy, §§' Thedncidenees S

0f 4.0 to 4.5% in the low and mid dose of the 1 ngatlon and inkhe low dose & the 2™ge @tion@q}

were only marginally above the historical control e (up to 3.9%), népcleardyrdosgrelated and int,

case of the mid dose not consistent between gencgdtions, so t heys% still considered I

range of the NOAEL. Increased incidences wéte also @ﬁorte&}m th&spectal one-gefieratien study (.
, 1998, M-003820-01-1) with 5.2 and. 6%at 20 @ 68 ’b /kg @day,@l thes| -genesration. .

study w1th video recording of parturtltloq&%d bl%((@ san ar %lrtur
2011, M-403763-01-1) at 54 mg/kg @; aon%km th? tio y
gestation days 18-21 ([ . 1998. M=00 21 aé@mh 12:1% aiyd 26 5 andb0
mg/kg bw/day. The only rnargmal @wre d ineig ans@ to 3 9% in
historical controls at 17.5 mg/kg l@'/da%was s%l con@ered L for this
parameter. The apparent increagg of stillborn fiips 10091 rn@:mclo@ld 1@ s dy by G

& Schmidt (1998, M- 003821%@ 1) with 208 % vs. I'1.1%¥n con@ols  VEas 1o rea inci@ase, but caused
by the low no. of animals . 3/5%ams 1f$co Is). .

bo 3 in 7/ 2
No increase in StlllblﬂhS%’%s ngted in the dos nge{mde the%wo— ﬁratgtudy (- et
al., 1995, M-000911-0]-1 up4e he lagh do@ of 1 g/k@ /@l@y and in the BT study up to 40.8
~

dgsing a

mg/kg bw/day (| n@OO@M—OS@@ (§ @ &
Due to the reason 'scu@sd befSe m§ cl@ter ongy ucﬁ eightsga benchmark dose
ither,

approach was nat,Considered t& ¢ gppropriate’for @s par&Eete
Therefore, tl@@lo of ¢7.5 mglkg ay rat' n study with gavage dosing at
gestation S 18-5@’ 199 M-0021 7- ) was taken as a basis for the derivation of

the hazard Specific A met T@eth%@ith @’fety factor of 100 this resulted
in a ha@d speclﬁc g/kébw/d@

"
Q
&

Cannibalized a § @’

Also data on cnniba@ SS@ pu @ @tent between studies and doses. Clearly

: & . .

increased fetg@)incidénces éf'e b%erved&n thehigh dese groups of the two-generation study (.
& , 1697, 001304201 - @bwnh %.03 and 4.47% (1* and 2™ generation) at 43

0 %)
mg/kg ay and withg7. 58 68 /kg@v/da.xl the special one-generation study (_
1998, M-003820- 0

In tli%lose range fﬁader @%16 K@J gen@atloﬂ@udy (I <t 21,1995, M-000911-01-1) there was no
indication for cangnbahz ngﬁnss pup to the high dose of 117 mg/kg bw/day, and this is also
true for the DN study-up t 8 ke b@day (ﬂn 2001, M-088059-01-1).

A benchmagRdoscsalculatidn was Salso fibt considered appropriate in this case.

The hazg: spe@i’c AQPL o@& mg@g bw/day for cannibalized and missing pups was therefore
based rall NOAED of 22 mg/kg bw/day for this parameter from the two studies
(NOAELSs: t@ger@ﬁion@ dy: 23/22 mg/kg bw/day, special one-generation study: 20 mg/kg

b%@ ) a@@?a saféiy fa@r of 100.

&
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