2 . Page 1 of 31
BAYER Bayer CropScience 2013-11-05
R

Document MCA: Section 6 Residues in or on treated products, food and feed
Foramsulfuron

Document Title 3 A

Summary of the residues in or on treated productst,;ﬁ?od and feed fi
SN

Foramsulfl@n >

)

PUBLIC VERSION & & i

X Vg & & 90

% & [ © &
. @} ’ b&@ <
N v

SR
&© é’ta R&}ulrem%nts v

R Q SN
EU Regul%@n 11077/2009 & U @gl@tms%@%’mx

Ks\ Dgscument %%A .
Section 6: R§s1d1@ i ®r0 reat d prod t@% d feed
% | Rrodugts, Lvd o

/®
0

$ o ‘ &
e@cordf’@ to @e gul(@nce d§me %SANC@ 101@#2013% r

epa@ng dos@s f@@he approva@ a c}éﬁcalgctlve s@pstance

M-471655-01-5



2 . Page 2 of 31
BAYER Bayer CropScience 2013-11-05
R

Document MCA: Section 6 Residues in or on treated products, food and feed
Foramsulfuron

OWNERSHIP STATEMENT & &
S @
This document, the data contained in it and copyright therein are owned by Ba@s@ CropScie& No©
part of the document or any information contained therein may be disclosed t@’any third p@ty without
the prior written authorisation of Bayer CropScience. S Q § %@@

<, & SIS
The summaries and evaluations contained in this docum&t are baseiﬁunpublishom@?ﬁary &@a &@
Oth

submitted for the purpose of the assessment undertak% by the regul authority. gist@tion, O
authorities should not grant, amend, or renew a regig@ﬁtion on thebasis of the spfsimaries nde; @q}

evaluation of unpublished proprietary data contajngd’in this doglm nt é@fess tp ha@brec%ved tl@
VL

data on which the summaries and evaluation are bdsed, either: 2 N\
w % @@Q %Q@' x&?\ %@ @6 o
. From Bayer CropScience; or © 7, @) @ R S % IS
o From other applicants once the peg&%of c@@pr@@@tio l%exq%ired. ©@ @7 §7j
ST @ $TnT & w
& O WO & @Q SRS
ot & .8 X @O @ &
N > & o & o
9 9 ©) Q S
o = ¥ S S ° S
AT AN @Q é
. & Kz
RO S S TN
e O N L L N L9
Ny 8 e Y
v 9 O ¥ .0 & )
T e S 90O
& 9 & 2 @
S QO NTN N o 9 N
F Ve a0 <
& £ .0 O « SIS, @
K S S
N & & @ Vo &N
N T8 T e &8
Q Q
§ RN > & >
@ 9O g © o O %
VW 0O O S & D
¥ RN &2 ¢
=) S o L2
@7 NS @ @ N
@ AN N @% 9
'27\7 o @ o @7 Q @
S ¥ & O
@"° N
ST} gf § )
& S @
%o Q




E . Page 3 of 31
BAYER Bayer CropScience 2013-11-05
R

Document MCA: Section 6 Residues in or on treated products, food and feed
Foramsulfuron

Version history

Date Data points containing amendments or additions! Document identifier
vergﬁ number D

% %
ey

Y o o b

I Changes will be presented according to the approach to show¥ng revisions @@ version his@s? as O@Tned@@ &@
SANCO/10180/2013 Chapter 4 How to revise an Assessmeqt Report Q)

97
oS
&

Ve,




E ] Page 4 of 31
BAYER Bayer CropScience 2013-11-05
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Foramsulfuron
Table of Contents .
& B
Q\Pag
CA6 RESIDUES IN OR ON TREATED PRODUCTS, FOOD@\ID FEED @....&
CA 6.1 Storage stability of residues.........ccceevveevveneeeveeniveeeee Wi S \Q 6
CA 6.2 Metabolism, distribution and expression of residues ;% ................. ..... (§ . 1e
CA 621  PlaNtS coovvoeeeccveecs N — PR T Nt
CA 622  POUMEY oo ol Q@' ............... D Qe A3 @
CA6.23 Lactating ruminants .............c....... g%&@ ................ B oreee ©©® 1%©
CA6.24  PIS rorrrorrrorrsirnsernsenns R — T -
CA 625  Fish oo LA e @ R g @18
CA 6.3 Magnitude of residue trlalsqg plan(%Q ........ @f....ﬁ\\.?% ..... "&@f ...... [ T « N § 18
CA63.1  COM orrrrccerrrscrrrssienn S N e ogmritn: 18
CA 64 Feeding studies ............ % ...... @....... Q@ ........ Q... @7 ..... @}2 3
CA64.1  Poultry ..o B R NP T SR S MNP TRY ~ 24
CA6.4.2 Ruminants.............. @ ve oo Doae S QB oS O 24
QAT TS TG @ &
CA 643 Pigs oo Q % ..... WS § ...... RS2 S @ ..... A 24
CA 644  Fishoor.. Q% ................... Vg S @.....@@ ...... S Sl 24
CA 6.5 Effects of prog&ssm& ....... @@;) ...... Qe @Q& ...... O @QD ..... s 24
CA 6.5.1 Nature oftl&@emdﬁe ‘@} ......... O & @ ...... Gpeverreeannenns O eveereereeeanans 24
CA 652 Distribution of tle resi @@el al@pulp ...... @ ..... = ... Gpevrenrereneisnnenen. 24
CA6.5.3 Magnitug@ of residue$in p ess@ con@odltm @"é\’ ........................ 25
CA 6.6 R631 es in rotationgl crops..... 357, Q... goereggrenenens D 25
CA 6.6.1 ohsn@’n I 10n@cro§ ..... %@ ......... @ ..... & ...... &% .............................. 25
CA 6.6.2 ni \§c of, r@du $Sh rotatlon@Op@%@ ...... e @ 27
CA 6.7 sed residiie eﬁmtl@{l an@ﬁnaxm&lm dug;:g@vels .............................. 27
CA6.7.1 @’ro r\».Q r@1due@ﬁn f6ns. % ....... @ ...................................................... 27

CA6.7. 2 Pro osedMRL@and stlﬁ 9410n e ac epta@@%ty of the levels proposed . 28
CA 6. 7%\ Propo @sﬂﬁ t10 of t r\ ce 111ty of the levels proposed for

1mpo%d p ucts (impogt tole@nce)& ........................................................... 29
CA 6.8 Pv@\sed%afet telgv@s ;x\., ...... @ ................................................................ 29
CA 6.9 1ma<%)n o@e pgcnﬂakﬂ@d actual @osure through diet and other sources
T 30
............

Q Acé%pta ©® Da&l?s Int@w (A%i) an%Dletary Exposure Calculation ................ 30
CA6.10  Other studies s2.... g0, € % ................................................................... 31
CA 6. ]@7 Effe&f@n th@emdu@lev@n len and bee products ........c..ccceeeveeieniniicnnns 31

o < & G Q@ @
v o Q
@° s & Q
&S
& S @
Y O & 9




E . Page 5 of 31
BAYER Bayer CropScience 2013-11-05
R

Document MCA: Section 6 Residues in or on treated products, food and feed
Foramsulfuron

CA6 RESIDUES IN OR ON TREATED PRODUCTS, FOOD AND FEED g,° >

This document contains only summaries of studies, which were not available at the time of the ﬁrs&§
Annex I inclusion of foramsulfuron and were therefore not evaluated during theirst EU revi f thi
compound. In order to facilitate discrimination between new and origi informatioh, theQo

information is written in grey letters. All studies, which were already submitted by Bayetsfor thesfirst
Annex [ inclusion, are contained in the Monograph, its Addenda and in véorlgmal (l&@lme 551@;@
provided by Bayer CropScience and are not summarlsehls docum@{ g}g @\ @}@ @

S
Foramsulfuron (AE F130360) is a herbicidal actlv&@gsubstance I% e original @s)sw@ b d t&©
Germany in 2000, re51due trial data supported th@%use on corr@ n t%s Anr@x I &enewal@"AI&@
dossier, only the "safe use" on corn will be pres@ﬂ Q )

6\ N S

(EFSA) has reviewed the Maximum Residue Le d Eur n lagel
for the pesticide active substance foramsulfuros, A r%ason opm@% on iew of the e r\ fing
maximum residue levels (MRLs) @ fo@sul n v@s p shed\m A Journa N 012;

Xy
According to Article 12 of Regulation (Eé No @6/2@@ d Safety %ﬂhorlty
) by entl st lishe

10(11):2962. Q SR oy ISEIRS
Report: KCA Sectio%% /0 012 Nip46644%01 O o
Title: Reasonlnloﬁmn the févie the elisting x1mu@res1§”lev@§ (MRLs) for
foramgulfuron a&ord&@ to Artlc el2 %Regl@tlon @&C) No 396/2003
Report No: M-466418-0%1 O
Document No: MA66418-01-1 &) (@ ‘z”\g @ (\}\7\7
Guidelines: Regula}@; (EG@)\ No IW/ZO%ﬂot sl@iﬁetk o (@)
GLP/GEP: S N O AN

NS TS ©

EFSA evaluated thig pl 1@%nd animal thetabolism si @es @ s@\e st@s and concluded that these

were all acce éf GAPs'evaligated c@%r th&GA s prese{ed for'the re-approval. EFSA defined

the residue %ﬁmt for @hforcéthent'tand i smegtin egreals as parent foramsulfuron,
proposed a@@MRL of 0.01 mg/kgﬁ)n m% g@n, pr(@se d he ree definition for enforcement and
risk assigment in pr @é origin as foramsudh ron%a)nd recommended MRLs on animal
commédities at the LEQ of @1 mg/kg. "@@coons@ner r%k as&@ment according to the EFSA PRIMo
model showed the@as nQ conc@‘l \ @;\, é&
In this renewa d@c?sm %W stidies @e bg @1 ed (§ several data points:
o KC 5.1/02 a st@ge {&blhty&udy in cormsperformed to extend the storage period.
o 6 1/03 — an@ctra odagport @presented due to the fact that it contains data on
@ stability o%ora@uro@ (andta metabolite) in sample extracts over time. [The study
port is als@u r%rlsedﬂg the r&l,evant@ctlon of the methods].

{o\] KCA 6.1/04 - an@( ract &F $ is presented due to the fact that it contains data on
the stabllgty of % @Mﬁlr (an metabolite) in sample extracts over time. [The study
report {@also summ ﬂ&e ref@vant section of the methods].

e In § origin dossf%r angmal metabolism studies were not submitted and were not

CGQ 0 b @equirdd / trlg@red However, a cow and a poultry study are listed as studies

NG Pthe '§View epor®as studies relied upon but not summarised in the DAR. Although still

“onot the@ﬂtry (KCA 6.2.2/01) and cow (KCA 6.2.3/01) metabolism studies are
S supitharisédin thss dossier for completeness as recommended by the RMS.

Q. A 6.6.1/02 — a summary of a rotational crop study performed for the registration of

amsulfuron in the USA.

