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IITA 7 TOXICOLOGICAL STUDIES

In agreement with the Rapporteur Member State, the product dossier is submitted following the d& @©
format. All points required under the SANCO 10181/2013 are covered, althoug‘chelr naming @ght
differ slightly. ©)
=3 &
SIS
MIA7.1  Acute Toxicity 2 IRC

B
IMS+MSM-+MPR OD 42 (or Atlantis OD, Spec1ﬁcat10 1020000 @9) 1S an O@ls@lon (&) &@
formulation containing 2 g/L iodosulfuron- methyl odium, 10 mesosulf a@w the ©

safener mefenpyr-diethyl (30 g/L). The formulated p@duct is a h c1de for use@l whea s triticale a@%
rye. Acute toxicity studies for this formulat%ﬁe not evalu EU rev1ev¢f
iodosulfuron-methyl-sodium or mesosulfuron- Thereﬁ@ all& eva%jdata%ge pr@é@ed
document and are considered adequate. C& 2

The acute toxicology data package was rm@’ 0 t@ fornilate produgs IMS@/IS@P@D
42 also known as AE F115008 06 ODO{ (&@mﬁ&i‘uon N1 0200 083@) ) which was foundyo be
of low oral and dermal acute toxicit @ut \@@% 1rr1;§§7tzf9 to-both s&@(aco@gﬁm 200@9@@ not to
CLP) and eyes. The formulation wa®Toun@to hefon- ?@itlsu@?to s@fﬁ esul s%nmarised
in the Table 7.1-1. The current pr ct (S cification 02@0 ) wés produeed b¥wonly minor
changes to the original recipe b 1@mg @ 105& @e D(@ CP) 1% available to
demonstrate that the originakas te t%lclt%data ar@fcle\&g ne% spec1 tlolénd that further
animal testing is not necessary. & g Q &
S @ @ @ <2
Table 7.1-1: Summary of the Acute Tonmg§ I@M@MPR op#2

Studyy” | @ erenge SpQg?es (se®| 5 Results

(2003?
Ac%@}@%} O] T M-2254 @(Fg%e) LD%@SOOO mg/kg bw
Q S i
Abite cefo o “@ RO o 4000 moks b
\@ Mz _JQ\ @ >
> Acute sk@© 1 (200 § Rﬁﬁlt Q)

> Irritant
2 \ NS
imitaggn S710102-p | AFemaled
Actie eyes) ﬁ (2604) | Rabbit )
@na‘uoéQ 2257104-01-1 CQ (F%%{l%e) Irritant
Burehler Skin M@o(@ inea pig —
%ensmzatlopé 2272 _O%q@ Female) Non sensitising

Q N @ ©\

Therefore, accordin o tl@E @cla ication criteria (2001/59/EC Directive), the
formulation lodosulfﬁon-@thyl-s dium + mesosulfuron-methyl +mefenpyr-diethyl OD
(50+7.5+250, L) i &class and should be labelled as follows:

@
§§a§3t10 rit m (20‘@/59/EC)

lrr®1tlng to eyes” & Xi, R38 “irritating to skin”.

@Reg@mm ) No 1272/2008 (CLP):
O
Q @@o E@j Irr@tlon Category 2; Warning: H319 “Causes serious eye irritation”.

&
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& @
IITA 7.1.1 Acute oral toxicity N
Report: N B >00;;\1-225480-01 S T 5
Title: Mesosulfuron-methyl & iodosulfuron-methyl-sodiffth & mefe yr diejhyl
OD 10+2+30 (AE F115008 06 OD04 A1 - Aﬂ%ptls 11qu1d) cuteloxicity
in the rat after oral administratiof¥) & B &
Report No: C038675 N L &
< S A S
Document No(s): | M-225480-01-1 N Q N O @
Guidelines: EU (=EEC): 67/548/EE CD: 423;\USEP@( EPA): (&1@?5 © @
870.1100;Deviation not specified DS <
GLP/GEP: yes Q @ N SN )
S @v © @j o I
Material and Methods ‘”\% S v Q @ @7 @
The formulation Mesosulfuron- methyl@z Io m\lfur(@lme,t}f%sl sod@m 0+2
+ 30 (batch number: AAIMO01428) ained10 @’/L (ﬂ@asur g/L)g?l ive gredlent

Mesosulfuron-methyl, 2 g/L (measfwed: 21 g/LNf the%%ctlv \ngrec@nt Io, ulf

sodium, and 30 g/L. (measured: 3039 gib) of the acti ent a§d

The test material, a light bro @Iqux{%vas formul 1ne ~1 sed water the @4dministration
volume was 10 mL/kg bw. Asingle dose 0 g/kg bw) of t@ sL n@terl was ad@mmtered by
gavage to 3 fasted female @7 istar ¢gts. Tl@e a (@210na1 @ﬁlmals were@eate@mth tie same dose.

o & NS
Table 7.1.1-1: Acutesgral toaﬁ%ty n@fema@rats@ N XS
Dose b, Toxicological OnséDof deéth
(mg/kg bw) é &ndingga @f)ura%n gng(%)y @E\fter (i@s) LDso (mg/kg bw)
(1*) 2000 @ N\, 0/33 & <. 35°%-3h h
2920087 & 033 O s FENETY S LDso >5000

* number of dead animal¥/numbe¥of an@als

% % chm%&gnsh@@ber of animalgtgsted.
@ g

Ao >
AN
Fmdm@§ @© @ @ Q° @Q § S
- Clinical signs ob e%e de ased@notﬂ nd arrowqﬁ}lpebral fissures.

- Body welghts

- Effects on orga

Conclusion
S

w al ef@cts 0@00d
l@%ecrﬁs @‘%%C ey
Dso ofth@i@%

(2+16330 gy in

tlon

eights or on body weight gain.

o at tl@%end &ithe study revealed no particular findings.

osulfaron-

hyl-sodium + mesosulfuron-methyl +

was@@O mg/kg bw.

The acute or.

mefen[;@thyl OD f%

A he E h 1 houl labell foll
ccor to the %casm tl& crlteg t @rmu ation should be labelled as follows:

Y
AN

o Wone

- Re@twl&%C)
@

EC classi&atia&ru@a (200@59/@)
Q
§127MOOS@LP)
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IITA 7.1.2 Acute percutaneous (dermal) toxicity A@
Report: 003V 225482-01 NG
Title: Mesosulfuron-methyl & iodosulfuron-methyl-sodium & enpyr-dieth 6D@9 +

2+ 30 (AE F115008 06 OD04 A1 - Atlantis liquid) Acugg toxicity in tl% rat \a@er

dermal administration A X @
Report No: C038677 w BN \kg

v® @ @3% & @}@ RZ

Document No(s): | M-225482-01-1 IIRNESEN
Guidelines: EU (=EEC): 67/548/EEC; O i) 402; U%PA (—EPA{@)PPTS\% @Q @

870.1200;Deviation not spg N
GLP/GEP: yes > O \ i &

N3 N
Material and Method % @ % & @% @ h
aterial and Methods

The formulation Mesosulfuron-methyl ﬁlosuﬁ@om@@th%@hu pyr-é?ethyé%i)

+ 30 (batch number: AAIM01428) co ed .44 g@(m@ active 1ng

Mesosulfuron-methyl, 2 g/L. (measur@1 2.1 kg L) off ve 111& ro ethy@

sodium, and 30 g/L (measured: 30 i@g/L)@the«& ve lﬁék firm @pyr- thy

One day before the start of the ggatmen! %ﬁhe l:@( an& k@% le an§ fe \K@;ar rats were

shorn. They received a smgle“ﬁ%rmal“dose§4000 @/kg tw of r@%hquld st campound applied

semi-occlusively. After an exposuge time &4 24 hpurs, tl@aﬁxinﬁban@ge and%he gayze strip were
Qlea @ Q>
removed and the treatedoa\l@d was \o ap @d wa@n§ QO @‘?\,
R
S .
Table 7.1.2-1: Acut@%rm@§0x1m§y in rats @6 \ é N ;\®
Sex logica ]@hra of @ Onset of death LDso (mg/kg bw)
(m@@g bgv@ findings® sighs difter (days)
Male 0/5%5 qf 28&—15d § By > 4000
Female @ 40@}@» 2055 S | Qd— o  @-- > 4000
* number of (f@d ammals/nuggber of %ﬁal@ chm@mgns/ﬁ ber@ amm@h the group
O X <
Flndll@ R @ % °\©
Mortality: no deat cur%ed du@ﬁgt e@ud %

VA
Body weights a elg @fecte(@ n s whilst a slight transient decrease in
body Welght s obs§d onday 8@ the %reee&nales
10

Clinical sign® ocal@(m \Vere %@serv at tl@treatment area: partly reddening, partly
formation g{ scale, partly § ion 4» ly@ urat@n, partly swelling and partly ablation of skin.

