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CA6 RESIDUES IN OR ON TREATED PRODUCTS, FOOD AND FEED

This document provides detailed summaries of new studies which were not available at the time of the
first EU review of amidosulfuron and were therefore not evaluated for the Annex I inclusion of this
active substance. Existing studies already submitted for the first EU review are found evaluated in the
Draft assessment report (DAR) or its Addenda; in the present document thes%tudles are therefore
only briefly referenced, marked in grey shade. In exemption from this, upon@pecific request by the
RMS expressed at the pre-application meeting, studies that have been, Sﬁbml%oas &rt of the
confirmatory data post Annex | are summarised and discussed as ‘new 1nf®at10r@ ven tBpugh they
have undergone review for the EU by former RMS AGES Austria and % fo arised ifthe
‘Addendum to monograph prepared in the context of post Annex I p\(L edur L%;w &%e ata)’,
December 2010 (rev. 1 Feb. 2011) and are reflected in the @tedgj ist &ﬂ nd}g%@ts of ﬁecember
2010. R, c& %

Complete reports to all studies are included in the elegtronic dossier pr@lded@ Bayey rop@ﬁence
The numbering and the headlines correspond to latei@U rea@ m&@ @ @) @

@
For transparent overall data interpretation and rlstaw@ ent;%%y en@gomts derived fom both old
and new studies are listed in overview t , p abl Eor eas@’dlsc ination, new
information is printed black, whilst ex1st1ng rmatl ted rey s@ded fomy.

@
Amidosulfuron is an herbicidal active s ance. @ the § 1nal§551ep %bmlto Austria in 2003,
residue trial data supported the use@ cergals, meadows g paﬁ@e anax (linseed). In this

Approval Renewal ("AIR") dossier, g same@eprgﬁé@tatw@ops’@ prGS@
< N

In this renewal dossier, new stu%@ hav @een submltte for sev@l data%mts
e KCA 6.1/03&04 Storage stab stu@f An@osulfur %@ Metabolite Desmethyl

Amidosulfuron in I@eed fid Stora%%stablﬁy of am dosu> on-guanidine in green material
e KCAG6.1/057 D@ freestor tab1® stud@ \
e KCA6.3.1 R@Ue tridls in cereals 9 @%
Y O

e KCA®G6.3. 21due trials 1n@%1ss é\g Q Q

e KCAG6.3.3R d@rla ax $ N
e KCA @%ee%@ study R

. M@@ 7.2 posag@r a ﬁca of @mum Residue Levels on animal commodities
MCA 6.94pdate of th %bsk t.
° &Qp a g\(g) e C@lsume@ a&&ssmen

SO S N N

R
\@ @)@ @
CA 6.1 & Sterage @blllty@ resxgues

Origing . bnnex g‘ydossi(e?f © @’
T o &S

In the ori ﬁl Annex Il<de s1er %he storage stability of amidosulfuron was described for cereal
matrices (shoot, %ggaw graif® The results of the respective studies indicated that the parent
compound is le in deep- f@zen samples over 2 years in wheat grain, shoots and straw. The
metabolite desmethy idosulfuron (AE F101630) showed slight degradation in grain and significant
degradation in shogfS"upon deep-freeze storage for the duration studied.
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Studies submitted and evaluated for the first inclusion of amidosulfuron on Annex I:

KCA 6.1/01 | NG ; 1992; M-137351-01-1

M-137351-01-1

M-249536-01-1

"AIR process" - new studies submitted |~ &

R
Residues of amidosulfuron in samples&f Whegtgrain, shoots & able
years whereas residues of AE F101 are §@ble in%straw @ 1D
and significant degradation in shoots ( ,; 1992, M-183351-04¢1).
f@ N

In order to clarify this and in order Qlave %re data pomts@t Wa®§1601ded to repeat the storage
stability for both metabolit Fl 0 ar&parent\gmldg)i@uron\ f ' wheat shoot and linseed over a
period of 2 years. @ @

Q € & e O

Recently a storage stapility stu“%Ly was, performed for @met %ite amidosulfuron-guanidine in green
material. Furtherm short storag@stabilitgstudy @s beed@onducted at temperatures closer to 0°C.

They are summarls the#ter @V @ S
eod
%MI/OS : I

Report: &@ §C

@ 201 392
Title: o Stabifity of amldosﬁk@ron d its metabolite desmethyl amidosulfuron in linseed
in an%@xZ eat s& durip@™rozen storage
Report No.: Etl%
Document N 384-02
Guideline(s@ @ A Residue C;he@stry Test Guidelines

S 0 S 860:¥380;.Storage Stability
% RA Regulato irective - Dir98-02

Guide§dev1@)n(s) ©not s?ﬁed A
GLP/ ye%
%, R\

Material and hods ©
The purpose of this y was to evaluate the stability of amidosulfuron and its metabolite desmethyl
amidosulfuron in lg§ed grain and wheat shoot during frozen storage at <-21 °C.

Untreated linseed grain and wheat shoot were used and a separate storage stability trial was performed
on each of these matrices. Pre-weighed samples of linseed grain and wheat shoot were fortified
individually at a level of 0.05 ppm (50 ng/g) with amidosulfuron and its metabolite desmethyl
amidosulfuron and then placed in frozen storage at an Average Temperature of -23 °C. Samples were
withdrawn, at intervals, from frozen storage and analysed for the appropriate analyte. Aged samples
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were analysed for amidosulfuron and its metabolite desmethyl amidosulfuron in linseed grain and
wheat shoot using analytical method BE-002-P09-02 “Method for the Determination of
Amidosulfuron and its Metabolite Desmethyl Amidosulfuron in Linseed Grain and Wheat Shoot
Using LC/MS/MS”. Amidosulfuron and its metabolite desmethyl amidosulfuron were extracted from
linseed grain and wheat shoot matrices with 4:1 (v/v) acetonitrile and water using aggressive
microwave extraction method. After extraction, the mixture was fortified with @pisotopically labelled
internal standard of amidosulfuron-dimethoxy-d6. The sample was cleaned uwith dispersive solid
phase extraction (dSPE) chemicals, evaporated, and reconstituted with 9:1"@%) 0.6%19[ trigkhylamine
and acetonitrile prior to analysis. Samples were analysed by liquid cf@mto rhy usitig a e
quadrupole mass spectrometry detection system (LC/MS/MS). Quantifiggtion oftwo p&%s of i@ns for
each analyte was based on the use of either isotopically labe@d interhal st%ﬁﬂards c@@xte% atrix
matched standards by comparison of peak areas with those wg@mow@gstamgir\ . &@%ﬁ y;\
Findings @© S S D & 2y
Procedural recoveries were not corrected for resic@e

NN
t@@j@c&d é@th@e? zl sa@les@arent

de
residues in control were generally <0.01 mg/kg. ¢ o @

. @
AN N @
Table 6.1- 1: Summary of concurrent recoveries ﬁo\fgamidu@uro ‘and de@ethyl-@@iosu{ on from

linseed and wheat shoot S
S R U RN

Matrix Spike level Storage 4 Samplézize RecoVélies Mean =+ std dev
Cingle) | intersal daysF] @%@ el

amidosulfuron AR QO Ny R N

linseed grain |50 [ 2 N ND7; 976 8O; 85 92 +/-6
L 36 ° Q@ | N 102
N 03 < G2 Q 94 +/ 3
07200 O [, 2, " [P 114+/-9
&

wheat shoot 50 SNSRI &) 4, o, 117; 108; 106; 109 +/-6

§f g o < 104
<

I 36 S 2 & 123 +/-7
o SN 203AY | &Y 2 103 +/-6
SRS TI@) S 93 +-7
desmethyl amidosulfurow’ 90 & &7 007
linseed grain {50 s« G0 O 4 87;84;82;70 | 80+/-7,5
£ < & B p 68 - 1
N M3 ., 2 82 +/-7
N 5 2
NS 20 © 2 94 +/5
wheat shoot & 50 @@ N Q0 A 4 83; 76; 75: 73 77 +/-4,5
Y ESEEES QL 360 2 109 +/-7
O © 47 am 2 89 +/0
@ @ 14 2 96 +/- 4
2 AN
& §¥ @ O
RN
v
o
3
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Table 6.1- 2: Stability of amidosulfuron and desmethyl amidosulfuron residues in oilseed and wheat shoot
following storage at -21°C.

Commodity Spike level | Storage interval | Recovered residues (ng/g) % Average
(ng/g) (days) recovery
amidosulfuron
linseed grain 50 0 48.3;48,5;44,3; 42,7 & 92
30 57,9;54,8 7 113
203 494,493
720 51,9;523 0 |9 9l @
wheat shoot 50 0 52,2; 54,0; 52,8584 @ =109 &
30 C58.8; 54 ST o 1187
203 D 522054 s v 166
714 & 43541,5¢ Y 9l
desmethyl amidosulfuron IS RN
linseed grain 50 0 O 42,1594.8; 41,8: 41,2 | ¢, 8@
30 A o 424483 & & N
203 & 4075 42,5 & @83
205 [T @8 4640 ol S 97
wheat shoot 50 0@ N 36,541,3;376; 38, | @2 77
& 9 512,50 @ 101
&m O Y9 4app 4.6 2 86
AQ‘?M@@ & 414 ;419 O 87
<& .
Conclusion \ % @© § °\©

The results of the study demon{c%te t e31d&es of a 'dosul@n an(Nesmethyl amidosulfuron in
linseed grain and wheat shoot are stab@ or up@ 720 sag 714 days W&@s‘tored frozen.
SN

SIS

Due to the inclusion of 1dOSL@%0n-g%mdin@n th @%Mu%b finition for risk assessment (EFSA,
2014), a storage stability study%as beglg perf&rmed fagythis %@ olite in plant matrices. The study M-
-1

563719-01- lreplac§he mQterlmV fZ10n @269&@ S
N

Report: LD o§@A 6. ; 20«@ M-563719-01-1
Title: @\ RStoragge stabili amjdosulfur anidine in plant matrices for 24 months
Report No O P64§$551 1 7,

& 107/@@9 of the European Parliament and the Council of 21

Document No.: N 719-01-1  °~
Guideline(s): ulati @EC)

ob r rning the placing of plant protection products on the market and
. il Dire&ives 79/117/EEC and 91/414/EEC

es ﬁor@e Testing of Chemicals. Stability of Pesticide Residues in
Stored Commodities.*506. 2007-10-16
© 550,
% @S EPA OCSPP@0.1380, Storage Stability Data

Guidé@dew@on(s) SHYes, It accepiable
GLP/GEP; @ ye%ét S
v\g %

Material and hods

The purpose of s sty was to evaluate the stability of amidosulfuron-guanidine in/on plant matrices
grass (green mater and hay) and wheat (grain and straw) for about 24 months under frozen storage
conditions.

This report presents the results obtained after 24 months (718-721 days) storage at -18°C.

Control samples of grass (green material and hay) and wheat (grain and straw) were fortified with
amidosulfuron-guanidine. The intended fortification level as scheduled within the study plan was
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0.1 mg/kg expressed as parent equivalent. The fortified samples were stored in amber glass bottles at -
18°C until analysis.

The residues of amidosulfuron-guanidine were determined in/on plant sample materials according to
the method 01325/M001.
%

2.5 g of the sample are extracted in a microwave at 200 W for 2 mi @s with 25 mL of a
acetonitrile/water 4/1 (v/v) mixture. After the extraction step an internal stapdard S(ﬂ*s}%lon 1§@ded d

the sample is centrifuged. The extract is ten-fold diluted, filtered and 1@‘[& ;&@ a HPEC-M$MS
instrument. @ 404 X
NN $
Residues of amidosulfuron-guanidine are quantified usin@ exte@l cab@tlon% h sfag\?fards in
solvent containing stable isotope labelled standards. é}ﬁ O\ (5% %
@ o
Quantification of two pairs of ions for each analyte based@n the se of e 1so @mal elled
internal standards or external matrix matched starQards b omp on 0, eak are S Wl ose of
known standards. N
% § é}’ @ @ &
Findings N @ O

The Limit of Quantitation (LOQ), defined a e lowest @ate@ﬁlﬁc@ 1evel@vas 0.01 mg/kg
expressed as parent equivalents for all a gg es 1 matt& @

The LOD for amidosulfuron- guanldlra/ﬂu\@2 0-@/)&2 .8) @ cal@@ed at@ﬁmge 0f 0.0011 mg/kg
to 0.0048 mg/kg over all matrices. Q X .9
% \ @) S) AN

9 N\
In order to assess the accuracyof t@mdue&analys@@ cono@%ent coveries were determined by
analyzing freshly fortified samp les a 5o s1d% th the“stored nlﬁe@ples At all storage intervals

Is of 0. 0lmg/kg (& level) and 0.1 mg/kg(10-fold

follg v\ ng St@es

concurrent recoveries were@etem&
LOQ level) on day 0 and@ 1 mé&Xkg o:é@

In the control samplessised for&fortlﬁ@tlg res1 We @ways below 30% of the LOQ (at each

storage interval at l@st one@@ntrol% mat ysed)
~ w;,\ @
A & é §> N
> @ O &
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Table 6.1- 3: Concurrent Recoveries for amidosulfuron-guanidine*

S | ga:e 05 Storage Interval Concurrent Recoveries [%]
amplie Xtraction d
Material | (yyyy-mm- [d] 0.01 mg/kg 0.1 mg/kg
dd) nominal | actual Single Values Single Values Mean
2014-08-05 |0 0 86 99 100 a2 97
2014-09-03 |30 29 - - 101 %@104 103
Grass |2014-11-05 |90 92 - - 103 § 10@" §w3 %
Green |2015-02-05 | 180 184 - - 10287 97 00 @
material [2015-08-04 | 360 364 - - 1020 ‘o8 &% 105%
2016-02-01 | 540 540 - - |1y \\102 OIS
2016-07-26 | 720 720 - @ P07 s 109y 108
@ . o
Overall nféan = %@ @7& OV@’I meaéé@ 1 O3é§ﬁ
RSD =% D= @@
o T |BP-3 S &
2014-08-07 [0 0 95Q 9%, PO S 1 @02
AN S
2014-09-03 |30 27 - QO w, [ 106 O @104
2014-11-05 |90 90 SHEENE @Q 4§© Goa @ 103
(;’{rZSS 2015-02-05 | 180 182 Q- R ~Q 105 O 12" |103
¥ 120150804 |360 I e T i LUE ST 103
2016-02-01 | 540 540 S - & - %@ 1 @6 110
2016-07-26 | 720 7@@ (5@ ) - & |108 w@ 105 107
w;\ Overatl mea@)@) 93 @%’)Verakgmean =105
.9 V@ RS ~e A [RSDS3.6
2014-08-06 |0 N 0 SRS 90@ @ 108 100
2014-09-03 30 & 200 . N . .| 1035 104 105
2014-11-05 |9 <§ @ |-« = oo 106 104
Wheat | 5015-02-05 o @iz ¥ [0 @ &\ 99 102 101
Grain N 9
2015-08-04©@ 360 363 - O - 6@ 109 112 111
2016:02-08,” | 5401« %@ N &Q IS 102 104 103
2016-07:26  |720° 4720 @ LY W 101 100 101
o 4 \ NI
&Q\ § & ©© Overa‘k@g@ean =92 Overall mean = 104
@ © O . ORSD%- RSD =3.6
o \ @
2014-08%08 @ 0 7 [ 99 105 106 99
2014¢4 -03@@ 0 % §E§ S - 101 100 101
2684-11-0 90 - - 105 108 107
Wheat @ N o S
Siany 12015-02:05 180 @@31 %\ - - 99 105 102
0150804 360 361 @ |- - 110 106 108
§ 20 @2-01>§ 540 @} 54@ - - 104 110 107
2016-07-26 | 726 |['R - - 100 111 106
Q Overall mean =92 Overall mean = 105
oy
@ RSD = - RSD = 3.7
* Expressed as dthidosulfuron parent equivalent

** one reserve sample had to worked up on 2016-02-02 due to a sample mix-up.

Remark: values are calculated using Microsoft Excel ® using more decimal places than displayed here; rounding
errors may occur when recalculating with the here given figures
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In each table the recoveries determined in the stored spiked samples are first given ‘uncorrected’. The
fortification level was 0.1 mg/kg amidosulfuron-guanidine expressed as parent equivalent. In further
columns the results are normalised to day 0 or corrected by the average concurrent recoveries from

freshly fortified samples.

Table 6.1- 4: Storage stability data and concurrent recovery data for amidosulfur@%ﬁuanidine in grass,

green material

Recoveries in Stored Samples D
Storage Day-0 Qvero of ©AV r
Commodity | Period % of nal spikine level Average rmahsei@ c Co d %
% of nominal spiking leve elgcurre o
(days) of 0.1 mg/kg (parent eq.) % @ covery cove oK@@overy
' 7| recovery N S
0 104; 104; 102; 99; 104 103 _d - 00 & 106,
29 102; 108; 99 103 2 400 O %@3 A 400
Grass, 92 108; 109; 105 1 Y105 @y @103 & 105
Green 184 98; 92; 104 R 96> N 10p o> 98
Material 364 103; 100; 104 02«00 105 @ 97
545 108; 103; 101 AP 10,@ @101 ‘W5 A 100
721 105;99; 101 &) S 99 & 108 @7 94
a Normalised Recovery = (Average re %ry/ age 1¢ w ery y 0) 0%
b Corrected percent recovery = (Ave % % rec ry ( d) / @?

concurrent recoveries) X 100%

Remark: values are calculated using Mlﬁoft E)§ ® usfag mor
errors may occur when recalculating with the 1{?@ glven\%tgures @

rageo%~ esh &
N
@Clm@aces thif displayed here; rounding

S
< @ \
VS L e Q
Table 6.1- 5: Storage stabilit @ “data an@oncu@t recoyery ¢ da@@for gtn@osulfuron -guanidine in grass,
ha
@Reco@;ﬁes in ed S Bles <7 \ )
N W @ é Average % of
Storage ¢ @Pay-0 Average
. . \/ Fresh
Commodity | PeriodQ @ Av€nge rmalised Corrected %
% 9 mma km el a Concurrent b
(day: % Recovery . Recovery
are D Recoveries
& overy
A \j03 106; 1103_@9_’; 102 1054 100 102 103
27 A08; 1085707 o a@§ 101 104 103
90 112; 108; 1087 ¢ 109 104 103 107
Gﬁiis B | ot 1Y B 100 95 103 97
362 @ w1 101/48 | 100 95 103 97
D 5434 ¢ 969401 o 97 93 110 89
) @ 100, @02; 987, 100 95 107 94
a N W rmahs%@ Rec = (A%rage @’overy / average recovery at day 0) X 100%
b v orreegd perceif recov@{y (A%segage % recovery (stored) / Average of fresh

congfiirent re

Remark: vafues

are galculat

eri IOOA

errors may occur whel rec@ulatm with the here given figures

@

3

%mg l@}rosoft Excel ® using more decimal places than displayed here; rounding
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Table 6.1- 6: Storage stability data and concurrent recovery data for amidosulfuron-guanidine in wheat,
grain

Recoveries in Stored Samples .
Storage Day-0 Avelr:eigzh& of Average
Commodity | Period . o Average | Normalised Corrected %
% of nominal spiking level a Congurrent b
(days) % Recovery % . Recovery
of 0.1 mg/kg (parent eq.) Re@ eries
recovery N
0 111; 106; 107; 105; 107 107 100 o 100~ & 107
28 105; 105; 107 106 99 Y 1959 ~ 101,27
. 91 107; 100; 102 103 96 @ @i < 160
‘gr;it 183 86; 98; 94 93 86 K N0L AN 9
363 104; 102; 106 104 @ 97> o 111 N 94
544 106; 97; 97 100 ¢ R 1039 e 97
720 97: 98; 102 99 @ 02 @ 9l (
a Normalised Recovery = (Average recovery / aver reco@@’ atday 0) X 1 @%
b Corrected percent recovery = (Average % recovery (stosge e of @

concurrent recoveries) X 100%

Remark: values are calculated using Microsoft Exce@ usmg“@ne de@mal pl@s than@laye&@re rounding

errors may occur when recalculating with the herexgiven fi @ @
N & G@Q % @

o e & O
Table 6.1- 7: Storage stability data and %ﬂrr t recove dat%@ am@ulfur@s uanidine in wheat,

straw Q) 5
Recoverlé\sﬁn Stéred Samples :,© & @
@ [}
Storage _ &) o > - Xvelr:eﬁ:hé of Average
. . N . o
Commodity | Period % of nominal s @%g level) Avera@ No@ahse Concurrent Corrected bA)
(days) 9 @ecove . Recovery
of O@mg/ki®rent e%g), o Recoveries
TeCovVery [ X
0 g@ 10483; 16555106 [~A0105 @ 100 99 106
26 IS0 103;102; 104 1039 98 101 102
N 89 ) 111 119%&02 &7y | 103 107 101
\yeat, B1IO| 5059806 & | 496 & 9 102 94
36] O 1061, 108y 7106 | 101 108 98
542 100; 103; 109* 104D 99 107 97
718 2304; 1005900 o> | 40P 97 106 96
a Normalise&ﬁe{covery (Average reco%ery/ erage recovery at day 0) X 100%
b Correctedipercen ove%z% Avera % reé\/ery (stored) / Average of fresh
concur%ﬂ recoygries) X, 100%
*one reserve:sample was anal sed ond N
Remark: ml@s are c@ulateé; soﬂ; Edel ® using more decimal places than displayed here; rounding
errors ma%occur @ recal atin h the@e given figures
@
S & o
Conclusio. @ N

After a deep-freezger storhge perﬁ'&i of about 24 months, the mean recovery rates from the stored
samples (no ed to day 0) ggere 99% in grass (green material), 95% in grass (hay), 92% in wheat

(grain) and 97% in \@ﬁat (straw).
(g

Furthermore the mean concurrent recoveries of days 0 to 720 for amidosulfuron-guanidine determined
from freshly fortified samples were in a range of 97% - 108% in grass (green material), 102-110% in
grass (hay), 100-111% in wheat (grain) and 99-108% in wheat (straw).
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Altogether, the study results demonstrate that the residues of amidosulfuron-guanidine are stable in
grass (green material and hay) and wheat (grain and straw) for at least 24 months under deep-freezer
storage conditions (-18°C).

Indeed, 102% (94% normalised to day 0) of grass (green material), 100% (94% normalised to day 0)
of grass (hay), 99% (99% normalised to day 0) of wheat (grain) and 101% (96%mormalised to day 0)
of wheat (straw) of the amidosulfuron-guanidine nominal fortification level &eained extractable and

quantifiable by the analytical method of at least 24 months when stored de@%ozen{c@\o ©& &
@

S
& A
Report: KCA 6.1/05 | NN B 201 5; M-480441-02%, S

Title: 7 Days freezer storage stability study wigy differgqt co %tions&@ tota«lé}\?il
analytes (parent and metabolite mo@s) an@e matrix typesflixigh wiiter / acidic /
rt

starch / protein / oil) - 2nd Interim N D °
Report No.: $13-03307 - § s &
Document No.: M-480441-02-1 Q) 9
1

@ @ @) <§§@
Guideline(s): Commission Regulation (EU@O 544720 oof H\June 2611 implementing;Regulation
(EC) No 1107/2009 of the Eurdpea rliameitt and of the Co@ as regards the data
requirements for active st@tance§ EP si%%& emistigpTest (Fuideline
OPPTS 860.1380: Storage’Stabi ata @ECD Tést Guideline 50 pted 16
October 2007 N ! Q i
Guideline deviation(s):  not specified & é @f@ & %, @

GLP/GEP: @ 9
. K o & 9 &
Material and method @) O % @ Q\ @)

I B v : o2 : : .
The study was initiated to evalua%the stability ofel analﬁés in fi¢d different matrix groups including
amidosulfuron after storage fora perio 8 h@lrs at 4@5C folloying 7 ddys at -7°C in tomato (fruit)
and wheat (green material). O v
(g ) % @ & 0\ Q\@ O\@
Prior to the storage stabi test@ metl@ validation was perfm%led. For this purpose one control
sample and five fortifigd>sa wer%nalys@ for h m@x. In case of successful validation
results the storage stalfility was Started, %, Q @
O . @ N R S
For the storage stability, &u@S g @ach @%rix were fortified with a mixture at 1.0 mg/kg of
es s

amidosulfuron, TRe samples w tor plas@ contginers at an average temperature of +1°C for 8
hours and %}C fo@qe fo@win% ys. Lhey wef@ranalysed at the nominal storage intervals of 0
and 7 days tor all m@irices. © NG

> @ O &
After the day 7@}&1ysis@$%int f@oﬁfmio 4nd wheat (green material) a decrease of the recoveries

in the stored s@ple it not firthe fréH fortifications was observed. An extended extraction time was
applied Wh@ led t@betterirgcoverieyin t}l@tored samples. Therefore, wheat (green material) was re-
analysed%after 22@)@}/5 an@matg@mit)&‘ﬁer 30 days of storage at -7°C.

@ v
On d‘§ 0, fg@Weach t{,@ sa s were prepared with 5 g of specimen material. Then, five

containerswere fortifred wath”amidgsulfuron at 1.0 mg/kg and one was used without fortification as a
control specime %he sathples were analysed directly. These five freshly fortified samples also served
as procedural %Veries. Congpgrent recoveries were conducted at 1.0 mg/kg in both matrices at 7
days, in wheat ree@nqﬁ%aterial) at 22 days and in tomato (fruit) at 30 days of storage.

For every matrix ar@f sampling date after day 0, eight samples were prepared by filling 50 mL Sarstedt
tubes with 5 g of specimen material. Five containers were fortified with amidosulfuron at 1.0 mg/kg.
Three containers were stored without fortification to be used as control material and procedural
recoveries. The storage containers were placed in a freezer at +1°C immediately after the fortification.
After 8 hours the storage containers were placed in a freezer at -7°C for seven days. The temperature
of the freezers was continually recorded with a data recorder.
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Residues of amidosulfuron in/on matrices of plant origin were analytically determined as
amidosulfuron using analytical Method BCS 01207 (_P _—
I 2013; M-424756-02-1). The method is based on the QUEChERS method. In contrast to the
original QUEChERS method the solvent acetonitrile/water (4/1, v/v) was used. %

5 g of the sample was extracted with 20 mL of acetonitrile. The acetonltrlle/vs@@r ratio was adjusted to
4/1 by addition of water. After addition of 6.5 g of the salt mixture of 2804 NS Cl/]\&mtra‘%e@2
H>O/NaxH citrate 6 H.O (4/1/1/0.5, w/w/w/w), the phases were separ rifugation an@jan
aliquot of the acetonitrile phase was diluted (1:100) with methanol/w@r (1/ 1@%%) pnig to t LC-
MS/MS determination.
@© \ © %

In the original method, the extraction mixture was adde(@ the s@lple C:\i%‘lsuch 2@7 the ken for 1
minute, prior to adding the 6.5 g of salt mixture Mg,SOZN aClANG ) and @en n for {m 1nu
At 22 days of storage, samples of wheat (green ma@'&ll) left 0 soak ent 1 fteen
minutes after extraction, and then shaken for 15 misutes, p& to oL g the 6:5 g alt mlx detailed
above. Since this procedure allowed for better extra¢tionthis proeedure was app to sg ,) les at day
30 (tomato (fruit)). @w\ﬁ § < @ X @&

R Q@ SNy @

Findings @
The recoveries of the validation pro e m@%d p@)rman@ Amidosulfl mean recoveries
ranged between 90% and 92% with @D ow 20%s Tw SS sitio ere monitored and
provided comparable results (m/z 37@ the q@;&ntlﬁc n transition m/z 370>218 for the
confirmation transition). See Table 64 %\ § . ©
The recoveries in the freshl};\f(?rtl e@gysam S pro@@i als@he hod performance using the
quantification transition. Amidosulf] eceve ies r@ed batween 86% and 91% with RSD
below 20%. In addition, onm@en overies per comymodi were conducted at the nominal
storage intervals of 7 d @s at r wheat (green material) and at day 30 for
tomato (fruit). Recovel@s were etwee 1% and 1 0. Pedural recoveries are summarised in
Table 6.1-9. @ Q
I S oS ot r@ %
n all the contro]@amples@emd ulﬁ@ werebelow the LOQ (0.01 mg/kg).

