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CP7

Comments with respect to the Annex I renewal of approval process . Q
This dossier contains study reports already submitted by Bayer CropScience for the Annex I igglusiofl?”
of foramsulfuron, as well as new data, not yet evaluated at EU level and thatwas consid by the
applicant to be necessary for the renewal of approval of foramsulfuron. In @rder to distinguish\t se

TOXICOLOGICAL STUDIES ON THE PLANT PROTECTION PRODUCT |

o

reference to studies in the original dossier are depicted in grey.

n

R

@@’@@

For summaries of studies submitted during the frame oé% first Ann@&[ inclusion @%a5§fer t(@§ @

corresponding section in the Monograph. Copies of th&study repo
provided by Bayer CropScience. Additional
inclusion process are provided in the dossier and s

Foramsulfuron + isoxadifen-ethyl OD 45
formulation containing the herbicide fora@ulf%’ﬁ (2@5 g/

@ \

%also c@l;léd Eguip OD®) Q@ejm

S

an

rtsprov1ded She b
studi @Whlch wer@not submltte@durln
arized in th do@gme
&l 5

(@e sdfEner

sier ©
iy
@

@ Dlﬁpgrsibl&a(OD)

Qsoxada%n ethyl

(22.5 g/L). This formulation is applied in v@glous ‘@’E@ on \@10&crops@otabl}@1 co@‘leld@

o

%>
& & @
CP 7.1 Acute toxicity Q K
O @ @?
Equip OD® has a low acute toxicigps It is % irritant f r%m not 1n S@ltlz@ he%x101ty data

package that was submitted for the firép Eur@

coded AE F130360 01 1K05 ,‘?

have been changes in the c@impo%o
the confidential section (J 4P) ofthe d

and do not justify the rep%tmo)%)f anim

S%%ée the first @prov

fo

@Jas of du

ulatl

ei?§t demonstrates thzft@he (@er
Y

wi @Equlp\OD® (batch
l@ormulatlon @Eur%ean level there
ocumfnt has

enc&@@are not significant

een included in

<

N @ . S« - &
Type of stud@ . Sp@s @ Sex @ §’ Result S) S Reference
@ \© &\ NN \Q é@ @K @@ M-192928-01-1 (1999)
Acute 01%@x1ul o Raté% K’@fjj@ @> 50@13/@% XXXXXX
@ o ) S O @ KCP 7.1.1/01
A 'O
@ %, N S Y @ @’ M-192930-01-1 (2000)
S & & Macs ) ©
AL& ermal to\u @ Rat @s?nab;\® B> i()()@nu/k(y XXXXXX
\m SN & @QD\\ A KCP 7.1.2/01
AN % S M-192640-01-1 (1999)
Acute lnhala@)l 1ox@ ®§?L@@7 §E§C© §50 >5.25 mg/L XXXXXX
€ D S XN KCP 7.1.3/01
S
% S P @%< &’ 2 . M-192932-01-1 (1999)
@% irritancy . & Q{abbil @Ie Moqef?le and ‘levelslble XXXXXX
N N & Q irritant, Xi, R38
%, d @ @ o KCP 7.1.4/01
S @ & _F® © . | M-192934-01-1(2000)
@ . Slight reversible 1rritant, but
Eye 1r&cy%% @Ral;l;@ @alc = not labelled XXXXXX
Q é 2) KCP 7.1.5/01
ALU@&GHSH@&OH §’ . M-193056-01-1 (1999)
G T‘@udlue % @inea pig | Female Not sensitizer XXXXXX
N S KCP 7.1.6/01
@
Q%cu@ensitizagon M-202547-01-1 (2001)
(9@uction Buehler Guinea pig | Female Not sensitizer XXXXXX
assay) KCP 7.1.6/02
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Type of study Species Sex Result Reference
M-226970-01-1 (2@?1) @Q

Acute sensitization Mouse Female Not sensitizer @
(LLNA)
a¥cp 7.1.603 @ [@

(o
Therefore, according to the EC classification criteria the formulation Equ@D@ 1S labeI@% as OW\Q\{@
e e N O N @
- EC classification criteria (2001/59/EC): & Q@ @) %@
Acute dermal irritancy: Xi/R38 “irritating to s{in” Q

@ S
- GHS (rev.d) 2011: &) Ve @ S @
Dermal irritancy: Category 3: WARN 0" H316 “C@e @kin@gﬁ at%@ w\,@ <
NG %, ) >
- Regulation (EC) No 1272/2008 (CI@) xS @* &>

Dermal irritancy: Category 2: W@m@ﬁlﬂﬂ@g%aus@km irfitatign”* O @7

CP7.1.1 Oral toxicity @Q KK . é\g @ @%’ S ©
’ 999:M:192928-01 & Y S

Report: K ;1
Title: Rat ac 71130860 + @12@@@6 ml@#\»d%@é 57275 g/l Code:
AE l- 360 @i KOj\A% RN
Report No: CO03915 o @) & @ S & &
Document No(s): R\@)lt ]111(:‘??(6955 ol N §) o @% § @ @y\?
@ Y
 M-192928019p O O « )

Guidelines: I EU (PEE 2/69BEC, ByB.1; IMAF: 4200; (@“*CD Q@ USEPA (=EPA):
@ ORPTS 8§§§1 lﬂﬂ@uldtw@nﬁuy@ . @,
GLP/GEP: Y GM < - s S @ X
O
©© @@ %© ©) K &° Q@ ©§
The acute §fal LDso forAE F13Q 6(@ KO@% 04 1@%0‘(1@1&116 @ female Sprague Dawley rats

was >5800 mg/kg bo i the est internafyonal Jimit d
AP mals bogf iy L e o 4
According to the @class%ca@crltma thlsgﬁmu@on@%belled as follows:

9

- EC cl@sﬁic@gn c@@na 1/@‘EC)§ one@ﬁ

Q o S
- é%s (rev.4) 201@ gﬁone%g @

9
- gulanon@C) gy%%goos §§P) “None
7 . @ & o S
&@ %% g @ Q
RS
&§ Q Q S ©@
& &L
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CP7.1.2 Dermal toxicity S
& &
Report: < T I >00:V1-192930-01 S 9
Title: Rat acute dermal toxicity AE F130360 + AE F122006 oil ﬂ@@ﬁblc 225+ i@ g/l @
Code: AE F130360 01 1K05 A3 Qy . N
Report No: C005916 < «© 2
D t No(s): R t includes Trial Nos.: ) >, D
ocument No(s) eport include @ {\9 N < é\g
TOX95127 @ é\g N @
M-192930-01-1 X Q o D w S
Guidelines: EU (=EEC): 92/69/EEC, B, B, JMAF: 420&,@)ECD: 4026@3131)@%1«:1)@ &
OPPTS 870.1200;Deviation specified . & . S) @
GLP/GEP: yes o @ R O o
> D LS

. &S
The acute dermal LDsy value in Sprague Dav@y rat@% AE@?303Q%’OI
body weight, the highest international reg&torgf it d0@§ Q@f & § @& @7 IS

o A
According to the EC classification crite@gﬁ thios\%ﬁsrmu@bion i&@bel]&é as fe{lowszéﬁ

VN S
- EC classification criteria Q@%l/@EC)'\ﬁon%@ \@’ @QQ @§f §y %@)
O .
- GHS (rev4) 2011:  gNone. ? 7 @6 O & F ©©@ K\
L S © g @Q & @)
- Regulation (EC) NB\’I272@008 Q&&P)@@One@g AN @ o\@@ &
NI IV S SR
D 6 & Z .9 « S
Vv S NSO A S
I SR QRN
CP713  Infifation toxiclly < 2 @
S A S .
Report: @U > ! @999; 01
Title: % o cute@ghala iy AEGN303 6 22.5+22.5 g/l oil flowable

%1 toxd B
Kpde: AL F130g90 01 TR0S5 A3 oL

RepofiNo: 2oy © RNEEEN O
Document NO(S)@ Rc@%t inch&i@;;;@ VN(%N & $\
& | M-192640-018Y n A©

Guidelines: g,  Q¥EU (EPEC)QI/69/EEC BHIMARy4200; OECD: 403; USEPA (=EPA): OPPTS
S :

