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In agreement with the Rapporteur Member State, the product dossier is submitted following the dRR
format. All points required under the SANCO 10181/2013 are covered, although their naming m @ @
differ slightly.

IIIA 8.1 Stability of Residues @‘J@ &

IIIA 8.1.1 Stability of residues during storage of samples &% . ©

The stability of mesosulfuron-methyl derived residues uppn deep frotorage was@nves@ted i @
various wheat matrices (shoot, straw and grain) for 4&months. The gtudies were &ngnnt@ Ay
evaluation process and were considered adequate. S @' Annex I lu31on a newstudy h V©
generated with longer storage periods covered (@ onths in steat sh@%} and ®Wheat @raw) @}

<
They are summarised in Table 8.1.1-1 below: @@ %Q &%\ oy 6 \% N

sho@@he@tra@ea@

Table 8.1.1-1 Summary of storage stability %mesos@furm@nethy@n whe

grain R N &@P {Q% \@ @
@ orage O R@ence@l AIR
Active subst Plant matri bili o Orage N )
ctive substance ant matrix @Q&l z (Eligg oon ditforis %roun@[’t (@ f(\@ d%/sler
Wheat Grain @ T = M2GI76-05T | & koAl
Mes;’l:t‘lllfyulm“' Wheat Stravg| Up u%%oo @y (@@—18"@@ MEI9861204-L.D™ | KCA 6.1
Wheatshoot |, > 5& | S [BE98617041 | O kca6l

© @ @ ) 9
Va8 e @%é\@

PSS .

ITIA 8.1.2  Stability oﬁeses@am§ ex @ Q" s

Relevant 1nform@% @%e st Bihty oftesidies in ‘ﬂ%e fin. an@hteiate extracts can be
derived from tl@ Tortifipatio exper ents for od dus ing saniple andlysis. Every analytical batch
does contain eas@e freshly fortified mpl@ﬁor cogsurrerfrecov@ry determination. The extracts
of the fortifigd samples gnd of @stu p@ are l’@’ldle@and s@ed in parallel. If the recoveries in
the for@ samples at@wn cce le ranges, @e StaB@ity o&he sample extracts is considered as
sufficientl proven {°

S N %
§ & @@ i~ (&
ITIA 8.2 Sup@me@ﬁry q?dle@n m§bol§l in plants or livestock

Metabohsm@lstrlbu 1on @y o e ss1%§f reg@@ms @e studied in plants and livestock with *C-
labelled @osulfuron thyl N)

The plafiPmetabolisms diesWith 14C labéﬁd sulfuron methyl were performed in wheat and
livestoek. The studﬁ?s ted i Athe @A @mary document on the active substance, Section 4,
Poiiit 6.1 and 6.2 and is a@sed be

-Wheat: The metgbolism of mdgsosu thyl in wheat was investigated using both the U-phenyl-
14C-labelle gd the%$4c- imidy}- abel active ingredients. The wheat plants were treated at a
late tillerin age@ﬁrate@ twi gen 10 g s /ha and 2 x 30 g a.s./ha. In order to avoid phytoxicity the
compou lied@y a ml@ure with the safener mefenpyr-diethyl. The total radioactive residues
at harv‘é@ were@ ce after treatment at the exaggerated rate of 2 x 30 g a.s./ha these residues
did th exc 008 %m fkg in grain and 0.0457 mg/kg in straw. Besides the parent compound

seygril m ohte entified in straw. The same metabolites were detected in immature wheat
plantsﬁlth the parent compound accounting for a higher proportion of the total residue.
Identifteation of the extractable residues in grain was not possible due to the extremely low
concentration. All the metabolites detected in wheat were also found in animal metabolism studies.
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The data from the original submission are regarded as being sufficient. No new studies are presented
for the Annex I Renewal. @ S

| | | s
-Livestock: The livestock metabolism of mesosulfuron-methyl was investigate@dyn a lactatm@w d
laying hens. U-14C-phenyl-AE F130060 was orally administered at dose rategﬁuivalent to 20.5 piin
(cow) and 10 ppm (hens). Mesosulfuron-methyl was shown to be rapidly %d efﬁcientlycret@ Theg,
levels of radioactive residues in eggs, milk and edible tiSS@s were very Jow, thus indgiating tha theé%ﬂ

is no risk of accumulation of mesosulfuron-methyl resid¥¢s in food ofimal origin@he @or 2 &@