N

The recove @of thegg%ored%mpl @owe@hat th?@emdues of amidosulfuron, were stable in plant
matrices (tomato § t) andWheat %eeno erlal))&for at least 8 hours at +1°C followmg 7 days at -

7°C (normahsec& an ta_day 0 @ 90% @d 103%). They were stable after 22 days in wheat (green
material) with*a, nor sed n t y 0 a¥'111% and after 30 days in tomato (fruit) with a
normahsedo n to 0 at 95%. le 63> 10 summarises the residues of amidosulfuron in the

stored splk@ sam@ of th t%lnves ed m@wes

Table % %hdat@l recovery datd@r amidosulfuron in tomato (fruit) and wheat (green material)

§ N §@ o\KDFortiﬁcaﬁon Recovery in validation samples

CroBs | piitons” | -
§ Single Values Mean | RSD | SD
o [mg/kg] [%o] [o] | [Y%] | [%]
Tomato (fruit) @y 370/261 | Q 1.0 90 | 95 | 91 | 87 | 91 91 32 | 29
370/218 | C 1.0 97 |1 93 | 91 | 89 | 90 92 34 | 32
Wheat (green 370/261 | Q 1.0 98 | 90 | 91 | 90 | 92 92 36 | 33
material) 370/218 | C 1.0 93 | 90 | 92 | 87 | 89 | 90 | 2.6 | 24

*Q: Quantification, C: Confirmation
SD: standard deviation, RSD: relative standard deviation
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Table 6.1- 9: Procedural recovery data for the residues of amidosulfuron in tomato (fruit) and wheat
(green material)
. . Storage
Fortification Date of Interva Single Recoveries Mean | RSD | SD
Analyte Level . 1 @
Extraction
[mg/kg] (days) [%o] R ol | {%] | [%]
1.0 203-11-12 | 0 [ 106 | 74 | 92 | 987 90.{ o1 [P13 11
1.0 203-11-19 | 7 [z 1] - L9 1.Y g - -
Tomato (fruit) . N @
1.0 203-12-12] 30 |93 @ ) -. e
Overall Mean, RSD and standar iatjo@%] @j% @95 @%12 11
2013-11- Y @ NS
1.0 0 847557100 86 L 15
E ] i, B | B 0] 4
2013-11- 4
1.0 7 Q79091 |os - - 9ol @ - -
e e DR o Sl S B, il
o 2013-12- @ 9@9 Q| W 9@)% _ _
04 A\ @ X o
Overall Mean, RSPuand standard deytation%] @ o0 | 13 | 12
vera ean, RSBuand standar \/@’ iony %] . .
RSD: relative standard deviation, SD: stand z--\a.) deviati%% &\@ @ N <)
R & v QL
N o Q NN
R N < O A
2 LN
DS NS TR
o Q e 0N L9 <
N I
& K v O @ N
@Q S & %, ©@ @§
S ¢ &8 &
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Table 6.1- 10:  Storage stability data and concurrent recovery data for the residues of amidosulfuron

Residue Level in Stored Spiked
Samples Average % | Average
Storage Day-0
Sample Period Normalised Fresh Corrected
material a | @yncurrent %
(days) % of Recovery . b
. Average Recoverjes | Recovery
mg/kg | nominal % o N
(ppm) | spiking recovery @@ v\j@ D @@
level @ @7 % \gf)§0
1.058 106 S S wT
0.742 74 @ . LSRN
0 0.918 92 915}9 5 @%o S A ol 100
@ AN K \ @
0911 91 w N > @Q ©© é’
0% [0 | O ¢ U e @ o &
0.971 97 N N q
° O
. 0.901 0 1N D O s & @%8 N
omato 7 1007 | 104 | g | @ @
(fruit) Q @ & L
0.942 94)) Q : > 3
0.936 §»¢ Eo) - 9 o
0.832 83 & @ N
0906 AT 91 x6 @ﬁ 9 @Q o4 o
30* 08800 887 | o & L O
0wl | Se | © &© O
0860 [ 86 S |Q A
Q \)
0810.P 8 U N Q
0.764 716 BN N
0 @ o o \%;oo NA 100
@Q 9,851 85 & &
O | ososgt &Y | &
S ST IS
Wheat (green @) ¢ > O
- 9 - S L3744
material) | N @ 90 91 78
®\ § . 0754 1O 75 o
Q 70.7093 Ry %o
B 0.794 | 30
%, Q7 4800 [« 80 §
) ) 2%@ %9.780 7% 79 111 97 82
RS 0. 79!@
aNormal d Reco@' (Av%fage r@)very rf@g\erage recovery at day 0) x 100%
bCorr erc nt recoxgﬂ (Average &@overy (stored spiked sample) / Average of fresh concurrent
recove¥ie
NA = Nota@ cable N
*The extracts wer Shp ken@ww mn§es on days 22 and 30 compared to 2 minutes on day 7.
T v
Conclusion %

The findings from(@he short-term storage stability study demonstrate that the temperature deviations
during shipment did not result in a negative impact on the quality of the residue studies concerned.

The storage conditions tested (at least 8 hours at +1°C followed by 7 days at -7°C) were such that the
most unfavourable conditions which were determined for all shipments are covered. Residues of
amidosulfuron were shown to be stable under the experimental conditions tested.
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Stability in plant extracts

Report: KCA 6.1/06 .. 2004; M-226888-01-1

Title: Modification M001 to method 00815 for the determination of residues of
amidosulfuron, iodosulfuron-methyl-sodium including metabolite metsulfuron-
methyl, foramsulfuron and mesosulfuron-methyl in/on flax an@vheat matrices by

HPLC-MS/MS @
Report No.: 00815/M001 RS o
Document No.: M-226888-01-1 S @ S
Guideline(s): -- QY %, @
Guideline deviation(s): - @ . @ % §9
GLP/GEP: yes D & OSS W
@ °\ o IS
Material and Methods N © N
Stability of residues in sample extracts was studied m@tlhea %m ( \and m, ), in
wheat green material (0.05 mg/kg and 0.5 mg/kg), a fla @al 01 m, nd rng/ . After
initial analysis, the analytical solutions were store@ n aJr 1ger réanalyse ft weeks.
Storage conditions were the same as those used fo } soluﬁons (1@;1 refrlétor 9@ °C £ 3°C).
@’ S
Findings @
Stability tests showed that all analytes wer sta le in s t f r at lea months and in matrix
solutions for at least 2 weeks when refrlﬁated at® 163@ refer% Tabl@)@l 11.
Table 6.1- 11: Storage stability of amd@%urog&E F(@5032) 1@%{mple§§acts@
Sample Number %‘ortlﬁ@tlon o Q R éry . ©
Material | ofda el %] D Sample | RSD
Crop o % @k | Ind al Mean | "umber | [%]
S| kel © Indikidu N e
Wheat Grain 0 | 0.0L - |98 985101 Q7 99 | 99 5 1.5
Grain N0 OA0 | 95 90> 934,98 92 | 94 5 3.3
Grain 4] 01 95 @2 99 Y94 90 [ 94 5 3.6
Grain ] ¥4 0.10 989989 ~86 101 95 | 96 5 4.6
Wheat | Green Matgiial 0 5> 0.08N &8~ 89092 87 85 88 5 2.9
Green Marial [0 = & 89 9K 88 90 88 [ 89 5 1.5
GreeMaterjal P 149707 005 ~AFP89 90 88 89 84 | 88 5 2.7
Gréen Mategial’| 14 Cy 0.5 8887 8 8 85 [ 86 5 1.3
Flax Gral;g@ N0 1O 000y [.860 88 84 86 88 [ 86 5 1.9
Grg\m) ~o o T edo 94 93 92 8 89 | 91 5 3.6
Gain %, 14 @[] _©01 ~J91 8 8 85 80| 86 5 46
S Grain 5] JA >0.10 85 91 91 83 89 [ 88 5 4.1
N @@ N @)@
Conclusion Q Q Qo
This i tigati(@ showed that antidosyifaron is stable in representative matrix solutions for at least
tw s unger refrigerated ¢onditi
SR i
During the%evelg%ment @e em®$cement method 01360 (Report MR-13/007) for the determination
oftand othdr sulfonylureas in samples from plant origin by HPLC-MS/MS, the stability

4221 P: ; 2013; M-455564-01-1) and it has also been checked during the
Independent Lab V@lidation over a period of 3 to 13 days (KCA 4.2/22 _; 2013; M-470160-
01-1). The results are presented below and the studies are detailed in the Analytical Methods section.

of amldosulfu
in final plant extracts %as checked for the tested sample materials over a period of 16 to 43 days (KCA
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Report: kca 6.1/07 - . 2013; M-455564-01-1

Title: Analytical method 01360 for the determination of amidosulfuron, metsulfuron-methyl,
iodosulfuron-methyl-sodium, mesosulfuron-methyl, and foramsulfuron in samples
from plant origin by HPLC-MS/MS

Report No.: MR-13/007

Document No.: M-455564-01-1

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliament @% of the Council of 21

October 2009 concerning the placing of plant protection Pr&gucts on the market and
repealing Council Directives 79/117/EEC and 9 1/414/E§ @ Q &

%, @
Guidance document on residue analytical methods, @NCO/@/OO/I’Q‘V%&L é&

European Commission, Directorate Gene@ﬂealth%d C&r{)ﬁumer Pébectio%

16/11/2010 @ . N
NI PN
US EPA Residue Chemistry Test eline ©CSPP .134(@esidu alyti;tz\aﬁlo
Method N @Y S O L
©C ¢ @ @ O &L
OECD Guideline, ENV/JMA@NO (2007) 17, Aug 13, 3607 > @
Guideline deviation(s):  not applicable ©\ %\ < S @
GLP/GEP: yes v N < Q @ N
§ 9§ Y &
Material and Methods N @Q % @
Stability of residues in sample extracts &ﬁs stuc@ in sté@gar b ody,“sugar leaf, lemon fruit,

oilseed rape and cereal straw (0.1 mg/@. Th ollowin%> table@ ows@ reco¥gfies comparing initial

day of analysis and analysis after st%ﬁ,;@e of thp final G@mple 4°C§3 °C (jZD‘- dark conditions over
the given periods. To check the stability #fter freshly prepated nggirix %nards were prepared and
N

analysed together with the aged ré@ovelé@ ples.

S § 9@ K
Findings v @ @ °\% S @Q
Amidosulfuron was stablgfor al atric@at the, given conditions>In sugar beet, body and leaf, in
lemon fruit oil rape seed@nd ce@iﬂa@gmo si@&ﬁcant@ecrea%%%uld be observed, compared to old
recovery samples. S ©@ @&
o v & & O
SENF SR & & §
- Y o
.9 N Q? N Q @
S 1 RS
A @Q S ¥ o =
o\ \
@ O A
I SN A SR
© @ » &
SN & &
Q © O N
D © e Y
e g e
d @
&
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Table CA 6.1- 12: Stability of amidosulfuron in Plant Extracts, Quantifier Mass Transition

Sample Fortification
p. Level Recovery Rates [%] Mean
Material
[mg/kg]
Susar b Day 0 (initial analysis) 94 90 91 . 93 89
t 4
ugbzt)rdyee ’ 0.1 43 days reanalysis 97 95 92 @ 94 91

deviation day 0/43 days | 32 5.6 Id T IR 238 | 26

Day 0 (initial analysis) 86 86 &) of oF | @

Sugar beet, 0.1 43 days reanalysis 88 84 ¢ Doy, U9 &ﬁSS

leaf 7 S .

deviation day 0/43 days | 2.&,° 23 22y 00 64| 27

Day 0 (initial analysis) f??@ @ &&6 Gy f%

Lemon, fruit 0.1 16 days reanalysis D104 102 @ 01 @ 06 @fOS f%

\w)
deviation day 0/16 days© 14(%6;@\7 7.4, 5.2@}@ 17.8)” 94| 10.8
Day 0 (initial analysis)® | 97 .92 & &  g»
i i OB 8 ST
Oilseed Rape 0.1 38 days reanalysis B8 w87 85 86  B6
N\ =)
deviation day Q@daysp 93@)° S54%, 45 550)65 | 62

Day 0 (1n1t1§i§analysg§) 8%\% *4 @U 88 86

Cereals Straw 0.1 30 dayﬁ@analys@ Gy @§6 . 100 @% 94
deviati@§éay 040days,. | 4 3 %o 14 3%20 5oy 2. 93 | 10.1
R
The results suggest that samplesggou analy%d durn%) the @'age\g\lod amidosulfuron being
stable in final plant extracts at the g1V dltl@S (4°G@ 3°C vader d&%{ conditions).
f@
@
Report: 3; M- 0160
Title: p BCS@ethod al 60 for the determination of residues of
@Qamldo uron@etsulf%gn m , iod uron-methyl-sodium, mesosulfuron-
©©> methyl and fi sul ins es fyety plant origin by HPLC-MS/MS
Report No.: 2 0060,

4701 11@

Document No.:
egulatlon (EC)X&o 1107/2009 @e European Parliament and of the Council of 21

Guideline(s): @

Q Oct@r 200 cernipgthe g of plant protection products on the market and
" repea ing Council D@;@ctlves 79/117/EEC and 91/414/EEC.
S
"\a @ropg%g pIssion Gu@nce Document for Generating and Reporting Methods of
0 Analys inS ;\';?c rt of Rte-Registration data Requirements for Annex II (part A,
& § Sec%;@n 4) ‘5,&‘ nnex@[ (part A, section 5) of directive 91/414, SANCO/3029/99.
~
% © uldanceg%cumé@a on residue analytical methods; SANCO/825/00 rev. 8.1,
§ @ 9 uropégn Comuaission, Directorate General Health and Consumer Protection; 2010-
K I 11-

s
@%D Guidance Document on Pesticide Residue analytical Methods; ENV/JIM/Mono

(2007); %007-08-13
S

@7 US EPA Residue Chemistry Test Guideline OCSPP 860.1340: Residue Analytical
Method
Guideline deviation(s):  not applicable
GLP/GEP: yes
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Material and Methods

During the development of the Independent Lab Validation, the stability was tested after storage of the
final samples in the dark at a temperature between 2 — 8 °C over three to thirteen days. The following
table shows 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. @(%)
Findings °\% \o S
@ Q) @@
Table CA 6.1- 13: Stability of amidosulfuron in Plant Extracts, Quantifier s Tr@sﬁo\fition Ay
Fortificati @O A S S W@\ya
Sample Hication . . AN © An
Material Level Date of analysis Co&@’tratlo@[ng/nﬂk v deviation
[me/kg] ¢ O LST T dwer
ot bect 2013-08-28 L1070 2 |9.8807 §7o S| &
ugar beet, © ~
body 0.1 2013-09-10 < Progos |10 | Gi1.000 | &0
Q : SEZ
2013-08-29 020 1056y |agdo <] -16
Sugar beet, 01 RS @) %b )
oot : 2013-09-09 A YZan 50849 o5
N & ) @ .
2013-09-06\ O [g ¥  518.99- 959 71
. J
Lemon, fruit 0.1 2013-0908 O (284 SO 24090 dok4
SN 7 O )
2013;09-02° N (10300 o[ 991 10.30 73
Oilseed Rape 0.1 20130000 8 [ Qoer.  [266
o Q. ’ 9 N
@} 2013%9-0404 o |7.05> g?jl 7.38 15
Cereals Straw 0.1© 2@09 0N~ Q" [0 856 8.26

Q@

€)
* Mean deviation [%Jbétween initial @ysw ays ofeanalysi
v @Qk AR
Conclusion | © N Q

Significant ‘@tlon ”&etwe% 1nitia]é¥ﬂ re nalysie observed especially for the matrices lemon
er

fruit and oi ra@ h e the@aalygi the samples has to be conducted within 1 day.
N
@ O A
I S SRS
o & & O
Q © O N
D © e Y
T eSS
S < O
S &
d >
&
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Summary of amidosulfuron storage stability in plants

Table 6.1- 14: Summary of storage stability of amidosulfuron and its metabolites desmethyl-
amidosulfuron and amidosulfuron-guanidine in plants
. Characteristics of . Storage
Compound Plant matrix Stability ﬁ k Reference
the crop group ¢ itions
Wheat grain Dry commodities N \o S
©§ @ anex@%é{
Wheat straw - Up to 720 day@jQ @ A Kg& 60
.. SHI8°C :
Wheat Shoot High water content @° A \\ é
. %
Amidosulfuron Linseed grain High oil content %{J}? to ays Q}% '&}CA 6.1/03
Wheat NS oo
eat green
g. High water contenty |~ U .{_}‘.» days@7 * for 6@ §
material Ol 29 & rs then @ 6.1/05
Tomato fruit High water co@t O%Ip to 43(%@5 '7%% @
Wheat grain Dry commudities Q g%\ﬁ @% @:Q & 7 Annex II S4,
Up@ 720
Desmethyl- Wheat straw ) days S @@ KIIA 6.0
amidosulfuron - & Ca O < -@OC
(AE F101630) Wheat Shoot Hig@%ater calent @Up to(%)g days %
Y ® Q KCA 6.1/03
Linseed grain &h oi(@ntent@ﬂ U}({éﬂ 20 e&%@ @
Grass, green %{i %;}ter cgﬁégn ¢ @© § N
material and hay gl&) . L S N
N
Amid0s1.11.fur0n- %, %\} co@ditigs\& U%o 729 <-18°C KCA 6.1/04
guanidine Wheat @ ar@g starch “final r )
Q
o gEenr e S
N & N
Whégs straw 'S «Q @
S TS R
: § §

@ o
CA 6.2 \Meta@ism, distrib@ition and eg@sion of residues

S S TR O TS " . .
Metabolism, 1s£rf’®t10n anil expl@swg Q¥ residies were studied in plants and livestock with
amidosulfuron. &\ >

D
CA6.2.1 & D@bol@, dg@ butien and expression of residues in plants
S © >
@ (g
OriglﬁAnn@H dosSier @ ©\
K Y

5 RN . . .
In the original x 11 dessier, ﬂ% plant metabolism studies were performed in wheat and flax. The
studies were pfgsented in"the Tigr 2 summary document on the active substance, Section 4, Point 6.2.
No supplementary bolism studies in plants are considered necessary.

@
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Studies submitted and evaluated for the first inclusion of amidosulfuron on Annex I:

Cereals
Report:
Title:
Report No.:

Document No.:
Guideline(s):

Guideline deviation(s):

GLP/GEP:

Report:
Title:

Report No.:
Document No.:
Guideline(s):

Guideline deviation(s):

GLP/GEP:

Report:
Title:

Report No.:
Document No.:
Guideline(s):

Guideline deviation(s):

GLP/GEP:

Report: @©

Title:
N
Report No.: &@
Document No.:
Guideline(s):
Guideline deviatin(s):
GLP/GEP: ,

Report:
Title: S
Repoi~o.:

Document N%@

Guideline( sﬁ%ﬁ

Guideline devi 1(1
GLP/GEP:

§

O 045859

\© Mz&ss oﬁ @ %

ke 6.2.1/01; |, <9 1-123006-

01-1

Hoe 075032-14C Residue determinations in wheat (Triticu @{sli\ um) after

application of 0.05 kg active ingredient/ha in a post- emeige t treatiént &
@

A40402 S) @) 9
M-123006-01-1 SN N %@
US EPA, Subdivision O, Section 171-4 . &@ N & @
not specified @ AN Ao

o % e
yes % § AN @

%\
N 9
kca 6.2.1/02 T : 1@3 M@605 06& S L A
Addendum to Report CM032, U@b 14¢, Residyg lun@lons @V heat
(Triticum aestivum) after Ap )Qmuonoo .05 | <$ tive % Ldl ont/ha in a@%
emergence Treatment Investtg llons&ﬁhu R@\dugs in Wheat @w @@

A51696 %S
M-132605-01-1 oY Q© © CAN
S v

KCA 6.2. 1/0
Muabollsm in whe ‘9\9 Swodel,s
075032-1

Awl(ﬁ()\ @ & @ @ @\
551- m& 2 IS
@ @ N

@2004' 234958-01-1

/88 o, echst AG Residue determinations in wheat
(,dli()ll ot 0.05 kg active ingredient/ha in a post-
metabolites M3 and M4, found in forage Hoe 075

%@&Q&

F 1988; M-121145-01-2
sldf@y naviour and metabolism in plants Hoe 075032

M@ms&{

ata on l 1€ 1€

044583
@f@ 5K

llO
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Flax (linseed)

KCA 6.2.1/06| . 1997; M-142293-01-1

M-142293-01-1 &

@
AN

S @ o ©
O @
The metabolism of amidosulfuron was investigated in flax at the no&@l rate %30 %ﬁ./h@d an
exaggerated rate of 90 g a.s./ha. ['*C]-residues in seeds W@I‘%TOW the limi&§dete(@)n. Ataturity
residues in treated foliage were low with 1.164 mg equiv: /kg ay Q. After ays cSidues had

already declined to 0.191 mg equivalents/kg in folia%?nd Q\l 4 mg e uivalents/kgGn immagure
capsules. No detectable residues were found in seeds % rvestiat the ndinal apidthe e@gera ate.

More than 85% of the residues on foliage are compriggy of h@y po@' com nts. ¢y @
o % &,

The metabolism of amidosulfuron in wheat was ist' d usi o}the 2 14C—pyyl—l@e led active
ingredient. The wheat plants were treated at $aﬂy ring §tage at @rate of 0 g ha. The total

radioactive residues at harvest were low, Since e@l afteUtreatniont atithe ex rated rate of
50 g a.s./ha these residues did not exceed 8006 mg/kg in n and 0.1 mgZkg in straw. Identification
of the extractable residues in grain was Jot pos&e duc%o theremeﬁvlow centration. All the
metabolites detected in wheat were als@md@ animal%letabc\gg m s@es. &

> el @© § N
"AIR process" - new study Subiﬂ{?@d é}ﬂ > S N

o R S
P@@S (Augria) inDecember 2010 during the post
uro @s,ontai@g for%ulations.\The Qhclusions of the former RMS are
end @-Q ohﬁ%ae 3, Aynex BZfAddéndum to monograph prepared in the
1l data)@®ev. @ﬁbruary 2011).
S QO

The following study was s
Annex [ review of amido
compiled in the DAR
context of post Annex

> %
Report: @ KCGAS.2.1/0 K : 2010; M-123006-02-1
Title: © . Hod 075@ ‘§=7 on] - Residue determinations in wheat (Triticum
N Qestivum)aft 0k ot 0.05¢g active ingredient/ha in a post-emergent
&@ &ﬁeatﬁn&nt @ N A S
Report No.: © cmMiigs © L
Document No.: = -123006602-1 N
Guideline(s): > Epﬁgbdiv@on 0, Seation 171-4
Guideline deviatipn(s): @not spékified Q

GLP/GEP: ‘é\ & yeé & XS

A
In th@umm@n u%te of th&metapptic pathway of amidosulfuron in wheat is presented, showing
a reasgignmengpf the cturgof a abolite in wheat straw and wheat forage.
&P E :

In the initid EU ossie&ﬁm 2@3, the study CMO032/88
_ ; M—@;OO@;&J—I) and an amendment to this study ( . 1993; M-
132605-01-1) were mitted. A second amendment to this study ( ; 2004; M-
234958-01-1) was Submitted during the preparation of the DAR. Since then it was shown that a
metabolite of amidosulfuron in wheat forage (M1) and straw (P3) was originally attributed to an
erroneous structure (AE F128870, Hoe 128870). This is due to the reassignment of the identity of a
soil metabolite that had served for the identification of the fore-mentioned wheat metabolite.
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For provision of a complete overview of the metabolism of amidosulfuron in wheat, all respective
information from the basic study report, two addenda of the former study director _and the
re-attributed metabolite structure are compiled in an amendment, presented below.

Summary

A metabolite of the sulfonyl urea herbicide amidosulfuron in wheat forage (M& and straw (P3) was
originally attributed to an erroneous structure (AE F128870, Hoe 128{% (]
_1989; M-123006-01-1), based on comfarison Qf\reterW—
with a metabolite isolated in a soil metabolism study of *C-radiolabelle midesylfuro .
1989; M-122934-01-1, A40368; KCA 7.1). A repetition of the soil me@?)olisom@?udy ved %ﬁ this
soil metabolite had to be re-attributed unambiguously to@ﬁother%truct&r% (i.e.Gmidosylturon-
guanidine, BCS-CO41839) using the nowadays avail @state@f thésart, ly sti%etroscopy

methodology (LC-MS/MS; | . 2010; M-366012@ -1, St\L@y Ne | 125§ 9-%@ .
N @ N
The amendment provides: & @@ @ S} @© >
e An update of the study title including the %ﬂmoﬂ@ ame “Amidostilfuron? of the item.
e An update of the structure of the forage m ab@ Mly\b?ing iientical@ strdgy metabolite
P3, as erroneously shown in Figure {:’}v e firsbaddendym t%@ort CNID32/8
e An update of the metabolic pathway© amid(@llfurn wheat as p@en‘ced@? igure 5 of the
second addendum to report CM032/88 & <) @
e A table of the composition of. idosu@uron%idue@ﬁ for@ and@aw previously not

provided in the basic study g@ an%> fhe tw%gd ené&.\g @\@ @@
Amended Figures 2 ‘\& O O
The identification of an amid@% uroxéﬁetab&lite in @%:eat (

_1989; M-123006-01-1) \@s condurted bychromatograp omparison of the metabolite
“A” detected in a soil metaléf 1@/ . T989; - 229%— 1-1, A40368; KCA 7.1.1.1/01).
Since some minor soil m unidéiatified in the ioned soil metabolism study, the

; M-366012-g1*1, 1749-9). Apart from other soil

study had to be repeate
metabolite was obsefed. Thproportion of this polar metabolite

metabolites formed, a @ore pol
gradually increaseth timesto ge%@?aj or 0% pli n all four soils used after 10 — 20 days
; 1989; M-122934-

of incubation, as already giserve h t rmer3Gil metdbolite “A” (|
01-1; KCA 7.1.T% /OI)KQIthou%%ye s separation cgnditions were applied in the new study
(_@O; @601@-\01-1) agyn thesformer s& of | 1989; M-122934-01-1 (KCA
7.1.1.1/01), the elutign time&»f con@pon@di@’ metabelites were slightly shifted due to different
chromatographic, &quipment. Hm@ver, th@}’eque@e of metabolites remained the same and no other

major peak appeared i@@% cortéspondi regiofidf the chromatograms (10 — 20 min).
© v

Therefore, @s suggted that the tingo@y growing polar metabolite in the study of ;
2010; M<366012-03-1 is i@ntical With theformer soil metabolite “A” in the study of : 1989;
M-lZ@Ol-l CAgj.1.1.1/01). It@go-eluted with the meanwhile synthesised amidosulfuron-
guanitine. T iden§§> of t@%struc could be confirmed unequivocally by HPLC-MS/MS using
electrospr%' nization in the _positive and negative mode. Consequently, the structure of the
former soil mete “%’\has nowbeen re-assigned to be amidosulfuron-guanidine:

V

°

@ ’ H.C EHE H H MH
v e AT

0000 0 NH

Amidosuffuron-guanidine
BCS-CO418239



Bayer — Crop Science Division Page 25 of 99
2016-05-31. rev. 2016-10-14

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

As a further consequence of this re-evaluation the wheat metabolite P3 in straw and M1 forage also
has to be re-attributed to amidosulfuron-guanidine, BCS-CO41839.

In summary, the major residue components in forage and straw following post-emergent application of
4C-amidosulfuron to wheat are compiled in Table 6.2-1.

