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CA6 RESIDUES IN OR ON TREATED PRODUCTS, FOOD AND FEED

This document contains only summaries of studies, which were not available at the time of the ﬁx@ @©
Annex [ inclusion of mesosulfuron-methyl and were therefore not evaluated during the first Eview@
of this compound. In order to facilitate discrimination between new and origin&P informatios, the
information is written in grey letters. All studies, which were already submitted by Bayer{or thf@ﬁrst
Annex [ inclusion, are contained in the Monograph, its Addenda and in thg original (ba&e@m&)\g@ssieég
provided by Bayer CropScience and are not summarised@a this documéht. @& Q\ t0\9@ @

& © QQ § Q&©
Mesosulfuron-methyl (AE F130060) is an herbicid%ctive subst@e. In the oral @smer,@ @
submitted to France in 2000, residue trial data Sl@ﬂed the usg on ce@%is. In‘this Q@)rovzﬂ@l{el@

n n M n : i M O} @ 6 ° %

("AIR") dossier, only the "representative cropg%cerea@wﬂl by presented. L N 2,

@ X

kR @) @ © S % &’

According to Article 12 of Regulation ( OQ@ZOQ@M E%pe% Foo&afety @uth@i@}j/ @
(EFSA) has reviewed the Maximum Residue eyels @QRLsk rrenfly estab she@i Eu\r\gﬁpean §el

for the pesticide active substance melfufg}. A regsoned.opiniron the reviggy of ¢ xisting
maximum residue levels (MRLs) f&@odour Was pi@lshe\&@h Joygnal 2@ ; 10€p1):2976.
' o & & - >

| S @
Report: KCA Sectipn 6 /@f‘;mg@@rms@@-mé O O
Title: Reasoged opinion oni@ review of the%xistin@naxi@m residue levéls (MRLs) for
mesos%’furoﬁ@ccor@ to Afticle 1@pf Reg&atiqﬁ@C) NEB96/2005
Report No: M-475539-04-1 ¢)” § g s N
Document No: M-475538:01-1 A @ O . A
Guidelines: ~Xrticlg:}2 of Reégulation (EQ):No 396/2005mot spécified °~,
GLP/GEP: & n.a, NV 7 N

S D oS @
S QO NTN N o 9 N
In this renewal ssie@ew studies have b subnﬁﬁed fo@sex@c? datapoints:
o KCA®1/O 3 ate o@storéée stgl:ﬁé%‘g[y stadies ii©vheat@hoot and wheat straw have been
pefformed to extend t}@i@or@erio@ v @ é&%
S : AN
o /KRCA 6.3. 1/0@ 08.§W ressdue é@ls h§ bee@rfo@ed to further support the
representatie formuilati o D O
a@y wulatigly S

N <

9 % > - v S
CA 6.1 @@Stobﬁg st@gﬁli%@f rg@uebs\@)@ oy
<> Stabih\')tv of residue@uriﬁ%stor%@ of %%ple@©

@ N
Origina@nnexl[ doSsier N @ >

N A9
In th\&ariginal Annex’ 11 d@ier(, thiE stoe st@lity of mesosulfuron-methyl was described for cereal

matrices (shoot, straw and grai@. Th@result&@f the respective studies indicated that the compound is

stable in dee rozer%amp ,\’\"’)o w@riods@ 40 months in wheat grain and 24 months in wheat shoot

and wheat stiw. Q}e ana es were fo@%> to be stable upon deep-freeze storage for the durations
IS X

studied. @& < )

&
&% @ I o
@ & <
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Studies submitted and evaluated for the first inclusion of mesosulfuron-methyl on Annex I:

& @

Report: I B 2000;M-198607-03; Amended: 2001-09-24 .
Title: Stability of AE F130060 in wheat grain during deep freeze sto@c Code: AE@OO%

Interim report
Report No: C015808 G P
Document No(s): M-198607-03-1 AN © & 6
Guidelines: Deviation not specified @) & N O
GLP/GEP: yes X @ R @ 4

A o SN SIS

Report: | B 1\4@)8612 03 S o X L
Title: Stability of AE F130060 in straw during d®ep fégeze s@ge V@sosulﬁn‘on—mé@yl

Code: AE F130060 N N 9 Y
Report No: C028927 & & S v, 7O - [N
Document No: M-198612-03-1 Q YO N ~ O @ .
Guidelines: Deviation not specifigd Q @ Q S Q & A
GLP/GEP: yes RS N o §

@ N @ K O O S X 8

Report: p2000M2198607-03 o O & @
Title: Stability of Aég 130699 in vekeat shBet dulmudee[&éeze@lagegﬁesos&@ on-methyl

Code: AEFRO06G. & O & O o o
Report No: C028928@ ». @ N @ o O 8V o
Document No: M-198617-03-1> & VN @ o O
Guidelines: Deviation u&spcu@d @§ @ & @ 2
GLP/GEP: yes 2 o & o A QA

g Q S
Report: 7 ¢ . 2000:M-198407- O@ NN
Title: @ Sta ()) \\ 50 in 9l dusdye du@maza S\tj)ldgc of 24 months Code: AE
S F ()6()° % O o & O
Report No: m© }@)093() & \ N
Document No:@v NM-19€307-019 K (K;\ﬁ S S s
Guidelines: ‘Ol Devidtion o9t spegified Qp Ry
GLP/GEPRg ~ we N &) S NN
A @ NS
"AIR3" process/ N@Nludx&bsublﬁyted © @;\ & §\
BN S

Justification for %clu % thls@ézp)or@ this "AIR ”@l@sszer@6
Since Annencl @)n acnew . t y h@ been@enerﬁ@d with longer storage periods covered (40

months in wheéat grain, s @vhea awé’@

Table C@ 1- 1 shg the mgln%m stor{§st&@ity periods assessed.
\‘”\, N %
Table CA 6.1- 1: Summar@)f st@ge st l%ty pﬁnesosulfuron -methyl (AE F130060) in cereal matrices

. @ o
Active subs(%gce AR P}@ma@%\ _ Q Stability Reference
mesosulﬁ.@-met@T Hheat Shoot 4O M-198617-04-1
@ @Q OWheatStraw Up to 40 months M-198612-04-1
&7 o wieal Grain M-216176-01-1
S R
cL T

&
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Report: 003V -216176-01
Title: Stability of AE F130060 in wheat grain during deep freeze storage Mesosulfun@ﬁeth@

Code: AE F130060 o
Report No: 028926 N S Y
Document No: M-216176-01-1 N RS
Guidelines: Deviation not specified ‘& o
GLP/GEP: yes e X o

X N N

Materials and Methods & & % D @}@ @

The study was designed to determine the stability o&remdues of t@Qherblclde %gosgon @ethké
(AE F130060) in wheat grain during storage under d€p freeze conditions foru € 40 month
Samples of wheat grain were spiked with mesosn methyl (AEF 060@ 0. 1 g/k and 'gd
at -18 °C. Samples were removed from storage & 1ntervals w P to@ O@hs fmmagiq te
analysis (in triplicate per interval). LN

Q @ % & @

& @&

Residues of AE F130060 were extract%gl fr{@f g%@ thQacet%mtrlle@ater @nh @2 n@“/L
triethylamine (4:1, v/v). After cl%n up, by \hqul@quld& xtraction Swith hexan§ and
acetomtrlle/trlethylamlne and a sol @f)hasg\axtrag on vQ a @ c&@ndggﬁhe ntityOof AE
F130060 was determined by LC-MSIMS. < § (o8 S &
Residues were calibrated against @mx rr@jtched stan: ards Ty es‘w@h t&@cahl@%on chrve, matrix
test solutions were injected intothe LCé@IS/Mg S @® & S
To check the analytical methe@Mor éffjcie reco@ry e&pemm@ W&r)e run a@ Oléd 0.1 mg/kg in
parallel with the analysis of tie st%ed sa@ %ﬁs @& Qy A )

< &
S @ SN
Findings N @ @ ©§ 6@ O« C&% S
I S $9V) “Procedfil recov
n the tables page @-25 (anne ) a@z V) & rocedural rec very efficiency”, all the
residue levels of agpare si control rnplef% nec dble
In the followi bles\CA 6.152 ¢ o:CA 6.1, res«igues res lts A;@ expg&sed in mg/kg. The recovery

rate of storedyampl€s are @calcu@ted bg tak@ the fesidu
LGN .
corrective fagtor). 2 SIS 7]
N R Ao @ g
SHR IR
Table CA 6.1- 2 : Arinex IV-=Brocedural reggvery ‘efficiency (p24)1>
e IV Brbecdyal reghery tliiensy (241

Vel@t time t0 as reference (without

compound %&age % La@ fox@cati NG apb%rent@ residues | Reco- | mean RSD | n
added /Matrix A inter@ (@ @@iev \ @idu@ [mg/kg] | very | recover | [%]
Q) [mofiths] | A [m&g] K cm&ol [%] y [%]
% > § gé@ples
@7 M\\\@J) Q %ng/kg]
AE F130060 «Q @oo; v %@0 nd 0.007 73
grain Wro0D| Q| nd 0.008 | 79 76 6 |2
{7 1y~ | Rap4 @001@ nd 0.007 72 72 - 1
37 KR007 0@0 nd 0.007 69 69 - 1
o S0 of ROY 0510 nd 0.009 89 89 - |1
§ @@ 9 ROT3 0.010 nd 0.01 92 92 - 1
§ @] 43 <>§§R016 0.010 nd 0.008 78 78 - 1
& é@ 18 RO19 0.010 nd 0.01 98 98 - 1
% 24 R022 0.010 nd 0.009 | 90 90 1
40 R025 0.010 nd 0.010 116 116 - 1
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Table CA 6.1- 3 : Procedural recovery efficiency (p25)

compound Storage Lab fortification apparent residues | Reco- | mean RSD ﬂn @b
added /Matrix | interval code level residue in [mg/kg] VelryE recover [‘V@S g
[months] [mg/kg] control [%]@<> y [%] & ©®
samples v @
[mg/ke] R 9 2
s R N
AE.F130060 0 R003 0.10 nds 0.09 \)@ 91 </© @ @ o
grain 1 RO05 0.10 ad 000 72 [P @5 ©Q® O
RO06 0.10 Gd oy | 714 O 27 | 2

3 RO08 0.10 @@”nd < 0.09 ef ¥Y O |e @

R009 010 |7 pd g@’o.\ % %Q\@o 2.8
6 RO11 010 ©] @d é}f 008 @6 S .

RO12 0.10\ @ nd @ Qo7 P £ 7@ @ 02

9 RO14 10 R @4 &CQ} oé&ﬁ \é@ & o K

ROIS | 10> wond ] 008 1580 @

13 RO17 | (D010 b ndw 09 - 85 & |9

§ oIS D

ROIS R Q10 ¢ & Dh@o.(p@@ & o {2 |2

18 R%@ 010 Tl @nd %@ %)@ @@89 D 6§
RO21 0105 o nd | «009. P 9k, | 9 2 |2

&

24 [er023 ©7 0b O  nd 0 %“@
RO23, %10 S ad & 0.8% *sé;f SEY 4 |2
RO ROAT I \ o) i

408 6 &0 S nd. 1 11
R027 & @ . 012© ”f%\ 14 | 1|2

€ during reducing gQ-trype Ksjthe %ple foam %‘ver ~ @ @ <
g NG
& & O < @ S
Table CA, 6P 4: Annexf%— Re%cf(e\\ﬁ%?y e/i%@ency@\%he st@’age @nple%&?6 27)

compou@b storage @%b @rtiﬁc%klon recove@ m@@n . Qrecovery | mean Day-0 RSD
added interva cod& levé\@ = resi %s %ng/kg:]& [%] recovery | normalised | [%]
/Matrix [mon%@ % kg]% \[&@kg S @ [%] recovery
g S o o & %]
AE Q0 S00 0NO 0,09 92
F130060 Q% S ©\ K 6@@ Jé
shoot &Y [ 8002 Q7 0167 [S5009 88
%, 9 SOO% & 0 Q@ &Q@d 0.09 87 89 100 3
N 1 . Se | o010 R| H08 75
&@ S005 I 041@ ©°0.07 73
QPSR B0 o] T 0.08 0.08 76 75 85 2
4 35 | s@r 2010 Q1 008 82
4 o s
S @Q@ S608 [O~ 0.10 0.09 89
{*’ o@ &}S004,, 0.10 0.09 0.09 90 87 96 5
Ly y: o
Q© Q;@ 6 U seTo 0.10 0.07 72
@ S011 0.10 0.09 86
S012 0.10 0.07 0.08 70 76 85 11
9 S013 0.10 0.09 92
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S014 0.10 0.08 75
S015 0.10 0.08 0.08 75 81 23 123
13 | S016 0.10 0.10 96 S| @
S017 | 0.10 0.10 99 & RS
S018 0.10 0.08 0.09 83 093 104 9 |3
18 [S019 [ 0.10 0.09 93 = O e @
S020 | 0.10 0.09 © & SN
S021 0.10 0.00 .09 R 2B el J00 x 1472
24 S022 0.10 0.00 ¢ < Oc o R O] A
S023 | 0.10 0.10°) R 98" Q & s
S024 [ 0.10 0.0 | 010gpt 85 | 92\ | «l#6 g 10 |2
40 S025 0.10 2 P I rs A &S
8026 0.10 0.2 o IO Y & & &
S027 010 <[V oN [ 02y| HI o115 50 §@ 3 |3
C
e e e aiifigéﬁov@i i & &, °
= @ 9
Oc: value "0" was not used for the m@% values, as the sam&e was \ for@d WI@E F@OGQ\%
o & &