S 87@I300;Deviatiba not specified,
GLP/GEP: W QO X & @

) o & © o .
& SN & @

KQ N .
The\?ﬁ‘ﬁhour acute %hala@% m&@én al e@}centration (LCso) of AE F130360 01 1K05 A304 to

Sprague Dawleé)gats wad>5 é@mg/@ WhiQ@did not cause mortality and was the highest achievable
concentration.g 4 KL K

R
N @
According §he(§él clagai 1ca§n critéia this formulation is labelled as follows:
- ﬁc siﬁ@jon ‘iteria (2001/59/EC): None

S @
Q—© (rev.@ij) 2@ : None

)
- C' egulation (EC) No 1272/2008 (CLP): None
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CP7.14 Skin irritation S
&
Report: I o0V 192932-01 S
Title: Rabbit skin irritancy AE F130360 + AE F122006 22.5 + 22@/1 oil ﬂowa&@(o 1@
AE F130360 01 1K05 A3
Report No: 005917 \ A § e
Document No(s): Report includes Trial Nos.: R e o X
TOX95128 @ o g}”\ O @;@
M-192932-01-1 Q RS S
Guidelines: EU (=EEC): 92/69/EEC, B, @MMAF 420&%1«:0) 4046&512?/@ PAY &
OPPTS 870.2500;Deviation @ specified Q o < O @
GLP/GEP: yes ar Q O e @

c\ 6\ :
AE F130360 01 1KO05 A304 was moderatel%%md &ers,lbiy 1rr13§11ng t@’a b&ﬁkin and m%derately

irritating according to the Primary Irrltanc&ndex

According to the EC classification crlt@a thl»@%tﬂlu@Oﬂ 1@?&61@ as f’ OWS: é\g %o ©§
S s & e

- EC classification criteria %01/@EC)& %o \ § N S %@)
Acute dermal irritancy: X@US @rrltat%g to SQ@JI” @ &@ @@Q @@ N
@
- GHS (rev.4) 2011: ¥ v > o SIS
Dermal irritancy: Cw\\t’egogd V@\!I@G, H3@$ “Cause mild skin \i?ﬁtati% «
< S

- Regulation (EC\N 2/2008 (%§§ @ S S
Dermal 1rr1ta® A IN@,@B 1 x‘Caué%kinmitatiOnf
@ ' § Q@ > §9 @ ©n
% \Q @

o 9) SN
TSN
CP7.15 @%ye@mat@n Q g@% Qb & o
9 03 L
% = @ @

QO ARE130; 01.] N

RepyrS @Mm;m@w-m
Title: o Rabbi rritanc Fi30360 + AE F&%()()() 22.5+22.5 g/l oil flowable Code:

Report No: ¢ | 8005989 =, v\\o Q

Document N s)r/ Q{Lpo@nc u@gﬂ u@N 0S.: ©§ @@Kj
TEX951 N
N Mm@n 1 ég o &

@@

Guid@: BU (-R¥0): @@/&CJB B.5; JMAF: 4200; OECD: 405; USEPA (=EPA):
°« ‘OPPTS 870.2400;Deviatieanot specified

GLP/GEP: ST yes @\,: RN

N (g QK

AE F130360 01 K05 A3 g I@ﬂy a@wevembly irritating to the rabbit eye and slightly irritating
I

according t@ Prm%ry ncy@dex
o @
Accordm@%o th@@’c cl@%ﬁcn criteria this formulation is labelled as follows:

-@Ec@sslon%ﬁteria (2001/59/EC): None
@ <
Q@s (rev.4)2011:  None

- Regulation (EC) No 1272/2008 (CLP): None
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CP7.1.6 Skin sensitization

In the original submission for the approval of foramsulfuron and the formulation EQUIP, (@y at@
European level a skin sensitisation study was submitted according to the 3- 1ndu,§10n Buehler t@

2 @
Report: < I 1 ©99:M-193056-01 >
Title: Guinea pig skin sensitisation (3-induction Buehler tut)% F13()36() +§ Flzﬁ%() <
22.5+22.5 g/l, oil flowable Code: A;E\FIB(B()() 01 A
Report No: C005974 oY \ @
Document No(s): Report includes Trial Nos.: Q @ A4 v S
TOX95130 o &© < Q) @Q %3
M-193056-01-1 Q O 9
Guidelines: EU (=EEC): 96/54/EC, B@@ OECD: 406 USE@ﬂ = EN) l@*\’rs @
870.2600;Deviation not specified , K (\ <
GLP/GEP: yes D (5? V & o @
L/ U@ % o
shon,-4F G013 >
In the study it was shown that the formug n,e F1§Q 60%1 KO%A30@@vas not a s sgﬁse
according to the 3-induction guinea pig @uehlcr\est @ é% S
N
According to the EC classification {@erl S fo@latm is L&b@led@oll %@)
o R e & @ "~
- EC classification critepja (200 59/@): %@e @ Q ®©
S O e o
- GHS (rev.4)2011: ™~ N&le < & @ A Y @ o\@) @
v O &
- Regulation (EC)\NO 1@572/2(%0?@5§ %@ S %, §
& o s %\ S & o
New data < @ N
Two additional sthglies agg presql%d m\\ﬁls @cumﬁ@ that@yere nit pr sly reviewed at European

level — an additfenal hler fest (with 9 | uctloQ pphc iong g) nd ag LLNA study (KCA 7.1.6/02
and 7.1.6/03 @pectl@ y). @e 01’1@131 Bue gt sul tte a©" the@rst review was a three-induction
test which today not 0n81d§r icieny'to prove non-sensitizing properties of a
formulatfen. The addlt hal B ert as petformed wi 1n6&1 ion applications and is included in
the su&ry for com tene@;} However mce tho fornﬁllatlgn@ontalns the safener, isoxadifen-ethyl,
which is classifie H3 %(m ause@n allggﬁlc skin rea@i&})n) an LLNA study was performed to
confirm the resultof the Bue, r te t%énon @mms@g) I@should also be noted that the LLNA was
performed using the féul 130%%0 014K05 A901 which is equivalent to the formulation
currently so@ I@ J- (}ofor d&alled\@om% n % e composition of the formulation).

R
Additio@uehler X C%sens ©t10@§st @@ . ?&9

Report: ) ‘ ) ;;2001;M- 202547 01
Title: ) { 03

modlfs\Q Buelifer Te,s&9 induction appllcatlons)

@® =S

Report No: & PCOLEII3 o > X
Docume 0(s)® Réport includes THal Nos.:

'S §98/131

\@@ @ %-25;@ 7-01-1
Guidelines®)Y @ E@EEC): 92/69, V, B6; OECD: 406; USEPA (=EPA): 798.4100;Deviation not
S D @& | specified

Z

‘€LP/GEP: s
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Material and Methods:
The formulation AE F130360 01 1KO5 A3, a light beige liquid formulation (batch nu@ r O
KD945/990301) contained the active ingredients foramsulfuron (AE F130360) at the n
concentration of 22.5 g/L (2.42%w/w certified by analysis) and isoxadifen-ethyh( AE Fl220 at the
nominal concentration of 22.5g/L (2.44 %w/w certified by analysis). @ Q

N
Thirty female Dunkin/Hartley guinea pigs were used. They were approxi %tely 6 WeekQId a&ﬁrw%@
housed in groups of 5, were acclimatised for 5 days aelghed 250 O g at the s%t@rt OQ}eat
Four extra animals were used for preliminary dose ranging 1nvest1@ ions. Ten éﬁtro@d 24, est @&

@

animals were used for the main study. @& & é\a Q @§ @q}
Preliminary study: The topical irritancy of a ran concentragons (1& w/v&@) u @uted@ympo@%d)
in sterile water was evaluated to identify wherg possib ,Qa) a ceng@tlon that wo& prod‘%vce u%ﬁ%lon
suitable for the induction phase of the main ) amaxm%g’m n%@'rltaoncentrau n for the
challenge phase. @ @

O S

®)
Main study: Based on the results of the@ehn&}ary s@y, tl@@)lb@ﬂg C(mcentr

R
<
Induction phase topical app 1@3&0]@9 50%\§V 1ﬁ%sler1le\\@ter§lich was thﬁni%@ly
irritant concentration Q % & @ @ &© ©©@ @@
Challenge phase top@ appl%atlcn@w 10% \6/@7\\9/ in s%erlle&@a er, gghich W% the ®ighest
concentration that did no@xoduéﬂ’mta@y Ko @ \(@ 2
N 7 I N
i) Induction phase: @ S) .
Ten animals were all@ated @’a C ol up @ Ctl% SvehiéR — c&lleng@\ test article) and twenty
animals to the tre groqp (1nd ag chal “fst aéj@sle) @