All the other studies were evaluated for the original approval of foramsulfuron and full study

SUIMITIATTSES are ot provided.
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CA 6.1 Storage stability of residues

Stability of residues during storage of samples \@ @@
S)

Studies submitted and evaluated for the original inclusion of foramsulfuron or@nex I &@ ©)

In the original dossier, a study was submitted to evaluate the storage stability&f foramsu@ron P&%\om

matrices (forage, stover and grain). &% RS 6 ‘2”5@
@ 2 > Q
Report: I > 000 5547801 @ ¢ o 91.°
Title: Stability of AE F130360 and AE E153745 residue@% corn (forag&f@tov@-d gr@) Q
during frozen storage, USA, 199@,{minimum stdxage interval o£309 da; @© @
AE F130360 00 1B99 0001: AE¥ 153745 00 18499 008y & & &
Report No: B002750 i N SN
Document No(s): Report includes Trial Nogg " @U@ %, w\f@J Q N N
CFI8R004 © @ *o @% v @ AN
M-238478-01-2 X LN & N S
Guidelines: USEPA (=EPA): OK%T S 8@0%1380;\1)evia;(10n notépeciﬁ@?} < Y
GLP/GEP: yes A & A N D §
R e 0SS, e e o 209 0
It was concluded that the compoung@ sta@ in deep-frezen sa@@les @}r pexipds @8, é@ and 243
days in corn grain, stover and fofage, %specti%ely. The an@es webe fm@f to kg stablg Upon deep-
freeze storage for the durations@pudied,, v S @ $ (S @©
~ AN R 5
& @ 9 ©
R SN L9
"AIR3" process/ New studtes subfdy ted@@ @ N

5 X
oarion for el S misorti e spriier S L T
Justification for including thzs@gpor@n the &FIR @&szgr@ N Q)

S N
Since the Annex I 1 usionf@ ne%@tud ith @ger @rage giod@é%veréd (minimum of 616 days)
4 showst i ity peri
was generated. T 6.1© ShO\ heqn xu&m storage stabjtity I‘lOdS @sessed.
N S @ X

O NS N
Table 6.1- 1: @um y ofistorag Q%abi 't@)f foi%%lsul on a§metal§ﬂite AE F153745 in maize
(S @ Igoragey K 9 & Q @
v o

matrices

9 S @ i
é§ lytes %lan(@ﬁtri o abilj
o St
o Carn; Grain t0-§606 days ~

Corm, Fofoge |- “Up (3616 days_|  -10t0 20 °C Mo
Corn,Stover o Updo 620 days O )

> @
:7801;M5238787-01

O
Q@Stog% conditions Reference
Q

Foramsulfuron a
AE F1 53745@) N)

@
Report: O d

Title: % 360 @gﬁ AE @153745 Residues in Corn (forage, stover and grain)
& zen StorageVSA,, 1998 (Minimum Storage Interval of 616 Days)
Report No: <NB003134 &
Doctiment No(s): | Repgard inclf@&s TridPNos e
N é@ €F98R00 o

@° | M-238887-0140 A

Guidelines: ~~ <\ USEPX (=EPX): 860.1380;Deviation not specified
GLP/GEP<> y%@ &7

e & O
Mate@ an&@leth%s O
T%i@@iudy @nas in@ted’ 0establish the stability of foramsulfuron (AE F130360) and its metabolite
AEF153 in corn for%ﬁ, stover and grain during frozen storage for a period of over two years. This
report @sents data obtained at 866, 616 and 620 days of frozen storage, for grain, forage and stover,

respectively.
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Pre-weighed samples of forage, stover and grain were fortified, separately, with foramsulfuron and
AE F153745, and then placed in frozen storage. Samples were withdrawn from frozen stor@ at O
different intervals, and analysed for the appropriate analyte. Extractable residues of foramsul an
AE F153745 were removed from the crop matrix by blending with aquedus acetonitrije? After
filtration, the extract was concentrated in vacuo to a reduced volume. The aus/organic éxtrac
transferred to a separation funnel and washed with hexane. The extract V&%S en cleanedwup \'@SPE
column chromatography and analysed by HPLC/MS. %, S .9 gs@

o

SN
@ &S L@ @
@ S S
The half-life of each analyte was calculated by e@ﬂating the l@@t-ﬁt line o@ firstQrde

SIS
netig,
model. The mean recoveries of foramsulfuron a (%é; E F153745Qom@‘eshl ortiﬁ©§d samﬁ%g Wﬁ
79% and 919 tively. Th tive standgyd deviationg 2856 and 129 @

% an %, respectively. The respective standagd e\:1a 10nerq\ Z a?@ /0\ b %@ §

Findings X

& &) NN IS S
X Y
Table 6.1- 2: Storage stability of foramsulfuraon and y&tabo]}@AE @745% corn/@;{ize(xﬁatric % &’

Matrix Storage interval %ﬁle@é‘rfies\;}ggriam%liﬁm@ . 6\% cogie?‘f;]E 5?@2
. @701 &
Maize/corn [days] o e SIndividual <, Mean [ Hadividual DMean
0 &© 72 \&%2 N 56\}’ 60O 76y Y 6 | 72
29 QT2 6y 165 & ¥ .6 | 70
Grain 330, WP g7 1@ Q14 58 Sdo es | s
468 ] A48 W5 & 83 @Qsz@ 143 @1016% 135 | 126
866 o B0 & 674 604 627 86 84 82 | 84
.91 O @@ 79 O 75 87 RO @0 R 73 77
STl P9 Jus T05 k%3 §79 78 | 80
Forage X ‘_4"';":“ %@?) @ ©©S8 28 q 58& 8k 91 87 86
<@© 43 § ®@74 NI 7 SHEEEN - - -
S S oo16 53 g@ :. @@0 @6 8 91 87
©) \ I 47 g 5 7 56 78 77 76 77
Q | S
Stover@ IS Y O K@’S ((F@&g 85 @ 93§ 91@) 62 60 58 60
v 209 687 6pS 6690 £ | 81 76 82 | 80
.9 620.° b 1 6F @ | @ | 90 89 85 | 88
* Outliept O SENEES SN
h AP I A
Validation and 1il§rlty data areSiot p@sent@@in thg storage stability study but are available in the
analytical methd@® alr S itte thi&origi@@l do@r and evaluated at EU level (Document
M-238558-02¢; KCAO*2/06Y ., © © Q @&
TS o
) 9 @

Conclusi S S
@ N . . . .
A halfgfe of appr%%%atel@u years f@ fo@ssulfuron in grain was estimated. No decline of
foramsulfuron and@ F153745 @M b@bseﬁ@ in any other matrix. Inspection of the results show
thafsthere is no signific dec@m in récdver, 2 of the aged samples in any of the three matrices over a
period of 866 gays, 616 days and ®20 s for grain, forage and stover, respectively. One may
therefore condlude that @an es exhibited good stability during frozen storage in corn raw
agriculturalce®mmyodities éver the per@tes‘ced.
X
@ S o o

The longest perjod of time @hmh samples from field residue trials presented or summarised in this
dossi{%fwer @ﬁored@ ior *to analysis is given in Table 6.1- 3. All the maximum storage periods of
sa@es %@covere@’ by @ storage stability data.

&
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Table 6.1- 3: Maximum storage period of samples from supervised field trials
Compound Crop Sample material Maximum storage period Duration Covered (,dﬁ?
(days) D O
Green material 556 S > @
@g@ 616 & &
Foramsulfuron Shoot 527 o
and Maize Rest of plant 477 =) 60 ¢
AE F153745 Ear @5 @;§ @3}866@\ @@
X
kernel L 429 N @ NS
%@ Q R
9 Q & &
Stability of residues in samples extracts \ @ @ wg@ @
The storage stability of pesticide remduesmn s 16 exﬁaotiﬁs gen@rally@eck"eﬁ during the
development of the applicable analytical residue m% ore@ver @relex@ﬁt in@rmatiég on the

stability in the final or any 1ntermed1at¢e§step @n 4 erlvé@ from the ortification eringgnts
performed during method validation. Iﬁﬁie re%\/en n f%ﬁﬁed Q%;pl Sire within ?to\lgle acc§able
range of 70 - 110%, stability is consid&fed @i\aufﬁe.{ﬁ tly r Very\ﬁ@ddlt ally ry @nalytical batch
contains at least one concurrent rec@ery, %hich i$ha andggtor § el t@md@ samples.
Therefore, the acceptability of th@oncur@nt rec%ve%s den@s‘[ra the @1 li @f sathples during

the work up procedure. & @ ©
@ & @’ @
S & W @Q 5 &
"AIR3" process/ New studz,ﬁ;\;ubn%%led N & @

EFSA recently pubhshea%thel asone% opu§n 0 &iz& ﬁRLS%I‘ fogaw sulfuron a copy of
their report is providg@-in t \ @ (KC@ 6/0,y EF ded:that a-¢onfirmatory method for
enforcement of resi es 1n ma1 Aw\ %d fi ge re uired. @urmé% the development of the
enforcement met @tbod\ mber” 0 360 gwort -13/007)]@for the determination of
amidosulfuron, &me \dfuronﬁmetlﬁ% %osulf r%n -mé yl §f mesosulfuron-methyl  and
foramsulfuro Q@ sangples fr@m plafid origin C-MS/M e stability in final plant extracts was
checked fo the tesf&d sample m@ﬁerlal%yver %perlo 16 to43 days. In addition in the Independent
rlseé%e

Laboratm% alidation checkBd over a shorter time period. The
stablllt;ﬁ%sults from gpth st es ar low, Full @etails of the method and the ILV are
presented in the m@od s&c%on ctlorgi
2013; M- 455564 0F-1; %CA @ga& ; 5013; @ -470160-01-1; KCA 4.2/21).

IS

f.ihe actiye subs@qce dossier (|
o N T s & o

%

i Ny
N f@éé}@@Q@@\
G @ © «Q
S§E Vo

O - N
T & O
N &
@9@@%
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Report: I 0. 455564-01

Title: Analytical method 01360 for the determination of amidosulfuron, metsulfuron-me1, | &
iodosulfuron- methyl sodium, mesosulfuron-methyl, and foramsulfuron in sampi&s §
from plant origin by HPLC-MS/MS N

Report No: MR-13/007 IS NS

Document No: M-455564-01-1 ‘o .

Guidelines: Regulation (EC) No 1107/2009 of the European Parha%ent and the @unc 21 ’@
October 2009 concerning the placin: plant protection products on the Qarket@
and repealing Council Directives 7@2!7/EEC and@ /414/EEC @ @

@ @\a o
Guidance document on reSIdu@lalytlcal mel&Qods, SANCO@’S/OO/@' 8.1 -
European Commission, Directarate General ealt%&nd %'sum% Prote&i’on &@
16/11/2010 Q,;@ > \ 2 &
US EPA Residue ChemgStry T@fﬁ;ul%ﬁe OQ%PP @e 134 6esldh Analyfical
Method S o)
O 2 @ 4 o & &

OECD Guldellnel@V/JMWOM (200@ 17, 4\% 13 @07,9@ applicable &

GLP/GEP: yes DS @ Q )

ST TS Y & &
Material and Methods $ TS ) Q "\a

Q
Stability of residues in sample@xtra%%&vas @dled@n su@o gody,®@gar boet l%i lemon fruit,

oilseed rape and cereal straw™0.1 mgtkg). Lhe foll@vmg%able e recoveries Cpmparing initial
day of analysis and analymstter Storag the@gmal exgracts a at4°C %.3°C fider dark conditions over

the given periods. To che&R the stabili f‘[{é&korag&fresh%prepa@ m&@ s‘@gards were prepared

and analysed together with th@ged cove mples
gl o &7 Y 6
T e % O &
Findings @ S @ NI
Foramsulfuron wds stabl@%’or amnatrl&s under the t%?[ed &@dm@s @@
R 3, A,
Table 6.1- 4: @Stag@y o@l@rams@uro&m Pla@?Ext s, QuantifieppMass Transition
2 S 3 N
9 Fortlﬁca@n % % @ @ Qr
Sample, o
Levéy L @7 L AN \Recovery Rates [%] Mean
Matérial e Q) < © K .O
[m§ I - fr\@ N o INS
St S N Dy 0 (initial aalysis) O] 01 92 94 100 99
t N
ugar beet, | 0107 | 438y re@alys@ 97 92 90 94 95
body @ O o
S © @ (kﬁatlon%d@y 0/4,Nays ) 4.0 0.0 4.3 6.0 40 | 3.7
< Q Ol Payodnitial sfalysip@ | 84 89 89 93 89
ugfera@t’ 0{@9 Q" 43 days rémalysiss 84 81 87 87 82
%, < ) deRnation @y 0/43days 0.0 9.0 2.2 65 79 | 5.1
. W | Day initial, Sahlysis) 97 91 92 88 93
Lemon, fruit } @ 0., % F@lays réahalysis 105 104 93 94 97
YRS dewatl%@y 0/16 days 82 143 L1 68 43 | 6.9
@& @Q @U @Day 0 (initial analysis) 96 97 100 95 96
N\
Ollse& ape@® é&) N 38 days reanalysis 81 79 80 79 81
S 9@ W | deviationday0/38days | 156 186 200 168 156|173
Day 0 (initial analysis) 78 77 76 72 74
pPl“PﬂY‘ﬂ\Xl 0.1 20 days reanal} Sis 103 105 105 (01 96
deviation day 0/30 days 32.1 36.4 38.2 36.1 29.7 | 345
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Conclusion

