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CA 6 RESIDUES IN OR ON TREATED PRODUCTS, FOOD AND FEED 5

This document contains only summaries of studies, which were not available at the time of the ﬁx@ QS
Annex [ inclusion of iodosulfuron-methyl-sodium and were therefore not evalu%gd during the @\gs‘[ E
review of this compound. In order to facilitate discrimination between new and&original infomnatoi%
the old information is written in grey letters. All studies, which were alreew%/ submitted ay@or %
the first Annex I inclusion, are contained in the Monograph, its Addendasand in the original (&a@elin@j
dossier provided by Bayer CropScience and are not sum@arised in this@ocument. g}” Q\ v\g@ &@
. . N O SO § S K©
Iodosulfuron-methyl-sodium (AE F115008) is an h%ﬂmdal activgsyubstance. I&@e origimnal d@%ler,@
submitted to Germany in 1999, residue trial dat orted the%se on @eals.@ this&nne@ Ren@cﬂ
("AIR") dossier, only the "representative use"ggn cereé)ls wil@preic}ated%@ S \% <
© ¥ & & I
According to Article 12 of Regulation (E&N\I 0 03@20&@}16 E%pe n@oo@afety @uth@ @§
(EFSA) has reviewed the Maximum ResiﬁyueoL%yels RLsk@rreb&y ste@@she@at Eu&pean §el
for the pesticide active substance iod@é%fu @g\.A r on@pinim on t]@revi of thexexisti

maximum residue levels (MRLSs) f%@odo furonwas ﬁﬁblish@s@ n E@A J %ﬁlal ; ]&@1):2974.
o & & & 09 &

Report: 201 9M-476538-052 O A

Title: Reasotted opinion o rev?gw of the existiag ma irim resjdue levels (MRLs) for
iodasplfuro@ptcording to Aficle 12°0f RegulatiohTEC) K, 396/2605

Report No: M=475538-01-1 5 {1 Y

Document No: MA4A7583801-1 O Y .9 & .. D

Guidelines: ~NArticl®12 of Regulation (EC) No 396/2005;10t spegifieds

GLP/GEP: &F nag O X MRS &

Y Y 0\
EFSA evalua@gtjhe @Xt ar@%nin@“me&@im&éﬁdie@i r@ue stuidies and concluded that these
were all acceptable@he GAPs e@gluat%cov&fg?e G pres@ﬁe the re-approval. EFSA defined
the residug@d)eﬁnition fofsenf en ris sse@men%@cer%@as the sum of iodosulfuron-
methyl%zaﬁi its salts, e@presose%s iodosulfgmn-rqn@lyl, p?‘@pos&(@n MRL of 0.01 mg/kg on barley,
maize, rye and Wl§\grail‘k\A re@ﬂue %@niti }or e&orcen%lt and risk assessment in products of
animal origin is o re@ed. 7& co@me@r %is%as essme@ccording to the EFSA PRIMo model
showed there @Was n(@@) cel@© O L Q @
Q O O S O D
@ S Q @@@ @
In this r %al dossiergew s @ beén, subniitted for several data points:
o CA 6. 1/04;@95 — stor staby stp\ﬁ@ in wheat shoot and wheat straw performed to
\y\’ extend the%foraerio@. Q §
o KCA 6¢/06&07 — antextract®f a rgsthod report is presented due to the fact that it contains
data gy th sﬁﬁilit iodesulfuron-methyl in sample extracts over time. [The study reports
arg also margsed insthe relévant section of the methods].
o @A % 08 - a%)ex‘a@ of an ILV report is presented due to the fact that it contains data on
{*ﬁthe ilit@@%igd&gﬁlfmon—methﬂ in sample extracts over time. [The study report is also
Q© s&@@marise in t@relevant section of the methods].
o the original EU dossier animal metabolism studies were not submitted and were not
considered to be required / triggered. Although still not triggered, the poultry (KCA 6.2.2/01)

NS)
es h
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metabolism study is summarised in this dossier for completeness. The cow metabolism study

(KCA 6.2.3/01) is now required and presented. @ @b
e KCA 6.3.1/05 to 09. New residue trials have been performed to further %pport the @
representative formulation &@ ©®
e KCA 6.6.2/05. A rotational crop, performed to support registration 1n@jhe US, is C@md@d as
supportive for the Annex I renewal, and is reporteé =y \ \@ \zs@
@ & S & @
All the other studies were evaluated for the original a@roval of 10d@furon metgg so an@ﬁll Q
study summarises are not provided. Q& R & @© @q}
9 Q S &
@ © o W
\% AR D L S
CA 6.1 - Storage stability of residues @%& @@Q %Q g\f @J& S ~ >
< Stability of residues during storage of samples @Q Q@f < (o é @ @§ .

= - <
LS R S 9
Original Annex Il dossier @} \\ \ 6 & W;\ éﬁ %o §
In the original Annex II dossier, the @ag@é&bﬂl@ef 1@@3u m§yl S(@ﬁm described for
cereal matrices (shoot, straw and gfain). THE results of the res@ctlve die@lca tha%%e

compound is stable in deep-froze am@s O@pen@ of on@@ln @a‘[‘@‘h and Y8 months in
e s
wheat shoot and wheat straw~Che anﬁlyte@ere folfid to ﬁc sta]:@ po%deep e age for the

& & <)
durations studied. o é& @ @ . @ § @ %@@
S %,
Studies submitted and@aluc@fog\a e ﬁrsl@lclmﬁ@n oﬁjgosu@ron%ethﬂ, S%um on Annex I:

S @ S & Q &
Report: Q ;1998;N@8y168@%@1 & @
Title: > | Sabilitylof AE F115068 th whedt graimduring@ep fiedve storage of 24 months

@)
Report No: N@) @001%1 (5\ &((@’ R S

Document No>® @) M-18J689-01-1 o D S S O
Guideline§? Deviation Jfot spsTified © Y @ @
GLP/GEP: o5 A S Y o
@ N NS/ ~ .
o N D
Report: N 4998:M381582-01
Title: © 500&in wheat stra Qiring deep freeze storage of 24 months

'0de DE F1EP08

Report No: ~Q d (()()@%3 N N N
DocumentNo(s): M@ISS@-I X @;‘/}) @V
Guideliggg? BpviatigWnot s@ecifiedy
GLP/GEP: Aves

)
Rcﬁ)rt:
Title:

@

Report NO@ ©
Docume@gt}\f\lo(s(};Q 1@181;@01-1
Gu1dﬂ%¢s N Dcvi@jjn not specified
GLR/GEP:; > § Ves

"A%B @tgcess/ New studies submitted

Justification for including this report in this "AIR" dossier
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Since Annex I inclusion, two new studies have been generated with longer storage periods covered (26

months in wheat shoot and 28 months in wheat straw). IS
Table CA 6.1- 1 shows the overall maximum storage stability periods assessed. Q\ g
S} &@ @
Table CA 6.1- 1: Summary of storage stability of iodosulfuron-met@l-sodium & O\Q
(AE F115008) in cereal matrices =\ o X o
~
Active substance Plant matrix Stability v® @ Reference@‘;\g @ @ R
Iodosulfuron-methyl- Wheat Shoot | Up to 26 months M-19286%-01-1 / C005930 (new study)s Q
sodium Wheat Straw | Up to 28 mop@hs M-192550-01-1/ C005716 (n&w su®y) o
Wheat Grain | Up to 24 ménths | M-181689-014 C004041 (irforiginal dossiek)
9, (] N \¥j
v > . o ? <
Report: B 00019796101 N x T & NS
Title: Stability of AE F115008 in Sheat,shdot d@\\ﬁg de@ree {Gforagllsf 26 quonthsCode:
AE F115008 %{” @ K S & 9 @%0 o
Report No: C005930 SO SRS
Document No: M-192961-01-1 @ .°~, @ S 0 O XN & &
Guidelines: Deviation not specified RN O £ &
Q& S S Y & S <
Material and Methods 9 O © 0 O N

@ % @@f’) S SRS
The study was designed to detgrminesthe stability O@Odosg%zuro@eth 1—s0diu§ (A%gl 15008)
residues in wheat shoot duri;l% stotage under de@ﬁeez@eondiﬁ@ns up ;&@6 m%ths.
Homogenised wheat sho&@am les we@torti with iodo&gkfuroﬁ;metlg\i@so ifim at 0.48 mg/kg and
stored in a freezer at about -1&SC foezip to 26 mo@’s. C&@rol gamples were, s\@ed under the same
conditions to allow cedurgg re@@i%ﬁlery @ermi@on gem fes<l®11y fomitied Samples.
Samples were taked for @%lys&@[hemy o%ortiﬁ,c?@on a aftesstoragé&periods of 3, 6, 12, 18, and
. N
26 months. Th@stor@% fortified safuples @ twostored controlSamples were analysed at each
storage interval. Th@re ries perforn%d at 005 (nz)) and®.50 nig/kg (n=2) were run
concurrenif@to each stogage in %al@nple@\)vere a@%ﬂys@ acc@ng to the method AL120/96-0.
The 1ily®f quantiﬁc@@%n was0.05 g/kg. The p@edl@ 'nxp@s extraction of residues with
methanol, puriﬁca@ by @&uid/ i uig &iti(@@ﬁlg under acidit conditions (subsequently with n-
hexane, ethyl ac@e, a% tolu@), cl@@—up@@’a RP@ cartrjdge, and HPLC/UV determination.
Q @ - SN

N S
@ O Y o O %
Findings O © ©© SN &
a

The avz@ procedural r?ov fr@g

0.05 mgfkg and 80%(RSD of¥2%) at 0.5
of ioé@sulfuron—me@l—s@xm@( F1

to c}mpensate for, small@iriati@s inthe an l@ical method efficiency, the storage recoveries were
corrected by t@e@con wrent &ced%ﬁl rec&eries relevant to the fortification level of the stored
samples. B@ the@mcorr and co d values are given. The results indicate that iodosulfuron-
methyl—s@um @E F1 OS@@%ked to shoot samples remained stable throughout the 26 months of

deep t;ré%n Qe\/ ge@ §

& @ I °
@ & <

&

1 t@ageyi\ﬁ@rvals amounted to 89% (RSD of 6%) at
é/kg&able CA 6.1-2 summarises the storage recoveries
08

Q@;Etermined after the various storage intervals. In order
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Table CA 6.1- 2: Storage stability of iodosulfuron-methyl-sodium in wheat shoot

Storage interval Concurreni recovery (a) Recovered residue in stored samples [%] <& @@
[months] [%] uncorrected corre@d (b) g
Individual Mean Individual Mean >
0 95 87 91 84 89 85 ﬁ@ 86 {95 AD
3 73 73 73 61 49% 9% 7 79 o 108
6 73 85 79 46+ 89 86~ | 88 | 1ab 2
12 64 69 67 80(7s 64 QT 70 N4
8 89 73 81 5% 79 U3 60 082,902
26 88 86 87 <82 80 ©OF59 A | 8 L |O
Q \)

a) Mean recovery from shoot samples freshly (each storage interval) foftrtred at 0.50 mg@ o < @
b) To compensate for variations in the analytical method efficiency, coveries from stored sa@s Wer@)ﬂect@king %to accot@the
concurrent procedural recovery from samples freshly fortified at 0:3¢/mg/kg. AN o @ \ % @

6 °\ R

&S
*result not valid due to problems during work-up, not used for C&rther cal@ﬁtion @ R %y @
**outlier as proved by DIXON statistical test, not used for furfadr calg&@on N @@x @@ @

o
Ve,

Conclusion g\ﬁ \\ \\ o %% R
Resi ) L@, @ & v@ AN Ro

esidues of 1od0sulfuron-methyl-sod in g@?eat shoot %ge shewn to @s‘[ab pondeep frédze
storage at ca. -18 °C for at least 26@nths§ \Q %G @

R o O
@o&@@’@@& @Q

Report: 999 Mel92550:01 &« ° &
Title: Stability@f AE FOI' 50084 wheafstraw during deep freede s e of2®months Code: AE
F115008 @8@@ §Qg o L i % é
Report No: co0szle 7 9 O O O A o o D
Document No: [ Mpl92550-01-1 7 @ & & Q &
Guidelines: Beviatjgn not sf@iﬁeﬁQ o O . @
NN S @ O
B

R PSS
SO IR A O

Material@ a@jl Metl@ds %@ N 03 @ é&w

The stu%\was designe@é det@@min@e stability (@iodouroethyl—sodium (AE F115008)

residue%n wheat str%@ dur@?stqgge u“deeg@reeze?%ﬁongions for up to 28 months.

Homogenised wh@ straw%am wete, ortif@‘l Wit&od ulfuron-methyl-sodium at 0.48 mg/kg and

fo@%p toé? momnths. Canirol samples were stored under the same

conditions te@gtHow ced 1 reca%\%ry @Qrmi&%or@from freshly fortified samples.