Application @ one and shaved a@ on.¢h tﬁe lef}atera @domfﬁal region
Time of admi stra ,2 4, ,9, 1 14@6 an@ 8 O
< @
Metho&@ﬁapphcatlon é}ﬁe t artlc@vas applie 5 nﬁ@SOO lution in water for injection) under

an occlusive dressnza%l omposed f Code #@/dr@ ic gauze §Q X 20 mm, maintained in contact with
the skin using an @ sivéand h@)o en@atcl@ he % ion of this patch was maintained by an
additional dressing. <\ @7 & o

@ O @ O ©\ o @
Exposure : 6&ours © O O S D
Rest perio%: days 18 to » § %:Q & @

N 9 : "\%
ii) Challénge phases&y Q @

7 Q
Ter\t&ays after th&Jast @Cu&@ aptlo@l the test and control guinea plgs were challenged
topically. A to%%cal 6-h&ir ¢ 4Uenge,of a 6% v/v dilution of the test material in sterile water on a
20 x 20 mm gatize p%ch W pligo aréof the shaved skin of the right flank.

S
Skin resp@@ a@qe chdllengesites wése evaluated 24 and 48 hours after removal of the dressing. The
cutane foscopicexam@nations were performed according to Draize scale to the challenge
appliggon siges 24 @ 48@ter removal of the occlusive dressing.
@

©

Tl@crlte@a chosen to consider the doubtful reactions as positive or negative were modified as follows:
non p@tent (at 24 hours and not at 48 hours) reactions were considered as negative.

All animals were observed twice daily - at the beginning and end of the working day - for signs of ill-
health or toxicity. Body weights were recorded on Study Day 0 (the first day of topical application) and
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on the last day observations of dermal responses were made (Day 29).

& &

Findings: N
Main study: There was no mortality. Body weight changes in the treated animals were not 1@% d
by treatment when compared to controls. § S

\
1) Induction phase: % § § \;45@
Slight to moderate erythema and slight oedema was obs in all test@sumals follomg tl&%duc& @
applications. No dermal reactions were seen in any contrl amrnal du@g this periogd; @ Q @&

. @ N S R O &
ii) Challenge phase: ) @
After the challenge, the macroscopic examinatiogsjdid not reveal any l&on of@el é@%}yp@jensn@{ﬁy

in the 20 guinea-pigs of the treated group. No Qciltaneo%oabn@aht}@vas nofed in the 10 g&meagg s of

the control group. Q @@ @é% Q®§ @ @’ é S\ %
Conclusion: % N > @7 @

)
Under the experimental conditions of @ m@and @cordm%to @ modﬁied @hed%estab by

Buehler, a challenge application w1tl‘@c te &mcl@t c@entr dtion of /o (@ di tpro ke any
reaction of cutaneous sensmsatlon @ @ S %

Q o o ©
According to the EC class1f@10n eﬁf‘?erla @’001@/&3 @%ec@), th@for]@atmg% is labelled as
follows:

- EC clasmﬁcatlonérlterléﬁl()()@/E(@lrect@’e None @ o 9 ©

§ & @% o < N
i GHS(rev4)g£ﬁ %Non & & O« .

$ & 9 ¢ <
. Regulano@:C) 012 OO&LP) e e
@ 9 &
Report: m@ﬁ : 1:2004;M 36970201
Title: I 6§ 230360~ i )\i ote@ derpaal sengjtjzation in the local lymph node
¢ asy (LIA) Ny
Report No~ ®©0395% L0 Y o &2 T

Docyéent No: @ M-226970-01-4 NENEES O
Guidelines: XD Deﬁatmn}iwt specified . ¢
GLP/GEP: & |yes o> N @ ©
R\ N &
Q &

@ S
Material and®ethods: @ @ § v

The dermal contact sensi@ oten of A’%E Fléﬁp 60 00 1K05 A9, an agrochemical formulation
containi e active ingredieqt for; sul fon ( 130360) (nominal 22.5 g/L) and the safener
isoxadi —ethyl (nomurral 229 g/L), was sted jsing the murine Local Lymph Node Assay. Sixteen
fematl% e CBA mice @@e all@ated@4 grayps of{our animals each:

@
- three groupS@‘selved the te@@sub@nce concentratlon 0of 20, 10 or 5% in DMF,
- one contrg roup&cs‘eelv he eé%cle
@

The test cx or t @eh1@§§vere%phed on external surfaces of each ear (50 ul/ animal) for three
consecﬁ@ve d Q; ‘, 2) at the appropriate concentrations. On Day 5, the cell proliferation in
the 1 Y cal 1 Wawneasured by incorporation of tritiated thymidine and the obtained values

W@]sed@g calcu te prdliferation indices.

&
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Findings: S
Table 7.1.6-1 | ';Q@ ~
Group Mean &) ProliferatioR &

Number Test Group Name DPM § Index RS
Q D
1 control & 37@ \©— O\@)) ‘2”5@
DMF N v
V| & | &8s
2 AE F130360 01 1K05 A9 5%, Oosa6 s Q@5 &Y £
DMF Q7 Q & & & @@ g
0
3 AE F130360 01 1K05Q9 0% - O] lsaaw (@6\ Qo O
DMF @9@ @& Q@* R & o
4 AE F130360 01 N@% AD20% S 9998 & | . & §®@
DM N@ & & N S-S

N o O o &
Negative lymphoproliferative reslg;ses (PO< 3)"were %&ed agg tes@ on@trat§ w\?@
9 Q L S
-No mortaht)@d no g‘hnlcal @’gns @e 0 @@ved@lrmg @
- No cutaneous Yeactions v@ ob&erved in the V{@cle @eret@e control or
treated gro Q) N) N
; Negatn‘?&%’m oprollf@a‘cw@spes (P@ 3) Were ngted at afbtested
N

concent\\ﬂatlon@ @) S)
TS $ 5080
SETI s T e &
Conclusion @@ é& Q} %& S § %
AEF130 s{%% 1K05 A9 We@jlo p(&:ﬁrﬁia%@senation@nd%@@e conditions of the Local Lymph
Node Assay’ R %o @
A S & & OISR

)
According to the%g cla&ﬁaﬁca‘[m crlt§ (@I/S%EC Dg%ctlve) this formulation is labelled as
follows: N) RN

- EC clas@ica(@ cr@a (2@1/597@% DQSBCUV@ one

, GH@rev 4@201%%@ &\e Q @é@\ @@
@gulatlon (E©) 0@72/2%8 (@P) ne
NI \©

Y Ry S
CP:1.7 Suppler@ntar@\studlégon i@ plant protection product
Not relevant: @?for%udatlo % not\@com@nded to be combined with other plant protection products.
% Q & ©@
@ N

CP 7. 1*@ &up%emel@y studies for combinations of plant protection products

Nc& {%qulrg,@ E@e%gj\\ﬁon 1107/2009 & EU Regulation 284/2013.
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CP7.2 Data on exposure .
CP7.2.1 Operator exposure @ @©

S
AE F130360 01 1K05 A9 (also called Equip OD®) is an oil dispersign (OD) for@]at' n
containing the herbicide foramsulfuron (22.5 g/L) and the safener isox@fen-ethyl (22.5 glboy.
The proposed use is as an herbicide on grass and dicot weeds in corn fields. The du@?is to,

be packaged in wide neck bottles/containers of Vary@ sizes dep&i’}ding on thg@&ountg@(o.?@

@

10L). Applications of Equip OD® will be achieved¥via a ﬁeldp spraye @Q ac \mo%@ed 'S
ground boom sprayer). Water will be the dilue@écarrier in Q@situations@@ sag@nﬁg@ﬁo&(@

pertinent to operator exposure is summarised (;\ﬁ able 7.2. 1-@. ) @ @&
9, N LY \
. AR I T
T ) o i OD® 2 N S
able 7.2.1-1: Application parameters for EquipOD® @, & O
T =
%aximuc@ose r@eg Q@ S@ay %1\% 8‘”‘?@

of betwe

Application > olumP@
PP ) Crop | Country | (L/hag N (%@ﬁla) @© &%L/ha% ap appl. S
technique PT0d§) E%%nsulf%on “Isoxadifgn™’ é\a @ s) ™
O 1% .8 S & € @ %
>