The results for all sulfonylureas suggest that samples should be analysed as soon as possibl ter O
preparation, because not all analytes are stable in final plant extracts. This 1s not surprlslr&whem@@

considering the hydrolytical data of sulfonylureas.

s &

Report: I 2013;M-470160-01 @ QA
Title: Independent lab validation of BCS method 01360 for tlggr termination @re&@s of %@

amidosulfuron, metsulfuron-methyl, i¢dpsulfuron- me sodium, mes( sOsul furon-

methyl and foramsulfuron in sampleﬁom plant or by HPLC- M,@MS NO) g
Report No: 2013/0060/01 o O
Document No: M-470160-01-1 @ A
Guidelines: REGULATION (EC) No 1&@1009 OF THE EU @PEA AR@%M%\JT A%EQ

OF THE COUNCIL of 21 ©<tober 2009 @cen& laci

protection products on the marKet’ and €¢pealifg Cougy Dlﬁvesﬁ&/lﬂfEEC

and 91/414/EEC. O @ é\a @% Y

European Commls‘ﬁﬁ Ncu t for ner&g a&f} Repor@é

Methods of Ana &por@ Pre%eglst@wn ata l@re S fO@

Annex II (part Sect 4) A II1 (part A sgctio ctive 91/414,

smcomz&@ @d I@ *a ’@

Guidanc %u %t on @esidu alytigad me ds, @JC @5/00 rev. 8.1,
glocume e@ﬂ

European Corinmissi Direcférate Qener alt&)and C sum (&Protectlon,

2010-T1-16.
el & & @

OECD dance%ocu§ estlc§e%Res1%’e an@wathods,
<ENV/ onég(zom)@zom
@ &

N
USEPA R ue@emlstr T “éuld @an SPP 8 1340 Residue Analytical
§ Q’&od&lﬁ%pmabl\e\ ’ % % g @ '
GLP/GEP: _ o~  |Qpes N o WS @ %
SO O % & &8 o

Stability wés tested after storag&@of th%ﬁna@mple@’m t@ dar]@t a temperature between 2 — 8°C
over thrgedto thirteen @ays The fo@rmg tablesGShowfhie mgasurements comparing initial day of
analysfssand analys;ster -Storage of thefital sa S\Qples 1if the.dark at a temperature between 2 — 8°C
over the given petiods. @&llbra‘a@n w&s@:on%@ted @ih fgﬁlly prepared matrix standards at initial

analysis and for g5 1y51s§a>fte @rag%\g %,

SEEN
v & O @
@
@@@\\\
S\ 6@@@@@?
& & 9 ¢ e
@Q\&@
@ﬂ@\@@)
&@%qg;&@Q
%
§Y§©%©@
> O o
s &
@9@@%
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Table 6.1- 5 : Stability of Foramsulfuron in Plant Extracts, Quantifier Mass Transition.
&
Sample Fortification é@n §
Material Le;rl(:l Date of analysis Concentration [nl] d@s{@?;@ﬁfﬂ
Swoar 2013-08-28 10.30 9.60 9.90 Q & L
2
“gbaordyeet’ 0.1 2013-09-10 956 955, | o 94\\ RN
W
= @ Sl
ot 2013-08-29 963 | O8.92 @%z g & O
&
ugf‘erafeet’ 0.1 20130909 AF 723 D 706 | 77.09 O 9
%f N @ O o Z
2013-09-06. 6" 870 o855’ | Besos|  iw
7 [
Lemon, fruit 0.1 2013-09-09 ‘&9& 907 & l@gf’ v 1% ﬁ\% g_°
‘o7 g A
‘&% NN N S N §
20309-02.° @ 1080 071030 | Q0405 | S99
Oilseed Rape 0.1 @%3—09;(?) @\g &332 i é\%% & 3@
0(@7 J
é FJ /aN \)@ ®© @ Q 2 %
@ 205090 4 @ IS 790 ©7.32% 11
Cereals Straw 0.1 2013- @@9 v %65 @ g4 8.1®
({(@ﬁ a
9 ANV @
* Mean deviation [%T\betw%n initial %alys&nd @s of@nal sis % §
S S @ SN
Conclusion < @ @ @ o «
Significant deviatiouis be@veen I@al 9@% reg analys1s®zere erv@ espeally for the matrices lemon
fruit and oﬂsee&l@@ape erefo%e theginalys \fthe&sﬁmpl %ucted within 1 day.
& & .0 7 & @ S
N
CA6.2 @ Metab&lsm, @tr@mn and ex@eSS@n of @smues
CA 6.25? Plants’ S & S = o
~ S
Original dossier Q\ AN @ v C& Ry
In the original déssier cége be@ d meg,@)ol m of msulfuron was only investigated in corn

because fora

radiolabelledQvith 14€ i

lfur

%@@@f

1nt

ed f@use imany ofher crop. In these studies, foramsulfuron was
o different @sltlo@as p%ented in figure 6.2.1-1 below.

Figure 6.2.1-1: Label positions of foramsulfuron
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2-4C-pyrimidinyl-labelled AE F130360 (outdoor) or U-'*C-phenyl-labelled AE F130360
(glasshouse), formulated as water dispersible granules (WG), were applied by spraying to corn

in the 7 leaves unfolded to 1st node visible stages (BBCH 17 to 31) with application rates o
240 g a.s./ha (maximum label rate is 60 g/ha). The non-radioactive safen@lsoxadlfen
ed in all re‘&tdue

included at a ratio of 1:1 with foramsulfuron. This safener has also been in

@% an&‘,

performed on corn reviewed under the scope of Annex I inclusion. Q @
@ & y\f@

Samples of raw agricultural commodities, 1nclud1ng e stover graln WGI@ heu%e%ted @
analysed. In general, low residues were detected in pla arnples e 1rnrnat sta e &
maximum total radioactive residue (TRR) from the 40 g/ha tre t@ent ranged@& 4 te) 66@&©
mg-equiv./kg. At harvest, a maximum TRR of 1.8 0 1.945 mg<quiv/kg was, un{m stovier, w i@
the grain residue was very low, at 0.004 to 0.0 g-equiv./kg. The @rincipakex rdctableagsidu
forage, stover and grain was the parent compgund. Two, met 11te ?esultl@ fror%he cl?éavag the
sulfonylurea bridge, namely AE F153745 and”AE 2944, werg ou d@i the 25 Sxtractable r ue of
forage and stover. Another metabolite, resylting fi th@ eavage of t formamld 012@» as a;so
found (in very small amounts) in fonag% aml stover. T maja% llte detecte (s.‘.’
(AE F153745) was also identified in r@*met&b\hsm dies, The @mor metab AE@BO 9 was
also identified in rat metabolism stuw N @} @

@ NS

It was concluded that the submi%d sydies ggve s@ﬁcw@nfor@m

residue for risk assessment 1r&§;ant n’ﬁaierlals@és f sulfar 1S W

EFSA in their recent (2012) g¢ sorglid%plm@a fopéhe MRTLs of i(@amsw@,lron
Ko

@
Studies submitted and eva%ated /©r the@mclu@ of &zramsmlﬁtron‘?&?Am@ I:

se a@éﬁmtlon of
als@n@& confirmed by

S Y O & §

Report: 00;M-185906-01 (%\) &
Title: Megabolis (US&E-phen 3036®and (2-14C-pyrimidyl)-AE F130360 in

§ g:& groyn underfield &lethQ\S de@% F]@%O @g
Report No:  ~Y  [26003293 '
Document N&(3): ? ep&@nclud%g) Trlaq‘leS @@ @Q S @

: M1 85908011 & PN

Guidefines: @SEP@E—EP&; OPPTS 86@\300,ﬂgv1atl(@ not specified
GLP/GEP: Ahyese S B, Y N o

S S @ O

9 & @ SR @b
Report: @ Wooo;@q%wz-m
Title: W Y Discubsions oh the different nethods of evaluating growth stages of maize
Report Ne\ C007621 9 @
Documgii® No: &-19629-01-19 & -
Guidelines: Q\Devm\tlon n;tzgspec;,ﬁed . Q
GLP/GEP: NS @ N

Kej @ @)

"AIR3" progéss \% § S

%

The d @&o @?e ori al @mlsswn is regarded as being sufficient. As no new uses have been

developed s to irst submission, and as corn — the AIR3 "safe use"
tes&@ no %@QI stu@s a@resented for the Annex I Renewal.

©®©

— has already been




B . Page 13 of 31
BAYER Bayer CropScience 2013-11-05
R

Document MCA: Section 6 Residues in or on treated products, food and feed
Foramsulfuron

CA6.2.2 Poultry

In the original review for foramsulfuron at EU level it is stated in the DAR that animal met{a@sm@
studies were not triggered and were thus not required. However, during the EY evaluation a @dy on
poultry (conducted in 1999 for North America) was submitted and evaluatnd is incl

Foramsulfuron Review Report (Appendix III) as a study which was submif@d during t e eva 11%
period but which was not cited in the draft assessment report. In additionXhis study way) evi d by
the RMS Germany who provided an evaluation report duying the MRL gonsultation f N\/Iemb%er St

(2012). The characteristics of the study were presented §y EFSA durif#g their recen{gvalugfion ofdhe &@
existing MRLs for foramsulfuron (EFSA Journal 2012 10 (19:2962). S&@ thi stud@gwas Q
considered as part of the first EU review a full stud mmary W normally rfot be pr id@or t@

renewal process however since the study is not marised in the ij t quested t
study summary be provided for cornpleteness review or rev%e of@ls st%ly is r@@@ued@
@Q

In this summary the dietary burden has bee@alc%@ed a@ordn@ﬂto c@ent r@i’ulrel@ent thi
provided below. It can be seen that undel%lgle cuffent elrem@ts the calcutated d@[ary rder@ or
different groups of poultry do not exceei%he tﬁg\ger \Zlue 0& 04 mg kg, bW dayz.

w % < @
Dietary burden calculation @Q (Eix @ @ @’ @

Foramsulfuron is authorised on c@ whlc@rm oh to p@f ry. me n a ag;ﬁﬁazum dietary
burdens were therefore calculat Y(iﬁ@'ere hg ouf 11@ ck @sing th

< AR
Table 6.2.2- 6: Input values for-the di &etary $den§alcul%gm L e (@
N

Commodity o\@) S) 2) (@ < Dletgry b«u\r%?en @ ‘v\,@
@ Inpht valu@mg/& S Co%nent
@ ; RlSk aﬁ@sm@resu&@ def'@aon (goramsu@lron AN
Maize silg@ Q) {;\ 9 0.05y \\) ? @& 1ghest residue
Maize@@in @CQ} ) é Q@’ f% %© § - Median residue
© N 73 X
Table 6.22&%}: Results of‘the digtary bl@n ca@llatig\n accg;@ng @@ECD model
@ @\\)) « Residue level.in to@feed@y . Q" | Residue intake
o N | matter ( 2N o Y | (mk/kg bw/day)

Poultry broiler &Y 4008 . gy O 0.001
Poultry —layer © & {00205 | % 1\ & 0.001
Poultry - turkey Q @} 0.00&» Q @ 0

Q ©
The calcu%ted dietary b den or d \- ren@@ro @of poultry do not exceed the trigger value of
0.004 n@g bw/day, Tg@eref(@ no p It r)@etabﬁlsm studies are required.