X
identified residue component was parent mesosulfurofismethyl, wit&@éveral cleae an@ § c&©

hydroxylation metabolites usually being present indawer amounts o S & © &@

@ sy L@ V9 e &
The data from the original submission are reg%ded agheing @@ﬁci it No.a s@ies a&%res@@ted
for the Annex I Renewal. Q @ & @%

G .
Y 23 SRS @% &>
SO OO &
) ) Oy &),
ITIA 8.3 Supplementary re@ue trials (&%e@%@:d 1‘%@1 tl@&ls) 'SHENS)

Mesosulfuron-methyl (AE F13006@@s an@c%rbidid% active subst nce@ 2@&6 inq&@nnex II
dossier was submitted to France. @tha@ossiez@uses apy ceredls weré3up d with residye trial data.
Some new studies have since b&n cotiducted With osulfiron- hyl—&ntai@g fogmulations for
use in European cereals, whiclris the\saf%@se" (iop supp%ﬁed{@t e ABR3 pégcess. @)
65 © & @ S & L2
o R N

D
Table 8.3- 1: Worse case tise parn (GA%S) f e s@y a ation of pr@d@uct +MSM+MPR OD 42
contajhing f0 at&ﬁ@ on cérbals @Eum&e o-@ern qu Sm:Q regions)

Crop |Member § F@mulat@ R@éor Q\}rosta @) Number ater | Application PHI
state or Q Broupef | - N SN /ha) | (g as/ha)
NCone. ¢ S O | @
count@g or Ij\\Conc. of as pe & §
Ol & O Yeonteolledr & 2
Winter %U | Atlintis @h ssy a§ BB 0-32 1 %{ 200- | 3gIMS+ | Covered by
o@_ U
<

E ofw seadon | 400 [15gMSM+|  pormal

wheat v Y @ t wee
§9 o\§ spiéigs ] Q’ frost, Q) 45 g MPR vegetation
§§) AN éﬁ \© I é N period
) % @ @,&’ Y @b between last
@ @Q @Q .9 o § v application
Q O &© \\ & @ S and harvest
) o & & &
@7 N Q @ S
Q& N 0,9
5 St S T F S
I11A-8.3.1 Cerealgy @\ ) §
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Table 8.3- 2: Number and distribution of new residue trials conducted per geographical region on
cereals(wheat, triticale, rye) /@f
Formulation Clg;?ltl::rzi::e’ Forrtr;,l;)l:tlon NO.Y:: :réals Stud}&number / Refer@ee N0.é§
Europe North N NS

AE F130060 02 WG13 A2* Germany WG13 1999 /2 | ER9OECNS523 / M199542-01-1 (b)

AE F130060 02 WG13 A2* | Northern France | WGI3 1999 /1 | ERQOECN523 / My199542-01-1 @)
AE F115008 06 OD04 Al Germany OD42 74 2003/1 [ RA-2677/03 /M-227433-02-£¥¢)
AE F115008 06 OD04 Al Sweden OD42%| 2003 /1 _@ RA-2677/0XhM-223433-024 (c) , @

AE F115008 06 OD04 Al | United Kingdom | OD42 2003/ Y RA-2677/69/ M-23713382-1 (cD
AE F115008 06 OD04 A1 | Northern France o2 20034) | RA-267@)03 / M%zn;@oz 1;%)
Eurgpe South KX 6 &S L

AE F130060 02 WG13 A2* France QWG13 1999 /1, JER99EI§N5Q\NM 16954@@1 (b)
AE F115008 06 OD04 Al Ttaly OD42° | 3003 /2. | RAD690/03'/ M<227096:02-1 (c)
AE F115008 06 OD04 A1 France Ol2 120038  |WRA-2698103 / M-227096-02-1 (c)

