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CP8 RESIDUES IN OR ON TREATED PRODUCTS, FOOD OR FEED TS
In this summary no new studies/information is provided that is not already included in the\§‘fiv
substance dossier. A brief summary of the key data has been provided below faiycompletene @Q
N N ©®
g N
<

Stability of residues % © § @
@ < \v\g\ ~ O
Stability of residues during storage of samples N @ \ @ &@
In the original Annex II dossier, the storage stablhty @i foramsulfu @Q was descrrbg% fo %rz@ Q&©
(forage, stover and grain). The results of the respe % studies 1n@ ted that th{@o und isGfable @
deep-frozen samples over periods of 468 days, 2@ ys and 43 daysg com@am &Ver d fo
respectively. The analytes were found to be stab pog dee eeze\stora@fort dura‘ﬁ@ns sﬂﬁled

RS R
Since Annex I inclusion, a new study ha%*beenner& with lon@r se pe%ods covered

(minimum of 616 days). Table 8- 1 shows %e maum é@rage@bﬂﬂ@per a s@ed @% @ o

Table 8- 1: Summary of storage@tablllﬁs of @%amsg@n‘ob*and m@tab@te A?Eﬁ F15 5 in

maize matrices

S S @ @
Analytes Plant ma @’ Stabﬁht w\’ rage diti Q Referénce
y gs M Yoo gﬁ g @n @ O Refer
Foramsulfuron and Com, G s Updgy866 days S 9 “KCA 6.1
AE F153745 CorfhToragés, §t° 616 days 7 t° C 1\@238787 01-1
Corn; Stoser p to /@0 daygy @

2 9 & \
All th ¢ £ sampl 8§ d bthe st s%ab litydat
€ maximum s or%e per @s 0 %mp esare c%@re [5) i rage ili @a a.

Ko R N
Table 8- 2: M@imu@ stor@ pe od of @nple&rom@gu erv@ed ﬁe%}l trials
Compound C QCr@)© Sa%lple ‘h@term&, st(ﬁl\gmuru% §§C0vel1%ﬂ (?1: 5) Reference
S RO S
Foram@uron @© § Sho@ @Q 527~ ®\ KCA 6.1
and @ge S Regtofplany” | /S 477 8 620 M3ST8 011
AE F15374 i e
e % f@ Eaf%\ 5 o QS Kb 866
@ @@Q o kel o] o4
" S o QL B @b
Stabilitygtiresidues i 1%9am } extrapts
\

The storage stab11@ 0 Sthl re s inssample extracts is generally checked during the
dew i%pment of th?%app @le ana ytw@m W& methods. Moreover, the relevant information on the
stablhty in the_final or any fiter lategstep can be derived from the fortification experiments
performed duging method lidatfon. 1fSQhe recoveries in the fortified samples are within the
acceptable gadige of 70 O%f\\sgtabil@/ is considered as sufficiently proven. Additionally every
analytical@atch @es c@in ast oné concurrent recovery which is handled and stored in parallel
to the e sé@mples. So th®acceptability of the concurrent recoveries demonstrates the stability of

the saﬁ&p es ng fe) work up procedure.
3 thework

v
D%ng e developmen@f the enforcement method 01360 (KCA 4.2 /20; M-455564-01-1) for the
dete tion of amidosulfuron, metsulfuron-methyl, iodosulfuron-methyl-sodium, mesosulfuron-
methyl and foramsulfuron in samples from plant origin by HPLC-MS/MS, the stability in final plant
extracts was checked for the tested sample materials over a period of 16 to 43 days. The results
suggest that samples should be analysed as soon as possible after preparation, because not all analytes
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are stable in final plant extracts. This is not surprising when considering the hydrolytical data of
sulfonylureas.