As m%’wously mer\ﬁi’onetudg@um@ry een provided at the request of the RMS — the study
box and summagy,are pr gr@ text 0 show that this study is not considered to be a new study
for the re-ap oval ocess &hd is @sen‘c% the baseline dossier. The poultry metabolism study has
already bee@alm b S Gé&rma ai® in 2012 and it has been reported in the reasoned opinion on
the reviey&g th@usn maxitrum residue levels (MRLs) for foramsulfuron according to Article 12
of Regy K @FSA Journal 2012;10(11):2962).

dation (EC)Ng 396/2
.<Z %

study &hi wed that foramsulfuron was rapidly absorbed and excreted and that radioactivity in rnajor

organs was very low.
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Report: I 00019132301
Title: AE F130360: Poultry - Metabolism and nature of the residues in the eggs and edll@ @
tissues in the laying hen §
Report No: C005081 N ®)
Document No(s): Report includes Trial Nos.: N & < Q@
Tox96080 v N
M-191323-01-1 S L 6
Guidelines: EU (=EEC): 96/68/EEC; USEPA (= ): OPPTS §60.1300;Deviation n
specified @A & @\2}’ § @?
GLP/GEP: yes mQ S A é
> o N & e
Materials and Methods R o S A &
Six laying hens were orally dosed with [*C]- CO) 130360 50 per. bird Qday%%k f en
consecutive days. The dose was equlvalent to@pproxiggately pp&m@m th&%\fet. IS N o
© o & ¥ VoA
The characteristics of the study are reporte%m Ta@e 6223. IS ) @7 @&
\ \ &% Q" w §
Table 6.2.2- 8: Summary of available m@ﬁol&sm stud)@l pouﬁwry © w\\h\ @ w\ﬁ Q)
S &am@ detz);ls

Group | Species position

Label @f Applicativ@idetais
WRate (thg/kg bw rationy| oY
1 & 8 %T
@ ma@% «gyr daé %ﬁjay)?@ @ mi}@ 1me

a 0
Laying 14 @Q éo\ﬁ @a % EBes » s TWICG daily

oultry Hens phenyiv & 075 & X & Excreta Daily
b N & & @ Y | Tigswes ¢y | After sacrifice

N&N
* Dose corresponding-to Q?O ngké DM@ﬁJed § & S R $ @y\?

Excreta and cage w@mgs@ve d da@ s w@ coffected (fwice daily. At necropsy
liver, renal and su tan gous fa§l€m eletalMnus and@ndeveloped eggs were removed for the

determination of the d\@butl h»and fagnituade of:{ *C]- F13 ues. All collected samples

were analyse<%@ etertpine the r651s ofg’c Q:E Fl% 0 aggits nfé&abohtes
N & & @

Findings & %@2 S & (g é,(;%
In egg s and Whlt@, re @E F13036@wer<@€ry but detectable 24 hours after the
initial @ose administréfon.. § due levelsGs® yoj{@contl%ed tq rise until reaching a plateau by day 10
of dosing at a co \rau&n of @18 ;t ©005 ‘ng e alen@kg tissue. Residue levels in egg whites
were an order 1tud @y Wltk% maximuntyconcentration of 0.007 and 0.006 mg
equivalents/k issue ays 253 and\8 of @ng undeveloped eggs, the mean concentration
of AE F13036Y deri€ed re@%e &as 0.0K2 £0. (%Q mg@uivalents/kg.

L @
Levels F130360@§sid@nd/@1ts ] ites in the edible tissue of the hen were low, with the
highest concentratioaseen in liver(0.023 & Ol@g equivalents/kg). Residues in all other tissues were
an {&er of magnitide 10\@{ at Je@'tha@%@ equivalents/kg.

Following the &minjs gratlo f ths@g%st d@% of ["*C]-AE F130360, elimination was rapid with 71.28
+ 4.03% of adag iste dosé%eCOV@ed within the first twenty four hours of dosing. The overall
mean dall& cov, wa .63:,5.00%over the fourteen day study period.

The maﬁ@ entsSSf theSidioactive residue were extracted and characterised in liver, egg yolk
and exgreta fo& to be parent compound (AE F130360) and the cleavage product
(AE§ 537@ Sr& a §i&flts of polar and unknown material were also found to be present.

©®




B
Bayer CropScience
R

Document MCA: Section 6 Residues in or on treated products, food and feed

Foramsulfuron

Page 15 of 31

2013-11-05

Table 6.2.2- : Isolation and identification/characterisation of the residue in the tissue and excreta

Residue % total % total '*C residue identified/characterised (&0
Tissue level residue Polar o
(opm) | extracted | AEF130360 | AEFIS37AS | oo un@own
Egg yolk day 10 0.018 63.24 11.46 - N 2.38 1509
Egg yolk day 14 0.014 49.29 - 36.25 ‘0 - o
Egg white 0.005 NA NA NA NA o N &
Liver 0.023 55.33 732 4.54 933N | 018 S
Muscle 0.003 NA - X %) < D - @
Renal fat 0.001 NA s R @ D
Subcutaneous fat 0.003 NA @ L - Q- 5 o
Skin 0.003 NA =~ R o K -« VT
Undeveloped eggs 0.012 NA Q) - .9 -~ 15 Y
Excreta (6F; day 1) 1.797 9337  [o 41834 &P «937. 0] Q@00 - 16,49
NA = not analysed Q ‘&9@ é\a ®§ b@ o % .
. SRS S A
Conclusion o S N % Q
Following administration of ['* C]—AE@*I 303@% at a@ose rdte equ@le to 10 in the diegYor 14
consecutive days, residue levels wi det&%&able@ﬁ all@ible @sues Getweegn0.00d,’and_0.023 mg

equivalents AE F130360/kg tissse, alth@ngh ‘only liver and, eggXydlk taingd” residees above
0.010 ppm. Identification of residues igy livercgnd ¢ yol§owe@ the @siduglo besomprised of
parent compound (AE F1303 and%leava@’ pragict (AR 15@’45) t eth ithtsome polar and
unknown material. These tw_com o%nds@re go been 1 ent as fiajor %etaboh@s in the rat.
Elimination of radioactivigé in thesgxcretgywas rapid (>%% of the on‘day 1) #nd was found to be
mainly composed by tsg anﬁd paréat toglther with s

cléavage, produetindicating that AE
F130360 is either poerly absorbed 6y rapidly cleaged. .There Was hgtie sys;& distribution of this

compound since alg@ue re@ﬂue@tar&@d W@er@w, ) o &
@
SR GSIEN -
CA 6.2.3 act ruminants & %,
& @“g© s @

v
@@:Ve statd in, e DAR that animal metabolism

In the origina@ revi§ for?ig)ran%ﬂfuron%t
uired.” Howgver, diring the EU evaluation a study on

studies wef@not triggergd and were thilsnot

ruminag&(performe 1998 or N Argerica@@as @i@nitt@\and evaluated and is included in the
Foramsulfuron Review Report (AppendjxuIll) as a study whigh was submitted during the evaluation
period but which smegh tepgrt. In addition this study was reviewed by

not %te&@he draft as
the RMS Germ#ny w}o)proyaded ap>evalifation {@port ing the consultation for Member States
(2012). The chracteristics e, sﬁ@; w@ pre@nted B EFSA during their recent evaluation of the
existing MR®s forFor lfum} (EESA Jé}‘nal &012; 10 (11):2962). Since this study was
considered%s part of the first @rev ful%tu(l{gmmary would normally not be provided for the

renewaldprocess how&%r sifGe the study @not"symmarised in the DAR the RMS requested that a

study summary be @vide for cplete@é@ss. o@review or peer review of this study is required.
é é °\ @

R

In this summar@‘&he dietary l@%en bgs beeg@:alculated according to current requirements and this is
provided below. It cap~be th@nder@e current requirements the calculated dietary burdens for

different greips ofNivest do not’exce@d the trigger value of 0.004 mg/kg bw/day.
g&@ Rivestoddo n g8 g/kg bw/day
N
O Q
&% O @ o
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Dietary burden calculation

o
Foramsulfuron is authorized on corn which might be fed to livestock. The median and m: 1mum§

dietary burdens were therefore calculated for different groups of livestock usir@le OECD 1. S
<

Table 6.2.3- 9: Input values for the dietary burden calculation v @& QDA
Commodity })ietary burdenv\ﬁ © 9 ri&@
Input value (mg/kg) N 1Y Commet@ ®\ @ o
Risk assessment residue definition: foramsulfuron @% &© g\”\\gv Q\} @Q ©
Maize silage 005 | Highestresidw® & & O 7
Maize grain 0.01 I . M@n res@%ﬁje Jog h\ . Y\t@ @\g

Q @ &
Table 6.2.3- 10: Results of the dietary burden calculition ag&rdm,g@ OE@ mode@j A& ,@% &’

Res1du&ﬁ%vel totalfeed d%} % @giesidue intake @
&matt@&(mg/@) S (mk/ke bw/day) §

Cattle — beef &° @ 0102 s A @00 O
Cattle — dairy O 0.078 > ] S & 048 o
Sheep — rams/ewes o ¥ 0.003 S I © NS
Sheep - lambs 9 40417 O 4 N2 o002
Swine — breeding E 0.033%0° <~ N O 0.06%
Swine — finishing v & @% 0.008 o R @ 0

©

@
The calculated dietary Burde for df@rem§0u Sof 1i ?ock o nof\g(c g%fhe trigger value of
0.004 mg/kg bw/d %re @@0 liveitoc @net %stud is 1 ed Nevertheless, a
metabolism rumina tudy b@@a co%@lcte 199$£0r N An@rlca

As previously r@tlo 8@ a st&dy S% mar@s b ch provged 3(%he %Sest of the RMS — the study
box and sum ovidgd in grey text o s &N tha is stixhy is ot considered to be a new study
for the re-approval @’oces%nd res t 1n ase doss@r 'Ehe ruminant metabolism study has
already b&%)evaluated by \@ be&r@ported in the reasoned opinion on
the revew of the ex1 I mdug leve Ry&ﬁ for @tamsulfuron according to Article 12
of Regulation (EC%Q 396&%0 5 gSA 3) rnal %012%)(1 1) @62)

@’
ﬁ to x@desu Ate th@lstrll@on elimination, magnitude and nature of

the AE F13 ) resi@es 1Q e e%@le tl\s@es arf@milk®f a dairy cow following oral administration.
The study in howed that) for Ifi idly absorbed and ted and
e study 1 % 0 S Q é;ﬁ%u l@@ﬂ was rapidly absorbed and excreted an

radioactiyity in major %gans

The present stucf@ wa

Repgrt:
Tifte: ] i istripytion and nature of the residues in milk and edible tissues
S AE F130360 C@e AEET130360 00 ZE
Report No: & @005(@6 & R
Document @5): N R %t includés Tri@ Nos.:
X

$X607
&9191@ 01-1

N
@
Guidelines: &7 QQ%EU @EC) 91/414/EEC; USEPA (=EPA): OPPTS 860.1300;Deviation not
S > ified

GPIGER? - ;§
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A dairy cow was orally dosed with ['*C]-AE F130360 with a single mean daily dose of 187.42 mg,
equivalent to 0.389 mg/kg body weight, for seven consecutive days. The dose was equivalgf® to &
approximately 6.7 times the maximum expected exposure following dietary ingestion and e 'Valen§§

to 15.99 ppm in the diet. The characteristics of the study are reported in Rgble 6.2.3- Il S
S S QS
Table 6.2.3- 11: Summary of available metabolism study in lactating ruminang SRS 3
Application details = Sampleod@ails 9 a
. Label No of Rate . SN S
Group | Species position | animal | (mg/kg bw [ uration Q@Commodit)@Q @lm%@ o
(days) S S
per day)_ @ D SN
%@ Q\ Milk and bfedd | Twiceaily @)
Lactating 14C- * <gﬁne an®  Of N
ruminants Cow phenyl ! O@ g/@j\ - faecess, Daity ©@
N Tissugs o~ | ‘After sabrifice