For the procedural r

RSD = 15%. The limit, o@quant cat
decline in residues could be
period. The recoveri@%f A

€cove %%'fﬁc c
ry

cte

ove 1me@recox%ry §
9060%

hs
yl n grain“duringthe

sag@ies ar@urlse(im able CA 6.1- 5.
@
@ablhgy\af mes&s’ulfgﬁm -m Qm \@@at g@%l {é@

for

&Q§ of the st

or AE F
on-

E Fq@ooQ%was 88% with an
at 0.01 mg/kg. No

40-month storage

Table CA 6.1 -5 ﬁ%rag

Pro edura overy)y & Recoveted residues in stored samples (a)
Storage mt@al p [% & (?’ S @
(mon%s) @’ v : @§ unco\'r)ectet\i corrected
° %i;\divi@al A&y meanY | indiyidual . ‘0| mean
0 & o 9L @ #8 & | 89 98
1 N2 S T7as, | o713 JBNT5 o 73 A6 75 103
3 O 89 9%, IS 90 @y 82@ 89,\ 90 87 97
6 211 & @ i5v 70 76 101
9 @ | <80. Y] @8 . @2 “@% 75 81 92
13 ¥ 85 &Y 83\ [O87 ¢/9%6 O 99 83 93 107
@ 89 9 4V P |a’” 92 93 103
24 98" 93 e 85 92 96
40 NM13 Q 1% | @ha Q@is 117 111 | 115 101

(a) For the correction,

the @an

stored samples wgs utilised (0.1@@g/k%@
&

> O
Conclusio@ Q

@f &t grz@@, resr@es ofﬁsosulfuron methyl are stable during deep freeze storage at

In sampl

R

-18 °C“1@ at I t40%1ontl§

%
& &

$

&

RS

@

e pro&dur@%covery samples that were fortified at the same level as the




B . Page 10 of 40
sayer) Bayer CropScience 2015-02-13
R

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

Report: I B 0 000; M- 198612-04; Amended: 2003-01-27
Title: Stability of AE F130060 in wheat straw during deep freeze storage Mesosulfuron- @fhyl @
Code: AE F130060
Report No: 028927 S @
Document No: M-198612-04-1 N R ,@
Guidelines: Deviation not specified ‘& o
GLP/GEP: yes o X
X N N
& ) & & & @
Materials and Methods K @ y\g &

O
The study was designed to determine the stability o @émdues of sulfuron- @hyl 1n%m}@g of @g}
wheat straw spiked with mesosulfuron-methyl uﬁ’ 30060) t 0.5 m@g anﬁtore@ I%C @}
Samples were removed from storage at 1ntervg§ of u%@ 40 @ﬂh&g& 1rnn@that s1dx<*analy§§ (in
triplicate per interval). @ L & @
Residues of AE F130060 were extracted flié%l‘l stré@ w ttheton@ﬂe ater v@h 0. 02@101/@7
triethylamine (4:1, v/v). After clean up Q’Y\ilq}l‘ﬁﬂ}lqu xtr @m wﬁh w,
acetonitrile/triethylamine and hquld/l@nd e‘%@ra &wﬁ@hyl ace ate/@ton@e/fo ic amg@(o 2
mol/L), AE F130060 was determmg y L4 -MS° The det&gmna of the'residues w&@lone with
matrix-matched standards. To es‘%hsh@ghe c %raﬁuw@atr@es‘c tlotéwere ijected into
the LC-MS/MS. To check thaly‘mg\f method fo ﬁm@@y, @Veré;xpen@nts &ere run at 0.05
and 0.5 mg/kg in parallel Véjﬁ’ the@@alyss@f thtored@ample& N %

N ©
o 3. BN
Findings Q N
In the tables page 5 (a@ex@ﬁ andz26- 2@ “PQCGd@&l reéQvery efficiency”, all the
residue levels of re 51d,u ol samples§ ectab ble.
In the followin le 6. lg to 6 1 -8, Q}fdue %esult@are es 3®in mg/kg. The recovery rate
of stored sa rec@ula‘[ by Qé@ing the re@ue | at time t0 as reference (without
corrective factor) @’ %@ % @\ @ @ @;%
St i g g i,
Table 6.1- 6 : AnpeX1V- cedural re fficiency (p24
1V Prbeedural rectvéryefcency (520
compound S@ége Lab forftficationqy] apfdrent S residues | Reco- | mean RSD | n
added /Matrix | 1 tewa@ c§ evel v igsidue i~ | [mg/kg] very | recover | [%]
Umont] | VimglQ - Ocontr ¥ [%] [%]
q s |y
% § § ,%Y_,Q 2 S es
y /k
@7 2] Q @ & J&\ﬁ@g gl
AE F]30060 \g@ RO0T o> 0.9 - nd 0.040 79
straWs R0z @950 O na 0029 | 57 | 68 | 23 |2
@" 1 REO4 | 270050 nd 0.029 58 58 - 1
§ 3 [R007 [ 0950 nd 0.047 88 88 - 1
V| &6 ORole[ B0 nd 0.035 70 70 - ]
@@ NE RAD3 0.050 nd 0.043 85 85 - 1
@9 @é 13 |«BO16 0.050 nd 0.050 103 103 - 1
QQ é@ Y8 SORO19 0.050 nd 0.043 86 86 - 1
@@ 24 R022 0.050 nd 0.050 102 102 - 1
40 R0O25 0.050 nd 0.050 102 102 - 1




B
Bayer CropScience
R

Page 11 of 40

2015-02-13
Document MCA: Section 6 Residues in or on treated products, food and feed
Mesosulfuron-methyl
Table CA 6.1- 7 : Procedural recovery efficiency (p25)
compound Storage Lab fortification apparent residues | Reco- | mean RSD ﬂn @b
added /Matrix | interval code level residue in [mg/kg] VelryE recover [‘V@S g
[months] [mg/kg] control [%]@Qy [%] &@ ©®
samples v @
[mg/ke] R 9 2
s R NI
AE F130060 0 R003 0.50 nd§ 0.21%@ 42 ¢ @@ § 5@ A
t . 5
straw 1 RO05 0.50 Q 039 69 69 g @Q Q
RO06 0.50 id 03 .68 O 69 v | 2
3 R008 0.50 @5@’ nd < 046 ? nQ o & @
R009 0.50 i\ Doais | @& | 288 . 6.9
N T
6 RO11 0.50 d X 038 5
@ 7, O (@ 75 gy & <\ .
RO12 0.50% | @' nd @ | Q36 | @ |48 @§
9 RO14 od &Co} 034 7] . 62 & o K
@) o
RO1S U §50 o> sond N 0@9 063 & 6@3@@ @1@ 2
13 RO17 0.5¢ o d 45 & 8
Q % N ARy ®\ 4@@ 5’? % S
RO18 %30 G G 39 0.4 \J@ 2 5 2
18 R%@ Jes0 O gnd G 0@ M T s
&
RO21 A 05§ s nd 3. 4 8@, 39 5 ]2
24 |ero23 © nd 0.
RO 050 § ad & 0? *ﬁi SE 7 |2
024 &G Q| Q&«' >
400 | R@26 v\g 0.5@ @ n@\ﬁ\ @45 90
R027 & > Jo 045 | 91 1|2
Cduring reducmg@ry Ksjthe@\\‘nple foame@ver ~ NS @
o & & &
P & o o & & S
N
Table CA 6% 8 : Annex%— Rece\ﬁ%}y e/i%@ency@\%he st@’age @nple%&?6 27)
Vad NG
compou@b storage @%b @rtiﬁc%klon Igcove m@@n . Qrecovery | mean Day-0 RSD
added interva cod& levé\@ = resi %s %ng/kg:]& [%] recovery | normalised | [%]
/Matrix [mon%@ % @ kg]% %@kg O @ [%0] recovery
SIS S [%]
S asoorT oo e e 79
AE Q0 . :
F130060 Q% @ ©\ Q @)@ Jé
straw @ [ 002 [ 0507 [ S0ar 82
%, 9 SOO% & 0 @ Oz{b\# 0.41 6lc 81 100 3
S 0 Se | 6050 R| 837 74
@" | S005 5 o\g@ o038 76
@ B SO(}@ 8350 @ 030 0.35 60 70 86 12
4 150 | S@7 | &.0509 [ 036 72
o §» S608 IO~ 0.50 0.40 81
ol O gPS00ef  0.50 0.37 0.38 73 75 93 7
& @ & .
Q© P 3 UTse¥0 | 050 0.36 72
@ S011 0.50 0.50 100
S012 0.50 0.50 0.45 99 90 112 18
6 S013 0.50 0.37 73
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S014 0.50 0.54 108
S015 0.50 0.49 0.47 97 93 115 4919 O3
9 S016 0.50 0.34 68 5 @& >
S017 0.50 0.35 70 R R S
S018 0.50 0.36 0.35 72 @70 R 313
13 S019 0.50 0.53 106 =} Q e 2]
S020 0.50 0.52 @ 1034 o S LS g,
S021 0.50 0.46 .50 ) 100g] I «77 43
18 S022 0.50 047 4 < 94 o QRO EN
\, S < 4
S023 0.50 0.46,~) X 93 f@ R ) N
S024 0.50 0.44) 0.46 of/ o O\ | «IB3 g4 [3
> S
24 S025 0.50 gggz a? - « §m3 S @@ I R
S026 0.50 0.50° | o S 100& q &> @&
S027 0.50 =, 0;@ N0S0 |7 N |99 %ﬁs RiEEE
40 S028 0.50\)@ RN OR9 N A@nQ S §
029 0.50° |« 0480 O 7 1Y | & & o
S030 @0 e 0.48 647 & 94 @ EYE 4 |3
¢ during reducing to dryness, the S@nple &\i?ned @gr @ N @ ©© S
day 0 normalised recovery= §%ge rec%verw@'everage recove%y at d@% X @O% @ ©
o4

The overall mean recove‘iw for %
0

quantification (LOQ) Qg@was e@[abl@d at0.05
mesosulfuron-met 1n straw d
samples are give@@bn T@ CA&‘&I 9 % \ §9 @&
N
S Lo & & & &

Table CA 64; 9: Sto@ljge stﬁlhtiy%@) mes%ﬂfur@meth@ﬁl w@eat str

F136@60 @ 829%pin strdw"with‘an RS§ 15@?’ The limit of
r@kg No dechinecould be detected for
@-mo@h s%@ge p@od THerecoveries of the stored

o
QY

N O p dura‘@’ecovery (a) ﬁlec@red @dues in stored samples (a)

Storage&ﬁlterval o\@ C une &H
orrec

(months) F§ 1nd1\g@lal i\%ean @ ﬁpﬁiviml mean corrected
0 7 QP--y @’ D79 F2  6l(c) | 81 -
0 O D76ty 687 @O .74 976 60 70 101
1 v o9 68 |6 & |1 81 73 75 107
3 =) 92 N84 488 .2 72 100 99 90 102
6 & 75N 72 7748 N3 108 97 93 126
9 1 6 [63 - T|68 70 72 70 111
13 @)” 95 |99 X 106 103 92 100 109
18 R 793 (V86 @, 90 < 7 94 93 87 91 101
24 ~ 8;(@ 965 92% 103 100 94 99 108
40 =y SNED 89 97 95 94 103
(a) For the @}\rect > the procedural recovery samples that were fortified at the same level as the
stored s es w@utllls 5@ /kg).
(b) Theproce ry safaple (fortified level 0.5 mg/kg) was destroyed during work-up
(c) gsmg re@cno@ %\s’ the sample foamed over
Concl
In samples of wheat straw, residues of mesosulfuron-methyl are stable during deep freeze storage at -

18 °C for at least 40 months.
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Report: I B 2000 M- 198617-04; Amended: 2003-01-27

Title: Stability of AE F130060 in wheat shoot during deep freeze storage Mesosulfuron- @fhyl
Code: AE F130060

Report No: 028928 S @

Document No: M-198617-04-1 N R ,@

Guidelines: Deviation not specified ‘& o

GLP/GEP: yes e X o

X N °
Materials and Methods O & & \\ @

The study was designed to determine the stability of r&sy ues of mes@lfuron mq&l@l (A 30@0) C&

in wheat shoots during storage under deep freeze cofditions for upSo 40 months SSamples of @Qeat @
shoots were spiked with mesosulfuron-methyl ‘-"‘@ 30060) t 0.5 mg@g an@toreaét 18@3C @}
Samples were removed from storage at 1ntervg§ of u%@ 40 @ﬂh&g& 1rnn@that s1dx<*analy§§ (in
triplicate per interval). Q) @ % @ %
Residues of AE F130060 were extracted W&gh ace@futr&é@vater@lth mc@&L trlet@la @
v/v) from shoot. After clean up by hqulifaquld\@xtra exaﬁ ne&@eto@mleﬁ;@tbyl

and clean-up on a RP18 cartridge, A zr, 3 @ié% W @ned by, LC- @/M

Determination of residues was donQusmg@aatrlX%match%d stanQards est@b’sh tﬁghl&@lon
curve, matrix test solutions were %ecte@mto o LC@S/M@ S

To check the analytical methor e@w% recovery exp rlm@ we@g@un a@ 05 @d 0.5 mg/kg in

parallel with the analysis of tie st@@d sagp es. @x Q S @ \@2 %
. VSV S e s S
Findings é\” @ @) @ \ N & o\@