Stability was also tested during the Independent Lab Validation (KCA 4.2/21; aftefd’
storage of the final samples in the dark at a temperature between 2 — 8°C o&@hree to thirtéén days.
The following tables show the measurements comparing initial day of af@lysis and ana ysis\ ter
storage of the final samples in the dark at a temperature between 2 — &C over the @en §10d5@
Calibration was conducted with freshly prepared matrix@andards at i{iﬁa analysis "and for analy,

o
. &
M-470160-01

after storage. Significant deviations between initial andgFe-analysis were observedé\\s'pe ally fordhe @
matrices lemon fruit and oilseed rape. Therefore t}@ analysis of @Q samples J&g@ to con@ttedé
within 1 day. @ & o R O &
o & & <
. Lo . N L Y \ o O
Studies on metabolism in plants or livestock & é@’ %\ %@J D \% §
Metabolism in plants Q @ &Y @j& ©@’ @§ & .
> @ o <
Metabolism of foramsulfuron was inve&tﬁ%ated\t@% foliar a@licati(% on g&reals (maize@gin @G-
phenyl and '“C-pyrimidine labelled for@jﬂsulf@n. T@cha@ eris@s of these stadies atg surm§1sed
in Table 8- 3. @Q (Eix é% @ 2@;\9 §9 @ § O
&N NN N ©
Table 8- 3: Summary of plant nietabolism stadies & f(\@ @b @@ @@ o
Group | Crop Label {g@ N A%Iicat&n an@@afnpf(g@ detaill @@ 5 | Reference
position =, Méthod, (ﬁlat@x Nogy Sam‘blin o olf@mar%c@s
Q| F&HGOY ( (DAT) @ %,
S 2 SIS S
S wselor | §0 e
Cereals | Maize @- @ Foliar 2 0.06 QJ 1 > Imméure Foratnsulfuron KCA
£phenyl (%H@ (N : formulated with | 6.2.1/01
S Q" | 4T3[ 624 er isoxadifen | M-185906-
« 6\ S« N) > ethyl (1:1) 01
Q (NN
Sl § ° D
© N\
SER R
) \® o L 9 B
SVC- & v D «p\ﬂ\ % | Imshature
a §rim%lyl > @;9\ @ o P lant:
P SHES (08 °\% L 2
@l O & .9 |© .9 [¥ Fonge
QO 9O O e | 85
A\ SRR %§ % |O] s
S . . tover and
é@ .9 Q @ @ " grain:
N N S Q 106

(a): QQﬁdoor/ﬁeld appli¥atio §6r shousefprotec ndoor application (G)
(b): F or G not stated, [&?§ g‘@% @e@ &§}

G @ S «Q
ed E@the mitted studies give sufficient information to propose a definition of the

It was conc@
residue for risk agsessme@t, in plant mﬁ@rials, as foramsulfuron.
@ @;@e < §a

N
Meg@lis@livcg O

N%nim@@ﬁetabolism d§a was required at the time of the original EU dossier submission.

Poultry
Although not required, the RMS Finland recommended including the poultry study in the AIR3
submission. This allows the study to be peer reviewed and thus covered in case triggered by any future
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uses of foramsulfuron. It has already been evaluated by RMS Germany in 2012 and it has been
reported in the Reasoned Opinion on the review of the existing maximum residue levels (MR for @
foramsulfuron according to Article 12 of Regulation (EC)No 396/2005 (EFSA g@uma}’
2012;10(11):2962). @ @

The present study was designed to investigate the distribution, m @de and r@sure the

AE F130360 residues in the edible tissues and eggs of a la 1ng hen follm&%g oral admln@tratl&n %

Metabolism study in poultry showed that forarnsul was raplg& absorbed m} ex&%ted @1 @

radioactivity in major organs was very low. V S @ § é\g @
@ ¥ RO &

The characteristics of the study are reported in Tabg) Q& &’ §© & @) &@

Q? . \ 9 Y
Table 8- 4 : Summary of available metabolism study in poultry @' S D v <