Table 6.2-1: Residues of amidosulfuron in wheat following foliar application aé@ate of 50 g a.s./ha

. . Forage S G C@\m ¢
Designation 14 DAT *) @NT S&Q 97 BAT @7
TRR (mg equ/kg) 0.085 @0.100 @7 | =0.006 &
SRS
Residue components in % of TRR @ecalcudsted) - °
Parent Amidosulfuron @ N
(AE F075032) ) @)@2 S f)@ DN @\1@ g& °
AE F101630, M2 in forage, %, v Q Q>
Desmethyl-amidosulfuron P4 in straw 2 Q 18'@@ @ 4()@@ < n{.@
BCS-CO41839 MI in forage | S LS S @
Amidosulfuron-Guanidine P3 in straw Q A > g @
. W3 | A48 na
“A”ina forr@a NS Q" *° Wy @& )
soil study\y Q m@ 5 D, S
AE F119002 N A @
2-amino-4-hydroxy-6- M4 in&rage § @f@l N . Sad. @@ n.a.
methoxypyrimidine Q) S @ A RS
unknown @) S | 58@ n.a.
o .0 &@ -Q SES)

*DAT: days after treatment; **n.@; not d@ted 5% g no&é»naly&&) N

IR
Based on the upper discussggn the&tabm%@pat v\\'v%y of idos@@on in wheat has now to be

updated as presented in t 1gur isu dated rf}egaboh ¢scheme is replacing the incorrect
pathway presented as Fi @1 th '1% Summary of Residues in or on
Treated Products, Foo dFe orA 1osu1furon C A%E 75032,

&
& ) $
@©§@§©

%
R
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Figure 6.2-1: Proposed metabolic pathway of amidosulfuron in plants (revised)

CH, H

'° H  H, HN. N sn. oo
H3st/N\s/N\n/N\(N\ O~cH g | CH,
ZANNRZAN | 3 o N
O o0 o0 O No _— —_— %@ =
idosulfu AEE099093N, 0K
AEF075033 O\CH3 @Eea %@ CH, 2
@Hmoe@ &% §9
/ \ @6 h Q\\ © v
N T @%’ O
Q" 5N
CH, N 3 c%;y\ H @i\> ©\ ©©€@ é\ﬁo
l H H H.C. -
e e e Sk ST - iy iy S SR
ZA\NRZAN o O% O & N> @ @
e & & OH O
. o @ etabolite or P v
Metabolite M1 or P3 A Ami ‘Ziglfu @
= Amidosulfuron-guanidine %& g Aérget : 61% oml(%@u Ton, @@
= BCS-C0O41839 Q @— b ©\ (S
O o £,5 @
© BN o @/ < . ©
o N O Q) N
7O NN >
NS AR 7 YCHY
é” Q O OSINL . L&
S @ N\
ESE AN ORI NN
& 9 SN
©© @ é\” Me@?> lit Y
olite
Bo@d es@? @ = EFI@& * denotes the '4C label
S . N N) ly detected in early
@ % @@ N 0%@3@)
A @Q S T

Conclusion N %, @ <
Following a re&e%ition @ a sofi@netabolism stuy, the identity of the former soil metabolite “A” has

now been ressignedZto Aniidosulfiidn-guanidine: BCS-CO41839. Consequently, the identity of
metabolite @ in witeat stréw and Wl}6§§rage has to be reassigned to Amidosulfuron-guanidine
as well, %me thb@il met4bolite @@’ seryed for identification of the wheat metabolite.

S e & o &F
@QQ@\©
« &
S
@
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CA 6.2.2 Poultry

Original Annex Il dossier

Studies submitted and evaluated for the first inclusion of amidosulfuron on Annex I:

%)
KCA 6.2.2/01 | .; 1991; M-130150-01-1 &@
T o
S & o
M-130150-01-1 . . N)
@© s . \\ @% N
" § N AN
&’ N © e
@ S L A

The livestock metabolism of amidosulfuron was @Vesn@%’d 1 ying @s @_,@ stu were
presented in Section 4, Point 6.2.2 and 6.2.3 of th@&nnex{ stu dégs w elé}deem

for the AIR process.

S

v § &S & & g
2-"C-pyrimidyl-labelled active ingredient @ orallQadm ered %t dosé-rates Q@alent to 10.7
ppm in the diet (hens). Amidosulfuron wasg wn{o ber y an@jefﬁmeg; excreted. The levels of
@

radioactive residues in eggs, and edible @%&ues vidre Ver@ow Q‘; indiCating th# there is no risk of
accumulation of amidosulfuron res1 in @od of ‘Snimak gl n@he m@jor identified residue
component was parent amldosulfum@ S i

N
N @)
% é}j ° % @© § \°\
N ®© & %@9 R @@

AN

o &
CA 6.2.3 Lactating %mlnan© & . %

Original Annex Il dossier N INS
& & 0O o D
@ N
Studies submitted andﬂ%luateﬁl or the first inclusion dfimidosulfuron on Annex I:

)

© S O

©© K@% 2. 3, 19&1%4-1@-01-1
o\@ O\ ©© Q @

S N

R
&> XN @ é%
g &
S & &
@@ KGN 6.2.30Y) . 1991; M-232270-01-1

The livestock met@ism of amidosulfuron was investigated in a lactating goat. The studies were
presented in Section 4, Point 6.2.2 and 6.2.3 of the Annex II. No new studies were deemed necessary
for the AIR process.

2-"C-pyrimidyl-labelled active ingredient was orally administered at dose rates equivalent to
4.75 ppm in the diet (goat). Amidosulfuron was shown to be rapidly and efficiently excreted. The
levels of radioactive residues in milk and edible tissues were very low, thus indicating that there is no
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risk of accumulation of amidosulfuron residues in food of animal origin. The major identified residue
component was parent amidosulfuron.

CA 624  Pigs &

A pig metabolism study was not conducted, since metabolism followed cogﬂrable pathways in all
other tested species (rat, dog, hen and cow). N AN S
$ B G &
o @ S
. S S S
CA6.2.5  Fish @ N O
S N A LS
Since no residues above 0.01 mg/kg were found in cerea@‘am arfdno %&%umulgi@ is t@e expected
in tissues (log Pow < 3), the fish metabolism study is no@equme\\ga“ @ @@ éxg ‘
O &F o & O
RN & @3&@
CA 6.3 Magnitude of residue trials 1n%lan@ w\g\ &

Amidosulfuron is an herbicidal active substa§ 2@ the@@rfgmagkAn 11 dossg@vas submitted
(&nseed)

to Austria. In that dossier, uses on cereal adog& and p re were supported with

residue trial data.
Some new studies have since been co@ ted 1th amf%tosul n1ng @nulatlons for use in
cereals, grass and flax which are the '"& §;ops @gpport the 3 @ess

The Residue Trial Tables can be @gund i %Ehe docﬁ’nent b@ow @@y m&l%l%e the supplementary trials
presented in this dossier in support &e foﬁ@ulated@roduc@hat \@re not already presented and
evaluated during the Annex L@lclusi@f an@sulﬁ&

Report: 6 3 061@
Title: 1 u @ 41 tables’ Amldo lfur - AmldgsulfuronWG 75 (750 g/kg) -

u em ntary&emdue tigls Nor@m znd Southern zone
Report No.: Q ©

. Q616- 0%
Document No.: 16 @ §
Guideline(s): o ulati C) @ 07/@

ectlon 4, Poin
Guideline de@ﬁon(s non @ @ @\

GLP/GEP: . MO N
S v Q)
o SN NS
@ N &
CA 631 Ceg@l s & .0
Studies &%ﬂmm‘e@d e&jluated for the ﬁ;sst inclusion of amidosulfuron on Annex I:

In the Or1 A@x I @%sswr. @ total of 21 residue trials were submitted for the uses of

amidosulfifren on cereal v Eur, @e and evaluated. The application rate corresponded to a single
application of 3@°g ha c@amldos furon at growth stages between BBCH 37 and 49. Two trials were
performed w1tpp tion raté¥of 45 g/ha, 3 trials with application rates of 60 g/ha and 1 trial with
an application rate 0 g/ha. Applications were made in spring in order to cover the shortest pre-
harvest interval (PH#F). The trial locations were spread over main growing areas of the EU Northern
and EU Southern zone thus covering different soils and climatic conditions. The same WG
formulation (AE F075032 00 WG75 A1) was used in all the trials.

Samples were taken for analysis at harvest (growth stage 89-92, fully ripe). Additional samples were
taken in a variety of trials at the day of application and at interim growth stages in order to determine a
residue decline. For data gathering purposes, the samples taken from these trials were analysed for
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parent amidosulfuron and in many cases metabolite AE F101630 using method AL-010/91-0 with a
limit of quantification of 0.01 mg/kg for grain and 0.05 mg/kg for cereal shoot and straw although
residue definition was defined as parent only.

For amidosulfuron and desmethyl-amidosulfuron, maximum storage periods of samples are covered
by the storage stability data. For five northern trials, the periods of time for whiép straw samples from
these trials were stored prior to analysis (819 - 865 days) exceed the maximug@@overed by the storage
stability data (720 days) for both analytes. They are, however, considered:xalid aﬁ:l%ére isho known
instability for this family of compounds and it is very unlikely that degr@ion in&traw would r
between 721 days and 865 days. @ @7 &% é&
SRS
Reported results correspond to residue trials conducted at Elq;@ntend@ apploi%}ion w@@%m gtha).
)
Table 6.3.1- 1: Summary of amidosulfuron and metabolit@@ﬁ F]@SO reg@ne da@rom al trials”

(Annex II dossier) é& > - @@ R /@@

@rm&h\ N S R@due le¥8l (mg/kg)
Applicati t LT D 9
ppiication Analyte Sample mater@a 5 Qn* | @ S
Rate (g/ha) & BBCH [)(daysy, o, Min @@ax. Median
o code)fjg @
Northern Europe S O @ S f@
Shoots withdut ears, | 71 [« 16-325G)"10 V@‘f)s <0.05 | <0.05
, crhars, O | D AV 16y | 5 Z0.05 | <005 | <005
Amidosulfuron N O @7 5
oy St 92 o4 fo | <0.05 | <0.05 | <0.05
30 g/ha at S Gr & %9 Q187 | 9 | <0.01]| 0.012 | <0.01
BBCH 49 < Shootsewithoutieaid | «« 71 @) 16-387 10 | <0.05 | <0.05 | <0.05
4 2]
A Ears(y 71 N 1682 | 5 | <0.05| <0.05 | <0.05
AEF1016 3 - ;
SO s o0 | 6487 | 10 | <0.05 | <0.05 | <0.05
I=4
O Gain %, | @ 4@e4a-87 | 9 | <001 | <0.01 | <001
Y \W)
Southern Europe @ DS N & &N @\J
9 O&© 0 shaot> ) 51-557 | 10-13 | 5 | <0.05] 031 -
> lf%& Sifav 41 | 6375 | 6 | <0.05| <0.05 | <0.05
su lii@’ll
3%%%? O @ Qorain © | %$791 | 6375 | 6 | <0.01] <0.01 | <0.01
S _ _ ]
71 SRS N\@@ Shod€) &y 5155 10-13 | 2 | <0.05 | <0.05
AE F10 Sigaw 91 63 3 | <0.05 | <0.05 -
e SSrain A 1 1| <001
\x)% A @ ain . & 9 63 3 |<0.0 0.0 -
* n: number of samfles Q Q N
& &

At hé@st, regiglues o@%rentﬁmidos uron and its metabolite AE F101630 in all cereal commodities
were below the lindi® of tiﬁc&t (grain: 0.01 mg/kg; straw: 0.05 mg/kg) except in one trial
Q

(0.012 rng?l%g inin). 69
e >
3
v
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Report: KCA 6.3.1/01 | EC . 1992; M-136438-01-2
Title: Hoe 075032 - water dispersible granules - 75 % (Code: Hoe 075032 00 WG75 A104)
Investigation of residues in winter wheat following a single application of Hoe
075032
Report No.: A49846
Document No.: M-136438-01-2
Guideline(s): BBA: @@‘7)
Guideline deviation(s):  -- & N
GLP/GEP: yes § ) ©& %
@
Report: KCA 6.3.1/02Jl7; 1993; M-131103-01-2 @@ @%ﬁ % 2o
Title: AE F075032; WG 75; wheat, soft; Germ@& BBAS N é %Q
Report No.: A50063 @ WD o
I N N R S
Document No.: M-131103-01-2 RN Q ' Qp R
Guideline(s): not specified @© N %}OX ©\ Q@ %, o
Guideline deviation(s):  not specified 2o @§9 @ Q @
GLP/GEP: no O ¢ @ @ O @
> N LSSy @
Report: KCA 6.3.1/03 |l 1993 -1 012> 'S QS @
Title: AE F075032; WG 75; wikat, softsdsermangyBBA © @y N
Report No.: A50064 S Q O K S @@
Document No.: M-131104-01-2 o & @Q % @
Guideline(s): not specified & QO @ L S @
Guideline deviation(s):  not specified @ N @ Q\ @@)
GLP/GEP: no o ©@ o & O o
< Q X @
Report: KCA 6.3. /04 ) 199 @ 136449-01-2
Title: Hoe 07 wa &1ble gre 1les - &6 (Code: Hoe 075032 00 WG75 A104)
Investigation o@:ldue‘@ “mtmye followinhg a @le application of Hoe 075032
Report No.: A49RZ AN . 9 @
Document No.: 440& -2 S %\
Guideline(s): @ N
Guideline deviation(s): @ @ @
GLP/GEP: @@ ‘es @& é\a Q® @
Report: o o 30 ; 19@4 1307% 01-2
Title: o %E FO75842; W Y mm@ BBA

Report No.: @\ @Aél()@%]
Document @ M-1@D745- 0@2

Guideline(s) not specifig @} K

Guideline dula‘g&&és) @’E spc@ &
R

GLP/GEP:

5 & S,

Report ® K@&&l ;1993; M-131107-01-2

Title: @) AE F075632; W%@: oats; Germany; BBA
@so0eg

Repor@
Document T\%@ §)>M 1 7- 01@
Guideline(sx,,

no‘@euh$
Guideline deviatig \ @Mpcuh
GLP/GEP: v& n Q
3
@



Bayer — Crop Science Division

Page 31 of 99
2016-05-31. rev. 2016-10-14

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

Amidosulfuron
Report: KCA 6.3.1/07 . 1992; M-136437-01-2
Title: Hoe 075032 - water dispersible granules - 75 % (Code: Hoe 075032 00 WG75 A104)

Report No.:
Document No.:
Guideline(s):

Guideline deviation(s):

GLP/GEP:

Report:

Title:

Report No.:
Document No.:
Guideline(s):

Guideline deviation(s):

GLP/GEP:

Report:

Title:

Report No.:
Document No.:
Guideline(s):

Guideline deviation(s):

GLP/GEP:

Report:

Title:

Report No.:
Document No.:
Guideline(s):
Guideline deviation(s)
GLP/GEP:

Report:

Title:

Report No.: -
Document N @
Guideline(s):

@ not ecified

Guideline deviationts):

Investigation of residues in winter barley following a single application of Hoe
075032
A49539
M-136437-01-2

) @@

yes $ @ & o
KCA 6.3.1/0S|l.; 1993; M-131105-01-2 @@ @%ﬁ % 2o
AE F075032; WG 75; barley; Germany; @A AN '~ é %Q
A50065 @ o o\\ RN
M-131105-01-2 LN Q & o R

not specified @© N LN ©\ Q@ %,
not specified S @@%ﬂ @ @ Q N
no @ @ @ @ @) @
KCA 6.3.1/0 R ; 1993% 3@6 01@%\ & Q @

AE F075032; WG 75; b y; Ge@my B@ S) oS

A50066 N S @@

M-131106-01-2 o & @@Q % @

not specified & N @
not sgumcd % N @Z)@ N @@)
no @Q &) & °\© @
@) \ % @) Q> s @)
KCA 6.3. %0%’ 93:M-132548201- 2&© N
AE FO7Q % vhgat: ltalyghBA - Q
Ail( 7 RS O
%558 01@ O N \f@ O\@
n ecifig
ﬁptu@@ VCQ & @@ &\%
7
.3. 1% 993; 34 25 @91-2
07550 whesz taly
%51638 @
-13@59 o§@ \ %@

g spcuf@l &@2\ &

GLP/GEP: % Q)
oS

Report: b\ @ KGA 6.3.1/1 93; M-132560-01-2

Title: Q AEY075038) WG 7§ wheat; Italy; BBA

ReportN% @) @?Ii 539 © %

Docu 0. 0-01

Guide S)a @ not sé‘%hed -&

Guideline dgyjation(s) no‘@euh&

GLP/GEP:

&

Report:

Report No.:
Document No.:
Guideline(s):

Guideline deviation(s):

GLP/GEP:

%KCA 6.3.1/13R.; 1993; M-132561-01-2
Title: §

AE F075032; WG 75; wheat; Italy; BBA
A51640

M-132561-01-2

not specified

not specified

no
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Report: KCA 6.3.1/14 . . 1996; M-139751-01-1

Title: Amidosulfuron water dispersible granule 75 % Code: Hoe 075032 00 WG75 A110
Determination of the active substance at harvest following one application of
amidosulfuron in wheat to establish a maximum residue level. European Union
(southern z

Report No.: A55871

Document No.: M-139751-01-1 @@

Guideline(s): -- & N

Guideline deviation(s):  -- § @ é &

GLP/GEP: yes QN %, % %@

@

Report: KCA 6.3.1/1 S ; 1996; M-140795-01-1 \ $ >

Title: Amidosulfuron water dispersible granul@{WG) g/k ( de L%Q ()%i?kf()
WGT75 A109 Determination of Residyes of llc§ 0 0 f@h MFBgmum
Residue Level following one appli& in Byrum %}‘: at ©\ Q@ %, °

Report No.: A57035 r %\j, @ Q N

Document No.: M-140795-01-1 O &) @ @ @) @

Guideline(s): -- Q& N . % AN @ @

Guideline deviation(s):  -- Q\ %\ & IS @

GLP/GEP: yes R N) < Q N

@ @ % S @@

Report: KCA631/16- 3,%1 1317835042 %, @

Title: AE F075032; WG 3§ \m;® c@BA % @
Report No.: A50776 @ & @ Q\ Q@
Document No.: M-131783-01-2y § 2 & N\ @
Guideline(s): not specified Y . % Q K @)
Guideline deviation(s):  not spucn‘@i Ro N @) S) AN
GLP/GEP: no - O SR

S YA o K S

Q X

Report: KCAY:3.1/1 N993; Msi31784-62-2 . ©
Title: A 7502 WG @whca&(}rcccc; BBA %\
Report No.: 777 V O @ N
Document No.: < -131%84-01-2

Guideline(s): not spui[kd

SN X
Guideline dumuon(@ no, Ll[l @ @(9@ $ S
GLP/GEP:

"AIR proces@@ new A%’dzes &bmﬂt@@ \ &

O S X N
The critical GAPs wi respe@ to c@umei&mtake and risk assessment for the preparation
amldosulfuron?w 7SS W@7 preser@d in Table 6.3.1- 2.

Q
Q . ©
@@ Q Q %\
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&2
Table 6.3.1- 2: critical GAPs (and respective fall-back GAPs, if applicable) o §
N
AT
F, _ - © ﬁ @K
Fn, Formulation Application @& App tion rate p tr@ment
Crop and/ Product | Fpn Pests or &@ & PHI @%
or situation | Zone code (g; , Group of pests Q (da@b Remark
** Gpn controlled Type |Conc. method | growth numb@ mterval ©< kg as/hLL f)water L/It& a(g as/ha \&
or of as kind stage & %&,ﬂ bet‘x @ Y
dedese ations % %
I season, @ max in® max 1@ @@ax
A( A} Q " N g W) °
Winter cercals [NEU [AMS ~ |F | Dicot. weeds incl. | WG | 750 g/kg | Foliar @ &b - Q@ oggg@x 100-@0@ 0,030@9\&R (*) All BU except
WG 75 Galium, Sinapis @@ d of @% 0] @, & FRA/ITA (up to BBCH
arvensis, Raphanus Wmter@ & QX @ © 32)
raphanistrum, K % &gg\g i gof % @ @ @7@
Capsella, Cpeectation, 4 A o
AMS  |F | Myosotis, Scandix, |WG 1@0%ke Fol@\) 13-49* 1 ©® o [Qov37s- @@Aoo 0015  |NR
WG 75 Tordylium, @ﬂ Q n©<% @\ 0.015 @@
Ranunculus, @ @Q inter, 3 b% & @ . @
volunteer oil sef@@ g S @ beginning Q N\
rape and sunﬂo % of \{ - 5
/(.\\Q% e N Ve@ation A o @@
Spring cereals | NEU | AMS F Dic%i;&veeds in WG 'ﬁ@ﬁkg Fol 12-49* ©% % ﬂ} 0.00375- 100-400 0.015- NR (*) All EU except
WG 75 Galium, SIN@& K b 3&% @@& 0.03 0.030 FRA/ITA (up to BBCH
arvensis, Raphanus 1on 32)
rap %iti%um O @@Q < x
@%[yosotzs @z@x @@ @\’ @@
Tord: b & @ % 2\&
R ulus
g (O: @nteer oil @g@ O
@4 rape a?g@lﬂower © @<

*
kk

**% F: professional field use, Fn:
professional and non-professi

NEU= Northern Europe; SEU= Southe
NR= not relevant

©

Use number(s) in accordanc® with the RehoT all intgnded GAP
Use also code numbers accordin

L

al greenh

Annex I
fessm
e use, I:

©

ope

lation

P&st B, Section 0 should be given in column 1
I@'o 396/2005
d use, Fif) professional and non-professional field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn:

Q@sor application
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New studies on the magnitude of residue are submitted by the applicant in the framework of this
application.

In this document, the critical GAP used for setting the EU MRL is compared to critical GAP for the
formulated product.

9
Table 6.3.1- 3: Amidosulfuron: summary of critical GAPs used for setting the EU D@L on cereals

o ¥ &
F.Gor Maximum \um %@ S @
Crop ’ Region Growth stage Number of HI (days
I*
Applica @g a. $§@7 %’ %Q
(07” o,
N-EU N QO K @’ Y
Cereals F BBCH 13-49 N B N NN o)
and S-EU @ o @ r\@ ,\Q (&%
*F Field; G Greenhouse; I Indoor. Q @;@ @ \J@ Q) @
& N % &

In Southern Europe, the critical GAP for the uses su@ted rg}hrs d&ssrer 15@955 crr@gzal than the
critical GAP used for setting the EU MRL. v\ﬁ N

R Q - @ &
Supplementary residue trials — Southern"Euro 9 N @

A total of 2 supplementary residue trral%re co ucte h w <?or b»él%y wimidosulfuron WG
75 formulation in Southern Europe ialQwere con cte@k?uring@re 2014 growing season. The
purpose of the studies was to dete e th@emdug@evel idosulfu eir and its metabolite AE
F101630 (desmethyl-amidosulfuron) aftego\a}\spra %phca@n of @ g a.#Ha at the growth stage 49.
This represents a worst case compared @ the 1ntend use ae app%atron should be performed
latest at growth stage 32 in Southern pe se trrgg cover use@pported in this dossier.

QS O
Table 6.3.1- 4: Number i@ﬁmdu@mls c@lucte@ith Aml%osulfu%m WG 75 per geographical region
and vegetation perlod f@

Nqugr of T@f/s 6@
Crop | Region &)rm tion* %Vege@mn pe ”E§l Report-No. Dossier Ref.
a
9 O of ST00dY b,
Wheat, E@ QO N K 14-2007 KCA 6.3.1/19 &
barley |> Wé S L& | 2 142008 20
N-EU: northern %ope -EU: s@uthern@urope™,
R S S

9 @@
Report: & § K
<

Title:
% @midosulfuron 1n@1 barley after spray applrcatron of amidosulfuron WG 75 in

@ Ssouthetn Fran

Report No.; < N 14200 ®

Document Ng.: % Mgg 6210@ 1

Guideline(s): § RBEGULATION (EC) No 1107/2009 OF THE EUROPEAN PARLIAMENT AND OF
THE C CIL of 21 October 2009 concerning the placing of plant protection

%products on the market
@7 OECD Guideline for the Testing of Chemicals on Crop Field Trial (TG 509 published

in September 2009)
US EPA OCSPP Guideline No. 860.1500 on Crop Field Trial

Guideline deviation(s):  none

GLP/GEP: yes
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Material and methods
One field trial was conducted in/on barley during the 2014 growing season in Southern France.

The formulation WG 75, a wettable granule formulation containing 750 g/kg of amidosulfuron, was
applied once with an application rate of 30 g/ha amidosulfuron and 300 L water per ha at growth stage

49. 9
@

Samples of grain, green material and straw were taken for analysis at th&%ay reatméot and at
various intervals up to 65 days in order to investigate the residue in barle es were anakysed
for the parent compound and its metabolite AE F101630 using metho@ Sfé&me@E 0 09-
02) with a limit of quantitation of 0.01 mg/kg. @ @ %

@ @ °\ o\
Findings: % AN @’ o

- Method performance: Mean recoveries were within th@cce able ran%of 7(@10 %RSD <20% as
shown in Table 6.3.1- 5 and Table 6.3.1- 6. They Va@a‘[e the@mdy results @@ ©© §

° B
Table 6.3.1- 5: Recovery data for amidosulfuron Q \ S @ @

\&J
Crop / Sample FL ° ean@ue @SD 4 LOQ
material [mg/kg] Single ég [@ @ %l N [%lﬁgb [mg/kg]
%
barlev / o 0.01 o4 94, 96 O | X9 D] L2 001
Yy / gram 1 ] ] 1H \Y9) - 9 @ 5 .
0.10 L98; 99; & v 9 | &
Overall reeoyery (5 6) Q] 97 [0 2.9
0.01 96:98; 106 e | ©100 ] 53
barley / green L D ] )
el 0.10 N @i@% 102; 104 ¢ 9) 19\% 2.0 0.01

0t o W93 - o & ]

Q@ @vera\@cove@(n =7 S 100 4.6

ogp | @ 89:96:9% o7 {94 43

barley / straw 4o o8 94905 &0 B o4 0.6 0.01
Y 2 v S ] ]
RN @vme%ﬁ recovery (n =) 93 3.8

FL= Fort1ﬁ%€§§1 levek RSD =*Relativ @ndar%cwatl@OQ Practical limit of quantification
Fortified with am1d0@"uron (@ermmg@as amidosulfuroir’and calculated as amidosulfuron
These recoveries ‘@% perfarmed %@g the &@pduct éjhe study 14-2007.

o O
o &s s
& &4 s
&%é%@%\
" &
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Table 6.3.1- 6: Recovery data for AE F101630

Crop / Sample FL . o Mean value RSD LOQ
material [mg/kg] Single values [%] [%] [%] [mg/kg]
0.01 92; 96; 96 95 2.4
barley / grain 0.01
0.10 95; 96; 97 96 &).0
Overall recovery (n = 6) 95 O 1.8 .
barley / green 0.01 98; 99; 104 100 &Y 3@ o, 01@@
material 0.10 97; 101; 103 1097 | @0 NS
)
Overall recovery (n = 6) @ 1%0 S 2.8 © 2,
0.01 98,103;103 x| oolole ] 287 | w0
barley / straw 0.10 105,105,105 @ S 103> | Sp0 é@ o&ﬁ °
«
10 % @ A & @-o &
Overall recove Q N . 102 S @% @

FL = Fortification level, RSD = Relative standard dgviation, ical &t of q tlﬁca@%j
Fortified with AE F101630, determined as AE F1 0 an cula AK 01630 @
OO

These recoveries were performed during the con@ of the s dy

- Storage stability: The storage perio Q&ﬁ deep- @()mnﬁample@)r a%tgosul @and its metabolite
AE F101630 ranged between 368 an@ da@nd a% coveréﬂay the rag bility study.

© %
Use patterns for the trials condygted on‘i%grass are hsted@iﬁ fe6. 3% Residues of the parent
compound amidosulfuron and s metabelite AF@IOM?@jare suéurlsed elow in Table 6.3.1- 8.

- Residue results: é\” S) K/ O\ f@ ‘S @
No residues above the LQ&of 0. (@%ng/uld e dete%gd n an‘y%f the control samples.