& x>

Q © 2 @ N (©) O d
@Q 2.607* @60*¢§ @®60 @ & |

9 |
S S i To0r ©
FCS Corn E%pe S @ " N
. o S
NE R RS S
4q v | IS NN
L PSS e [P
T~ T 9 9
FCS =Field C o@%}pra \.Ap .§apationfg} S v § v
RS WO
PHI = Pre Harvest Intgpval. s, L9 o
#: covered@lormal Vege@gtion period @en l@applic@fon a@gl harvést

*

7-14

o,

* =@5t case use cal¢aifations .
_ . . o . ® o2 N
**= Single appl@%on oggqulp @Q}) at § maé\jfmum roduct rgte of 2.6 L/ha
& s & AT
Operator exposure e§tirhatés are £8lculated u both the German model’ et al.,
p o G siig (I

1992) and t‘f@UK—@OP [ s 1999). Expesurécalculations are performed without and with
) SRS 199). Eposures p

protect@quipment@ § @’ﬁf’ %
N Q @ ©\

. Q> AN N
Consideration on %gepta@op@r@ér expdsuredevel (AOEL)
Foramsulfuron : %Consi(@in&ﬁse pr@)osed&@e pattern of Equip OD®, it is appropriate to compare
predicted expgsures %o%an L@ived@om sub-chronic dosing studies. An Acceptable Operator
Exposure @il @OE f ?Q\.ﬁl @‘(7_’ bw/day is established for foramsulfuron from a rabbit
¢ & &
SRS AN

*o (O Q) %

N @ o
o tegusiing
! lﬁﬁor‘m P@les for Safeguarding the Health of Applicators of Plant Protection Products (Uniform Principles for Operator Protections);
Mitteil@-l aus der Biologischen Bundesanstalt fiir Land- und Forstwirschaft, Berlin-Dahlem, n°® 277, 1992.

2 Scientific 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) (UK MAFF) 1992, revised model
2003
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developmental study - lowest NOAEL: 50 mg/kg bw/day adjusted to 10 mg/kg bw/day for 20% oral

absorption and a safety factor of 100. @ ©©
@\ v

Isoxadifen-ethyl : as it is a safener, has not been evaluated in this dossier. Is%@fen -ethyl { be &

addressed at Member State level where required. Q> @Q %
&% ' N
Consideration on dermal absorption © @ % \ @}6 @

No data are available on the current Equip OD formulation. As the @ absorptlo?rég@f foraﬁulf@n is @
20% (as used to define the AOEL), the notifier use@this value f%the dermal r@letratgﬁ o@th t@
concentrate and the spray dilution. In the origi %osswr th&st y @mltt@ for @ma bsor@n
(KCA 7.3/01) was an in vivo rat dermal absorption study for g@ acl@e substance @a pre%ousg&g sion
of the formulation that varies from the curren€@ormufétion rnoran ’I 25%gperm tted by %e latest
EFSA guidance on dermal absorption’. %e daéf% do ﬁggest@o ver th@the vélue (@ %é a
reasonable one for human skin given tha@@% ms aclg ved @ the Q;%dy (&@Uo@n rat&lgm ( g@ally
more permeable than human skin) an a; pprdﬁgmat % @r the @anen@ae @
& K

N
Consideration on estimation of opgatomxpos@m @ @ @ ©©© <)

e No unacceptable rlsl@@ preekcted W% G@'nQan @@del@in (%hen n(@C?PEéﬁe worn during
mixing loading and Y%ph(ﬁ;&lon @) & Q

e UK POEM predlg@ accegable@(pos if gloves a@«won&?rm@m@oadmg

e Additional PRE, can@ ed €g> furth@ redus; the e@ms ¢ of ‘Ke ope;ra

@@w o &

It should be noteﬁt “® PPE@% emKn Mp@ co&ers 1gh%§?dressed operator, wearing a
short sleeved é@hm&hom %nd Shoes. @ch {9& unprotectedQoperater should never handle plant
protection pr Ct8@§ thl%@thlng is notn ac@dan@wnh @pod o€upational practice. Therefore, a
coverall or%lternatlvelygg\gwork ser; % WOl@J acket@nd sawrdy faptwear should be regarded as basic
worklrg@othmg for @5@ @andl@ﬁp nt pro@tmn«z@r duc@ This scenario is in line with the UK
POEM, if “no PP]"@\S c \der@(l e. 4D ope‘rsﬁ)r waring ﬁgplcal (long sleeved) working clothing).
Both models all stn%tes f@prot@e@d 0&%tors \@earlr@mddltlonal PPE, if necessary.
Y& e & e

A comparlsﬁ@of therrr $po nd% exXp@esure e@}ma‘ce@lth the proposed AOEL (in terms of percentage
of the A ) is presented in ta@ 7. 2@“@2 De@ﬂe%@umptlons and considerations as well as exposure
calculattons are pre@ed in gmt\7 2.1. 1 @

@
@

@
N %@@@\Q&@@
O I
@@\%é@%@
Y O & 9
> O o
QQ@%@@
< S

3 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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Table 7.2.1-2: Comparison of estimated systemic operator exposure to foramsulfuron [mg/kg bw/day]o
with the proposed AOEL @@
Application type Crop PPE Total systemic exposure @ % of AOED) 9
foramsulfuron N TPV
[mg/kg bw/day] [0.1 mg/kg bw/day]
Field uses@erman modek(70 kg opera%y .9 fz\\ga
No PPE 1)2) S 0.0153 %@ @@ 1@ @ | @
With PPE 0.0071
Field crop sprayer ! < © L /@ § P
Corn Field uses, UK POEM (60 kg opérator) S @
NoPPE" @ 084 g7 |Q O 188, @
With PPE ? o % S R N
' C | o Bt < @6 94
) @ N > U@ o \
v @ R @) @&

1) Short trousers and a short sleeved shirt % o @
2) One layer of typical work wear (e.g. trousers and a ]@ﬁ&gﬁsleevﬁﬁlim @v\ell as s@iy foo&%r and@otecti&gloves during §
mixing/loading @ N .
E - S
SIS
The both models estimates predi@ﬁhat%quip @gD® can be sa@ Wié)ﬁel op &é}\éyers when

gloves are worn during mixing@oadjitg. As a@’ood@ctic el@ndli pe@de%%wearing gloves
during spraying would reduce thgge?pos@. Qle de‘%ijled c%@ﬁlaﬁ(@ ar%@present@d in the Tables
o N W ;

7.2.1.1-1 & 2. % oy L9
Ny 8 e Y
v @ @ @ 6 °\© é (ix "\@
CP17.2.1.1 Estihation 6f op@tor @pos@ §9 S &
a) Estimation rdiéto t’l@ erman model , Q f@@ & @

Exposure is ca lategﬁor fielt app&catio@@chni«@ﬁe wit@himu@? dose rate. Lower dose rates
will be coveréd by J@ calctation Ghd sqéparate@%valu@ns a@ ot made. The following assumptions

are made;\@ " %@ SR R @ é’}
A ] & & <9
Field crop sprayer, /& §\ R § & QS

A
v

Treated area: @@Q 0 hg N %@’ @) >
Max. dose r%e: Ql .66 /ha i © c@esp ing to 0.06 kg/ha foramsulfuron
A EESINOSNG
Dermal a@mtion: @2 %o f@ilu ngi Gnceptiéte product.
°\ Q &@ e
Operator body Wei&ﬁ 7 @ @