(b) Samples were analysed with the following lytlc ethc@MEM 8/99-0~ Qo y?)
(c) Samples were analysed with the followmg@%l{‘&al me{%d 0%}%M0@§5 § . @7 @
* with addition of external adjuvant @ w;\ Q> ég ©§
W % \ &

S &Sy $ & o
Conclusions @ NS N S w
Northern Europe: Seven residue t@ls were co@ucte@lth t diff@nt @ulat@n types ( WG13
and OD42). The formulations @ere aﬁphed oft¥e a wth@tage to 48" Residues of

mesosulfuron-methyl in shoei?an ecﬁrom@»lS to 0.90 m%/kg @he dzﬁ@of the appllc@lon and
declined to < 0.05 mg/kg by the s @plu@fﬁ to'Q7 days aft ph fon). €At harvest,
residues of mesosulfurong etg at har@@st weEe always 10\@,6 tharNhe res] ct1®zOQ in both wheat

grain and wheat strawy&ﬂLOQ 0@1 mg®g an@OQ staw: @&05 rn%g/kg) N
(g

Southern Europe: @ﬁr regidue tr@ wé@condﬁe@h tw@different fognulation types ( WG13,

and OD42). Th %rm%@ons were ap%fled\\ace at«growt age @%C to 49. Residues of parent
mesosulfuro @thy §'shogts ran betv@en and&66 mgrkg at the day of application.
At harvest (4 ys after ap hcatlon remd%s w@e alwdys less@han the limit of quantification in
the grain (001 mg/kg) %di ranged bet 5 and0.06gyg/kg @y 'the straw (LOQ=0.05 mg/kg).

In whe ain at har p, residues o esosulfuropeth@rere@l»ways lower than the respective

LOQ Q grain: 0 O mg/egg ©@%

Results were comggrabet N it ern ag@j the ope. Residues of mesosulfuron-methyl
in cereal graingat harggst, alw@s 10\@? tha e lingt of quantification.
ot e

\

According¥o Article 12 o%eg tlon:@) N@%%/@S the European Food Safety Authority
(EFSA) reviewed the Magiinum @émd@Leve{é\(MRLs) currently established at European level
for the pésticide act sub%mce fedosulfiy 0n—;ﬁ@hyl sodium. A reasoned Opinion on the review of
the &%Stlng maxiniem regithie 1 vels ( 45 s) @s mesosulfuron-methyl was published in EFSA Journal
2012; 10(11):2976. To alless tﬁé itude, 5P mesosulfuron- methyl residues resulting from critical
GAPs chosenQ@EF (lx 9@ ; PHI of 90 days), all trials reported in the PROFile
including residue tra ated fivthe @mework of the peer review were considered. A sufficient
number o@r als ply withithe GAP was reported by the RMS France for the Northern outdoor
GAP ol Wheat &d rye he n@mber of residue trials supporting the Southern outdoor GAP was not
comphiant Wit the reqtirements for these crops. However, the reduced number of residue trials
wasgonsideféd ac@ptab in this case because all results were below the LOQ and a no residue

iftfation §§expected in grains.
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ITIA 8.4 Supplementary Livestock Feeding Studies

The cereal commodities likely to be fed to livestock consist of grain (which is fed to poultry, pi &d @

cattle) and straw (which is fed to cattle only). Use of mesosulfuron-methyl in cexe al accordm@@the

recommended GAP is not likely to result in significant residues in any of thes@ommodltle

calculated dietary burdens for different groups of cattle, swine and poultry do@ot exceed@ﬁ trigy

value of 0.004 mg/kg bw/day and are slightly above at 0.005 mg/kg bw/d@%for sheep ra@s/ ewé@ andgs@

lambs only. & @& é}’ @\ @§ @
@ O *”\g &

Q

Furthermore livestock metabolism studies showed tl@mesosulfur@g methyl do@ot acimu @ in

eggs, milk or edible tissues. Therefore, no livesto eding studlgto u@estlg@e theé&mdue levels Q@

mesosulfuron-methyl in food of animal origin ar&4equired. @ o\ @ 6\ .