Table 6.3.1- 7:  Actugluse patt%rn of Qsmue trials con@cted@@pn barley with the formulation

amldosulfuron WG§
IS @ > &, <

Study, e Q z@ R S A S Application
Trial No., ; ‘Zoﬁ\; ¥ A @ Water | Spray

. . 7\
Trial SubID@ Crgp Variety C%éry NVFL No | Ke/ha | kg/hL | © o val | Gs
GLP, O @ | © N (as) | (as.) (Lha) | (days)
Year N P e & y
Southern Europe QD K N Q)
14-2007 . 9 ley So @@75 1 0.030 0.01 300 - 49
14-2007-01 @\ Limpid-Wiater ce
GLP: yes @ Barleé®) @) ‘
014 S (O o O X
FL: F ulatlo@ 0: nunaQer of a llcatlons a.s.: active substance

GS: grow th§@e(BB@I 00(@1 apph on
&5y
&
(g
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Table 6.3.1- 8: Residues of amidosulfuron and its metabolite AE F101630 in/on barley, treated with the
formulation amidosulfuron WG 75

Trial No. Residues [mg/kg]
Country, Sample Growth stage
GLP, material (]ssa]?nC}llizlat DALT (days) amidosulfuron AE F101630
Year pling ©
Southern Europe O
O\ &
green 49 0 0.30 @@ %@N <09 @@
14-2007 1 material 75 35 <0.01 01
14-2007-01 . &@ v &%9 §
Gligil yes | grain 89 65 a7 <001 . O <01
) Ry
straw 89 65 ) OQ92 KK \@ @01
@ X RN MR-
DALT = Days after last treatment @ @@ @@ © K
O a
Analyte: Final det@mnat&n as: o Residues cal Q ted as:
amidosulfuron a@@gdosulf é}a mldo ulfuron
AE F101630 ®@E F1 Q@ & A 1630
@
Conclusion @f@ & Y @
One supervised field trial was conduc@ barley% outhén @pe dusirtg the 2014 growing
season, under similar application con@l the @en (&e pattern witlizhe Amidosulfuron WG
75 product. S) 0
\ ©) &© \\
The formulation was apphed onte w1%@a appl&atlon tOr\q@'@ of 30@ha amidosulfuron.
: 9 L
This trial was conducted a dm QQ}L o °\ °\

\

Residues of amidosulfyson anc&& F101Y~0 in gral § grlal and straw are summarised below.
1

At harvest, residues gf’parent were Q’) in grain. In straw residues of parent
were at 0.012 mg/k@nd r@dues ) Q of 0.01 mg/kg.

o\@ \@
Report: &@ §‘KCA§Q3. 1/. 1¢

Title:

X [l 2016; M-546213-01-1
B f the ré8idues ofe mldosulfuron in/on wheat after spray application of

&\ 1d0sulf@)n WG@ in Ita@

Report No.: %, =200

Document No.:& @M-546213-01-

Guideline(s)&\ Q@) REGULATI@N (EC) 1107/2009 OF THE EUROPEAN PARLIAMENT AND OF
Q T (0) L of*2] October 2009 concerning the placing of plant protection

% @) roducts §ndthe n}%
§ @ & ECD,Guidelx the Testing of Chemicals on Crop Field Trial (TG 509 published
Q < In Sepiginber 9)

2, USEPA O@J’P Guideline No. 860.1500 on Crop Field Trial
Guideline deviatig .\\ @e
GLP/GEP: %y s @
One field trial was @&ducted in/on wheat during the 2014 growing season in Italy (Southern Europe).

The formulation WG 75, a wettable granule formulation containing 750 g/kg of amidosulfuron, was
applied once with an application rate of 30 g/ha amidosulfuron and 300 L water per ha at growth stage
49.
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Samples of grain, green material and straw were taken for analysis at the day of treatment and at
various intervals up to 66 days in order to investigate the residue wheat. The samples were analysed
for the parent compound and its metabolite AE F101630 using method 01325 (former BE-002-P09-
02) with a limit of quantitation of 0.01 mg/kg.

Findings: 9
- Method performance: Mean recoveries were within the acceptable range of i@l 10 %, RSD <20% as
shown in Table 6.3.1- 9 and Table 6.3.1- 10. They validate the study results_ @\o N

@Q Q @@)
Table 6.3.1- 9: Recovery data for amidosulfuron @ @%ﬁ % %,
Crop/ Sa.mple FL Single values [%] @6 Mea{}\al?“ ROSD© LG@[\I;g/kg]
material [mg/kg] /{\@f %] W S @v
0.01 3478 o KN 7%& SE é@ %
wheat / grain 0.10 72,7579 S K C5 19479 @1
1.0 77T A N L & = @
Overall recoverﬁn § AN s 25 - @
0.01 88; 9257100 6.5 .$
wheat /green | 1 7@,§ 85 - f@w@ %%Z @j ;77@ @ 0.01
material & > ® @ @
1.0 S 72 & » i | O
Overall regovery (e57) O] 85 (115
0.01 Ty o) | O] 21
wheat /straw | 0.0 | 0 U788 o 4L 8l 4.0 0.01
o O N g & i
(&@vera@cover@ n=7) S > 77 7.0
FL = Fortification level, = Reldive stamrd dev@ion, %@ = Pradtical limit of quantification
Fortified with amidosulf@gon, deté%minedﬁs amidesulfuron@yd ca @%ed as amidosulfuron

These recoveries we rformeg durighe co t of t{@mdy @ 008

*recovery from singleinjectj @ @
9 "\@ S Q
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Table 6.3.1- 10: Recovery data for AE F101630

C"I’Ea/tf;:;ple [mg/Ll(g] Single values [%] Mea[‘: A)V]al“e 1[‘05/0]]) LOQ [mg/kg]
0.01 75; 81; 98 85 14.1
wheat / grain 0.10 90; 91; 96 92 3.5 0.01
1.0 89 - -
Overall recovery (n =7) 89 O @ é @@)
0.01 106; 108; 108 10@@ t.1 % §a
wheat/ green | g1 89; 96; 97 O oy 46Q  “001
1.0 94 PN A RS
Overall recovery (n =@) S 1095 @.6 \@\@ ;&
0.01 8793100 ©° 9 @3 @700
wheat / straw 0.10 94,94 160" N [ 796 | R | @001
1.0 B, N &b O | @
Overall r@ery (l@ S O o4 E 4, 86@\% D
FL = Fortification level, RSD = Relative stan i devi %Pra@ li Ot%ﬁ (c)luar@icanon

Fortified with AE F101630, determined as 1016 and C% ate
These recoveries were performed during @ondu@f the study 14@08
N
(OIS @
- Storage stability: The maximu%stora \erlods;%gf deeozen@ample&for amidosulfuron and its
1
.M

metabolites AE F101630 and-anmfidosulféiron- uan1du%range§between 384 and 450 days and is
covered by the storage stability studie Pomi@ L.). @
Q ~ L9 &

RS
Use patterns for the trialg&ond on (ghass are. llsted in Tabl@ 3.1- 11. Residues of the parent
compound amidosulfur nd 1& ab(%e AE @016@re su@snansed below in Table 6.3.1- 12.

@ @
- Residue results:

The apparent re51d1§s in § coamp@wer@low T@%OQ

Table 6.3. 1- se p ttern of duet\rlals coted in/on wheat with the formulation
amldosulfu S
Study, ° e Application
Trial No., o @ o Wat S
Trial SubID, ~ Cro@riet& Cou % kg/ha kg/hLL ater| spray
G L No rate | interval | GS
GLP, < S (a.s.) (a.s.) (L/ha) | (days)
Year @ @ Q% A o y
Southerr&@urope@)U e (@) Ro
142008 at Ialy? | w75 | 1 | 0030 | o0.01 300 - 49
14- 08-%@ éﬁle @ §
GLP: y Durum wicat | ¢
2013 %, QO

FL: Formulatio Noznumbgt,of applications a.s.: active substance
GS: growth stage BB(‘%code) at application

@
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Table 6.3.1- 12: Residues of amidosulfuron and its metabolite AE F101630 in/on wheat, treated with the
formulation amidosulfuron WG 75

Trial No. Sample | Growth stage Residues [mg/kg]
Country, | material (BBCH) at DALT (d
GLP, sampling (days) amidosulfuron AE F101630
Year 9
Southern Europe O
49 0 0.40 Q 0.
green N @ @ 9
14-2008 . 59 7 <001 S | % 07 @
material @ Q Lo
14-2008-01 65 14 <0.01, <0020
Gligi yes | grain 89 66 oy <00l O < 0,01
L Ny
straw 89 66 © o<@or \@ 01 .
( /3 ) § \\,%
DALT = Days after last treatment @@@\)’ @@ (QI\'Z )
Analyte: Final deter® matl% s: % <Residues calculated as:
amidosulfuron ami .'.Q\ Ifur w;g\ & dosu ggron
AE F101630 @EFIO @) @) E F18]630
P Ny w»
Conclusion & G@Q @ o
One supervised field trial was conduct n/on @heat ifZSout Europe durjng’the 2014 growing
season, under similar application condr@ ] th@g the intended uscp @@\V t @g@eAmldosulfuron WG
75 product. Q S < °\
@ o\ xﬁ S) § N ©

The formulation was applied onc@@wth a@apphcatlon rate of 30 gtha a %osulfuron

The trial was conducted acc&dmg t@P © \% 9 @Q

o o

d B
The residues of amidos&on @ AE %%163@%11 gra@ green material and straw are summarised
below. At harvest, re@es oﬂparent and rnetaboht v’) re b@i}w LOQ of 0.01 mg/kg in grain and
straw.

Summary of 2 @jpplem@tar (ﬁs c cted% cereals in Southern Europe

Residues of a @mulﬁg n and 30 in gr in en material and straw are summarised below.
At harvest, 4¢3 due~§ par were ays of 0.01 mg/kg in grain. In straw, residues of
parent ranged bet{ n <0.0 rngég and O\O 2 r@rg/kg and residues of metabolite were always below
LO %
Results in eal gr@s are in agreénient the MRL of 0.01 mg/kg set in EFSA Journal 2014;
12(3): 3614 @11551@ Re ion (F\ 2015/1200 of 22 July 2015.
(OIS
§ o & o &
Q& N @ Q)
S < O
S
O
w
S
(g
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Table 6.3.1- 13: Residues on cereals after application of Amidosulfuron WG 75

Application
te (g/H Resid /k
rate (g/Ha) Crop No of trials| Analyte Sample material | DALT ot ‘ue [mg/ke]
Growth min - max
stage
4
. @
green material 0 & 0.30-0.40
2 amidosulfuron < f&
\W)
grain 6566 s« <Q0I @
30gHa | Wheat, straw 5, | 6366 | « 0 <0Q1-0.012%)
GS 49 barley @\JJ ) S .
green material § 0 @0.01—9\\9554
(G G %)
2 AE F101630 Ty @ g&\o T
rhin v 658 | T A0l &
&©straw@w @-66 | @ & 0.0k@
DALT = Days after last treatment, -0: before the last ap@catio& N S @
R Y
< @ O

CA 6.3.2 Pastures / Meadows ', & &) J R
&S S @

Studies submitted and evaluated for tk@s%rst @usiowg;’ ami lfuronon Ar@%[‘

ggmn@%-lv S @@ &\
e & &
O o L K
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Report: KCA 6.3.2/04 I ; 1992; M-137455-01-2
Title: Report on plant protection residue trial Hoe 075032 00 WG75 A103
Report No.: A59262
Document No.: M-137455-01-2
Guideline(s): BBA:
Guideline deviation(s):  --
GLP/GEP: no @@
% <
Report: KCA 6.3.2/05| I ; 1992; M-137456-01-2 S N @K 2
Title: Report on plant protection residue trial Hoe 075032 0 G75 &@3 @
Report No.: A59263 @ Qy % X
Document No.: M-137456-01-2 ©° A S é %Q
Guideline(s): BBA: @ IS o\\ %, N
Guideline deviation(s):  -- % @ & @ R
GLP/GEP: no K é@ "
o £
Report: KCA 6.3.2/06_ 1992@1 1369@5 01-
Title: Hoe 075032 - water dis )us1 umtﬂ‘% 75,% odc el 7~ 32 00 Wg75 A104)
Investigation of the 1cs1duas mn°mes xs ang}l\}stuu&ollo“11@1 sm(rl@ppllcatlon
of Hoe 075032 X @ O
Report No.: A59999 § LN @ @@
Document No.: M-136905-01-2 o & @Q % @
Guideline(s): - & @ ST @
Guideline deviation(s):  -- @ N @ Q\ Q@
GLP/GEP: yes @ N S @
O & L
\ o Q < o ©

Report: KCA 6.3. 7 T 19945M-137448-03-2, © N
Title: AE FOPaQ32; 50 ¥¢5; gragses; Gc1@my: Bé
Report No.: A48428 S @ %, O
Document No.: M- 1@%48 -03Q ~ 9 . N
Guideline(s): ecifi & S %\
Guideline deviation(s) §puu@ V O @ N
GLP/GEP: 9 N

S @
Report: 6.3, 2% 994; N %30 1-2
Title: 075988, "W G grass (Junu ; BBA
Report No.: N @ 5224‘% @
Document é@ 093 06@ \ A S
Guideline(s)’ not @Lcmu o
Guideline dev 1a110n(\) not specif \
GLP/GEP: % Q@l &Q é

& @
Report: b\ Q@) 6.3.2/0 I 997; M-141636-01-1
Title: Q )7503HWater«ispersible granule 50 % w/w Code: AE F075032 00 WG50 A101
% (@) Rk,%ldUL s@iv In %&shm( to determine amidosulfuron derived residues following one

chorté%o.: @

Document N\\g

Guideline(s):
Guideline dev m@s):

GLP/GEP:

1d conditions, (Germany, 1992)

)p]l 101N un
As7s@§ K
M@636 &Ll

A total of 25 trials were performed; all studies were considered acceptable. Amidosulfuron was
applied to grass land once per season at a rate of 45 g/ha in order to investigate the residue pattern.
Applications were made either in April or in September in order to cover the GAP which allows spring
or autumn application. The locations covered a broad spectrum of differing localities (most were
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situated in Germany, two in the UK and one in the northern part of France) thus covering different
soils and climatic conditions; therefore they are representative for the EU Northern zone.
Two different wettable granule formulations (AE F075032 00 WG75 Al or AE F075032 00 WG50
Al) were used containing amidosulfuron as the only active substance.
The results of analysis are summarised in the following table for amidosulfuron only, because the

parent compound was defined as the relevant residue. @(%)
Overview of European residue data for amidosulfuron in grass o N ¢
Crop, Application Residue N . @ © @LO)
Regiog, Formulation Rate DAT Part Amidom@) AE@)I@O& Ro
Countries content of | [kg a.s./ha] [days] of crop Ey uros, N N Refrence
(no. of as. af mglke] N %© \%
trials), year A G O
Grass, North WG 0.045 0 Spreut | °<Q.91-2. % No@alyse%@ ITA
Germany 750 g/kg 7 s§prout %0_05_0_ S o 643001
. UK 1314 [Sruf” g5 (@7 O Sieno
2002, spring 21 Q SPQE S 05 8 @© J@
application 24229 %<0'05© Q &
@)
& oot @ <083 O
o Sproghy k036 7
& AN @
Grass, North R 30 S%@lt ﬁ)! 2-1.0 % KIIA
Germany (4) 751)’\’(31{ 0,045©Q @ﬁi @S; out a L 35; nalysed | 6.3.13/06
1990, Spring glkg < . Provs) @ ER90DEU521
application %\ 21 N ” Spra@j @05 ©
LD @72859 | sprout | Sx0.05 S
() Q
) =4
g ©© @ | “Sprout,, 1.3@ <0.05 KIIA
G North q & ¥ Sprout, | 0.09:2.4 <0.05 6.3.1.3/07
Gra“’ OZ WG =) % 1 O | Spegut | <005-036 | <0.05-0.09 | EROIDEUS2I
ermany (4) ) &045 14° | Sout |&, <0.05 <0.05 | (in2ofthesc4
1991, Spring 500 fkg S ou %) <0.05 <0.05 trials,
application . @ &91 QSprouiy : : metabolite
SHR @ 28§ pr§ <0.05 <0.05 was not
o .9 @g@’ 33-68)7| Sprout | <0.05 <0.05 analysed)
S & O 4 <0.05-0.15
AP & O | o [Sprout | 332678 Do
Q ©) S g o <0.05-0.36
Grass’ North O\ KN 3 Spl'Ollt 0.12-3.98 <0.05-0 35
Germany (5) S X Z@ Sprout 0.09-1.22 KIIA
v, WG ﬁ <0.05-0.20
1991, & @ =, 0.045 4 Sprout | <0.05-0.14 6.3.1.3/08
e 50Qzg/Kg <0.05-0.25
Autumn@\ @ Q 1 Sprout | <0.05-0.12 <0.05-0.19 ER91DEUS522
applicatio Q O @) N 28 Sprout | <0.05-0.06 | _ " " "0
@ © @ © @b 150277 | Sprout |  <0.05 T
2 & &
NN ﬁ@ S 0 Sprout | 1.78-437 | <0.05-0.10
Y KN QY 23 Sprout | <0.05-1.28 | <0.05-0.10
rth O 6-8 Sprout | <0.05-0.12 | <0.05-0.09
Grass, No § Q prou KIIA
Germany (4) 13-14 Sprout | <0.05-0.07 | <0.05-0.07
i 5068/ 0.045 21 Sprout |  <0.05 005011 | 021210
1992, Spring e g p : T ER92DEUS521
application 28 Sprout <0.05 <0.05
64 Sprout <0.05 <0.05
64 Hay <0.05 <0.05
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Crop, Application Residue
Region, Formulation Rate DAT Part Amidosulf | AE F101630
Countries content of | [kga.s./ha] | [days] | ofcrop uron Reference
(no. of a.s. [mg/kg]
trials), year
0 Sprout 2.8-5.2 0.06-0.09
3 Sprout | <0.05-2.2 | 4805-0.6
Grass, North 7-8 Sprout | <0.05-0.82 .05-8.79
Germany (3) wa 11-15 | Sprout <O'05'O'1(6§<0'0% ) K\é@
1989, 750 gke 0.045 21-22 | Sprout <0.05@7| < 048 6&% /02
Autumn 28-29 | Sprout gy <0.05, | <8.05-0, ER89DEU509
application 181-218 | Sprouf?d) <@:05 Xo.os&% N
216256 | Sprogit | ,_€0.05 &o@sj &
257269 | Shout [« <0050 | 05 &
o @ @ O @@g
At a 7 day-PHI, residues of parent amidosulfuro nged@etw§ef§<0.05§k22 kg in fresh grass.
Residues declined to 0.12 mg/kg in hay at a 21 d§?’ t a 7 day-PH, resid@of ABF101630 in

grass sprouts were ranging from <0.05 up to @9 rng/Q]@b Res@@es dedfined to“0i48 n@g in hay at a
g

21 day-PHI. @
"AIR process" - new studies submitted %& @) &@ @)@ o\w\’ 2)
R o v QL

The critical GAPs with respect to cg@.lm r @take affd risess@at for ghe’ preparation AMS WG

75 are presented in Table 6.3.2: L @;”\ LY O o
S § ©& %@) Q @
ST I S N S
S O & N
IS o I
o S S @
o QY S
(3 S %@ > %Q $
S £ e
0\@ S @Y @Q R @
N S N O N S
AN Q Q© S O\@’ R
A
N @& O é&
& @@§ N é@
o & A 9
®) Q Q S
EP R
@@ > @@ \@
od @
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Table 6.3.2- 1:  critical GAPs &2
S
¥, : (O ’
Fn, Formulation Application &@J© Applic&i(@ rate pe@lt <>&
Crop and/ Product | FPD Pests or @@ @ \X % PHI 5
: : code G, ° @ k & @
or situation | Zone Gn, Group of pests o) 5 N ) &Z Remark
s Gpn controlled Type Conc. | method |growth numb & interval @Q{g as/hL@ water L/ha %g‘}g as/ha .
or of as kind stage & in Q bet A en@ < \ &\
e season &ax @;c tions n&n@max . @Q‘ m'%\%ax
n <
K @ S i Q
Pastures, NEU |AMS F Dicot. weeds incl. WG 750 Foliar %& 1 \{ - @@ 0.01125- [ 200-401 N 0.045 @ 7 for
meadows & WG 75 Rumex spp. And ghke O . @& Q %@ @ @@ fresh
SEU Taraxacum spp. @) @ < @ S % D> @@ %ﬁazz;
° % o\ © 0@ @ Q& hay
* Use number(s) in accordance with the list of all intended GAPs in Part B, Secti uld be giverwin column@ R
**  Use also code numbers according to Annex I of Regulation (E 96/20:)@;@1@ x O K X@\ %@
*** F: professional field use, Fn: non-professional field use, Fpas essiona on-pri fe@%ﬂal ﬁeld%se,%: profe@@ greenh<@®me, Gn: non-professional greenhouse use, Gpn:
professional and non-professional greenhouse use, I: inc@ pplicaﬁ@ K . & . ©
NEU= Northern Europe; SEU= Southern Europe @@ & %@ N\ Q \ N\
NR= not relevant

\ )
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New studies on the magnitude of residues are submitted by the applicant in the framework of this
application.

In this document, the critical GAP used for setting the EU MRL is compared to critical GAP for the

formulated product. @@J)
Table 6.3.2- 2: Amidosulfuron: summary of critical GAPs used for setting the E[&%[RL 3\ &
astures/meadows @ © 9
@ N %@
F.Gor Maximgam &@axim\u@? < N)
Crop ’ I Region Growth stage Num f Rate &3 PHJ] \fﬁays)
. N
Applications (8:a.5./ha) o
\@© o q”\g% © &) o
ooy |LY 8 o7 ek
Pastures, N-EU Q @ 4@ 2
F - & A @) gras for
meadows and S-EU Q S LS S @
S S & o
*F Field; G Greenhouse; I Indoor. o Q\Q @B\g O @’ N
O @ )

The Residue Trial Tables can be found in°the doc ment @,}@ Thgy 1nch@ the supplementary trials
presented in this dossier in support of forn@ated fEoduct fhat wefeonot %@%dy presented and
evaluated during the Annex I inclusio ml@%sulfuroﬁx @ ©\ Q

¢ o & & &L
Supplementary residue trials °\ % @© O
A total of 15 supplementary re€flue t@% were ‘conducted ok grass %&gﬁw Amidosulfuron WG 75
formulation in Northern and Southe @lroph&f he t%?@ were@mdu d during the 2010, 2012 and

2014 growing seasons. The, pu détermine the residue levels of

amidosulfuron and its olitds AE 1630 (desm‘é&hyl a%dosulfuron) and amidosulfuron-
guanidine after a spray a 1cati f45g<s. /H@%" hesegials coyer the use supported in this dossier.
9 N

Table 6.3.2- 3: &r of res1due tri con@%ed og@ass Amldosulfuron WG 75 per
geographical region tlonﬁ;p%rlod @

© @mbe@# Trlals
D
&@ § (ig 6@getat@ perloﬁg
Crop | Region @"ormugion T2 Report-No. Dossier Ref.
Total
o % @ o §
O I O N B KN EITP St
o | @ N |99 o
N @ I 0 D
NFEU 4 W& ME 4 6 BKA/629/96/RES
A @) © L BKA/630/96/RES
Gra5§ @ & ) 10-2096 KCA 6.3.2/10-15
sel/ | 7 wagr x| 4 | 4 | 12 |221s 3
& 14-2009
v
S X = 14-2053
N-EU: northern ope S-EU: southern Europe
* 4 trials were recom ed by EFSA in Northern and Southern Europe according to residue definition

modified in EFSA Jo 2014;12(3):3614
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Report: KCA 6.3.2/10 . 1997; M-358859-01-1
Title: Determination of amidosulfuron (HOE 075032) in rye grass following post emergence
application in Southern France - 1996
Report No.: BKA/629/96/RES
Document No.: M-358859-01-1
Guideline(s): not specified
Guideline deviation(s):  not specified @@
GLP/GEP: yes & o
S o & o
Report: KCA 6.3.2/1 I ; 1997; M-358860-01-1 &7 s @
Title: Determination of amidosulfuron (HOE 075032) in wiite cl V@follovﬁ% pos@%
emergence application in France - 1996 @ AN S é N
Report No.: BKA/630/96/RES T o a\\ NN
Document No.: M-358860-01-1 LN Q & o R
Guideline(s): not specified @© N @7& ©\ @Cf@ % o
Guideline deviation(s):  not specified 2, g& @ Q N
GLP/GEP: yes O ¢ @ @ O @
@ S LSS Yy @
Material and methods N >

O N A
Three field trials were conducted in/on grass @wclov saluring €he 199@row1r@seas®m northern (1

trial) and southern France (2 trials). @ Q N @ 03

f@ %o @ @
The formulation WG75, a wettable gra@\ﬂéﬁ e forr@lano&onta@g 75@%’/1@ afamidosulfuron, was
applied once with an application rate of45-48 @Qla amldosulfur@n at d?@rent @mh stages.

%

Samples of grass sprouts were taken for@lysm&%ﬂhe day of tréatment<and at various intervals up
until 21 days in order to 1nvest1@te t@éyemdue decln@ The @mples Svere analysed for the parent

compound only. @ @ %,

AN 9 L
For data gathering pu esg
amidosulfuron using
kg

s taken from\thes § als were analysed for parent
B 19@% -131119-01-1) with a limit of
quantification of 0. 05 f(ﬁsshoo&Pleasg{?fer to
SRS

Findings: @ L° % &

- Mean concurrefi recoyeries Wlth@ e a@ptable%nge of 70-110 %, RSD <20% as shown in

Table below@ey V§ate the study ésﬁ.llts

Table 6.3.2- 4: Corg&@rent recoverles 1n/0n°wgh1te glover and ryegrass for amidosulfuron

Mean Value | RSD | LOQ
Sample Mater@iﬁ &% kg]%Q SlnblﬁgValues@Ap (%] (%] | [mgkg]
> 0.05 @‘70 Q 85 78 -
2’;’}}11;;;)(310 @Q SRS 81 83 i 0.05
\ ~ Overall Reeovery (n = 4) 80 8.8
R N ) @0.05 Gy 79 85 -
(S};foo ) S @@ D 050> [ A0 87 84 - 0.05
¥ ~&Overall Recovery (n = 4) 84 6.4
FL= Fortiﬁcatiel, R = Relative Standard Deviation, LOQ = Practical Limit of Quantification.
- Storage period of sashples: ©

The longest period ime for which samples from these trials were stored prior to analysis is given in
Table 6.3.2- 5. The'maximum storage period of samples is covered by the storage stability data.
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Table 6.3.2- 5: Maximum storage period of samples from trials from BKA/629/96/RES and
BKA/630/96/RES

Maximum .
. . Duration Covered
Compound Crop Sample material | storage period
(days)
(days)
Amidosulfuron | White Clover | Shoot 202 720
@

- Residue results: S o &
No residues above the LOQ of 0.05 mg/kg (shoot) could be detected in an&\f the 0@1‘01 s@ples.@@)

Residues of amidosulfuron in shoots (white clover and ryegrass),at th &ﬂr of @catu&%vere&ging
from 1.17 to 3.79 mg/kg. These residues declined to values @W t& analyfﬁsg 11m1 qu@iﬁf?lcation

after 20-21 days (0.05 mg/kg). %,
K Q\ é@ L
Residue levels in treated samples are summarised in &lﬂ)@e 6. 3‘,%- 6. ® Q
P &8

Table 6.3.2- 6: Residues of amidosulfuron from resmh%trlalsm)nduct‘e% on gr&s N s
Study Application @A 2 & Remg(lé\%s (mgl@j/
Trial No. @) @)
Plot No. S,;‘;fe g |Country | N(§§ kg/hﬁQ@ kgl | &S Poxtion @LT Amido
GLP e (au{) (@85 % @yalysed [(days) |sulfuron
Year = A . @ @@ - o @@
BKA/629/96/ France
RES 82230 @Q F o] & \Q o o 3.79
BKA/629/96/ | Ryegrass |Monclar {75 4§ =] o (a0 @ p § 1%20 . 7 1.66
RES 1 Sirano de Que@/ WGy, BN 4 A 14 0.367
GLP: yes Europe, § ¢ q 21 <0.05
1996 South 2 a % RS

9) ~ 1.9 .S 0 1.17
BKA/630/96/ @ nee (3 @ | < S %\ 0* 1.46
RES Clover ©{ 2230 V O @@ 7 0.491
BRA/63096/ | hite ¢ Moncia |75 Lo |0.0455570.0148° (06 [shoot |75 | 0497
RES 2 Aram O | de Quercy ?}ZG Q Q 6 14 0.653
GLP: yes fope, \| Q & N 14* 0.506
1996 uﬂ‘} FIS N 21 <0.05
BKA/630/96/ 2 s F UQ N g A

ran

RES AN Cm%@© 803 0 §© ) @ ‘2§ ft‘;‘gs 0 1.72
BKA/63096/ | 80 | Remien, 75 fioses 00166 |1 o oot |7 0.109
RES 1 Q Q%Our@ W@ ’ ’ 14 <0.05
GLP: yes %@l 1a @’ | Eurapg; @ ;ome 20 <0.05
1996 : & |North 4 N owers

a
* Duplicate Saplingixmean ALT@ q@f( mean at DALT 7=0.48 mg/kg, mean at DALT 14=0.58
mg/kg, n at Dé@' 21=<0.05 mglyg @;\9

Conclusio @ §@ @& ©\

Three superyised field triafs on \%{iie clover and ryegrass were conducted in northern and southern

France during t 996 growing season, under similar application conditions than the intended use
pattern with th§ptroduct Amido&irlfuron WG75 product.