Label No of A App@ﬁtlow\\h&é] tailsg m /@mple }etall§
Group | Species position | animal Rate (1}%@@ b 57 Dusgtion Co@nodlt}’@ @me
r'da S
aylltng Hens h _1 6@ K\ 0. 75% %@ “Excret®d) Waily O
POUHTY pheny OENES Q @ > Tissucs’ Y Aftegsacrifice
* Dose corresponding to 10 mg/@\DM @feéﬁ o @ ~ § ©@ @@)@ @@ o\”\a
L § Q
Ruminant @ X v g @ @Q &

The ruminant metabolism stﬁd@y h& alrea&eer&evalu@g&l by RMS- Q@mar@_@ in 2019 and it has been
reported in the reasoned Gpinion@n thesrevi f the ex1st1ng @esm Aevels (MRLs) for
foramsulfuron accordm} to%Artlcle 12 1a@ m%jNo ‘*\396/@5 (EFSA Journal
2012;10(11):2962). é\a @7 %@ @
Ny N 3 Q

The present stud gne@% 1nx§ tigate the d@rlbu@ﬁ elmnnat &, magnitude and nature of
the AE F1303 6 es1 s in the edi le tissh s an ﬁllk 0 dacow% llowing oral administration.
Metabolism € @ dy m@mmlr@lts sl@\wedﬁg at f@msué@on OQ ra@dly absorbed and excreted and
radloactwl%ln maj orgﬁﬁs wagyery low. R

& @ ©

The chﬁ&terlstlcs ofé@ stu@ are re% rted dn Ta§8 \&

© & & .0 O w D
Table 8- 5 : Summary of ava@e Ig@baboli@h stuly in jactating ruminant
2

- @@ § @@’ ( A[&Kfcatlm@wtalls Sample details
Group ecie@ Labsl 1 No of R Duration . .
@mn ani (n@(g bW Commodity Time
S @ A= Gor dg)@ (days)
T actatt NS R NEEN Milk and blood Twice daily
n?c a ant Cow S C- > 1 @& Q%g* 7 Urine and feaces | Daily
@ Mo {_;ig\'- yl°\o Q @ Tissues After
¢ O @ sacrifice

< @
* Dose co&é‘éﬁon&lg gg/g@ﬁ/{ feé@
@

The resultg indic \that 1§3 60 i@)oorly absorbed and is largely eliminated as unchanged parent
compo in faeces. THiS compound is either cleared rapidly or undergoes little systemic
distrig,glon fiee t}@pnc HHtrations of tissue residues in the edible tissues were all low.
@

B%d onq@ese ﬁndlngs@FSA concluded that the parent compound is a valid indicator in livestock,
except@ milk and kidney, where metabolite AE 153745 seems more appropriate. However, given the
low dietary burdens calculated in the frame of the EFSA review, the relevant residue definition in
products of animal origin is proposed as foramsulfuron, both for enforcement and risk assessment.
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No additional metabolism studies were performed on pig.

Residue trials (supervised field trials) S Q\ g
. @
Maize @'}@ & @Q

Foramsulfuron (AE F130360) is an herbicidal active substance. In the ex 11 dossi@@ub

2000 for Annex I inclusion, the use of the compound Wa@upported in Sorn for the same fo Iat@w
: AN LN

Equip OD. \e @ < @ @

& &5y

No new studies have since been conducted with @amsulfuro feontaining fo@nulané%s f@se @