Q % o,
S & N > >

%, @Q Q@ & @& %
1A 8.4.1  Poultry RIS RIS & o
Please refer to IIIA 8.4. Q@} \\ %@} \& & W;\ @é\g é% ©§

& Q o
I1IA 8.4.2 Lactating rumi nts (@%at OrCoOwW)™ ®\ @@@ @@ § w\?@
Please refer to IIIA 8.4. @ . &@ @J@ (@@6 @® Q& @© @©@ N >
IIIA 8.43  Pigs N ©OA & SN Lo

o O N W Q Q %@
Please refer to IIIA 8.4.°x, N 9 § @x @@“ A, @@
v .9 O 3§ . N .
IA844  Nafreof fesidueinfish & < 9 & O
o & & 2 @

No study was perform S VRN \ 9 @\ N

AN

v
RV
IITA 8.5 @© ©ng§ﬂ@ary Studiis @ I@?dus@l ﬁssi@g and/or Household
S @

@ Preparatlon 9 >

The us;& product IB@MS@MN@D 42 in c@al amﬁdm@o the intended GAP does not result
in significant resi (1 e §0 1 kg) me@@iﬂfum\m meL@l in grain at harvest, since the residues
were below the 1' uan}tﬁ 10@all yfdrs.  ©

. N .
Therefore, studles on @mg‘u /0r se ‘"(:)\._% preparation are not necessary.

ITIA 8.5. % N ature re&@h %Q @\ @©
@ %
Please réf8f to ITTA 8\5@ Q @ S

N
I1IA 8.5.2 Di%mb@on @t@he @ld%@n peel/pulp
The d1str1but101@)T the re;gn p%@and }@p is not relevant for the supported crops.

RV
1A 8.5. @ @anc

ud&@; ondxore set of representative processes

Q
Please Qgr to A 8% NS

BN
I @ 5. 4'@ F@low@p studies; potable waters; irrigated crops

Please@% to IITA 8.5.

IIIA 8.5.4.1 Follow-up studies to determine concentration or dilution factors
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ITTA 8.5.4.2 Potable waters
IITA 8.5.4.3 Irrigated crops @\ >

@
ITIA 8.6 Supplementary Studies for Residues in Representatucceedln‘g Cro@@

Confined crop rotation studies for mesosulfuron-methyl were performed usﬁ%lg both the @%he@ f@

14C labelled and the 2- 14C-pyrlrmdyl labelled active 1n$1€nts In b(&h cases the &gﬂ%sta ceswas @
applied to bare soil at a rate of 15 g a.s./ha, with wheat ots, and s rrf. ch being ted \ﬂ@
12 months later. As expected, the spinach of the firstge-cropping dinot grow noxmallydde to < Q&©

phytotoxicity. In the plants that however did develthe total ra@lactlvg resu&@s in the edll@,@part@

were extremely low (maximum of 0.0016 mg/kgAftr heat grain of t @t re-&20pping). res1c@s

in the non-edible part of the plants were also low The total @uesm stravgpdid it exc

0.0219 mg/kg (in wheat of the first re- cropp1@§ @Mu& t or@%’ove @e 11m1@f quaﬁtlﬁcat&%n

(< 0.01 mg/kg) can be expected in succeeding crops, @ $ %

o ¢ < @ & ¢

\ \\ 6 % \@ N §

IIIA 8.7 Proposed Res1due‘éfinm§)n D@lmumq{es@me Qels S)

SIS

IITA 8.7.1  Proposed res1d<@ de%nltlo% @ @ @ @@ @
According to Article 12 of Re {Hatio Y%EC) N@396@§05 t@: E@ean Food Sy ﬁhorlty

(EFSA) has reviewed the M&lmu%Rem ls ( Ls) cugrentl; @tabl@}ed at European level
for the pesticide active su@ance@ sosulfuro eth reasoned“@mu%@ h&q@wew of the
existing maximum residite leve% (MRL@ fo&sos@furob@ethyl as publishgd 1n EFSA Journal

2012; 10(11):2976.
Table 8.7.1- 1: Culﬁ prp&osed, r@lueﬁ,\a@lmtlons W© @@ & @
Matrice:g@@ ©\ m& & &H%ldue &e?inl (1\011© § $ Reference
% . @ @ Q @