Effects @0 gans: skln@g“rltat wel@stlll@rldel{%d at final necropsies. No other particular findings
were found NN

Co%&usion % @ <

The dermal LDsg of the @osu@ron@l%hyk@dlum + mesosulfuron-methyl + mefenpyr-diethyl OD

42 (2+10+30 i@’ in rats w 400@mg/k@w
According to th C classification cifteria the formulation should be labelled as follows:

- @clg@ icatibh critoria (2001/59/EC):

% @No@ s§
Q@ R@%ano@’(Eggwo 1272/2008 (CLP):

©® o None
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D
IITA 7.1.3 Acute inhalation toxicity to rats @ §

D

Since iodosulfuron-methyl-sodium + mesosulfuron-methyl + mefenpyr-diethy OD 42 (2+10@@ g/
is commercialized in the form of an oil dispersible formulation, which is a li : No acute ifﬂaal@ti@
study is required. The formulation will not be used in a manner that is expegted to pose a 6@* acu@ %
inhalation hazard. With respect to 94/79/EEC, testing for the acute inhalatiph toxicity Qs@uro&g
methyl-sodium + mesosulfuron-methyl + mefenpyr-diet@OD 42 (Z+@*30 g/L)is @bt triggeted @
because it: @ S é\a ©§

e isnota gas or liquefied gas, @}

N\ Q
e is not a smoke generating formulation oigant, &’ @ & @}
e isnot to be used with fogging equipment, . @ ~ Q 6\ Y <
%) * @@ >

®

N

e isnot a vapour releasing preparation® @ o S @%
is not an aerosol < %?7 @© Q@ S

[} T .

%ot N O

e isnota powder, is dust-free, andhencédoes pdt co @1 a sify @@pro ion.of partigles of
diameter < 50 pm (> 1 % on Q@ bfﬁasi%v@i : w\g é\ﬁ g NN
) . O é . RS
e isnot to be applied from aigcraft a N R ®\ S N
e does not contain active @utan@s wi Va@r pr@@yre {@x
e isnotto be used in annnefw ich.generat® a siggnﬁcaro rtion @)ani&s or droplets
of diameter < 50 um>1%.0n a weight basis). A )
@ &S N N
S S TS A
In the absence of the rggﬂed to @or n acutg inhgld¥ion tax mtygtudy tﬁ%‘lod@furon-methyl-
sodium + mesosulfurgnzmetityl +ntefenpys-dieth@dOD 42-(2+10330 gik.) fogriulation need not be
ety afenpyg et OD 2 g foih

classified. @ @)& . @ o @@ < @
N O NN S @ X
According to &) EC@%ssiﬁcatiogriteri%the S@lcmu%tion isYabeled-as follows:
- ECec siﬁ@on&@eria OOI?SQ/EC@ Q Q @
© D % kS
@ Nome . o SRS, @ @
- ARegulation (EE) No@ﬁﬂ@g (CLPY: S & o
o Na SN O WD QS
@ s < ~ @ & >

)
X
MA7.14 Skidiritions © -~ & o

7

Y

Report: QO © h; ;2094:M-227101-02; Amended: 2004-07-21

Title: % Acdte sk irritdtion / €orrosiéa on rabbits Mesosulfuron-methyl & iodosulfuron-
@’ . |aeth odiuP& n@enpy{—%ﬁethyl OD 10 +2 +30 (AE F115008 06 OD04 Al -
Y Atlautis Liguid) ngrevisg@version of report AT00973

R : N | CH32945 K
ep%?t’No C @7> Q &©©

a & )
Document Nogs): M-229101-00:1 R

Guidelines E@":EEC): 67/S48/EEC, B.4, 67/548/EEC, Part B, B.4; OECD: 404;Deviation

A
<" & | bt specified
GLP/G@ : @ yes w@

(SIS
&ial @% Me@’ods@
The fo@ation Mesosulfuron-methyl & Iodosulfuron-methyl-sodium & Mefenpyr-diethyl OD 10 + 2 +
30 (bateh number: AAIMO01428) contained 10.44 g/L (measured: 10.63 g/L) of the active ingredient
Mesosulfuron-methyl, 2 g/L (measured: 2.11 g/L) of the active ingredient lodosulfuron-methyl-sodium,
and 30 g/L (measured: 30.59 g/L) of the active ingredient Mefenpyr-diethyl.
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Approximately one day before the start of the treatment, fur was shorn from the right and left sided@f the &
dorso-lateral area of the trunk of each of the rabbits. A single application was performed to the shorn

skin of 3 female KBL(NZW)BR White rabbits at a rate of 0.5 mL of the pure ligyid test iterm, al.over
a treated skin area of approximately 6 cm?. After an exposure time of 4 hours {he dressing aty pat@
were removed and the treated area was cleaned with water. @ @ @

%

The individual findings of the treated skin areas at the Vavé@ls observat@gn times are s@ma&%@d 1n@© @

Table 7.1.4-1. .
N S ©§@ @ S
Table 7.1.4-1: Irritant Effects on the skin (Expo@@e: 4 hours)Q . & @
Animal 24 hours | 48 s | 72 ho Megh | “Respofive evers@e
R R A e
Erythema (redness) N % N & S
2568 and Eschar formation 2 ©2 ‘&9@ &y Ky 2©@ o $ b\% 14 & °
Oedema Formation 0 .09 <0 0 < -V S N
Erythema (redness) & N Ol &) - J X
2536 and Eschar formation [(2@ S 2 w\\ﬁ@ B © 2 @®— éﬁ ©§
Oedema Formation [ 08 [ N0 4 @JJ S -2 [ ¢, NA
Erythema (redness) > E v S) 9 NI o
2530 and Eschar formation Q 2 Z 6@2 (§> 2@ &©% § @@ 14
Oedema Formations]  +.0” 0 @ 6 AR 0 Q- A NA
Abbreviations: No positive resp&iase: mean scores - A= Not Tﬂicable.vg
Positive respo%se: mear&res > gi% @% @gj A @ °\@ ©
" I S N
Findings O @ Q
After a 4 hour expos (3 a@in 1 No Qs 68 s@}wed @acke‘éﬁkin Q\emd around the
application area oncday 6 and 7 agg ani day §to 7. Mean sgores over 24, 48 and 72
hours for each a@%al \&@e 2. (&(%2 00 atd &6@ for 'Ly her@@@ind OQQ@ and 0.00 for oedema.
N O

Q
Conclusion S @ @ SN f@ @ ©§

The test itefn, the 10d0sg§fur0n— th %dlur@l mes@ulfu@ e@ll +mefenpyr-diethyl OD 42
(2+10+36/L) formula@on @ modgrately 1rr1tahen*®phe®$oplcally to rabbits with full

reversibility within . ays\ N
According to the cla§§1ﬁca CFi 91:1 fOI‘@lathIﬁS labeled as follows:
- EC classification cri (21/59/@ ): o
0. Xi, R3S, “i > SIS~
Xl ating o s Q Q
- Reg@tion@C%@ 12@&00LP&>
%o None @ @lj? .
9
@7 N Q @
)
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IITA 7.1.5 Eye irritation

3

Report: N - I - 00-:1-227104-01 &
Title: Acute eye irritation/corrosion on rabbits - Atlantis liqui esosulfuron@ethyl@
iodosulfuron-methyl-sodium & mefenpyr-diethyl, OD @ 2+30 C&@é
F115008 06 OD04 Al @
Report No: C039670 KN o @)@ 2
@ P b\ - &
Document No(s): M-227104-01-1 X @ @ @D
Guidelines: EU (=EEC): 67/548/EEC, Part B, B.5; OE@} 405; Dex@ﬁon R& spe¢ified. O
GLP/GEP: yes @ S S 2 @
9D N
Material and Methods XY \ @ Q @ @ @@
The formulation Mesosulfuron-methyl & lodgsulfur -so \:u%’n ,-\. fe dlet%l OD&I”O +2

+ 30 (batch number: AAIM01428) contained 10.44.g L( @10 @g/L) of'the gtive igpvedient

Mesosulfuron-methyl, 2 g/L. (measured gL «@f th@%actlv

tIo ulfuron—m yl- @

The test was started with one of thre

sodium, and 30 g/L (measured: 30. 5@) of, tﬁe actl 1ngr npgg dlet

v
blt& 0 of th ureyl\lguld s pladed into
the conjunctival sac of one eye of irst ghimal @ g&é@ﬂy ed t@ oweqNid awggy from
the eyeball. The lids were gently l@ d toge or abo@; one gepond i@ ord@ pr@lt le€§90f the test

compound. The other eye, whicyy remain unt ted @rved
at least 24 hours following in¥titlatiofs ©

n@@l Th@ye were 1@&‘[ washed for

As no corrosive/irritating eft%\’ct W% obsgged a%r one @ur th&oth @wo rabBits \@re treated

&@

The individual findings c} the treated.eyes a@§e vafious o@%rv n tlmc%%ﬁare marized in Table
% @% ods ~." o \@

@ & @ & @ S <

Table 7.1.5-1: Summarof irritant éfect ~. .0 & & @

7.1.5-1.