The formulation w@%pplied once with an application rate of 45-48 g/ha amidosulfuron.
All trials were conducted according to GLP.
As shown in Table 6.3.2- 6, residues of amidosulfuron in shoots (white clover and ryegrass) at the day

of application were ranging from 1.17 to 3.79 mg/kg. These residues declined to values below the
analytical limit of quantification after 20-21 days (0.05 mg/kg).
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Three supplementary trials were conducted in 2010 in Southern or Northern France and in Spain. They
are summarised below.

Report: KCA 6.3.2/12| . 2012; M-416644-02-1
Title: Amendment no. 1 to determination of the residues of amidosufiron in/on grass after
spraying of amidosulfuron WG 75 in the field in France (Nof@ii and South) and Spain
Report No.: 10-2096 .S Y
Document No.: M-416644-02-1 S @ Q )
Guideline(s): EU-Ref: Council Directive 91/414/EEC of July 15, 19@ R @
Annex II, part A, section 6 and Annex III, part A, s @%n 8, @ &% §9
Residues in or on Treated Products, Food@hd Feed > @ R
EC guidance working document 7029@95 revlS (1997Q7-22) X ~
Guideline deviation(s):  none < 3 (Ei% \@7 %ﬁ
GLP/GEP: yes @ %\ g S Q 2y
@% v S &
Material and methods © Q@ @

Three field trials were conducted in/on grass an@lovefr\}mng@e 2010 grow sea in France
(South and North) (2 trials) and in Spain (1 trlasiiﬁ § é\a é
AN

The formulation WG75, a wettable granu%%rmulatlon aini g 750 @ of alg%osulfuron, was
applied once with an application rate of mid grow@} stage§Z30-32.

Samples of green material were taken@% anglysis at the day catmel e@ and @Qarlous intervals up to
21 days in order to investigate the restdue dgc‘isg;e. Th&sam wqre@inalysed for the parent
compound and the metabolite AF@51016@wsing thethod -PO& 9-&@\V1th a limit of quantitation

of 0.01 mg/kg. AN N & ©
6 T & QQ

o

Findings:

- Method performance: I\/L@n rec@erles@ n the cept bl%vrange of 70-110 %, RSD <20% as
shown in Table 6.3.2- Tynd T&f)f% 6. 3 8. The ahd@f the y results.

X
Table 6.3.2- 7: Re@gery data for AE @61630@@ Q b
q 1oy Mean N LOQ
Sample Hola@al . [ g] mlue?ﬁ value [%] RSD [%] [me/ke]

&@ S Lk 001 @9 19]; 105,@,’111, 118 108 6.1

Q70.10 O . 98 103;7105; 114; 116 107 7.7
grass / green m@% al 0.01

L&) Cy & 82 - -
& Overatdrecovery (n = 11) 105 9.7

FL= Fortiﬁcgt@ level, BSD = Redative dard@eviation, LOQ = Practical limit of quantification Fortified
with AE F1Q%630, d ine&%s AE F{o4'630 atid calculated as AE F101630
These recoveries V@@ perforined du@@ the @duct of the study 10-2096

S e & o &F
@QQ@\©
« &

S

@
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Table 6.3.2- 8: Recovery data for amidosulfuron
LOQ
. FL . o Mean value RSD
Sample material [mg/ke] Single values [%] [%] [%] [rr;/k
0.01 94; 96; 98; 99; 100 97 2.5
0.10 90; 93; 93; 98; 102 95¢5 5.0
grass / green material ;g 1801 1 - K@ _& 0.01
75 74 S - @ @@
Overall recovery (n = 13) &J\ 94, 8.9

with amidosulfuron, determined as amidosulfuron and calculated

FL = Fortification level, RSD = Relative standard deviation, LOQ = racnca],&mn ofﬁgantlﬁgoa Fortified
% v

idosulfuron \

o

\

These recoveries were performed during the conduct of the study ]! -209@ K oy %,
NN D
- Storage stability: The storage periods of deep-froz gﬁmp for an@osul@ r@s m@, ollte
AE F101630 ranged between 388 and 417 days and a@ covegegt by thgstoraggstabiligystudy
AN
- Residue results: Q \ > @© @
; NN S
No residues above the LOQ of 0.01 mg/kg @een mabprial) ¢ould E{@etecte@in a f the control
samples. @ Q Q@ @
M @
Residues of amidosulfuron and AE F1 &30 in @en rial @ vof ap@j@ation were ranging
from 1.4 to 2.5 mg/kg and from 0.05 /kg resp ctlvegl Residés of &nidosulfuron declined
to values up to 0.08 mg/kg after 21 @s and@mdue%f A@Ol@ange@%’om 0.02 mg/kg to 0.14
mg/kg. % o\ N
<, @ \
Use patterns and Residue levels ih tre@ mé%s aret@@&mansa in @le 6.3.2-9.
RS
Table 6.3.2-9: Residues {&@ 1d0ur01@d AE {101630 ﬁom re%?hle trials conducted on grass in
2010 )
Study QQ\Q} & Appllcatlo@ S Residues (mg/kg)
. © \Z
Trial No. CronO c @ R Qk S ' -
Vari @m‘y %L kg/ha [kg/hK GS Portion |DALT | Amido AE
GLP O oy ( @ (a.@ analysed | (days) | sulfuron | F101630
Year o 9 N @ > Q @
Q> ~ France ¢ S
10-2096 @Q 95@29% ®© @ , 0 2.5 0.14
10-2096-01 ¢ Magyen L 75 |- Ru Green 7 1.0 0.37
GLP: yes M%ﬁbw éef exi @ WG 9 0 7 ) 31 material 14 0.71 0.31
2010 |¢” @ Furope, 21 | 008 | 014
° 9| North ﬁQ
S D .
@
10-20 @© 1%1“;5’ @Q Qgﬁ\ 0 2.4 0.11
10-2 7 Green 7 0.20 0.04
GL%yes @dung@}\ﬁn&%s vé P 00as - 130 terial | 14 0.07 0.03
2010 o @th IS 21 | 0.01 0.02
% %paln@j
10-2096 @ Ll.gcs)rzlg— 0 1.4 0.05
10-2096-03 3 C 75 Green 6 0.24 0.07
: - an 1 | 0.048 - 32 .
GLP: yes R . WG material 13 0.04 0.04
2010 uquertes 21 | <001 | 0.02
Europe,
South
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Conclusion

Three supervised field trials on grass were conducted in Southern or Northern France or in Spain
during the 2010 growing season, under similar application conditions than the intended use pattern
with the Amidosulfuron WG75 product.

The formulation was applied once with an application rate of 45-48 g/ha amido&g@furon.

All trials were conducted according to GLP. °\% \°
:
As shown in Table 6.3.2- 10, residues of amidosulfuron and AE F101639 in gr@% mat at
of application were ranging from 1.4 to 2.5 mg/kg and from to 0.84 mg/Kpsrespectively. Redidues
of amidosulfuron declined to values up to 0.08 mg/kg aftéy 21 @s and residues, of A& 101630
L)

$
©@@)

al day

ranged from 0.02 mg/kg to 0.14 mg/kg. @@ O\ Qi% N @,@ .
N, oS T § S &
Table 6.3.2- 10: Residues on grass after application of @ﬁdos@@?on ‘@5; 5 @ (@) @
o QN Besiducme/ke]
Application Analyte Crop |No of trials Sa@e mat&r?hl ]2§LT @5)@ n&l@ max
h@ghern @ropem @% @@@
q 9 % :
%& S @ 22 T
amidosulfuron @% 1 S giéen ma&y@l @\ LS 0.'71
308 oOF o |l £ 21 P 0.08
amidosulfuron/Ha gra@ ° _ @@ §
PHI=7 days % |y & %\ g. ;471
AEF101630 [ ©§ S Y%@n matéiil 4 031
S O O v L9 N 0.14
@(&@ A @outl?éen Eu%%e 2 )
S o 5 @ @ 0 1.4-2.4
S é@@ S | 020021
g ¢ . O @(@ QQ 21 <0.01-0.01
amldosulfuron/‘k@ orass @ @ﬁ 0 0 0 .11
.05-0.
PHIST 4o N § \@? [ . 07 0.04-0.07
) "A % @ Q N green materia 13-14 0.03-0.04
A S ye © 21 0.02
DALT = Daysafter 1 eatment )
S)
S is@ 2 ©§ K
o s 5
< Y @ .0
7, < RN
S &
d v
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Four supplementary trials were conducted in 2012 in Southern Europe. They are summarised below.

Report: KCA 6.3.2/1 | R . 2013; M-473282-01-1

Title: Determination of the residues of amidosulfuron in/on grass after spray application of
amidosulfuron WG 75 in Spain, southern France and Italy

Report No.: 12-2154 &

Document No.: M-473282-01-1

Guideline(s): Regulation (EC) No 1107/2009 of the European Parliamgn&@nd of the Council of 21
October 2009 concerning the placing of plant protectiogduct the n@%ﬁet and,
repealing Council Directives 79/117/EEC and 91/414/ ECsgyidanc workmg@
document 7029/VI1/95 rev. 5 (July 22, 1997) @
OECD 509 Adopted 2009-09-07, OECD @J’IDELI%\IE FC&%HE T@TING@%
CHEMICALS, Crop Field Trial @ @ %,
US EPA OCSPP Guideline No. 860.1560 W ® @

Guideline deviation(s):  none @ °\ LN ©\ S %,

GLP/GEP: yes é\a g& v @@ @@ N

© @
Four residue trials were done with the formulatio@ml osulfur. %NG 7§§a W@Wate spersible
granules) formulation containing 75 % amidogulfuron during the, 2012 growing'seaso @rhe residue
trials were carried out in the field in Spain (Z@u‘[h@ran Ghd It& or So égrope.

The formulation was applied once with a%pplic ion rate0f 0.06%kg/ha & 300@00 L water per ha,
corresponding to a spray concentration ef(.011-07015 ‘V& d 0 kg/ha of am@@@sulfuron

The application was carried out at gl@;vth s&@s B&Ogﬁ bet@%n 13@ 31 2
<

L
Green material and hay of gra&&@ere t be ween days 0 pr@to the\pllcatlon and 21, including
0, 7 and 14 days after the last apphca@n (D ) in @%gr to_invésti the residue decllne Residues
of amidosulfuron and its bolitEOAE F101630 5 th e%hatr es’ were determined according to
method BE-002-P09-02 @ 1nt@l no@ 325)@%/1th aémlt 0@1‘1’[112312101‘1 of 0.01 mg/kg.

@
Findings @Q S & @ @}
- Method performm@ The averag€recoy g@pert@ed at fortification levels between 0.01
and 10 mg/kg per analy or ,z.)ﬁu ts metpbolite AE F101630 and were within the

xcep@r the rtlﬁ tion of hay with AE F101630 at LOQ level
°@

acceptable rar;ig@)f 70 T10%6%
(112%)).
As the Rs&valu@&re k&w 2 as n m?”SEable 6.3.2- 11 and Table 6.3.2- 12, there is no

°

major impact on the stud results@ Q\ &
é éﬁ § N S)
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Table 6.3.2- 11: Recovery data for amidosulfuron

Crop / Sample FL . o Mean value RSD
material [mg/ke] Single values [%] [%] %] LOQ [mg/kg]
0.01 80; 80; 81 80 0.7
grass / green 0.10 72; 81; 83 79 ¢5.4 0.01
material &
10 77 - -, o
Overall recovery (n =7) 79 S 4@ Q) ﬁ@)
0.01 78; 82; 95 s | @05 B S
grass / hay 0.10 80; 83; 83 @n@ ) 210 | %01
S A
9.9 71 & Q -.&% @ é} )
Overall recovery (n =@) \ 8;y ® 8 ﬁQ (&%

FL = Fortification level, RSD = Relative standard dev1at10®LOQ actm@hmlt o@ﬁntlﬁ@mn @
Fortified with amidosulfuron, determined as amidosul @ and &%culated% amld&ulfur @
These recoveries were performed during the conduct of @12 2@ S @ @
& &g £ .78
S Q Q > @
2 @
@

Table 6.3.2- 12: Recovery data for AE F101630 &
S Q Y ¥
Crop / Sample FL o ean xallie @%)
material [mg/kg] /@le VaIQues KU ﬁ [%) %] LOQ [mg/ke]
0.01 O xS O B, ¢ 2
& ©
grass / green 0.10 © (76 79; 83 NN 4.4 0.01
material o S < & N
10 SRS 5 -
K) <,
Q> OvéralLrecovery (=), \&?ﬁz 18.8
008 | @ T @ 12 -
S SU & <
grass / hay i 0 & 96; 188, ll4f\© N@j 106 8.6 0.01
) ¥ \\) \X
9.9 ISh N @4 &“ N - -
. G . ver@ecov@?y (n= 6)\J 106 8.2

FL = Fortificgti level TEJ%nlative dard\deviati Q = Practical limit of quantification
Fortified wi 0, degey 1ned@ AE F{@1630 atd calculated as AE F101630
These recoveries ¢ performed during the cohduct of the study 12-2154.

W"&& perforr s the cob ot y

S S

A Q ©© @%ﬁ\
§ @@ §9 @@ \@\
" &
&
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- Storage stability: The maximum storage periods of deep-frozen samples for amidosulfuron and its
metabolite AE F101630 ranged between 369 and 445 days and are covered by the storage stability
studies (cf. MCA Point 6.1.).

Table 6.3.2- 13: amidosulfuron and its metabolite AE F101630 in/on grass - Stora&fperiod of samples

. Stexage ., Dates of
Study No. Trial Targets Samp}e Substance rlod S ling
SubID crop Material @ nalysis)
Southern E g &%
outhern Europe @@o N \ A
S EFRN L B

) i green amjdosulfurc®) LN @ -09-12 to

12-2154-01 grass material an@ﬁgﬂ(ﬁ“@o @7& 370©\ 13-%17

% NS
SN n§ &@ q Z

i ) green A amidogulfuro 0, 2-06-29 to

12215402 | grass | n@E FIQ@O o e @© @013-09-17

_ % S & &
12-2154 NS >
Q) @

o gred mid qu , 2012-08-04 to

12:2154-03 | grass $%eria1©§ and &Flol L8096 | 013-00-17

S T
H oebn |G I

i ) < T midogyHuro 2012-09-13 to

12213404 | grass éﬁ%ﬁ:rlalo Nand 016i§ 369 2013-09-17

9 ¢ N

N & %‘@
@ gr& are ‘higted in @able 6:3.2- 14. Residues of the parent

Use patterns for the trials @g ucte;
it E F{Ol630 ar%sunl@dsed below in Table 6.3.2- 15.

compound amidosulfuror@ s pietabo 1

A

Sy
70,2
:l>

Q O 5
o & s 8
& S
&%é%@%\
" &
S
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- Residue results:

The apparent residues in the control samples were below the LOQ. Recoveries were not corrected for
apparent residues in the control samples used for these recoveries.

Table 6.3.2- 14: Actual use patterns of residue trials conducted in/on grass with théformulation
amidosulfuron WG 75 @

N o
Study, Applicati\@a @ Q @@3
Trial No., D
Trial SubID, | P | Country ke/ha kg/hL@>Wa&§§f %”‘y o
ariety FL No rat {nteérval GS
GLP, asdyf (s ,&%a) Oldays
Year @ & |- Y
Southern Europe gﬁ\ﬁ o . w o
12-2154 Grass Spain | WG75 | 1 (20.0454] 0.015 3 Ay 13
12-2154-01 Pasto de St o 9 @ § Q
GLP: yes Sudan | . @) §@ &@ © @
2012 R AN Oﬁ D @i@)
12-2154 Grass France WG 75 1 045 015 g 30 31
12-2154-02 Axis Q“% 5 (}ﬁ “§ @
GLP: yes S| R Q@ Sy @
2012 Nl | o¥ ] n |@
12-2154 Grass Italy %WG 75 P [ Bhas [g001L Y 4007 - 30
12-2154-03 common {2 Q Q &
GLP: yes meadow @) Q & & N @
2012 grass O - | @© § L ©
mixture & f% S & >
12-2154 Grass “Spain  HWG 78| 1 $0.045 §0.01 300 - 13
12-2154-04 Pasto de Q O | @
GLP: st 4> O] o] .9 . ©
:yes udan & N N
2012 QL o O -
FL: Formulation sohumberé? applic;%\ons ay: acti@%bstanﬁ
GS: growth stage (BBCH ¢@de) at app%%cation& % Q @
O L @ & ] D
S &S &
0\@ ‘27;9\ @Q Q @
AN S
O\ \
2o @ (NN
N AN S
. ©9 @)@ o §
S Q)
§ é Q" N
D Y 4 Y &
A
TEEE S
%, NN
SIS
L
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Table 6.3.2- 15: Residues of amidosulfuron and its metabolite AE F101630 in/on grass, treated with the
formulation amidosulfuron WG 75

Trial No. Sample | Growth stage Residues [mg/kg]
Country, | material (BBCH) at
GLP, sampling | DALT (days) amidosulfuron AE F101630
Year 9
Southern Europe O
12-2154 13 0 4.0 S 0.
12-2154-01 S @ % o
) green 19 7 061 &Y | =, 015 @
GLP: yes @ oy %,
2012 material 40 13 , 0.41 & N & .21 @
59 20 o2 0.013 Q" 0.17v
)
hay 59 20 (& 0014 N §@’ @@% .
O
122154 31 0o N @28 1 00458
12-2154-02 O o @& @ G @
o <QY 0.0
GLP: yes green 52 7 N = &, @
2012 material 57 14 Q @ <N.01 & IS 1
59 Py 0.01 © & .20.024
Q D D
hay 59 \@1 &Q @Q <Q.01 @E © 007
& @y
FEE = AR A N
GLP: yes green 37 D ©@ o | 08I %) 0.28
2012 material 51 O 14 % Q o@@ S 0.27
e | S as |9 g O 0.11
N N & q Q
hay 59 e 24O 0.23
v g : 9 <
12-2154 @ 13 Q& 0 S @ 0.025
12-2154-04 1 oreen 19@° | T 8O @ Ne35 0.031
GLP: yes . N & G SN
2012 material {y 4 & w3 O 6@ 0.17 0.031
5O é§20 §Q § <0.01 <0.01
My 5*"’ 2 <0.01 0.048
R
DALT = Day& er lastdreatm ég SR
Analyte @ E‘Qa determlnatlon as: Residues calculated as:
amldosﬁifuron o @ rr@@sulfuron amidosulfuron
AE@W&(@ % AE F101630 AE F101630

S
Conclusior@ § K Q \©
To su@ the uSe of&ndosuli@on 75 formulation in/on grass, 4 residue trials were conducted

in Sowthérn Egrope dusifg th%ZOU ing season, at the corresponding use pattern. The formulation
WG 7 Wa@phed@lce %ﬁ@an ap@catlon rate of 45 g/ha amidosulfuron and a DALT of 7 days for
fresh grass‘and 2l%ays for hay

The results of agidos furon and@its metabolite AE F101630 are summarised below.

Residues of amido ron ranged between <0.01-0.87 mg/kg in fresh grass at a PHI of 7 days and
between < 0.01 - (/04 mg/kg in hay at a PHI of 21 days. Residues of desmethyl-amidosulfuron ranged
between 0.031 - 0.28 mg/kg in fresh grass at a PHI of 7 days and between 0.048 - 0.56 mg/kg in hay at a
PHI of 21 days.
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Table 6.3.2- 16: Residues in/on grass after application of Amidosulfuron WG 75

Growth .
Analyte Crop | No of trials Sample material stage DALT Re':51due [mg/kel
[BBCH] min - max
13-31 |0 0.87 - 4.0
. 19-52 | 7-8 | <a@yl-087
green material
amidosulfuron | grass | 4 40-57 | 13-14 %.01 :%5’6 &
59 20-218P< 000034~ @
hay 59 o ]2007 [ <pt-024) O
3BT |, L0025-045 -
. 9752, [9-8 $0.03 928 ¢
green material S -
AEF101630 | grass | 4 Ao-spo 13- | 03027y
@)
259 G | 26021 | %1 - 6.91?7
hay N [se”  f0-21 o o4§x® 56 o

DALT = Days after last treatment v N) @) @)
Analyte: Final determination as: Q @ Késidues 1cu1ate@@@
amidosulfuron amldosulfup%l @Q @midos&on
AE F101630 AE FlOlg‘Q} é @ @AE FQ 1630 @@
S
L o VL9 8

To support the use of Amldosulfur(@ W(}’{%@fommlatlo
@hem E&ope in
to residue definition set by EFSA, 2014y

KC@@ 2/

trials were conducted in Northe

O

@on , 8 pe@ supplementary residues
anaq]ysfs has been done according

@%6 M=§46207-01-1

Report: %
Title: mina of sidug§.of ami osulfuroiﬁg/on grass after spray application of

1d0sul@on W 5 in G any%% Unl@megdom the Netherlands and

elglu @
Report No.: @@) 14-2009 @
Document No.: 207-
Guideline(s): & g /2009 % THE EUROPEAN PARLIAMENT AND OF
°\ HE CO CI 21 Oct T %@ concerning the placing of plant protection
& @ prod ont arke
N OECP Guide fow\ Testlng of Chemicals on Crop Field Trial (TG 509 published
Septembgr 20095
& @CSPP ‘Guldelm@lo 860.1500 on Crop Field Trial

Guideline dev1§@)n(s) one Q>
GLP/GEP: @ @@Q‘) no & . Q
Four r e tridld wer one w@ the ulation Amidosulfuron WG 75, a WG (Water dispersible
gran amidosulfuron during the 2014 growing season. The residue

trials were arried owtin
for Northerit Eura@ v\g
@)

The formulati(ﬁvas

corresponding to a

) fon@latlo§gonta1 ng 75
field-in & ermany, The United Kingdom, The Netherlands and Belgium

The application was carried out at growth stages BBCH 19 to 33.

plied ofl@e with an application rate of 0.06 kg/ha and 200-400 L water per ha,
@y concentration of 0.011-0.023 % and 0.045 kg/ha of amidosulfuron.

Green material of grass was taken between days 0 prior to the application and 21 days, including 0, 7
and 14 days after the last application (DALT) in order to investigate the residue decline. 21 days after
the application, hay was prepared by drying of green material. Residues of amidosulfuron and its
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metabolites AE F101630 and amidosulfuron-guanidine in these matrices were determined according to
method 01325 (compiling SMM/LIMS methods 01325 (former BE-002-P09-02) and 01325/M001)
with a limit of quantitation of 0.01 mg/kg.

Findings
- Method performance: The average recoveries were performed at fortiﬁcatigﬁ@levels between 0.01

and 4.0 mg/kg per analyte for amidosulfuron and its metabolite AE F10], and amidosulfuron-
guanidine were within the acceptable range of 70 — 110%. As the RSD V&lues e bel fy 20%, as

shown in Table 6.3.2- 17 to Table 6.3.2- 19, there is no major impact on @ stu sults @@
NSk
Table 6.3.2- 17: Recovery data for amidosulfuron A S N f\&
Crop / Sample FL . @ M@n valﬁ& R%g .
material [mg/kg] Single values [%] @3\0 [% J& [ @I@ [mg/kg]
0.01 656877 7 AL 700 <o 4V v
grass / green 0.10 65: 66 77; 83,89 @ @s @ 1240 @%ﬁm
terial o ’
materia 1.0 95 Q § Nty K\© @@
4.0 Q(%’ S r7< & © v - &
Overall Ore@ery (n¥10) Q\J 77 @Q 14.40°
» »
0.01 6023 @ [ Q7w |
grass / hay 0.10 Qb; 1083104 © M) [Q2s 0.01
4.0 O W xS’ O & ¢ -
@)Ver@ecover}(n = 7)%)) &U 101 2.6

FL = Fortification level, RSD = Relative ard iatio t@Q Prastical fimit of quantification

Fortified with amidosulfuron, rmlne@ amidgsulfurén and cal@@iated a&@midosulfuron
These recoveries were perfor the c@iuct of the studyN 200%\

@ N
Table 6.3.2- 18: Recoverydata fi«@ AE F101630 9 A
Crop / Sample GFL @S @ Mean value RSD
, lues{® LO /K
material %g/kﬁ% @\% mg uesi%% $ [%] [%] Q [mg/ke]
\(é o | O @ 74 5.4
grass / gl |10 @a 75,38 91; 10 84 15.2 oot
terial o % '
materia 1_9\9 o \ 108 - -
% vi® N o& 10(@ - -
. o . Oyerall recayery (n = 10) 86 17.4
Y5 0010] O 83:86;89 86 3.5
gay 9 oay ~ @89, 92; 95 92 33 0.01
@
v &L @ O % - -
S d 2R @veral] recovery (n =7) 90 5.7

FL = Fortificati vel, RSP = Rejative standard deviation, LOQ = Practical limit of quantification
Fortified with AB'F101680, determined as AE F101630 and calculated as AE F101630
These recoveries were@ ormed during the conduct of the study 14-2009.
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Table 6.3.2- 19: Recovery data for amidosulfuron-guanidine

Crop / Sample FL . o Mean value RSD
material [mg/kg] Single values [%] [%] [%] LOQ [mg/kg]
0.01 105; 108; 110 108 2.3
arass / green 0.10 97; 102; 102; 103; 107 102 3.5
material O 0.01
1.0 74 - -
5 = &
4.0 83 ) Q @@
Overall recovery (n = 10) 92@@ @?.8 %
0.01 91; 111; 116 o fee [>Susgr w7
grass / hay 0.10 98, 102107  w.” | ~N102¢ N 47 | < ON0.01
4.0 78 @U N - ‘i& ©\ é@ =
Overall recovery 057) 0] 400 A D12.8: S

&
FL = Fortification level, RSD = Relative standard devi , LOQ= Practical limit&f qu@@lcation@&

Fortified with amidosulfuron-guanidine, determined as a id(%:furon@&nidin&and cal ed a
amidosulfuron o N) Q %ox &
These recoveries were performed during the cond@of th dy @09. N @ @@
S ST e
S &0 s &
SIS v QL
" o & L N @
€ N o @ @ o ©
2 R N @) Q) N
) Q) S A
S e 8 N
¥y © L N .9 . ©
& K v O @ N
S o &
© LA Q" W
O ¢ & O
SENF SR & & §
: Y o
SR A R
AN IR o
AN
& 2o @ (NN
& Q)
& @@§ N é@
> O
o § é Q" s
D O e Y W&
e e
d ©
5
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- Storage stability: The maximum storage periods of deep-frozen samples for amidosulfuron and its
metabolites AE F101630 and amidosulfuron-guanidine ranged between 369 and 481 days and are
covered by the storage stability studies (cf. MCA Point 6.1.).

Table 6.3.2- 20: amidosulfuron and its metabolites AE F101630 and amidosulfuron-guanidine in/on grass
- Storage period of samples &

@
St %ﬁe Dates of
Trial Targets Sample © .
Study No. SubID crop Material Substance riod @ Salgll.ng to@
X. dg\{ﬂ Anatysis @
Northern Europe S @ o & &ﬁ N
green amido@ﬁlronQ °%\81 &f 204\%4 10 to
14-2009-01 arass material and &@taboht@ «fi% Qp 8@915 08-04
ha afidosulfuron
Y _Hnd metaBypfites
green 4 amid @ffuroQ
14-2009-02 grass material ar@getabohm &
N N dos on |©O 6g@’ $2014-08-08 to
(& lites Q) Qp 2 2015-08-12
14-2009 Ea @)
een fur 2014-05-05 to
@ @ﬁ“ $ % 462 D ey
14-2009-03 grass \%naterlal etab S 9 2015-08-10
@< h@ midos on o | Y 2014-05-30 to
@) nd mefPBolitesQ @9 2015-08-12
° . ©
& &green aml(i%)sulfurQlU \\ 444 2014-05-23 to
14-2009-04 g%ss é@matem& a@netab@es @ 2015-08-10
R \amldos@uron 2014-06-20 to
Q &© fAhX‘* and m%tabohte@% 418 2015-08-12
SR«

Use patterns for the s conducted on grass are li le 6.3.2- 21. Residues of the parent
compound amldo§ ron and it etab, FIO and amidosulfuron-guanidine are
summarised below Tab]@G‘B.Z
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- Residue results:

The apparent residues in the control samples were below the LOQ. Recoveries were not corrected for
apparent residues in the control samples used for these recoveries.

