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CP8 RESIDUES IN OR ON TREATED PRODUCTS, FOOD OR FEED

In this summary no new studies/information is provided that is not already included in the acti\{)e@ QS
substance dossier. A brief summary of the key data has been provided below f(@completene v

& N
N
Stability of residues S\ § § %@
R ° o
Stability of residues during storage of samples © N &\ \\ @? @

@ )
In the original Annex II dossier, the storage stability O{iodosulfurothyl-sodig% acri‘t@ﬂ for &
cereal matrices (shoot, straw and grain). The results Fthe respecti studies in fcdted that the@© @q}
compound is stable in deep-frozen samples over, ods of 24 gonths @%he@rain@%d 1@nont]®n
wheat shoot and wheat straw. The analytes W%g foun%tgo be @ble q@%n d&@’-fre% sta@@e fox@g
durations studied. S) (TS S >

) < . e S e
Since Annex I inclusion, two new studies h&bve bei ge&é@éted With l§ger st@@%age pe@ods @ere@*’%

. X

months in wheat shoot and 28 months iﬁ;\q}\vﬁhegi\s?raw &6 &

SN

Table CP 8- 1 shows the maximum %Q%ge{ta%ﬂit@eri@asse% ) §9 @ § O

(NN 9

G NN
Table CP 8- 1: Summary of stoe s@bilitf io@ulfu@?—m&@yl-umgz@ F115008) in
cereal matrices <& LS @ &@ S A
Ny () O
Active substance Pé;%ma(%ix § St@ﬂity (%od S @ Q\@fere%:e
Todosulfuron-methyl- | “WheatShoot |2 Up tQ96 mghths o M-192961-641 / C005930
sodium Whe@tStrawey| _ Ugido 28 iapnths. P S M-1925509)-1/ C005716
Q> WHEI Grair | @lp to 245honths, o NR181689201-1 / C001041
X7

% >

@@ ©\© &\ . \\ é\ S @ N

Stability of r@@dues@n saniples e@‘acts\@j 5@&9 o ©§
During the@yvelop@ént 0%6 @e\g@orce@bent nf@whod ()?§60 @epoR—B/ 007) for the determination
of ami%;?lfuron, met@furc@neth@odosulfurmetﬁ%—sod@m, mesosulfuron-methyl and
foramsulfuron in sat%@es frqnt plant ori@gy HP C-S Sgthe stability in final plant extracts was
checked for the te§tgd sample rial$over aﬁﬁ’eriod 16<t0 43 days. The results suggest that
samples should b@? ana@%d ooné@poss@e aft€pre "b’ ;
final plant ects. 1s is sufprisin enconsidering the hydrolytical data of sulfonylureas.
During th%evelopment @ the epe@xt@ alidation, the stability was tested after storage of the
final sa@es in the d&?@ at a@npera%re b@veené%_ 8°C over three to thirteen days. Calibration was
cond&cted with fre@ i)i?red @irix @%dam@@lt initial analysis and for analysis after storage.
Significant deviations b een@itial and re-gpalysis were observed especially for the matrices lemon
fruit and oilsee@rape. There thalys@%f the samples has to be conducted within 1 day.

RIS
Studies @&me ?%lisnﬁi©n pl@% or lﬁstock
Metkﬁo?sm @%pla@ ) y\g@
In@ origtnal Anr@x H@ssier, the behavior and metabolism of iodosulfuron-methyl-sodium was
investi@ed in cereals only.

tion, because not all analytes are stable in
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Table CP 8-2: Summary of available metabolism studies in plants

Group | Crop | Label Application and sampling details Refere@é 4 S
position | Method F | Rate (kg | No | Sampling (DAT) N %
or G (a) as/ha) S (7”@
Cereals | Wheat | 2-'*C- Foliar, F 20 g/ha + |1 | Forage:3, @22 M&lSZT@»
triazinyl safener (b) Hay: 35 Q-1 @ c
Matur @ @ %5