N 3 @\ R o

%
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Table 7.2.1.1-1 Calculation of operator exposure to foramsulfuron using field crop sprayers (German
model, without and with PPE) @
Operator exposure estimate: German model. Tractor-mounted/trailed boom sprayer: hydraulic nozzles o
Product: Equip OD @ o
Active substance: Foramsulfuron a.s. concentration: 23 [g1 @g] @ @
Formulation: Liquid PPE during mix/loading: Respiration: Népg S o @
Dose [l or kg/ha]: 2.667 Hands: loves § @ 2
Work rate [ha/day]: 20 PPE during application: Respiration: 2, None N . <)
Body weight [kg]: 70 Hands: & None R \\ @
Inhalation absorption [%] 100 X Head: Q@ None @Q Q %@
Dermal absorption [%] 20.0 (concentrate) & Body: © None %, QQ @ @)
20.0 (dilution) ﬁ@ A < SO
‘ S
Calculation of route exposure: @7 N @@) Q © 9 «@
Route Specific exposure a.s. handled % ﬁsﬁmt@@&pos&%k%ﬁ@daﬂ @ o %,
[mg/kg a.s.] [kg/dayl] & E Reduction factepy>’  withhP’PE
Im= 0.0006 1 ﬁ% @6 0 O@Q Q«OI 0 © @0%)000@ & a‘i"fz@& °
. ?% o\ . 0& 6 . @ . Defmal A
Dui) = 24 12002 " 0.041 0Q Y . 7 0geall M:Mu@mg
Ia= 0.001 &00%%\ . 0017\& (¥ 2o ﬁﬂQ@A = Ap)ication
Da(c) = 0.06 Y20 L9001 & @7&1.0 § 20010 H = Hands
Dam) = 0.38 L 1.206° Sy 0.0065v NSRRY @ @QO.OO &@ead
DA®) = 1.6 Q' 12000 ¢, 0.0 ﬁ(\@ LO @ 0.0T332 RB=Body
o N YT o @9 YE s
Absorbed dose: & € & G No PPR ° & With PPE
© Q N3 % Estimated Syst%(% S Esti%@ Systemic
Route N Absor}%?m [%RY routggxposure Q> exg%\s?ure ] route@xposure exposure
@ Q1 bw/da@ [n@@g bw/day] [mg@bw/ day] [mg/kg bw/day]
. S @S e o om® |
Dermal: §Mwa(§g @ Q0 0%@@148 @ 0.00823 0.000411 0.000082
pplica®n  ° 20.0 .0.084976.H @@0699%9 0.034976 0.006995
Inhalation: O Mi ding AN % 100 &}00001 N @000& 0.00001 0.00001
@ Application © @) 10@@ ) 0.000@}7 0.000017 0.000017 0.000017
GRS Toals| = o Y 0015752 0.007105
QNN SIS

0

N o
b) %stimation"qggor i %w@e U@bE‘M S
For comparison the above serman, mod@és‘[im&es, h§UK POEM is also used to estimate the
exposure. Using@@le I@PO , tl@ighisﬁvexp@ure f@r each application type is calculated if the
maximum -\o@?’ rate@@nd gé mirﬁgnun& ay ¥ m§ re used. Lower dose rates and higher spray
©

volume wi% be covered b§this ulat;@ andgﬁnara

valuations are not made. For modelling purpose

with th POEM, OD will cons@ere@i@s anogﬁiulsion Concentrate formulation (EC).
N
N &9
X DS .0 @ N . .
Taking into account the &re r@?hstlc pa am@%s, the following assumptions are made:

@* SN &
N %“
Treated areaé sO ) 5Qa/6 hours pepday
Volume a ied@’ @@O L@ﬂas a Wrst case
Contain€r sizeQ@ % 1L worst case
Max gdose r@ @Q (.06 kg as/ha foramsulfuron

v Simates basid
E)(ééos%;@stimates based on UK-POEM and proportions of the systemic AOEL accounted for by the
estimates are summarised in the following table. Detailed calculations are presented in the table 7.2.1.1-
2.
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Table 7.2.1.1-2 Calculation of operator exposure to foramsulfuron using field crop sprayers (UKPOEM,

without and with PPE)
S
THE UK PREDICTIVE OPERATOR EXPOSURE MODEL (POEM) ®
& S
Application method | Tractor-mounted,trailed boom sprayer: hydraulic nozzles t] @ & o @
Product Equip OD Active substance foxamsulfuron @ @
Formulation type| organic solvent-based £3 a.s. concentration 22.5 mg/n@ &)
Dermal absorption from product 20 % Dexma@orption from sprag 20 %\Kg\ S @
Container| 1litre any dosure t] @ @ @ @
PPE during mix/loading| Gloves v PPE during app@ [ rione ] @ N
Dose 2.667 l/ha @ Workgate/day 6"! ha Q Q .
Application volume 100 V/ha % Duranon@prayn%g@ & 6 h& @) @
%@7 @ Q @ fJ @
RN R RN
EXPOSURE DURING MIXING AND LOADING c& © N LN S N o
Container size 1 litres @ @3\9 @% @@ @ & % .
Hand contamination/operation 0.01 ml % @ Q Q @7 N
Application dose 2.667 litres produc@ N 6 % ©© @
Work rate 50 ha/day & \ \ S N X %, §
Number of operations 134 /day @ K\ @ 0\& O Ro N Q Q
Hand contamination 1.34 m]/da Q & N & @,&’ O @ @
Protective clothing None @y N o NN G @ @ %®
Transmission to skin 100 /SQ 6 @ Q10 %, © O o
. 9 9 (©) SO S
Dermal exposure to formulation 1. 34@1]/day @ (@@ @ @0 134 taijday ©©> (5&
DERMAL EXPOSURE DURING SPRAYXAPPIQI%ATTON @ S &@ o S & ©
Application technique Tract%mounte@ iled b(@ spraye@ydrauhc @;zles @ N @
Application volume o, 109 spray/ha & & @% R © @to\?
Volume of surface contamination h 2 Q @ Q K v @
Distribution é%a s Trunk @ N N N
% O 10% 3% §a o £
Clothing @ & None @ Pel% le Permeable @ g @
Penetration @ \ 100 % S % N 15 0/’\ @
Dermal exposure @ K 0. 05@ 0. 3 §
Duration of exposu@ @ O 6n @ @ ®
Total dermal ex%%sure to spr@’ *¥.550 %day %\ (@,@ @ @t%
ABSORB@ERMAL DOSE @?}9 @7 N ©\
@

pphcatl@ O\© %o Mix/load Application
Dermal exposure @\ & 1’340 é\a 4160 mlidey > & RN 41,550 miiday
Concen. ofa.s. product o y 22. 0 75 m@ © 6 22.5 0.600075 mg/ml
Dermal exposure to a. s @ 30§ & 933 I@day @ @ 3.015 24.933 mg/day
Percent absorbed @ @ 0 . @ 2@1 @@ﬁ 20 20 %
Absorbed dose @ @) &630 \\ 4@7 d°k @ 0.603 4.987 mg/day
INHALATI XPOSURE D[%NG SP 'sA\Q G @%: @ . %@
Inhalation sure N ¥ mlh N\
Duration of exposure @ % 6 b\, @ ° @
Con e%twn ofa.s. in sprﬁ% @0 075 n@ﬂ Q @
Inhalation exposure to a.s. @3600@gmay Q
Percent absorbed ~ @° % $

Absorbed dose & %% 0.0 45 m@
PREDICTED &@Sl@ﬂ @*Io PP @ With PPE
11 0,

Total absor @dose mg/day 5.6256 mg/day
Operato;:% ly weig % 0 kg 60 kg
Operat&expOSU@ @ . Q1842 mg/kg bw/day 0.0938 mg/kg bw/day
@ N
@

&

B,

o,
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CP 7.2.1.2 Measurement of operator exposure

o

Estimations of operator exposure using PPE are performed with the respective exposure model. D@ed@

calculations and summaries are presented in CP 7.2.1.1. > @Q\
=3 N
CP7.2.2 Bystander and resident exposure % ©@ @ @@

There is no official model available to calculate the expos{afe of bystandegs Some pro@als@re gw@l
by the EUROPOEM Bystander Working Group but the réport is still a@raft and not@%im@pubm ed &
because slight changes may still be accepted follo@ag comments provided bysthe nieberOdf this,
working group. Therefore, as long as there is fﬁ01a1 guidafice 6»°ho $to calkulate bystan@er

2

o
exposure an approach is presented in this document that cons1®'s beﬂg@%lerr%l ex osure »@@we from

available drift data - and inhalation exposure S erlvgz?fro%% o %ator @pos@node% s1mulat1ng a
bystander who is exposed in a similar way a%an u tectégoper spr 1ng the fi @on&uy,
@
exposure to residents is assessed as well % ° §
) \\ 3 o & SRS

v
This approach is following a guldan@%)f t Gem[@l F@al In@tut C%Rlﬁwﬁsse ent¢BfR)* and
is in line with what has been published A an%CRDentl@ All mc@etaag\wlth regard
to figures and assumptions ar@owdé@ n thi@gul @