Samples v%re taken for a@lysfg@} the;@f co)f@tiﬁc@on and after storage periods of 4, 6, 12, 18, 26,

and 28 @nh& Threg\%red @ﬁﬁemp@, tw{%ﬁored control samples were analysed at each

stora%?e interval. TI{@ rec%eries@rfor@d ab@S (n=1) and 0.50 mg/kg (n=2) were run

concurrently to each storage in@wal. &aly@were performed according to the method AL121/96-0

with a limit of @ﬁntiﬁgatio 0.@;;& The procedure involves extraction of residues with

stored in a freeze@@ ata -

hexane a%ethy@etat@@clea@up on'®RP18 cartridge, and HPLC/UV determination.
O O

Finditigs SIS

Tl@era;@@f)roce@iral @overies from all storage intervals amounted to 82% (RSD of 16%) at

methanol, p %ﬁca‘r{%by tsuid / Trquid pgrtitioning under acidic conditions (subsequently with n-
@

0.0 and 80% (RSD of 14%) at 0.5 mg/kg. Table CA 6.1-3 summarises the storage recoveries
of iodosulfuron-methyl-sodium (AE F115008) determined after the various storage intervals. In order
to compensate for small variations in the analytical method efficiency, the storage recoveries were
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corrected by the concurrent procedural recoveries relevant to the fortification level of the stored .
samples. The results indicate that iodosulfuron-methyl-sodium (AE F115008) spiked to straw sa@es ©©

remained stable throughout the 28 months of deep-frozen storage. S Q\ g
@
Table CA 6.1-3: Storage stability of iodosulfuron-methyl-sodium in wheat straw @° b . QQ
' Concurrent recovery (a) Recovered resid% in stored sa@ﬁes @ Z
Storage interval [%] @ B RN é\a
[months] uncorr@d BN @
Individual Mean IndividualQ Mean® cﬁecte&éb) §
0 94 89 92 |oN68 72 & 275 A | Q18 &
4 94 81 88 J\ 73 700 89| <4 8 9
6 80 69 10 62 0 @ | %6 & 88 @
12 91 91 91 81 <83 .82 v 82y ] . 9.
18 64 83 |4 72 », 758 18ay IS 01
26 63 75 69 N 6% 58y 28V ol & & °
28 72 67 P 70, | & 66 71 [A>68 97 9
i

a) Mean recovery from straw samples freshly (each s e interval) fort]@ at 0.5ng/kg© A @
ed sam er

b) To compensate for variations in the analytical mgthod effigiency thexecoveriésfrom st e ected into@count the
p yt y therkg( e g

concurrent procedural recovery from samples fresly ortif‘fég at 0.050@/kg. @ (%3 @ @ @

*outlier as proved by DIXON statistical test, n@&sed for @her caldulation * ®\ @@

(CEEEN N
o & & § O 9 &
Conclusion Q@ \& © (@@ %@ @Q S O é%
Residues of iodosulfuron—m&yl—&gdiu ) wh strawpwere sﬁowr%g%e stéble upgn deep freeze

storage at ca. -18 °C foro{[%ast 2@mor@1s. § & W @ S

D & & & ~ 8

X ¢§ %@ & S é N N

Overall conclusion AN Q& @ § §9 Q AN
The storage stabiliti€s ofédos%@om@ th&sodigﬁ@ere@gf‘ried@ut i%@?fferent cereal matrices
(wheat shoot, sé&v arggrain).&The xesults @theg&?‘md'%%em @{rate:sghat the compounds are stable
in the tested plant c@mo%@s for @e tested petiods. whﬁ§ah@and straw, these cover the
longest perfod of time fg\rawhicg%%mp fron@upple@enta@ ﬁeld@t%’sidue trials presented or
summ@z@d in this dogster W§ stored prior to a@sm. & vzh@ shoot, this period is slightly
exceeded. This sli Xce@l@ance not sidg@d as c&elevan@ 26 months of storage stability can be
considered relev@i}for %stora@)eri@f Zk@mont@. T@I@e time periods are given in table CA 6.1-

v Q

4 o N P.U S & @

A S
Table CA 6&}- 4: Maximum sto@ ti the @op gggles before analysis and maximum storage
stability LY O o Y N .

Compound <O Commodity . Duration covered Maximum storage
Y Q) . Wheat Giain K 24 months 16 months (481 days)
Ic}osulﬁlron-methyl- > @ S
) & Whe@ Straw 28 months 23.3 months (699 days)
sodium@ N S
@ %“ § V\@t Sil;)&té 26 months 27.2 months (818 days)
Y O & 9
y S o

Y

@ S
X %ﬁility@ re%'&ues jirsamples extracts
S e s
”A%@S " pfocess/ New studies submitted

Testin@e stability of iodosulfuron-methyl-sodium residues in sample extracts was not considered
necessary since extracts were either used within the day of their generation and/or procedural
recoveries were included in the residue analysis. Also, stability of residues in sample extracts from the




A : Page 10 of 40
BAYER Bayer CropScience 2014-02-07
R

Document MCA: Section 6 Residues in or on treated products, food and feed
Iodosulfuron-methyl-sodium

metabolism study in plants was investigated as part of the study and found to be satisfactory. .
However, during the work on some method of analysis, additional storage stability data have bee@ @©
collected. They are reported here. N g
e During the validation of a new analytical method utilising LC-MS/MS¢tor sulfonylu{s, ERS)
short storage stability study of sample extracts was conducted for iod sulfuron—n@thyl— odium
s aha &
(KCA 4.2/16; . 0-; M-226888-01-1). This method wag used for the a ly51§@f %

2003 and 2004 residue trials. The extract stablhé@ata are pre@lted below. g}a ©\ @}@ &@
@ Y &
Report: I N >0/ 7-226858-01 < T & 8

Title: Modification M001 to method 00
iodosulfuron-methyl-sodium i

(%)

8§/for the deter@na %ef r ﬁues 0 amldosﬁﬁfurm%
i}

ing metabokite metswfuron- &@rams uron &

mesosulfuron-methyl in/on flax and wh@at ma@ées by HPLOYS/MS) &
Report No: 00815/M001 NN S
Document No(s): | M-226888-01-1 v O OO YN~
Guidelines: Deviation not speciﬁegﬁ N S @

@
© REIS y\a
& O @ & & o s &
Material and Methods Q (Ei% é\a <

Stability of residues in sample ex ts wa@studiéd in wheat g in (0 g/@amd§ rng@%) in
wheat green material (0.05 mg/kg and 0% mg) a@l flag ralr& .01 @/k éd 0.1 Thg/kg). After

initial analysis, the analytlcak@»tlom wer stored@l’a reﬁ;era nd_reanalysed af 2 weeks.
Storage conditions were th@e)%me thogﬁsed @r analg¥ical s&u‘u@(m a\lf@frlge@tor at 4°C £ 3°C).

\%@§&@“%$©&

Findings 5, @@ O é& @
Stability tests shov@ll angzi}yte ser mﬁle 1@% or a east 2@0nth&nd in matrix solutions
for at least 2 WGC@» he@%frliega ed C§3°C P@ase r tbl@ 6.1-5.

&

Table CA 6.1- @ Stoyﬁe stahﬂ@ty of 1od0suﬁ§ron I@thylum@ F1 @008) in sample extracts

19 Samp!e N Nul&ﬁl%»r tificatipn | ‘O @ Re@?@ery Samole | RSD
Cro@ Materlal@@ o§ys Level SEERN .5[ %] numll))er )
. N [('$!kg] 7 . Individual Mean

Wheat Grayl 0oy | '~ 001" | 8 R 101 98 93 | 94 5 5.4
Gain S Q@ |7 0l K97 Q9 92 96 97 | 94 5 3.4
@GrainQ> | ¢4, P @1 Q793 W80 106 102 91 | 94 5 10.8
WV Grain? O 14 A9.10 9@ 87 92 92 95| 93 5 4.4
Wheat {Green Material | 00 0.059 88 92 92 92| 91 5 2.0
Green Materfal | <D MISEE %9 91 89 87 89 | 89 5 1.6
Green Ma@rial 14 ] H05.5 98 92 92 95 96 | 95 5 2.8
> [Green Material & 14 0| © 055 |90 95 92 92 92 | 92 5 1.9
Flax Grain 9 & |5, 0.7 94 92 91 88 81 | 89 5 5.7
< Graing « | @0 00 92 97 96 91 96 | 94 5 2.9
,@ Grain ° Q14 [  @.01 92 87 8 90 77 | 87 5 6.8
Gan Q@ 1& | Wo.10 88 91 88 88 93 | 90 5 2.6

@ @ v

<

&
Con @swn @ % %,
T@wes@@atlon @ow@hat iodosulfuron-methyl-sodium is stable in representative matrix solutions
for at two weeks_under refrigerated conditions.
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e During the development of the enforcement method 01360 (Report MR-13/007) for the
determination of iodosulfuron-methyl-sodium, and other sulfonylureas in samples from ©©
origin by HPLC-MS/MS, the stability in final plant extracts was checked for the teste mple@
materials over a period of 16 to 43 days (KCA 4.2/19 -, S.; ,C.; M 4?556@
01-1) and it has also been checked during the Independent Lab Va%atlon over $rlo(@ 3

to 13 days (KCA 4.2/20 - S.; M-470160- @1) The results are presenteg lov&@nd
the studies are detailed in the Analytical Methodgsection. @ @
e & § & o
o S Q o
Report: ~ :2013; M@SSM 01 & O .Y
Title: Analytical method 01360 fo determma‘rxn of ar@%sulf@n m@ulfu -met@
iodosulfuron-methyl-sodium, esosulfur(g@neth\:{?&and f@i@imsu@mn 1n%mple§@
from plant origin by HPI,ESMS/J#Q >
Report No: MR-13/007 %, O @ N
Document No: M-455564-01-1 = , O Y R S N
Guidelines: Regulation (EC) 1\@110%@09 df tthe E @peax@rh ment anid the Council §§21
October 2009 ¢ ern%ﬁsthe l cing. &%) o cts c@%fhe n@rket

0tecm)n pr
and repealing 1rect®°es 797@7/E and @414/
Guidance dgtument®n residue ana tl§neth0® SA 0/re&% 1,

European m@yon, ]@'yecto th Coqé.mer Pi«)tectlon
16/112000 % ' el N

US ERA emd% Ch‘@nstry Test Gu%elm © SP@860 (;@340 Re$ilue Analytical
Method &

(}E Gu1@ellne@§\lVMQ\NO (2007) 17,'::<A§g 13@07,&% applicable
GLP/GEP: yes ) PRS U@ _Q (é — S
3 2o @ %\ &\
Material and Me@ds § Q@ > ©

Stability of resi ple@}tracts was &%dle Bguga@oezgy, s@r beet leaf, lemon fruit,
oilseed rape cer@tra@O 1 nGy gk@e folle gble e recoveries comparing initial
day of anal@jls and@f’lalysﬁ?afte@tora of ti@%lal les a 4° °C under dark conditions over
the glve@erlods To c@ék tl@tabl after resh@&prep@ed m&m standards were prepared and
analyz&d“together s t@theag r@\ﬁovery @mpleg

Findings @ \ @’ © @
Iodosulfuron—me@%yl . le all m&ﬁlc the&@en conditions. In sugar beet, body and
leaf, a significant de@ease | Ff&obsegyed ifnlemon fruit and oil rape seed an increase was

observed g%hlch can be a@sul@ diffé 'R‘ t II’@I‘IX e@cts in fresh matrix standards compared to old
recover@mples .9
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Table CA 6.1- 6: Stability of lodosulfuron-methyl in Plant Extracts, Quantifier Mass Transition

Fortification @ @
Sample o
. Level Recovery Rates [%] ~NMearfjy
Material (mg/ke] S)
g/kg A 9] &
ot Day 0 (initial analysis) | 108 106 1085 112 103 |-
t
ugbzt)r dyee ’ 0.1 43 days reanalysis 72 75 ] 74 © 72 @® 9
deviation day 0/43 days |<.§\@'3 29.2 @% 302 33.9% 29\4 3@%@
ot Day 0 (initial analysis) 07 180 104 1@ B | S
t
vt 0.1 43 days reanalysis @] 67 %7 68 O&8 66, P o

@
deviation day 0/43 o 30.9 ﬁ.o @7((;@ 34.6Q 33.& 333 3@?,,\4
Day 0 (initial apalysis) 1 16\\@' li% 1% @7 .17 §
Lemon, fruit 0.1 16 days reafalysis @ | 38 83 @% o132, 124

o D)
deviation dap/16 d&ps | Qo. 3 Q1. % 9600 128 ca®o|
Day 0 (@331 gnalysis) Q Qb) Aol 98

Oilseed Rape 0.1 38 days regfialysis 5 | 49 %36 é}m L1455 1469

deyfation df90/38 days  [355.25 388 444) 435 490 | 62

&O (iffitial a@sis @\@ 1@; 1@9 %@) @‘%2 \1 04

Cereals Straw 0.1 @ 30°days rg@alysis @ &16 (23%3 134 107 S 110

desiation 4§ 0/308hys 27 S 378 % 49 58 | 78

o

7 @ & NEEEOEE
A
& ©§@@ ©©K ~ S

Q 5N _ N
The results suggest samf@es ld @ﬁnal3§d as@on @possib@ after‘preparation, because not
1\ al p°1cg;n xt‘ﬁaacts le 1S r?@sulgﬁsmg é‘hen @idering the hydrolytical
N
& @ ) K &° & §

(?

all analytes are s
data of sulfong&?ea

Q§ % SRS @
Report:. 2 ,@’13,M—4%16(@)1 >
Title: &@ alidation of thod 0 for the determination of residues of

%l Iodosidfuron-methyl-sodium, Mesosulfuron-

midgs fuggn, Me@urm&me
methyl and@oramsu ropﬁiﬂ sa s fromplant origin by HPLC-MS/MS
S

Report No: > | 2003/0060001 =

Document No(s): [ <M-4704%0- 01@)U NS

Guidelines~Q Q\Re @’?tlon GEC) N«gﬁﬂﬁ%ﬁ@ @he European Parliament and the Council of 21

ng of plant protection products on the market

@7 %d re '@X ing @ nc§n’ect%s 79/117/EEC and 91/414/EEC
‘~nGuidance dgpcumen analytical methods, SANCQO/825/00/rev. 8.1,

%, $ Eu ean @ ml@on,%gectorate General Health and Consumer Protection
N /20 LS
@° & esid@ Che@mstry Test Guideline OCSPP 860.1340: Residue Analytical
&A g
f@ Glll&&llne,\@NV/JM/MONO (2007) 17, Aug 13, 2007

GLP:&({(\y/;@%w

@
g th ol evelo@len@ the Independent Lab Validation, the stability was tested after storage of the