European corn, which is the "safe use" crop suppog s in the AIR3process.
p p supp Qf @@ Q \@ % @@}
Table 8- 6: Comparison of intended and critical E@GAR@ ‘”\7 © (@\6 \ B
Crop Type of GAP Number of & ifﬂcatl @erv 9’| Gpwthstage PHI
applicatiohs A@%ﬂate p@éﬁd Qetweé;lé? o at l@% é (da@v)
v b\trea&%nt dyapplicagion © application §
PROFile EU N & - 60gha, & O . BBCH I8 |5
Maize | PROFile EUS A A ghay | N - O] LBBCHS
412¢ "EU (DAR) <1 @ | ~00ghe TN | OBBW16.9 -
Intended EUNandS | R 1., b, 60gha P © @ BBEH I8 -
g~ © S 08 O 9 o
Original Il dossier @ ~ v S @Q @)
To clarify the residue be Vlor %forar@lfur@ in cdfi, a to%l 0@7 tr@g@wer@:onducted in corn
with different formulations: AN g @% R $ @
N ,
Corn kernels do no@ontaf@?re fora$ fur at 0@aboé\the ihnit of quantification of
0.01 mg/kg after u{@%s herbicide(yf a ra@> of 2t or 6@g/ha Also no residues of the metabolite
AE F153745 are@f@md\@bon&l&mels\% h@st \ & @
@ o © @ §
"AIR3" gmce@ > N
No additiosal residue tr%%ls weggf?erfo ed 0®0m s@ée t]@ Anne@%l inclusion.

\

There ﬁ two key u&%at‘[egl@fo the fon@?atu{@E UII%D ‘@E@NHDF OD 45). The first consists of
a single applicatioffat’a mﬁxlmu@rat&%@app . 2.6 per h%tare at growth stage 12-18. The second
consists of split ap ca&@n t pplitationsgt'a max rat &FIL per application between BBCH 12-18
with an intervg] of 7- he ¢t 'ca]@»AP i&eﬁn@s the single application at approx. 2.6L per
hectare (highfightedGn gr%@n tl\%able@\ \ >
@
Table @ Use op@tern@AP@ for@bhe giﬁ‘ay application of foramsulfuron containing
formuilations on %an 11)§Eurqﬁ@(Northern and Southern regions)

Cl{ﬁ? Region v Ap \ﬁtloK “a.s. n@e of | Max number PHI Remark
. mi@ appll& on of (days)
@ (\ applications
Corn I@U %\EBC@\E 18%, /ha (1) 1 - Single application of
U g/ha ) Equip OD at a
> N @ maximum product
o @
SEHEN @ rate of 2.6 L/ha
Cor& Py @BC&JE 18 30 g/ha (1) 2 - Split application of
O u v 30 g/ha (2 Equip OD.
g quip

Note: é&oramsulfuron (2) isoxadifen

We wish to support a use where the final application could be latest at a growth stage of BBCH 18
although some residue trials were performed at BBCH 16-17. Nevertheless, it should be noted that
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because the application is made very early in the growing season and the trials presented in the
original dossier have much higher (one and a half or double) application rates, they cover t se O
supported in this dossier. Besides, no measurable residues of foramsulfuron could be foundsin an
treated sample material under worst case application scenario than the intendad; GAP with E§I+I F
OD 45 product. Therefore, the trials already presented are deemed sufﬁcier@§o cover theuse ofl
product. .

D
= S & .o
o & oo Te
Livestock Feeding Studies T Q@ @& Q\ v\g@ &@
Dietary burden calculation @& @ é\g QQ § c&©
Foramsulfuron is authorized on corn which mlg}%@fed to 11vest(%< Th@ me an@wxim@n &@
dietary burdens were therefore calculated for diftesent groups hve&k u%pg the\ OECD #od Y
% N
Table 8-8: Input values for the dietary bul@en qgl@ula@% @§ R@J @§ & .
Commodity W\\% .o \@ %%eta&burq@ © é@? A{(\@
S o) RN
p fmeutvallemghe) § > Lommét o
Risk assessment residue deﬁnition:‘7 for ms(@urop & < Q@ @Q $ @ ©
Maize sila O > Oy % idu2
ge Q e & O.@ N Q ® Higlrgst residue
Maize grain ©@ . ‘v @1 &@ i @nQ ~ dian f(%@idue

Q DS "\J . %
alculatjon accm;dln 00 m

S R%i(fue level in toil fe R sidue intake
A @S ma ter}@/kg)\ G {mk/kg bw/day)
Cattle — beef %) Ul @ ogm O N 0.002
Cattle —dairy & & D 0. 078@ &> @ 0.003
Sheep — rams/ew@s . 0003 ~ 9 N 0