AN
In the tables page@ 25 %annex@ ) a‘f@b 26- 27}(;1[@ V) @rocedural ggeovery efficiency”, all the

residue levels 0 pa ftresi % in cgﬁ'crol\ﬁmple"wre n@etec le. &
In the followi p§ -10 t XEA 6.5512 %du esultsNare expressed in mg/kg. The recovery

rate of store aregecalcu ated % takﬁ% the@emdu@ evel‘!t time t0 as reference (without
S

corrective @tor) @ @’
£ &@ . § N O

N
Table CA 6.1- 10 : a@\ex I¥\Pr0®uml @ovc}%@efﬁcl@ncy (p2§

compound @orag L fQ@ﬁcap%ﬂ @paren@f residues | Reco- | mean RSD | n
added Matrix (2 inter@l O leved” idudRn /K 0
gude < evédD™ | Q@esidu [mg/kg] very | recover | [%]
3 tmonths] $O (melke] €5 coftol 6] | y (%]
S\ S 9 9,
% N) @ @ _ samples
@7 @ R ~Otmg/ke]
@y <
AE £130060 R Q@R’ooq\U 050 o md 0.044 88
shoot @° R(@? _@P.0508 nd 0.033 66 77 20 |2
& B [ &4 | > 0.050 nd 0.025 49 49 -
N 3 HRO0Z | €950 nd 0.045 89 89 - ]
Q@ @ 6 O] REY 0.050 nd 0.015 30 30 - 1
o §Y & [JRO13 0.050 nd 0.048 96 96 - 1
Q§ @@@ @3 S RO16 0.050 nd 0.041 83 83 - 1
$ 18 RO19 0.050 nd 0.037 72 72 - 1
©® 24 R022 0.050 nd 0.047 93 93 - 1
40 R025 0.050 nd 0.050 99 99 - 1
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Table CA 6.1- 11 : Procedural recovery efficiency (p25)
compound Storage Lab fortification apparent residues | Reco- | mean RSD ﬂn @b
added /Matrix | interval code level residue in [mg/kg] VelryE recover [‘V@S g
[months] [mg/kg] control [%]@Qy [%] &@ ©®
samples v @
[mg/ke] R Q 2
s R NI
AE F130060 0 RO03 0.50 ndg 0.36 é; 72 @@' §§ @ |
hoot . .
shoo 1 RO05 0.50 {d 0.2 52 . Q @Q @)
RO06 0.50 Gd ody | 58 [Oss &> | 20
3 RO08 0.50 Qg@”nd <04 ef 0¥ O |e @
R009 0.50 @ 0.4 80 . 1,9
pd- N 040 ™ | O30 . 1 2
6 ROT1 050 O _@d & 0% o S
Ol & N o
RO12 0.50% ) Q}\\fnd @ | Q33 > 66 | O @@ @§
9 RO14 nd” (S 039, % K
RO15 50 G &l ks o S O 2
U CI TSN i & &
13 RO17 0.5¢ o d 38 s 7
Q % N ARy ®\ 4@@ § % S
RO18 %30 G G 39 0.4 \J@ 0 9 2
18 R%@ 050 O gnd GT 0 |55 T &
&
RO21 A 05§ s nd &@3;& 6%, ;9 15 |2
24 |er023 © nd 0.
RO 050 § ad & 0% ?ﬁz S s 3|02
024 &G Q| ® >
400 | R@26 v\g 0.5@ @ n@\ﬁ\ @47 93
R027 & . 0.4}19 98 | 96 4 |2
¢ during reducmg@ry Ksjthe@\\‘nple foame@ver ~ @ L
o & = & =
P & o o & & S
N
Table CA 6% 12 : Anne\;\y- Re&%%ry /@wnc@f the s@?ag@ampl&p% 27)
compou@b storage @ﬁb @)rtlﬁc%klon ~Igcove m@@n . Qrecovery | mean Day-0 RSD
added interva cod& levé\@ = resi %s %ng/kg:]& [%] recovery | normalised | [%]
/Matrix [mon%@ % @ kg]% %@kg O @ [%0] recovery
SIS S [%]
i @®SOO@ 050 = 0 P “ 66
AE Q0 .
F130060 Q% 6 ©\ Q f@%é 96
shoot &Y 1 S02 Q" 0507 [S035 70
" 475003\ B0 g 036" | 035 71 69 100 4
N 1 Se | £050 R| @31 62
@" | 8005 I o\g@ ©°0.33 66
@ B SO(}@ 8350 @ 0.34 0.33 67 65 94 4
4 3 [ s@7 | 205090 043 85
o ©@ S608 IO~ 0.50 0.43 86
*o (O Q}S009, 0.50 0.42 0.43 83 85 123 2
$ @y oy o
% Q;@ 6 S0 0.50 0.35 70
@ S011 0.50 0.37 74
S012 0.50 0.44 0.39 87 77 112 12
9 S013 0.50 0.63 126
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S014 0.50 0.42 83
S015 0.50 0.38 0.48 76 95 138 4928 O3
13 S016 0.50 0.41 82 5 @@\} oy
S017 0.50 0.44 87 IS R S
S018 0.50 0.46 0.44 91 087 A26 [V5 |3
18 | S019 | 050 0.46 92 = O &l 2
S020 | 0.50 0.50 © 99 & SN
S021 0.50 0.50 9.49 9 97 @] M0 2|74 43
24 S022 0.50 049 4 < 98 o R O] A
W) o N>
S023 0.50 0.48,-) R 95 9 o ) N
8024 0.50 0.4¢ | 047t 88 | 9‘%\ W36 5 |3
40 S025 0.50 &%45 a2 Y @96 B IN S
(oK (O o
S026 | 0.50 0505 | o7 KT 9O D & &
5027 | 050 <) 046 | 0475 9% O 9 36 §f@ 3 13
Y

¢ during reducing to dryness, the sample f@me over @ & Q %

Q v
% Q Q
day 0 normalised recovery= (average re@@ery averag@rew\?@ at d &90) X % @ @ @)
s &

The overall mean overall reCOV@ygor Fl}@w CaS 770 1th s@%s @ 239 Ql"he 1}11‘[ of
quantification (LOQ) for AE ¥130066-in twas@établfshed a@gP:05 /kg @0 de@i e could be
detected for mesosulfuron%‘lethy@a shoéﬂuru@the 4®in0nth%tor@ perlg%j Thejyrecoveries of AE
F130060 storage samplés.are s%mmarls@l in le CA 6.1- @% Y $ §

s S ©©o ,
Q \@%&\

Table CA 6.1- 13: Storage ablllty§ me§®11furon me@m Heat shoots
Soreed g

©) @ Pro&dur%recov “Recovered r, uesdn stored samples (a)

Storage inter@ ISHIES! Q G& Ao S

(months) @ % | unotrec © corrected

indivjd@al mean | iffdividgal 5 | mean

0 S REERS A@’ 72 N6 40 NIT | 69 96

1 D529 55 . 962 Ve66. 1967 | 65 118

3 O &0 (%79 Q80 8%, [ 862783 |85 106

6 N 4 & 66 00 11 & [87 [77 110

9 7 78 S | 8807 b8 126 4883 [ 76 |95 114

13 D 215 85 180 .. [82 Y87 |91 |87 109

18 33 468 Q1629 98 [99 99 |97 156

24 ) 97 71 93,5 (257 98 |95 |88 |94 99

40 Q « 293N [98 96 N9 [99 93 [96 100

(a) For the correction, the meah of t roce@al re‘@gvery samples that were fortified at the same level as the
stored samples was ut ise%ﬁ m@g)

. @ o~
Conclusion & & @ Q
Residues o@esos%&furo eth 1 mn sles of wheat shoot, are stable during deep freeze storage at

— 18 °C fgpat 1%& 40 @ths@
Overall coion§ o N
A2

The storaQe

shoot, Q and grain). The results of these studies demonstrate that the compounds are stable in the

stabilities of mesosulfuron-methyl were carried out in different cereal matrices (wheat

tested plant commodities for the tested periods. These cover the longest period of time for which
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samples from supplementary field residue trials presented or summarised in this dossier were stored
prior to analysis. These time periods are given in Table CA 6.1- 11. @

> S @

Table CA 6.1- 14: Maximum storage time of the crop samples before analysis and@ammum storﬁge ©®

tabilit
stability m@ ﬂ@ o
Compound Commodity Du@lon covered L7 Maxmugm ste{ﬁ &
@) @
Wheat Grain N &©Q 20.8 @)nths@S d@& §
@
Mesosul furon-methyl Wheat Straw g%@ 40 mont@ & 6,2 mo&ths (75 §&ays)&v
Q N @
Wheat Shoot AN @23.2®onths%96 W)
N v \ d&
R I
Y & @ R s © @7 9
LS D SO N
. I ST G SN S
% Stability of residues in samples &ftracts. NN % %
N & O § o3 @ @ §
During the developpement of the @thod %/IF 0§99~‘furthe§ena OO us or ﬂf&aanalysm of
the residue trials given in repogts COQ§@32 (é& ‘Q\ rel§ant 1I®rm 0 the stability of
residues in the final or an@term%dmt@@extracts was %GI‘IVG@ ompthe fortlﬁca@)n experiments

performed during sample@jmalyé Evép @wal Bitch contaﬁ@i at’deast o@ freshly fortified
sample for concurrent résove determ%atl The tra@of thé&fortlﬁﬁ sa -m es and of the study
samples were handl@aand @red&% paral@l I&@le r%sgoven@ in the fortkﬁe samples are within
acceptable ranges@ @ st%%hty 0@6 se ex%ot%ﬁonm@red is@ufﬁ@cgently proven.
> O @

During the d (ljop@ent @f%he é%th(@i@bdlﬁg%tm@%lﬁom m 226888-01-1, KCA 4.2/16)
used for the analysi®of théﬁ@emd@s trial %glve dn repqﬁ RA Q77/&§Zﬁnd RA-2690/03, the stability of
sulfonylyggas (SU) in é»%lve cetgi ile/eﬁ% ogs, trleamh@ O 02 mol/L (1/1, v/v); secondary
standafthSolution: 0.005 m fD of each SBywas sted S%ﬂ&fter fidminal storage periods of 1, 2 and 4
months the aged \dard%olut}@a wa&@uan@\ed aémst a%’reshly prepared standard solution. The
aged standard sdfmtion,: vas stared 1@voluﬁaetrlc@ask i refrigerator at 4°C + 3°C protected from
light. All co ste@re ag-fe in @Vem@aceto@fnle/aqueous triethylamine 0.02 mol/L (1/1,
v/v)) for a 1east two rno od f@wo ths solutions containing the tested SU should
be prep freshly cAfter @ perl ur f'ﬁonths amidosulfuron, iodosulfuron-methyl and
mesosulfuron-methyds \decl uto 1 1%, co?@ared to the mean of aged and freshly prepared
stam;éfd solutions.” @
@ S
The stability@f sulf%yjﬁ (S&ﬁn iy %sentative matrices was tested, e.g. flax (grain) and wheat
(grain, green’m al) e respectiv®LOQ and the ten-fold LOQ levels. After initial analysis, the
analyti olutidns we@ storgyl in a refrigerator and reanalysed after 2 weeks. Storage was conducted
at th ame@ond@m a§ used for analytical solutions (in a refrigerator at 4°C + 3°C). This

i gati@@ show®d th@he SU are stable in representative matrix solutions for at least two weeks. In
generalfie stability of the residues in analytical solutions during the whole analytical procedure is

monitored by performing concurrent recovery experiments with each sample set.
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During the development of the enforcement method 01360 (Report MR-13/007) for the determination
of mesosulfuron-methyl and other sulfonylureas in samples from plant origin by HPLC-MS/MS, @ ©©

stability in final plant extracts was checked for the tested sample materials over a period of 16 §d43 @

days (KCA 4.2/19 _M-455564-01-1) and it has alsen checke{rir@
the Independent Lab Validation over a period of 3 to 13 days (KCA 4.2/20 70168<01-
1). The results are presented below and the studies are detailed in the Analytical Method@sectléﬁ \:4\9@

O @ & \ @}Q @
Report: 2013:M-455564-01-1 D o
Title: Analytical method 01360 for the@gtermination &amldosulfum@metsumﬁo thyl

iodosulfuron- methyl sodium, osulfuron-metityl, a@§°fora lfuroa in sam
from plant origin by HPLC 'MS

Report No: MR-13/007 o oo &Y ‘o b

Document No: M-455564-01-1 o @ X N @ &y

Guidelines: Regulation (EC) NO%OWZQ%M t uro;%%n Parlament and @Co of X1 °
October 2009 concerning the placing of ectlo§roducts on the’mark ?

and repealing C@ﬂcil Directiv \79/11 “K?d 91f44 /E
¢

Guidance docu@nt oﬁgemd ods, 25 ev 8. @
European C& 1SSI4 ( , Dlre at& ene\zf@l-le @and Pro@}tlon
16/11/2010

US EPA esQldu @hemish @ T ui eO 9&) 134 Qﬁesmu}Analytlcal
B g\g Q @

Metho D§
OEC %me, E,&@/JWMONQ(NOR@ Augas, 2@7,not a pllcable
GLP/GEP: yes ¢, o & @ K 9

- S o & RS
& .90 & O
Stability of residue sa@pl W & stud§ in @ar t bodpsugar%eet leaf, lemon fruit,
oilseed rape and edreal sfeaw (Q\L mg/Ke). T&follosﬁg tagﬁ sh@ thovenes comparing initial
day of analysig@nd a @fter sterage oftthe ﬂ%&l sar@les a@C + 3°C under dark conditions over
the given periods. To checkethe s@%blhty after fi e@ﬂy pﬁpared@la‘[r&@tandards were prepared and

analyzed- tg%ether with fhe a eco@ sampfes. v
S e i SR
Findin o <

\
Mesosulfuron-me@ wasﬁoﬁe fo&a@l m@@toes %%fh l(&Ven conditions. In lemon fruit a

Material and Metho

significant decref@e c erve@? in ce%eals crease was observed, which can be a

result of dif@ht X € é» ets m\f%sh{@rlx t@ld%g@éompared to old recovery samples.