Table 6.3.2- 21: Actual use patterns of residue trials conducted in/on grass with the formulation

amidosulfuron WG 75 (7(5’@
s
Study, Applicatign <
Trial No., S
Trial SubID, Crop Variety | Country | .. | . | keha | k @ :’?ﬁy @%s
GLP, .S. .
Year gcs) &@s) o @/h%%day@
Northern Europe @ o NN
14-2009 Grass Germany | WG 75 0.049| 00150 | 360 v 33
14-2009-01 Standard G V g @@ S 2& § @@ |
GLP: yes v 6& @5 D N
2014 O o » @ I L
14-2009 Grass United | WG N 0.0457] 0.0235 29
14-2009-02 No 9 Italianrye | kingdom @ § w\g\ & é@ @@
GLP: yes grass @ N @) O (o @%
2014 ) R™ L& s @% 1%
14-2009 Grass The & WG 1 €0.04 0.01 0 - 19
14-2009-03 unknown cow NetherQ § @1 @)&ﬁ Y @@
GLP: yes feeding dQ IS AN %, Q\ &
2014 % | @ L K Y
14-2009 Grass Belgium, % WG.75% 1 £120.0455) 0.04307 [ 300 - 31
14-2009-04 Stargreen & g}ﬂ o S &5\@ \4{
GLP: yes Ryegrass N N 9 Q
2014 f(@ O I e, @@
FL: Formulation No: ber @pplic@ons a.s.: active substa
GS: growth stage (BBCH ¢ at a catic% & @ N
S & &
O L N QO 6@
P - @ & K
ISR @ & &
% 8 Y o
SV
Q N
AN \@§ S o
@ © N
A NSO S

.9 @@ %o §

S Q)

o § é (ONEAN

QA © e © &
T $ S
% < RN
S
od &
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Table 6.3.2- 22: Residues of amidosulfuron and its metabolites AE F101630 and amidosulfuron-guanidine
in/on grass, treated with the formulation amidosulfuron WG 75 — Northern Europe

Trial No. Sample | Growth stage Residues [mg/kg]

Country, | material | (BBCH) at DALT . If
GLP, sampling (days) | amidosulfuron | AE F101630 | *™idosu d.“"’“'
Year o guanidine

Northern Europe &@
14-2009 33 0 1.9 G069 N (057
14-2009-01 Nl @
green 38 7 0.44 ORI %, 0.071@
SLPYes | material 51 14 019, | @ 0.1 © &% 0.033"
59 22 <0, 0.631 D" (%028
Q (N
hay 59 22 @@36 N PO
14-2009 29 0 N 22Qp 0048y 1O o
) i @ . .
éthlz)poZSoz green 31 6 QO\Q 1@ q’ 7 Go4s
o1 material 31 3 R xon S0 @© @%.045
51 2 | ooy | Qoo | 0030
R @
qQ
hay 51 D < g@f@ @% 0.11
S 4
& (@2
14-2009 19 0 o «79 @] 0079 <0.01
14-2009-03 | green 19 >Q 78 % <0.0{\§a \Q 0.0@? <0.01
SEYes | material s (7 <om g o <0.01
59 ¢ g‘i\m < 'OIQ{\ 0017 <0.01
S 8§
hay 59 N 210" | %<0 O 0.059 0.020
S &@ 1 %}é) <
14-2009 31 0 2% 0.13 0.13
g‘L'%?(;Z;O“ green § BOY 1 O s 0.10 0.062
2014 material o~ 5D {4, | O%00@ 0.045 0.027
&8 59 w@ é\%@ R g 0.025 0.015
for
w1 O s 21 <0.01 0.15 0.080
s & of Mg
DALT =Da er la atmefy, C AN
i >, s,

Analyt%@

in%l etermination as:

amidosélfuron %, @ © ami Ifuron
AE@%)I@(@@ %@ > AEF101630
amidouron-@nidin& ﬁmid@furon—guanidine
Q © O N
Conclusi © © v
Tos 1t thgppse of &

WG 75 W%ﬁappl'
of 7 days for freSh
V

Residues calculated as:
amidosulfuron
AE F101630
amidosulfuron

@I%idosglfuron%& 75 formulation in/on grass, 4 residue trials were conducted
in Northern'Eprope @in201é Q)Wing season, at the corresponding use pattern. The formulation
oncewith an&}plication rate of 45 g/ha amidosulfuron and an envisaged DALT

ass@id 2 l@ays for hay.

Residues of amido @ron ranged between < 0.01 - 0.44 mg/kg in fresh grass at a PHI of 7 days and
ranged between < 0:01 — 0.036 mg/kg in hay at a PHI of 21 days.

Residues of desmethyl-amidosulfuron (AE F101630) ranged between 0.041 - 0.11 mg/kg in fresh
grass at a PHI of 7 days and ranged between 0.059 - 0.15 mg/kg in hay at a PHI of 21 days.
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Residues of amidosulfuron-guanidine ranged between < 0.01 - 0.071 mg/kg in fresh grass at a PHI of
7 days and ranged between 0.020 — 0.11 mg/kg in hay at a PHI of 21 days.

The results of amidosulfuron and its metabolites AE F101630 and amidosulfuron-guanidine are
summarised below.

%
Table 6.3.2- 23: Residues in/on grass after application of Amidosulfuron WG 753—@@0rthern Europe
Growth : y S
dl@ﬁh /k
Analyte Crop | No of'trials Sample material stage DALT®§?SIKm gkeld @@

19-8%° [0S [ud290° o«

19:38 |7 o [<0.01g044 O

terial _
amidosulfuron | grass 4 sreen matenia @1» =51y 13/ 1@% < O@— O.l%g@ 2y
) N
QIS |2 [ ¢ @
hay & |50 [2122 f< 00150036 )

N W-3300 S 00st013, 9

S Q9@ | e | 0041-04D

AEF101630 | grass 4 So& 36981 a4 @0.021,0.10

[(§ O 5 @ 21722\ | 0.01%0.031
> 51-50 | 21507 | 0@89 -0.15

19533 |©@  .<0.01-013
%9—38@ 6/7 <0.01-0.071
Zﬁ:gﬁif“mn' grass 31-6) | 1368 | <0.01-0.077
5159 [Q122 | <0.01-0.030
459 2122 [ 0.020-0.11
DALT = Days after laséqséa me 6@9
Analyte: @ inal@e i : Q Residues calculated as:
amidosulfuron N amidosulfuron
AEF101630 | © AE F101630
amidosulfuro@ﬂnidi§ amidosulfuron
Report: & &K 2016 M-546876-01-1
Title: @;\’ eter in t1 on e remdues of amldosulfuron in/on grass after spray application of
N 9) amldosulfuro G 75 N reece, Spain and Italy
Report No.: @ S
Documen No @© M 4687 * -1
Guidelis(s): @EGULATION (@) No 1107/2009 OF THE EUROPEAN PARLIAMENT AND OF
V @ Q@THE f21 October 2009 concerning the placing of plant protection
?§ pr s orrthe market
% OE@ Guidsline for the Testing of Chemicals on Crop Field Trial (TG 509 published
§ eptember 2009)
US EPAOCSPP Guideline No. 860.1500 on Crop Field Trial
Guideline deviation(s one
GLP/GEP: yes

Four residue trials were done with the formulation Amidosulfuron WG 75, a WG (Water dispersible
granules) formulation containing 75 % amidosulfuron during the 2014 growing seasons. The residue
trials were carried out in the field in Greece, Spain (2) and Italy for Southern Europe.
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The formulation was applied once with an application rate of 0.06 kg/ha in a range of 250-400 L water
per ha, corresponding to a spray concentration of 0.011-0.018 % and 0.045-0.49 kg/ha of
amidosulfuron.

The application was carried out at growth stages BBCH 13 to 30.
Green material and hay of grass were taken between days O prior to the appghcation and 21 days,
including 0, 7 and 14 days after the last application (DALT) in order to inves ﬁ the residue decline.
Residues of amidosulfuron and its metabolites AE F101630 and amldosui Uron-guanidi
matrices were determined according to method 01325 (compiling SMI\:I@S m&tﬁ ] 01
BE-002-P09-02) and 01325/M001) with a limit of quantitation of 0.01 g @y

- @o N \\ R
Findings ZESIRN LN
- Method performance: N @) N v v
Recoveries were not corrected for apparent residues in tl@ con Namp&%use \ thes@@cove@%.

The average recoveries were within the range of b ex @pt for @udos@aron green
and % respective %) his

in th se
5 (f

é @

material at a fortification level of 0.01 and 0.10 m, kg (119 ccepted
according to the OECD guideline. The RSD valueSyere J%%W 20%. @@
The results are summarised below. %, § é\a é @7@ &
$ @ % > O
Table 6.3.2- 24: Recovery data for amldosulfug 6 > 5 v
Crop / Sample FL A &Jean valye
material [mg/kg] S"Qﬁe valu@[ 7ol < @ EAS éﬁ | LOQ [mg/kg]
0.01 @Q 1 1@119 o L7 L P
grass / green 0.10 o, 10611154019 © | Onia’S | 49 ool
material 1.0 N @wj 112, & Q A - '
4.0 f% @V @ N, 9 o <& -
@ @vera@covelﬁg(n =8) % 113 5.8
@) N
QAF | & 104 @@ K - -
grass /hay | Q.10 @ @/ QO 96 ] 0.01
©
oSl Evs S |
T o> | Y Overgi recovery (n <) 95 8.3

FL= Foﬂiﬁé@n le

Fortified with ami

These recoveries were

Accepted accor

S

@SD =Relati
dx& uron, determin
per ed @
to ($ﬂ guigg ine;

lativ

viati \LOQ = Practical limit of quantification

1870 —

@%ndar

ed as amidosulfuron and calculated as amidosulfuron

g the Shduct éﬁhe study 14-2053.
20%; RSD <20%
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Table 6.3.2- 25: Recovery data for AE F101630

Cr(:xll)a/te?:i:}ple [mgi(g] Single values [%] Mea[I; /O\ialue l;sol]) LOQ [mg/kg]
0.01 101,113 107 -
grass / green 0.10 101,104,104,112 105 & 5 oot
material 1.0 100 _ _
4.0 101 SR
Overall recovery (n =8) 10@@ @?29 %@
0.01 108 SRR RN
grass / hay 0.10 106,103 7 StoseS| gy | v
1.0 96 & D o S 9 e
Overall recovery (w54) ‘0] 03 ADs1. S

FL = Fortification level, RSD = Relative standard devi

&
LOQ% Pract&&l 11m1tﬁf quacation@

Fortified with AE F101630, determined as AE F101630 1ate aSAE F 01630 @
These recoveries were performed during the condu(ﬁ@f the @&
N @ o
. & - f@ @ @
Table 6.3.2- 26: Recovery data for amldos&fﬁuron-@mdm@ @ LN &
N
Crop / Sample FL o Meaﬁ@lue @RSD
material [mg/kg] @@f%gze &§ﬁes 1%}, (ﬂ@ %f(\:@/ o] [%] LOQ [mg/kg]
0.01 e, 00; 103 G [ Oroa’> -
grass / green 0.10 | S .49799;160:102 & Q100 1.4 ool
. N W) N .
material 1.0 f% ® \98 N L 9| | < -
109 o s« ) - -
¥ \)
B  Overall recove\rjy m=LB) 99 4.7
N
%@01 K ﬁ@ @ & Q [(\\6 - -
rass / ha 0.1 ;10 N 99 - 0.01
iy gy O] of SIS
@ L0 cy 98 @ - -
@)
N | g Qverall regovery (n = 4) 97 4.4

FL = Fortification [éxel, RSD

Fortified with a@sul

amldosulfuron )

These recoveries wer

= Relagive st
b guanidin, e
@ X

formed duringlthe co

devqation, LOQ = Practical limit of quantification

¢, determined 4)amidosulfuron-guanidine and calculated as

@ <@
@) Q @) AN
@ ; & &Q \@%
Q@ N @ O
2o & RN
5
oy

n@ of the study 14-2053.
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- Storage stability: The maximum storage periods of deep-frozen samples for amidosulfuron and its
metabolites AE F101630 and amidosulfuron-guanidine ranged between 335 and 427 days and are
covered by the storage stability studies (cf. MCA Point 6.1.).

Table 6.3.2- 27: amidosulfuron and its metabolites AE F101630 and amidosulfuron-guanidine in/on grass
- Storage period of samples &

@
St %ﬁe Dates of

Trial Targets Sample © .
Study No. | ¢ 00 crop Material | Substance riod @ Sanﬁh.ng to@
X. d%\xﬂ Analysis @
Southern Europe @ o ‘o &ﬁ S

O
green amido@?uron WD &f 204{2%7 02 to

i 413
14-2053-01 Sudan material and 8@%011@ Ny @ %15 08-19

Grass al@ﬁosul@}n %7 @{)14 3to
hay | 2 meta@lites 3@ O 2%@2—26

amidoMfuro@
geer Q ande}aboht%s &427 S 06 18 to
i 1
14-2053-02 | Sorghum | maeril @@ 15 08-19

N
@ﬁdos N 014-07-08 to
*@? htes 4 Q$22015 08-26

14-2053 %
g am1 GSulfur %] Q
%‘ terlal ani et&@ O\&g 413@ 22(1)‘1‘-5(33;3(3(;0
14-2053-03 | Sorghum 4D Q

N
< {9 Gmidosiiifuro Qo 2014-07-23 to

.. [\vand metdbolitesyS| o 2015-08-20
2 | Ogree amidosulfurby | =\ 2014-09-04 to
S 8 ¢ 1% ar@metab@es @ 350 2015-08.20
14-2053-04 «zo\gGrass@E mate@l | N e
SSENFS amidosulfurofs, 135 2014-09-25 to
L @ay andf;;netabqﬁe 2015-08-26

N N
Use patterns for the ls con ucten &are d n le 6.3.2- 28. Residues of the parent
compound amido et it 30 and amidosulfuron-guanidine are

summarised belfg%/ in Ta@ 6. 3
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- Residue results:
The apparent residues in the control samples used for the performance of recoveries were below 30%
of the LOQ.

Table 6.3.2- 28: Actual use patterns of residue trials conducted in/on grass with the formulation

amidosulfuron WG 75 (7(%)
s
Study, Applicatign
Trial No., D Wi N
Trial SublID, Crop Variety | Country FL No kg/ha k@ t%? .lﬁ?’ @%s
GLP, @s) | @s) @/ha)& day&%
Year DS AN A
Southern Europe @ o NN
14-2053 Sudan Grass Greece WG 75 0.( 45D LSSl 460 2 18
14-2053-01 Topsilo @@ %\ %} § @@ -
GLP: yes v 43 @5 D N
2014 O ey » @ < &
14-2053 Sorghum Spain WG N 0.0495 0.018 * 13
14-2053-02 Sudanense Q § NS 2@@ @@
GLP: yes @ N ©) c&© o @%
2014 S R @ @% s
14-2053 Sorghum Spain ‘N, WG 1 €»70.04 0.0 0 - 13
14-2053-03 Sudanense %& § @ § N @@
GLP: yes Q Q A % Q\ N
2014 O~ | d S @
14-2053 Grass Taly NS WG,75Y 1 #120.04 0.011° | 400 - 30
14-2053-04 mp (& ¢ q é\@ \&
GLP: yes N N S Q @
2014 f(@ o ~ e N
FL: Formulation No: ber @pplic@ons a.s.: active substa
GS: growth stage (BBCH ¢ at applicati o @ N
*9.33% overdosed. N) I S &
S Ve s &
P - @ & K
ISR & &
- Y o
0\@ ‘27;9\ Q? @Q Q @
Sgse & o
o\ \

Q O 5
o & s 8
& S
%%&QQ\
" &
S
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Table 6.3.2- 29: Residues of amidosulfuron and its metabolites AE F101630 and amidosulfuron-guanidine
in/on grass, treated with the formulation amidosulfuron WG 75 — Southern Europe

Trial No. Sample | Growth stage Residues [mg/kg
Country, | material | (BBCH)at | pALT idosulf
GLP, sampling | (days) | amidosulfuron | AE F101630 | *™cosulturon-
Year o guanidine
@
Southern Europe &
14-2053 18 0 2.7 0.088, @\ 2
14-2053-01 | green 23 7 0.23 0 % 0.096 @
GLP:yes | material 51 14 0.011 ®o17. v &%0.02@“
2014 D AN
59 21 <0.01 5 <001 Q" <ot
)
hay 59 21 <00 .9 @@5 \5’ 9019
@ @ ) S
142053 13 0 @%.8 > <001 | O 0.0
14-2053-02 < @ @ @)
green 19 8 & 0.13 g 0.0%
GLP: yes . D o E) %
2014 material 40 14 0. .022 @ QY 033
59 20 1 ¢ @013 @ | & 0.023
Q D D
hay 59 2{@ o Q 00l | T 904
& § o % Y @y
14-2053 13 Q0 | @ % O 0.15
14-2053-03 | green 19 >Q 7 & 0.64 é’ . Q.O%@Q 0.040
GLP: yes : ¢ O @J% N 0,00
5014 material 40 M7 %, 00930 § <00 0.011
59¢ | S | 001 {7 <01 <0.01
S N 4 © S
hay 59 S 20 9,020 Si.01 <0.01
S @> : \@ <
14-2053 30 N @® 2.7 0.50 0.073
o 2 0. .
G004 | green § 39@Q Y7 |9 0B Q 0.59 0.071
o014 material §o° 4% 14w 47 ©@ 0.30% 0.041*
a5 59 @ a8 o5 0.48* 0.065*
NS
Wy O s 1 014 0.82 0.21
° > QQ () Q @
DALT = Da@er las@eeatm @@) AN AN
Analyt%@ S Final determination as: Residues calculated as:
amidosélfuron é\g Q@J &Q ami Ifuron amidosulfuron
AE@W@(@ %, AE F101630 AE F101630
amido idi ami furon-guanidine amidosulfuron

* The sample

Con

é@on @
To support th use
in Northern

WG 75 was a

@

uron-@
were@xtractednd meéired twice. Here, mean values are reported.
< <© Y

D N A o o
\o(s\«' lfuro\@N G 75 formulation in/on grass, 4 residue trials were conducted
uropk during the 2014 growing season, at the corresponding use pattern. The formulation
Q%@ onc&vith %xéjapplication rate of 45 g/ha amidosulfuron and a DALT of 0-21 days.

The results of a Ifuron and its metabolites AE F101630 and amidosulfuron-guanidine are
summarised below 0"

Residues of amidosulfuron ranged between 0.13 - 0.64 mg/kg in fresh grass at a PHI of 7 days and
ranged between < 0.01 — 0.14 mg/kg in hay at a PHI of 21 days.
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Residues of desmethyl-amidosulfuron ranged between 0.026 - 0.59 mg/kg in fresh grass at a PHI of 7
days and ranged between < 0.01 — 0.82 mg/kg in hay at a PHI of 21 days.

Residues of amidosulfuron-guanidine ranged between 0.040 — 0.11 mg/kg in fresh grass at a PHI of 7
days and ranged between < 0.01 - 0.21 mg/kg in hay at a PHI of 21 days.

9
Table 6.3.2- 30: Residues in/on grass after application of Amidosulfuron WG 753—0uthern Europe
Growth : : S
dL@j%n /k
Analyte Crop | No of trials Sample material stage DALT®§€?SIKm gkaly @@
3-30° [0S (W27 o
. 19539 |98 (Jes-gw O
) green material 5 T 2 N
amidosulfuron | grass | 4 @\09'5&& 14 > 0.0® 0.09@ i&a
O U 2001 [gpdl-od51 g
hay RN E TS
- 050D
“ J@ 30000 ] <ofi-0sq
S Q9.8 |78 |0026-050
green r@nal S
AE F101630 grass | 4 AN & 4%\§1 Y @9:0.0}7— 0.30
NERESINS 6.
) - 5 @202, | <0.69-0.48
W o o® L 2001 | <001-082
N, o -
6| &S 1%,30 |© 0.015-0.15
2] O 9394078 0040011
amidosulfuron- @E@n maggria )
guanidine grass | 4 éﬁ 9 O N 40 -8} 14> 0.011-0.041
19021 | <0.01-0.065
20/21 <0.01-0.21
DALT = Days after la
Analyte: Residues calculated as:
amidosulfuron amidosulfuron
AE F101630 © N AE F101630
amidosulfuro nidigo amidosulfuron
O\©
&&
S @
o\ @
& &
SRS
§ @
&
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Summary of all supplementary residue trials conducted on grass in Southern and Northern
Europe

Table 6.3.2- 31: Summary of all supplementary trials in/on grass after application of Amidosulfuron WG

75
No of | Samole Residue Residue G Residue
Zone Crop trials | ma tefial DALT | amidosulfuron AE F101630 @| amidosulfuron-
[mg/kg] [mg/kg] S guanidine [mg/kg]|
Northern Europe O %@ © @@
@(\ (\j )) @
0 1.72-2.9 @E}ol nd/(%ﬂ-%% 2@/< 0.04,0.13

green | 6.7 <o.01-1.§}a 1&004&)\.37 @}’};dk 010071
Northern | grass | 6 | material |5 0|01 0@y gé%nd/o.@gg\-os SF 2 ndéﬁl 0,077
20-22 <0.0@?08 (@’ 1 n%(m-o@ 2 @d/< 0.04230.030
hay | 20-22 |2 ndig):01-0036 | 2 fd0.0590:15 |22 nd/0930 —0.11
Southern Eu@e A f(\& @\% &@
0 § 0.8@6 P nd)@m %@0.015 -0.15
green | 6-8° <@1-1.66@@Q 20d/0.0264%59 | 81d/0.040 - 0.11
Southern | grass | 12 | material | 13 £.01-0 @d/«)@\-ﬂw @;@8 nd/0.011 - 0.041
%@1 £<0.01:034  f2 ndﬁ@l-o.@s”& 8 nd/<0.01 - 0.065
hay |€20-21°[ 4 nd/<q,01-0.20] 4 320.0]-082 | 8nd/<0.01-0.21
© Nort@?ﬁ and %uthern\\ﬁurop\g N
@Q@ ©§ 0.87\;@@ *ﬁﬁndk@gl-o.so 10 nd/< 0.01 - 0.15
en | ©Q6-8 £ <0.0%1.66, D 30d:026-0.59 | 10nd/<0.01-0.11
. N N
Europe | grass | 18 jShaterialy 13-149 <<Q01—O. 3MY/<0.01-0.31 | 10 nd/< 0.01 - 0.077
N &@ 20- .01- 43'nd/<0.01-0.48 | 10 nd/< 0.01 - 0.065
@© hay |@20-22 £ nd/<g91-0.24%) 6nd/<0.01-0.82 | 10 nd/<0.01-0.21
nd: not determined N @ %

ST
N RN
o LGS 9,

N X
Report: LS ke Ci3@,3.2/1%5;2Q”if;‘§m\/1-555920-01-1
Title: o\@ Stateshent amidosulfuron on pastures

Report No.: -55592091-1 N
Document No.: %, &5559&1—1 SN Q
Guideline(s);, @ Q- % o
Guideline d@tion(g@@ -t Q)
GLP/GEP: Q" n @@ w;\

The @ion @gper Mg@%)SS%Q—Ol—l resents an overview of all residue trials conducted on grass.
Based ‘on flese exhalisti ta,ote ative MRLs proposed by EFSA on fresh grass in 2014 are
discussed: MRL of 1.5 n&g\%g in Mi}rthern Europe can be confirmed. For Southern Europe, the MRL
proposed at 5 @ coufd be r%lyuced to 3 mg/kg.
3
v
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CA 6.3.3 Flax/linseed

Studies submitted and evaluated for the first inclusion of amidosulfuron on Annex 1.

KCA 6.3.3/01 | Gz T 996:; M-134936-01-1

%@@
S e © o
SN @
M-134936-01-1 . 9\ © &% S
& s \\ O | %N
2 SRR VN
& O N s
T > @ S

D
N %
A total of 3 trials were performed in Northern Europ@(ll s‘t\@é@s we@ consi@d ac&@tabl S
Amidosulfuron was applied to flax plants (Linum ﬁgitatiss& m) QiiCt persgeason at a rateQt 30 g/ha
in order to investigate the residue pattern. The triaklocatiqns wefe,spread over @ grog areas of
the Northern zone thus covering different soils@s@d climatrc co@ﬁongz ® X @&
@
A wettable granule formulation (AE F0756§%0 \{G% A@ﬁras gi?d in a@als co@aining 750 g/kg
amidosulfuron. A @ @ L % @

S o N 9
Samples were taken for analysis at t@%ay é@rea‘u@gnt an@@%f har‘@? No &iﬁonal samples were
taken at interim growth stages. The@am@iﬂe& of ge\éﬂs, sh@ and§eaw w\e@é’ analysed for the parent

compound. & N
Overview of European residug data fo,g@nid%u@n‘on itlﬁl\ﬂax/li@,geeds D
Crop, Region, Application> &U ~Residud RN N

& S (@ &

Countries (no. Formu@ @\% V B@X\F PPart S, ° | Amidosulfuron Reference

g9 A
of trials), year t fa.s. [Jkgas/h d f: /k
). con&@b as. 1Y gas/hal o aysg®© 0&@? [mg/kg]
Flax/linseeds, | W& [ 0.030° @ 0 & of 0.12-0.39 I
North Germany (G50 g/k&© NS 8 @ Straw <0.05 [

(1), France (15 @) 75-85@ Seeds <0.05 .; 1996; M-
UK 2 @Q & (CEENGCEEEN
(1) N @ @\ N 134936-01-1
R )
1994 ] § ESEE SN ® GLP: Yes

O\ N Q
Residues o@mid uronsin shopds at th&@ly of application ranged from 0.12 up to 0.39 mg/kg. At
harvest, the residags had decreased to levels of < 0.05 mg/kg in straw and seeds.

QD @
"AIR cew@ new, gdies Sj%mitt@

7, < D
The critical GA ith ect to consumer intake and risk assessment for the preparation AMS WG
75 are presented/ 1n Tge 6.3.34
N

@
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Table 6.3.3-1:  Critical GAPs @%
A
R | - D N o)
Fn, Formulation Application &&ppllcatlonﬁa per tret 9&
Crop and/ Product | FPD Pests or @@ @ \\ PHI %
ituation | Z code | S| g f pest ) k LV k
or situation one Gn roup ot pests @ @ (days) g emar
b
o Gpn controlled Type Conc. |method |growth number @gerval J@#hL w L’ha ka )&
or ofas | kind stage & min tween o % AN

| Kt season % app ie N’\ min @ min - min &
K &@ ( \m\&\ia < ]@@ @I%@%

ax/Linsee icot. wi oliar S & . - - .0Y5-0.
852/(; d I(;ILEU {)AVD(/EIS75 F ]i?lcclf)t eeds WG ;/Sl?g Fol iﬁ?@b %-‘ @& Q@ :.8823< @ 100-400 @@ 0 0 O%a@s
glliiered and SEU Galium, Sinapis qarev 1ble©x & @% & @ @, & @@
production) ;’;‘;i;l;;zs °\ % @2&\ 0 &% @x@ o\& :>ﬂ @3@
raphanistrum,
Cci)sella, @2& ©©> A ©© \© %@
Myosotis, @ \ O @ﬁ K @
Scandix, ' ©© @JQ |~ & . ’&% & @ ° @ g
Tordylium, é>© & S Q AN Q \ N
Ranunculu @& °\ =) ®@>

I n{@ Cpe \\
volu o\ @ @ g\& @ N\
rape an @ @&@x )% \%
su11)1ﬂ0v\fl @Qé (\K @ \& Q @@

C,
* Use number(s) in accordance with th%&%&f all mt ded GAPs i m B, Section (%@muld be @ﬁn in column 1
**  Use also code numbers accordin, ex I of atlon ( 396/20 Q

**% F: professional field use, Fn: no fessmng i use, Fhayps ofessmn&&a non-pg%nal field use, G: professional greenhouse use, Gn: non-professional greenhouse use, Gpn:

professional and non-prof s% onal gree se, I: 1ncf§9r apphca%
NEU= Northern Europe; SE@ thern E@ K ©&
NR= not relevant @
e &,
W2 &%
% S \®
w X@ . O

%\
@;@ ?
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New studies on the magnitude of residues are submitted by the applicant in the framework of this
application.