LN 9 ¢

* Dose corresponding to 16 mg/kg DM feed © %@ @@ Q é@ﬁ @ & % %
(g

Urine and faeces were collected dally, milk &&&blo@were@olle&t% tW1§da1
hours after initial dose, and approximée ly 3 hougs@fter. final ddse, 11\%@, ki he@ lungs, renal
fat, subcutaneous fat, omental fat, @itscl¢y(psoasSloin r@ua , a fluid and
bile were sampled and the rad10§v1ty p@sen‘[ﬁua ifiéd. @n‘uﬁ et&@hte Fesldues was
carried out in all edible tissues na l)&l@@er ] w ey, @scl@@yt a@ lk§ld tl@@hetabﬁlc profile of
urine was also determined. @

S @ & @

o> Se
Findings (& @ @ >

Residues of AE F130360 (O 01 p 1% we§ de ed ifmilk at 6 %qurs§5t initial dose. The
concentration of radi tlve dl.%gﬁ ema@d 1 and% ach a pl&eau of otlly 0.006 ppm at 120
hours post initial d

@
At necropsss 166

E

SHERN & @ N ©© 5 &
The concentratiGn 0fs1due§§0f @g F13®§}0 am@éor it@net 1tes&&re also generally low. The
highest residggevelgswere@und @ theg{@ney% 0. O%}mg 1va nts/kg, followed by the liver at
0.025 mg equivalefi®s/kg. SV“l%e51d@5s in %t were betwgen 0.0169 and 0 (2024 mg equivalents/kg and the
lowest residue levels were f d @t e m cle (0 oo%ﬁng &(@’Valents/kg) and milk (0.006 mg
equlva)@%s/kg)
Following the first dese o q&“C] F13§60 3“6 31 éof the&%lmlmstered dose was recovered within
the first twenty hQw dos ugin ife and@eces Fean daily recovery in faeces was 75.22 +
26.35% and 6.592 2 @ ﬁ @@mg a\%fean iotal da@ recovery in excreta of 81.81%.

Y
Isolation a&ﬁien‘at@ atl@f t@zemdu@ in t@lsss summarised below.

Table 6@ 4: Isolation %d 1d@t1ﬁcat10n of c& resj@ues in lactating ruminant tissues

Tl& § Q%Lwe@ Kic Q‘Q @mcle Milk Omental | Renal | Subcutaneous
Qp X7 o fat fat fat

Residue level (ppm) 0@5 @.036, . 0.004 | 0.006 0.013 0.024 0.010

% extracted & > #1505 72.32Y 5878 | 107.37 | 93.23 70.26 98.71

% identifiediCharagterised 59.76 | 6699 | 5556 | 101.88 | 90.42 70.24 98.72

AEFI130360 & 2] 4929 | 1398 | 3437 | 33.76 11.14 27.36 61.60

AE FI13745 9 D64 | 53.01 [ 21.19 | 61.74 3.58 35.16 37.12

unkrﬁ\vns @ &)+ .83 - - 6.38 75.70 7.72 -

v
F 0%0w1 dosing of [™C]-AE F130360 at a dose rate equivalent to approximately 16 mg
equiv ts/kg in the diet for seven consecutive days (0.389 meg/ke body weight/day), residue levels

were detectable in all edible tissues at concentrations which ranged between 0.004 to 0.036 mg
equivalents/kg tissue. The major metabolites identified in all tissues were the parent compound
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(AE F130360) and cleavage product (AE F153745). These two compounds have also been identified

as major metabolites in the rat. The liver and omental fat contained small amounts of polar m: 1al @
(0.001 - 0.003 mg equivalents/kg) and unidentified metabolites less polar than the parent co oun
were seen in omental fat (0.006 mg equivalents/kg) and renal fat (0.001 mg@guivalents/

results indicate that AE F130360 is poorly absorbed and is largely elimin: as unchan%ed p
compound in the faeces. This compound is either cleared rapidly o%undergoes ligtle sg@ermc@

distribution since the concentrations of tissue residues in the edible tissueg were all low, S . %
& NS,
Based on these findings, EFSA concluded that the parelf compound@s a valid 1n@tor live'si\;pck &
except for milk and kidney, where metabolite AE 153%45 seems fo appropria ow@er g h&©
low dietary burdens calculated in the frame of th& EFSA revie® th releva;ggt residue def@tlo @
products of animal origin is proposed as forams@on both f@&enfor@ ent &d r&@asse@nent@@
N 9 @ g& % @ N
CA6.2.4  Pigs ©
rm

No additional metabolism studies were @ t

S
NSO & O
CA 6.2.5 Fish @Q %\ \Q § \@’% @QQ § @ ©
Since no residues above 0.01 mg@ we found@ln corpgraiphd ndce atio@%to bg\éxpected in
tissues (log Pow < 3), the ﬁsl@taboﬁsm stu@ is J@§ requiged. Q& & @© &
@ S @ @)
CA 6.3 Magmtu@ of 1@1d1§rla p@nts . § < &
Foramsulfuron (AE F%3O36(Q§Ls a bgrbicida ac sub@nce‘@n t%%ﬁg;n@dosswr submitted in
2000 for Annex I inéhision, @he u@of this con@un s sup ortedih corn 1"No new studies have
since been con &th fo@ns Iftiron-cont g fo ul{uons &or use in European corn,
L " N ﬁﬁ Q>

which is the g@ u crop%upg&rted inthe A&ﬁ% pr&ess N

S S N \639 & 6 &
CA631@ Corn @9 @ D @@’Q@ \@,
Orzgmdigosszer @ ©) Q % Q)
A short summary@%the @t ‘guate&r tl&%ﬁrstegappro@ﬁb is provided. To evaluate the residue

behaviour of forainsulfuron orn, “a totalyof 4Ptrials, were conducted in corn with different
formulations. Th@?use@ r c&)@’ ase @Wn @cha 6.3 of the original dossier, is provided in
table 63.1-L (P &7 o

Q \ ~
3, Ve 8 &S
& % @ I N
o\ ©\
X § S @ @§ N
S @@é\ @Q &@@
@%
@ \%%é@ §@Q
% Q
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Table 6.3.1-1: Use patterns

(GAPs) for the spray application of the formulation Equip in/on corn in gur

© [
% e (northern aﬁ%ﬂuthern residue r%s’f%,
O

O
<&d%}ﬁc}qbed in

the 2000 dossier @ QO
Crop and/ Member Product | F/ G Pests or Formulation Appllcatl@(f) & .Aﬁpllcatlon rate per %ﬁn}ejnt %XQ\ PHI Remarks:
Group Q)
or State or name Orl of pests Type Conc. of as method, growth@ numbe Interv: g as/hl water 1fha'q gastha &%ays)
ot : % ° gl B e O
situation Country controlled kind & t@ mi %—@ Q@: ax &@
t§g @m ications [, \
& @i%nin) s 2 N o ©©© @K ©
i ] i \\ Pl | Dle”  d
(a) (L) (©) (d-H (U] g§- & W & QA Q N $ (U] (m)
Corn, Europe Equip F Grassy weeds | Oily 22.5g/L @ ad- ®BCH , (\Mper o & e %15-60 @'0-400 43-60 %&“@@ Is covered by the
without North/South species and SD* foramsul ‘1\@ casty, © |scale: \ season@ @& & foramsu on + normal vegetative
sweet corn dicot. Weed °\:§’ S) R %&)& °\ S O period between
and seed species g 1{@% @ \ @1& \% o 1fen {thyl last application
production X isoxadifen- etl@ volum % @g @@ \ @ % and harvest
use QA spga < < ©3 Q 3 SO
Corn, Europe Equip F Grassy weeds 22. )) Bredd- ®eH 2 per 7—@%@5 @U 00 @g foramsulfuron Split application
without North/South species and S foramsulfuro% P cast @ cale: eason @) <> @@ > &% + 30 g isoxadifen- in 7-14 days
sweet corn dicot. Weg C « 9 ° ethyl followed by interval
and seed species @ @\ +22 5 f@ @@l @uQ @% @\ @ K A 30 g foramsulfuron
production (\ ) @K\ 1so&d1fen ethy‘l& Slume N\ o\ © X m" S D + 30 g isoxadifen-
use O\ spraying - & 2 N
Corn, Europe Equip F Grassy weeds | Of 22 Sg/LO > B géer\) 7-% dayy @é 100-400 40 g foramsulfuron Split application
without North/South species and %@sulfuron S% t sdale: a.Xeason @ o @ +40 g isoxadifen- in 7-14 days
sweet corn dicot. Weeds, @ %% % < { A\ ethyl followed by interval
and seed species @\ o @ +22.5 @ ﬁ 12-]@ @ S 20 g foramsulfuron
production @ & N 1soxad1 ethyl me @Q @ @ + 20 g isoxadifen
use spraying @ "
*Formulation type now classified as an OD (oi ﬁ]\ffersmn) @Q @ \ @ o @ @@ )\&9@
o N >
(a) The EU and Codex classifications @wld be used @ @f@’»& &@»& (:X S& . @\(i) g/kg or g/l
(b) Outdoor or field use (F), glasshouse application (G) or indoo 9102&1 [§ K @ N\ (j) Growth stage at last treatment
(c) e.g. biting and suckling msé‘e\ oil born insects, foligr i, weed Q \ \ @@ @ % (k) Indicate the minimum and maximum number of applications possible under practical use conditions
(d) e.g. wettable powder (WP), emulsifiable concentr gram@ ‘ ° (1) PHI - Pre-harvest interval; n.a - not applicable
(e) GIFAP Codes - GIFAP Technical Monograph I\%Q 1989 Q&\%Q \ @»Q (m) Remarks: SI - intervals between applications (in days); Max. appl. rate/season (in g as/ha)
(f) All abbreviations used must be explamed @ % @

(g) Method, e.g. high volume spraying, lo: @u ne spray@» spreadin
(h) Kind, e.g. overall, broadcast, aeri;

@@

K\
O

s

et
%\

@
\'>>
@@

N

Tt
©©@@

°

g@stmg, @

d1v1dual<>]@ betwee ants @\

N
O
L O

z»\\ﬁi\
©@

@@
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Residue trials in corn were performed in a representative selection of regions and localities in
Europe. Various formulations were used in tank mix with a safener compound thus ap ng &
foramsulfuron according to usual practice. The trials therefore represent typical residue behawiour ot§
foramsulfuron in corn under European conditions. S @Q

N & ©®
The trial locations in Europe were spread over main growing areas of th ]@J northem@one EU
southern zone in order to cover different soil and climatic condition Q%he trials co@lsted@)f tvyg@
treatments, one untreated and one treated plot. The rate@wrally exaggerated the mlm%\ei@%ﬁ@ @
dose rate applied for the active substance in order to investigate theJesidue patt Th&applieafion &
rate corresponded to two applications of 45 g a.s./ha %60 g/ha of @msulfuron growdh stag@@Z 1
then 16-18 for northern Europe and at growth stages 13-14 th@ wih stage 16¢17 for Gouthgf#
Europe. Pre-harvest intervals (PHI) were depe on the p@&od be&een t@m\@ and @yaturity of
the grain and thus defined by the conditions o&use. & @ «:0\7 <

RSN % @ T
In 1997 and 1998, a WG-formulation cogtaini SO(V/W@ fora@sulfuron (1@ Fl@ 1
applied in tank mix with the safener isoxadiferfsgthyl AE F122006 rmu@%d as a WG? ,=Q-
the trials in 1997 and all of the trials } 199&%6 ta mlx% SO tainéds the Sa@fonyhgea eXY
iodosulfuron-methyl-sodium (AE F1{30 O “formufated @ 20% WG @?w). e a 'cationate for
the formulation was 2 times 0.09%Kg/h uivalent tos\2 tlmg 5 @845 /hadof fi sulfé@on). The
application rates of the SO%QVG rmulagion of i o-s:}c ifen&thy] gvas 2, timeg 0.09 kg/ha
(corresponding to 2 times 4 a), The rat@®of ¢ 20‘VG— ula dosulfuron-methyl-
sodium was 2 times O.OlSﬁh (e&ulvawl@at to 2 times'3 g &@/ a). @he %ray volime was 250 —
300 L/ha. N S e @ @ &
In 1998 and 1999, a 011 ﬂo@ble-@mula@)n (@FB\(&O % IK%&NI\@; A302) was applied.
The application rates@ere 4%or a.s./ S
pp @@ @ @a S §9 @ o &