R & e

@7
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Table CA 6.1- 15: Stability of mesosulfuron-methyl in Plant Extracts, Quantifier Mass Transition

Fortification @
Sample Level R Rates [% : 3
Material eve ecovery Rates [%] @@ eanq
[mg/kg] A O &
S b Day 0 (initial analysis) 98 98 105%° 102 }\2 o\&
t
bz(%;r eet 0.1 43 days reanalyses 97 96 93\ 93 3 g§ 4
deviation day 0/43 days 0 20 A124 88: 88 [6.60
Day 0 (initial analysis) v3;9 96 K\Q 99 9@V §;> v §
Sugar beet, S N
leaf 0.1 43 days reanalyses @ |96 20, 91 @ N3 m> @
deviation day 0/43 dayey? [7.9 63 @81 Q718 41 |67
Day 0 (initial analﬂysis% 9% 99 10gy 98 |, 104 §
Lemon, fruit 0.1 16 days reanalysey) @ 8/;\9 éﬁ; fg (7(&\2 R
deviation day 016 days>” |5 Va1 284c, 265 279 |22
Day 0 (initial analysis) 199 . 1000 10F 96 96
. @) - S
Oilseed Rape | 0.1 38 days@ @nalyfes” % |9 %:; éﬂ @94 ,@}@91 S
deviation day @38 diys. |40 5.7.0 7690 2187 552 |5
Day O¥(initiid analygis) O] 1018 99~ 9© 49 ™95
Cereals Straw | 0.1 @%aySQanaL\&e; g 1@2@ @% 2174 @56& 160

%evié&gon da;\@ 30 ddys @03 S63.68 “77.60 660 684 |69.2

The results suggest th%sa

all analytes are stab

data of sulfonylu

>

Report: N %

n ﬁna

§ % o @ @to\’
hox@i be a@lyse@as s o@as mb&after &@ratlon because not
xtr g@ Thl§ no@rprl@ng whéa considering the hydrolytical
N @
AR A R
& S o S RQ $
20BM-479160-0B1 @

Title: = © Indepen ab 'datio@f BC@eth@ 013 r the determination of residues of
@\ ido etsulfuron-n@hyl P@bsuln -methyl-sodium, Mesosulfuron-
A . ethy Foramsu]@tﬂ)n in pleé&fromo t origin by HPLC-MS/MS
Report No: @ 2018/0060/0> . ©
Document No(s);.\> 4701@@01 1
A N 7
Guidelines:

© Q ZO(Qcon e@ng h
\ p g Co c11 Dl@ctlv@wlﬂ/EEC and 91/414/EEC

Gu1d
o r0

P16/

}ul 0 k@\’?/Z I}furopean Parliament and the Council of 21
lacing

f plant protection products on the market

an ocu s1d|sg%~ alytical methods, SANCQO/825/00/rev. 8.1,
p Commlss1 3 Dir gtorate General Health and Consumer Protection

2010 .
\‘”\a RS % A &@dueem’y Test Guideline OCSPP 860.1340: Residue Analytical
ho
< @" QEC]&ulde@ne, E@JM/MONO (2007) 17, Aug 13, 2007
GLP: Q yes @
<
Matern{ﬁl nd Methods Q

Dur1&§the dévelopment o

& Independent Lab Validation, the stability was tested after storage of the

fi @am in th@’dar@ a temperature between 2 — 8°C over three to thirteen days. The following
table sh@ws the measurements comparing initial day of analysis and analysis after storage of the final

samples over the given periods. Calibration was conducted with freshly prepared matrix standards at

initial analysis and for analysis after storage.
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Findings ) @ @©
Q\ g
Table CA 6.1- 16: Stability of mesosulfuron-methyl in Plant Extracts, Quantifier @ss Transitiofy Sy
Fortification v Me@%
Sample . . N D
. Level Date of analysis Concentratlo%[ng/ml] ©°| dexiation&p
Material [mg/kg] %, g NA
g/kg g; <« NiicS
ot 2013-08-28 10.40 a0.20 . D 6 K
ugbaordyeet, 0.1 2013-09-10 4> 1030 [« P1080 | SrooQ] o
Ay T o & SE
o 92 Q a o
ot 2013-0829 ¥ | 103@ | <921 gu| 038 «f7 o
S
ner beet 0.1 2013-09-08  of 997 kogdy [ o7 ™
© YIS v\ o
2013599-06. > 908> | 874 O] =9.03 &
Lemon, fruit 0.1 2@%—094&& %J 2\9& © 2.65% &2.84\© S)
AS SO
&© > o ) v ,\Q \Q \y&y 9
V2018090220 B 1000 |, Ol0.600”| @090 °~]  -70
4 )
Oilseed Rape 01 (D 20130908 of 3% RN 3237 |03
@@ Y
« O o @ S ¢ 2 o
2 Pagboo {7220 |07590 | a8 23
Cereals Straw O*{a @ @13—09@ h@ . 17 9.5 ) 8.62
O
S T e e & & . SE
* Mean dev@n [‘V@betw&@niti@\l}nal&is and days of @%aly@sé@ @@
oS
O Na oo & S o

Conclusion 2 &7 0 O «F & L & o |
Slgmﬁcantéewatlo@ betwien imfial a re-a&,lyms @sewespemally for the matrices lemon
fruit and Qilseed rape. ref@g@ﬁthe ysis of th mplas ta.be conducted within 1 day.
S I R i
O & O o & D
CA 6.2 @ab%ism,@strib@tioq%@id expressign of residues
LRV T s S
o O & .09 o .0 @
QO 9
CA621y Plants & 9

@
@ o
Origina@;mex i do&s%)r ) @ ©\
In the original Anr@@ﬂ dossier, ﬂ%beh@&or and metabolism of mesosulfuron-methyl was
invedtigated in cereals ofdy be@se me%sult@ron-methyl was not intended for use in other crops.

é@gsos%@fron«@thyl was radiolabelled with '*C in the 2-'*C-pyrimidyl

In these metal&(@i’s%m $dies
position an@ thesU-"C-glenyl ﬁ%”sit%@
X 2o
> S S
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Studies submitted and evaluated for the first inclusion of mesosulfuron-methyl on Annex I:

Report: I - I I I I, 00; M- MLDT66:

02; Amended: 2001-10-26 S
Title: Metabolism in wheat (Triticum aestivum) following smgk am@oublg tlaatm@ ta ©
nominal application rate of 10 g a.s./ha each Code: (2-14C p@mldyl) AE Kkl )()6{)&@
Report No: C008761
Document No: M-197766-02-1 e f,@ &
Guidelines: BBA: 1V 3-2; EU (=EEC): 1607/Vl/@rex q1; UQEPQ?O\\?:EPA) OPNS N QS
860.1300;Deviation not specified s @) QA @ @

GLP/GEP: yes mQ @S

o2

O
Q. R O A

Report: 2000M-198861-01 2 &
Title: Metabolism in wheat (Trmc B aestiv um) T Nowing ¥ mlc an\dgdoag}g treat@ent %&@
nominal application rate @f 30 g ag.fha Eq\od@\q%U 14C phel@—AE‘»i 0068,
Report No: C009588 Q [N ¥
Document No: M-198861-01-1 x o o 9
Guidelines: BBA: IV 3-2; EU (*ERPC)*Work.Moc. 1@7/\'1/%’%“\ @\JSP{QA (= FP%Q §‘4
860.1300; l)umtwipnote cifie@) & N
GLP/GEP: yes Q N RS W\g ey K &
@ AN v v R\B} N) @ 9
Repore ST ) M
Title: Comparisgy of the fvo widFat m@boh\@\s%dlﬁ vith I -AK©I30Q60
Report No: M-260002-01-1 (A S @ = ~Y O
Document No: M-260002-0% | &) S Qy S N L9,
Guidelines: Noot@)cciﬁ@;]\lo@écig 2 S ‘zo\,yj
GLP/GEP: n.a; . A NN A
Y o, &S O A N

The metabolism o sosglfuror@thy@n whéQ wa Vest@ated uS@lg %(j)‘% the U-phenyl-'*C-
labelled and the 2*C- diﬁlabelf\d ac{\se in 1enr®@@rhe @ea‘[ﬁaﬂts were treated at a late

tillering stage@rate@twe@ 10 @%\\s /l‘g&%d 2x30 g @&s./ha order&fo avoid phytoxicity the
compound was appf@d in S?a\\mlxt%e with the safeher p@enpyr@hetk& (1:3, parent: safener). The total
radioacti¥e residues at @w re 1gw’, since eve@fter tmer\(g t the exaggerated rate of

2 x 30@3 s./ha thes,e @sid e@ld not exceed 0. OO@ mg/ke 1mg§?1n and 0.0457 mg/kg in straw.
Besides the parent po&qd seyeral mgsbol we Cy\tdentlﬁd in straw. The same metabolites were
detected in 1mm§@1re § b@mth %he pa@t compound accounting for a higher proportion
of the total r Wue. ntlﬁ@a 10n£@he e@racta\@ residties in grain was not possible due to the
extremely %W concentra@ns @} the é@tab%@s d@ted in wheat were also found in animal
metaboliétn studies. N x>

It was concluded th@‘he submittedstudi glvc @fﬁ01ent information to propose a definition of the

resﬂ@e in plant m%rla r@@;ulf@n—@yl
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CA 6.2.2 Poultry

Original Annex Il dossier . @ @b
N
Report: I I B 1 ©99:\(-192019-01 D~ &)
Title: Poultry - Metabolism, distribution and nature of the residued@in eggs and edible tissties
Code: AE F130060 S @ g
Report No: C005417 i % D . S
Document No(s): M-192019-01-1 Y > I @ @
Guidelines: EU (=EEC): 96/68; USEPA (=EPA)® OPPTS 860KD300;Deviatic@not splifieds N
GLP/GEP: yes o <> S Q Q@ &
Q & < < < &@

"AIR3" process 9, N @ RO 9 QO

- - @ N @& N L O
Dietary burden calculation PRI A S N
Mesosulfuron-methyl is authorised on cereal&hicl@n%@@ fe c%: po%@y. T edl&n and
maximum dietary burdens were therefore %cu{at@ for differe rogs of li@stock @xing @E@Q
model. g\? \\ @}\ &6 & \© éw N §

&8s 5 & &F
Table CA 6.2.2- 1: Input values for @e dietaf¥ burdén ca&ﬁﬁtio@ > @Q S %@)
c Q Q Q < N
- - den O° D L] S O
Commodity lg@arx Burden D Q D &
@ @)
*ﬁlput&value § @%@mm@@; ' % i .
. % (mg@) @))Q §® < N § @‘?\,
Risk assessment residue definitiom; mesasulfu caf-methyl
N @h ) of-methyl o \@

Rye, triticale fora}@»Q . U€05§ & qﬁg}ghe@-@esid&gU q A S
Rye, triticale s@r © 0.@5 Jﬁ * nghés?t re@e @& 'S
Wheat forag®© @© @©.09 @\ K@j %tghes{&@sidl%@ @;\g
Wheat strésv v yo.gg@ &%\% §Highe@ res@le @;%

- (NI X
Rye, 1@@:2116, wheat@)”™ % { < & | @an S du‘e%@
grain S e o oK
N} O
M @ > S @b
Table CA 6.2: Re@s@% of @ digt\a@r burden cglt@ation@écording to OECD model
Q &)

V7aY

% S @sid ve totz@f%ed dry Residue intake
& e Amatté@ (mghke) . = (mk/kg bw/day)
Poultry broiler /> 0008 < © 0.001
Poyltty — layer =, & 004 9 & 0.003
Poultry - turkey © |©:007 S 0.000
“

N N\
SIS a
The calcula digiagy burdens fo&if%@lt groups of poultry do not exceed the trigger value of 0.004
mg/kg b\@day. Q @© §’

N W
Thegﬁore, @%ou]@m@ abolism studies are required.
¢ &2

Howe@ a poultry metabolism study was nevertheless conducted to satisfy formal requirements in the
course of an anticipated registration of the active substance mesosulfuron-methyl in the USA. This
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study was available at the time of submission of the original EU dossier and has therefore already been
5
The metabolism of mesosulfuron-methyl was investigated in laying hens. U@-phenyl-A&@BO@)
was orally administered at dose rates equivalent to 10 ppm (hens). Mesosuffuron-methyl was shown
to be rapidly and efficiently excreted. The levels of radioactive residtg&‘%in eggs and@dilgl@'ﬁssu&sf@

N
lation of @x&osulfuron-&@thylx@%idu@n @
food of animal origin. The major identified residue component was farent mesosuluron thy&with&

& @
9
N

(,@%&"

o

reviewed.

were very low, thus indicating that there is no risk of ac

several cleavage and hydroxylation metabolites usu%@/ being pre

t in lower arfidunts.