In this document, the critical GAP used for setting the EU MRL is compared to critical GAP for the

formulated product. @@J)
Table 6.3.3- 2: Amidosulfuron: summary of critical GAPs used for setting the EI&%IRL m\° &
astures/meadows N @ © <)
(SN X
Maximum @ o @7 §
F,Gor ° SMaximuin Rate [
Crop Region Growth stage Nu of AN D PHI iﬁays)
I* AR Fas./ha) S
Ap&[satlons@ Qp R
N R
O
N-EU S & S © &
Flax/linseed | F and S- 49 O\@ U &%’ 5 g @
Q . @
*F Field; G Greenhouse; I Indoor. v N < @) Jog

@,
N
§ & L © 5 8
The Residue Trial Tables can be found in’the document b@@@«r. They include the supplementary trials
presented in this dossier in support of fornfulated ;@éduct we{%ﬁnot gready presented and

&

evaluated during the Annex I inclusio midesulfuron: 2o Y &
&Y @g@s o LN 9
S

°

T

Supplementary residue trials D N N

A total of 4 supplementary ge@ue tI@é were con%cted flax with Amidosulfuron WG 75

formulation in Northern and Solither rop The triak were ndu@d during the 2003, 2010 and

2014 growing seasons. THe purpgse of'\the sttdies w49 to Od‘@rmine the residue levels of

amidosulfuron after a spr; ppli@%&ion @O g a%s./ha at growth_stage 49. These trials cover the use
o> XY O

supported in this dossie@ @ N

Ry ©@ @}
Table 6.3.2- 3: Nur of reiidue t@ conducted o@ax W@Amidosulfuron WG 75 per geographical
region and vegetatio perip@ % $ )

o\@) N ~Yumberof Tri@;

@

Crop n mulation % K : Report-No. Dossier Ref.
Relon | Kgramjaton | Sopetaap peind | 1

. @1 2003 £ 2010 £2014

N-El QWG O 2 D 2 |RA-2691/03
@ 10-2242

Flax %U @@ WG @W @Q 5 4 1102005 KCA 6.3.3/03-06

q ©) D N 14-2010
N-EU: Neithern Etgope S@SU: Southédrn Eu@e

N
@@ Q@ KCA®23.3/02 ; 2004; M-232229-01-1

Title: v Det mina@% of residues of amidosulfuron in / on flax following spray application of
% 07503200 WG75 Al (75WQ) in the field in Great Britain and Germany
Report No.: § 04223y

Document No.: Q%1\/1-23.2229-01-1

Guideline(s): ] EU-Ref: Council Directive 91/414/EEC of July 15, 1991, Annex II, part A, section 6
and Annex III, section A, point 8.  Residues in or on Treated Products, Food and
Feed.

Guideline deviation(s):  none
GLP/GEP: yes
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Material and methods
Two field trials were conducted in/on flax during the 2003 growing season in northern Europe. The
trials were located in Great Britain (1) and in Germany (1).

The formulation WG 75, a wettable granule formulation containing 750 g/kg of amidosulfuron, was
applied once at growth stage BBCH 32-38 with an application rate of 30 g/ha ag@@osulfuron.

For data gathering purposes the samples taken from these trials W@re a sed &J par nt
amidosulfuron using method 00815/M001(Report M-226888-01-1 in Ba@e d s&:r) wi li
quantification of 0.01 mg/kg for seed and 0.05 mg/kg for shoot and stra as@efer t@%/ICA ggtlon

4. S N @ N
@ @ S N
Findings: % @’ é}
- Mean concurrent recoveries were within the acceptab@rang%)\f 70- 1@%, <20%s-as showh in
Table below. They validate the study results. v Qp S) &
O ¢ @ & & &
Table 6.3.3- 4: Concurrent recoveries in/on flax for @mos&lﬁn‘on o S @ @
. FL . NS an Value %§ 60
Sample Material [mg/ke] Smgle&iues ([;,@ ﬂ@“ [%\]6“ (] @%; ke
0.01 85 ®) FIES 84 O - (o
Seed 0.10 S 7921 A8 9 -@l 001
Overall Recovery,@\— ) 7 @ 83° 3®
. 0.05 S 96 A 96V g
Whole plant without |7 50 o 98 I % o - 0.05
Overall Regovery (iFs,d) @ Oe N 13

FL = Fortification Level, RSD = Relative ard ]&eviation@OQ :@ctica Limit of Quantification.

R
- Storage period of samples&> © A > N < N <
The longest period of ti or w sa@s fr these@lals v&%stored prior to analysis is given in
Table 6.3.3- 5. For thedyhole iy t witheut root, the migximur storage period of samples is covered
SN %

by the storage stabih@@ﬂata @ Q®
age W d ofﬁlples®m tr@ from RA-2691/03

Table 6.3.3- 5: Maximum

- Residue r@lts

o RS ximum storage period Duration Covered
Compoun Cr Sam aterlal
pouni ] CR | o Sampgmtetl 7 @ayy (days)
. 9 | SWhole pliht withott root |7 277 720
Amidosulfuron | “Flax @
e
SN D osed? o 209 720
v @ R

Q)
No residues abov§ LG@ of 0, @ mg/kg (shoot) or 0.01 mg/kg (seed) could be detected in any of

the contr \ sarnp

At hast ?@Mues @ pa

i

quantlﬁcatl (0. %mg/kg@

Residue levelsﬁre@ sampl@j are summarised in Table 6.3.3- 6.

@7

mldO@furon in all flax commodities were always less than the limit of
gr&& and 0.05 mg/kg for shoot).
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Table 6.3.3- 6: Residues of amidosulfuron from residue trials conducted on flax

Study Application Residues
Trial No.
. Crop
Trial SubID Variety Country L | N [¥&/ba | ke/mL | | Portion | DALT | Amidosulfuron
GLP (as) | (as.) analyséd | (days) (mg/kg)
Year &@
o, 4 &
United 3&1016 > S 2
Kingdom Nlant% @
RA-2691/03 Sigdor @ 0= 036
R 2003 05044 | Flax/Linsced | Sl 7 N | SRS TS
0504-03 Tuliette ’ 11 0.030 | @)0975 38 | . Toots
GLP Thornham, |wg
yes Ko f}
Suffolk Q ‘5& >
2003 Europe, @@ S N .. ¢
North s 6& @ se@ &S @&K 01
O |l @ | @° |© | &
Q o\Q Whole J @
NS N pla $ @
RA-2691/03 Germany S IO I M & 0.40
R 2003 06040 | . | D-86368 N % @ | %] without
0604-03 T Gersthofen |/ 1 | 0.030 §90975,| 32 s | C
aurus WG 2 @&
GLP yes Europe, § . g €
2003 North O &Q ol - %
QI 4 o |9 seeds™ | 72 <0.01
Ol o | £ Il 9

Y 3
: N © @ S
Conclusion .9 @)
Two supervised field trials on Ylax @e o cte (&ﬁ’)north&l E e during the 2003 growing
n

season, under similar appl ation@ ditiens  than the 1@ended@se pattern with the product
Amidosulfuron WG 75 pr
"R & S

@)
The formulation was@phed@t grow‘y sta e BB(é@ﬂ 3@?&/1‘[h an application rate of 30 g/ha

amidosulfuron.
P o O iy

S (@@ SR
All trials were c uct@d@cor to
coptsgReontffio G

As shown i ﬁe t@ at P@'est @rem@ of mosulﬁlron in linseed were below the LOQ of
0.01 mg/kg in llnsgg
@ OIS N

Report: g@% h 2011; M-417527-01-1
Title: o S

§ues of amidosulfuron, iodosulfuron-methyl-sodium and
x/linseed after spraying of AMS & IMS & MPR WG 26.25

Yt
ﬁ

@p-2242

o
Docuﬁ No. @  OM-4l %m@
Guideline(s§ @ E Co% Directive 91/414/EEC of July 15, 1991,

% Aﬂ@gex I, p&t A, section 6 and Annex III, part A, section 8§
I@mdug@jﬂ or on Treated Products, Food and Feed

%HC guidance working document 7029/V1/95 rev. 5 (1997-07-22)
Guideline dev1at1on(s)@ one
GLP/GEP: yes

Material and methods:
One field trial was conducted in/on flax during the 2010 growing season in Southern Europe. The trial
was located in Spain.
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AMS & IMS & MPR WG 26.25 is a water dispersible granule, containing 1.25% iodosulfuron-
methyl-sodium, 12.5% amidosulfuron and 12.5% mefenpyr-diethyl. The product was used with an
application rate of 0.25 kg/ha and 317 L water per ha, corresponding to 0.032 kg/ha amidosulfuron.
The application was carried out at growth stage BBCH 49.

The samples taken from these trials were analysed for parent amidosulfuron &nd its metabolite AE
F101630 using method BE-002-P09-02 (01325) with a limit of quantiﬁcatio% 0.01 mg/kg for green

$

material and seed. Please refer to the Section 4 CA 4.1.2. @\ @\ S &
- QN @
Findings: X
- Mean concurrent recoveries were within the acceptable ran@bf 70110 ‘V{RSD <@% as&%wn in
the Tables below. They validate the study results. %@ § Cé&\ (g&% y;\
Table 6.3.3- 7: Recovery data for amidosulfuron @9 S ff\% NS (({@ ©
. FL . Mean val D L@
Sample material [mg/kg] Single values [%] . é\a ©@ [%‘Qi]) M nu@é@?g]@@ ]
0.01 97; 98; 99; 103 102_ . 99 Sl @
flax/linseed / green |  0.10 91;92;92; 99; 99O 95 NER 001
material 1.0 A Y W ST ’
Overall fegpvery (5= 11)Q 95 O] 7
0.01 100;{?; 101@1@2; 10@@ N 1019 @(7).8
. 0.10 85;'89; 91°953; 103 Y 7.0
flax/linseed / seed 10 Q ) a9 e G - 0.01
@;Vérall r@overy = 11}$ A 95 o 8.5

FL = Fortification level, RSD = Relatjive stancigr?> devi@%&, LO@s Pract{cal limitof quantification
Fortified with amidosulfuron, deteﬁr@ed as_fmidosulfuron a% calcul as amidosulfuron
These recoveries were performed dﬁ‘ing t@ondu@f theisigl y/studi 10-2@5 and 10-2242.

& O o2 &
Table 6.3.3- 8: Recover&ﬁa fo(gy%‘, F1§g0 (§ @ %

. EL . 9 | Mean value RSD LOQ
Sample material ﬂg?g /ke] A @& Smg?&gﬁalues}(\’@ &@) (%] (%] [mg/ke]

D 0.01an \97; 1825107, ]03111. 8 106 5.2

flax/linseed / grees 0.00° | ;507" 92::304; 1083914; 114 106 8.6 0.01

material °« ™0 ey 80y @ 80 - '

N Qerall recovery tha 11) 104 10.0
LW 001 895: 1037104; 109 111 104 6.0

flax/linseed / seed | 0:10 @ 93;@80; 10£2103; 112 102 6.7 0.01
%, & SO Ovgrall recovery (n = 10) 103 6.1

Fortified wi@sE F1a3630, déterminedgs AE F§91630 and calculated as AE F101630
These recQveries \@ perfm@ed du© the &)}duct of the study/studies 10-2095 and 10-2242.

@
- Stor@peri of sa@ples: A
The maxi% storﬁe ps O&Qeep—frozen samples for amidosulfuron and its metabolite AE
F101630 ranged wee1§166 and324 days. All the maximum storage periods of samples are covered
a.

by the storage @i ity d Q
Table 6.3.3-9: Maxinium storage period of samples from trials from 10-2242
()

FL = Fortificatiéa leve D= Rﬁatgﬁyﬁdmd@viation, LOQ = Practical limit of quantification

Maximum Duration
Crop Compound Sample material | storage Covered
period (days) | (days)
Amidosulfuron | Green material 324 714
Flax and metabolite Seed 266 720
AE F101630
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- Residue results:
No residues of amidosulfuron and AE F101630 above the LOQ of 0.01 mg/kg (green material and
seed) could be detected in any of the control samples.

At harvest, residues of parent amidosulfuron and its metabolite AE F101630 in flax/linseed were less

than the limit of quantification (0.01 mg/kg for grain). @(%)
. . . S o
Residue levels in treated samples are summarised in Table 6.3.3- 10. K N
S @ O o
Table 6.3.3- 10: Analytical results of treated samples for amidosulfuron ar@% me@?ohte % F10 §30
in/on flax/linseed N° N
Study Application @) A o SzR\eﬁdueg
Trial No. v Q '
Trial SubID | . S™P | Country kg/ha L || Poftion LT g"d"' AE
Variety FL |No .GS Gulfurgi, [ F101630
GLP (as) i f(as.) S analysed ays) D (mg/ [mg/ke]
Year &@ C @ @ R e
Spain XN Greefly,
Maro, Q A ’ material (((\@ @@3 0.06
10-2242 Flax/ Neria Ro § é}g Q Q &
it | Linseed | 20001 | 02| 1 80032 43001 @30 | 5 @@
5 01}(]) Border | Malaga o b @Q seedy?| 58 <0.01 <0.01
Europe, & é @ Qy %, @
South \ & @ N %)
DALT = Days after last treatment N N
ays alter las catmen @ ©Q @ @ N @
RN %, Q" X N S)
Conclusion %, N @) S)
One supervised field trial on ﬂ%@%’as Cc ucte%)m Souythern E e dur%g the 2010 growing season,

at the slightly higher dose rate ( n £23) cempared to’ th @e pattern with the product
Amidosulfuron WG 75. T rmul@on WG_26.25was a{@ ed with an application rate of 32 g/ha
amidosulfuron at growth @ge 49@ @ & %
T O @9 N
This trial was conduct@mcorﬁ%ng to@LP % @@ @}
@ <SR
As shown in the table, a rve re@@es @mld ron in linseed were below the LOQ of

0.01 mg/kg in li@ed
Report: & @ Kc@3 3/0“,,ﬁ 2012; M-424441-01-1

Title: ‘N Determmatlon of thésxesidugs of amidosulfuron, iodosulfuron-methyl-sodium and
&& fenp @éthyl i ﬂa%nseed after spraying of AMS & IMS & MPR WG 26.25
@, the field in s ern France

<

Report No.: & 10-2095
Document I\@ @ 44 1- Q)
Guideline(s): ©© ncil @ctlve 91/414/EEC of July 15, 1991, Annex 11, part A, section 6

@ld Annex 111, A, section 8
§ e@g in or, Treated Products, Food and Feed EC guidance working document

/950 75 (1997-07-22)
Guideline d%latlo

GLP/GEP: §

Material and meth@s%
One field trial was@nducted in/on flax during the 2010 growing season in Southern Europe. The trial
was located in France.

The formulation AMS & IMS & MPR WG 26.25 is a water dispersible granule, containing 1.25%
iodosulfuron-methyl-sodium, 12.5% amidosulfuron and 12.5% mefenpyr-diethyl. The product was
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used with an application rate of 0.24 kg/ha and 300 L water per ha, corresponding to 0.030 kg/ha
amidosulfuron. The application was carried out at growth stage BBCH 36.

The samples taken from these trials were analysed for parent amidosulfuron and its metabolite AE
F101630 using method BE-002-P09-02 (01325) with a limit of quantification of 0.01 mg/kg for green

material and seed. Please refer to Section 4 CA 4.1.2. )

@
RO% Qshox@@n

Findings:
- Mean concurrent recoveries were within the acceptable range of 70-11

o

Table 6.3.3- 11 and Table 6.3.3- 12. They validate the study results. @) %
S S \ @& N
Table 6.3.3- 11: Recovery data for amidosulfuron @ o R o
EN
Sample material [mgi{g] Single values [%}%@ o @ieap%iﬁlue \%l]) (\ [;;OQ
0.01 97;98;99; 101402 @y 9 Q) 210
flax/linseed / green | 0.10 91;92;92;99;99  © ©os O 43 @01
material 1.0 78 QO NEE - O @
Overall recovery (n=<J1) 95 N 2
0.01 100; 1015@01; 1022902 52| ¢« 101 ~0.85)
flax/linseed / seed 01' '100 86(; 8\@719’ 2’ 163 @@Q %S 9_2 @® @Z_@ 0.01
Overall recovery (n z -& H) @ 95 & 8.5
FL = Fortification level, RSD = Relative ard d@latlon L ctlcaﬁ@nt of ghantification
Fortified with amidosulfuron, determingd @& ami lfu ate mido ron
These recoveries were performed durl@ng the c&?ﬂct 0 smd)ﬁs 095"@@ 10-2242.
o @ <
& S <2
Table 6.3.3- 12: Recovery dagtor A 01630 o f@ @
. F ean value RSD LOQ
Sample material [mgfks| %ﬁ@e val(to%i [%]@ %W (%] (%] [mg/ke]
O e 97,107, 107; 110,801 55 106 52
flax/linseed ©0.10 SR 104@39)8 1145114 & 106 8.6 0.01
green material ' 1.00° 80 & & - - '
c Q" | &7 6ver®recoy@§ (n=19 104 10.0
.ol | «001 95;103; 104:109; @1 104 6.0
ﬂa""“‘;" 3 @5’.10 @3 1002101; 1035712 102 6.7 0.01
see O OWerall véeovery th = 10) 103 6.1

FL = Fortification %el RSQ

Rela@ye standard deytation, LOQ = Practical limit of quantification
Fortified with AEJ
These recovqu ere ps

deterl%@ed as F101 and calculated as AE F101630
orme cond@t of the study/studies 10-2095 and 10-2242.
- Storagaperlod 9@ample®
The % um s orag@)erlods of deé}frozen samples for amidosulfuron and its metabolite AE

F101 ays. All the maximum storage periods of samples are covered

betgn 328 and 4
by the storag stabili stud@ (cf. k4 A Point 6.1.).

Table 6.3.3- 13$§ax1mu95tora@ period of samples from trials from 10-2095

Maximum Duration
Crop £ pound Sample material storage Covered
@' period (days) (days)
Amidosulfuron Green material 422 714
Flax and metabolite
AE F101630 Seed 328 720
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- Residue results:
No residues of amidosulfuron and AE F101630 above the LOQ of 0.01 mg/kg (green material and
seed) could be detected in any of the control samples.

At harvest, residues of parent amidosulfuron and its metabolite AE F101630 in flax/linseed were less

than the limit of quantification (0.01 mg/kg for grain). @(%)

AN

S

Table 6.3.3- 14: Analytical results of treated samples for amidosulfuron ar@% S me

> &
@ ©@@)

@?ohte 1@ F10 ggo

Residue levels in treated samples are summarised in Table 6.3.3- 14.

in/on flax/linseed N° & N
Study Application @) N o Wemdu\gs
T.rlal No. Crop v . q K © do-
Trial SubID . Country kg/ha L Portion LT <AE F101630
G Variety FL |No @ Kulfuro
LP (a.s.) xﬂa.s.) > analysed ays) Qm / [mg/kg]
Year &@ @ @ ch e
France XN Greer,
102095 1 plays | F-81800 RqI | matgrial | O @@1
10-2095-01 . 26.25
Linseed | Rabastens 10030 |001 |35 © | &
GLP yes . WG S %
2010 Banquise | Europe, R ) 2 Sseed S 94 @ <0.01 <0.01
South o D X @ﬁg 9
DALT = Days after last treatment & © @J Q 7, @
% DN 9
A N

o

Conclusion @

One supervised field trial on flax w@ con g?ed 1m§0uther®@:uro§uﬂng@he 2010 growing season,
at the corresponding use pattern with the product “AmidostiHuro 74, The formulation WG 26.25
was applied with an applicatiorixate of ﬁjﬁa amidosutfiron a@rowt@tage 36.

This trial was conducted ac@rdlng{Q}Ll@& > °\@ °\
& O
As shown in the table harv&e@ the rYdues am @s’ulﬁngn in linseed were below the LOQ of
0.01 mg/kg in linsee & R Q
& o &8 S
Table 6.3.3- 15: Rgsidugs 6 ﬂa;@@’eed M§ appliddtion of XMS & IMS& MPR WG 26.25
Analyte SO Crop\y\a No of trl@ Samp@xn@aterial DALT Residue [mg/kg]
@ Q ° ‘o Gré&‘f material 0 0.71
Amidosulfuron N \
ax/ % & é%%ed 94 <0.01
@J@Llnse@ Green material 0 0.01
AE F101630 N
> i Seed 94 <0.01
N

DALT :%ws aﬂ@}‘?{st treatment Q) &g

¢ L @@@@N@\
%%y%@%\
S
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Supplementary residues trials conducted in 2014 in Southern zone

Report: KCA 6.3.3/05| I 2015; M-534553-01-1

Title: Determination of the residues of amidosulfuron in/on flax/linseed after spray
application of amidosulfuron WG 75 in Spain and Italy

Report No.: 14-2010 &

Document No.: M-534553-01-1

Guideline(s): - REGULATION (EC) No 1107/2009 OF THE EUROPEAY PARLIAMEI{F AND
OF

THE COUNCIL of 21 October 2009 concerning the p@mg oftplant protection @
products on the market %

X
- OECD Guideline for the Testing of Che@éals onQSrop &ﬁﬁ Trla!@SG 50&7@

published in September 2009) @ Q 2y N
- US EPA OCSPP Guideline No. 86(&3%00 onCyop Fl&d Trial @ @,;;a
Guideline deviation(s):  none @ S LN ©\ Q v’
Ry v
GLP/GEP: yes R > N

O o @ &> @© &@
Material and methods \O\ % S
Two residue trials were done with the formulation Am@sulﬂmn WGEES, a )§ W t@ dispersible
granules) formulation containing 75 % ami furo rin 2 rowin . The residue
trials were carried out in the field in Spain ar@@taly f(@%ut@m Europe @

The formulation was applied once at gr@%th stag@ 49 Vs&@ an a@%catf@g rate c(fi .04 kg/ha and 364-
393 L water per ha, correspondm@ a @ray <%)ncent@mn Q 011 'e», and 0.03 kg/ha of

amidosulfuron. (&)
\ o
@ © S

Green material and seeds of %mse were&taken days @nd 5&0 after the last application
(DALT). Residues of amldosulfur@ and @ metabolite A 30 in these matrices were
determined according to me@d Bli@n P0§§92 (BCS 1nteg% no.. & 25).

Findings @ @)Q VC@ & @ \%

- Method performanc€: The a%rage Lecoveries were@erfo at fortification levels between 0.01
and 1 mg/kg per yte fog arm@ulfur and i met ite AE F101630 and were within the
acceptable range 0 a Valu@.%vere ow 20% as shown in Table 6.3.3- 16 and
Table 6.3.3- 15\.@ o\
X
Table 6.3.3-4? Re@y d@g\for asulfl@an ‘2§
¢ \

Q

Crop / Sample § FL v §@] o Q) Mean value RSD
material @?’ [m; 1 e val A’ [%] [%] LOQ [mg/kg]
@ D1 96597; 98 97 1.0
flax/linseed Q 010 © @Q 9@8 100; 103 99 3.0 0.01
green m%rlal 5 o]
@ 1&@ & 97 - -
@ @p @Z@ - (Qrall recovery (n = 8) 98 2.4
N0.01 %o 82; 84; 85 84 1.8
flax/linseed / s % _ 0.01
0.10 @ 80; 81; 84 82 25
@ Overall recovery (n = 6) 83 2.4

FL = Fortification 1ev%)i, RSD = Relative standard deviation, LOQ = Practical limit of quantification
Fortified with amidosulfuron, determined as amidosulfuron and calculated as amidosulfuron
All recoveries were performed during the conduct of the study 14-2010.
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Table 6.3.3- 17: Recovery data for AE F101630

Crop / Sample FL . Mean value RSD
material [mg/ke] Single values [%] [%] (%] LOQ [mg/kg]
0.01 93; 101; 104 99 5.7
flax/linseed / 0.10 102; 103; 107; 117 107 G 0.01
green material e
1.0 98 - Y
Overall recovery (n = 8) 103 S 6.8 @) ©
(BN
0.01 91; 96; 100 96
flax/linseed / seed S @ s @ &% O.Q&a
0.10 93; 98; 98 SF e (N30 @ w
Overall recovery (n = 6) & @6 §£ 3.@%%9 Al
FL = Fortification level, RSD = Relative standard deviation, I@é = Pragtical l%%! of q@iﬁcat@ % °
Fortified with AE F101630, determined as AE F101630 andkcalcula s AE F10163 N

All recoveries were performed during the conduct of the it@y 14-Z010. %@ &@

Q\\ S S

N N |
- Storage stability: The maximum storage pe@%ﬂs oﬁep—f n sa,g@es for mld@furon and its
metabolite AE F101630 ranged between g@nd 3 day@nd are coverby théstorage stability
studies (cf. MCA Point 6.1.). O S @f@ é% % @
& @ N 9
Table 6.3.3- 18: amidosulfuron and it@etabd@e AE F1016&4‘n/01§ Fak/lin — maximum storage
eriods of samples O f@ A @ €y
. R S © O O%torage Dates of
Study No. ;l;;)all]) Erirgg@ Sﬁgz?: gie i S@stanc Period Sampling to
P S R . [(\@b[Max. days] | Analysis
Southern Europe ﬁQ && P
S
@ X O 2014-06-26 to
N & n rgerlal 354 2015-06-15
14-20 6@) I | flay/linsee@) Y
§ @e R 280 2014-08-25 to
& . @ S Q 2015-06-10
14-2010 % ()@ ~
D
@Q & @ grgel@faterial 322 22(1)‘1‘750(7)-62§ 5t °
o \ . = =
14-2010-025] flax/l @ed € G amidosulfuron
O SO [T O | and AEF101630 2014-09-20 to
Q9 @O 0 s 263
% £ S 2015-06-10
S O G, QS
O O

Q5
Use ‘@ns forthe trig]s condiidted opiflax/linseed are listed in Table 6.3.3- 19. Residues of the
pare mpognd amidgsulfurn and fts metabolite AE F101630 are summarised in Table 6.3.3- 20.
S A

RN

M

The apparent es fthe gontrol samples were below 30% of the LOQ. Recoveries were not
corrected for ap aren%esidues in the control samples used for these recoveries.

@

- Residue r%ults:%‘
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Table 6.3.3- 19: Actual use pattern of residue trials conducted in/on flax/linseed with the formulation
amidosulfuron WG 75

Study, Application
Trlﬂl:laélljl;)ﬁ) Crop Variety | Country kg/ha kg/hLL Water | Spray
’ FL No ate | interval | GS
GLP, (a.s.) (a.s.) /ha) | (days)
Year R y
Southern Europe N N
14-2010 S (=~ |~ |@
14-2010-01 flax/linseed .
GLP: yes Dorado Spain WG 75 1 0.003 &@083*0 V364 % - Qv 49
2014 : NS
14-2010 kN O % @
- - 1 @ <
14-2010-02 flax/linseed raly | we7s | @ @g @76* $93 é@ 49
GLP: yes Antares . éb 5 @ﬁ
2014 D S @ &
FL: Formulation No: number of applications @s activg substaiﬁse S @
S

GS: growth stage (BBCH code) at application \@
* For the calculation of concentration of amidosulfuron a.8y the @%y 11q@ (kg/}@ 1o d values were
abo and thy one pr ed in the Field

used. Therefore, minor deviations may occur betyen the £ ue s
Phase Report (Appendix 10), which was calculo% smiunroung@

§ © @ @

Table 6.3.3- 20: Residues of amidosulf@®o ané% met@gollte @‘ 1016§§m/0n@x/lmseed treated with
the formulation amidosulfuron WG 789

9 @ &(@ ﬁ%s
Trial No. @ idues [mg/kg]
Country, Sample Growtlrsage S N X @
GLP ot | (BBCH) at (& DALD(days) @d @ AE F101630
Year, materia s @aphng&C S idosulturon
)
S @ ?South@n Eu};@% N
o0 | e b0 o N O 2 Posss 0.087*
14-2010-01 | materia A ﬂ@ é@ &Q § . '
GLP: yes o QO )
2014 o0 , <0
s <0.01 0.01
_ D N N
liiglool-(z)z \:irteez\%?§ &9 of |, oox 0.51* 0.94*
GLP: yes AN X & N
d NI S 5@ <0.01 <0.01
014 | & 7§ R @

DALT = Da@aﬂerl
* Mean values Tre@ samplds of

reatmgnt * D@ befor@ast treatment

£eh matétial were analysed twice to confirm the first results.