Food ofplant Risk assessfent i% >
o L €s0s on @wl
origipdeereals Q) Mo@l@orln@ @ @ <

% o .9 4 © EFSA Journal 2012;
RS RN @ NN Y 10(11):2976

Food of animal<y>’| Risk asse ent&ﬁlﬁ © . .
%, INone, as no f&e¥idue anticipated
D

.. © M .
origin ringeRy |
@ @Q (&) 9) § v

@ N @©
A
IIIA 8‘@ Pro;@%)ed n@mmum r&@u@vels (MRLs)

Ac&dﬁdmg to the E§A T %w I\@Ls f’ e@mal commodities are not required because animals
are not expected to be e;@’osed@ mg@ﬁ an&@vels of residues.
@"°

&
Table 8.7.2- ]&Iurge%MR&stamhed&y FSA

_Commuodity o O MRL (mg/kg) Reference
Rye grai@’ o O 0.01* ) )
Wheaf orain < 0.01* EFSA Journal 2012; 10(11):2976
* indig?es tt@QBe 14’5\‘ Jis,séat the limit of analytical quantification
& &

&
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ITIA 8.8 Proposed Pre-Harvest Intervals, Re-Entry or Withholding Periods .
& &
N @
S
It is not necessary to define a pre-harvest interval. Instead, the pre-harvest 1nt is given IQQﬂ'-e @
growing period between the growth stage at treatment and harvest. <

IITIA 8.8.1 Pre-harvest interval (in days) for each relevant crop

X

% S &£ o
I1IA 8.8.2 Re-entry period (in days) for llvest(@ to areas gt\fbe graze(;%\ \\ % @
Product IMS+MSM+MPR OD 42 is not intended for us% areas wh@@ livestock a@%ﬁal@y be,,
grazed. Therefore no re-entry period needs to be pro@@sed & @ Q @ C&

N Q < @
& & S o &

ITIA 8.8.3 Re-entry period for man Eg crop@&ml@gs \:@%spa@ trg@ed \% N

The product is intended for use in cereal. Re @try@@freat@”ﬁeld@s ge@ally fiot ne@ssary%lso,
the product is applied early post- emergene&pn vel® yo. &planf@ Th%§1 derngal expo@lre t erso@&
entering a treated field is negligible. No@q?e 1n%l%§ldu%§ is Q@ded& eref@e notke-entry peri

needs to be proposed. Q g& éﬁ @ @7 @‘”\9 @ & O

I11IA 8.8.4 Withholding p@od (in daé)s) for&nlmagfeed@stuﬁs SO

The cereal commodities fed to fivestogk cons@’ of giain ands ra@wes at @mak@amrlty The
highest residue levels of mesggllfuro} ~methyl likely to be%res f0in thése co moditi€3 were taken
into account when propos%f R&ralu%@or tl@ sub§tances i f f animal orégin (refer to

point 8.7.2). No other cergd %modlt@ls us y fed to ll@s‘tock ‘@herq@e it@aot necessary to
%

defi ithholdi d fi feeding st
efine a withholding pgrlo nm@ eedifig s u@@ N &« \@
@ TN §a @) &

ITIA 8.8.5 @m&@per@\i bqg&lze s&%vmg or pla@ng @p te@e protected

The product i& ppliéd aftel@)wmgf@e c@e ep ctec@Therefore there is no need to
define a Wq%ing per be%een @t ap{%matl%%and 1ng or pla%?mg the crops to be protected.
S

NS
AS @ @ o & Q@ S
IITA 8.8.6 Waijting Q%no@betw@n ag@hcaﬁgn an&i@iandlmg treated products

&l qire be

Handling of treated ce \ s is geliera ot require befogrvest, which is always done
mechanically. gurthern U ore, the residue le@s in grgtin ar@low. Therefore there is no need to define a
waiting periddbetwéén a@catl&\and @ndh@reat@ products. It is covered by the vegetation
period of L% crop. NS A=

) %
°\@ Q @ @ o\
Q N &L
S % . O DN . . .
IIL§8.8.7 W‘%ﬁtm@ r11n days) ore sowing or planting succeeding crops
No measurable@gSidues are ekpect su%edmg crops for mesosulfuron-methyl. Therefore there is
no need to (@16 a w%ﬁm rlod@efore@; ing or planting succeeding crops.