Sheep - lambs® A | © O 084l & 0.002
Swine — breeding @ %o 0033 O © 19 0.001
Swine — fiffidhing VSRS T 0
Poultry&rsiler KON Q 0.088 N 0.001
Poultry > layer o =~ s ] <7 0020 R 0.001
Poultry - turkey @" N @ o 5@4)06 0

2 e ©
The calculatedydictary) ur@ for&fer@t gro@s of @gvestock do not exceed the trigger value of
0.004 mg/kg®w/daye SIS
AN @ o Q @S@ @

Use of fafamsulfuron 1@11’131@0001‘@1}; t@ne rece othmended GAP is not likely to result in significant
residues (i.e. > 0. 1 /kg in an$of t cqrﬁodltles Furthermore livestock metabolism studies
shoai%d that foramSulfur @ o not'acc ulate@n eggs, milk or edible tissues. Therefore, no livestock
feeding studies @53 .investigate fhe rem@l evg@ of foramsulfuron in food of animal origin are required.

$
The nature @id mag 1tu of fw\\rﬁms@uron residues in commodities of animal origin has been
evaluated by E . AQeaso Op@on on the review of the existing maximum residue levels
(MRLSQQ@H fo@nsulfuron was published in EFSA Journal 2012; 10(11):2962. It was concluded that
no livéstock din@:dy@eeded.
@ & TV >
Studie Industrial Processing and/or Household Preparation

Quantifiable residues of foramsulfuron are not expected in maize grains and as the chronic exposure
does not exceed 10 % of the ADI, there is no need to investigate the effect of industrial and/or
household processing.
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Studies for Residues in Representative Succeeding Crops

Nature of residues @ @©
All data submitted for metabolism in plants and succeeding/rotational crops were consideregd to b&
acceptable during the EU review. In the Inclusion Directive and the Rev1e@eport the&e SG))
areas of potential concern highlighted for plant metabolism. w o \
S & 2
Nevertheless, a confined rotational crop study was subml@i in the orlg@U dossgea\gm o\@ Yy

Table 8-12: Summary of available metabolism studies in rotano@crops @
@pplncatlonﬁnd sampling deétails X O &

Crop Label =) wing,® @arvﬁ &
group Crop position é\/{iﬂgg,@é@ate (ke Nvintervals int Raferen@

. | 2 @(B&r)@( ) |

Root and Q @ 59 @N119, 268 KC
tuber Radish % @9 @Q Q§ m@j é 6@1 &
vegetables 14C-phenyl 0 \or (C«@ @
Pulses or “C- éoﬂ &\ O ) 9 YO, 18§269 NS W-185§-
and Soya bean | pyrimidyl N LD 2, N Q01-10
R SRS O
oilseeds &Q % o %, RS ©
Cereals Wheat Q _ S SO, 1419269 Dnr Y LS

Nr: not reported @ VJ IS \D & I
(a): outdoor/field apphcatlon@ or glassh%@e/prot@ted/ﬂadoor @%hc ion (G)b é
(b): 0.06 kg/ha after 119 days of O kg/ha after 30%and 269 daystf ag%ng
(c): wheat and radishes pl@ted a O§ re&anted after 5& ays@ ytotoxic effects of
the soil residues A @
N

A reasoned Opinio rev1e§ thewe x1st11<§ ma)@mum@mdue @VGIS &V[RLS) for foramsulfuron
was published in§ um"&L IZ%IO(N\\) 296 *Qt wa@ congfude t maize may be grown in
rotation but, agegrdingyto the Soil degrada stu&l,es eyaltiated@n thexframework of the peer review,
DT values dbforapfSul furéa are dtd expécted t@”e lowet th 1 days which is far below the trigger

value of 1(@ days. According tc“he E%ope@guide@aes rotatﬁ%ﬁal crops, further investigation of
residue rotat10nal c s is q@ed andre e@lt r es i these crops are not expected.
Cons1d/é5§i<; the low @V@LS &b residues foynd inQuccelding. @ps, EFSA concluded that a specific
residue definition f@;\rotat@ al c@ps is fiot re%}ed & O