<
& [ ©

O g
&>

Y
S

S

CA6.2.3 6\

Original Annex Il dossier

Lactating ruminants

&

@

Report: A&

) ~1999§§4-19g%23-01 < -
Title: résidues imtilk agd edibiXtissues
2 SRS

Report No: 005418 O &N .. N RS

Ruminant - Meta '1n,°" @) andQch @ﬂ]
Code: AE F130 % N R
>y & 9
f’© o

M-192023-Giy1 _ S <

Document No(s):

Guidelines:

EU (=EE&): 96/68? USERA (=ERX): QPPTS 860.13083Pevia@ipn not specified
GLP/GEP: ° 53 ©

ves S S Nl R
% 7

N Q> AN ©
"AIR3" process L@

&

o SN
, S SN

Dietary burden calculation %

@Q

5 &
R

@ o N
Mesosulfuron—methy@ authforisedsen cer@als w§ miiéﬁﬁt be féd to 1§5toc§.\The median and

i diet. d fot€ralculated ferdiffefént ivestock using the OECD
maximum dietary erégwerg \ﬁ@re 9\9 alcula eb @ i % g@ups o@lves ock using the

N
model. O\ & N S @
D N & N
@© & .0 O Kg@j f} & ©§ @
553 1ot satoes fohe Qdory biSten clbuntin 4
Table Cf‘{ 3- 3.Inputf§glues «(f%; e g@ryb en ((ia ulg(t\@l Qr
Com&dity L9 1O ]@e"tar&@lrdeﬁ”\a \©
AT

@utv"ahl\é §’ &)mnt
O | Smghn M & o

© Q o
Risk assess@@%nt r@@du@ﬁniﬁ@n: n;s\g%sul’lég&r)on}lgethyl

Rye, trig}}%)le forage § O.Qﬁ . @ ]égest residue
% A Q) . @ . .
Rye, triticale strawsy 0.05 <~ | @ghest residue
Wheit forage @ ) f\U%O@UJ C@ Highest residue
Wheat straw&@% ﬁ% S Wi%@) Q& Highest residue
Rye?, trltlc@ ngm ® 2 0.0iQ@ Median residue
grain (o?% SRS S
< S ¥
Tablq\%gA 6.%,@4: l@%lts ﬁle dietary burden calculation according to OECD model
QQ @) k< Residue level in total feed dry Residue intake
ﬂ@Q matter (mg/kg) (mk/kg bw/day)
Cattle ““beef 0.077 0.002
Cattle — dairy 0.077 0.003
Sheep — rams/ewes 0.149 0.005
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Sheep - lambs 0.115 0.005
Swine — breeding 0.080 0.002 &
Swine — finishing 0.008 0.000 N

Dy

S @?
)
The calculated dietary burden is below the trigger value of 0.004 mg/kg bw‘z§ay for cattle&and s@ne

and for sheep rams/ewes and lambs slightly above at 0.005 mg/kg bw@say Therefo§ a W@tocl@

metabolism study is required. This study was already (@yailable at Lg%”tlme of s&gﬁﬁmssfe@ of @

original EU dossier and has therefore already been reV1eWed It is sho@ presentedéélow@ y\g@

o Q
The livestock metabolism of mesosulfuron- metas 1nvest1ga§@i in @Iact g co% U- 14(@bhelg¥@
AE F130060 was orally administered at dose St es equlva t to I\&%w
methyl was shown to be rapidly and efﬁc1entg@xcr%g@1 T c@eve]{%f rad actw&emdu%s in m%‘l’k and
edible tissues were very low, thus indicating there@? @ of @umul@ion § lfu@n’-
methyl residues in food of animal origin. The majer 1d@11 dé%emdl@@co%)onent &

Ra

mesosulfuron-methyl, with several cl@ag@g&nd }%%@oxyl&mn n@ab ites @ly [@tﬂg $
X

lower amounts. Q @ RS S >

CA624  Pigs & & N
A pig metabohsm study wa%notnduge‘)d, s@e me@bohsm ollgtwed co@para@e pathways in all

©
Oy
7

CA 6.2.5 Fi
lé@ ©& S Q o
Since no residués abos, 0.01 i%g/kggvere found mg\ereal §a

in tissues (low <@°) th&@sh m@abol%m stud? 1S n@equ' .

2 SR @’ @ @

> § §@ NS
Mag@tude res1 ue Q@als uﬁ)lanfsa \©

& @D
a no«:@%umulation is to be expected

an

CA 645

Mesosulfuron- me§l (Aﬁ§F13 O) 3@ herb@‘idal é%t %stance In 2000, the original Annex II
dossier was subrﬁ@tted % > In t@ doxi%er uses on cé
Some new es @@e 51 ¢ beeq con@ed \{@1 sulfuron methyl-containing formulations for
use in Eur ean cereals, @’nch Sthe ' % usg@@:rop&
@
$ et s

CA631 C A N

$ 0 &8

als were supported with residue trial data.

ported in the AIR3 process.

&
Original Anwﬂ dadster & & § Q

Appllcatlo&es@%&ce o©’ e peiﬁseas h spring or autumn. The residue trials were made in spring in
order to @Ver& shditest @-harvest interval (PHI). The critical GAP for mesosulfuron-methyl
consm@ f 0 reat nt irfQereal, in spring at a maximum rate of 15 g a.i./ha and at growth stages up
@H @(end@f t@ng, node 2 at least 2 cm above node 1). To increase its selectivity, the
produ ntains the satener mefenpyr-diethyl (maximum rate of 45 g/L). The safener has no
herbicfe -/. activity; it decreases the sensitivity of the treated crop to the two sulfonylurea active
substances allowing efficient weed control without phytotoxicity to the treated crop.

@
S
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Studies submitted and evaluated for the first inclusion of mesosulfuron-methyl on Annex I:

A total of 17 residue

an oil flowable formulation, the representative formulation for the original Annex I inclusion-
The trial locations were spread over main growing areas of the EU Northern@ne (8 trlals@ d

4

trials have been submitted in the original dossier. All trials were performe@lth
r\e 1ew,

Qb

0

Southern zone (9 trials) in order to cover different soil and climatic condltlon(%j & 'S
NN
Report: I I N I 0000:M; 193491-01 ©° ¢ 7
Title: Decline of residues in cereals Emopc@Jmon no1th®m zone) 1997 Q\EF 130960 andAE
F107892 (mefenpyr-diethyl) oil ﬂow%le 30 and 90 Code: AE ,E@%OO( IKKI@A2O&<
Report No: C006208 o Q A SRS
Document No: M-193491-01-1 @ A S )
Guidelines: EU (=EEC): 7029/V1/95 rey &y 22/07/97; Dem\ﬁlop@)t sp@.ed . N
GLP/GEP: yes K . NN
K @Q @ % %U © o\ %
Report: :20Q03RM- 19@”}15 01@: N <
Title: Residues at hanest inyheat Kitopga@nionQorthern zong1998 A FI@O ar@
mefenpyr-diethyl QQNOW&QE 30 K "/L@de @%l— 130630 01 K12 A7 §
Report No: C007152 @SS NN S
Document No: M-195315-01-K2 o @ @ @2\5’ O K
Guidelines: EU (=EEC);8029/VI®5 rev's - 22/0%/97; Reviaticpnot spplified> =~
GLP/GEP: yes X o QO &”’ O O O N
N @ ” © @ &
Report: j5000; M- 19349401
Title: Decline of 1eSh urop& .«‘} 21N Z%IL) 199) AE F130060 and AE
F4Q7892 <(mcfmp§@dlct oil f&&wabl@@ and%) g/L e @%’FBO()()() 01 1K12 A201
Report No: C00620) ¢ O Q « [
Document No: CW-193894-018, " N oA O
Guidelines: EUg(= EEC@\\NZ‘)@J/% révs - 2@’)7/97@& iation no;specnhed
GLP/GEP: SEFRRERN N
@w S ' & 7 v
Report: SR : D00gEM-197@67-01
Title: S “| Residues afharveshin cersd¥s Euré@can Union (}@ﬁhun zone) 1 998 AE F130060 +
N ]@%ﬁnr@mthz@’ flowable FQ,+ 9( Codg: AE F130060 01 1K12 A701
Report AQ: @0030% Q w .9
Document No: SHM-197167-0%1 @ &\ & Q
Guidelines: ﬂ@w EU (=El}@ 7029 1/95%8v.5 - @/07/?%;Dcviati0n not specified
GLP/GEP: 2 5@@ \j@ u@ o Q@ «<§
O QO ®
Q@ v & O \© S
O K &2 ¢
S R
" ©\
Q AN N @% .
h . Yo v O
WOV A
@ < Q" & ©@
¢ & O
NN S
{N @@ @ o
& & T e
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"AIR3" process/ New studies submitted

Table CA 6.3.1- 17: Use pattern (GAPs) for the spray application of 10dosulfuron-gethyl-sodlum ct@inin

formulations on cereals in Europe (Northern and Southern regio @ @
N
Crop |Member| F/ | Formulation | Pests or | Growth stage | Number al r [ Applicatj "\Pﬁﬂ
stateor | G group of é&ha) (g as/ly § S
country |or I| Conc. of as pests @ & RS é’
controlled X @ )7 A @ 4
Winter | S-EU | F | Atlantis OD |Grassy and| BBCH 20-32 | 1 pey® | 200- |39 IMﬁ Covered By
wheat | N-EU dicot weed EI&@Er winter s@on 400 &Q?% gM @©nor
species ost o’ 45 PR .
%@ O @ Q &\4 Ve@atlon
. é)ﬂ 9y\y\ Q 6\ . & 2O:g@rlod
& @@ %, & @% f§ > between last
N @a @Q Q@ @ é é}%apphga‘hon
AN Ny ) § ang\l Harvest
@ N O .5

SN
N L) NS N N S)

@Q § &S § & &

Supplementary trials: S @ ‘”\9

The Residue Trial Tables can b@found% the @cur?@j@t belgy T 1ncl th%@pp mentary trials

presented in this dossier in s@ort oﬁnoch@t Ioggsulfuro%-me&l@l-so@gm +@13/Iesosu@4ron -methyl

+Mefenpyr-diethyl OD 42@ & @ @ v @ N 9
& @% R @ @to\’
IO
Report: w“ 20@@\4 4’7§643 S RN
Title: esidue trwl@les @Iesosuﬁ%ro@thylﬁ@nneg I Rengyyal
Report No: @Q N&W 564?&1}1'1& O S @ O
O P ‘o7
Document Nogy; @j 475633-01-0° o 7 v A@ S @
Guidelinese; ’EU Regulation 1%/2008& EU@Regulation @/2013 Document MCA; Section 6:
@ R@due or treated ductscsfoodsand feed; According to the guidance
A . @cume@ SANCO I&L 1/20@, for ﬁnepan@ dossiers for the approval of a chemical
g\actlv&\bstﬁ@e not@)ecﬂ;&\?} % RN
GLP/GEP:  V]nay K@ N 0D
N v & .0 @

In 1999 and@% a@)tal@fl n&\% trla@\ras @fom@l, 7 in Northern Europe and 4 in Southern

Europe.

& 5
A wateridhispersible @nule (@ F&O%O %@G]@z) a non -aqueous and an oil dispersion
formﬁ:lgatlon (AEF DO@I) alr@ respectively 30 g/L mesosulfuron-methyl or 10 g/L

mesosulfuron methyl We@ ap \d esosu@on -methyl was applied to cereals (wheat, rye) at a
maximum rate of 15 g a.s./ /\’7 cotfibinatiéa with the safener mefenpyr-diethyl (maximum rate of 45
g a.s/ha) W@he @eeptof one tri a rate of 16.5 g a.s./ha for mesosulfuron-methyl and 50 g
a.s./ha f0@}1 fe @ﬁr—di yl. @ applications were carried out at growth stage 32 (Node 2 at least 2
cm ab&ﬁ%%no@) to%? (ﬂa‘éaf stage) with the exception of two trials which were applied at growth

stz@éﬂ (Qé@leafﬁat@emng) and 49 (first awns visible (in awned forms only)).

&
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The formulations used in the residue trials are presented below:

Formulation name Formulation type Composition @ @

X7)

- 30 g/kg mesasul furon-methyl Sy @
AE F130060 02 WG13 A2* WG13: Water dispersible granule |- 10 g/kg iod furon—methi@odiu@
- 90 g/kg mefehpyr-diethyl

-10 g/L sosulfuron—n@yl-s m, @

NS

AE F115008 06 OD04 Al OD42: oil dispersion formuylgtion |- 2 g/L t&dosulfuron-niethyl- m, v
@ -30 @mefenpyr d@hyl S& @?
S
* An external adjuvant, Actirob B, Genapol = Biopower® er r Mero® was u@#to 1mpr0vex<\ti% pla@ptak@f C&©
mesosulfuron-methyl %@ Q @ @
ARG
The number and distribution of residue trials %ie e cr@;)‘tz,ed 11@@1(3 CA 6.3y 2. 6\ \% §
Y
o & & & &
Table CA 6.3.1- 18: Number and distribution @emdl@ rmls@nduc@l pe@geogr@uca@on (Z';“
cereals (Wheat, triticale,;xye) "~ Q
. ClimaticZpne, “~|F 0rm1@at10 & Yea@ A TIENE
Formulation Co yf@ies % @p . of trials é\a Stu@umfl{)@ Referehce No.