Observati S lh&, |2 4gh 721§ Méan scores | Reversible
Animal Q| O |[u b O] 2 £4-48-72h) | (days)
Degre@»of cornédBpacity @b R 2 QN\ 2 > 2 [\UfOO ) 21
Iris’ 1 "1 9 0.67 (- -
S RS A & 4 51090
1 1 > kg - -
Radness conjungtivéd . 1 r@ N 1 N 1.00 (-)
. < Ry x o _ _
Chemosis con@%twae ﬁ@ > 1 Q e 1 1.00 (-)
T
2 ) Q- o
Observati@ns Q @3\)] lh@ 3h . 8h ‘¢ 72h Mean scores Reversible
Animal8397 Q S NS (24-48-72h) | (days)
Degrée of cornea opacity’ Q 2 & 2@ 2 2.0 () 21
g o &7 @1 |t~ 1 1.0(+) 5
Redness conjunctivae L. d DI 1 1.0 (-) -
k. Chemosis conjg_@}\tivaeh\%\ oy @@ 2 2 2.0 (+) 6
N o N X A
Observatio & 1h @ | 244, 48h 72h Mean scores Reversible
Animal zgg%? Y 2ARSHE (24-48-72h) | (days)
Degreg@ comﬁg\\ﬁam@ 1 72 2 2 2.0 (+) 21
Iris @ A ol Y 0 1 1 0.67 (-) -
Redfess co@ﬁnctlva@ ((\\\ 1 2 2 1 2.0 (-) -
mos@njun@wae 1 2 3 2 2.67 (+) 6
Respor@ NE wr%l opacity: mean scores <2 = (-), >2<3 = (+), >3 = (++)
Q@ @ mean scores <l = (-), >1<2 = (+), =2=(+)
COl’lJuIlCthﬁl redness: mean scores <2.5 = (-), >2.5=+
(’9 Conjunctival oedema: mean scores <2 = (-), >2=+
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Findings
The mean scores calculated using the two most sensitive animals 24, 48 and 72 hours were 2.33 f@o S
chemosis, 1.5 for redness of the conjunctiva, 0.83 for iris lesions and 2.0 for corneal opacity. o §

. & & o
Conclusion N & S
The test item, the iodosulfuron-methyl-sodium + mesosulfuron-methyl +m fe@prr-diethyiOD 4
(2+10+30 g/L) formulation, was moderately irritant when administered Iq;ég e ocular rod& to rab itsgs@
with full reversibility within 21 days. @, & >N

NN @ @

According to the EC classification criteria the forlation is la&@ed as follo: Q § N

- EC classification criteria (2001/59/EC): % Q & & @) &@

o Xi, R36 “Irritating to eyes”. @ L@ R \© & @@
- Regulation (EC) No 12722008 (CLR):  ¢&° é’\ & @6 NN
o Eye Irritation Category 2; @’ar@@fg H3®' @ ©@J © o« <\ o
ST bQ &> © e
IITA 7.1.6 SKkin sensitisation LN @} < RN é\a §
Report: _&;&04;%@721@2; Ax@ided@m-@s ™
Title: Study for t@\\sﬁ(in $onsitization effect img%ine@gs chletpatch, t6dt)
Code: AERI15008 06 D04 A04 &Y O @@ @@ i&’
: N0 N @~ © Y
Report No C039%@ N - N ) @Q . IS é
Document No(s): M22721292-1 & @ o NN
Guidelines: EU (=EEC): E€96/54) Metliod B.6;OECD: 406;'USEPA (=EPA):
LOPPTS 70.%00;D®iati®»@:ot§@ciﬁ§d O
GLP/GEP: olyes ¥V & @ N & Q&
S .9 ) K2 @
O v . 9 N

Material and 1\{@%0 S t > &\ N o <

N R
Mesosulfuror@eth Iod@ulfm@n—m@&l@l—so m &@/Iefeﬁ—d' thyl OD 10 + 2 + 30 (batch
number: IM014@) cor\zﬁ%ine(@ 0.44¢g/L ( e\@sure 0.63 g7L) @@l%e active ingredient
Mesosulfuron-methyl, 2<g/L su@ 1 1@) the @e i%%'dient Todosulfuron-methyl-
sodium@d 30 g/L ( sgr@ 30.5%/L) of th? ive ingtediefd Mefenpyr-diethyl.

O §\ SR .
The test was perfegimed on 30 le gitinea pigs (20@nimals for the test item group and 10 control
animals). Two ar@@nﬂ@ re uSed fo@@oseg%din%@her%gae test compound was formulated in

physiologicline@uﬁ%@ o\@ N @\

N\ &
- Inducti@tbe animal v%re al %a (@Viths{;% test item nine times over 3 weeks. The 1% to 9™
inductidgs were perfegmed with the 12% e&te@oncentration. The volume applied per animal was
0.5 mL. The 1% to induebion a@the 8%and 91 induction was carried out on the left flank and the 5™
to 7%on the right flank, becausgof the Songskin effects after the 4" and 7" inductions. The occlusive
patches were regoved after a&exp@e perdoed of 6 hours. The treatment areas were visually assessed
30 hours af@iﬁa\&ﬁ 01@05&@

X
- Challe@: thealle was@c%rforrﬁ four weeks after the first dermal induction. The backs and

the flanky of tits: anir%ls w@hom one day prior to challenge. A patch, loaded with 0.5 mL of the
6% téi\"co nd Was applied and fixed to the right flank of the animals for an exposure period of 6
h(@ Th@ in re@iior@lere assessed 30 and 54 hours after the beginning of the challenge.

&
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D
Table 7.1.6-1 Results of the proliferation assay: \@ @§
Control group @@ @® S
S Animal Test item patch Control patch 003 s €
ex b Q N
number 30 54 30 54 S\ o @© &
hours* hours* hours#, | hours* v N é\ﬂ
@ Y S O @
1 0 0 0 0 & @© § N I
2 0 0 <0 00 s 9 $ q§©
3 0 0 L 0 L R SO R
4 0 0 &7 0 \00@@1@\@%@@@
Q @ o,
Male |— 0 0] o o ¥ & s
6 0 OU«%OV@ \)@ R @é D o
7 0 RGN S & o
8 0 ENIRNEE: éﬁéﬁ ©§
10 0o & & P oy S oo &S =
. Tegfgad & & B O
11 NS Yo &1 @b ¢, o
12 + (f\% %@ @ o +%£\\ "\@ 9
3 K70 90 <0~ o IS &
4 <] 0 P 09 [0 20 | .9
15@ Q UO ﬁ(\\© %@\@ } @9 (Zy 0 @ &
B Jo oo |9 9 s J@
S IO S0 T L0 o
Y 18 | w70 W . b @ |©O 0@
I I G P G I
ST a @ 1 e S 5
Male ~ <
€ [0 & D 0 B0
5 L 0@ [0 % o o
PP M S T
© 249 O+ M QF o B +
SHEE o |ar 0.2 D 0
& N o8 S 0 0
N 2%, | &SH0, v D & o 0
2 [@ 00 | 70,9 0 0
<29 o] @ ¢ R 0 0
SIS @ 0 0
3 o
j‘r @ @n}iilr;@e 30 o 54 @s after start of exposure,
R SIS
QQ Mlity:@niné@no 24 of the test item group died at day 10 of the study.