% @ % %
Magnitude of res1d e’ § @’
Metabohsmy on \_)Q éﬂ%l craps ha&@ow&@a‘t relevant residues at or above the LOQ of 0.01
mg/kg ar%)expected in @acce@ g § . 01f lant-back restrictions related to the use of

forams@ n are ther%ore n@ﬁ'equl

N Q
Thereare no new/@?tlo tudi@s plantded f etabolism in plants.
< @1@55 N p g‘@ @1 p
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Proposed Residue Definition and Maximum Residue Levels

Proposed residue definition s @ @@
D
Table 8- 93: Residue definitions g\b . @® &y
Definition Conversion factor for | @y Source® ., N
enforcement to risk g § AN 2
Aassessment %, b 8 N
Plant residue definition v @ Ny o
for monitoring Foramsulfuron - IS EU reg&@ﬂon@@/&(@% é
Plant residue definition N N X @
for risk assessment Foramsulfuron @ ) Q& . &© D%{ .Y
Animal residue ’ @J
definition for Foramsulfuron Qg . @f@’\ ~ @%]?1‘3 Q ;;@
monitoring A @n@ Q\% N
Animal residue G o > o
. . o @ KR S El@% jo
definition for risk Foramsul&ﬁ%m . N % N 2:10(1 9 6
assessment N ﬂ@ & ¥ . O 2& @
. & O
Other residue Q \ - N %U é\y Ajo Qal
definitions (in processed ulréki . 4 Q@ XS 0(11 @ 962
commodities, ...) ({& S O

NS
5 O & O 5
Proposed maximum residueISo@[RLs)@ f@@ &@ @Q S @
As no residues above the #nalytical limat>of qgantlﬁ%gtlon were %{@ctab@ in an@ of the trials, a
maximum residue level €YIRL)Yf 0.63 mg/KE expressed as patht tance@wvas proposed for
foramsulfuron. This valte wa%aased A th lu@xsn oé@ata pe?{?\:kagegg ubmftted with the original
Annex II dossier. 2, . Q
QS @ % @ N @ % O
oo S
Table 8- 104: Pr sed@axim@l Re%ue Level?2)™ ¢ & @
Existing EU MRL (mg/kg) 0| S Reference

Com(&)}dltg & o
S 403 ;
@) N S egulation (EC) No 149/2008 (29
M@e ar . 5 Q\@ml%@ S) @{ January 2008)
o R Lo ) ] @ o
\
&P § PR
According to the A e cview, MRLS k assexsmeng%lues for the relevant commodities in
ruminants can b ab 1shed 0Q 1e@] (0.6 mgtkg). For poultry and pigs, MRLs are not
required because ey not ect@ 0 b& pos@d to s@mﬁcant levels of foramsulfuron residues.
@ .
Table 8- 11@ & O O @\ @
Q@Tommodlty @v e . MRL @f/kg) Reference
Maize @n Q & 0.0 (a)
Bovine meat, fat, llx@kldr@g @y . 001*
Shreep meat, fat, liveY, kidgey = ° Q  X0.01% EFSA Journal 2012; 10(11):2962
Goat meat, fat, liver, kidney ¥ | @, > 0.01*

Cattle, sheep, goat milks @ K R 0.01*
* indicates @% theMRL @et at the ling of analytical quantification
(a) Tentatdye M@f to @co@ned g@a confirmatory method for enforcement in maize grain and
forage tho%@l 36&prese§ in KCA Section 4)

% ol a@b
NQ po@%lerances h een proposed in the EU or applied for in any EU Member State.