< @ Eirope Noxth TN D S 2

SR

AE F130060 02 WG13 A2 @rma@ L, WGES | 1999 /D | ERS9ECNGRS / M199542-01-1 (b)
AE F130060 02 WG13 A2 | NorthermErance @ WG  [@19990 | EFROIEEN523 ( M-199542-01-1 (b)

AE F115008 06 OD04 A1 |°\" Gerthanyses, | OD42 N 200871 ¢, RA-2677/03 @M-227133-02-1 (c)

AE F115008 06 OD04 Al Bweden© | SNOD4y | 2003 /1] RAZ677/03 / M-227133-02-1 (c)

AE F115008 06 OD04 A1 ™| United Kiggdom " OR42 2003 £1° | RA267F03 / M-227133-02-1 (c)

AE F115008 06 OD04 Al &rthe;;l Francey Q@Iz @°2003 /1 | "RA-2633/03 / M-227133-02-1 (c)

@ Eurofe Sguth  ©° &~

Q
AE F130060 02 W@3 A2 ARrancer?  [SOWGLEY [ 2999 /1 ¥ ER9IECNS523 / M-199542-01-1 (b)

AE F115008 06 OD04 AR | =« “ltaly, OD®R  |c2003 & R#4-2690/03 / M-227096-02-1 (c)

AE F115008 06®D04A1 | S France S\ (@42 Y 20 "RA-2690/03 / M-227096-02-1 (c)

(b) Samples w ana%g\?ﬂ witkthe fo@wmg%ﬁ’ﬁlyt methil: E O

(c) Samples %ere anaf¢8ed with the @llowm%g ana%%mg@d 00 5/1\/5(\17
@

X Cﬁﬁ)arablllty ®9wee®§le dlﬁe orm@Qatloﬁ?swused 9 the supervised field trials
To support the re@enta&% usgMtwo @)es @fom@aﬂon&@ave been used: an OD (representative

formulation) and@&i o di eno% in tg{f@’s of r@ﬂu@are expected applying the WG or the OD
formulations. @ctual @dju @ t (@ﬁrob § Ger@l =Biopower® or Mero®) is added to the
WG formuldtion asﬁ% ta é‘) ml&N is @ﬂmd@d that; the mixture applied is very close to an OD
formula@ § @’ﬁ?’ . %

@ N &@ N
% _Storage stabﬂgy % @’ @ @

Sto}ge stability studles@vere @ducte% in ¥heat grain, wheat straw and wheat shoot. These studies
demonstrated@@blh%%of u 40<@qonth or these three matrices. Samples in the reported residue
trials were @t fora’m um (ﬁﬁe 7ays (about 25 months). Therefore the analytical results are

cons1der@%vah%@© @© @

%
& @ I °
¢ g TS

&
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L)

% Northern Europe residue trials

Report: B 0000 M-199542-01 N
Title: Decline of residues in wheat European Union Northern Zone andcSouthern Fran@%%

Iodosulfuron-methyl-sodium + mesosulfuron-methyl + mefenpys-diethyl watefdispersg

granule 1 % + 3 % + 9 % Code: AE F130060 02 WG13 A202 D 2
Report No: 009932 % @ & 9
Document No: M-199542-01-1 ©) AN
Guidelines: EU (=EEC): 7029/V1/95 rev.5 - 22/07/97;Deviation @@f specified @ © 9 o
GLP/GEP: yes < &© & N @@ _®

@
e~ Vg & & O &

Report: 2004:M-227133-025Amendé: 200701-16° 9D D
Title: Determination of residues o¢§ dosu@fon-r@ﬁyl—st@mm, 1650su on—n@fﬁyl-s@um

and mefenpyr-diethyl in / c@®wheat@ollo spragapplicaiion ofRE F115008 % OD04

Al (042 OD) in the fieldyn Gerlgﬁ%ﬁy, Sgegn, @Gyeat Britdin, and Nort :
Report No: RA-2677/03 BN N N N S S Y
Document No(s): | M-227133-02-1 o> - RN RN NS
Guidelines: Deviation not spedified . *, S & & ¢ L&D o ™
GLP/GEP: yes R EE %, i @5} NSEES «f’)

Q © © @ §> o o O

Test system %, (g o Q9

A total of 7 trials (see Tab@A 63.1- ywas p@gform%d wn@%w dprmulations: QE F130060 02
WG13 A2 (WG13: waterdispersiple g@%ﬁle) @id AEF115008 O@Do@ (0D42: oil dispersion
formulation). Mesosulf&ron— ethyl was aed @cere (3 “(whé%’[ rye) at aximum rate of 15
g a.s./ha in combina e @ner fe —dleﬁg (@1mu@ rate«Qf 45 g a.s/ha) with the
exception of one trighat a{ate of§ 5 g/ha for mes@ulfu@n -meth and 0 g a.s./ha for mefenpyr-
diethyl. The apphizati r@wer@@ame&out atgrowth tag@ (N@be 2 @ ast 2 c¢cm above node 1) to
39 (flag leaf st@pe) th@excepén of @re tr@$wh1@ was §phed§t growth stage 49 (first awns

visible (in awned fédms ofily)). ampl s for §f@y51re takeén a&@e day of application (shoot) and
at harve%xggram and st%w) @s shoot S@plere t%l@ﬁ at intermediate growth stages.

A &

L&°
Storage times b %n eﬁracn@ an @mp na]&a %
- Report 93%M 1 42 03 &

For the analytg, AE @ date@of s@ple v@@k u’und dates of data acquisition (analysis) are
given on pag@ 27- 2%»“A§X THfor f(@ﬁcat@ sampjes — Data on work-up of extracts and recovery
efﬁmen@, on pageg.@33 34@Ann@§f IV-fo congol samples - Data on work-up of extracts and
apparentresidue leys c{iQon%Rages & @nex V for treated samples — Data on work-up of
ext&%@s and res1du*&levelé @

Overall, considgring all @ent@ed S@IPIGS&'[@IE is a timeframe of maximum 5 days between start of

sample work-tp and%‘faly

© RefiRAN6T7 1\%271-1

Based on@flie ragy>data @hlc‘r@n be made available upon request, the timeframe between date of last

extrac@ n@ate @gna@ is of maximum 5 days.

T}% @ of 5 days is covered by the stability data obtained during the development of the method
00

00815 1 (cf. CA 6.1 Stability of residues in samples extracts).
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Findings

Detaile(gi results are shown in Table CA 6.3.1- 3. Residues of parent mesosulfuron-methyl in ots &
ranged between 0.15 mg/kg and 0.90 mg/kg at the day of application and declined to < 0.05 g by§
the second sampling (15 to 27 days after application). At harvest (50 to 10 @ays after a 1cat1
residues in grain and straw were always less than the respective hrmts quantlﬁ%mn (gé?m

0.01 mg/kg, straw: 0.05 mg/kg). % @ %@@
Mesosulfuron-methyl when applied to cereals accord1 GAP did %ot lead to re§1du “of pa @
compounds in grain at or above the limit of quantiftcation. AISQ, the type dy S

ER99ECNS523: adjuvants tested = Actirob B, Mer @d Genapol £RO= Biopowsg ) or ‘@ fon@ at1 s
type (WG and OD) did not significantl 1nﬂue o at harvest the re&idue devels mesosulfu -
ype ( ) gnificantly @ & y

methyl. @ 6
\

@ £




B . Page 29 of 40
sayer) Bayer CropScience 2015-02-13
R

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

Table CA 6.3.1- 19: Residue data for mesosulfuron-methyl (AE F130060), Northern Europe

Study Application Residues §? S
Trial No.? Crop . A A
GLP variety | €Y | pL | No (ga”;a) g hSL) Gs | > ‘;‘ég‘d (g :;Is) @00 0ol
Year o o mg/
ER99ECN523 4 .
SIS
®) Wheat, | SCduany %oot 0.9 |o.38" 0461
DEU0301-P2 N SN @
soft WG13 4 Shoot 87" {<0.05
DEU0301-P3 1 0|51 |39@ o @
Tambor (1) Straw 0 0<0.08, <
R Q q
DEU0301-P4 Europe, O | Grain Y100 N <0 ®)
GLP yes North @E é\y Q §
1999 % L el @ EN S
?bR99ECN523 German Rl > \@ o P @@
) Wheat, ﬁ 8 Y I [Shoot &0 s |0.2%w 0.31
DEU0501-P2 @f = TN
soft - &l hoot®Qy> 24 QSOS .
DEU0501-P3 ; 5 b <
Triso [ ® Str ) @.05
DEU0501-P4 G@Qﬁ 0 oo
GLP yes BN & Ro §
1999 1 &1 9
ﬁ§99ECN523 § §f’ o
R B AST g Y, <oz 0
- C .
FRAO101-P3 Bourbon @ ISQQ 6'0@§ ? Straw ®) <0.05
FRAOIO0I-P4 @) 4 S| @ Grém 85 <0.01
GLP yes a < @ @ a8 @ )
1999 . 9l &1 & g B < &
%%
RA-2677/03 SRS S }t@ 0 0.15
R2003 0638/7 heg '
fraw 63 <0.05
GLP yes @ .
Tain 63 <0.01
2003 ]
Q
RA-2677/08, Shoot |0 |0.90
R2003 0495/1
GLP yés, Strayv 85 <0.05
2003 Grain 85 <0.01
@
@
RA-2677/03Q | ©
R2003 0493/8" | Wheat,) @ a0t (0 |29
. . traw 103 <0.05
GLP yes, Con%t @% g\y .
B N Grain 103 <0.01
2003 @7 S D
. Q> Q%{urop‘% Q N
S Sew? of
_ @ >
§2A0(2)§7074/g§ 5 A@Qt ?mz Shoot 0 0.53
at, @ 1 [15.0 |50 |32 |Straw 91 <0.05
GLPyes (> gbremicy 2) Grain |91  |<0.01
2003 @ @ © , '
N North

>

FL =formula@ion, PHI= prg-harvest interval

a nu r as used in Tier I tables,

b Each a@gf consisted of four treatments, an untreated control plot and three treated plots. The first of the treated
plots reseived the formulation alone (P2), the second (P3) the formulation plus the surfactants Actirob B or Mero
and the third (P4) the formulation plus the surfactant Genapol LRO.

(1) AE F130060 02 WG13 A2 (2) AE F115008 06 OD04 Al
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o
During the sample analysis, recoveries in wheat shoot, wheat straw and wheat grain, were perfQl 6§

The data is presented in Table CA 6.3.1- 4. These data demonstrate the@nethod per@mn@

accuracy, and robustness.

@’
<

Table CA 6.3.1- 20: Recovery data for mesosulfuron-mfgthyl (AE FISO%% in cereals. © .9 «r\f@
Forgification ™ NN @ @
Study Portion . leveﬁflglkg) é very (%) @Q \© S §
GLP Crop analysed a.s./metabolite | n T ) IS
Year ®in Max<\lnd1v1dual Vf@es Me@@ RSB,
mesosulfuron- o N 7680 / 9@86 '@/
ER99ECN523 | metii: @J 0;? %&/ 100@6 4@8& 5@ -
mesosulfuro 8 / / 114488 / 85 i
?9L91; yes Wheat [straw | 000 § 6@@05\9%.50@ | 11b & 1%% 19
. mesosul - o Q
grain methyl &Qg 4 O{%ﬁ &0 @Q/ 10@4 /y&’) %
o N uBz/ /93 ©
> RN
meoNifufen: |, & N & 91@% 9@/
shoot byl o0~ |.45%0.050 0§0 @/105@ S U&@ 5.5
o & | IS 1 QO
RA-2677/03 Y v Q99/94791 /ap3 /
GLP yes Wheat straw«:§ mefl?‘s?if‘(’?g' 150.05 s 0.&0@ 96£99/95/95/95) |95 |3.3
2003 s B y@§ §@ o8 S&\f 97 ¢§ /91 €96
NN TS 7797 R10343200 /97
. mesogulfura@y Q /100/93/ 105/
<§graln§ eI gm.oiﬁ\ 016> || 06 195,95, 100 98 |39
f@ & O > S @ / -
a Final determinan@ as: meosul fagon-méthyl; résidues. &\\R)‘fulatﬁgﬁs sul -methyl
b RSD = 21% opi§itc taet range+/- 20%) d@o |yl oyt o7, 2 30%.
«§ © 9 & & e
Southern Enrope residue trials? & (o @ é,(;\f
N < o
Report: ; :2000;M-19954201
Title: \'l ecline of due‘s\m w Eur@%a Union Northern Zone and Southern France
9 I@Iod @%met%d S0 @osulfuron methyl + mefenpyr-diethyl
@ rs1b@ grar@% 1 %583 ‘V@9 % Code: AE F130060 02 WG13 A202
Report No: "9 00%@2 NN S
DocumentNo: M-199542-1 &%~ . & @D
Guidelifs: EA(=EEQ): 7029/VIA93 revyss - 22/07/97;Deviation not specified
GLP/GEP: s & N {\\’
S ¥ & Q
Report: 7 ;2004;M-227133-02; Amended: 2007-01-16
Title: nDete ation of re§@idues of iodosulfuron-methyl-sodium, mesosulfuron-methyl-
& ¥ SO '@n an efelﬁ/r diethyl in / on wheat following spray application of AE
@
O @' | F11500806 OD04 A1 (042 OD) in the field in Italy and Southern France
RepoffNo: Y | RA-2696/03
Docimentd¥3:  PM-229096-02-1
Gﬁ’deli;@: Deviation not specified
GLP/GEP: yes
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Test system
A total of 4 trials (see Table CA 6.3.1- 5) was performed with the following formulations: 1 trg?ﬁh S

AE F130060 02 WG13 A2 (WG13) + adjuvant and 3 trials with AE F115008 06 OD04 Al
Mesosulfuron-methyl was applied to cereals (wheat, triticale) at a rate of 15 g\&.s./ha in co

with the safener mefenpyr-diethyl (rate of 45 g a.s/ha). The applications Were carried out at é%/th
stage 39 (flag leaf stage), 33 (Node 3 at least 2 cm above node 2), 37 (flagdeaf just Vlsll@ stllﬁlled)@

and 49 (first awns visible (in awned forms only). Safiples for analsis were take;l at&ﬁe da @
application (shoot) and at harvest (grain and straw). > In one tr@@ shoot sam@s W§ ta&n
intermediate growth stages. @} Q& é\g R ©© @Q}
AN
A PO
Storage times between extraction and sample analysis RN @ 6\ . &
- Report C009932 C MR & NN