Residues of fo sul @n i %shoots&(fo ape) at’ @e d% of @hcaﬁ@n ranged between 0.9 and
4.0 mg/kg. A @e ti con oot (&ag% Sam ng, thesesidués had already fallen below the
limit of quantificati g/kg) Fora sulﬁf@)n whien appdied to@orn according to GAP, does not
lead to re§@lues of fo amsul {@n Q eta@hte A@ F1§3745 @ grain at or above the limit of
quantifj % ton of 0.01 Iﬁg/kg@arv 7 It was co@ded”@t t were sufficient trials to support the
GAP, and that there Wedr able §aues\ the parent«ubstance (or metabolites) in crop parts

to be used as feed@od fAn M of Q m@kg W % d in maize grain.
<
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Studies submitted and evaluated for the inclusion of foramsulfuron on Annex I:

All the study reports listed below were provided for the first approval of foramsulfuron and a@ll @@

considered to be acceptable. N >
& &>

Report: I I N N 099V} 59968-01 & P

Title: Decline of residues in maize European Union (southern zone) 1997 AE F &O i
AE F122006 water dispersible granule 50 % w/w Code; % F130360 0 (§ &
AE F122006 00 WG50 A202 » &

Report No: C004454 X 0 @ @ @ IS

Document No: M-187968-01-1 < © MRS

Guidelines: Deviation not specified @ A O e @

GLP/GEP: yes @@ \5@ D A & é

YN @ 6\ ~ §

o @ % A
Report: % ;19%@% 190338-0%
Title: Decline of residues m%lalze Eyropeat@lUnio outhern zong) 1997 AB Fl

F122006, AE F115088 Waténdispersible giapule 56550, 2 w/ Code: A §
00 WG50 A106, A F122006 00@G50 Azoz @Fllﬁﬁ@g 00 20@05
Report No: C005041 Q N AN QN O
Document No: M-191238-01I° @ s, % v @ @ 9
Guidelines: EU (—EECi@oz%yws rey. 5,D@latmp§%t spioified” ¢
GLP/GEP: yes o N v L @ & 9 O o

o

&
199918582101

Report: ; ;
Title: Decline @%resid es in -Q$ on northerrzone) ;997 AE F130360 and
FAE FV@% %(%%r dispersiblggtanule S0 % &v Cade: AE°K]30360 00 WG5S0 A106,
AE F12200600 WGSD A202 o s
Report No: $ Cods280., D KQ @5@ & @
Document No: €y~ | M-1858%-01-] RN 2N
Guidelines: 5O [ Peviatipn noGspecificd . &
GLP/GEP@@ D yes v N @“’0) 5@ (@) \2)
. T @
~ > o & S N
Report: o ] :1999;M-191242-01
Title: § Decline of@ldu@% maj C_)\ Union (northern zone) 1997 AE F130360, AE
© %G§E§J’ 08 water dlsper51b anule 50, 50, 20% w/w Code: AE F130360
;@ 6, OAE Ei}\QZOO A202, AE F 115008 00 WG20 A105
Report No: <& ) CO05042
DocumentNo: M-@91242:01-1 (R @f@ o
Guideli@ @U = Ep@) 70@Nl/j§ rev, SsPeviation not specified
GLP/GEP: “yes @\ Q)
W -~
Report: @° ;1999;M-192667-01
Title: S A\ DPeclifié vaize European Union southern zone 1998 AE F130360, AE
@ 2§\ F1 AQ’S AE F1 8 water dispersible granule 50, 50, 20 % w/w Code: AE
I FA@)%Q\% WGS5FA108, AE F122006 00 WG50 A203, AE F115008 00 WG20 A108
Repor%&f Y C0058GD

Docyinent N@Y S M-192667-01-1

Guigelines'? | EBN=EEC): 7029/V1/95 rev. 5 - 22/07/97;Deviation not specified

GLP/GEPY yes

&
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Report: I N I I >000:1-193664-01
Title: Decline of residues in maize European Union (northern and southern zone) 1998 @
F130360 and AE F122006 oil flowable (1K) 22.5 and 22.5 g/ Code: AE F1303Q 01 §
1K05 A201 N ®)
Report No: C006322 IS < 0
Document No: M-193664-01-1 ‘o O
Guidelines: EU (=EEC): 7029/V1/95 rev.5 - 22/07/97;Deviation notypecified o> -V 2,
GLP/GEP: yes A < N A

Report: ; B 1999 M-1926$3-01 R~ ©

Title: ize Bt i 8 AE@3036(¥,”AE
F122006, AE F115008 watef@gispersible granule 50 @0, 20 %w/w.(dde: AB
F130360 00 WG50 A108, AE F122006 OQ@GSQ\\M% @Fl 1‘&8 %%quﬁos

Report No: C005799 © @ &9 & > o>

Document No: M-192663-01-1 oy s © S &) &S

Guidelines: EU (=EEC): 702%@7%5 rey,5- 22/%497 D;@anom&pt specified NS

GLP/GEP: yes 5 & (($ ‘N D

Report: -2600;M89432801 . "
Title: Declin in majz€ Eurgpean Upjéh (ndrthern gone) é?f AE F130360 and
AE m&6 oﬂ\ﬂowahle (1K) 25 + 22. g/lgde AE F13 0 0LTKO5 A302
Report No: C006632 Cy & O S
Document No: M-1B4328-@-1 ~ O @ «(\\ i
Guidelines: EB’%(—E]g:) 7029/%71/9§ev 5&22/0@@“})ew¥on ot spe@@éd
GLP/GEP: yes 7 9 S @
@ © S Q &
2 @ f‘ L @)’)
Report: Y i § :20003M-194325-01
Title: ©© es i%bize ope%Unio utheLr?fzone) 1999 AE F130360 and
AE«& 2006 oil flowable (1€) 22.56522.5 @IL Cod& AE F130360 01 1K05 A302
Report No&H C006631, 2 N N IS
DocumentNo: W 194385-01- K SERRANEEP
Guidélines: . [BU <EBC); 7029/VEI5 rev@ 22/07/97;Deviation not specified
GLP/GEP: OPyes&, & , O

N
9
The following three s@s a@gte \ ev1e@
despite the fagithat ¢hey a@@hals ‘p@rfomed oy %Eur
& .

nd are included here for completeness
ope.

Report:Q)’ zoG@aM 238344-01
Title: > <\At harv F13O 0" and@xadlfen -ethyl derived residues in field corn following
Ko % ap@tlon " 303 nd/or isoxadifen-ethyl WDG at the maximum proposed
S rafes and dhe short ed PHI, USA and Canada, 1997

Report No:  @° | B002604 @

Document Ngfs): b Rer@nclu@} Trial N%s
CF97R0

N
L | M2sssadbol
Guidelines: 7 USEPAJ=EPA): OPPTS 860.1500;Deviation not specified
GLP/GEP: O~ & yes

Q© o U
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Foramsulfuron
Report: 000, M-238212-01
Title: At harvest AE F130360 and isoxadifen-ethyl derived residues in field corn followj
rates and the shortest proposed PHI, USA and Canada, 1998: AE F130360 00
Report No: B002465

Document No(s):

Q
Report includes Trial Nos.: oy

applications of AE F130360 and/or isoxadifen-ethyl WDG at the maximum pr &3
s @
9

No additional residue trials have been perform corn sm sthe Al@ex
dossier there are two key use patterns for th;gforrnlﬁj‘tlon NG ulp@
application at a maximum rate of approx. 2. 6 pe

of split application, two applications at a ndax rate?%?
interval of 7-14 days. The critical GAP {&ieﬁ&%} as &Qe s1né®app

fir

t h st
el app%?zizét

nBB 1

él@jglu @ I e r

onststs of ﬁ&smgle
12 1% Th secon%conswts

CF98R001 o a
M-238212-01-1 *\% S A
Guidelines: USEPA (=EPA): OPPTS 860. 1500«9@/vmuon not @clﬁed )
GLP/GEP: yes AR S A
%@ @ O RS @q?}

al

n

ion @appl@g; 2.6L per@tare

(highlighted in grey in Table 6.3.1-2), @ Q K w\g C} @ @
ORI
Table 6.3.1-2: Use pattern (GAPs) the s@y apﬁhcatlon of f@msul Qon c@aml@ rmgj@a)tmns on
corn in Europe (Northern and Soutliern gegions) 6 Q S Q
Crop Region Applica@ l%ax a.s.rifte of Mai@u?nb@ PHI E}U %”\\Remark
timing ap[ﬂ@ntlon @ﬁiays@ @)
o> @’pllcatlons NI
Corn N-EU B 1’1@12-18 69 g/ha{d & Ry L *Single application of
S-EU 5 SEPLEECE 6@ § « o @§ Equip OD at a
é\” > k. Q \q;\ Q |A °N [ maximum product
<& N \(@ NN © S rate of 2.6 L/ha
Corn N-EU &} BBEH 124@ I Rpgha(l) .10 @ & Z Split application of
- EI,L@@ 30 ggﬁ(z) N §@ < Equip OD.
Note: (1) F Ifurgn(2 dif SRS
ote: (1) ora®ﬁ uérg@()ls@(ale® K > @é S

We w1sh@ support a the
ome residug; rlal ere p rfo

because the apph@gpn 1%

original dossier h@ve
supported in thls oss

Amcig 1@' at1
e Ma‘§l

althou

According to
(EFSA)
for the

@

et

recom

reviewed
sticide active subsiahce forams
maxi@um residu
10(N):2962. To assess

by EFSA (1-2x60 g a.s/H

evaluated in the fr %w§ «h

complymg@ t@GAP S 1€ oﬂed@
@ @

CA 6;§ @ e@;n

1 ap@ma on C(@
qd at BBCHx]
“madetyery

r (g% and

@ <&

O @

MR@) fo@}formsulfuron was published in EFSA Journal 201
itude ¥ for,
S 12518), &

vel

the RMS Germany for maize (grain and forage).
@

g @ws

&@s‘c at a growth stage of BBCH 18
evertheless, it should be noted that
ly \the &0W1ng§§eason and the trials presented in the
alf Qr dogle) application rates, they cover the use

\(E(%}I 96/2005, the European Food Safety Authority
sidue V@J\\g MRLs) currently established at European level
ro%\A reasoned Opinion on the review of the existing

2;

sulfuron residues resulting from critical GAPs chosen
Q 1l trials reported in the PROFile including residue trials
peer Yeview were considered. A sufficient number of trials

erea @@ommo@’tles@ely to be fed to livestock consist of grain (which is fed to poultry, pigs and
straw (which is fed to cattle only). Use of foramsulfuron in maize according to the

nded GAP is not ]i](r-\]y to_result in Qigniﬁr‘qnt residues in any of these commodities

Furthermore, livestock metabolism studies showed that foramsulfuron does not accumulate in eggs,
milk or edible tissues. The calculated dietary burdens for different groups of livestock do not exceed
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the trigger value of 0.004 mg/kg bw/day. Therefore, no livestock feeding studies are required to

investigate the residue levels of foramsulfuron in food of animal origin. @@

S

The nature and magnitude of foramsulfuron residues in commodities of agjmal origin @% been

evaluated by EFSA. A reasoned opinion on the review of the existing @Ximum resfdue 1

(MRLSs) for foramsulfuron was published in EFSA Journal 2012; 10(11):2962). It was c@aclud&@@» that
O .o 2

no livestock feeding study is needed.
= © < SN S
e @ S S L@
CA64.1  Poultry N N 2 & § O
No study was performed. @ Q& %" §© % < &@
Q N L @ © o @
. AN RS
CA 6.4.2 Ruminants N 9 YN %@’ @6 S N
SRR A G
No study was performed. %\)ﬂ @ Q Q &
‘&% STy S @Q N @7 @
: ENNN N S SN S 3
CA 6.4.3 Pigs Q &> & @ R~ @ SHEERS)
No study was performed. @Q %% N 6& ®\ § @Q § %@)
9 O © (RN
: o &L S G TS
CA6.4.4 Fish § S e AN @ ¢ @)