inical signs: Animal no 12 of the test item group showed at day 13: laboured breathing,
iloerection, pale and from day 14 to death at day 15: laboured breathing, piloerection, pale
and apathy. Appearance and behaviour of other animals of the test item group were not

different from the control group.
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- Body weights: no difference was observed between the control group and the treated group.
- Dermal observations: no skin effects were recorded during the challenge phase with the @ S
6%test item formulation. @

S
: @ & @
Conclusion & S
The test item, the iodosulfuron-methyl-sodium + mesosulfuron-methyl +m pyr dlethy D 4

(2+10+30 g/L) formulation, was found to be non-sensitising when admrn& red by the (@mal tglite t&@

guinea-pigs with both induction and challenge phases. (9 \v\g <
According to the EC classification criteria the formulXtion is labe@ as follows@@ § v\g@ &@
- EC classification criteria (2001/59/EC): @& & é\g Q ©© C:§©
o None Q o & © @
- Regulation (EC) No 1272/2008 (CLP) N @@ R & © @}
o None &’ é@’ %\ Q 6\ \% §
& @ LN % @@

products. @ w\?\ S é\’ Q
"\a R
IS K ¢ &e.
IITA 7.2 Short-Term Toxicity Studiess % D ST S =
This is not an EC data requlren@r% t qum@by ct1@1/4 K %E(@© @©@ >
& . o
N ©
II1IA 7.3 Operato%Exp@re @ @ \25@
IMS+MSM+MPR OD éﬁ ta%ntrs %®) an DIS s10 (OD) formulation containing 2 g/L
iodosulfuron- methyl— g/t mesosu fur ethysl, and e safener méfenpyr-diethyl (30 g/L).
The proposed use ost en@ erbleﬁe th ont s gras@s and broadleaf weeds in wheat
triticale and rye@ 1 tior 11 %be a@eved@rng KOp yers. Water will be the
diluent/carrier éﬁall éaatlon Usage 1nf@snatloﬁ pertln t @peraﬁé@r exposure is summarised in
Table 7.3-1. @ N O \@ @ S @
Table 7 Q%l Worse ca@app@tmr@rame@rs f@; IMSNQ@IPR 0D 42
& M d t
Aol Growt@g\ &\ %, @ N i@ aleQm 0ose rate Spray No
teElll)n.. St?}é‘g S @p@{?\ %@J LR |s, (kgas/ha) volume t oft
BB . L/h rmt.
( )R & O 7| (pdue) £ IMS MSM | (L/ha)
Q (@) @rin & Winter ;\ >
FCS <\ 20-32 heatgyiticaléitye off @) 0.003 0.015 | 100-400 | 1
R - @éend 1nter@ sprl& . y{g . . -
K application) , R
S = lodosulfugonmet odlun@}MSM @Meso" ron-methyl.
\E%cs ~ Field Cro;%pra)@g% S Q @@g
> & @ A

Dermal Absom%jon \ R

No dermal @%0 thon d are ﬁgvalla or mesosulfuron in the Atlantis OD formulation. Therefore
the defat@valu@f 75% (as @posed by the current EFSA guidance') was used in the following risk

assesi@%ts@@ @ Q
Q& TS
<
.

! 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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Acceptable Operator Exposure Level .
The AOEL for mesosulfuron-methyl of 0.2 mg/kg bw/day was established from a 90-day orﬁog &
study (NOAEL of 574 mg/kg/day), an absorption correction factor of 3% and a safety factor of?400. §

| @ & o
Operator exposure estimates AN S
Operator exposure estimates were calculated using both the German mode %and the UK- @EM@
Exposure calculations are performed without and with protectlve equipment The apphc@on t@mnt%@
cereals will be used for exposure calculations as it repre &dis the h1ghe@f;wpphcatlon m@e aneghus te§ @
worst case scenario. X 3

Q & S
The results of the exposure calculations are summan@d in Table 7@@. @ QQ § c&©
QN Q R % O &@
Table 7.3-2: Predicted systemic exposur@g@ a propomion Of@%e A&k O ¢ @
Total systemic osure; AQEY, @ o R,
Substance PPE % @f@‘? @ ®§ @Q < % onOEL
/k d aikg/d °
&ng g by ay@ Q (mgkg ay S & A
& G@K\man V] el ﬁ @ X §
Field crop sprayer application tQ-g eals\z(ﬁ() ha/dgy at #sate Ofgzl@L p;ﬁduct/ﬁ k&@era‘cor@
NoPPED (P o 0qluns o > @w &7
MSM é = \ @b 0. é)@ \%
With PP !7 2001 1
0 PP P g .
N \ Q UK POEM % @ O
Field crop sprayer a%)licat@ to c@als @ha/da@j ata rate 0@5 L %)ductf@a 100 L/ha.
N © g o%égator S @
« NoPEEY B ©0.128056 - oD 64
MSM S N o — 9 S o2
With PPE 0.883 @ 42
RN (@ L @
1) No PPE = lightly{dresse \perator%vearl%a sho%eeved@\smrt SQB?frts a 0esi
2) With PPE = es d '- g mlx@/loam@ and erall*during @llcatl
3) No PPE UK POEM =gperatoryvearing long sle%ed shl@and 2& trous @
4) With PPE €K POEM: opesrgator Weg{? lon rt, lon I‘OUS@ and gloveés during Mixing/Loading.
~
*Derm: orption Value @@%5% @nalatlon abso@pon waQaken a‘“s?\l 00% )
\

Q

\
§th ‘NMS#MSM@PR 42 can be used safely with Field Crop

The BBA model @tlmaéges pre

Sprayers even withou ers% pr(@ctlv cquipment. Systemic exposure from the use
of IMS+M%@‘MPOD @ & CroQQprg without protection results in 7% of the
mesosulfuronmethyl A (@ @ Q @g@ @
The U EM estimétes pr@ct th@ IM§ S PR OD 42 can be used safely with Field Crop
Sprayers’even Wlth the yse of any personal, g Sfdtective equipment. Systemic exposure from the use
of +MSM+MRR O@% @ Cr@p Sprayer without protection results in 64% of the
mesosulfuron- n@:&hyl AGEL. @ &
PR ) § Q
&§ Q o & ©@
¢ & Y &

(1992): Uniform
Health of Applicators of Plant Protection Products (Uniform Principles for Operator
s der Biologischen Bundesanstalt fiir Land- und Forstwirtschaft, Berlin-Dahlem, n°® 277, 1 -

il afeg@grding
ﬁﬁotectl ; Mitteilungen
112 ( (§> (M-001230-02-1)
3 Scientifi¢ Subcommittee on Pesticides and British Agrochemicals Joint Medical Panel., Estimation of Exposure and

Absorption of Pesticides by Spray Operators (UK MAFF) 1986 and the Predictive Operator Exposure Model (POEM) — A

User’s Guide (UK MAFF); 1992, revised model 2003; (M-054618-01-1)
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Overall conclusion

Exposure estimates predict acceptable risks for the intended use even without the use of personal @ S
protective equipment. To be consistent with good agricultural practices when handling pesticide% it is §
recommended that gloves be worn during mixing/loading and when handling c@gtaminated s @
AR
IITA 7.3.1 Estimation of operator exposure without personal pr&e@ilve equen%\

a) Estimation according to the German model R o X

Exposure is calculated for with the maximum dose %ﬁe Lower @%es will b@ove by is &@

calculation and separate evaluations are not made. The following ass@ptlons We{g@mde@ é\a ®)
. @ > © & @
Field crop sprayer R " @ & &
Treated area: 20 ha/day. Q) AN @ @@
Max. dose rate: 1.5 L/ha plant prot&qtlon @fodue@@corwﬁ)on%@ &) O}Q%kg 2a.8./ha
mesosulfuron-methy® @ g}f @ @
v T K &

Exposure estimates based on the modlﬁ% IQEH med del (witly and V%%hout@gE)t@d prop 10
the systemic AOEL are summarised 1@@%1 R3-2 @taﬂ@alc&@mnwmg mo@ed (@rman
<
model are presented in Table 7.3.1-10 & %y% \ @\9 @@ @ ©
@)
Table 7.3.1-1: Calculation o @posuﬁ% to M@S’os ron- %hy]@’lSMﬁf o@to@usmg