&
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Proposed Pre-Harvest Intervals, Re-Entry or Withholding Periods

Pre-harvest interval (in days) for each relevant crop
It is not necessary to define a pre-harvest interval. Instead, the pre-harvest igerval is glv@y %

growing period between the growth stage at treatment and harvest. @‘J@ N 'S
SIS
Table 8- 12: Pre-harvest interval by crop % . © § %
Crop (intended GAP) PHI (d@ or latest a@&hcatlon grov@h sta\%{}BCﬁ
Maize (1 x 60 g a.s./ha) (%BCH 18 . 9 @
& Q % Q )
Re-entry period (in days) for livestock, to areas to«]%grazed Q 22 @ & ©
Foramsulfuron is not intended for use in areas Were hvestoqeganm%@ mz%jbe @re no
re-entry period needs to be proposed. & ©9° @ "\a

Q @ 2o & @
O I
Re-entry period for man to crops, buildings\or sp@s trefted Q g
Please refer to KCP 7.5 part of Mamma{%n T: %ol Sect@n F r%nsul@fon r&;ntende E§e in
maize. Re-entry in treated fields is g ral]@gnot n& sar& There@)re m;g}e -e pel@ needs to be
S <
proposed for European product labeb RS @7
Withholding period (in days) for a ma%eedu%%tuffk O & O @ S
Due to the time between last J&tme tand hatvest 585 defg@d b GA S, it @not essary to set a
withholding period for use Gigtreagxd pla as a&mal f&edlngs@ l% uesggf foramsulfuron in corn
grain were found to be be@w the@mit %q r@ca‘uon (<o. 01 m rvest Residues were also
found to be below the litnit ofquantifi g/k&yin gre n plants V\@ might be used for
S

silage. Due to the re @watlc@ of due 1ngq£0ram on, the withholding
eriod is covered bygthe vegetatiofperiod?of thexsro
P g‘ ey &@ . & @

Q
Waiting period @?Weeik%st aﬁp}lca@on anc&owmg%r pla@ﬁng bh@crop% be protected
ForamsulfuropSs Qéﬁded@or u@ in qg%@l %@a‘cm@t takes place post-emergence. Due to the
selectivity of the héfbicidérhe @9ps t§ be pn% ted6§ suffi @enﬂg@ esistant to its activity. Therefore

no waiting period needs&g be pos

Replary@ tests Wlth hc n on‘bére soil hav§ho %at th® effects are few, and also acceptable,

when corn is plan to Sswweeks, after p11 dtion. Qven 1r®nergency cases corn will not be sown
less than 3 Weeks@ ter preV tr&%ment ere@re n&waltlng period needs to be proposed for
emergency replaf@mg @ \ Q

@ @ v

Waiting perﬁ between m@wa&&n and@ndllﬁg trea@l product
Handling ofjtreated ez%s isg all Aot g@red SQge%’)ore harvest, which is always done mechanically.

Thus, there is no need fo defide a waltln eri etween application and handling the treated corn
corm&odltles It is @eredc%l the geta@ of the crop.

Waltmg period between last a@@ilca‘r@n an&sowmg or planting succeeding crops

No measurabfe residués ,(\’ Xp cted in %ﬁcceedlng crops. Therefore there is no need to define a
waiting per be@ve SO :: g or plant@ucceedmg crops.
S

Estlmw@m 0f§&p0§re T@ugh Diet and Other Means

™ calc@%wn@@ N

In@rder evaluate thepotential chronic exposure to foramsulfuron residues through the diet, the
Theor 1 Maximum Dietary Intakes (TMDI) was estimated using the EFSA PRIMo model
(revision 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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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 Europea el &
for the pesticide active substance foramsulfuron. A reasoned Opinion on the review of the ¢@nglstin
maximum residue levels (MRLs) for foramsulfuron was published in GEFSA Jou 2012;
10(11):2962. EFSA concluded that the use of foramsulfuron on maize grain on maize férage sgﬁ
uncertainties remain due to the data gaps identified (confirmatory method required for enforce ant of
residues in maize grains and forage), but considering a tentative MRL in{ eXposure ¢ @lcgl&ﬁon i