No study was performed @ é @§9 @& foq S @ .9 %

CA 6.5 Effe@ of ﬁces&b{%}g © @ D0 é&
Metabolism stud @ ( 6. 2@/01 %Qd K @/O con ucted @yith foramsulfuron at an
exaggerated appligati ate @i\240 ga. s/ an cofn show@ re es 3@0 004 to 0.010 mg/kg TRR
(total radloac&@ res@%e) ir@he edible a%l%ultutg%\con@odlt m éra n, depending on the “C label
used. & & \ @
° @ Lo R

In the residue triafs) no @ms@on derlve§e51d&§ ab@O 01 mg/kg (limit of quantification)
for the active substance arfd, .Ol@g/kg@ the%prln(:é%al metabolite AE F153745 were found in corn
grain at the exaggeyated aﬁ)lic n ratg of u@ 90 @a.s.tha. Consequently, no residues of the active
substance or méaboli @pegt&b at @els e the trigger value of 0.1 mg/kg under
normal field copditions™ 7 , © o

Q (@) S Q\ @\
The actlvﬁsubstance do@s n@ho toxieologj¢8l profile which gives any reason for concern.

iffea @
F urther@e all signift nt nd@tabolite oc@rm%m the plant have also been identified in animals.
NS
N

As 10 o°residues were fo N in egg gra@ at t&exaggerated application rate of up to 90 g a.s./ha and
the chronic expgsure does nog & ceedyl 0 %ocof the ADI, no studies on the effects of processing on the

nature of th@gmdue %ere gﬁldeﬁr\g neceé%ry
@

A
CA65@ &tur@oft esidue

No stiidies o&e e@ts %ocessmg on the nature of the residue were performed.
@ @@ >
CA 6@9 Distribution of the residue in peel and pulp

Not relevant for corn.
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CA 6.5.3 Magnitude of residues in processed commodities

The following study was submitted and evaluated under the scope of the 1nclus1on of foramsulﬁ.@ atd
European level. It was not summarised in the DAR but is present in the revigw report in th@gylist o
studies submitted during the evaluation but not summarised in the DAR. Pssmg studi are@t
triggered in the EU but the study was performed for the US and is includ@ here for émpletg ess

since it was submitted of for the first approval. % @ &)
Cn P \ &
Report: I 2000 M-235387-01 2 @ @
Title: AE F130360 and isoxadifen-ethyl derived residue it field corn oce é
corn commodities following appénons of AE 30360 and AB) 1220 Wl@@at ar@
exaggerated rate and the short;;%oroposed PHI;XUSAg]998 A5 &
Report No: B002651 Q’ N Y9 «(\@
Document No(s): Report includes Trial NO% " @U@ %, w\f@J Q N N
CF98R002 I NG
M-238387-01-1 S & Lo S &
Guidelines: USEPA (=EPA): og?%*rs 860. 1520;~Dev1a;§0n notSpecified 2
GLP/GEP: ves E > &S RN §
N D
S &S FSFE,
CA 6.6 Residues in rot@mnal @ops @ S ©@ @@ =

<
Q
CA 6.6.1 Metabohsm@»rotm%nal@‘opg@, &@Q @ & @© .

@ ©)

All data submitted for metﬁs’svohsn% in playts anQ sucdmg/ﬁgtahmé? croﬁ@ were considered to be

acceptable during the EU@ewev@ In Incjéon Directive and 1he R gport there were no

areas of potential conceﬁ h1 ighted for pld @boh@ Eyen though a canfined rotational crop
() ! .

study was not trigge a@sulzgyted/ ew&@ for il%e U approval. A short

y was-available
summary of the Stl@ is prov1de
N

& @
)

S s Y

Report: O _ 6 [999:M-185898-01
Title: @w Uptak@of residues of (U -ph 30: nd (2-pyrimidyl-14C)-AE

~ 01 F136360 ilgggoil by rotat1 ﬁne@\h onditions
Report Ng: 2 GQQ3287‘2”\9 ) @ W
Docunggat No(s): por Tudes<Prial Nos > Q

(A8 ) Ea P& \@ o R
QP w™- 1%58985@ - S
Guidelines: & HSEPA@HA%OP PTS 860,1850;Deldation not specified
GLP/GEP: . & QO @
Q ¢ @\) \ NN
AN SN %Q & @®
& @ @ Y . R
& < K S &
Q AN N N
A (g @\ R Q
@° S @ S
Y N
&4 &
N
O Q
< @ & <
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Table 6.6.1-12: Summary of available metabolism studies in rotational crops

Application and sampling details & &
Crop Label Sowin Harvest o
group Crop position é\’[ etlg)g) Ratc/eh(kg interva%s @ltervals rks v
or a.s./ha) (DAT) (DAT) {\ f\\@
Root and 59©,119,269 ¢f  nr N
tuber Radish % o § 5
vegetables 14C-phenyl 0.06 &9 o N N
Pulses or “C- Soil, G 0'09% 30, 119, 269 ne Q\ - @
and Soyabean | pyrimidyl ‘ ©Q @ S é\ﬁ O
oilseeds @} (5%\9 Q @)
Cereals Wheat 59 @ 1 19@269 & nre ©. Y
Nr: not reported @ w © @
(a): outdoor/field application (F) or glasshouse/protected/ QDI‘ ap at10 “éG) \ % §

(b): 0.06 kg/ha after 119 days of ageing and 0.09 ha a ing

69 d!gys of %
(c): wheat and radishes planted after 30 days were replwcd a ém d@due t@) ytoto ic e@ets 0 501&
R @ %,

residues

LN & &
14C -labelled foramsulfuron was appli @’ b&% soﬂg ra %of 6%@ t%a(l l@ys offageingPand 90
g a.s./ha (30 and 269 days of agjiQ). S rate, § Soil plots wer®tre éﬁ with) e1th@g plignyl-'*C]-
foramsulfuron or [2-pyrimidyl-! é— foramm;l%ron @tatlo cro&riﬁe @ a%%lv soybeans)
were planted at 30 days, 119 @ys anf@@ s aftey tre ybe lared leaty vegetables
since this crop is commonBKrotated with_corn. Wheat.and sh plant after 30 days were
replanted after 59 days due t%’phymtoxic ect ﬁf the @11 residues. %e u ofradioactive residue
into raw agricultural comﬁf%dltle in g q pr@nous great 1th§éelle oramsulfuron after
various ageing intervals wa W P re&tes were wélb bel@ .01 ppm. No single
metabolite was abov@he 1 1ﬁcance 1@& ciop eve&fteﬂghort f’e{a 1on times of 30 or 59
days. N @@ @ @

SN

A reasoned opiidn o@he re\%ew the e@tm ﬁg\am u% re ;“‘fZ) lexels (MRLs) for foramsulfuron
was pubhshe% A Jofnal 2@2 as -~-~$ Clu@d that maize may be grown in
rotation bu@@accor gto ‘the sofpdeg atloﬁtudle@val ted i “the framework of the peer review,
DTy valites of forams on@e all Q&pected t owe il an 5{ ays which is far below the trigger
value 68100 days. A@ordbln@to the Eur ﬁ hn&a on rotdtional crops, further investigation of
residues in rotatlo@ crogs is re uived reléyant re&%ues in these crops are not expected.
Considering the sidues *fo @in su@eed@ crops, EFSA concluded that a specific
residue deﬁmtlon for ﬁo@@s no@gequl & @§

"AIR3" Qrgc?ss Q © @

A study been perf@ned he @:’ str@on of*feramsulfuron in the USA (60 g/ha), this study has
been intluded for %mpleten S. Thls tes 1nci@ed plantback intervals of 7 days and 14 days for
soybean (emergengy” plagtback @’ena XNAE F130360 derived residues, above the limits of
qua%ﬁcatlon (0.01 uglg for@rent a d 0@2 pg/g for AE F153745 in seed, 0.05 ug/g for both
compounds in @rtage and ) werg’obserped in any raw agricultural commodities from soybeans
planted seve entg the@gare plot.

@ays\aﬁer tr

\@ S

S &
&% O @ o
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Report: I B 000;M-238450-01
Title: At-harvest AE F130360 and AE F122006 derived residues in rotational crops plan@ @
after treatment of a bare plot with AE F130360 WDG and AE F 122006 WDG ?
selected applications rates and rotational intervals, USA, 1997@4E F130360 %y® 0
WG50
Report No: B002716 @
Document No(s): Report includes Trial Nos.: % © § )
CF97R002 © g\g N N
M-238450-01-1 S @ &N @
Guidelines: USEPA (=EPA): OPPTS 860.1900;Deviation nofspecified @ &7 & é
GLP/GEP: yes @) Q& Q) R U© &
. & &
Material and Methods 7 RO @}

Two sites were established for the field phase of@’fhls y @e c&f@’ N culg}’atedﬁlder
agricultural practices typical of the trial site @gion§JEac y\“@lte q@mrlﬁ?two trea@d 001% ol plots
(one each for wheat and soybeans) and three tregted plots (of@ for atatwo féD soy @

treated plots for rotation to soybeans e@w c&%d %gle applic ﬁ%n of ®oth eompoun é} ank
mix. The soybean plots were treated@ a g%t@ of 6@gran§& forafsul fugg ron zﬁsox en-efityl per
hectare. The first plot was treated 1) ays@ ior t@lam@g th@§€)yb Ven days
before planting. The treated plot g rotat1@ to wheat re%elveggwo & 1catj s of ounds as
a tank mix. The first application toSthe @sheat Kgﬁb 1 cm\tall corn, the
second with 122 cm tall co e f%?t applicationy as !le @rate of 60 @ms tive ingredient
per hectare, the second at azgate f 3 s a%ve 1[%(%}17‘6(116% er hé@are @%hls %1 was planted to

winter wheat at the normaktime. @
a@ © & @ <&

Samples of wheat (forage - faﬂénd s@lng c@u ay, t@w gra@g) an¢ @)ean (forage, hay and
seed) were collectegbat repre nt san@hng § S. ‘\\ samg s Wete froz&n shortly after collection.
T \

N

Samples of soyb (fofage,. seed)
AE F130360 pa t c%&pound&and K metael%\hte {BFIS
o © K @
Findings @’ R
No AE E150360 derlvaqgremdm;s, @e the@ﬁmlts @f itati(@’ (0.01 pg/g for AE F130360 and
0.02 pn or AE F15 @ed, 5 ug/g for @1 cﬁun@ in forage and hay) were observed in
any raw agriculturghcomnieditiescfrom eahs plagted sm@a days after treatment of the bare plot.
The agricultural of AE'F138360 VWJJ them@)re ngs lea‘to a significant carryover of soil residues
into rotated crop@@ @ N Q> @
& & o . O w

There are n&@ew/aa%ﬁﬂo@sm%g} pla@ed fo@letab@lsm in rotational crops.
o

N
CA 6. 6@ M ltu le r§1duesg§rot®onal crops

v
Th&metabohsm stv\dy oﬁota‘[ al cré% ha own that no relevant residues at or above the LOQ of
0.01 mg/kg argzpxpected in suce ee@ng c@ps Specific plant back restrictions related to the use of

foramsulfuromtare thégéfor tr red.
o i,

Q
CA6. 7©@ ﬁopo@d r@ue definitions and maximum residue levels

CA @7’ 1 @Pr®%sed§res1due definitions

A%rese@@d in the or1§“§al dossier for foramsulfuron, the proposed residue definition in plants, both
for da@llectlon and enforcement, is the parent compound foramsulfuron itself.

n ay r@ntmg, were analyzed for
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Table 6.7.1- 1: European residue definitions