ﬁnal s ol es in the dark at a temperature between 2 — 8°C over three to thirteen days. The following
table shows the measurements comparing initial day of analysis and analysis after storage of the final
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samples over the given periods. Calibration was conducted with freshly prepared matrix standards a

initial analysis and for analysis after storage. @©
S @
Findings @b " O
@ S8
Table CA 6.1- 7: Stability of iodosulfuron-methyl in Plant Extracts, QuantiﬁﬂXMass Transifion § %
. . B X
Fortification @, AN %, [Mean <
Sampl'e Level Date of analysis centratiog/ml] @@ evis@%n &
Material 4 Q N ro D
[mg/kg] o < A Qll*
Suoar boct 2013-08-28 Ol1070 Pose Jv0708 |13 7
% ), @ Y%
bgdg;r b o 2013-09-10 9" [1090 &> |00 . [1180° 7
< SA
N K g S °
Suoar bect 2013-08-29 S Te%0 <J9360 9300 &) <
o @)
pugaroeet o 2013-09-09- ° S 10500, [901  ©fo2 <&
°, @
IRNCENEROES y & O

201399060 - [983  ©Olo4d>  Pro.ad” a7

Lemon, fruit [0.1 20000909 o 1532 (500 O [ss o

RS A S AR

<

2013-09-02 ;> 070 < 1080 ¢10.90 -66

&

Oilseed Rape 0.1 . 2013-0949 §@ 378 . 1356 «© |32
b

S o & @ O « &

@Q @013909-06, < [876 O@ 8.98 < [8.92 3

Cereals Straw 015 & |2013-09:09 $8.69¢,7 1876 & |8.38
L D QB& \;& %f% S h @§§ ~
* Mearfdeviation [% ] Betweel initral analgsis a ays @} reanglysis
ation %] e lg @r@éy ndly

S @

&

9
o %
Concfl_@ g}y S @7 N S
Significant deviatietwge%ini&iﬁal anté@fanalg@ls were ob§gved especially for the matrices lemon

fruit and oilseed r@. The%fo@e agrf@l%ysm Q@he s&)le%has to be conducted within 1 day.
9
@ @Q @@ o @Q @§
CA 6.2 -Me?@)olisﬁ@, diut' Oﬁan ression ofresidues
siandgorsion ot

CA6.2. éPlants & § @'j? R
¥ S ® & &
S S

@
Orisi %nal Annex II d3ssierS N Q §
In the original @mex II é%ssig@the lighavigy and metabolism of iodosulfuron-methyl-sodium was

investigated j er@%n@cau@d%u%ron—methyl—sodium was not intended for use in other
crops. ¢ OO
In these tab@n studies i@sulfuron-methyl-sodium was radiolabelled with *C in the 2-'*C-
triaziriyd pos@ 3@1 th@—"‘C—phenyl position.
N @ P o
¢ g TS

&
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Table CA 6.2-1: Summary of available metabolism studies in plants

Group | Crop | Label Application and sampling details Refere@é 4 S
position | Method F | Rate (kg | No | Sampling (DAT) N %
or G (a) as/ha) > @
Cereals | Wheat | 2-'*C- Foliar, F 20 g/ha + |1 | Forage:3, @22 M&1827’@w
triazinyl safener (b) Hay: 35 @(
Matur . 362 1
€ Harvygst: 77 %y @
U-“C- | Foliar, G |20 gha % |1 [ Fosge:0,20,23¢28 1487 S
phenyl safene@b) : v ﬁc& P
Qarvest: 87 < ¢ | 6. 2 @02) K

- T T PRpY(f . . 4 \©)
o o st e s O o7 gy 28
o IR A
The metabolism of 1odosulfuron-methyl-sc%1um 1heaé@a @tlga@i at the exa@erai@
20 g as/ha. In order to avoid phytotoxiciw e ola&ﬁied agtjve sybsfanc 1th@£ﬁU—phen
label or 2-"*C-triazinyl-label) was app bl%@on with the &ene&ﬁefe T- dl@yl T&tal
radioactive residues at harvest were OW, 0 mg/Kg in ‘?@W an @h gra1 he psincipal
extractable residue in straw was th® parent compound dos @m- yl- &dlu b %st series
(phenyl- and triazinyl-labelled)@ haragterisation of Ver 7 c @dues@ gr@ndu@ted that the
individual concentrations ofith arer} co@)uniand its %eta‘t@@tes af® con%derably@elow

0.01 mg/kg under field condition 9
g/ g \@9 @ @ § @ @@% § § §
It was concluded tha subﬁttedﬁ«\s?udie g©1ve @@iﬂg@&lnfor@atlo ) progme a definition of the
residue, in plant m@rlals&as sur@f 10d@sulfur§—n@l an@its salts ex%essed as iodosulfuron-
methyl. @ \ &\ ~ \\ @ @ <&
@ @6 O & K@j Y\ﬁ& & § ~
> Q\@ NS y\?@

& oy
Studies siptbmitted and @%lua@”for h@’ 1rst i%lusm of sulﬁu@gn—methyl-sodium on Annex I:
A L@ O o O 0 | O

Report: WO
Title: Ny

:1998;M-182772-01

|\%tabo}§m t (Tyit&um acstiv Lu*@}lﬁcr treatment at a nominal rate of  x 20 g
ha 1¢121};@l4( F1 1@@()8 N

Report No: O 001997 -~ O

Document No* MIS277201-1

Guidel@ %BA l\@“z é&? 914@4/EEC work. doc. 1607/V1/97, rev. 1 ; USEPA

EPAQSubdluslon 1%4 (a);Deviation not specified

GLP/GEP: Py
\\7

Report: O ;1998;M-148037-01

Title: N A Metaism TWhe: *"\ iticum dLStl\ um) after single treatment at a nominal rate of 20

@ \ g K

Report Nds, (&\’ \)‘J

Docunes? No: D™ | M-148@37-01-1

Guid@lines: @V BBA: Part 1V, 3-2; EU (=EEC): Working doc. 1607/V1/97 rev 1; USEPA (=EPA):
\\& @@’| Suldiv. O, § 171-4;Deviation not specified

éﬁp/m@? Vo>

&
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"AIR3" process .
The data from the original submission are regarded as being sufficient. As no new uses have bee &

developed subsequent to the first submission, and as cereals — the AIR3 "safe use" — has alread&een (3

tested, no new studies are presented for the Annex I Renewal. § & @@
& g
CA 6.2.2 — Poultry > O 9 <
Original Annex Il dossier ) %, © ©© C&©
No animal metabolism data was required at the tlm%@f the orlgm@U %)Q sier &@misiion. Q) &@
o R O
@ o @
"AIR3" process/ New studies submitted t &" Q@j %\ %@’ @6\ o\% §
Justification for including this report in thz& "A[Rd%‘bssz 9 Q@ & & é @% @& :
Dietary burden calculation > &% Q

Iodosulfuron-methyl-sodium is authorl@gl omg\‘eals@ﬁnch fnight by fed@pou . Thesmedigrand
maximum dietary burdens were ther@e @%ulate@xsfor d@ren@og@%“éf ivéstock #&ing t%e OECD

model. @ L
@Q &@ @@”) @6 @§ @@ ©© ®©© N ~
Table CA 6.2.2- 1: Input valugsor the\heta@gburden caleufation @~ ¢, @)
Commodity @ Dlet&r bu@n NN "\@ ©
S @tv lué ©§§ C |§1 ent©@ N $ §
L /ke) PO O S

Risk assessment&éidu&deﬁn@m §@n of io @ror@ eth&l @
and its salts, e essed-as 1@sulfuron Q%thyl

Cereals fora@@ @@@ @05 O ﬁ< @ghes@@md@
Cereals stfaw - O.Qéf@ (/@% %ighe@y resighpe é&%
Cereaﬂ&%ain . @@ ] @1 < IS Ql\@ian tesidue ©
Corn field, forag\%@\ 0.055 \Q ?ighéresidﬁ
T T e
Wheat miﬁ@gby-

) D N L : .
products\ 0. @ %’Q O @@ed@remdue
@Q’ \@@ Q - @ N

Table CA 6.2.2- 2: Résults Qﬁthe digfary bayden m@ulatmn according to OECD model

V7aY

Corn grain

N @ @}emdu@eve@i total feed dry Residue intake
@° < mattér (mgikg) (mg/kg bw/day)
Poultry broilegts A £9] 0.026 0.002
Poultry — lager 7 1.0.046 &7 0.003
Poultry @ﬁlrkey,?@ @ ND.025 0.002
N

T%eﬁ;&alcula@% dle@ b&&ns for different groups of poultry do not exceed the trigger value of 0.004
mgikg b

Therefore, no poultry metabolism studies are required.
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However, a poultry metabolism study was nevertheless conducted to satisfy formal requirements in the
course of an anticipated registration of the active substance iodosulfuron-methyl-sodium in the U@. ©©

N g
. . > &
A short summary of this study is given here for completeness: S & @Q
Report: ;f@@9;M-1922§%—01 N
Title: Poultry - Metabolism, distribution and nature of the residue "~\; eggs and §d@e tis@s 2
Code: (14C)-AE F115008 » Y S &
Report No: C005548 X @ G D @ &@
Document No(s): | M-192269-01-1 < o MERNENES
Guidelines: EU (=EEC): 96/68 6.2; USEPA (=EPA): OPPTS.860.1300;Deviddion not $pecified
GLP/GEP: yes i~ 9 o S &
Q (%] N\ 9 %)
Y o N D L S
Material and Methods é& @@)) N g\f @J& IS S >
Five laying hens were orally dosed with [phenyl-Uk-"*C F1)5008 ata mear@ailgose A4Tang
Z

per bird per day for fourteen consecutivz@a s. The d&&was @uivale&st t(g a@oxi@ately PPIaNK
the diet. Excreta and cage washings wewg collected déiby an{ﬁeggs were clfecte Svice daily. gD
were divided into yolks and whites. @Q ectopsy, lier, a@@min@i}%@nd @cut ous fa¥) ski@y skeletal
muscle, undeveloped eggs and ga@—intes inal tract were re@ed @detmat@?of 1{%@
distribution and magnitude of [@F]AOE@ 150Q8. T sidf 1@Q]AE@ 15@ an%ts metabolites
were determined in the edib@sues.\ Q> S @ o )

&o
s & & & ® Q 2

9
Findings ~ QN @ § @ ©©% > $ @%
In egg yolks and Whi@ residire le@% of AE©F1 @)8 ?z};ﬁd its I@abo&es Wéﬁ@%etectable within 24
hours after the initj ose@dmin@atio@@vith %idvels@l egg yolks reaching a concentration of
0.022 + 0.009 n@g at\c@y I(Q)W dosiﬁ%. T&&esid&@ eve@% e @/hite@ere lower than those seen
in egg yolks, @h a plateau of 0.01@ 0.%@’mg/kg seeby d%§ of do%\fng. In undeveloped eggs, the
mean concentration@t [“CJAE 14,15008-derived resi@ﬁs was0.019: 0.006 mg/kg. The
concentragion of AE F%%OOS@@ its abolifes igsthe e tis&@é of the hen were low, with the
highes&oncentratign@éemi&%e liver at 0829 :t\@)24 rﬁ%/kgeg@sidues in skin were 0.014 = 0.007
mg/kg. The residu \els*ﬁa ske %l muscle a@snbc@ﬁmeou%fat were 0.005 £ 0.002 mg/kg and
0.005 + 0.001 m&kg r@ﬁcti . T]@%resiod\ﬁe in abdomigaPtat was 0.003 £ <0.001 mg/kg.
Following aistr@@)n ofithe ﬁQg)&iose\ SF[“CIRE F11008, elimination of the dosed radioactivity
was rapid, with 90.04 + 4&% @ﬂg r&@vere&;@@vithi@@4 hours. The mean recovery of the
adminis % dose in exgreta cagéiwash over\%M days was 91.96 + 10.95%.

Isolation’and identitiz@tion/%haramisati@a of Lh%@esidues in the tissues and excreta was completed as
summarised: S Q
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Table CA 6.2.2- 3: Residues of iodosulfuron-methyl-sodium in eggs, tissues, and excreta of laying hens
dosed 14 days with 10 ppm [phenyl-U-14C]AE F115008 in the diet

Tissue residue o &
Egg Egg > S—1°
Yolks* | Whites** Liver %Q Skin &@i}cretﬁa\@
Total Residue Level (ppm) 0.021 0.016 0.029 0.014 A
% extracted 61.73 77.70 73900 | 4892 O 9&96 o 2
Total % identified 19.92 $0.16 0 3@ 8152 @
% Identified as AE F115008 10.89 18.26 81 sl N 63, S
o > 9
% Identified as AE F145741 154 o 13.14 5.48 Sr40 Q8B
@ < O J
% Identified as AE F114368 407 | 304 R S nd&, Ds7
i 9 &

% Identified as AE C627337 040 755 | Fs2 PR 1187
% Identified as AE F143133 ©Q.53 6" 08F | ndxn, @§d 054
% Identified as AE F168532 9797 G @ 1 ¥ nde 2,
% Identified as AEF161778 1) nd® | Baes3Y| 096 ¢ ol | niw

% Characterised as unknown metabolite;& .76 o 19@%7 A& Y.37\U @32 Z@

% Characterised as polar material Q % 0.51 L5 {;@35 L~ 0 é?ﬁ @ 3,4%}@ &
%Non-extracted & ° @ 4389 | %2230 | P04 P 5188 | D 1.05
% Below limits of analysis X ¢ | 3511 O 023 [ 089807 059 8.37

g
nd = not detected © °C 9] S TS
* refers to analysis of eggs from d <(’1?2 > Q> v S @)Q &

** refers to analysis of eggs from day 4 é& §) @ (g 2

. N “ SR A
As in other species te@&eﬂd (rat@g, coy), u ang@par@e@subs@nce re&esgn§ the dominant
residue in tissues a cret@’Me@oliSI@)f A@;§ in thShen &curs @ O-demethylation to
AE F145741 and 1y hydgxylatidito AT F168532, AB F145741 isdehalogenated to AE F161778,
Both AE F14§@ andAE F1(§8532@se trlazim?lb grou%po y dugto amidase activity to form
AE F143628 (he lafter th&r@oses e fOI%I@aslarnoid@%rou@b gain;possibly due to amidases, to form
AE F1 1403\@, which is i&turn %@i?@ AE @“43g@’0g§11 th\@fetabolic profile is similar to that
seen inghp rat. Please refer toaiigure A 6.2.2-1.

e @\& é@ N O I
S IS OIS
S @
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o
Joady &