not indicate a risk to consumers. VC@ @& é}” @\\ @}6 A @
@ X
TMDI calculation was performed using the MRLs gi@j&n in the foll&@ing table. é\a QQ § c&©
S O &@
Table 8- 13: Input values used for TMDI calc@&ion of fora\msulﬂ@%)n R . © © @
Commodity Chronic r})@ assesSment 7 ) LN 0N
Input value (mg/kg) & @%Conm}ejnt ; & g% (;U&}gin of the MRL
Maize grain 0.01* % Mn re@ﬁ?e (t@@tive)@ & v é @ @& °
" R
Meat of ruminants 0.01* & Sy Median gésidue & ° \© E%A Joqglﬁal 20§
Fat of ruminants 0.01* &7 «Medigngreésidue ¥ v @ 10(19:29620
Liver of ruminants 0.01°0 .. S'Median residig O @ ©
Kidney of ruminants 0.03* v Median resigue @) SR
Milk of ruminants 0.01* 9D (5@ Median febidues @ @@ \

(a) confirmatory method r@@@red N o @ & @% % (&3 é
The highest TMDI calculated for &ramsgﬁlron@prese@fed les%thaé@.l% oftthe ADI, which denotes

S
considerable margins ofo%%%ty. 2 & N O S
v L9 ©§ 6@ . § N ~ §
NEDI caleulations &7 @ 8" o & & O é& O
Not required. @ & § Q> NS
RSN -
NESTI caleulafiéns &~ & o & N
oy &
No relevant, 49mo z%§FD V&Qset fo@foraﬁ%ulfu@n Q ©) @
o 3T E © o &

)
o . X .
Consur@ risk assess@nt @@clus@ Q N
The pléposed usesp@fora@lﬁgn do @ot r@g@sen‘c %ﬂace@ble acute and chronic risks for the

@) Q
consumer. § o N @ é
9 .
Eva n

)
v
Summary and 1 % esi@ B10 r foramsulfuron
The toxicolal profile oramﬁulquwas\eval ted at EU level, which resulted in the proposal
of an ADI %‘ 0.5 mg/kg.‘t@ dag@at W@conﬁ%@red &he frame of this evaluation. An ARfD was not
deemed ssary. y v
@ﬁ Iy g @ SN

Primagy crop meb@ﬁlis %f gc@}e s@&ta &vwas sufficiently investigated to define residue for

enfotcement and risk as$@ssmentin crops under consideration.

@% & @ Q
Regarding t a@de esidées in those crops, a sufficient number of residue trials are available
to suppor& thexintended GAPs in sQuthern Europe. These data allowed to estimate the expected
residue c@ncentggtions i the galevant plant commodities, and to confirm that no MRL exceedance will

It £6m intShded gses.
resu &&rﬁ e@es{) §

AQ?sid of act@je su@ance do not exceed the trigger value of 0.1 mg/kg in treated crops, and the
overall-€bronic exposure did not exceed 10% of the ADI, there is no need to investigate the effect of
industrial and/or household processing.
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Residues in succeeding crops have been sufficiently investigated; it is very unlikely that residues will
be present in succeeding crops. @ &
&

o,

D
Considering dietary burden and based on the intended uses, no significant mogdjfication of @nt

e
was calculated for livestock. MRLs in commodities of animal origin 1 mg/kg iﬁ\mm@

=

diti d by EFSA. N
commodities) were proposed by &% o @@ § %@
Chronic consumer exposure resulting from the uses pro 6 d in the fr@aework of thisv\applw'&}tion @
calculated. Based on EFSA PRIMo (rev2), chronic and %ﬂe eXpOSuIRy were consiggred @cce&g le &
for all groups of consumers. @& &© é\g QX O c&©

Q o & & @) &@
@ Ny L@ RO o @
RN I NS
A A T S
n RN 'S & o
SRS EENER DO w §
@} \\ @ | S & > <& Q
RO Sy O & e
Ve o & 9 .0 O ~
¢ . T H L YTE s
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