Q @ RN @
For the analyte mesosulfuron-methyl (AE F130860), @§?e @amp@ work-up @ d%@of data
acquisition (analysis) are given on pages&ﬂ 28 “AnnexMII fo ofuﬁe&glon gs — Data’dn -up

of extracts and recovery efficiencies” 33 @“Ann%»x v @r co%% les ata @B work-
up of extracts and apparent residue © ls ’Zf\and oﬁag -46@&7Annéﬁv eat@am@ljes — Data

on work-up of extracts and resid evels

Overall, considering all analysggd samtpj@es th@e is @mef& (@naxn@m %@ys ggetween start of

sample work-up and analys1§ ~ Q& &
3709602 ¥ S
- Report RA- 2690/% M-227096+02-1 Q& @
Based on the raw data which @n be m?de %§ab1®pon&u%it§ﬁe titnefra between date of last
extraction and date ofanal s ofgfaximum 6 ¢ays. _° S
X fanalysip %@@ xinu @ SEIP &

This period of ot 6 le i %Vereé\by he staB‘khty d obt@ed d“@mg the development of the
¢ &

method 0081 @OOI@ C@6 1 Séllltk@? res%gues 1@mpl§xt%§t%)
(g

% & >
Findin % v\’ @ Q> @@ \@7
Please&r to TablA 6@1 5 or d@ﬂed fesults. ”\Remd@s of parent mesosulfuron-methyl in
shoots ranged bet %”1 0. 2\‘1 mg/l@ and 06 %&e day%f application. At harvest (48 to 58 days

after apphcatlon%esm@ we&lw@ lessvthan t e hml@@ quantification in the grain (0.01 mg/kg)
and ranged be@yeen <) @ 0 ()\@?ng/k@n the@traw @0Q=0.05 mg/kg).
Mesosulfu%n—methy W @d '%é%@eals to GAP did not lead to residues in wheat

rain of nt compoynd at ovegtie lifait of gtiantification.
srein offent compoug tggbovedhe o/t

§%\&o©

@
& f@e@\@’@eﬁ
G @ © «Q
@@é@%@
Yy O & 9
> O o
s &
@’@@%
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Table CA 6.3.1- 21: Residue data for mesosulfuron-methyl (AE F130060), Southern Europe
Study Application Residues @ @@
Trial No.? Crop . AR A
GLP Variety | COUntry FL |No f;ha) %;hL) Gs |rorien f ;:l) Ef3060 ]
Year S S ys {mg/k%@
N© o
ER99ECN523 France v N
(b) Wheat, WG %oot 0 O O.Q§ 0.34%
FRA0301-P2 | soft ye Shoot |16y | <05 &
: 13 |1 8@ (6.0 |39
FRA0301-P3 | Soissons o @|Staw |68 [0.05 @
(1) Q : s S) 8
GLP yes o Grain 6 <. o
1999 Europe, South @§ 4 (§9 Ql ©
o U J
RA2690/03 [y, o |Ttaly ob ) 9 Sho@ 6 043 o
R 2003 0499/4 I- Q N @ @
hard 421|150 |&P |33 |Smgw 358 «J0.06%
GLP yes Creso 0 | A 8 K eain s ] <0
2003 Europe, South b @l N S o @§
] Ttal N | @ I 9 ) °
e 1 | Wheat, | B Sop B L@ | R shae |0 Bos o
CLP s hard e }'.o@@) & |saw xlss_ [0
Y Creso urop J\& @, O @ain N 58&’ <
2003 South Q NIRES S &g
- 7 (©)8 N
v (™ on ] [ [T Bt 6
GLP yes hard l 2 4%) 1 Qﬁs.o@ﬁ) 59 w_ 148 [ <0.05
< .
2003 Apache Enfidpe, South . ( Q| < @Z§ rain 4& <0.01

FL = formulation, PHI = pre-hé?\\’/est interval & & 0% AN N 7 . ©
a Trial number as used in t}le@ier I t4Bles N @ N & @ %,
b This trial consisted of three trea%ents, an unt@ﬁﬁi co@)l pl d twc&reat&plots@e first of the treated
plots received the formytation e (P&fﬁhe second @the oQrmula@ﬂ plu&the suq@ nts Actirob B or
Mero. K @ X ) AN
(1) AE F130060 0 Qgﬁls _(8YAE FN'5008 o%o@m @ < @

O S NN P @ ©

@) 6\ S N N & )
& o0 O W s S o

During theéjlmple @alysigé\,’reccﬁ@ries i Wh% shoheé{t <s%rand wheat grain, were performed.
The datagare presented,in @\fe 3.1- 6. ese a demonstrate the method performance,

e prosnedin B 0 Pt ’

accura&; and robus%s. <\ L RN

7
7
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Table CA 6.3.1- 6: Recovery data for mesosulfuron-methyl (AE F130060) in cereals
Fortification o &
Study Portion . level (mg/kg) Recovery (%) @ p®
GLP Crop analvsed a.s./metabolite | n ) &
y Min | Max lndivi@ values | Mén'| R8D
Year & B
mesosulfuron- 76 /80991 /86 /
shoot 8 1005 |1.0 88 N0
thyl ? 7945 /100 /96 G
lg}i?’gﬁz(stS% Wheat | straw Ezso}s/ulfuron- 6 @ 0.50 2\;%82/ 14 /‘?”g&Q I Ql\(% 1§ )
a : @
1999 Ezzl(l)}s/illfuron % o e @Q § S §
i : Q4
grain methyl® 4@2 0.01 0.1\% 100/ 102/‘94/93{ 7 \)@ &
ﬁ N 62792495/9 &4 e >
- &
<hoot mesosu:furon Q 15 0.05 6%. 50 293 / 91 4 § 0\9%7 52
methyl . CXEN N 91% %% 105 L
Q @ AN S
RA-2690/03 o | @/ 917187 | & | &
mesosu1®n N 95 /9899 /95 / g
GLP yes Wheat | straw methy@& 15§ 05 &Ex).so& 95493 / @wg 9 §§.3
@
2002/2003 K w] o\ ) 93491 /4% IS QO
@ > - N T 979791 03 1400 | &
. &osulfuron- E v
grain r%;th% © 15@}).01 ®>0 10 @ ‘198 3.9
N v e 2] OQ 95 / %0/

2Final determination as: mesosﬁifuro%methyl@%mdu& calcq%ted as%nesos&ﬁ%ron-@@ethyl
2 . >
S @@ ©§ & < &
% Conclusions é\” (3 % @ \q;\ Q é% g\
In addition to th @ tr@s in @d @he orlglna‘i@dl d@%ler show esidues of mesosulfuron-
methyl at harvé%lw@ lowe&tham@e re@ctlve& Q (L Q §1 é@r g/kg and LOQ straw: 0.05
mg/kg), news@lals 4§ & perfc@med%at su@ort S Atla@ls OB@roduct
o S 3
Northeﬁ@urope Seé% res@e trlﬁ were con@ted @h t@dlfferent formulation types (WG13
and OD42). The@gmu]{ﬁons re agplied oﬁice a&grow@s‘[age BBCH 32 to 49. Residues of
mesosulfuron-m@%rl 11%shoo nge@?frong%@’lS 6. 90@1g/kg at the day of the application and
declined to <@ 1@1{ the &on%%amp@g (l%g 0 27 days after application). At harvest,

residues of Afesosulfdron. thyl\%ﬁ ha alw% lower than the respective LOQ in both wheat

grain ar@eat straw % O@Fmg/k@and&’Q straw: 0.05 mg/kg).

Southern Europe: ﬁr r@ue t@§l & @ucted with two different formulation types ( WG13,
and%D42) The formu@’lons@ere ipplie Sdce at growth stage BBCH 33 to 49. Residues of parent
mesosulfuronthy ins S rar@d betten 0.27 mg/kg and 0.66 mg/kg at the day of application.
At harvest (@ to 58days §S a ST? catid®) residues were always less than the limit of quantification in
the gram@Ol @kg) ayd ranged between < 0.05 and 0.06 mg/kg in the straw (LOQ=0.05 mg/kg).

In wh&?gral N ha%st r ues of mesosulfuron-methyl were always lower than the respective

LO@LO%@am @@1 § g)

Resulere comparable between Northern and Southern Europe. Residues of mesosulfuron-methyl

in cereal grain, at harvest, were always lower than the limit of quantification.
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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 established at Europear@/el ©©
for the pesticide active substance iodosulfuron-methyl-sodium. A reasoned Opinion on the rediew oft?
the existing maximum residue levels (MRLs) for mesosulfuron-methyl was p@hed in EF&@ Jou
2012; 10(11):2976. To assess the magnitude of mesosulfuron-methyl residd®s resulting@om cxitical
GAPs chosen by EFSA (1x 20 g as/Ha; GS 32; PHI of 90 days), all t&%ﬁ reported \i@thg Pﬁﬂl\eﬂg@
including residue trials evaluated in the framework of % peer revie@%were consigﬁred.&%fﬁc@t
number of trials complying with the GAP was reportid y the RM@rance for Q@Nor@n o) oor&
GAP on wheat and rye. The number of residue tri supportine Southern @tdoor%AP&s
compliant with the data requirements for these s. However, the @@med{@%mb@%f reé%idue @ls
. o N
was considered acceptable in this case becaqlise all @r)@sultsQ%re %&ow the LO@angl\%wno @due
S @ 7 AT W@ N
O S & o
@ K & O @7 o
NI S
& ° \ \ & "\
CA 64 Feeding studies @Q N & & S O @ SN
The cereal commodities likely to pe fed t&ivestoek consist o§rainic fed e@gyh& pigs and
cattle) and straw (which is fed @ catqg@nly)se oéeso@uro&met n @ﬁls ac%rding to the
recommended GAP is not ;g@ly té\tesu%in sign@can&resid(i.e@> 0.1 kgé% any of these
commodities. N O @& TN & 2
. o O &

Furthermore, livestock metabolism stf@ies @w

e%?hat r@%sulf’ﬁmn—@yl@ not accumulate in
eggs, milk or edible tissues. efofe, no 1{vesto eedgl stu@x:s tqi{nvesti%% the residue levels of
d of Q S

@

situation is expected in grains.

RS
mesosulfuron-metgi@ﬁl foo *-"'i\ al @in a@reql@d' i
S 2 = RO O
N S SN S @

(CIENN & N &

cA6al Spouty © O U A
N g '

No study Q@ performed. Ny ©

§”\g

% @ @
A & & & o O <O
CAG42  Ruminais < . O o5 & &
No study was pe@orm @ @3\9 S @b
Y Y s S @
©@ @© SRS

CA 6.4.32) Pigs

y )
No study was perfo@?. % @ @@ . \Q§
N Vs €8
CA 644 &ish g Q@
No study w@erf@gd. )
. éﬁ @) §9 Q
@ €

@ O
CA 6§ @%ﬂ@s o@ocessing
&S .
M@olis@@sytudie@con@ted with mesosulfuron-methyl at an application rate between 10 g and 2x30
g a.s./@ cereals showed residues of 0.001 mg/kg TRR (total radioactive residue) in the edible
agricultural commodity grain.
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In the field residue trials, no residues of mesosulfuron-methyl above 0.01 mg/kg (Limit of
quantification) were found in grain at the application rate of 15 g a.s./ha. Consequently, no resid@ of ©©

the active substance are to be expected at levels above the trigger value of 0,1 mg/kg unde@orma@ﬂ

field conditions. 6 @

& .

i
Furthermore mesosulfuron-methyl is of low toxicity. %% . O K2 \245@
o & & & e
Therefore, no processing study is required to inveitigate the residiies of me@lfur@ﬁme@l iné
processed cereal commodities. %@ Q& &© N @© @
& > & < \é &@ @@}
CA651  Natureoftheresidue <« o & o8 0 O 7w
Q O N N W @,d

N
PO AT Sl O
CA 6.5.2 Distribution of thé@esi fe’in @el a@pu <y @ @Q Q
Not relevant for cereals. @ KON 6&’ ®\ ©§ @Q @Q . ‘”\9@
AN
o FE S T

CA 6.5.3 Magnitude§ rgii(}ues@ pr&cesse%ﬁﬁ)m&g dif{@ % )
No studies were performgg@ © @Q §@ 'S S § § Q‘&@

X < ) © 6@ °\© é & o\®

RPN S I IR Q &
CA 6.6 R@ue&m ro@on ropsd O g
Original Annex &L os@@@ é\ o \\ \© @f@ @& @@

¥ e s b

QO « N @
All data sybmitted @r m\ze%babol@ﬁn in %ants%@% su@eding@otabi@qal crops were considered to be
acceptablg.during the g‘(vj re@@v. I¢he Inc usioQ%Dire and the Review Report there were no
areas %potential con&m h@ighted for t ni@aboli%%‘l. N
According to soil§gradzﬁion 1es; 90@1uesé§f m%c%ﬂfuron are expected to be higher than