IMS+MSM+MPR OD 42 a¢ 15 L/ha, ap@‘catl&n w1th i%ld c{ spl@'er ((%ermar@lodel without
and with PPE) in 20 ha c%eal figlt N

Operator exposure estimate: Géxg nmdel Tract@mou

Product: lGhEs ' @) & S
N 2,
Active substance: &\/ISM @ @ncen tN O 10 & [g (&E]
Formulation: @ quli @ @ PEd gm]x/l@lmg R@lratlon None
Dose [l or kg/ha]: ° N Eands: & es
Work rate [ha/day]: & AN % PRE durm&\)hcatlo@esplr : one
Body weight [kg]: O @ 0 © Q K@' o @ Han None
Inhalation absorption [%] @100 ‘2”\9 @ @ He@ %@ None
Dermal absorp@ [%] nc:@) @)dyz 04 Standard protective coverall
D SO (diluti N

S Q%ow

Calculation of route exposiire: 4(\ X @) a & N
Route ecific exposure a.s. hitndled Q @timat&xposure [mg/kg bw/day]

9 a.s. ay] v PPE eduction factor with PPE
S
@ ® ) @ @ @ @—'f I = Inhalation
M =Q <& 00 \ 0.3\ °s 0.008003 1.0 0.000003 | D=Dermal
Do) & 2 O D 0.0 0.1 0.000103 | M= MivLoading
% 0001 <O @ o 0:000004 1.0 0.000004 | A =Application
) = o\g@.% Q 0.3 @ %.0003 1.0 0.000257 | H=Hands
Da) = Qo 0.3% @ 03 @% o 0.0016 1.0 0.001629 | C=Head
AB) N 14 . 0D X 0.0069 0.05 0.000343 | B=Body
KO (&) )
¢ . & < Q
Absorbed dose: -~ g@ % No PPE With PPE
@5/ %, @ Y Estimated Systemic Estimated Systemic
Routk, @ ©© &Absom@l [%] | route exposure exposure route exposure exposure
«(\@ @ @) [mg/kg bw/day]  [mg/kg bw/day] | [mg/kgbw/day] [mg/kg bw/day]
S S S :
Dermal @ oad' 0 75.0 0.010286 0.007714 0.000103 0.000077
Q© <) Applic 75.0 0.008743 " 0.006557 0.002229 0.001671
I jon: Mix/Loading 100 0.000003 0.000003 0.000003 0.000003
Application 100 0.000004 " 0.000004 0.000004 0.000004
Total = 0.014278 0.001755
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b) Estimation according to the UK-POEM

Using the UK-POEM, the highest exposure for each application type is calculated if the maxj om S
dose rates and the minimum spray volumes are used. Lower dose rates and higher spray volume

crops which are treated with the same application type will be covered by this @culatlon an ar@e
evaluations are not made. The following assumptions have been made: N

(o8
X\ §c§@

Field Crop Sprayer application (cereals)

g o X
Treated area: 50 ha per day. ©) % 5> O @}6
Max. dose rate: 1.5 L/ha plant protection produc%orrespond g to 0.015 k Sl\@. %, &
Applied volume: 100 L/ha N &© Q
Duration of work: 6 hours %@ Q .
ot i @ 9
Container size: 10 L, 63 mm closure. Q& N

L@
O >
Detailed calculations with the UK POEM areéfesen@% in ?Q%Ie -2,

@
Table 7.3.1-2: Calculation of exposu@o mesosul{uro meth)%sodi
using IMS+MSM-+MPR OD 42 at zggh a; applicafion with fielg

and without PPE) in 50 ha cereal fi v N
THE UK PREDI():T]VE OPERATOR EXPOSU'RE@DEL( gex) @ @ @j
\J{Z]

O

Application method ‘Tracmr-mnurmedf ﬂa hoom sprayer hydralic r\nzﬂes
Product Atlantls OD 42 ance
Formulation type & as, ntration
Dermal absorption from product 75 / D@ dbsorpt m spray
Container [10 \ma;?i}sm dlosure
PPE during mix/loading GlovéNy d : &PPE during lxcauon & lone
Dose 1. @ 'Work rate/
Application volume @) @ P\ Duration of spraying

0, (@ EY

o (77;>x RQ
EXPOSURE DURING M:l&gNG AND L@)ﬂ\lc ) S N
Container size % 10 litres @ A @
Hand contamination/oj 0.05 ﬁ ?0\9
Application dose @ ﬁ@hres product @ @
Work rate ° 50" ha/d . @ @
A

0
Number of 8 /da
Hand Z(l;l:)taop n 6\ & (ﬁ% 0.4 & @
Protecti ing @ @ No @’ % @ § Gloves
Transmist to skin @ ]0& @ @ @ @ 10 %
©

Der@m;)] exposure to t@ﬁatu)n 2”\9 @ 0400 ml/day °\ y\? 0.040 mlday
@
O

2
RERMAL EXPOSURE DU SPRAY, ICATI 7 & 4
Xaphcauon technique Tract unted/trai om sprayer: hydraulic nozlg; @
pplication volume @ 100 awha ©
Volume of surface cofitagination % l@ O\ S
Distribution Nﬁ é} & Hand i@nk %,egs %
Q 5% @ %

Clothing @ % @ %one ermeable Permeable None Permeable Permeable
Penetration @ Qoo o 5% Q> S 100% 5% 15%

Dermal e QG 65 @Y 00" 03y mih 65 005 0375 mih
Dma@posum °\ i o\ 6 h
Total denial exposure o spray 41, day @ @ 41.550 mlday

RBED DERMAL DOSE °
@%’ @ @ @Aoad o, <Z%?pplica\tion Mix/load Application
Qbenmlexposure °\ Q 0.4 by \ 41.55 ml/day 0.04 mlday 41.55 mlday
Concen. ofa.s. pmd&@spmy AN 1 ml @ 0.15 mg/ml 10 mg/ml 0.15 mg/ml
Dermal exposure tq%g @ @7 day, N

Percent absorbed °\ @ % 75 % 75 % 75 %
\ Absorbed dose @' @ mg/da@ 4.674 mg/day 0.3 mgday 4.674 mg/day
@ & @

INHALATION EXPO DURIN YIN 9

Inhalatj osure UR& Q’;‘i@ 0.01 m%

Dur@‘ exposu&\ @h

Com ation of$&s. in spray @ mg/ml

ggmion ez@% as. @© §9 0.009  mg/day
cent abs @ 100 %

@ 6.233 mg/day 0.4 mgday 6.2325 mg/day

Q?\bwrbe 0.009 mg/day
N
&, [P NFED EXPOSURE No PPE With PPE
@ orbed do@’ § 7.683 mg/day 4.983 mg/day
Q tor body weight 60 kg 60 kg
@&lor exposure 0.12805625 mg/kg bw/day 0.083056 mgkg bw/day
@ AOEL 0.200 mg/kg bw/day

%AOEL 64.0 % 41.5 %
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ITTA 7.3.2 Estimation of operator exposure using personal protective equipment
Presented in the previous section. @ @©

@\ (g
IITA 7.3.3 Measurement of operator exposure o @

N

Since the exposure estimate carried out indicated that the health-based limit Vatues (AOEL %Vllla@?be

exceeded under practical conditions of use, a study to provide a measure ocg)perator exp

necessary and was therefore not carried out. < g*ﬁ NN é\ﬂ
A ¢ o 9 8

IITIA 7.4 Bystander Exposure Q y\g@ QQ é\” Q)

Bystander exposure to IMS+MSM-+MPR OD 42 w; ot evaluat s par‘g of t@@U review ©

mesosulfuron-methyl. Therefore, all relevant da ind risk ass&sment e pr(@ded @re 1@ are @}

considered adequate. <

q % %\ @ 6 °\% o

No EU-wide accepted official model is a©vail stn@ bystg@’der 'XPp @

proposals were given by the EUROPOE ystan: \R@orku& 0 but t eport 1s stilka d

not officially published because shght angeMay @il be& 101 fe@owm@om@gnts ded

by the members of the workin roupey N D

y gg @ K 8 N w\\g @

Therefore, as long as there is no ma%gmd ce on t0 @tlma@§ vs§§éer CXPOSUEE i%h approach

is presented in this document thgt consiger de R)a 1 e derl fr able drift data —

and inhalation exposure — (gi@/ed from operat xp%sure @odel gsjmulatiitg a lystander who is

exposed in a similar way as an uﬁprote@ op@wor s@eaylng%n t@?@ld @ddlt@lally, exposure to

residents is assessed as \z&e@@ o R @ Q‘&,

S
This approach is foll@ng z§idange of Ger &sral II@;ltut or Rié:?Assessment (BfR)* and
is in line with what¢as bgen pub@ed@ S EPA ﬁ% SD @cently All technical details with regard
%

to figures and ass@snpt&@ are pgowde%wm th%g guid, @\ S
RS

Exposure est@late%f@j d 1®)ort10@s o%e S@éml@ accgynted for by the estimates are
summarisedsin the llowmg tabf@ Det%led 1@9rmat@h an@calcw@lons are presented in chapter CPI