€ Harvést: 77 N IEGEES

14 : @

U-“C- | Foliar, G |20 gha % |1 [ Fosge:0,20,23¢28 148037~ IS
D

phenyl safene@b) : v 1-

Qar\;e;tez 87 &« SR

&
(a): Outdoor/field application (F) or glasshouse/protected/i@@br application@) @‘// R \© @@
(b): The safener used is mefenpyr diethyl at ratio 3/1 . 3 RS R

9 v N RS, NN

A
The data from the original submission are regardedas be g sufficiént. @ no né& uséh ﬁ@n o
developed subsequent to the first submls@ and as ceﬁte he Al "re@entatlve useS- h

already been tested, no new studies are@ﬁ‘esen&\ for @e Aiﬁex I P@ew I @ é\g ©§
Metabolism in animals R @ @ S O O @@ @? \%

S
The calculated dietary burdersé‘r dﬁierent @Jups @onuegry do@% ex%eed the@iggeé'alue 0f 0.004

mg/kg bw/day. Therefore, n%oul&g me&ﬂ)ohstudle@are reduireds,” . @
However, a poultry metaQ%ﬁsm stady wgs ne el%s congueted &saﬁgi@o requirements in the
course of an antlclpategregls@ on @§the achive sﬂtanc@odo@ujfurg@ meth;@odlum in the USA.
&

The calculated digtary b@ens iﬁot e§ he trlg@r Val@§ of 0@04 g bw/day for poultry,
cattle and swm@@t is @ghﬂy &ceed@d for@eep 1§m\bs on T§§efore§a livestock metabolism study
could be requ@d @,@ y\g f@ @ Q
A dairy co@metabohs%tudyg@%)s cQ cte@) satls@ formal req@rements in the course of an
antlclp@@ reglstratlo@@f 10@1& methyl- soé%m 1@9%e U

& O & L0 O N
Both studies are %@senu%i in t@ctn&g}ubs&@e dos@er S

& S S @§

A pig metab@sm st@dy @not &du SH@} metgholism followed comparable pathways in all
other te@pemes (rat, ¢ 0 , I@am ¥y ) %@
Since néyresidues aboye 0.01 g/kg Were nd@eereal grain and no accumulation is to be expected
in tg&ges (log Powss3), @g@ﬁsh @tabgﬁm %Kdy is not required.

&
Residue tr&@(su&eﬁy‘\lseg%ld tgﬁls)
Cereals & S @

Iodosun- @hhyl- so%%um@ a herbicide from the substance class of sulfonylureas developed for the

q
use ilgéerea $Obike@ther suJfonylureas it acts systemically by inhibition of acetohydroxy acid

5HAS) @odo@furon—methyl sodium was included in Annex I to Directive 91/414/EEC by
Commysgion Directive 2003/84/EC of 25 September 2003.

Application takes place once per season in spring or autumn. The residue trials were made in spring in
order to cover the shortest pre-harvest interval (PHI). The critical GAP for iodosulfuron-methyl-
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sodium consists of one treatment in cereal, in spring at a maximum rate of 10 g a.i./ha and at growth

o

stages up to BBCH 32 (end of tillering, node 2 at least 2 cm above node 1). To increase its select@y,

the product contains the safener mefenpyr-diethyl (maximum rate of 30 g/L). The safener has g §
herbicidal activity; it decreases the sensitivity of the treated crop to the sulfonyhitea active s&@tan&@;)
allowing efficient weed control without phytotoxicity to the treated crop. v S N
*\% © § %@
Table CP 8-3: Use pattern (GAPs) for the spray appl@ion of iodt@lfuron-me@-so&}m @§ @
containing formulations on cereals in Europe (Northern and Southern regions)) \ N A
Crop Member | F | Formulation | Pests or @}}mwth NQIKane Water &Kpphé@mn O PH,
state or | / group of " stage r ¢ (L/h% (g@s/ha) N &@
country [ G| Conc. of as pest @] © @
or controlle . Q@j iﬁ;y\ 6\ N A
I S @n@ & o p N >
Winter Europe | F OD Grass oF B é@j per & 100- 1 7&10 g \> O\Qréd by
cereals North / %yee ~2-32 seas% 4§ iodosulfu h&hormal
(Barle South 100 g/kg §peme§%@nd wi @, S E Xvmethyl- &\
Y, @ S ) S Q> vegetation
iodosulfuro dlc«&%eed eginning N y)° sodiam D
wheat, v 0 é period
methyl<© e01e§ @ of@ng O S ©
durum, rye, sodi oy S > < 5-30.8 between
, > o) 9| |
spelt, 2 @@J) IS ©) < S ® efenpyr- last
triticale) @ g/k & ox &@ @)Q B P dcg@yl application
Spring ﬁg; enpyr- § & & 4 1 . D and harvest
diet @ @ ‘SN )
cereals S %,
A N S S
(Barley, @ % S E@ o Ko @§
wheat, {ﬂ\” S @ S g \q;\ D é& é\
triticale) @ § S @ ®© @ | o
sy s frccame fnluion.
A total of 14 le aryélals ep I@Tmeiﬁs nceé nex &Nnclusion.
N K @ SIS