% @ @@
i o @ f@ .
Exposure estimates and @poportions @the tem1c AOELs ac%’@mt or Q@the estimates are
summarised in the follox%ng talgle %)etall ~§ fion @ cagkulatlon%ware @ented in chapter CP
7.2.2.1. @ S S
SAESRC N @ &’

Table 7.2.2-1: Prgﬁ%tedw@emm\\ﬁposures as\{l%ropgﬁtmn of{jie Aqﬁ,

Su @we @ 6ers0n©\ Potal systemi pos@ AOEL % of AOEL
% %, S !{@/kg ay)*O | Gng/kg
2 o m g>bw/day
@osure of by;@nde@ ﬁel& spraye{;@ﬂt &
Foramsulfu Bystanderadult > S 0.0Q00058 N 0.0058
i Byt [ ool [
& sttan@child& O 0.00000458 0.0046
rid op
Exposuie of r ent@se toEield cfop sprayer drify
Forii}s/ulfuron Residentydult () 2 0.6§000035 o 0.0004
& | PResidenrchild® | & 31900000508 0.0005

* Assumes a 60 kg b eight for apadult 16. 5\\159g for a child
g
Forawgsulfuron dernﬁg pengfration e{ 0% the ted spray and 100 % absorption via the inhalation route.

@ @ S
Assessment & N
The result, of the s}cul ns, r@/eals%@% the situation with respect to bystander and resident exposure
is favo %e fo&e intédded @yds of Equip OD®. Bystanders and residents will not be exposed to critical
leveli‘kf for: ulf\@n dug‘i% spray application of Equip OD® in the fields.
¢ & vy
Ay

Guidance 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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CP 7.2.2.1 Estimation of bystander and resident exposure

The following definitions and assumptions for bystanders and residents may be applied. . @ @©
N g
)
Bystanders and residents are not involved in application or handhng plant p@ctlon pro s or the
professional handling of treated crops. The question arises whether it is necess&py to distinguis be& en

bystanders and residents in terms of the potential for exposure and health.fisks. Howev e they

circumstances of this exposure could differ with respect @mount fre(@mcy and duratlon ﬂg see

to be reasonable. e @ @
Q @ éa S

typically a matter of minutes, where applicationgDa plant proteetiorprod ress or <hgs
recently taken place. They may be exposed to plant protecti@pro@ s n@;n y g( theé@m
from spray drift and by inhalation of drlftlng ay drépiets N @

Residents may live or work near areas 0&%1 g@ica id® of p@t p%tectlo@produ@s (e@étam@g,
working or sitting in a garden in the v101@§}? of the appkgatlon heyanay be pos*eg to plant pr@tion
products mainly via the dermal roﬁf %%prayq\ﬁ ift e os1jg§ﬁ@nd bgg inhgation évap@r drift

(depending on the vapour pressure o actiye sub@anc@)? or u@nts @ tod @sure@nght also
occur orally (e.g. through hand-toshouth {fnsfer and/ tra@s er).

According to - et al are@rese&gg@ he@%‘[er drlﬁaluesg use ru%@gﬂcula‘%ns for both

@

: RSN o
Bystanders may inadvertently be present within or dé@(:tly adj ace@o an area for@short r10 @tlmé

bystanders and residents. © % @
N O S .
Table 7.2.2.1-1: Percent DrifoValuéXor @ere ops %et@%@rre%@ersion 27.03.2006)
RN @ S LN
Crop, Distance 1‘@“ ¢§ %@ @@ <® °Rercelé\\])f~ift§ &\K@ Percen.t Df‘ift
@ N § S N &1 a;@hcatm@ (2 application)
S QN Noay |- f@“‘ p@ent%valq@@ (82" percentile values)

Field crops 2 O N oo S 09 0.24
Fruit crops,anrly@% 5, S g & 1081.9@ 9.61
Fruit cropd, late =, =.° o> O | 7 @3.60%® 3.11
Grapks @ O e D 1D 1.07
Hops D O & O O & 47 4.18
Vegetables, o@fnen@%s & 11 t %@ S
<50 cm Ny S s S 029 0.24
>50cm Q O © S m\ IR 1.23 1.07

s SO e
For the ent risk a,ss"@sm the w@‘s‘[ c@ w1tl£%7r1fts for application on field crops are considered.
A drift value of 0. 29% was sed f yst ers (@sent for just one application) and 0.24% for residents
(posgBly submittedto 2 c@ 1caQ @

Exposure cal%%tlor%are p &rméﬁccor@ng to the following equations:

a) Bys%nder &pos@ @ Q
O
Fora ulfu @ @ v\g@
Dc@@l e ure diie to é@ray drift following low crop application using field crop sprayer .

SDEs @AR x D x BSA x DA) / BW

Where:
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SDEg = Systemic Exposure of Bystanders via the Dermal Route (mg/kg bw/day)

AR = Application Rate (mg/m>) 0.006 kg a.s./ha = 0.60 mg/m?. @ &
D = Drift (%) 0.29%. S
BSA = Exposed Body Surface Area (m?) 1 m? (adult), 0.21 m? (chjld). @Q S
DA = Dermal Absorption (%) 20%. § S
BW  =Body Weight (kg/person) 60 kg (adult), 16.15 kg (child). & @
% Q.9 P
Inhalation exposure due to spray drift. @ N ‘v\g\ \\ S
X Q@ @@ L v\g@ &@
SIEs = (Ix* x ARx Ax T x IA)/ BW S " QQ < q@
@ $ Q Q
QN Q o & & @) &@
Where: Q,;@‘ @ R © & @
SIEg = Systemic Exposure of Bystanders vj t eI alatio @wt@&ng/kﬁ@w/d@). S §
A
Ia* = Specific Inhalation Exposure (mg/]@ dled@er d%'@ @Q
=0.001 mg/kg a.s. (field crop sprayer). Q?)}\\/ @ § é @% &
AR = Application Rate (kg a.s./ha) = N. OO(@kg a.s%ba § . @
A = Area Treated (ha/day) @} \\ @} 50 i trac@r). ~ NS ©§
T = Time [Duration] (min) ©Q (Ei% é\a Sin. @9 <y N
IA = Inhalation Absorption (%) @~ 100%s § N @ %@)
BW  =Body Weight (kg/persof) % © 60 dult® 6.16& (c@). N
o = ¥ S @ O 0
@ S} S A
Total Systemic Exposure 0f$tand§s @@ & S &@ ) o @)
@ N . &
D
Adults and Children: SEE%@SD B+ Slﬁﬁm@ b\%@ay S § $ @
v S L9 Q @ 2 &« \Q
Where: Q @ @ % o &
SEg = Systeml@cposgre of stan@rs (mg\Eg ay).@ @
SDEg = Syste 1 E)%%sure YSf’Bysﬁmdersxgmg/ k@w/d@ﬁ
SIEg = Sy%@nc I& at%}i xp@ﬂre of@ystag\ﬁ rs /kg @day)r\ﬂ
Table 7.2.2.452: Calculatlgns for Q%and@&gxpo@e to f@ﬁms@furon@@
~ O Ad@ & NENEEY Children
N \ %@tand@s@of Fjéld Crop tracfﬁ mounted/trailed
Dermal expos i@ § \ @’ @ @ermal exposure:
SD B— %) Ax@)/ @@ SDEs = (AR x D x BSA x DA)/ BW
@(06)@29%@ X 0\%)/ \ (0.6 x 0.29% x 0.21 x 20 %) / 16.15
@sorbed dose 0. 0@058 g/l@bw/% Absorbed dose:  0.000004525 mg/kg bw/day
Inha%mon expos &Q @ Inhalation exposure:
\y\’ SIEg = fw* x A@ A, &@x IW@ SIEg=(Ia* x ARx Ax T xIA)/BW
(0. 00]@4) .006 )@0 xi@%‘%o X@)O%)& (0.001/1.74 x 0.006 x 20 x 5/360 x 100%) / 16.15
Abgﬁbed d&g /@000@“7 8 m"kg bw/day Absorbed dose:  0.0000000593 mg/kg bw/day
Total s&gemi@xpos % X @ Total systemic exposure:
@ @ spsZSDESt SIEs SEg = SDEg + SIEg
\\/j
T@?t%l abg@bed @: 20.00000583  mg/kg bw/day Total absorbed dose:  0.00000458 mg/kg bw/day
4
N 5% of AGEL: S 0.0058 % of AOEL: 0.0046