100 days. 9 $ &> NS
Table CA 6.6-,1@Sumn@"y of @yailablg%ne tabolism sfidies iftFotational crops
~ @j NS @\ppl@ation@nd sampling details
Crop % Crop & Label @% I t‘?odo ﬁjate Sowing Harvest
group@? N ition G® (kg intervals intervals | Remarks
< A | as/ha) | (DAT) (DAT)
L \f © @\ @ig &6 32'DAIF£
eafy S, & spinac
vegetables @plnxh §f C § N 162,411 not
§ N Aé . I{@ harvested
Root an@ IS R p idyl Bare 0.0015 32,120,
Q 14C- soil, F ’ 365 139, 237,
tuber R » arr% ﬁlenyl 487 -
V(%,ggi%bles@,,Q LY %
N G 131, 238,
géreals(:@@ Wheat 430 -

e
(a): outdoor/field application (F) or glasshouse/protected/indoor application (G)
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Confined crop rotation studies for mesosulfuron-methyl were performed using both the U—phenyl—l“g—
labelled and the 2-'*C-pyrimidyl-labelled active ingredients. In both cases the substance was a@ed o
to bare soil at a rate of 15 g a.s./ha, with wheat, carrots, and spinach being planted 1, 4, and 1 onth@ﬁ
later. As expected, the spinach of the first re-cropping did not grow norm: due to ph@ox1 ity.
The total radioactive residues in the edible part of all the plants that did de\@op were e@remei f?)w
(maximum of 0.0016 mg/kg in wheat grain of the first re-cropping). Ig%remdues m Ehe nogy dlhl\gf@
part of the plants were also low. The total residues in s did not e)@ed 0.0219 I@kg Q\Vh@@f
the first re-cropping). No residues at or above the&limit of quar@catlon (< 0D1 mgiRg) @a be©

7o

expected in succeeding crops. %@ Q& ) &© N R @ @Q}
& > & < \© &,@ @@}

CA 6.6.1 Metabolism in rotational qops@@ %Q g\y\ @ @6 N o

A reasoned opinion on the review of the e st1n {.» axi @e le@ls (M&s) @5

methyl was published in EFSA Journal %Q% I’@{l 1) 2976. Bagsed Q{ﬁghe r«@%w 1 ﬁe d

commodities are not expected to .; eO 0] @g/k %rowﬁéﬁd

compliance with the GAPs report&d'in %)cum t —l@f thls®®SSIi ©©@
o N T 5@ S
Specific plant back restrlcuo&elate}to tg@use of mesos&lfur&l@neti@ are C%lerefor@lot required.
2 S ¢ e S

S N
CA 6.6.2 Magl&tude @%‘esm;ues lﬁotaﬂnaj @opséx N S)

considering that it was carried out b r&soﬂ @esos\ﬁfuron@eth esl
lf s a@pplied in
o
N

@

7

Studies submitted evaluc@éd @th&}}@% mc%@on &”mesagulfuro@meth% on Annex I:
NS s O o &
Report: € ;2000;M-197310-01
Title: @U Resid@®s in réDited %’ SOW O aﬁplic@ion to bare soil at a rate of 15 g a.s./ha
. QF 2-1%€-pywrpidyl)AE FIQ 50
Report N@:\\\@ C&Q8238&y ((@ © r\@ ‘o
Docum;@@No: (M 197&) 01-K° @K Q
Guidelines: sk BBANPart & 3- 10@88 KU (% FC) gisrk.Doc.Rcv. 2 (1997); USEPA (=EPA): N,

\Q § 166-1 (%’@) (reyy OPRSES 8603 5())\\Deviati0n not specified

GLP/GEP: RN
@ Q @
Report: O | :2000;M-197312-01
Title: % ues otate‘% ops@@mn 3®lays after application to bare soil at a rate of 15 g a.s./ha
& enyAE FJR9060, Y
Report No: \rc\ () 40 N @
Do(&ﬁ%’mm No: R | M-E9P312- 6921 @w O
GuidRlines: BRR: Pa@sTV 3-10°(1989); EU (=EEC): Work.Doc.Rev. 2 (1997); USEPA (=EPA): N
@" | §166 @%1984@0“ @%»PTS 860.1850); Deviation not specified

GLP/GEP: o B yes
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Report: I N I >000:-197314-01
Title: Residues in rotated crops sown 4 months after application to bare soil at a rate of @o @

a.s./ha Code: (2-14C-pyrimidyl)-AE F130060 o <
Report No: C008242 N S Y
Document No: M-197314-01-1 N RS
Guidelines: BBA: Part IV, 3-10 (1988); EU (=EEC): Work. Doc. RevV®? (1997); U%PA (=EPA):

N § 165-1 (1982), OPPTS 860.1850 (1996);Deviation nd{ specified f,@ &)
GLP/GEP: yes A f% ’ \ ° 1(\\24\’

@ O 9 @

Report: :20004AR197315-01,.© &
Title: Residues in rotated crops sown 4@onths after agfalication to ba@soil at%@rata@l.ﬁ g

a.s./ha Code: (U-14C- phunyl)@ F130060 & A
Report No: 008243 )’ N @ U 2
Document No: M-197315-01-1 & s’ §@f N @ o Y
Guidelines: BBA: Part IV, 3-10 (1983); EU@=EE ,-.é v. 2@997@%1«:[%( EPA):

N § 165-1 (1982), OPRTS 86(¥850 @996); Wuvi atmhmt ggecmed@
GLP/GEP: yes L L N FEN

> NS §

Report: ] ;2000;M- 1@7@11@@ @% ~
Title: Residues in retated Ls sov@ yufv&a ter @g}%ca@to ba@soll§ rate 6915 g ga.s./ha

Code: (2-14Qpyrimidyl)- /%l; F13QQ60 N @)
Report No: C008239¢, .2 @& K a2 @ @ .
Document No: M-197381-01-1n (A RS @ ¢, MR
Guidelines: BBA: Part B, 3-1 @388)%[)( BEC): work. Dag. REVQY (1997); USEPA (=EPA): N

§ l@-l 198), 0 §@ISSQ (1996);Deviatjo @uf’e@
GLP/GEP: % N

S S D
Report: £2000; N@9731N1
Title: § @\a uestmteqﬂcroonwn 1Qar af appll%tlon@are soil at a rate of 15 g a.s./ha
< &ode (&I AC-gheny))- AEF 139060
Report No: & &@008@) O &9 = oy
Document No: @ M-197313-01-1 RN © 9
cuidclineg@ BBA: ngt;‘f @(19@ EU (FEEQ® WorkdDoc. Rev. 2 (1997); USEPA (=EPA):
N V8§ 16 (19 OPPTS 86 50 ﬁ%@ @mtnon not specified
GLP/GEP: @ \fes ° - NS
SRR @%’ SE
2 @ & @;\9 NS
& Q. O @

CA6.7 O Pro@osem%ﬁ degl 10@and@laximum residue levels
. @
CA6.7. % Propoés@ed rue @im @%s
N
Accordlng to Aﬂl&@% 12 Reatlol@jQE ),Q@ 396/2005, the European Food Safety Authority
(EP&A) has review¥d t aximum K@ldu@tevels (MRLs) currently established at European level

for the pestlcl@“actlve sub sos@ron -methyl. A reasoned opinion on the review of the
existing ma %ldugels%(MRI@) or mesosulfuron-methyl was published in EFSA Journal

2012; 10(@§ :29@7)& @@ § Q
& N) % S
S S

S LT s

& &

&
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Table CA 6.7.1- 1: Current proposed residue definitions

Matrices Residue definition Reference@ ©©
] SN
: O @
Food of plant Risk assessment and @
origin: cereals Monitoring mesosulfuron-methyl Cf§ S N
EFSA rnah@lz !
) 2
o K )2 \
Food of animal Risk assessment and N Q© . s \ <
S o one, as figesidue ant1c1 ed @ @
origin Monitoring @ § %y
@ \ QD § @
< @
% Q % N
CA6.7.2 Proposed MRLs and justifiéation of the%ccept%lh% thg@eveg@ @@
proposed 8 @@ % N 2
Q
According to the EFSA review, MRLs fo%the aal c@%‘l c@s ar@ot reé@lre@ec @mn@lﬁ
are not expected to be exposed to signiﬁ& levels of\%mdue® % @ . §@
& ~ v
ot & & & & &8
Table CA 6.7.2- 1: Current MRLs estab shé&by EFSA @ S &
Commodity I ‘0" MRE(mg/kgy @ @)\)j R@enc@\?
Rye grain 9 90010 &) ) )
Whoat grain O oy o@ © Q EF@ Jou§ 20&&, 10(11).2976
* indicates that the MRL is set mfhe &imt of ag@ytlciquantl@gjcatlon& O\@ X %

Q N
MRLs for mesosulﬁlrdm@f)net 1 hav@bee@ﬂ@bed ivthe &mn@on@gulatlon (EU) No
g

289/2014 of 21 M 2014. M fOQI* @ t £
0 ar% @@y Kb o h& eeréS@ og\pereal

@ S
AN @
CA 6.7.3 P§ osé Mm%anﬂoj usﬂ{icat o of @pta of the levels
@rop&d for&imgrted @’od&ﬁ&s (I%port §eraﬁ$&e)

No import %lerancé@%ave%een %opos d in t%g%lj ;ﬁphe(@or 1{&%@ EU Member State.

. @ v

N AN

S % &@ § &0
CA 6.8 Pr osetisa e nter S RN
@% NN

It is not necess@ ine e- hag}est g,g@’rval %ste@ the pre-harvest interval is given by the
growing perlo@betw@the@wm ge @treat@ rrﬁarvest
The product§s not iftende@for @Q} in @as W@fe ll@tock animals may be grazed. Therefore no re-

S
entry p%‘@needs to b@propo@ ’%x:’ %

The pr t is applied earl st emerge& on@ry young plants. Thus, dermal exposure to persons
ente{kﬁg a treated figld 1&@1\ @use@ buildings is intended. Therefore no re-entry period

needs to be proposed for@ﬁan&@) @ &

Handling of gtreate "") is &eral@ not required before harvest, which is always done

mechanical Th&ﬁ ore "~Q 1?s§g no n@o define a waiting period between application and handling

Q"
of treate@od@ <) @
The u@f n@sulﬁ%on-méyl in cereals is not likely to result in significant uptake of residues by
%’ in @ops us, §1S not necessary to set a waiting period between last application and sowing
a

succeedlng Crops.




B . Page 39 of 40
sayer) Bayer CropScience 2015-02-13
R

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

CA 6.9 Estimation of the potential and actual exposure through diet and other

sources @ ’ @b

Original Annex Il dossier 5 @ g
The Acceptable Daily Intake (ADI) of 1.0 mg/kg body weight was establisheed on the se @

month oncogenicity study with a safety factor of 100 (SANCO/10298/2003 (@J June 200@. @
Q ¢ 9
- R > . X
Report: I I >000:M1- 19899901 S @ q
Title: TMDI estimation of dietary intake of AE F130060 @m residues i@\%ma@@tatc gent) S
O . o SRS

Mesosulfuron-methyl Code: AE F&30060 < N A G
Report No: C009656 N Q . & . ]
Document No: M-198999-01-1 2507 o KR O & @
Guidelines: Deviation not specified RS XA R
GLP/GEP: no N 2 NN

((@ @U U(Oj’

S
e ot e A v g Sodent o oot
The report C009656 is part of the original Annéx Il dossier a&l correlpon a risk calctiat X
2000. The updated calculation done ingthe A®doss® is aﬁpropr@‘ely Based e carrent MR

0.01* mg/kg published in CommissiofdRegitation 28@014 X @} S
SERtemsionde 5 @§‘9 &

AIR3 process R & 9 > Q (OJEEAN
In order to evaluate the pote@ ch,r@aﬂic exp@éure@ me&@ulfu@l&-met]@l re@ws through the diet,

the Theoretical Maximum Bieta% Intak§(Tl\@DI) vg&s estimated&(@ng the EFSA” PRIMo model
(revision 2). For the evaldation dPthe @§0ni pogre the I%nodecl\ﬁﬁes @V H%g?ets relevant to the
EU and 22 national diets?ron@ dif%rent 2o er Stages. % v §
& TS g &S O s D
TMDI calculatio @s p orm,e(@sing‘@e MRLs gi@ ini%@e CA 6.9-1g,
Table CA 6.9- 5 ciput alues vsed for TMDEcalculation of mesosylfiron-methyl
Commo@%tg)y @@f Q) S & é}f,hr(@c risl@sessvment

‘s

Infput value (mg/kg) |- Commént Y Origin of the MRL
Rye grain @2 :@61* A@\% Rye gral @ o8 EFSA Journal 2012;
Wheat gfain O 001 Whehtgraip s 10(11):2976
N ZA S .
YRR
As shown in Tabl@A %i— 2,t 1g1{9%t TM@calc@)ater mesosulfuron-methyl represented less
than 1% of the A%I, denotes @lside@ﬁle nfargins 6F safety.
Table CA 6.%5@Hig@@t TM@[ caleu ateekf@ mqu@ulflqon-methyl according to the EFSA model
% S S %T_,Q ;g@ @© Highest contributor
c : @EFsgsﬁodel@ %
ompodin o ~ .
c@hest%'l‘ I%?{/.)AD% \@ MS diet Commodity /
'27\7 oy
N X %@ N Q i&\ group of commodities
N
@ & @
Mesrcr)lseltlilfulron& %“ 01 § Q WHO Cluster diet B cereals
OIS < &
O
O

N g
Acute ere@ Dose (A and Dietary Exposure Calculation
No wasallogated. Qp the basis of its toxicological profile, mesosulfuron-methyl is considered

. @ °
ur@ly gpresent@’n a@ hazard.

&
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CA 6.10 Other studies

Therefore, other special studies are not needed. @ @’
& @
IS O
@ Y
CA 6.10.1 Effect on the residue level in pollen and bee products Q N
o, .9
Mesosulfuron-methyl is applied on cereals early in the @)wing seasoé%latest at BgCH 32) and
residues are expected in pollen and bee products. & Q@ @@ § %@ g
O
& < & ¥ &y
) | S8 ©
9, N % \ &) @D
X N - T AN
& 9 NN w IS T
R (€ @ @ S % &
&%\@\@Q%©@©@y@
AN NS MRS,
SEFCURSEE NP NN R
o & . L (NN @ &
oo Y NN
| S o & &
o 9 O & o O N
o = ¥ S S ° S
AN © g @Q é
% & %
SO N S N
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