Northerne E%’)rope six r

were always low@ than

mg/kg).
Southern E

with addz

mg/é@’at the day oftthe 2.5‘

powey

@ond@ted

appheaﬁﬁce at growt@stage@i to 43]

and

ctlv‘%ﬁcOQm arvest (L

ae rg@y
@pe elgf]t r@

of the ad@vant
stage BBCH 32 to @Res dues of jodos

i

@ @

v

Y
O[&@fmulation The formulations were
es (@mdoﬁﬂfur%@nethyl -sodium in shoot ranged from
0.08 to 0.31 mg/k \the éay of @e appli l@d‘uo@\}{es@ﬁes ofiddosulfuron- methyl-sodium at harvest

(@ grain: 0.01 mg/kg and LOQ straw: 0.05

ls w@ co @ctedh two different formulation types 20WG
OD% The formulations were applied once at growth
onﬁ@ethyl sodium in shoot ranged from < 0.05 to 0.58

cab@@and@ere [rays lower than the LOQ (LOQ shoot: 0.05 mg/kg) at

intermediate gr@%th stage (l&gﬁys after thetapplication). Residues of iodosulfuron-methyl-sodium at
n ths%ﬁspe@(;tl e LOQ at harvest (LOQ grain: 0.01 mg/kg and LOQ

@%@

harvest wer@w

straw: OOi /k@w

Accor?émg to@ﬁcl@k

ayslgwer

@

of; ﬁ%gulation (EC) No 396/2005, the European Food Safety Authority

) -(»3 ev1ev@d th@z/laxnnum Residue Levels (MRLs) currently established at European level

o

icide active substance iodosulfuron-methyl-sodium. A reasoned Opinion on the review of

the existing maximum residue levels (MRLs) for iodosulfuron-methyl-sodium was published in EFSA
Journal 2012; 10(11):2974.
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Livestock Feeding Studies

The cereal commodities likely to be fed to livestock consist of grain (which is fed to poultry, plg$ d

cattle) and straw (which is fed to cattle only). Use of iodosulfuron-methyl- sod1 in cereals ae@rdmg@
ese comm&p tleSQ

Furthermore, livestock metabolism studies showed that iodosulfuron- metﬁ% sodium do ngt @

to the recommended GAP is not likely to result in significant residues in any oft

accumulate in eggs, milk or edible tissues. The calculated dietary burden not excee{@le t,rl@er é\g
value of 0.004 mg/kg bw/day for poultry, cattle and sw11§§ tis shght@ceeded fm@*[ bs @ @
only. Therefore, no livestock feeding studies to investf@ate the residgg tevels of 1%‘§ulf®—m@yl—
sodium in food of animal origin are required. @ S

g q SN Q %" & < &@

v @ R O @
o) N N %)
‘ = o> oS "N

Effects of processing LN @ ", & @J& @@

Metabolism studies conducted with iodosy uc?on-@thyl@%diunﬂé@ an a@hc ion ratedf 2 @ s
in cereals showed residues of 0.006 - 0. &‘N m&@ TKQ\Etot dlo% e reSidue)sn the ed
agricultural commodity grain. Q@ g&\ w\g \& %© C}\ N é\g @