-N_N__N__O N

| oo YOO o @® S
0 N__N @‘J@ LR
AE F115008 \r Q N
main compound identified Q § &)
S

o) /
O/
NH H N (0]
| O"SCO LI/ \Nlr \\r ~

N

T
AE F168532 o
(egg yolk, liver and
excreta)

N s
D
Figure £X°6.2.2- 1: Metbolic@athway of
Q O\
O ¢ &
T &8 S
@ @ @7 o % @ @
Conclusion @, © > O o v
AE F115008oes ngf ac@ulat&i eg@or ecﬁ§le tissyes of the laying hen; the plateau residue level

is low.vg@netabolite %attern @erv@ﬁs i&%od ag;@gement with that of other species tested (rat, dog

and cowy. However@e m%o%o&ion of A Fl@OS is excreted as the unchanged parent substance.
&S S I S

o
—
k.
n
[—3
i
=
F
=
<
@)

CA 6.2.3 - Lactating rumingnts S
§ Q" %,
S @
Original Aniex IEdossietd §9 Q
No ani@me@olism data %@ required at the time of the original EU dossier submission.
@’ @@ @ o v
S

&
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"AIR3" process/ New studies submitted

Justification for including this report in this "AIR" dossier N
Dietary burden calculation @ @Q
Iodosulfuron-methyl-sodium is authorised on cereals which might be fed to lstock The ndedian @%

maximum dietary burdens were therefore calculated for different groups oglvestock u51§the @C

model. R N \ %
& 9 &S Lo L@
Q o o &
Table CA 6.2.3- 1: Input values for the dietary burden calculation @ 3, Q § Q&©
Commodity Dgfary burder@ &' &Q < @) &@
Input valf® g§om1§gﬁt é\© Qs@ @@
(mg/ke) ) % N Y
Risk assessment residue definition: sum of loulf@ m@yl a@ lts é @% &
salts, expressed as 10d0sulfur0n-methv§@ % @ - §@
Cereals forage ®@ 0.&& %@ QHIghC@I‘CSIdQ% é’ Q

Cereals straw

o
§ @5 \& %, Hi%@st @ue $ § 9
o N 9 O‘OJVN@ C> @@dlag%md@@ CQ

Cereals grain

3 \)
Corn field, forage S 005 CHERN Hig@\ét regiglue é
. 3 oy . NG
Corn grain © O @A&OI @ A Medlan@ﬂd@ %@
Wheat, milled by-products @ & O.§ 6@ @ﬁ\/[ed&an residiie @
s N SR
Table CA 6.2.3-2: ultsféi the d@ryﬁbﬁden calcula@m acyﬁ’dln to OE@D model
@ s1due l&%l in total fee@f/ry S$°  Residue intake
Q A® A @ nfditter (m /kg)x ' (mk/kg bw/day)
Cattle—beef ¥ @y =, T @ 0.003
Cattle — dafy 2 S 103 “U @ @ 0.004
Sheep s@ams/ewes O > & .28 T A 0.004
Sheep ~Yambs g Y Q° 0,129 . 0.005
Swine — breeding Q> & [ & .Y 6089 N 0.002
Swine — finishing)” RS OIS 0.002

Y O o o @

The calculatéd dleta@ b @n is Qe\fow t th%ﬂgge@/alue of 0.004 mg/kg bw/day for cattle and
swine an %r sheep lambs shg@r ab e at, 0905 %g bw/day. Therefore, a livestock metabolism
study is@equired and: @@sent@below @ ©\

A daixy cow metabglism @y W@’con @@te satisfy formal requirements in the course of an
antlc\i’pated reglstratlon c@’lodo@fur% et&@-sodlum in the USA. A short summary of this study is

given here for&cvmp %@n%ﬁ § N

@
@@&@
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Report: I I 1 099:\1-192483-01
Title: Ruminant - Metabolism, distribution and nature of residues in milk and edible tissues@
(14C) AE F115008 Code: AE F115008 §
Report No: C005678 N O
Document No(s): | M-192483-01-1 L NS
Guidelines: EU: Council Directive 91/414/EEC & S ‘N
Amended EU Commission Directive 96/68/EC % O § 5
USEPA: Residue Chemistry Test Guidelipgs OPPTS 860,300 SRS
Nature of the Residue - Plant, Livestock § @ @\2}” D @
GLP/GEP: yes AR L9 &5 & o
@ Q& o N O &
Material and Methods @ @@f @ & o @}
A dairy cow was orally dosed with [phenyl—UL—AE F1 15@ wiiiixa single me@dai}y@ose vi@
220.85 £ 0.49 mg (equivalent to 0.29 mg/k weight seven consecutive §ays. The dose
g (eq g/kg bidy @%ﬂé@r é{?l y& xe

administered was equivalent to 14.23 ppm_in the d@ @ Q & Q @ @& :
Urine and faeces were collected daily al&aﬁmllx;%s c%%cted@xice Q%iy Q@lecm@sy (168 ho fter
initial dose and approximately 22 housafter final do§¢) liver: kidneys, heart, | 5, fatdeénal, Gmental
and subcutaneous), muscle (psoas, {@1 anindqg%ter)%ﬁme&@id asaﬁd, tro-fgtestinal
contents and bile were sampled affd qua@iﬁed@enti@atifﬁ the @tab@% resgdues %@W\s?carried
out in milk and edible tissues el{’ﬁwer, kiliney comentd®fat ad renal Ft. R gsiduedevels in
omental fat were less than 0361 mggquiva@ts/k& hower, ang) ysis&@ Be@rmed as means of
method development for i@mlysis@f rer@fat§ mg{aboliggoﬁlg\g uri@\vas@aé% determined.

o 8 @ o & ¥ .0« V.9
Findings v g § e O é% &\
In milk, residue le@% w dege§1e£§7 hours po@dmi%@trati&n of thginitial dose, but remained
at low concentr n%%oughdu\t theg, study &Ehin&% maximum ce@ion 0f 0.017 mg
equivalents 115Q08/k 103 @)ursﬁgost-a@ﬂnis ion e i@ial dose (on day 4). Tissue
residues 9f@§\E F11 (.)8?<m 0{4\}19@ met@ohte@ppm)@late@ 2.2 hs after the ﬁnal.dose (day 7)
were g@lly low. Highest 1%&§idue @ls were fodid in the kld&y at 0.100 mg equivalents/kg,
followed by the lungs at 0.64 mg\ﬁequiv@?s/?légf?iver }%.O&mg equivalents/kg) and renal fat
(0.022 mg equivalgyits/kg) sho@ thg&}ext higlest réi uegvels, followed by heart and subcutaneous
fat at 0.008 mg e%)uiva@l s/k% esig% levél%’in ofttental §at and muscle (loin, hindquarter and psoas)
were lowest .OO"@@.OO@%.OONnd N@Af equiglents/kg respectively.
F ollowing%le first dose 0@[‘4 F]@Oﬁ,%%%‘)@of the dose was recovered in urine and 9.07% in
faeces v@in the ﬁrsot\t@enty@ur hotts. T@oveﬁiﬁgmean daily recovery in urine was 70.98 = 9.33%,
and 2&.82 + 9.30%:@36%% givi@a to@“mea& aily recovery in excreta of 91.79%. The main
residue seen in the extragg of t@ues w unchignged AE F115008. The isolation and identification of

the residues in fBe tissues is »?J a@llows:
& E) AN
&~
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Table CA 6.2.3-3: Residues of iodosulfuron-methyl-sodium in tissues and milk of a dairy cow dosed
7 days with 14.23 ppm [phenyl-U-"“CJAE F115008 in the diet @o S
Tissue residue R §
Kidney Liver ng:tal @@n;?;tal &%ﬂ(’k’@@
Total Residue Level (ppm) 0.100 0.061 0.022\ <0.009 & 0;@ &
% extracted 9831 | 69.63 7333 T [ 7548 | 9764 &Y
Total % identified / characterised 80.70 %5.67 4@&6.37 5@ © 64.%@ &@
% Identified as AE F115008 ** 2CA6.45¢ 23.88 Q9.83 4894 ©§ 15 O
% Identified as AE F145740 sa1 Y - e O L] 4
% Identified as AE F075736 910" | @ R g - @
% Identified as AE F145741 ST _@@; %\1.7%% o 9 v §
% Identified as AE F168532 QP96 @ s q “Qy @%.55§ %-
%% Idenificd as AEFI6IT78 |\ 23] ot &l 1B 4 O & &
% Identified as AE F114368 &‘& {% Trags, o o w §
% Identified as AE F143133 @~ |  *~0.22 @ |\ Q -W\\h\ @@ - &
% Characterised as polar material@Q 2,097 | O >f @ @5/ }r\@ "
% Characterised as unknown metak%kites T 273s L\’ 9.98% m@.OZ @j 2498 X K, 47.48
% Below levels requiring funhemnﬁy%\s@ @i@.ﬂ {\j 1%7”% @& 12.06° @6.93 0.64
- = not detected ANTERN @ KRN @} & o
: maximym value N %1 < @ KU U9
for some extracts as reconftl@jed min{iom \%Qe (su hyzol ic artifacts 1?1&@ sam] cleat&@

S {Q°
Unchanged parent sug@ncee fieed thdomi @t re&@ue i 'ssueg Z\\rgld e%@a. Metabolism of
AE F115008 in the &airy cow shows 0— ethylation O°AE @14574 Qind hf"droxylation to AE
F168532. AE F145741 i@eha ogenatédto AE F16o§7©8. gﬂa AF@%MSand AE F168532 lose the
triazinyl gro @gj fo@E 62 33§whic®s th@{lﬁ&furt metabplisedto AE F114368 and eventually
cyclised to AE'F143333. @&eral%he m%tg%oli%@oﬁl%@ simifa¥ to @% seen in the rat. Please refer to

Figure CA€23-1. =, @
A O@Q\QQ &@@y@@ Q@\@
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0 0 .
CLs L &8
~NH_N__N_O_ ~g-NH_ NN o\6 S @&
| O"SOO ~n/ \f 0" \f \r @ @ @
0 N N 0] NN > A Y . N
h h ISENS
AE F145740 AE F075736 < Q o &
(kidney jdney and ome{ﬁal fat) NN é\”
renal fat and milk) \ / v @ @?}g Q\ @ &@
@ o
G S A
2 N Q NP
0”7 e’ N @@ R . © © @§
Ty R N @ 6\ RS
. S TN NG RN
o ‘o Q’ll R S QX Ry
0 " NN © AR o
AE F115008 S . @% T |

main compound @’ltifi >
@ ©,

° N\E 2o S
AE F168532 H :(& @© § AEF145741 (k.d?@ re@fat omental fat)
: N AN ’ ’
(kidney and \i\% S S) g O ~ \@

omental fat) v 5 6— Ci%
% S /0
S QO IN o .9 o & o
©© b\ @H ﬁ'“'\ > §@ NH _N_ _N_ _OH
S @’@ "\a© © &‘ooo ZQ@ @) @ os“’oﬂ/\ﬁ\
.9 &@FM | AEGR27337 @ @;\’ o NN
S & QO & <o s, AEF161778 \r
&@ @ . @ @Q ) ®) v, Q (kidney, renal fat, liver)
SO s oy
N) BN @ Q >
Tofes s 8
& & $ O \ o ® 0
N e adoe:
© Q®| < NHZQ\% | "So
T Qs &l
o e § . AE f143688 AE F143133
@dney,{ ) (kidney)

Condusiong,”” &7 .

Aé@"gﬁ 5@@ does not a§1mulate in milk or edible tissues of the dairy cow, the plateau residue level
is low@e metabolite pattern observed is in good agreement with that of other species tested (rat, dog,
hen). However, the major portion of AE F115008 is excreted as the unchanged parent substance.
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CA 6.2.4 — Pigs .
A pig metabolism study was not conducted, since metabolism followed comparable pathways in ﬁ QS
g

other tested species (rat, dog, hen and cow). > @Q\
& N
D
CA 6.2.5— Fish AN S & R
) ° .
Since no residues above 0.01 mg/kg were found in corn %n and no a@umulation is@;@be %?ecte %)
tissues (log Pow < 3), the fish metabolism study is not required. ©Q %@ § é\a &
@ & o0 R S &

. L o & & N

CA 6.3 - Magnitude of residue trials in plant N @ \© «:05@ @@

. NN
Iodosulfuron-methyl-sodium (AE F115008) i$a her dal &&Eve s@bstan&, n 1@, théseriginab
Annex II dossier was submitted to Germar% n f‘@;" oss use@@l cerdals wel®: supgarte(@h %
residue trial data. T URIIEN \\ N § . §@
Some new studies have since been con ted%\lfth io@»sulﬁﬁwn—m@yl—giﬁium— tai S
formulations for use in European ce@s, which Qis@%é "r?i&\sen@ve 1§9’ cr upp@ed il@)the AIR3
process. @ C S @b (RN Y

o 2 & § 9O 9 &
NS @ SEECENN
S @)
CA 6.3.1 - Cereals % S e .2
D
© S & o T Q& <2
~ TS S S o
- . S @ R

Original Annex Il dossier & © o . @) ' . S)
Todosulfuron-methylssddiun{Gs a @bici@from@ substince ¢Hiss @Jlfom@ureas developed for the
use in cereals. Li the@ulfon@ea ﬁct&sys‘[em@ ly nhil&ition ofzacetohydroxy acid
synthase (AHA éﬂ» Io ulfur&l—me&hyl—so m WQ}inclu@d i nex['to Directive 91/414/EEC by
Commission @rect$20@4/EC@f 25§S>epteng§ér 2@. S @
Applicatioigakes place Qonee pg&{@aso&%n sp@ or a@’uml@The r@due trials were made in spring in
order t@ler the sho@t pr%@arve&tervgl (PI@ Th@i@itica@GAP for iodosulfuron-methyl-
sodium consists of tregtment @cere@n s&ﬁng a@g max@um rate of 10 g a.i./ha and at growth

stages up to BBC@@I@ 2 (end of ¢ ring@qode Tt lease? cn@bove node 1). To increase its selectivity,

the Pr(?duct CO@t&llﬂ? s fe n}e@p.ylrhyl@axim rate of 30 g/L). The safener halls no
herbicidal ac€ivity; i€dec @55 t{%senm ity ofthe tr&ted crop to the two sulfonylurea active
substances%llowing effictent v@d cl without {g@totoxicity to the treated crop.
SINFO
T A @ o
v o @ &©
N N
G &S 9
@ < Q" & ©@
S
<&
{x’ O @ RS
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Table CA 6.3.1-1: Use patterns (GAPs) for the spray application of the formulation Hussar WG
in/on cereals in Europe (northern and southern residue regions), as described in the 1999 dg@er