741 S N
IS \@ \QQ %&@ & \@Q N §©
§&©\@§,K©
T Fas e &
o N .0 S o @
Q O © SN NN
¥ o K & o
S R
& R A
@%\ 7 Q
B %QQ@’@@
N @g@\@Q&©
° SN
&@%qé@é\ Q
§Y§©%©@
o & o
Q
QQ%@
&%@@Qy\ﬁ
@({\@ @’§

4 .
Guidange for Exposure and Risk Evaluation for Bystanders and Residents exposed to Plant Protection Products during and after

Application, Journal fiir Verbraucherschutz und Lebensmittelsicherheit Journal of Consumer Protection and Food Safety (2008, in
preparation)
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Iodosulfuron-methyl-sodium + Mesosulfuron-methyl +Mefenpyr-diethyl OD 42 (2+10+30 g/L)

Table 7.4-1: Predicted systemic exposures as a proportion of the AOEL

Total systemic é@ @©
exposure* AOEL % @ (g
Substance Scenario (mg/kg bw/day) (mg/kg bw/d OfAQ@ @
Bystander of field crop application (tractor-mounted) ‘o

Bystander: adult 0.000055 R Qs o \25@

MSM Bystander: child 0000044 op2 [T 1 e
< @Q 9 S N é

Resident: adult 0.0006040 Q& ] &© 0002¢:° >

MSM Resident: child @@016053 @({7@.2 Q Q 0.0@%3 @&
* Assumes a 60 kg bystander for an adult and 16.15 kg fer a chil «& \ @7 6 v

Dermal absorption value of 75% used. Inhalation absor@¥ion wa@aken &1 OO% bot%@mpoug@ & %
& <o

@ Q O
Assessment % \ @7
The results of the calculations reveal tl@%he &\atlo@’\llth @pect@by&%ﬁder a@y res&nt exposure

is favourable for the intended use of @SJr%SMH@R (@2 §‘9 @
\

IIIA 7.4.1 Estimation of bys@lde@z@expa@lre v@hou@erso@al @@@ect e eql‘m)ment
The following definitions aniééum&%ons forbyst ers@aﬁl resqt@nts (énay be @Jplleéx

Bystanders and residents ase not@nvol § 1cat10@7 or handhﬁ@pla rotq%}@)n products or the
professional handling o&trea d crops ® whether i I5 néégssary to distinguish
between bystanders res @erms@f t oteng foé%xpo ure and health risks. However,
because the circu nces f expd8ure @ﬁfer with re$pect tésamount, frequency and
duration, this seeniSto b@%aso Q @@ & @

AN @

(NN
Bystanders m@maem@ be p@ent @fnn %élrec adj a§t to an area for a short period of

time, typically a ma%r of?i?mnut ap Q 1onQ% a pla Proes ion product is in progress or
has recent]y-taken placesJhe %pose plant pr tlog?’oducts mainly via the dermal
route f@ spray driftéﬁd by@ﬁfﬂat of dglftln ray.dr 1et® and held application is considered
to be worse case cof are(im ie é\grop ayegg\ % RN

\
Residents may 1 or@»rk r ar@ of. @e applicatiorg ’*@ plant protection products (e.g. standing,
working or ng j gaggen L&@he vidinity 6¥ the %phca‘uon) They may be exposed to plant

protection gr ducts mam@ \f rout@\fror@@)ray drift deposits and by inhalation of vapour

drift (de ing on the vapoufyp res@% substance). For infants and toddlers exposure
might alge’ occur orallg? t@ough hand- @mt@a transfer and/or object-to-mouth transfer).
%o @ @ \
N @ @ @Q @
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Table 7.4.1-1: Percent Drift Values for Different Crops (Rautmann ez al. 2001, current Vgr& @©

27.03.2006) — 1 application only Q\ g
h (@2 @
Crop, Distance 10 m Percent D@§ @& AS
Qappighion & o 2
VC@ (oot per@%tlle Values@ Q\ @? &@
. < S ~ ~
Field crops @ @& 0\029 &© R @ &@
Y Q
Fruit crops, early 2%@ Q @ o\@l.S @Q h\ b %@2 @
) ~
- @ NS S
Fruit crops, late ﬁ© é\’ O @@ @ - 0oz ES @ @& .
G NN 1230
rapes A (E&\ %@} o &6 & i\ gg&xﬁ : §
K Ny
Hops O & (& §©@K7§ Lo
Vegetables, ornamentals S@S%all feait: @@9 @6 @) &© ©© @Q S
P R SN
<50 cn;% S @~ ©29 O
> 50 @ S S g CO 1 \@ 9
9 ‘@ & s N N
) SIS S8
9 QO .
Exposure calcula‘uon@are pe@om@aca@hng &ihe f@iﬁ%wmg@qua s: &\
S & VY o
a) Bystander e;@u%@ Mﬁmulgfgf%’nq&&hyl ig?um@ & @
e $ o
Dermal expos@e dug> @o spgg drlﬁ%llow%lg 1 lééfv cr@@pph@ ion @ng a tractor mount field
sprayer: _ @,) % & © @ @7
Fo&Ee
SDEB&EARXDXK%@&XQ@/%W ESHEN :
Q . RN D
@ \ @’ SE
Where: @%ﬁ
SDEs = Sys f By@nde@\wa t]@%erx@ Route (mg/kg bw/day).
AR =A 1cat1&92 R \ »0.015kgas/ha=15 mg/m?.
D rift (%) 6@ @ 0.29% (10 m distance) for 1 application.
BSA Xposed Body Surfage Are@(m @ \% 1 m? (adult), 0.21 m? (child).
DA —Dermal rptiQn A)\ @x \@ 75%.
BW._*> = Bod ht er. 60 kg (adult), 16.15 kg (child).
W y W*éqg g@ s\ Q $ g (adult) g (child)

Inhalation exr@@ﬁre %u@ t(@y dF@P Q&

SIEg = (IA{@AP@@A X IAggBWQ

Wher@§ § S §
SI § ﬁtemi&xp re of Bystanders via the Inhalation Route (mg/kg bw/day).

Ia pecific Inhalation Exposure (mg/kg a.s. handled per day)  0.001 mg/kg a.s.
(field crop sprayer).
AR = Application Rate (kg a.s./ha) 0.015 kg a.s./ha.
A = Area Treated (ha/day) 20 ha (field crop sprayer).

T = Time [Duration] (min) 5 min.
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IA = Inhalation Absorption (%) 100%. .
BW = Body Weight (kg/person) 60 kg (adult), 16.15 kg ((@d). S
. D @
Total Systemic Exposure of Bystanders S @® S
& .8
Adults and Children: SEg = SDEg + SIEg (mg/kg bw/day). Q> @
%% \© Q, @ %@
Where: @, @& RN O @}@
SEs = Systemic Exposure of Bystanders (mg/kg bw/%y) @@ § %, &
SDEs = Systemic Dermal Exposure of Bystanders (fag/kg bw/da @ é\g Q § c&©
SIEg = Systemic Inhalation Exposure of Bystan (mg/kg b ay) @ @) &@
9 @
Table 7.4.1-2: Calculations for bystander exposurg to me@ulfymn -méthyl h\ LN &
Adults Q | @L‘/)) W\g\\)j & C@ren > %
Bystander of ﬁe@cmp %catl(@%tract@mounte ~ QQ\ PR ’
Dermal Exposure 6 Qﬁ\g;rmal l@osure §
SDE; = (AR x D x BSA x DAYBW & N D@ (ARXD x B D