O & S & & o
In the field residue trials, no res1d°@s of@odos%uron @ethy dlun&ov J@g (glmlt of
quantification) were found in gt@in a,t\ the exa@’era‘c@app i¢ation %e of @ @a Eonsequently,
no residues of the active sub%tance or met@hte&are toqge expected at q@vels(%bove t}@ trigger value

9
of 0.1 mg/kg under normad'%ﬁeld @dlt@& § . § @ N
¢ &

3 S s .8
Furthermore 10d0sul@son—n‘§yl £ um@s of @tox& O é& &\
S @ @ @@

@
Therefore, no pl@?ess hg study&ls re&nred t&\ves&}a theresi 0@{&0sulfuron-methyl-sodium

NS
in processed ggyeal %gmmg@les@ K O\@ ©© S %@
& N~ @ o
Studlef\@r Resndues&’Rep@senti@p %&:cee(@ Cn@ ©\
Nature of residu 0 & @ "\,\ (& %
A confined rotat$ CQQ stu@vas &bmlt@@m the orl%@l EU dossier.
o X . S &
Q ©)

%

i Ny
N f@éé}@@Q@@\
G @ © «Q
S§E Vo

O - N
T & O
N &
@9@@%
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Table CP-4: Summary of available metabolism studies in rotational crops

Application and sampling details QDS
Crop C Label Method | Rate Sowing Harvest N ?
rop .. . ¢
group position | For G | (kg intervals iiggervals R@rk
@ a.s./ha) | (DAT) @AT) L
Leafy . N
vegetables Spinach % 408 el § 2
Root and " 29,12 & 2 \\ S
tuber Carot | | Soll EV | 0.020 | 365 & % 20450 |9 &
vegetables Y @& &© A Q @Q ©
Q .. |93% | O 9
Cereals Wheat % % o & & @}
(a): outdoor/field application (F) or glasshous protec%d/lnd%@’ap&lyi%ation@}) S \§7 @
(b): or climatic chamber simulating outdoor dltl(@s ?“\9 & @%’ @Q
ST s e
Magnitude of residues in rotational @ps @} & @ é\g v
A reasoned opinion on the review of fhe e gﬁng imugdyesidite leve@(M

& osuIQron—
. . . O 2
methyl-sodium was published in Q\ A Jofirnal 2642; 1(55611) \74. B@d 0 e 1o onasl% 1d crop
study, the individual metabolite fratl%@are exp@ed tceeQ@OS @/k @QEOQ for cereal
straw). Considering that it wagarriéd,out on a bard®oil w@gt twigg Sthe ormal llC@)n rate and
that the primary use of this active Substan€e is a@horm@fon ce%aig 1‘g ¢ be ggncluded that
iodosulfuron residue levegﬁm r% ona@om@ltle&are natexpe to é%eec@ﬂl mg/kg.
Specific plant back res@g‘lctlor@ latedto th@se odosu@urogmeth%l sodun%re therefore not
required. © % S &

G
A second experu§ (S1®e stué% wasﬂperfe{med 1ater aggonsent%@sed lower application rates

%

(54-8.1 g/ha@@hls @t 1nclu%ed ntba@%nterv&als 0 ays &ird 14°days for soybean (emergency
plantback sce@no)@ dag@@or sugarbee%\and @ daysfor wifeat (reropping scenario), to
spemﬁcallg%upport an eqvisa reg@@@hon §10dos@ffur(@-met -sodium in the USA.
Extren}@ low remdu@% § 115 r@ tra rredw@ 0 ro@\ed crops in all three tested crop
rotation scenarios @ergeg%y pl@&back so&%an TeQr 14 d@s after application of 5.4 g/ha
AE F115008, pl@%acl%f su@eet 6Q days\g@er apglcat@l of 5.4 g/ha AE F115008, plantback of
wheat 65 dayS@fter a@ @ of @%ba@%E F]§008he agricultural use of AE F115008 will
therefore notiéad to'd mcan%}rry(@r of @1 res@ues into rotated crops.