Crop Member F/G Formulation Pests or | Growth |[Number| Water | Application® PH&@g
state or orl group of | stage (L/l@ (g as/ha) D
country Conc. of as pests Q &@ @
controlled o3 o @
<% @ @ &
Winter Europe F WG Grass | BBCH | 1 pert]200-400 Q Og 7cove by
North/South weed (913-32 1o@sul
heat th 1
wheat 50 g/kg iodosulfuron- speciesv spring seaQ O@met @ @ rr,na
ye, methyl-sodium and djcot Q & sodiun etatl®
triticale, Wé 8 ® Q D" peritd
summer + 150 g/kg mefenpyr- (-‘ES ies 2 @)Q S +Q2.5-30 g© be& en
wheat, diehyl | L @7 R ectenpgy | @i
spring % @o Q@' %\ @ E) d}}egﬁ%yl application
barley, Q @ v F ¢§ and harvest
d v O &S S S .
. SRS s |9 &le
wheat v > a o 3% ©

Outdoor or field use (F), glasshouse application (G) or § > or applicition (1§ & N R

©® (Eip%& é\a Q\ @@ é\? 2 & O
A total of 20 residue trials have begg condfitted imthe vEgetati perlﬁ of @ § 99%@he
product was applied to winter whe (Tﬁmcustlv@ and@gltlcl&r@dur@) SLéPner bﬁley

@ ‘& o

(Hordeum vulgare) and wintegyrye (SQC&IC reale) Gdice p@g sea at the 1.5- préosed rate (15 g
iodosulfuron-methyl- sodlun%a) dnd s}§st pr@hawe@mtew&l (P@ The@@lal l%atlons were
spread over main growmg%rea of the Nagltern @ne al@JEU %uther?@on@order to cover
different soil and climatic condi ons@)lffel@lt grng r\e@onscﬁwere overed\@}ermany, northern

and southern Franc mted@m am, Ital§pand in. 11 trials onéPlot ¢k untreated for control
;@ g«; @ s Tpall trials onep

and two plots werg) reat Q o @\ @@

In the 1995 tr1@wo @ferenﬁankmlxtur%wereﬁpp @ v
e two fo@lat@s contammg%o % @@/w) 10d0@ uror@nethyl sodium and 15 % (w/w)

og@e safener na@gfe ach @ @’
@V G formul@on c<§mn 0 % gw/w@glod&ﬁlfur@ methyl-sodium and an EC
forrnulauo@lth ag%nte@of 10@% (w/@§ of the safendr
Application ratesgﬁere J% g 10@qu (@- -m@g@jl sodlum/&ﬁnd 45 or 47.7 g mefenpyr/ha once per

growing seasog, O o @
In 1996 trialSSvere r%‘h u@ co f@mul@)ns

. @G forrnula%)n of 53% io &%) methng sodium and 15 % of the safener mefenpyr,

. EG fom@tlon of > %%)dosu@ on- i@hyl sodium and 15 % of the safener.
Ap@%’aﬂon rates were l@od&@fur(@me@?’ﬁsodluwha and 45 g mefenpyr/ha once per growing
season. In each@bal spray VO]%@G wag,200 <300 1/ha of water.

The apphc:@s for@ﬂﬁ’ed p&@s wergarrled out at growth stage BBCH 39 (flag leaf stage) in

nearly all ¢ ift the @xception of 33 trlals
. in 1895 (2 {tfals: /WG), one application carried out at growth stage BBCH 51

R ng cading)
@ Ud Ki@dm@@% (2 trials: EG/'WGQG), at growth stage BBCH 53 (30 % of inflorescence
erged)
taly 1996 (2 trials: EG/WGQ), at growth stage BBCH 41 (flag leaf sheath extending, early
boot).
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Each trial was performed on winter wheat.

Residues of iodosulfuron-methyl-sedism and its salts in shoot at the day of appli atlon (DAT (%\
1 (DAT 10,%8),
0 in grain @O 40,01

N

ranged between 0.10 and 8-56 0.48 mg/kg. At the time of a second shoot sampd

residues had already fallen below the limit of quantification of 0.05 mg/kg. A

@@

@’

mg/kg) and straw (LOQ <0.05 mg/kg) taken at harvest time at DAT 51 3&%10 remdues @uld 1@ %@
determined. This residue pattern clearly allows an MRLQ@posal of 0. @\mg/kg Whlg;wrep @ents t
validated LOQ for wheat grain. @ @
& ?”\g
Q O T s
Studies submitted and evaluated for the first zncb@ of zodosylfuron-@%@thvl @dmn&n Auﬂex L @}
\ N w L
Report: %9 “Z@W 140@? 0~ & &
Title: AE F115008 00 WG20 AT03 bk g@@mq Y g/kg" ™ tanj&mix wightwo o °
different formutatlon thg g enegy) ¥ E F]()’/@@Z 00 WG )1 ar@
AE F107892 00 E@% Al @%) Ruﬁﬁgm tnal n whgat'to AL min¥gesidue declinQpf
AE F115008 an @92 @Wm&j“apph@non @ro@ni@%orth]
zone) X @ < g O L .
Report No: A56709 & @’ S RS SHEERER N
Document No: M-140498-0%1 & Z) S & 2 0O O
Guidelines: Deviatighot speeified © g Y O MEEEEEN
GLP/GEP: yes  w_ S A ©
> o © © &9
Report: 11998M-14¢497-01 " NS
Title: AE F1 8 05V G20@103 (Wet@ole dnule 200 s,/kg% tank mix with two
%ﬁﬁel(g@’ml ationg,of the @ener \F F1 0@92 ( l—lo&@ﬁ 00 WG15 A101 and
@ F10789300 E A102¥Res) tlla@m whcatt ctermine residue decline of
N § 11 5°(‘>(>l8 andWE Fl‘@@X‘)Z fx wm app@ tionsdgtropean Union (southern
& ne) N § Y
Report No: & A567® © K (@%)\’ S @
Document @Lo 9 M-140497@®) -1 N X X
Guideliries: Poviatightnot sf@effied > &2 v
GLP/GFP: HCEES) s O 0w Q
Q> &> > &
Report: N 998:M-143213-02; Amended: 1999-06-11
Title: 2 ) 008 an@AE Fl 7892EG (emdiisifiable granule) and WG (water dispersible
@ [ 50 409150 g@ﬂ Cod® AE 5008 02 EG20 A401 and Code: AE F115008
Q N @20 5&%3 R@ue tigs on Qyeals with two different coformulations to
% deté mm§ley cliéd of %l@lrl 15008 and AE F109872 following 1 application
(@’ @nrope® nion% soulk@n Zong)
Report No: SNASIN2 TN g 9
Daciwment No: o[ M-@#R213-091 o
Guidelines: B¥A: P&t lV,,§;-6?l9g@Dcsr'iation not specified
GLP/GEP: @ e @  Q
@ Qﬁ ® v\j\a ©@
¢ & O
NN % S
{N @@ N o
& & T e

@
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Report: I o0: V14321201
Title: AE F115008 and AE F107892 EG (emulsifiable granule) and WG (water dispersi§ @
granule) 50 and 150 g/kg Code: AE F115008 02 EG20 A401 and Code: AE F1% 8 <
02 WG20 A903 Residue trials on cereals with two different cofqrmulations to @ v
determine a residue decline of AE F115008 and AE Fl()789,@§ lowing 1 apg%@atlo
European Union (Northern zone)
Report No: A59541 Q) f,@ 2)
Document No: M-143212-01-1 A N NN
Guidelines: BBA: Part IV, 3-6 (1990); De\latloirvﬁ{/)t specified @ Y D @
GLP/GEP: yes Y S-S
%@ Q& &© - ®© @Q}
" " . . M
'AIR3" process/ New studies submitted Q'?r@« N K @@) Q o % @}

o v
Table CA 6.3.1-2: Use pattern (GAPs) for the spray appgh ationf io ?%sulfum@ me@-sod“mm containing
formulations on cereals in Europe (Northern and Southern yegions)py K@’ & <

Crop Membe | F | Formulation B%,sts 010 %r@v %lﬂ%b Wager Ap@lca I
r state | / %‘rou&o agi (g@a) g as?/\o\lala)
or |G| Conc. of as9 eSts . SN § Q D
country|or éQ CQ H%olle£§ Q\ @’% J é @
' I S SN @@ @Q ~ ‘&9@
a °
Winter Europe | F D 2 G %BC@ Kper @560- @MTS-IO g Covered by
cereals North / @@ °<N W§ § IZQ so 400 E}iodoélfuron- the normal
(Barley South W00 grkg s@es a{d End wintery O\& & methyl- vegetation
’ agdosulfgron- kdicot wéed | beginning L | S %%odium .
5 wheat, 8 éhyl_ €5 spedies @})f Spr©?@g% R $ 3 bperlod
urum, rye, umé& Q) E . . WD +22530¢g etween
spelt, <§9 T D @ < w\g\ D & &\ mefenpyr- last
" +30 S diethyl icati
triticale) C A g K © @@ < @ 1ethy application
Spring @Q \C m dt%ﬁlpyr' \\ ; N @ S and harvest
cereals O S tethyfss v Y @
¥ §IO 9x g S @
(Barley, @l ™ & N ¢§ w
wheat,” > S @ @ (o
\ ol & N
tritic@ @], O @% g o P
SRS

A total of 14 su me%ry tr@ we &perf@éd su@e Ar@ex I inclusion.
> I e S e
S
The Remdue@rlal T%Bles &a be%g\und inthe d@}ame@below They include the supplementary trials
present‘@ this dossier in su é%od t@t%dosg%uron methyl-sodium + mefenpyr-diethyl OD
400. Duxihg the co feness ¥ he&k done &Su@sb Authorities, it has been identified that the
exp&@ssion of residugs sh@ bﬁ\ @’ese d as @osulfuron -methyl. The residue trial tables and this
section 6 have b@jgn upda@d ai@rdn@ly
S oA & <
Report: &« KC@%&L@S;“, C.;2014
Résidue @ tables - lodosulfuron-methyl-sodium - Annex I Renewal

@
RepoftNo: @\y @i-47®—02-1
Dogumentdjo: O] M-4%1100-02-1

Guide@?s: EU Regulation 1107/2009 & EU Regulation 283/2013
Document MCA
Section 6: Residues in or on treated products, food and feed

According to the guidance document, SANCO 10181/2013, for
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preparing dossiers for the approval of a chemical active substance;not specified

GLP/GEP: n.a. @J ©€>
> & 7
The formulations used in the supplementary residue trials are presented below@ &@ ((\@
Formulation name Formulation type Composmo@ @\

AE F115008 02 WG20 B3

20WG: water dispersible gr{mle

- 50 gikg ?odosulfur%met

;%I%dm@g

(adjuvant Biopower®) (a) @150 g/kg mefenpyr-gie
_ S
AEFLIS008 020D35 AL |00 1 ot icoercion formmulation @ g/L iodosulf@#on m@{yl seum,
AE F115008 02 1135 A2 (b) @ -300 g/Laniefenpin ddiethgl”
(a) Biopower® is an adjuvant used to improve the plant upta%gﬁodosulfuron methyl @ a@e saf@%r @&
(b) OD is the official code for oil dispersion formulations arf/replaces the ;)(%lous %@7“ w\?@ 'S
LN @@ %Q N @ NN
The number and distribution of residue tria%are d&scrib T@ CA®: .1-3@7 ©§ ) g °
Table CA 6.3.1- 3: Number and distribution,of new residue trm@condu&gd pe@eogg@phical @éiyo
cereals (wheat, barley, ry, 2D (} f(\ N D S
Climat X? RS @\9 N )
Formaulation Name Z0 @Q Eé??;l;l@ N 0f @ @@ St @i@ﬁo 1@
Com&'ies P trlal@ m c o
\) \Y
e 7 Ewidpe Novth D Q
AEF115008 02 1L35 A2  |<\& UK's, | 400 0D ‘4" 20037 1 %RA?2751/03©€%) / Ms230725-02-1
AE F115008 02 1L35 A2 T~ Sweden [e#00 0D | 2003 /14 RAZ75143 (a) / M-230725-02-1
AEF115008 020D35 A1 ©K 400 2003 /1 | “RA-26/5/03 (a) PM-231310-02-1
AE F115008 02 OD35 A weden 7 4000D o> 200301 | TRA-2615/033@) / M-231310-02-1
AE F115008 02 OD35A1  [QFranc® | 460 ODO| 2003/ 1 RA-2615/403®) / M-231310-02-1
AE F115008 02 O@}AI Y Germany @400 0D | 2003 /1 1@-2615%§ (a) / M-231310-02-1
$ O N Europe Sauth 9
AE F115008 02 W¢:20 R301 @taly Q0WG 20@@7”4 JA@ Qﬁ@m (b) / M-210317-01-1
AEF115008 @ 10352 L Ttalyx> | @00 OR | 2003 /2<Y RA-2616/03 (a) / M-231305-02-1
AE F115008'92 1135 A2 « ] Spain | 400D | Q003 /O | _RA-2616/03 (a) / M-231305-02-1
AE F115008 02 1135 A2 Frénce 400D 920031 @giiA-2616/03 (a) / M-231305-02-1
(a) Sam}i@were analyseh the@owmﬁgly‘ucal meth@)% ]@@001