SDE; =( 15 x 00029 x 1 x 0760 (Ei% %: \ 1.5 &x 00 )/ 161
SDEg = 0.000054 mg/kg/day & Qp o Ep %, 42 mi
Inhalation Expsoure Q @ 2 6 @ @%latlo soure() o\
SIE; = (I,*x ARx A x T xIA)/BW @ %, @ = ( AR x@ x T x 1 W @
SIEg =( 0.001 x 0015 x 205Q0.1667 1.00 )}/ 60 @E «&00005 %15 X @x o.@ x 1.00)/ 16.15
SIE; = 0.00000083 mg/kFay & SIE; & 0.00Q00178 mggy/day
5 y T S N L9

O
g Q N
Total Sytem?%@xposur% 2 N @% “Fotal Sy&ﬁc Expegure

- @ Q-
SE; = SDEjg &B Q © Q) @ Ep = SQE5 + SIEg .
= 0.00605 mg/kdlry 2o QS Q\ @) o@mm m%yday

& S LS & e

%AOEL = 0.0276 REE S5 %A0 @ = @[}Z’ @\x @

O N S &
b) Residentialy xpo ©e to@lesos&ur (Z%et @ §
osur on: & @
(g

9 SRS, @
Dermal d t d ft
erma &exposure via @@Sl @se @ pray-dri % &

SDER—(ARXD)®'ER>;@€X%§XDA&W N Y
& v &
Where: >~ <

SDEr te p r @es:{e@cs VJ{@I@ De@ylal Route (mg/kg bw/day).
AR pphcatlon & e @/cm 9 ©0.015 kg a.s./ha = 0.00015 mg/cm?.

Drlft (%) % %@ 0.29% (10 m distance) for 1 application.
TTR @7 Turf Trag%‘erab@Remdues ‘?@ ©\ 5%.
TC «, = Tran@@ Co 1en® 2/h@nr) o 7300 cm?/h (adult), 2600 cm?/h (child).
H \ = Exposure Dyratiog¢hours § 2 h.
DA = Deymal Absorption ( Q& 75%.
BW =Body \&%?gh@/per@ ) @ 60 kg (adult), 16.15 kg (child).

Inhalatlo@xpo@‘% du@a@o Va&&r dr1ft©
SIE§§(AC@%R ) / BW

Where§
SIEr Systemic Exposure of Residents via the Inhalation Route (mg/kg bw/day).
ACy = Airborne Concentration of Vapour (mg/m?®): 0 mg/m? (vapour pressure of a.s. < 107 Pa).

IR = Inhalation Rate (m?/day) 16.57 m*/day (adult), 8.31 m*/day (child).
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IA = Inhalation Absorption (%) 100%.

BW = Body Weight (kg/person) 60 kg (adult), 16.15 kg (child). @o @@

As the vapour pressure of mesosulfuron-methyl is 1.1 x 107" Pa @ 25°C the praduct is consm@d a@

non-volatile and therefore ACy= 0and SIEg= 0. N & 'S

In addition, oral exposure of children is estimated as well by the following equations. & @

Children’s hand-to-mouth transfer: &% S @ \;45@

& & S & e

SOEH:(ARXDXTTRXSEXSAXFI‘GqXHXOA)/%f Q @@ § 5 <
> © y €8 8

Where: @ & @ @

SOEu = Systemic Oral Exposure via the Ha@o Mouth R oute (n@(g bv%ay @

AR = Application Rate (mg/cm?) &’ vg}&kg a.ggha =) 001‘5\mg/§@°

D = Drift (%) @ é}f b (6 disfe ce) for 1 appln

TTR = Turf Transferable Residues (%

SE = Saliva Extraction Factor (%i% \@ @ 5 %% %%ult Va?le). @7 é

SA = Surface Area of Hands (cg%) \ @} S N §

v
Freq = Frequency of Hand to Muth q&&gents@m) Q\ %even@h @Q @Q ©
9

H = Exposure Duration ( @s) R
OA = Oral Absorption (° (A>)hQ§ & 2 S @3%.©@ @Q @Q \%
BW = Body Weight (k%@rson% (g (@@ %@ 1605 kg @hlld@ N
S @ ¢ @)

Children’s ob]ect-to-moutlé)‘urﬁ%msfg% §9 @& g S @ o\@) %

9 & s o O &
SOEO—(ARxDxDFRxlg@O BW@§ 2 S Y&

@ % § > O N S

Where: Q@ N ) © &
SOEo ystemic (@ﬁ Exposure Via théObject Mo@ Ro (m bw/day)
AR @wat& Ra )%&g/&nz) %& S 15 Kgva.s./ha = 0.00015 mg/cm?.
D 9 o @ 299@(10 m distance) for 1 appln.
DFR @Dlslodgeable FoliatResidies ("/@} (g @
IgR \— Ingestlon@%‘[e féé/l g of Grass@ay sz/day
OA & = Oral Abrptl& Yo @ \ I/
BW = Bod @ 1gh&(kg/ @son} @% & 6% 16.15 kg (child).
Total systemu@xpos@of T ent(;! the@estm@d fo&§
RS N N

Adults: @ SEr = S@R + SIEr ('B@ b@?iay) @©

f@/

Childre Er = SDEg5+ SI SO + S kg bw/da
R @@* B \@1 @Eo(a@fg y)
Whefe: NS I ay @
SEr = Systemlc E%osu@ of R@s%en s@mg/kg bw/day).
SDEr )@cem cDe Expasure ofResidents (mg/kg bw/day).
SIEr ysterio Inhatation ExpOS@e of Residents (mg/kg bw/day).
SOEH & Sy %ﬂnc Ogal E ure Y62 the Hand to Mouth Route (mg/kg bw/day).
SOEo @=5 osure via the Object to Mouth Route (mg/kg bw/day).

N
< Q%
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Table 7.4.1-3: Calculations for resident exposure to mesosulfuron-methyl

Adults Children @ x\©
Resident: Exposure after application with Field Crop, tractor mgunted/trailed @\} v
Dermal exposure: Dermal exposure: @Q &@ A@
SDEr =(ARx D x TTR x TC x H x DA) / BW SDERr = (AR x ]5©;< TTR x TC&H XQ@) / BW
(0.00015 x 0.29% x 5% x 7300 x 2 x 75%) / 60 . (0.00015 x 0:29% x 5% x 2600% 2.x TB%) K16 15
Absorbed dose: 0.00000397 | mg/kg bw/d V&} Absg@ﬁ“@d dose: @@000@5 @K'g/kg&b@/d
Inhalation exposure: oS Inhalatiq@@xposure: A Q\y o @\\Q
SIEg = (ACy x IRx IA) / 1000 x BW =) R smi-(aby x IRx1A) /B 7
(0x 16.57 x 100%) / 60 o4 @} 8 @(0 X331 XQQ%%/O) /QQLC?IS '\\@@
Absorbed dose: 0.0 m%g bw@ f%\\} @%i%()rbe@ose: @§)j ; (ﬁ) mg/kg bw/d
% . v D Oral onsu;re%an@o-mou@ traqé@?: @%
@9 N SO = (ARX DQQ@TR %SE x SA x Fre§X H x OA) /
OF & QS @o.oa@sx(g@%x@?xs x2(@(20x2x3%)/
S K NS S 16 %,
@Q &@ @@?) (@@é @Q\j @%rbe@osep@@%.%()(;&)om mg/kg bw/d
«:§ « o § o &Ora]&eosm@obj e&t-\t\é-mo@l transfer):
& O @Q @ o _ SOES (ABX D x JER x IgR x OA) / BW
%\ @ % ©§ 6@ @Q (0.00015 N.29"/@§§0% x25%x3%)/16.15
LS P & o £ L @Absébed dgse [ 0.000000004 | mg/kg bw/d
Total systemic w&)osu& D & Q Eg@al systemic &posure:
@© SERSS SDER% SIER, @} 8 ~ @\VQER =SDER + SIEr + SOEx + SOEo
Total abso@ed d’gﬁ: 90000()%)97 mg/kgﬁ)w/d£© Tofal absd¥bed dose: 0.00000527 mg/kg bw/d
.. 9, of AOEL: 00020 © O @ @ of AOEL: 0.0026
&@ @@ s > < > & v o, O

S S s O N D
I1TA 7.4.2 Me el%ant 0 stg\ﬁnder exposufe >
Since the exposu%e est@ te 1ed @ indicz}fed theceptable operator exposure level (AOEL)
a stu

will not be edederé?acticgl conQ@)ns(& se dy to provide a measure of bystander
exposure \%as not necessaty ant@ﬁs tli@é@fore@@?@t cagied out.