)
& o § T @ &
Propgsed Res1due@ﬁn@n a éﬁlun@emdue Levels

N
Proposed res1du§ deﬁn@on

According to Qgﬁcle 2 of lati@n (ECQ%I 0 396/2005, the European Food Safety Authority
(EFSA) ha@llev&%@d he leuwr\an Rue Levels (MRLs) currently established at European level

for the p@md tive @@stan@ iodosulfuron-methyl-sodium. A reasoned opinion on the review of

the ex,@@lg @1mu%r651d® evels (MRLs) for iodosulfuron-methyl-sodium was published in EFSA
S

Joursal 201% O(If§. .

&
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Table CP-5 : Current proposed residue definitions
Matrices Residue definition Reference@ ©©
. IS
. sum of iodosulfuron-methyl and its &}y @®
Food of plant origin RISk;ISOSEiStSOTiiIg and salts, expressed as iodosulfuron- § & ©®
methyl EFSA rnah@lz S
. ‘ w ) J\ D2IB
Food of animal Risk assessment and Q© . s \ <
S o None, as figesidue ant1c1 ed @ @
origin Monitoring @ § %,
<3 S e
o @
% R o S A © &
S < N
Proposed maximum residue levels (MRLs) D v &

\ o,
According to the EFSA review, MRLs for thémma@%omn@tles@e nq@%qu' becaute a%ir%als
are not expected to be exposed to signiﬁca%t 1eve]<§f re@% es. Q@ & & é @7
SOy O L0
NN @ & NN
Table CP 8-6 : Current MRLs establlsl}@ by EFSA . o ) Ry
)
3

Commodity o MRL@[g/k‘gﬂQ Q L Refgtnce
Maize grain $ O N S S @@ N

. *Q N4
ﬁizlegyraiam —ol 9 @@:) 8:&1%\@ - @Q é EFSR 1@1 20{2, 10(11):2974
Wheat grain R N E 219 . ©

* indicates that the MRL is S%at thedimit o@/alytl@quann@’catlon K N 7 G
2 TEe
S YOS
NS .

Proposed Pre-Ha@ Inte@al e-E@‘y or. 1th§ﬁln 1©r10(@ &\

It is not necessary$o d f@e a pre-Harv \@nterva re Qarvest@terval is given by the
growing period @twethe gl"‘ﬁwthqiage greatngﬁt andﬁrve §

The product i&yot i deg\g ®r use® are‘& wherg) 1V6@k a\t§s mgy be grazed. Therefore no re-
entry periodneeds to be propo&@ % @\ @,

The pr t is applie @arly n@ence on Vyo ?plan& Thus, dermal exposure to persons
is r@ghglbi@d No § in Bmldm(és is 1n®ded Therefore no re-entry period

o

entering a treated fi

Y
needs to be propos

for, man. S @’ ©
Handling of treat@?d cef@als 1s§ ner @/’nof@quirefarvest which is always done
SN PR

mechamcall@?her@re tk&é 15{&need§o de%@ a %tmg period between application and handling

SO

of treated products. )

The us&@odosulfuro@metl@ sodlum in @eal %1:?9 not likely to result in significant uptake of
residues by succeeding cr T@ it 18@ t r@@ssary to set a waiting period between last application
and}owmg or planting @cee@g crop @

@@ A & @ Q
Estlmatlgég f E@osur hr@h Dl@ﬂﬂd Other Means

TMDI@cul@ons &

In or@ to ;;\ pof%ntlal chronic exposure to iodosulfuron-methyl-sodium residues through
th heor alq§ax1mum Dietary Intakes (TMDI) was estimated using the EFSA PRIMo
model@vmon 2). For the evaluation of the chronic exposure the model uses 5 WHO diets relevant to
the EU and 22 national diets from 13 different EU Member States.
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Document MCP: Section 8 Residues in or on treated products, food and feed
iodosulfuron-methyl-sodium + mefenpyr-diethyl OD 400 (100+300 g/L)

TMDI calculation was performed using the MRLs given in Table CP 8-6.

The highest TMDI calculated for iodosulfuron-methyl-sodium represented less than 1% of the E@DI, 03

which denotes considerable margins of safety. ¢§ &@ @@
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