(b) Samples were analyﬁe%wnh the lowg ana

@al méthod: F%FOS/%

@ ©
& dl ent form tlon@ed in the supervised field trials

& Comparabmty
To support thegsepreseén

formulatlon)%?nd a
Actually@g

formula@.
formulatton as a ta

v

Ko

IX,
Y

e t@ typ® Sof fofinulati@ns have been used: an OD (representative

@dlff ences \tern@

odi

<

N
Besides, superV@Qd rem@% tréji% cor@wtedg@th the OD and WG formulations following the use

patterns descrfbed 1@%1 g&
CA 6.3.1- N

6. @2 s%)d no measurable residues (see Tables CA 6.3.1-4 and

f r ditues are expected applying the WG or the OD
laury] ether sulfate, Biopower®) is added to the WG
OE@dere% at t h@nxture applied is very close to an OD formulation.

i 5

L @
Report;” &Y , :2002;M-210317-01
Titl%* @ b |§S in wheat European Union (Southern zone) 2001 Biopower (R) Todosulfuron-
@ methyl-sodium (5 %) Mefenpyr-diethyl (15 %) Code: AE F115008 02 WG20 B301
Reporﬁ@ 020875
Document No: M-210317-01-1
Guidelines: EU (=EEC): 7029/V1/95 rev.5 - 22/07/97;Deviation not specified
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Report: KCA 6.3.1 /07 ]l T:2004,M-231305-01
Title: Determination of residues of iodosulfuron-methyl-sodium and mefenpyr-diethyl in/o@ @
wheat following spray application of AE F115008 02 1L35 A2 400 OD in the ﬁeldogl §
italy, spain and southern france N
Report No: RA-2616/03 S )
Document No(s): | M-231305-01-1 o ~
Guidelines: Deviation not specified ® oy 2,
@) < > N ©
Report: I I 2004 M-259310-02; Amer@ed: 2007-01-18° o . @ &@
Title: Determination of residues of iodosulf&ron-methyl—so@\én and mefe«ag%%—di 1 in/gd> @)
wheat following spray application QZAE F115008 % OD35 Al 4000D andAE E@SOO@
02 1135 A2 400 OD in the ﬁel@veden, germany, greé Brita@%&nd ndthern &
Report No: RA-2615/03 X N Y 2
Document No(s): | M-231310-02-1 & S KN v %
Guidelines: Deviation not specified O G N o T .
v 9 S & O L o
Report: 2008M-230725-025Amendey: 2063-01-16 IS
Title: Determination of resighies ofipdosulfronnisthyl-s@fium sa{gl\ me r—(@hyl i
wheat following s ap&ﬁ%atior@@AE@ 5002 1L§9A2 § ODJay the field in
Great Britain and Swedefty’  ° o a “ %
Report No: RA2751/03 R o o O & O o o
Document No(s): |[M-230725-0gs1 . @ & @7 & © O o
Guidelines: Deviation et specified o VS @> ¢ ©)
é @Q o @ S "\@ 9
% Storage stability °, 2)

N '27\7
. Y EF S
Samples in the reported,residge 1@1@@/&6 l@pt d -froge@ for&ss tl@@ 27 n&c@hs (please refer to
CA 6.1 Storage stagj y studies wére c@cted@a wh@ﬁ gra'@, wheaf3traw 4nd wheat shoot. The
studies demonstratp sta@%ity up, t0 24428 menths f&@les three ric@rain: 24 months, shoot: 26

months, stra :&» m@s). éheref an@i@cal@&ésultse co@ered%ﬁd.

N . & O @
<> Norgl%}'n Europeuggsidg;é?ial@% & Q@ Q@ \é’}]
Test sy@m ) @@ ) o Q % Q

S N N
A total of 6 trials \Tabfbe CA & ) I-Q@rere@erfor@d With%he formulations AE F115008 02 OD35
A1 (OD formulafion) AE 50@3%)2 JB35 A@OD ulation). lodosulfuron-methyl-sodium
. NS . .. .
was applied terea@@whe@@?at a\rg'fe of @g a.\s@ha in @mbination with the safener mefenpyr-
diethyl. The applications@zere@rie froé@g‘ro@stages BBCH 32 (Node 2 at least 2 cm above

node 1) BCH 43 (mmjd bogt$tage @lag @f sheiﬁa just visibly swollen). Samples for analysis were

taken at the day of applicati hat harygst (graf# and straw).

a 627\%71 edayo tiﬁgsw%&gn ejn (gr\ and straw)
v & - &©§

Findings . ©" . @ X Q

Detailed re@s a@show T%le CA&3.1- 4. Residues of parent iodosulfuron-methyl-sediam and
its salts i@hoo@ange etween 0.08 mg/kg and -3+ 0.30 mg/kg at the day of application. At
harves@ 0 t@ d§afte§®plication) residues in grain and straw were always less than the
re@tive %@iits 0 ualgcation (grain: 0.01 mg/kg, straw: 0.05 mg/kg).

<

&
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Table CA 6.3.1- 4: Residue data for iodosulfuron-methyl-sodium (AE F115008), Northern Europe

Study Application Residues éﬁ @
Trial No. ? Crop N §
'érial SubID Variety Country FL | No g/ha | g/hL GS Portion §> PHI | AE l“ 008*
LP (a.s.) | (a.s) analys (days) b/ kg
Year e@ { @
%62063 1 (5)20932 ; ;ngat ]C)}ermany 400 | 1 10 3.5 32 S ot 0 §0—2—9® 3 )
gren - OD &I 90, o<6@)5 1y
0492-03 3) @ & Grain 90z, %9.01 &
GLP yes Euro N N @ @ \ @ @
pe, North q @ NS 5 &
2003 < ® O Q
RA-2615/03 | Wheat France 400 | 1 [ @0 | 40 % Shoot [Q0 [N 27 @
R 2003 0494 3 | Shawgo |F- NI | op % traw 3 834 05 &
0494-03 Europe, North 3) Qg %) GrainQ 88 @<0.@
GLP yes o Q Al oy 6\ L5
2003 21 & s e %
RA-2615/03 | Wheat United Kingdom | 400~ 14_710 @@.0 43 Oshoot P 09 . -

0 &
Straes | 899 @0.05@
83

R 2003 0493 5 | Consort | GB Qg .9
0493-03 WESIEN RS %é Gra@ 8 0
GLP yes Europe, North @ @ |, N Q w\? N N Q
2003 Ql & A I LA
RA-2615/03 | Wheat 3. QShoo@ 07| @34+030
R 2003 0225 8 | Kris D St ¥ | % <0.05
0225-03 n S8 S <00
GLP yes & é
2003 <
RA-2751/03 Wheat Sheot” | @ 0.08
R 2003 11362 | Consort Skaw | %83 <0.05
1136-03 “Srain @g 83 <0.01
GLP yes é\
2003 O
RA-2751/03 §\weden ®) Shgot 0 026 0.25
R 2003 11370 i Swaw | 70 <0.05
1137-03 D NS “Grain | 70 <0.01
GLP yes r e, No@
2003 & °

FL = form heglon PHI= pr wves rval S Q Q@ \«@)

a 1 number as ier I ta N o "y Q

* Sum of iodosulfuron:

yla its sa{y express d as jagosul
g & ja Oﬁ@@ g
o SouthermEum@Qesujﬁ trlzﬂs ©\ o @

N

@ o,
Test s stem & (&
y % @ @ %Q o @ . '
A total @ upplemen@ry trials’ (see@able, A 6 {&}4) were performed with the formulations AE
F115008°02 WGZOQ@Ol G fo Pqulati contﬁmg the Biopower adjuvant) and AE F115008 02

3) EF1150086QR35M, W @ N (4) & AEF115008 02 OD35 Al
figkpn-me

NS
1L3§§2 (OD formt%ﬂatl sulfu@l -m yl sodium was applied to cereals (wheat) at a rate of
10 g ai/ha in CO@bmatlon with, ner fenpyr diethyl. The applications were carried out at the
growth stag B H%é e 2 E%tg cm above node 1) to 33 (node 3 at least 2 cm above node

2). Samplg or lys1s ere en a@e day of application and at harvest (grain and straw). In some
trlals sk -\~ sa@es were tak@ at intermediate growth stages.
S @
Fl‘{ﬁlmgs@ @
Pleasecz"er to Table CA 6.3.1-5 for detailed results. Residues of parent iodosulfuron-methyl-seditm

and its salts in shoots ranged between < 0.05 mg/kg and 8-58 0.56 mg/kg at the day of application and
declined to < 0.05 mg/kg by the second sampling (13 days after application). At harvest (50 to
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78 days after application) residues in grain and straw were always less than the respective limits of

quantification (grain: 0.01 mg/kg, straw: 0.05 mg/kg). lodosulfuron-methyl-sodium when applie(@ @©
cereals according to GAP did not lead to residues in grain of parent compound %or above the @nt of &
quantification. & @
@’ N
Table CA 6.3.1- 5: Residue data for iodosulfuron-methyl—sodglm (AE F1 ISOQ@Swthern Eu@pe %@
Study App@lon N idue; N
Trial No. ? Q@ @7%85 S\ @ &@
Trial SubID [Crop Variety | Country FL | No <g/ha g/hL QS Portion HI <§E 08* @)
GLP @a s.) | (a.s. ) analyse£ (days) kg) @ @
Year A Q A A N &
01R713 Wheat, durum | Ital Q| 10 3D Shoaﬁ v |9 0'%§@
01R713-1 Simeto bo W &’ @ » 8 . ¥ <00
GLP yes (2© 2} 9 & @%‘rram 78 <0.01
2001 ) < @ E & <\ %
Europe, South % . O Z N Q O @? @
0IR713 Wheat, durum | Italy T[S0 | G4 k32 [ Shoot P 0 <
0IR713-2 Ciccio b0 WG @ LS LD Shoorgh 138 05
GLP yes ) o8 | ] & & o § sw@@ @ <0.05
2001 Europe, &uth o | sy | Y] G | & <0.01
01R713 Wheat, durum | Italy 51 | Qo 4 @2 oot [0 ° <0.05
01R713-3 Simeto oy W@E }@ % Q Shoop P 13| <00s
GLP yes @y A\ < e Straw®| 6® <0.05
2001 S | & | @ & | G | 6l <0.01
@urope@outh § Y N 9
01R713 Wheat, dururiy Ital S ! Z} 10 {34 V32 @hoo& 0 0:58 0.56
01R713-4 Simetg,_ P JATE IS XS NN Shod 13 <0.05
GLP yes QS ) | &1 | © é Swaw | 74 <0.05
2001 & | Burop uth% O | S | e, Grain | 74 <0.01
RA-2616/03 |Whegt,  Q[ltaly o] TV 933 @ 32 &hoot 0 0-200.19
R 2003 0226 6 m I & 4 D iy Straw 50 <0.05
0226-03 @lsﬁc Q e § Grain | 50 <0.01
GLP yes @ %urop%@SQut E%4) @ @ @ §7@
00 © s o
RA-261 Wheat, It 1 10 IR 32 Shoot 0 023 0.22
R 20030489 7 | durum @© @ s | ©< . S Straw | 51 <0.05
0489-03 Arcagplo @0 Sole | Grain | 51 <0.01
GLP yes N) N OD @ S)
X, (4& D
2003 9 @ e. So u@, g q
UEEEAS) S | ol @
RA-2616/03 cal™> @pam AN @0 33 32 Shoot 0 033 0.32
R 2003 04900 |durum P/ A 400@? @ Straw | 70 <0.05
0490-03 Bolido © @ (();% N o Grain 70 <0.01
GLP ye N Eurdpe, South
2003 &N @% o \©
RAS2616/03 | Wheat, @ R N ©‘> 1 10 33 | 32- | Shoot 0 043 0.41
R 2003 0491 9 rgm 40Q 33 Straw 56 <0.05
0491-03 (Haux ) Grain | 36 <0.01
GLP yes é \% 4 rope, j(4)
2003 A O
FL for ion, @ = pre@x%rves@erval
1al n er asdised in ‘t@ ier I tables

T

2 Wi&20 B301

35 A2

(2)
s
i osulfuron methyl and its salts expressed as iodosulfuron-methyl
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+» Recoveries .
During the sample analysis, recoveries in wheat shoot, wheat straw, and wheat grain, were perfm@d. ©©

o,

The data are presented in Table CA 6.3.1-6. These data demonstrate the metho performance,@ v

accuracy, and robustness. Q &@ @g

Table CA 6.3.1- 6: Recovery data for Iodosulfuron-methyl-sodium (AE F115008) i1 cereals I °N

. . Q) A
Study . F ortlﬁcaflon %ﬁ Recovéry (% )\@ é\g
Cro Portion metabolit le\@)mg kg) & RN @
p a.s./metabolite | n @ < @
GLP analysed Min | Max Qndividual véalues §eanQ\RSD §
Year & q 4 o P
Iodosulfuron- Z N S ~J
- shoot | hvl-sodium | 2 0051 0.5839 G495/ (@(9%@990/&6 98 &@
Todosulfuron- ¥ N N . e \¥
Gli(f))o};es Wheat straw methyl-sodium® @J fOéOSS @526 @5)9/9 . &@04 7.5
. lodosulfurorg) %) Y 3 >
gain | hylsodiums | A 00K O;}\@ D l(ié, 105 ES Kl}% 20
L 2/88/82/92/97/ & @
hoot Iodos@%’ron- 15 \6\05 60 50 &%) / 91@9/ 89/ 04 CA
SO | methy@sodigie | 7 (@7 G U0 99 kit / 1025100 ) TS| 6.l
RA-2751/03 & s LS & S ol o @
RA-2615/03 & | et = N P 195195 /97491 / | 2
RA-2616/03 Straw dosul ifon- S @g %
GLP thylZspdium &) 15 @,05 .50 @roo/ 94/ 94 4 94 39
Loy | methylpdium 55 [ O« T 99 294/ 04688 /91
SR MRS E /92/10@98/@/
Gira ﬁgfslulm@m 15| QO | @T0 J967101¢97/102/99 ] 96 | 43
L | fnsthyl-sdlium® o 97 /90792 / 66/ 97
2 Final determination as: iodoos%dfuron%ethyl; r@dues@cula@ms: ic)é@d@?lﬁlro&ethyé NS
. S O N .0 WO
% Conclusions § v @ @ § §9 © ) &\
— s . & o 2 @
In addition to th@ tr'»&@inch@%d in the o@nal Q{J dossig sho@ng réSidues of iodosulfuron-

methyl—sed-i-&%@nd 1@ alts @) haw% alvg%@ 10\%&: thancthe re§ctiv tIq\:gOQ (LOQ grain: 0.01 mg/kg
and LOQ s%aw: 0.0%’ mg/l&”), newss triz% hav%b@en p@ormegha%ypport the Hussar OD product.