S @ R
A 7. Work%&%xpos%e &@ Q"

%

. IO N @R 2 . :
Accgiding to the application para@’eter IM@MSMﬂLMPR OD 42 the only intended use is spray

application to cereals at @rly wth@tes {@CH up to 32). At these growth stages no re-entry
exposure wou&c@)e e%o;gcte e tothe relafive height (very low) of the crop. However, the potential
exposure dl@) scquiing edures is pggvided in the following section.

& N O SR

1A 7 E ation of worker exposure without personal protective equipment

The test ent@for @ker exposure following re-entry will be contamination via the skin. Risk
of jnbalatipnexpobiire ddgng re-entry is generally confined to a brief period after application, while
the r§€i§ is drying, which will be rapid under outdoor conditions and would generally be avoided
accor to good agricultural practices. Exposure to workers entering treated areas are predicted
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using an exposure model proposed by ||| ¢ «2° (1998) and s ez oL ¢2001). The

following assumptions are made; @ ’ @©
N S
- Re-entry exposure is predominantly via the dermal route (contact with thg foliage) @® S
- Residues on the foliage depend on: @',@ AN Q

1) application rate
ii)  extent of remaining residues from previous apph&%ons

N
& & @

Sy

iii)  the Leaf Area Index (LAI) [tota (e of foliage \9 mpared to }ac%%a] @)
- Transfer of residues from foliage to the clothes or skin of Ws depen am n tth @&
intensity of contact with the foliage. § %
- Activities with a similar pattern can be gmg}ped and a ge@rlc %ransfe&@oef&ment (TC) &@
applied O @

- Dislodgeable Foliar Residue (DFR) js c ted usi 2 d@ault {@1&: o@ug a%@rjnz ﬁg
as/ha. This figure is based d (20 @
- Workers re-enter the treated cult%e sho aftegthe sp@y has@rled§n pla@urf@
nevertheless it is now recomme’m;l d to &%use t&ngh%}dern{%&bso ongyalues a §$feat
‘”\9

and diluted values. @
K K &
The dermal exposure calcu@@mn i@performed a&ordl @cl) t@llo g eﬁon&
D =HFR xBC x Agi PO O & N
Where: @ % @ @ K S @© N
DFR = D1slodgea@e fohar resi (ug as/ cmsx @ .9 % S
TC = Transfe oefﬁé§n‘[ (cB¥®/pergoiv/h). N N 9
WR = Workrate (hqurs/day® § N Q° ) @y\’
AR = App&cahon@%e (k&as/hal @@ O « % Q

P ﬁctmn@ct@r PPE, (P 0 @ just g@lon@%evei\hlrt or 0.1 when
i

adequate négnd g\@s ﬁvom) © @@ N @
DFR values: O ©\ S N ¢ §
: © @’ . .
A single appl t109§00 @ered iiPthis fisk gs@sme@esu ¢ in @ estimated worst case DFR of
3ug as/cm@per kg as/ha @ Sy v @ é,(;\f
Transf@oefﬁmem \@@ﬁes § @ @Q § &

Hoernicke et al (1 prqj@se thit-a tra@%er q&%fﬁm t (TC)@f 30,000 (cm?/person/h) be used for
the transfer of residues from foliage t fhe clo%s or @m ofia worker in initial estimates of exposure.
This value is consider sen @’Wom& ase @ worler exposure, being derived from tasks
requiring 1n%@1 @act é'ut f ége &@repre ntlng@ﬁ unprotected worker.

\ 2

As no ;@c TCs are VallabJ@m E %pe %)ssesgge -entry activities performed in cereals a
conservafive value on%OO cé%/person/h beemysed in this risk assessment. This value was
obtaingd from the @ @II d@ for @eta@cs which are believed to be the most reasonable
surrogate from the avail da@for sc tlng@ tivities in young cereal crops.

X ES
5 Label instructions for the protection of workers re-entering crop growing areas after
applicatgir of pl@ rotection produ@ Nachrlchtenbl Deut. Pflanzenschutzd. 50 (10), (1998), 267 - 269 (document no. M-107544-01-1)

(2001) Uniform
s for @@eguar{hn the h of workers re-entering crop growing areas after application of plant-protection products, Worker
exposure to {gfochemicals, Ed. R. . Honeycutt and E.W. Day, chapter 8, 107- 117, CRC Press (2001), (document no.: M-209388-01-1)

s

.: (2001); Modeling re-entry exposure estimates: techniques and application rates;
Worker exposure to agrochemicals, Ed. R.C. Honeycutt and E.W. Day, chapter 9, 119- 138, CRC Press (2001), (document no.: M-
128767-01-1)
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Predicted exposures are compared with the AOEL for mesosulfuron-methyl. Systemic exposure values
assume the highest dermal absorption value (default 75%). A body weight of 60 kg is assumed fofdhe &
re-entry worker. Exposure estimates based proportions of the systemic AOELs accounted for by the
estimates are summarised in the following Table. Detailed calculations are presggted on the f 1&

pages. @‘J@ & @
X &
Table 7.5.1-1: Summary of predicted mesosulfuron worker expos % arising frof th e 01;%

IMS+MSM+MPR OD 42 and comparisdi)with the rge;fpectlve AOEi} 3\ v\g@ &@
Active Systemic & AOEL é& % ofA"ELQ@ S O
substance exposure? S\(me/ke b /é% ° & & ¢ @
(mg/kg bw/day)d (mg/kg bw/day) |2 R 0o 2 @@}
N
MSM 0.0028128, | & @@0@) &&\ /«z\g@’ : Y
*#75% dermal absorption for MSM, 60}Jg W%@r. @Q Q@@' S @U@ & @% @& o
Assessment \ ) &% S)

. 8 §
The exposure to mesosulfuron of w, lﬁker %nter rea\{l%i a@ is vs@l v&@n ac@%i)tab@ evels

©
following application of IMS+MS PR 0]) < @ S
Detailed calculations of Worker@xpos&@dun@re e@, @ ©© @@Q . AN
Product Name:  Atlantis O@ ~ Q& &@ .9 & S
Active substance: MSM ¢ & @@ @& N ©

D= T s ef@/da
037
usmg 75&5"’0 d@qal absorpti %(hlgh@t vahie)

s S < 0.08375 @75@@ @x Ay
@§ = (@\i?gzgkg@w/d ay, &)
& ;9©Q > @ S & o
IIIA 7.5.2 “Estimation:6i w Rl ere osu \us1 ersonal protective equipment
xp aeg r@p p quip

Conmde@@o be not re%ulree C@ﬁ )®

II1AJ.5.3 Estm@ ion wo@r e \“ s1®assumlng personal protective equipment is
used and @sing @j’slod le@es1dues data
Considered to B&not equir see 7 5@

@
IIIA 7.5. Q@e@uren@nt @ork@ exposure
m\a to@not equlr@see CP1 7.5).
A6 2 D@ﬁlak sorption

In the V@ce of a dermal absorption study for the Atlantis OD 42 formulation the default value of
75% used.
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IITA 7.6.1 Dermal absorption, in vivo in the rat

No relevant study available. @ ’ ©©
QIS
IITA 7.6.2 Comparative dermal absorption, in vitro using rat and t@-an skin @® S
No relevant study available. s \Q
. . N & & o
IIIA 7.7 Dislodgeable Residues %y o o\@z) é\g
. ) N
Point not covered under Guidance Document SAN$ 10181/2@. @& § %@ &@
& Q) % L O
IITA 7.7.1 Dislodgeable Residues - foliar %@ Q& . &© « R @© @Q}
. . e N @ [ 9O o
ITTA 7.7.2 Dislodgeable Residues - soil X

S @Y @

IIIA 7.7.3 Dislodgeable Residues-i&ioor s(gg@fac%@@e-w@ﬂiz@on @& @% o

I11IA 7.8 Epidemiology < \\ @}\ o &% \@Q ©
. . @ N

Point not d under Guidance® t SANCON 018420135 <& O

oint not covered under Gui anccumeno % %1 S Z@ @ @ .

o,

IIIA 7.9 Data on Formu@nts v @)\ 6&9 S ©§ @@Q @@ N
. . D . 2D %
CONFIDENTIAL information @data provide@gepagately (Idvc JCR). ISENS
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