* based @y children’s inhalation rate of 1.0 m*/h for moderate activity (US EPA 2001, therefore ratio between
childrenzs and adults’ inhalation rate: 1.0/1.74)
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b) Residential exposure

Foramsulfuron @ ’ @

Dermal exposure via deposits caused by spray drift. ® @@@
& @
SDEg = (AR x D x TTR x TC x H x DA) / BW ~N & @®
. : : S \{ﬁ\ &
Where: SDEr = Systemic Exposure of Residents via the De&r%ml Route (m@(g:b ayk,
AR = Application Rate (mg/cm? ) (for no. offapplications »2). \\ @? @
Foramsulfuron: 0.003 kg a’s./ha x 2 = .00012 mg/ § % @&
D = Drift (%) o 0.24%. & Q S«
TTR = Turf Transferable Residues (%) N 5%. Q Y @) &@
TC = Transfer Coefficient (cm?/hour) Qo?(@ 7300 em’/h (a@%)t), 2680 ¢ (child). @
H = Exposure Duration (hours) @QZ h. Q@j «:»;7\ D o\% §
DA = Dermal Absorption (%) Q @ 20%, & @%’ N
BW = Body Weight (kg/person) % @’kg (t), 1915 l& ch11<@§ @% @& °
\ S)
Inhalation exposure due to vapour drif@ \\ @} &6 & \0;\ § é\g ©§
S N Ro Q)
SIEx = (ACy X IRx IA) /BW  ¢© S WS N & ¥ > §@ &
o o X § o o O °\
Where: 2o w @ @ Q" 0
SIEr = Systemic Equ&@e of R%md@@ via the Inhaﬁﬁtlo ute @ag/kg?bw/day@
ACy = Airborne Co centra@n r@ng/m@’o mg (@our Rr ssur@f foramsulfuron =
42x 10" Raat 2 and@ C§on volatil §
IR = Inhalatiq&Rate nﬁ%day (adu t), 8C§m3/day (child).
IA = Inhalati€h Abs@ptl@ § NO% S &
BW = Bodg@&elghg(kg/p@on) @ 0 lgiadult) 16 @ kg (child).
\
In addition, o&@% e 0 I%Idr is est@aated%% We‘by th@llowﬁg equations.
Children’s hand-to-ggouthar; nsfer N %
@ @
SOEH@RXDXTTQXS@A equx)/m@ &
@

Where: @ & éﬁ

SOEnu = Syﬂ@%nc %al E@sur ia th and to Route (mg/kg bw/day).
cations >2).

AR = licati ﬁng/c@ Hfor n@%f a
Q@rams@fur% ({%g a. a X %% 0&012 mg/cm?,

D Drift (%) 0.24%.

TTR = Turf Trgr@erab %emd@és (‘V@ \% 5%.

SE = Saliva@’[rac astor (% Q 50%.

SA\\&\’ = Surfate Are@éf H:%l@]s (cg @ 20 cm?.

Freq = Freq%uency@kH&n to l\@ut (&@nts/hour) 20 events/h.

H = EXposure.D (srs) Q 2h.

OA @ral Al %) @ 100%.

BW IS Bo@W elé;@ (kg gerson 16.15 kg (child).

o
e
Cl&@en s& ect—@mo@ transfer

SOEo €fAR x D x DFR x IgR x OA) / BW

Where:
SOEo = Systemic Oral Exposure via the Object to Mouth Route (mg/kg bw/day).
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AR = Application Rate (mg/cm?) x 2 (for no. of applications >2). .
Foramsulfuron: 0.003 kg a.s./hax 2= 0.00012 mg/cm?. @ &
D — Drift (%) 0.24%. S
DFR = Dislodgeable Foliar Residues (%) 20%. S @Q S
IgR = Ingestion Rate for Mouthing of Grass/Day (cm?) 25 cm?/day. § S
OA = Oral Absorption (%) 100%. Q @
BW = Body Weight (kg/person) 16.15 kg@lld) \© .9 y\g@
O @ SN & @
Total systemic exposure of residents is then estimated fo? @Q @ § é\g @&
> >y R O &
Adults: SEr = SDER + SIEr (mg/kg bw/da Q& & &© g © &@
Children: SEg = SDEg + SIEg + SOEy + SOE kgbwiday) @ R \© % @@
. AN o
. & 9 * %@J @6 NN
Where: Q @ R, & 3
SHRCARE N S
SEr = Systemic Exposure of Residexts (m bwéﬁy) ® @7 &
SDEr = Systemic Dermal Exposure es‘ieeLents (ﬁng/k w/da § . @
SIEr = Systemic Inhalation Exp s1d (mg@ gb ay) S QA ©§
SOEx = Systemic Oral Exposura t &Han Ro ke (m @g bwAddy). ~
SOEo = Systemic Oral Exposure'v ObjcQ to N@uth& te /kgé@v/da§ %@)
O N
Table 7.2.2.1-3:  Calculations fay res1dej@1t exp@’ure ;@bran@&ur% R® G
Adulls | < R @9) ChildFén
Res1den%; Exp(@re aj@ app@atlon W@lyth Fleld Crﬁ@ tragtor mqp%ed/tralled
Dermal exposure: 6@} er al expostire: $
SDER—(ARXQ&TTR§TC@X%)/BV@ N ?&RRX@TTRXTCXHXDA)/BW
(0.00006 x 0@% x@) x 7300 x 23@0%) /50 ©© @@ 00006 X 0.24% x 5% x 2600 x 2 X 20%) / 16.15
Abso d% 0. e@oog&sm @kg b@@ NS ébsorﬁ@i dose:  0.0000004637 mg/kg bw/d
Inhalation @?‘\Jpos > %© © G& . %ﬁ QD In§on@p05ure:
BIER = (ACy X IR x Léﬁ()%? 1008 BWS | o @Y SIEx=(ACyxIRxIA)/BW
~
&@ (© x@@sz %) . ©© § Q o (0x 8.31 x 100%) / 16.15
Absorbe@gse. & {@ © g/&z@%bw/d& %\ Absorbed dose: 0.0 mg/kg bw/d
N y T O o
© % @7‘% LB @ ral exposure (hand-to-mouth transfer):
@ ©Q @@ <) ©\ § SOEH—(ARXDXTTRXSExSAxFrequxOA)/
Q O O > NN & BW
S ©\ é\\g @g@ @~ |  (0.00006 x 0.24% x 5% x 50% x 20 x 20 x 2 x 20%) /
@ % Q@ NN 16.15
S Q" Absorbed dose ~ 0.0000000357 mg/kg bw/d
< N A
> % @ A A ;
A (7] @\ Q ®) Oral exposure (object-to-mouth transfer):
@° N S SOEo = (AR x D x DFR x IgR x OA) / BW
&
@ \% § RV @ (0.00006 x 0.24% x 20% x 25 x 20%) / 16.15
% Q
S @ @)@ § Absorbed dose  0.0000000089 mg/kg bw/d
Tqﬁf/@syst@c exposurest Total systemic exposure:
S @ SFr =SDEr + SIEr SEr = SDE + SIEg + SOEx + SOEo
Totg@%?)sorbed dose: 0.00000035 mg/kg bw/d Total absorbed dose:  0.000000508  mg/kg bw/d
% of AOEL: 0.0004 % of AOEL: 0.00051
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CP 7.2.2.2 Measurement of bystander and resident exposure

o

Since the risk assessment carried out indicated that the health-based limit values (AOEL) for the &ﬁve@
substance foramsulfuron will not be exceeded under practical conditions of use, a study to \llde 4
measure of bystander exposure to the formulated product Equip OD® under@d COHdlth&@WaS apt
necessary and therefore was not carried out. \Q
N S o
o, \ %