S & BN

N
N (OEENS <
North% Europe: ssidt@%alwere c@ﬁuoﬁ;{@with %’400(%9 formulation. The formulations were

applied once at gr@[ sta 3@43. %Qgsidu@ﬂof i@sul ur%n—methyl—sedium and its salts in shoot
ranged from 0.0&20 6- 30&xg/k (‘&”theé gﬁﬂy of @ application. Residues of iodosulfuron-methyl-

sedivm and j$§%alts @'IHI'V Wer: wm@ow&g@lan th@jrespective LOQ (LOQ grain: 0.01 mg/kg
and LOQ sgraw: 0.05 mg@ . ©\ '%'Q @g@ @

Southeruérope: eigh@esid Qrials Were ¢ ducéﬁﬂwith two different formulation types 20WG +
Biop@%r@ and 40@@)). e folati@s We@pplied once at growth stage BBCH 32 to 33.
Residues of iodosuvﬁ’uroeth" i and§ salts in shoot ranged from < 0.05 to 858 0.56 mg/kg
at the day of thezgpplication w Iways-lower than the LOQ (LOQ shoot: 0.05 mg/kg) at
intermediat@w %ge da}&after@le application). Residues of iodosulfuron-methyl-seditm
and its salts at ha§@st %@ al\gys lower than the respective LOQ (LOQ grain: 0.01 mg/kg and LOQ
straw: %@ m . Q

T]@Qver esidue@(jiataé&ckage (original EU dossier and new AIR dossier) does confirm that no
differ s in term of residues were noticeable with trials performed with the OD and the WG
formulations, even when no adjuvant was added to the WG (original EU dossier). Thus the two

formulations are equivalent from a residue stand-point.
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According to Article 12 of Regulation (EC) No 396/2005, the European Food Safety Authority @ ©©
(EFSA) has reviewed the Maximum Residue Levels (MRLs) currently estabhs ed at Europea@vel g
for the pesticide active substance iodosulfuron-methyl-sodium. A reasoned on on the r&’few @

the existing maximum residue levels (MRLs) for iodosulfuron-methyl-sodiunrwas pubhs@@d 1n@£

Journal 2012; 10(11):2974. %,
< & S @§ @
Y8 & s
CA 6.4 - Feeding studies @g @ S R ©© N
The cereal commodities likely to be fed to llvesto Kyonsist of graﬁ (wlhagh is fed to ultry, p@gs \-@

cattle) and straw (which is fed to cattle only). Usf 1odosulf®n m%%l s%mm@ cere% ccng

to the recommended GAP is not likely to res&m s1@ﬁca&§es1di% in g -‘\ of tl@se coﬁmodﬁ%’s
Furthermore, livestock metabolism studles%l;loweat 1@8sul@@@)n m@lyl SO 1um®not
accumulate in eggs, milk or edible tissues. @alcul&t%d dicfary bur&ns dayiot eggeed thetrigges
value of 0.004 mg/kg bw/day for poultf®, catfte ancksﬂ@me ItNs onl@shgl@ ex ed @”she@
lambs. Therefore, no livestock feedifi tus to, 1@6&1@% the @md]%@wg 1od§éilfur@51 -methyl-

N
sodium in food of animal origin af®required. @ ®) @ \
RGN A S I S Y
> < TV @ e S
CA 6.4.1 — Poultry vy O A @ S 2 o
N % O o & ¢ @ %o
o study was performed& %) § SN §

CA6.4.2- Rulgts o & K

\ o &

No study wasp S N & A @ N
“"* o & B &

CA643>-%1gs é}g & @
No stu&s was perfom@d S)

X
IR

A
%, o
CA 6.4.4 - Fi%g @ §@ N S &
@)
No study wﬁ@erfo@ed @© N
Sy, S “
Q S &
g SN
%, @
Metabolism studies condyeted @ﬁh 1odgulﬁ@§ methyl-sodium at an application rate of 20 g a.s./ha
in cereals show@d™ remduegﬁ 00%& 01 @g/kg TRR (total radioactive residue) in the edible

agricultural @nm%ﬁy gr )

Q & 9
O N . . .
In the f res@e trials, n@ldues of iodosulfuron-methyl-sodium above 0.01 mg/kg (Limit of
quanéﬁﬁcatl@v @ug&ﬂm grain at the exaggerated application rate of 15 g a.s./ha. Consequently,
n 1dug§of the actwe@bstance or metabolites are to be expected at levels above the trigger value

of 0.1 @kg under normal field conditions.

Furthermore iodosulfuron-methyl-sodium is of low toxicity.
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Therefore, no processing study is required to investigate the residues of iodosulfuron-methyl- sod@- ©©
in processed cereal commodities.

. N
CA 6.5.1 - Nature of the residue % § @@ %
No studies on the effects of processing on the nature of theyesidue wer%i%rformed

CA 6.5.2 - Distribution of the residue in peel and pglp ©Q

Not relevant for cereals. %@ Q& &

SENS)
CA 6.5.3 - Magnitude of residues in processed @7 mmodltl @ %

No studies were performed. é @@ g}?
@

CA 6.6 - Residues in rotational crops

CA 6.6.1 - Metabolism in rotatlo&@ cro

Original Annex Il dossier Q@

&)
All data submitted for me\@)ohsn@n pl@ﬁ ucc&edlng éo;atlopéﬁ:rop@er%&&dered to be
acceptable during the %U reV In e Inc ectw@and Qe Review Re@@ﬁ there were no

areas of potential cogsern hlﬁhg@ forgjant @ & §\
According to soil radé%on s& S Q%O values @odog&gﬁuml&met@odium are expected to be
lower than 49 d4ys. s\ @ & > @ %,
Nevertheless @ets ongt thyl \@s 1d%nt1ﬁec£§5 a r@ il meggbolite and its DT90 values are
expected tbe between %96 and{ﬁ@) C@The@ore a@nfu@l rot@nal crop study was submitted in
the orl@ EU dosm%ﬁ § . ©© § ) ©\
S SHPS N

NS o NN S

Table CA 6.6.1-1: Symmary of Q) able ietabolism stulies imxotational crops

2 @ S @ Application andsampling details
Crop g O |@abe © hod>| Raté Sowin Harvest
Q) Crop’ D l\ thed 8 .
group S po. n 3 or@@ intervals intervals | Remarks
@ > QQ @'% [ (a)@ «a.s./ha) | (DAT) (DAT)
Leafy . Y
vegetables Spingch I D ) g& @ 408 _
Root and V| uE S 29, 120
tuber @rrot S il s@, F® | 0.02 o5 || 252,454 -
vegetables Q° Jg@ N e
Cereals < Q N 99,239, -
@& & 464

whear &
(a): o %or/ ap catm@ff) or glasshouse/protected/indoor application (G)
(b): gchm@ &Mlatmg outdoor conditions

The ﬁ@xperlment (conducted as 3 separate studies) utilised carrots, spinach and wheat, each planted
at intervals of 29, 120, and 365 days after treatment of the soil with 20 g/ha iodosulfuron-methyl-
sodium (i.e. a twofold excess of the maximum labelled product use rate). Such overdosing allowed for
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at least some identification of the generally very low level residues, but led to damage due to
phytotoxicity of the carrots and spinach in some experiments. Significant residues in rotat10na1 c

other than cereals are

The TRR in cereal grains were found to be below 0.01 mg eq/kg at all plant-b
straw, the TRR ranged between 0.1 and 0.5 mg eq/kg depending on the plant@éck interv

therefore not expected.

g
@ intervals. @ere@

Howeyer,
<

the main metabolites identified were also identified in the primary crop n&%bohsm (1Qd@ulfuf@n %
triazin and iodosulfuron-demethyl-hydroxy-triazin) and %ﬁletabohc @tem for prl@ry creps an@Q
rotational crops were concluded to be similar (Germalg, 000) ©Q % é\f
@ N Q o

~ R & & 9 g
CA 6.6.2 - Magnitude of residues in rotatlonaps @ @ R @ @@
A reasoned opinion on the review of the exis a@@m %ldu@%vel k) RL@§or iodosulfuron-
methyl-sodium was published in EFSA Journal 2’#2 10@?) 29@ Bas@ on the rota@nal crap ®

study, the individual metabolite fractlonsﬁ&r%“n\ﬁexp ted to
straw). Considering that it was carrie
that the primary use of this active subs nc &S aqtlﬁlse@ cer
iodosulfuron residue levels in rot
that iodosulfuron is applied i 1n© a@mphaagpe witlthe f;‘ Ps r&g

gxceed 6§§)5 m§g (= LOQ fo g
t o &bar@\gs@il W. tl%twwe@le ne{ﬁal 1cat@<¥ rat§

ps it cﬁ offéluded that
@ ed O

m%@ provided
Doc@nen 1 of this dossier.
g} e b@ o

ponal comm d1t1es @e not e@pect

Specific plant back restrlc@ns re&ed teﬁ §bf 10d(@1711fur0n mé@l s@ium %@therefore not
required. A §
é\” ¢§ @ NS

Studies submitted @f@ evciuated § th@@:’st mc?%zon@c loda@ulfuron©metl,wl-sodmm on Annex I:
V>

S N\ 2 @ &

7o

Report: o :1998:M-181348-01 >
Title: © SResid¥s in rotated crops 50@1 29 @’é afte@applic@ion to bare soil at a rate of 20 g
& a.s./ha AE@i1 so&mm@q 2- 1407 S
Report Mas Ehoosiey L & < O
Docureiit No: @A-1818I8-01-10 & O X | O
Guidelines: Y BB&:\IV 3 (198@ F%XFF : workidg doc., appendix C rev.2 (97); USEPA
,,,@ (FEPA): TQ%O 1850°(1996)1)Deviation not specified
GLP/GEP: 7 o0 S @ ™ N
%[(\\@ f(\\QD @ OU S @ AN @ o 6@
Report: :1998;M-182667-01
Title:  go) esiduesd 10t¢u O § )wng days after application to bare soil at a rate of 20 g
@7 L a%./ha R F1 soox iyl AC
Repgrt No: PC00N54 o °
Ddésyment No: Mﬁ;b@266Nl 1 Q f\%‘
Guidelines: 5 s BBA: l@% 10 P88;Déyiation not specified
GLP/GEP: & \ves & N R
ISAIRN @
Report: & (L@\’ ; ; X :1998;M-182374-01
Title: @KJ §) Residuédin rotated crops sown 1 year after application to bare soil at a rate of 20 g
@ D5 BIKE F115008-triazinyl 2-14C
R;@L No, @ @] CoQJ331
[%ume@ﬁ Ivﬁ82374 01-1
Guid@cs: BBA: 3-10 (1988); EU (=EEC): working doc., appendix C rev. 2 (97); USEPA
(= EPA) Subd N, § 166-1;Deviation not specified
GLP/GEP: yes
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Report: ;1998;M-182740-01
Title: Selectivity thresholds for AE F115008 in various crops- ED10 values in soil f\/g@
Report No: C001481 o >
Document No: M-182740-01-1 S oD
Guidelines: Deviation not specified N @W
GLP/GEP: no v &N
©
%% o\ Q @ '24\9
g v G QWY
"AIR3" process Q @ S é\ﬂ

A second experiment (single study) was performed l@r and conse@g%ntly used 1&&& applicatin rat
(5.4 — 8.1 g/ha). This test included plantback int@?ﬁ

of 7 days and 14 @ays f@soyb (emergencyt

plantback scenario), 60 days for sugarbeet, and 65days for wl@t (re@ropp@g scepario), tQ
specifically support an envisaged registratio (;3\ iod@fur@%eth@’—sod@%n in the USAY y\’
Report: B [999:M=33834 1801 S &) &
Title: Uptake of [14C]-AE F \'\‘9 08 i»e\@ues\ﬁgom soil by rotationalayheat, soybeansaind ~2

sugarbeets under confired co%ition@} &% @ "\]@h (@i\’
Report No: B002595 O N A NN
Document No(s): | M-238341-01-1 ,©~ & . Ty & &
Guidelines: USEPA (=EPAQ} 860.1850; Deviatiop.not speditied o2 O Y . °
GLP/GEP: ves @ o & P & & O

¥ Ve T L e, U6

Material and Methods N & SN .9 o
Bare plots of sandy loam\s%il wer@trea@% witlh —14Qtriaz@d]—AE§l 15%@ in formulated
combination with the s%fener F122006 (@xad@l-q&@). Intseparate plo‘gs,@ybeans were planted
7 and 14 days after tmen(at 5: ai/h@ sug@ets gwre planted 6@days @fter treatment at 5.4 g

ai/ha and wheat

controls. Crore
oy

forage stage i

pla@‘ed 65\@@ a;@% tr%tmeqt“@&l

@xveste&romhe trqged an&\con
.\s

ns

/ha, Untreaféd plots were used as
lot
and @) matu@ity in all crops. At maturity,

an #ygmature stage, equivalent to a

& late %ragé"\\stagp @9 wh

wheat was divided into straw (Q@u@ulls&nd gr@ﬁ; SL@rbeef@y\}’Nere divided into roots and tops.