@%@

A §6t /Sp @11 Studies
Q@ hey/Sped

T@twe star@ sugary for mesosulfuron-methyl sufficiently addresses aspects of the residue
i (§®at might arise from the use of product IMS+MSM+MPR OD 42. Therefore, other special

studiegare not needed.
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ITIA 8.10

Estimation of Exposure Through Diet and Other Means

The ADI and ARfD for the active substance mesosulfuron-methyl contained in IMS+MSM+MP§

OD 42 are summarised in the table below. > @@
& N
Toxicological endpoints for mesosulfuron-methyl S A
o 19 .9 7
Val ” Safet
Compound Endpoint e VC@ Study @ wey < \Refer& @
(mg/kg bw) Q factorg, § @&
@& 2 &a Q r\Q %
Acceptable %M =y & © @
. @y Mouse oncogen1c1@ %
s Daily Intake 1 Q S ﬁi}’y N & 0 S%@ZO/@SQOO}
Mesos:h ulron- (ADI) . &° 5 5 - S N Final
me Q G §
y Acute Reference No v, h}e) pred a@@neso@on @thyl i@ot g une %004
3 S 9 @
Dose (ARfD) %, N “agutely?tgxw % ® §
N
@ N 9 & @ > S A
IIA8.10.1 TMDI caleulation§ . & & & &.°

In order to evaluate the potential
the Theoretical Maximum Diet

L CNERAN
@01’110 exposure to to
wy Intak (THDI) v

sosul@on—

S est1

(revision 2). For the evaluatiofof theschrogic expo@e thémodegjts

@h N @ 9
idu rough
@e ing they F@Mo model
Q es %WHO ets @évant to the

the diet,

EU and 22 national diets frofi 13 foeren U l\é)kmber@;ates & 2
9 NS
TMDI calculation was pe}formég using the @. S g% n1 abl 8 10.1-1 §
D S SR
Table 8.10.1-1 : mp@values used;@ Tl\@l@calcubtlon %vmeswulfurm@meth)ﬁb
Commodi t@ R % Chvonic @;\f{ ass&ssmen@ _
Input%lueg(mg/kgk < Cor e1§ Origin of the MRL
Ryegrain &Y o&F © 0013 o 9] Rydgrain®y EFSA Journal 2012;
Wheat grain R wffeat @1 10(11):2976
NS @

As shog

N
in Table 8. @ D
than 1% of the AD@WhICl&ﬁEHOt consi rab;gmarg{ls of s@éty
@)

@e hig

I c@late@r m@osulfuron methyl represented less

)
Table 8.10.1- 2: ?ﬁghe@MD&cul@%ﬂ for%nesos\@liurothyl according to the EFSA model
© @

@ Highest contributor
C d© & A m@el o o
ompo O -
p@% Hl%est T (%@7%1) @@ % MS diet Commodity /
©\ group of commodities
S
M&os?lllfulron- K} @? Q &3 WHO Cluster diet B cereals
metny J & @

No AR

unlikely to
&
& &

©®©

Acute Re@@ $ose (@@D

S

nd D@tary Exposure Calculation
asis of its toxicological profile, mesosulfuron-methyl is considered

@nt @cutg;@zard
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IITIA 8.10.2 NEDI calculations

Since the TMDI calculation for mesosulfuron-methyl demonstrate a considerable margin of safet@ t @b
was not deemed necessary to perform NEDI calculations in order to refine the (gtary risk ass@nent K

@
& &
IITA 8.10.3 NESTI calculations = § @\ &

B X
Mesosulfuron-methyl is characterised by low acute toxiand it was deemed ne@gssa % set § @
propose an ARfD for these compounds. It is, therefore, not relevant t@@erform NE@ cal§at10n§,
AN

®

f
%
@f
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