% <
CP7.2.3 Worker exposure @ @& & \ @}@ @

According to the application parameters of Equip OQ@ the only 1@ded use 1%@@ a@phca@‘n to
corn at early growth stages (BBCH 12-16). At thegg’ growth st%@s no re-entfy) expo @ld
expected due to the relative height of the croowever the “poteriyal e@)sure@&due to Scouting
procedures is provided in the following section. > @ 6\ % S
S & N S %
sure % @@ GRS © &

The greatest potential for worker exposyl ite olg%mgq\\entrb/ﬂl e%onta@matm@ via the ski 1sk
of inhalation exposure during re-entry {& ge y cofffine f% a brl@ per@afte pph le the
product is drying, which will be rapid u;@% oor @ndlt ge av01ded

t eat rea pr@@lcted using

according to good agricultural p A E%osur%to o%ersgwterl
%] 5 6
an exposure model proposed l@/ K Dal, @98@@9d e@@l @m) The following

assumptions are made; \ N @ @

- Re-entry exposurejs pre&m y vigdhe der%l route (cG@*act @h th%@hage)
don: & &

CP 7.2.3.1 Estimation of worker ex

- Residues on the foliage\depen S
i) %applon I@e S @ @ C& @
iDe exte @ res S fI@Yt preV10us aléﬁcatl%ns
i Lea LAI) [tétal s L foliage compared to surface area]

- Transf@ of ues ﬁ;om gxhage f:‘& e c@khes o@kln or@ depends mainly on the
ntac@mth thy folt&@ L @

inte
1V1tles@1th a’similag pattern can %)ro ped and g@gen % Transfer Coefficient (TC)
a@zp S “4. o

_ %{hed

@)1slodgeab1@%oha§651d (DER) is c@late@smg@ default value of 3 pg as/cm? per kg
as/ha. Thigfigure s based, el ‘al.” ( %Ol) \
- WorkersJg-enter he ted ggsdture @ortly ¢ spray has dried on plant surfaces,
neverth@less i ecor@lend\%vto u@the er dermal absorption values amongst neat
and @ute(b@ ues@
\ \ @
S Q
dermal exposure @ula orm@"accordmg to the following equation:
N F«% T@ WR x AR x P.
\

Whex@ %) @
1slo@§a 1e©fo 1ar ré%due@g as/ cm?).
N
= @ Q
5 -: Ggbel instructions for the protection of workers re-entering crop growing
areas afterapplica of pl@fprotestjon pro@icts; Nachrichtenbl. Deut. Pflanzenschutzd. 50 (10), (1998), 267 - 269
(docum@glo 7544Q4-1)

cguarding the health of workers re-entering crop growing areas after application of plant-
ucts, Worker §i)sure to agrochemicals, , chapter 8, 107- 117, CRC
, (document no.: M-209388-01-1)

Modeling re-entry exposure estimates: techniques and
, chapter 9, 119- 138, CRC

application rates; Worker exposure to agrochemicals,
Press (2001), (document no.: M-128767-01-1)
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TC = Transfer Coefficient (cm?/person/h). .

WR = Work rate (hours/day). @ &

AR = Application rate (kg as/ha). N @jQ

P = Protection factor for PPE (P = 1 no PPE, just a long sleeved shijrt, or 0.1 WI@ S

adequate clothing and gloves are worn). § AN Q

D
DFR values: % § AN &
A single application is considered in this risk assessmen@sultmg n ai\\e’snmated Vg% st caé&%FR@f
3 pg as/cm? per kg as/ha. \a Q@ @@ § t0\9@ o
Transfer Coefficient values: @} @ § Ctx@
I < 2! (1998) propose that a transfer coent (TC) of % OO%&mZ/ so & e use for@@g
transfer of residues from foliage to the clothes of&kin of a W01;§r mJn@ial é@’ at ur@‘us
value is considered to represent a worst case for workgt exp@ure ‘:hemgge\k ve reélwrlng
intensive contact with foliage and representlr@ an %@rote@d w &> & %
@ )
As no specific TCs are available in op Yo a&&\s re@ntry @%ﬁlvm@ per@rmed m
conservative value of 2500 cm?/perso b@en é'@ int %rlsk @ess%élt Val 1ned
from the Europoem II data for vege @ ch a@ elgf@d to @’ the@éést r ona@ surr%ate from
the available data for scouting actjtities in oung%ere Crops. NERY
@a % @ O & & -

Predicted exposures are compé’ 2 w&h&the A@L @ora <%Jﬁlfu Systebmlc @%os# values assume
the a dermal absorption Valﬁe of Q& %. %dy welg ‘@ 60 Kg 1s s@me@-@for the Te-entry worker.
Exposure estimates based@gn pre@arhog}@of @syste AOEL %ﬁ?ouﬁd for, 59 the estimates are
summarised in the following Table. Detdiled.&dlculagions ar&presented e following pages.

u g % deplon aflo aep sented on the foflowing pag

=
Table 7.2.3.1-1: g ary @pre@%ted warker §0su§oarmng@rom@e use‘ef Equip OD® and

a rison vyl he L Q @ @
@m @“ Qﬂ D é@ @ &
(2 @ stt%mico & % .
) A@lve © @sure@\ AO ‘?\, % of AOEL
e N
AL S“b“@@“ S g %Vida”c (mgl@ bw@ay)

@ (m
F ogs@mul %{Vron (é Y@GOOQ&@’ ©) @_ 1 0.3
o3 TG

@ Rl .
& 0% d@mal al tion~60 kg worke
< §@@p X

@
Assessm § ’%?’ @ @
The exgure of worker's ente&lg treated &@ as 1@11 within acceptable levels following application of
EquipOD®. o & & O &
S : R

A
| . G O
Detailed calcqi@%ns og Wor ex%@ire d@fmg re-entry:
Re-entry ex@urem furg?f: @

Produc@am @ Equip OD@
Actlv%Q g@
sub&ance@ @ranﬁﬁhron

‘i
b = DFR x TC x WR x AR x P
pug/cm? cm?pers/h hrs/day kg/ha
D = 3 X 2500 X 2 x 0.006 x 1
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D = 90 pga.s./pers/day RS
= 0.09 mg a.s./pers/day \@ S
= 0.0015 mg/kg bw/day S @® v
using 20.00% dermal absorption (highest value) ¢§ AN . ©®
Q D
S = 0.0015 x 0.2000 2 O, 9 @
= 0.000300 mgkg bw/day VCQ Q@ & @\\ S 2
@ X
> © s @ & .8
CP7.23.2 Measurement of worker exposu (ﬁ 23 @ ®& &
Ly N LD \ © QO
Not relevant . A S RS <&
'S & N3 R IS S RS
Q @ N N W&
CP73 Dermal ad N & & ° & @% 5
. ti )
ermal adsorption OV N Q| @@ §@
Report: K o] 999;:N-193883:01 °s, & %
Title: In vivo derma sor fon stugiwin tk alet [I4C l— F 36@%: AE”
F130360 01R05 Ag>  ° @ @ ‘? N §@ 9
Report No: C006428 Q 2 % N @V (\\@ @}y oY
Document No(s): Report i lude&o\jfyal N@: N @w@ S IS Q
@l@oxd&l 02 o ARSI % & S
M-193881491-1 € & @y S 2
Guidelines: OExD: 419;Deyix lon§spcgiﬁcd N @ w2
GLP/GEP: yos @A N

SK O N

X
In the original doss %he stu% s@m%@)r de@QaI a@rptl@ (KCA@ 3/0 ﬁ)bwas an in vivo rat dermal
absorption study ﬁhe @tlve -substanee’in %prewo%@ vergion of the fortttlation that varies from the
current formul ‘@“’ bysinore thén th 25% %gmtte@%y the Tatest A guidance on dermal absorption®.
The data do sgggest iowevedthat t@ Val%@ of 2 for human skin given that 20%
" @%
<

was achieved withPhe spray didytion %n rat&k rall moregpermeable than human skin) and

approximately 7% for %@cm@tra @

A O @
CP7.4 A@Eble xic gwa&@ata %latm@ co-f'%rmulants
CONFIDENTIA@ 1nf(@a‘c ﬁta@rov&% se}é@tely cument D).

@ \
% S @ ,@ 6@ @6
O @ %
& SN N é@ &
N < @ o Q@ S
¥ o O
@° N
@ .l § o @Q
< Q & 9
SN
R

8 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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