The se@vere the m@?soyl@n ra

gricultural §mm$y g@aturity. Total radioactive residues in

raw agricultural coﬁ@a&odit@s (R@s) w§ degiﬁnine%by comPustion analysis of ground material.
. o> O

N S >
9 R
Findings ©® N @@7 N SIS
The total rad@activ&residyss in alhraw agriculfural commodities in this study was significantly less

radioac

than O.(@ a.s.-equiv./g@ove@

residue (ﬁ@m w@a.s.-e(%iv./ &In ordance with EPA guidance, no further
charagterization oﬁggdu@yas @ied @ °
AN ; QX

AN

w seb-TabléACA 682-1). Control crops contained no significant

%@ﬂ@\@&@
&@%%§>©Q
v
T & O
Q
QQ%Q
$E
o
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Table CA 6.6.2- 1: Summary of total radioactive residues (TRR) in rotated crops sown at different
intervals after application of [triazinyl-2-14C]AE F115008 to bare soil /@o @
Raw Agricultural Crop residue (TRR) in pg a.s.-equiv./g after plantback interval - J§

Commodity 7 days 14 days 60 days & | 65 days o,
Soybean - Forage 0.003 0.003 - @% - S IS
- Seed 0.003 0.003 - - S & ]
Sugarbeet - Tops - - 0.001 w\ﬁ - \U . 2
- Root - - © <0.04> A w\ @}6 @
Wheat _g;)rgav%e : : N : ©Q ‘?&%88@2@ é\g @%
@ S S ©
“Grain |- SN Q .- & <000 © 9
[ © i () @
-'=not tested Q Q @ Q\@ o 6\ b %@ @@
LA A N S

Conclusion S @ ¢ & b@’ K G .
Extremely low residues of AE F115008 wél*g trgm@erre\g@lto ro@ed %ops ingall thre@test@jrop @§

rotation scenarios (emergency plantbacléi\f so?bﬁan r 14 g QQUO 5. %/ha §
AE F115008, plantback of sugarbeet €0 daq}éj\a ter hc@n of & g/h@%E E&0500 %antb@k of
wheat 65 days after application of & g/hz@%E FNS50 08%Theagr1cu@l u@%f AE¥F1 1@%@ will
therefore not lead to a significant carr r of $pil re@les i}y rot, Cr @ ’

gnificant ycﬁ@e g@, ity g @

. > Q N
s \ NS & @ @@ @ @)
CA 6.7 - Proposed residl% deﬁr@ons &fi m@%mum@gesndue leve@ %@
9
CA6.7.1 - Proposed residue @ﬁm%)ns 6@} § “ %o §
S @ & g § §’\ @) C& "\
Original Annex 11, SSleé @ @ Q
As presented in @ original Aﬁ{lex deosswe@?)r 10@sulfusr®n 1- ﬁlm the proposed residue
definition in plgnts, for@ata c@ectle{g@nd @forc th m of iodosulfuron-methyl and
its salts, eX@essed g@ 10dosu1fur§@ met%yl N
N @
Table & 6.7.1- 1: Py, sedo@%ugdeﬁniti@@ O w\’ ° @
©
Matrices @§ s ﬁ@? \q;\ Resi@e dei@%’tim@ Reference
=4 0 @
@ D 10d®41furo@methyl including its
Food of plairigin @Q{IS§Q eSSHQ@% an& s, expsessed as iodosulfuron-
% @amg ,%: & @ methyl Commission
& * @, N Directive 2005/48/EC
. . Q of 23 August 2005
i&)do(r)i; eilrrlnmal 5\15 éosesst an(@ &%Rme’ as no residue anticipated
\@)
5 &F 8

"AIR3" pro o ®
Accordmt Ar‘@ﬁe 12.69 e@atiof@C) No 396/2005, the European Food Safety Authority
(EFSAé@as ree the um Residue Levels (MRLs) currently established at European level

for tléﬁﬁesh@?% actfyre’ sybstance iodosulfuron-methyl-sodium. A reasoned opinion on the review of
th@?lstlﬁ@nammum r@due levels (MRLSs) for iodosulfuron-methyl-sodium was published in EFSA
Joum@lz, 10(11):2974.
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Table CA 6.7.1- 2: Current proposed residue definitions

Matrices Residue definition Reference@ S
S
. sum of iodosulfuron-methyl and its O @
. .| Risk assessment and . @
Food of plant origin o salts, expressed as iodosulfuron- AN S
Monitoring thvl @ o
methy EFSA rnal@ 2;
. . &% R 40(11 )“29% &
Food of gmmal Risk asse§sment and None, as f@rem due antici@ied é\g @\ @
origin Monitoring @ S R
& S > Q&
T o & & 94"
NP AR @ 2
CA 6.7.2 - Proposed MRLs and ]ustlﬁcatloé&of th@@cce&ﬁfﬁnht‘i\\d Vels@)ropos >
v @) @ o % &’

@& &
v @ K Q @
Original Annex Il dossier % °\ A @ % § @

For wheat (Triticum aestivum and T rlt@m dwgum) t@\zrley (Horde@z vul&%re) y\gye @cal@
cereale), a total of 20 residue trials vggte cong ucte 0 1ﬁ®orth Eu@e and10 1[@6 h%n
Europe) using different WG form@tlons he apphctlon r \an g &s%a at
growth stage BBCH 32 to BBGY 53. «:g%—hal@st i t@vals S e een an @6 d s In wheat
grain and wheat straw, at ha@gt res%lues@%re always lo%er t e @pec ive LO@(graln 0.01
mg/kg and straw: 0.05 mg%g) T@ ma@um @%idue finits (MRLsiﬁset f odos@ﬁfuron methyl-
sodium were established takinginto acc%unt p atloenar%gs cong;der this document, all
of which involve hlg@p appkﬁtlo%%%es an@/ orﬁ t{geatmenékthan%e regr@ ntative use pattern of
iodosulfuron-meth odl&m § Q@ AN

Table CA 6.7.2- L\ Existifg EU MRLs ™ S\ N 9 o &
Co;;@md;@ A %Xlstfﬁg E@IRI%@ng/l@ Reference
@ Z
Qereal g@n g (% 0l A DAR
N & S5 T 0
N & S S <0

Studies submitted @@evaﬁmted for the f@st m&luszo%f zog)ﬁlfuron -methyl-sodium on Annex I:

@ v
. 1898:M-1§2735-01

Report: @
f

Title: \©) d Dc§]in;l 0% 0 :\Lﬁmﬂ Ihm mﬁuu level (MRL) for AE F115008 in cereal grain
g‘;; ode; Fl&

(sta¥mer 08

Report Yy’ oy @ . ?7\9

Documdnt No: <DM- 1&\27\§5 -04-1 &

Guidglines: B&(@ﬁ\’ 3% ]an,@‘)()@mtlon not specified
GLP/GEP: n&? @ @

% é@
"AIR3" ress %

Accor 210 t @ FSA rev1e@§MRLs for the animal commodities are not required because animals
are n{qﬁexp to Qﬁxp@@ed to significant levels of residues.

v &

&
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Table CA 6.7.2- 2: Current MRLs established by EFSA

Commodity MRL (mg/kg) Reference & @
Maize grain 0.01* N N
Barley grain 0.01* % v
= - EFSA Jodmial 2012; 10(1)* 97@
Rye grain 0.01* & IS
Wheat grain 0.01%* Y 'S o
* indicates that the MRL is set at the limit of analytical quantification % Q % <)
< . IR
) S @
X O Q <
oy T S

X
O
CA 6.7.3 - Proposed MRLs and justification of th@cceptabili&of the levels@opo@ for§ @@}
imported products (import tolerance) 2N @ @& &

) . Qy i . @ © @
No import tolerances have been proposed in theor a phedﬁ)r irany ElgyMember State, N
% @fp N L

NS
S
LT Y S
W\% \@’ \@ ©Q 3 @@ © @7
It is not necessary to define a pre—harv@inte&%l. In@ad% the pre—@’ve °‘*mterva£§§ gi@m by 6§
growing period between the growth @ge a;é}eatn@?%’t and@?arve@%’ §

0

9
The product is not intended for us@m area@where\iv%&k a@als @y be@%zec@iﬁﬁge%‘ore no re-
entry period needs to be proposgd. @5@ @,@9 QS @® $ ©© Q « >
The product is applied early@t—erﬁ&sgen@on Ver@)@gfoun% plan@Ql‘ hus, derma@expc@lre to persons

CA 6.8 - Proposed safety intervals

entering a treated field is I%gligib& No é@ in l@lding@s intet%led@ﬁeref&r no @entry period
needs to be proposed forwan. 9 @% Q % @y\’
Handling of treated c@eals ineg&f@/ not Qqui@befOQQar@, which is &kv%ys done
mechanically. Theréfore t&ere is § nee%@ defing a W@fﬂg @riod be@veen %plication and handling
of treated productsy Q é\ v \\ N §9 @& @@
The use of iodésulfu -me@yl-so@m i @real&% nokel}§i§e5ut% significant uptake of

. . Q L@y o
residues by succeediirg créps. T%IS, it %not g ssa set alt@%perlod between last application

Y

.9 .
and sowing Or planting Succeeding crgps® Q@ N
N @ém §ﬂ & o & '

. NS S ® N KN
Original Annex II g@zer& Q> N @ é% 5

Q& SR
Studies submi@d analuﬂ?@d fo ﬁn&}inclz&n of@giosulfuron—methvl—sodium on Annex I:
@ @ ©\JJ N \ o,

Report:

IR <
%,@@8;82735@1
Title: @’» Epeterm@yition oethe 1 imm{T\ésidue level (MRL) for AE F115008 in cereal grain

\rz\\{state\{nenl) Sqde: ARF11506)
Repdet No: 3] COET9, 0 QY

Doctument No: MUF82733501-1 R Q

Guidelines: A @ BBA:@&, 3-6@5%. IQ@DCViation not specified

GLP/GEP: & o & N,

S o & 9
y S o
CA 6. stlogf the@tentlal and actual exposure through diet and other sources
Original Arfiex H@sier N
> D
$

The A@ptable Daily Intake (ADI) of 0.03 mg/kg body weight was established based on the rat 24-
month carcinogenicity study with a safety factor of 100 (SANCO/10166/2003 (3 July 2003). No AR{D

was allocated. On the basis of its toxicological profile, iodosulfuron-methyl-sodium is considered
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unlikely to present an acute hazard. The acute and short term oral toxicity of iodosulfuron-methyl-

sodium is very low. IS
@\ (g
Calculation submitted and evaluated for the first inclusion of iodosulfuron-methyl-sodium op nne@@})
i TIPS
Report: I . 1995:M-182742-01 ) QO & 2
Title: TMDI estimation of dietary intake of@ F115008 fm&]\\ﬁosiducs in cgrdals stagemenQd
Code: AE F115008 % i) & \é D |
Report No: C001482 < o RN
Document No: M-182742-01-1 @ A S X N 2
Guidelines: Deviation not specified mﬁ R S S
GLP/GEP: no & N 9 &
Q Y M o,
RS AN
AIR3 process % @) AR & % o
In order to evaluate the potential chronic @osmr\g@’o i@{ul%o@-m%hyl-s@m reues@ou
the diet, the Theoretical Maximum Die Int\§i§es (@Dl) W es@na edysing @?EFS@ PRI@
.. . . o 7, :
model (revision 2). For the evaluatioff the“chroni&ex ¢ thémodelyses HOgets relevant to
( ) he‘chronj&exposir el g@ @@

the EU and 22 national diets from %3 difféfent ElsMember States.
. & N LR
% @@? @6 §e &© @© ©© S
B
TMDI calculation was perfo\g@@i using th%/[RLs @en iﬁé@abl@ 6@3-1, & é%
v O s e SN 2 o
N
Table CA 6.9- 1: input vam%’)s usgd%r TMDI cafculatian of iodosulfufen-methyl-s

Commodi S o S sEhroniGrisk @sessme% (@)
Y S inp@valuggmgkg) | O Commen® - | “Origin of the MRL

Maize grain 2R 08Y* ~ | Midize grain @,
Barley grain N Q  01* % Barley ptain & oo ,\@@ EFSA Journal 2012;
Rye grain Y &) N.01% o Ryefrain, Y %, 10(11):2974
Wheat grain O 009  « 7| whgatgralw S @
U@J Py
S X
.9 %@ WSYNS; © .o .
As shov@n Table CA@- 2:¢he h1@st TMDI cafsulatedYor 1§psulfuron-methyl-sodlum
represented less thar\@) ofutl AJ%I, whaen%es cons%era margins of safety.
Table CA 6.9- 2: I{@est TI%IDI %<(§ulatie@ for i@%sulf n-methyl-sodium according to the EFSA model

m

9 & . .

) o @E . éﬁ dQ»@ @\ § @@ Highest contributor

ompou DY N i

é‘@ Highst T M%\(%A_@ k2 @@ MS diet COTmOdlty;. .
& \@2 @@ @ N .S group of commodities
iodesulfuron- § @ @ @§ \Q

Smethyl- @ < %ﬁ» R § WHO Cluster diet B Cereals

sodium . % ((@& {K\@ Q&

= § B @@

N
o OIS
CA .10 €Othes studiés S
The Ahnex I@mm@' foggﬁe active substance sufficiently addresses aspects of the residue situation.
T@or%@@wr s;@’cial @dies are not needed.

&
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CA 6.10.1 - Effect on the residue level in pollen and bee products .
Iodosulfuron-methyl-sodium is applied on cereals early in the growing season (latest at BBCH 3$nd @©

o,

. . N\ g
no residues are expected in pollen and bee products. @6 @@ S
@ R
% o @ ©
@ Lo o\ O\@&
e @ & S O @
S g §F & &
S S O & O
@ & & VN O &
S) R o S A © &
Q,?@' N @ R © & @
RN I NS
S-S S & NN
S @ N A & S
v O LY T S
) L& @ R s 9 ¢ @
NN S .0
@} O &66 S é\g L §
ot & .8 X @O @ &
AT N < S R
Ve o > & 9 .9 &
o = ¥ S S ° S
AN KON @Q é
% AN &)
RO S S TN
o O N O QS 2
Ny 8 e Y
v 9 O ¥ .0 & )
§F TS e & % <
@ S SIS @© @ @
S QO NTN N e SN
D s N ©§@ v
D & 0 9O «¥ N O @
XN & O
> o O & & N
A @ O Q = O
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