Matrices Residue definition Reference@ S
5 o
, ) &?
Food of plant origin Risk assessment and Foramsulfuron N AN ©®
Monitoring @ o °
\—— DAR (@ Apri 0193)
R N Ny
Food of animal Risk assessment and @ . AN NN N
S > None, as f@remdue anticiffated G @
origin Monitoring @ D %o
. @ N Q f\Q ©
&w
According to Article 12 of Regulation (EC) 96/2005 the E@%pean@oodéafet uth@ty
(EFSA) has reviewed the Maximum Residue Le els (MRL urrenﬂy est@hsh at Eﬁmpe vel
for the pesticide active substance foramsul opinion 1ew of the ex1st1ng
maximum residue levels (MRLs) for %)rams furo @vas @hs Jm@ 2 12
10(11):2962). Considering the low levels§o reSﬂQ es fGQIldl succe @ EFS
a specific residue definition is not requifed. Given t \}ow ary ul 1nyt@e fra
of the EFSA review, the relevant regidue %@}mlt

m@oductgg of a@hal @;gm @Ss p%) sed as

foramsulfuron, both for enforcemeptsdnd sk as N)
& Seé ®\ @b 2 >
: dwe Befini @ ©) Q @ S
Table 6.7.1- 2: Current propose@;;esu}ugﬁ eﬁn@ns p @J@ @ [{& @ 9 e
Matrices 2, @idu&deﬁnit@g}% &@ O\@@ 2 Qleference
0
N <% S
& v on
Food of plant origin Rl§k as r?lint ar% ©§ 6@ For@@sulft&on C&w\’ @§)AR (01 April 2001)
S N
$F o s
&
Food of amm@ iR ass Ment and |\ \©F ;%ﬁ@ | g @@ EFSA Journal 2012;
0r1g1n @ Mor%ton%% @,\ %& % su B 10(11):2962
%\ © 9 ,f\ Q @

CA 6.&%

As no residues
maximum resj

pr@gse(&\

uel

e an 1ca}@

5

/kg Xpre

%
Prop@%&d I@Ls dj g@stlﬁca@n (}ﬁﬁe a \ptablllty of the levels

mlt &@quant@lcatl@a were detectable in any of the trials, a
d as parent substance, was proposed for

foramsulfureqy hl@alue s &aﬁed onthe %luatlg of data packages submitted with the original
dossier.
@ o @ @ﬁ? @ . %
Table 6.%2- 1: Existing: EU M%s OO
%, Commodity ) 0" Effiting RU MRL (mg/kg) Reference
, AN Q Regulation (EC) No 149/2008 (29

Mal@‘graln @ \\@@) Q& 0.01 January 2008)

{§ v
Accordin th@ SA MRES and risk assessment values for the relevant commodities in

esta@she the LOQ level (0.01 mg/kg). For poultry and pigs, MRLs are not

th
v

ruminant®can by
requir@%% @
S
&

©®©

re Itlgg@expected to be exposed to significant levels of foramsulfuron residues.

S
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Table 6.7.2- 2: Current MRLs established by EFSA @°
Commodity MRL (mg/kg) Reference o >

Maize grain 0.01%* (a) @
Bovine meat, fat, liver, kidney 0.01* N @
Sheep meat, fat, liver, kidney 0.01* EFSA @’umal 2012; @)(11 2962
Goat meat, fat, liver, kidney 0.01* % 2
Cattle, sheep, goat milk 0.01* 7y % o\ \ &

* indicates that the MRL is set at the limit of analytical quantf@aﬁon @
(a) Tentative MRL to be confirmed by a confirmatory method for enforC@t in malzgéln ag&’new
enforcement method 01360 presented in Section 4) @ S

Q o &
@@) N & ) Q@
CA6.7.3 Proposed MRLs and justificatjon @ th&, accw@ab@r O’f\%fhe Yevels
proposed for imported p@du&@(lmp}rt t@r @ (g <\

@ &
No import tolerances have been propose@th@ﬁ@ or %pphegor in %y E@ember Stat@y @
@} Q> @A S &

KQQ\%@}@@Q

%
f@

CA 6.8 Proposed safetyi@erv& N @\®7 @@ @Q S«
The proposed safety intervals - Q’V &@ tho%f?eval@ed ng th©ﬁ S@ppro@‘f of foramsulfuron.
No modifications/changes arulreg @ @Q o (S é%
N 9 S @ S N ) ©
Pre-harvest interval: 2 o N 0 L Q&

It is not necessary to défine @gre har@ast 1ﬁ§rva®ste ‘the g\?é-hamﬁt i
growing period betwgn the @th@é@ge at@eat@it and, aw@%_ c& N
Re-entry period f Ves(té%k te@&as t@ﬁ gz;azed @

Foramsulfuron () ende&for use in a s Wh@% livé ocma@ay be grazed. Therefore no
re-entry peruﬁ ’\! be I@Dpose@ K <

@ ‘”\7
Re- entrsé%@f))lod for maﬁ%to Crops; buljﬁﬁgs o@pacgs treatya@ v
Foramgifuron is intez nded foy use T maize. R@ trysan trea@} fields is generally not necessary.

Therefore no re- er@wen@bnee@o be poggd forq]%urope@ product labels.

Withholding per%?d ( 1@%) e§ anlﬁ%i fea&%gst @

Due to the tj bet *( reat cht @mrve@ﬂ dg@ned by the GAPs, it is not necessary to set a
withholdin 10d oru 0- @ed p s as ®1ma<l@®edmg -stuff. Residues of foramsulfuron in corn
grain W@und to be below

al is given by the

1ﬁ0@}on (< 0.01 mg/kg) at harvest. Residues were also
found t below the fimit quantlﬁca& <@95 mg/kg) in green plants which might be used for
silage_ Due to the@om ded’r@ plic@ion of products containing foramsulfuron, the withholding
peridd is covered by the ggge a@iﬁn periodl of § crop.
@%

Waiting perigthbetweeit thg@s‘[ am)%catior%and sowing or planting the crops to be protected:
Foramsulfu& i %ﬂten for use inorn. Treatment takes place post-emergence. Due to the
selectwlt@%f :@rbl e, theerops to be protected are sufficiently resistant to its activity. Therefore
no Waﬁ@ pe needs to @ roposed. Replanting tests with application on bare soil have shown that
the ects ew @d gll*ée acceptable, when corn is planted 2 to 3 weeks after application. Even in

encyxases rn not be sown less than 3 weeks after a previous treatment. Therefore no
wal 1n%§

od needs to be proposed for emergency replanting.

@
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Waiting period between application and handling treated product:

Handling of treated crops is generally not required before harvest, which is always done mechanj y &
Thus, there is no need to define a waiting period between application and handhng the trea%g corng r
commodities. It is covered by the vegetation period of the crop. @

Waiting period between last applications and sowing or planting succeeding crops: \
No measurable residues are expected in succeeding crops. Therefore gt\\g@re is no n&@ to de 1neg«\gf@
waiting period before sowing or planting succeeding cro AN > <

gp gorp g g @ @ é\a \ @ &@

Q %

N

CA 6.9 Estimation of the potential an%@ctual exp@re throug@et a o@r
&

sources

Q" @ @
Y ¢ il @’ 6\ <8
Acceptable Daily Intake (ADI) and Dlegiry E@osur al% thg N 7,

@

S

The Acceptable Daily Intake (ADI) of 0.5 %/kg shody gaght est@@shed/@ase don t OI%L
in the rabbit developmental study with %ety aetor 00,

r\%swn Qjrective200

SANCO/10324/2002). No ARfD was al&@cated\ ba51 @m &X1 01% cal prefile foram uron

is considered unlikely to present a acmg haz % acute an %c@m § toxieity of
d

foramsulfuron is very low. No spec1@: eff ts we\&bs 1{@5 th @nlt
Calculation submitted and evalm%d @If’@he m;%uswq@)f fom@sulﬁ&on oﬁnn@@?)
QS CARRNE PN é
Report: 2000:M-195132-008 o~
Title: TM®I estintation ieta §§ﬁtak&of AEF1303 Q@@ﬁom@due% maize (statement)
Code: ABF13036
Report No: %20070@ 9 (@} X A G o \\@
Document No: OPM-195132-61 @ S N ) S
Guidelines: & Detiation ndt specified_ Y 2 & @
GLP/GEP: ¢, [ho & &\ N2

o O SEG S
& © O &
In order to_evaluat®the ﬁ@tentn@% chrxlc ex| f?ure AS forar@ulf g% residues through the diet, the
Theoretle%@Mammumx\[)leta @s (TMDI) were @ma .'usmg the EFSA PRIMo model
(revisigiiR2). For the @gﬁlua‘[ of the' chronic ex@sur% e magel uses 5 WHO diets relevant to the
EU and 22 natlona ets f@m 13 mffere@U Nkmb@iStates

According to A@lcle@ of gula@n (E@) §396/@5 the European Food Safety Authority
(EFSA) has r@mw 1mu1§9 Res@e LeS@ (MRLs) currently established at European level
for the pestﬂde ac tan lfu@ A @asoned opinion on the review of the existing
maximumsyesidue levels Sulft fffon was published in EFSA Journal 2012;
10(11):2962. EFSA o@clud@that for the& @feramsulfuron on maize grain and on maize forage
some&uncertalntles@mau% due th@%ata%g s identified (confirmatory method required for
enforxcement of re¥idu ﬁlze ins @d forage). However, EFSA concluded that when
considering a t@tﬁtlve inthe e@osualculatlon it did not indicate a risk to consumers.

@@Qé@%@
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TMDI calculation was performed using the MRLs given in Table 6.9-1.

Table 6.9- 1 : input values used for TMDI calculation of foramsulfuron o @§
P ®
Commodit Chronic risk assessment S @QD
y Input value (mg/kg) Comment {Origin of the@RL ((\@9)
Maize grain 0.01%* Median residue (tentative) v Q N
&S g
Meat of ruminants 0.01* Medigmresidue ¢ |7 EFSA (&l&mal 002 &
Fat of ruminants 0.01* Median residue @ 1 )52@ @ IS
Liver of ruminants 0.01* Median residue %@ > é\” O
Kidney of ruminants 0.01* ®edian residugl Q Q @© @
Milk of ruminants 0.01* oo Median residue @) é $ S
(a) confirmatory method required (see enforcenfént method 01 in s&ggon 4 b\v %@@ @@

As shown in Table 6.9- 2, the highest TMDI cula@Q jfor{(ﬁ%lmm@ﬁrog%preed lesy than ?&’1%

of the ADI, which denotes considerable m&gms fet@@ Q@ @% & °
Table 6.9-2:  Highest TMDI calculated“for f({fﬁmsulﬁﬁon a@rdin}f& the EFSA qnodel §@
L~ @ < S <
EFSA mode@Q@ cgz\ (i\q\” @ @%@]e“@?‘l tribgpr J@Q . ©
Compound Highest TMD]@(,ADI)@ ~ %ﬁget §U ©@v @@Om@ity*@@
@ &@ @@JJ) f\@ @® %& @)up %&ioné&m(}iities
~ ©
Foramsulfuron *@&% % § ¢ NL %ﬁd &@ o\@ % Cat‘g Qilk
@ INGN °
© N 2
~ 3 @@ ©§ 6@ & x% < §
TN o °
CA 6.10 Oth%stu l(é; N o IS %\ o & N

The summary fogSthe active stane suffidientlyaddi@sses aspects, of the residue situation.
Therefore, other@ga&@ldie@&re noﬁ‘ieecgek é\ §9 @& @@
& o & 0 § =
© O «¥ & O
CA6.10.1, " Effect orithe residue leve in‘polién and Bee products

. % G .
F oramﬁron is appli@g on @ ea@n the gro%@g sed¥on lagst at BBCH 18) and no residues are
N

g

expectedtin pollen a Fhee-products. S o
& N & A w S
QRS LSS
@ O ¢ .0 © .0 @
A N
> o O g Z 0
@7 N Q @ @
%, "N @ @ ) &
h @" N &@\ A <
QNN
&§ Q Qo & ©@
5
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