L

Ana @ inal determination as: Residues calculated as:
§ @)sulfu§ @ ©\ amidosulfuron amidosulfuron
F1016 @ §\ AE F101630 AE F101630

Conclusion

S

To support the use
conducted in Sout

)

midosulfuron WG 75 formulation in/on flax/ linseed, 2 residue trials were
Europe during the 2014 growing season, at the corresponding use pattern. The
formulation WG 75 was applied with an application rate of 30 g/ha amidosulfuron at growth stage 49.

As shown in the table, at harvest, the residues of amidosulfuron in linseed were below the LOQ of
0.01 mg/kg.

The residue levels determined in the treated samples from the 2 trial sites of the study are summarised
in the table below:
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Table 6.3.3- 21: Residues on flax/linseed after application of Amidosulfuron WG 75

N . . Residue [mg/kg]
Application Analyte Crop No of trials | Sample material DALT .
min - max
green material 0 0.51-0.55
amidosulfuron 2
30¢g seed 54-60 | ¢ <0.01
amidosulfuron/Ha flax/linseed %]
at GS 49 green material 0 0.087 - 0.94
AE F101630 2 5
seed 54 - 6% (% < O@%& &
DALT = Days after last treatment @
Analyte: Final determination as: . Res Qalg@fated &% §9
amidosulfuron amidosulfuron osqu% Q LN
AE F101630 AE F101630 @ @EFIO%% v ~
N i @ *
@ ‘& Cf’@ _
Summary of all supplementary residue trials c ucteb f@x in @her@@nd@ﬁthem
Europe

As shown in the table, at harvest, the residues ogrmd ﬁfuromn 11 elo e LOQ of
0.01 mg/kg in linseed. The current MRL of &.01 m 1n 1s S orte al&upplementary
trials. § Q @

Table 6.3.3- 22: Summary of amidosulfur&residu@evelwﬂax/@%eed (@%’plemry trials)

K 2
o ©< > |§ Lo @ Residue [mg/kg]
DALY
Application Analyte CrO@ No i@’lals @J@amp aterl@ ) Al min - max
s < green materlal Syhole [, 0 036 -0.73
amidosulfuron| flax insee&§ 6& plém w1th01f@)ots) &
30¢e S . s@éd  OF s4-%4 <0.01
amidosulfuron/Ha
at GS 32-49 @ @ green material ( e 0 0.01 - 0.94
AE F101 flaxipseed [~ 4 © Pla‘@’lthout@
< S . Y sead) 54 - 94 <0.01
DALT = Days after I%E)reatmel%t @ N Q S
S & s 8§
o .0 SRy
o \ @ Q

37\9

; Q N <
CA64 AS Feg stlidies o0 o o
Original Annex Ii %losszef\g @ Q\ N

N S N
No livestock fégding %@ﬂdy wdsssubmjtied du@g the original Annex II dossier.

g

LN
"AIR process" - néw studibdsubmed
O ) v

A mi§ant fé@ding dy wds, condiigted in 2007 where milk and edible tissues were analysed for
amidosulfuron’ and e‘\« AEFT01630. It was submitted to the former RMS (Austria) in 2008
and in Decembe 010 er to Addendum to monograph prepared in the context of post Annex I
procedure (ne\@nex IIdata) ggev.1 February 2011).

Dietary burden N

Amidosulfuron is authorised on cereals, grass and flax which might be fed to livestock. The median
and maximum dietary burden for livestock was determined using the same approach as in the EFSA
reasoned opinion on the review of the existing MRLs for amidosulfuron (EFSA Journal 2014;
12(3):3614). The OECD model from 2015 is used for this calculation.
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Table 6.4-1: Input values for the dietary burden calculation

Commodity Median dietary burden Maximum dietary burden

Input value (mg/kg) | Comment Input value (mg/kg) | Comment
Risk assessment residue definition: amidosulfuron
Linseed meal 0.01 Median residue*CF 0.01 Median residue*CF
Wheat, barley, rye, 0.01 Median residue*CF 0.01 @VJ Median residue*CF
oats grain & o R
Barley bran 0.01 Median residue*CF 0.01 > @Mdian gepidue*CE
Wheat milled by- 0.01 Median residue*CF 0.0@ \, Medi % res1due@F
products @
Risk assessment residue definition: sum of amidosulfuron and met 1 amld()%ulfuron @&pre;ss% as
amidosulfuron Q \ Qy 2,
Wheat, rye straw* 0.1 Median re51d | Orﬁg % Hi&@t resigue
Risk assessment residue definition: sum of amldosulfur desme@y] amldosulfu@ and @1dos
guanidine, expressed as amidosulfuron
Grass, fresh 0235 Medla@md N33 % @@ ng p residue

@HIM)@ STRY g (PHITA

M

fedian residue | @ @hest residue
Grass, hay 0.20 ) HI P 1% g %80 @@ (PHI 21 d)

* Worst case LOQ considered =0.05 mg/kg ir‘cereal s@xw desyi@ie 2014@51due thials an%%%d with LOQ=0.01

mg/kg Q S %@ @ @

N
The results of the dietary burden ceﬁéulatf@g@are Swummar ©§ @k @ for a PHI of 7 days on
fresh grass. & é}ﬂ &

ol teuon, 7 Y @
Table 6.4-2: Results of the di 1 ion ,
able 6 esults of the dle@&ry bz@ ca & ion N ) Q

Q

Mediah” | M umq%jAbo & M@imum\ﬁ Highest

Animals bul@& Qurden 0.004 mg @@ere contributing
X (mg/kg v
(Iﬁg bw| e(mg/kg@bv) ﬁ@ bw ¢ Q D commodities
Beef cattle L 0,011 @ Ye@@ 671 Grass  forage (fresh)
@Q 09 f(\§ s

Dairy cattle - g 0,0219 @8.04 Grass  forage (fresh)
Ram/Ewe &@ 0@98 0,4240 Yes @ 12.73 | Grass  forage (fresh)

Lamb @)202 ) 0,2 o @es 6.71 Grass  forage (fresh)
Pig (breeding) 0,00&, @62 O Ye S 2.69 Grass  forage (fresh)
Pig (finishing) . 0,5}7@ %9\,000 o) No 0,01 Barley grain
Poultry bro'le‘/’} @(f 1 0,00 Ko 0,01 Barley grain
Poultry lay§ @@,OOI o 0, 0\©NO 0,02 Wheat  straw
Turkey C, 0,001 @01 K., No 0,01 Rye grain

7

) Y
Thesﬁuk&dica@%at f@%} gga®\may represent the main contributing commodity for ruminants
and for pigs. The trigger \{g@ wa@ot exceeded in the case of poultry.

§ ﬁ >
CA 641  Poyltry

No study was performed. Poultry is not expected to be exposed to significant levels of amidosulfuron
residues. Results of the dietary burden confirm that a feeding study is not required for poultry.
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CA 64.2 Ruminants

"AIR" process — New study submitted.:

The following study was submitted to the former RMS (Austria) in 2008 and inDecember 2010 (post
Annex | review of amidosulfuron containing formulations). The conclusions &he former RMS are
compiled in the DAR Addendum Volume 3, Annex B (Addendum to mo%gra%prepa&:d in the
context of post Annex I procedure (new annex II data) — rev. 1 February 2(@“), @ Q @@)

(SIS

In the EFSA Scientific Report (2007) 116 of 14 November2Q07, its sta@@? “In&o%er t@@%ﬁtain
appropriate information for MRL setting a feeding study, lact ting cows shouf® be ,cBrducted,
preferably with simultaneous administration of amidosulfuron an etab&fﬁ?e AE@O]@&} altol
ratio, reflecting the exposure resulting from consumptio ©f grass.or hay‘tnder warst ca@ondi ions.”
After this, it was agreed to perform a livestock feedin&@udy MWith pare@?ami Ifurey alon&ease
refer to document [ lJ; 2007; Rationale fofSthe design of7a livestock feéding @y with
amidosufuron - Code: AE F075032; M—297410—01@ N S A @ @

©\ O S & @
SN @) Qo W @
297 3

Report: KCA 6.4.2/01ﬁ2007; 011 &

Title: Rationale for the deSign of a kivestock in dy witliZamidogufuron - Code: AE
F075032 ¥ ©{ @ S yo % @@

Report No.: M-297410-01-1@ & AN %@ ©\ Q

Document No.: M-297410-01-© ® & Q N @

Guideline(s): not speciﬁedQ N Y @) § . ©

Guideline deviation(s):  not specif@ é}a N © & \\

GLP/GEP: no N N &
v & C e o

N D
This is because the toxi proﬁ@of bolit&AE F10163( 'fs§§:overed by the toxicological data
package of parent ami Ifuroiféind thetary@lrde 'v_)@ s ca{\lated taking into account the highest
residue (HR) found it grass at PHk 7 days; for both amid@sulfuron and ‘630 (sum expressed in
amidosulfuron = 1. g).é]%ese (%@litio <<1s\f:pres&ﬂche t-case scenario.
o &S

On top of this,{@l amiceLoQ:ulfund@@ FlOl@O wegs analysed in the cow tissues and milk.

SR S
Report: AN @QKC.éwl/OME; 2088; M-298770-01-1

Title: N Amidosulfyron - \/@nitud of the residue in lactating cows
Report No.: S <{§ BEI@ & é

Document No.:@i@o\a @M-298¢70-01-
Guideline(s)"@\ © OPPTS 860. -M ilk/Poultry/Eggs
§ D§O 7.5@- Livestock Feeding Study
% & OECD Te§p guidetines Residue in Livestock 505, adopted: 8 January 2007
§ @ECD Guida ceDoc Overview Residue Chemistry Studies.
@@ §JENV@WMO (2006)32,

%, adeQted 10 Qgtober 2006

Guideline deviationég &nalysi%f the potable water for the test system was not conducted under GLPs.

§ ZDry ry@tter analysis of the feed components was not conducted under GLPs.
%3. Some of the test substance properties described in table 2 were not performed under

@@ GLPs.

4. Standard storage conditions were added to the raw data as late entries.
GLP/GEP: yes

The purpose of this study was to determine the magnitude of the residue of amidosulfuron and its
metabolite desmethyl amidosulfuron (AE F101630) residue that may be expected in meat and milk
from animals that have been fed feedstuffs containing residue of amidosulfuron. These residue values
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will be used to establish a registered tolerance or maximum residue level (MRL) for amidosulfuron
and support OECD registration for the use of amidosulfuron on crops that may be fed to livestock.

Material and methods

The magnitude of the residue of amidosulfuron has been studied in lactating dairy cows. Ten lactating
Holstein dairy cows (three cows/treatment group and one control cow) were doseyl orally, via capsule,
for 29 consecutive days with amidosulfuron at different target dose rates. T levels were based on
field residue data and were approximately 1X, 3X and 10X the anticipated@axinﬁwﬁiet burden.
These were based on total amidosulfuron residues found on grasses at 7-d -entry>periogy for
livestock into pastures. The highest residues found in cattle feed items opfained @gom ﬁe@b trials¥with a
7-day PHI for total amidosulfuron residues are presented il@he tabfe, bel \;\&Usin@&khese %es in
conjunction with the percent of livestock diet values, anifdal bo@g weights’ andvdaily feed intakes
found in Annex 4 of the OECD Guidance Document on, ergie@ of Résidue CHmistry Studies for
beef cattle and dairy cattle in US/Canada and Europg\iﬂ@ maxé@\m di%y buggen andMdose keyel in

mg/kg bw was calculated as follows: @@ @ @ @© @@
NS Sy g
@

Residuevel\ N
Dietary Burden = x % Of Diet L
% Bty Matt%} < Q 73 &
s o
Dose (mg/kg bw) = &\ B%a}r;/v?ur(;i@@g Dméélntakg\g@ @
S N @ 9
O SN
The maximum anticipated dietary buf enb(@n: r%f@esti i per@ of f and dose (mg/kg bw)
calculated below were obtained ysing th@»@}rcen’c& livestock die€yaluessbody weight (650 kg), and

daily intake (25 kg; dry weight) for dai ttle in Europe. $
A
inaieiatingy

O

O N 9 . N pi
% of | %Dry q{es' e Corrected Residue Dietary Dose in mg/kg
Feedstuff Burden
Diet atter@@ L ppn@ Lev%ppm)l\ (ppm) body weight
3 g
Grass Forage | 60 O 25 S .64 = 6850 @ 3.936 0.1514
Wheat Grain | 2307 | §9. f.01 g0 koo &7 0.003 0.0001
Flaxseed Meal |cb5 . [@8 507 [ 008 70057 0.009 0.0003
; Q
B < o
Total S 100 % o N | 3.95 0.152
AN \@@ Q > S

! Corrected residuikbvel = g;\egsidue le@l +% @matt%
" SSIENENEERN)
As determine@®in tli](%ove %alcul s, theymaximum dietary burden of amidosulfuron for dairy

cattle was ulat be égl 52 (‘)C bw.@herefore, the cattle were dosed at the following levels:
@ ﬁ? ’
@ © 7Dose Group Target Dose (mg/kg bw) | No. of Animals
@@ S Dgbose © 0.152 3
S N 3X Dose\™ 0.456 3
§ Clox pese 1.52 3
@ Control Placebo 1
o

Milk was collected twice daily during the dosing period. Milk samples from all dose groups were
analysed for total amidosulfuron residue on study days 0, 1, 3, 7, 10, 14, 17, 21, 24, 26, and 28.
Additionally, a portion of the 28 day milk sample from the control and 10X dose group was separated
into milk fat (cream) and whey (skimmed milk), and each was analysed. On day 29, the animals were
sacrificed and liver, kidney, composite muscle, and composite fat were collected for analysis.
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Residues of amidosulfuron and its metabolite desmethyl amidosulfuron (AE F101630) in tissue and
milk samples were quantitated by high performance liquid chromatography/electrospray
ionization/tandem mass spectrometry (LC/MS/MS) using method BE-001-A07-01 (please refer to M-
298517-01-1 and M-298519-01-1).

Method validation was performed prior to sample analysis and concurrent reco@@‘ries were performed
during sample analysis to demonstrate acceptable method performance. T Himit of quantification
(LOQ) was 0.005 ppm for each analyte in milk matrices and was 0.010 p§n for ?agfl ante in é})le

tissue matrices.

% %
Findings O & \ %Q
Milk
Maximum amidosulfuron residues in the milk samples fr@ the 1@( CiO*and @edl Vels were
0.138 ppm, 0.021 ppm, and 0.007 ppm, respectively. A@ldos f%ron regdue r ed a@atea y the

tenth day of dosing for all feeding levels and dec d sl lr@ugh i@, ethyl
ove the

amidosulfuron (AE F101630) residues were not @und 1 . The
concentration factors for amidosulfuron residue i 1lk%sgere dgigtsegmmed to be @ an 6 for the
whey and milk fat, respectively. %, @ 73 &

S O

Q @ K S)
@Q%@b@

The results are summarised in the table be}&\@ &
@ L . O

oo
Table 6.4.2- 1: Residue Levels (ppm) of Q osu&n‘on andAE stf\\y(@&”() @mk an@lilk products
- Y 7
(CX %, @@?&emev{gls@@pm)
O\ \
Analyte Matrix Fse«ﬁgg Lev@ SN
Sopmo | g Mif? | Max | Mgdian | Mean | Std. Dev.
Q BN 9 |
@ (10%5 (930 [0.038 [ 0138 \[’0.050 | 0.066 | 0.031
Milk)> | GXP 30 19%0.005.7 0.020> [0.014 | 0.014 | 0.004

Amidosulfuron | & [(1%) & [Jo | <065 [ 0005  [0005s |0.000
Rtk FaeQpr10X) - @3 | 038 {0080 | 0.049 | 0.056 | 0.022

. @7Whe>}§w (1@9’ O3 Q0.041_ 0084 | 0.049 0.058 | 0.023
\)

N S Jwox) o7 |90 | <08 | <0005 [ <0.005 | <0.005 |-
Mk M) O .9 | <0005 | <0.005 | <0.005 |<0.005 |-

S R—
AEFI01630 " & 12 (Y] 304)%0.005 | <0.005 | <0.005 |<0.005 |-
| MilFat | (10X) &L |3 [ <0.005 | <0.005 |<0.005 |<0.005 |-

O | wRey §10x) & B [ <0005 [ <0.005 |<0.005 | <0005 |-
AN N
Tissu @ o
The h%hesidos@ron @dues@re found in the excretory organs of the kidney and liver. In

kidney tissug, aximu?@esid ges found were 0.180 ppm in the 10X dose group, 0.094 ppm in the

3X dose group, g « h0. Ol@pm in the 1X dose group.

w
In liver tissue, the imum amidosulfuron residue found was 0.020 ppm in the 10X dose group,
0.012 ppm in the 3&3dose group, and < 0.010 ppm in the 1X dose group.

Desmethyl amidosulfuron (AE F101630) residues were not found in any of the kidney or liver
samples.

In muscle tissue, amidosulfuron residue was <0.010 ppm in all animals in the 10X dose group. Muscle
samples from the 1X and 3X dose groups were not analysed.
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In fat tissue, two of three animals in the 10X dose group had amidosulfuron residue below the LOQ.
The maximum residue found was 0.015 ppm. No animal in the 3X dose group had residue above the
LOQ in fat tissue. Fat samples from the 1X dose group were not analysed. Desmethyl amidosulfuron
(AE F101630) residues were not found in any of the muscle or fat samples. Amidosulfuron residue in

all tissues showed evidence of a dose response, although the coefficients of ij

ination (R2) were

not high.
O\ &
The results are summarised in the table below. @@ @ )
o
Table 6.4.2- 2: Residue Levels (ppm) of amidosulfuron and AE E101630 i beef tissues & N
A Resi Y ©
) Feeding Level @ Residue Levels (ppmy: o
Analyte Matrix
(ppm) n | Ming,’ MaxO Ngg%’ian an d. Dev.
3X 3 | <009 | <eolo | @002 £N0.003-L o.
Fat (%) 001 | <8 0003 08
(10X) 3 | Loo10 [€o015 @ 0.003D] 0.06 | 4607
(1X) 3 R0.015 ] 0.009 | 0019 | ap18 | @0.002
Kidney 3x) || o 00% | @P50 [D.0624]  0.028
Amidosulfuron (10X) &3 | 06 |~@is0 [Soasgy| 0187 0032
Muscle (10X) > | 3 K<0.0109<0.08 <0 0% | 9010 | o0.001
(1) |3 [ <0010 | <0@0 | Z0.010 f20.010 | 0.000
Liver A Q3 | <eplo | @012 1<0.0109) <0.010 | 0.004
\\)
(T0X) o ™ | 34 0013 ¢570.0200 0046 | 0.016 | 0.004
o (3X <0. <0 <0.010 | <0.010 -
f [ GXY 8] <00 | <00)0 | <
1030 (B | <0e10 | g0.010 [ssBo10 | <0.010 -
ST &% 2 3] <0010"h<0.016Y <0.010 | <0.010 -
Ki§ @ CXN | 397<0.0@| <0p10’] <0010 | <0.010 -
AEF101630 | O S (19X) 3 | <0or0 @010 | <0.010 | <0.010 -
Musclens| %) @) 3 [e<0010 £520.010 | <0.010 | <0.010 :
e .. O |00xy | ¥7<0.010 <0.010 | <0.010 | <0.010 -
o\ .\
28 Lwer S 3| < | <0.010 [ <0.010 | <0.010 -
O Q]  @x), @3 [ %0010 | <0.010 | <0.010 | <0.010 -
2o @ (NN
<O < 7 9
The analytic&@neth od) Was validateddfor the@nalysis of residues of amidosulfuron and its metabolite
desmethyl @mdes ron F1 0) jn@ilk, milk fat (cream), whey (skimmed milk), fat, kidney,

liver, and muscl

X

or to

also red concurre@tly with each sébof samples to verify method performance.

edgg ple@}lyses. Recoveries of amidosulfuron and AE F101630 were

Concurren&?coveries werperforingd during the analysis of the study samples. In all matrices and at

all fortifications
(RSD) lower t

Is,

€COoVve

The results from C@Hen‘[ recoveries are summarised in the table below.

means ranged between 70-110% with relative standard deviations
20% thus valdgating the study results.
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Table 6.4.2- 3: Summary of Concurrent Recoveries of amidosulfuron and Desmethyl Amidosulfuron
(AE F101630) from Milk, Milk Fat, Whey, Fat, Kidney, Muscle, and Liver

Spike Sample Mean +
Matrix Analyte Level Size Recoveries (%) Std. Dev
(ppm) (n) T
87, 84,99, 93, 96, 88, 91, 95, 90, &) 91.6 +
0.005 13 104, 86, 89, 89 &@ 5.6
. 96, 100, 105, 91, 89, 93, 87,401,
Amidosulfuron | 0.100 11 86. 87, 93 (‘(@ 4 Q
@
0.200 3 88,8487 5 Y N §6©§‘%
Milk '
0.005 3 83, 90, 104,95, 95§ 97%{1% @ﬁsi N
: 103, 102@7 100, 1 ©
AEF101630 | 0.100 1 20, %@YOS 1<%94 %9, (% 10@ 4.5
87,90, 9 6.8 4
\ . @3 0+ @
0.200 3 9@91 95, N
. B S e, ®
. 0.005 1 Niie? @ s 10@
AmldosulﬁJron 0.100 1 N\S)) 1@9 Q & 10(9;
. : N &)
Milk Fat G
0.005 (@ 9 oy .Y oo
AE F101630 S o
0.100 @( o N @@ 101
Amidosulfuron 0.005 S IR & © (ﬂ© ° o7
wh 0105 [1c,” |94 AN 94
Cy & 9) \-)
AE F101630 %%Z ©§f S 3471 e S 2471
N & Z ° A
010 I .84 ) 89+ 7.1
Amidosulfuroé @“Q % (@ @
0.160Q 2 87,909 o 89+2.8
Fat @ L @”
AE FLOLS 0.010 ﬁ@ 2 &899 § 90 + 1.4
. §b.1oo@@ 2 %@99 93+ 8.5
o \ + 3
@ w0010 C@f 6,§§? 90 +38.5
A osu@ gd00 S 2 [ 100 95+7.1
Kidne RN 0200 o, |35 |87, 88,84 86 +2.1
Y 7 0.0 (6> D3, 86 92+ 8.5
é\g @@ 0.0 *% , )
% 0163@@@ 0.000 2 S 92,88 90+ 2.8
S D200 O 3%, | 88,88,87 88+ 0.6
SR 85 85
Am osulﬁJr
Muscle QS N O@O 5 Q ! 86 86
"% P10 010 S |1 90 90
¢§5 @0.10 1 94 94
I\
0.010 2 97, 85 91 +8.5
Amidosulf@
Liver @ 0.100 2 107, 86 97 +14.8
0.010 2 95, 89 92+42
AE F101630
0.100 2 94, 99 97+3.5
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The tissue and milk samples in this study were analysed within 19 days of collection; therefore,
freezer storage stability studies on beef tissue and milk matrices are not required.

Conclusion
The cow feeding study showed, that, in the case of a treatment on pastures and with a re-entry period
of 7 days, the residues of amidosulfuron in animal matrices are low and d%(g@t create any issues.

Metabolite AE F101630 was not found in any tissues or milk. &
N N &
S RZ O %
O &
CAG643  Pigs 5y 8 RS IR
Since the metabolic profile of amidosulfuron did not diffefZin mr@nants @ rat,:q, eedlfxg%\sytudy in
pigs is not required. é}ﬁ .0 N \@’ é}
o o> S &
& Ko & & &@@
CA6.4.4  Fish @ N O\% Sy @
No study is needed as amidosulfuron is not fat soluble § é\ﬁ ©§ @;Q &@
L Q@ @ % O
5 Q > @
& & 2 é” &9@ @
CA 6.5 Effects of processin@ &@ @ ° @@
CA 6.5.1 Nature of the resi@ § & é% \© @
Sy @© § \@
o N

"AIR" process — New study submz%ed: S S @ Q @

A high temperature hydroly@stud<®as conducted 5n aml,ig@llfur gnd is presented below.

Report: A 6.5 ; 20149 M-505652-01-1
Title: ature &f the residues q%gyrimi -14 idosulfuron in
©©) processed co dltle@ igh @lperaﬂ@ ydrolysis

Report No.: Sa-14- O @

Document No.: 1\@056?1

Guideline(s): \ “OECD Gufdeling{or the Te ng o@fhemlcals 507; Nature of the Pesticide Residues

& @ in Précessed @nmodities - H Ql@’emperature Hydrolysis, adopted 2007-10-16;

Reg@non ( No 1@7/200 ended by Commission Regulation (EU)
&(283/2(@ (Eur@ US @%’A OCSPP not applicable

Guideline dev1atg£§(s) spec@ed

GLP/GEP: @

The hydrolytic degiadatiofdof amj@dsulfuten in buffered drinking water has been investigated in order

to dete ¢ whéther the nature 0f'the @ﬂue found in processed agricultural commodities is likely to

be different frgyn that@y raw agricultiiral commodities. The test substance was exposed to three sets of

conditions e‘@h of t beprf\ tative for a typical food processing operation.

X
Material and Hods ©
Radiolabelled @i fdyl-2-'*C] amidosulfuron was dissolved at concentrations of approximately 1
mg/L in citrate buf] hich were incubated at 90 °C for 20 min (pH 4.0), 100 °C for 60 min (pH 5.0)
and 120 °C for 20%nin (pH 6.0). After incubation the samples were analysed by liquid scintillation
counting to establish recoveries of radioactivity and by HPLC for determination of concentrations of
test substance and hydrolysis products. A set of control solutions was used to obtain zero-time values.
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Findings
HPLC profiling of samples before and after incubation showed complete or almost complete
degradation of Amidosulfuron. Trace amounts (0.7%) of the test compound were found under
conditions representative for sterilisation (pH 6, 120°C, 20 min), whereas under all other tested
conditions complete hydrolytic cleavage of Amidosulfuron was observed.

@’@

Two major hydrolysis products were observed under conditions representa‘u%&for pasteurlsatlon (pH
4,90°C, 20 min): AE F092944 (79.6%) and BCS-AW41401 (19.6% S
’ (707 we S & O &

Under all other tested conditions AE F092944 was by far the major G@%ﬂy d‘@%radati%q product (>
99%). Identification of the hydrolysis products was accompl@ed by%lPL °&3 chropiatogr with
non-radiolabelled reference compounds and by LC-MS/MS &pectr: ce d%radaﬁ%l product
(< 1%) was detected in the test solution after hydrolys1s@@pH 4 é§9 1& t w@mt further

investigated. @ @7 §
Amounts of parent compound and hydrolysis produé[? af&r@oces&@% arep sente n th@lowmg

table:
Q & N &@
Table 6.5.1-1 Amounts of parent compound aq@drol@s produets aft&procgs\ sing @

[
é\\j) ﬁ Proc@gng cmﬂltlons@ @

[pyrimidyl-2-14C] amidosulfuron gﬁ“ 90 °C & pHS,@OO oy l’ﬁ%; 120 °C
@ﬁzad@%tmt@ % Kadioactivity | % Radioactivity
Parent SoLN @)@ {& N 0.7
BCS-AW41401 Y i A -
AE F092944 S 190 9.5 O 99.3
Unknown Q © }}\8 N R -

% )
On the basis of these res§ @ydroly? pathway of @@}%rlmldy\l 2-1%C] amidosulfuron
was proposed. Cl%é% of the p ent co oun thetral sulfonamide bond followed by
hydrolysis of the caghamidgbond obs
e e LJENI
The proposed hx%%oly@\q%%pathw of [@mdyl @1‘@] @nidosulfuron is presented below.

%

) QO @
Figure 6.5.1-1: Hy;g@ytlc de@adatlo@of [p&'@udyl 2-*C] amidosulfuron under processing conditions
O W ) @ (&
CH, < @ HN__N.__O.
[ @ @ N Y e,
HiCr o N % Ny O ,/\\ \n/ \( N
e T N
700 o0 I gf @
@) o.
§ @ @ < \@’ CH,
A \ lfuro@ > @ BCS-AW41401 AE F092944

D

Conclusion § © oy

Under all tested c@itions representative for food processing operations almost quantitative to
complete hydroly$@ of amidosulfuron was observed. The degradation reactions observed were
cleavage of the parent compound at the central sulfonamide bond followed by hydrolysis of the
carbamide bond. Under conditions representative for pasteurisation (pH 4, 90°C, 20 min) two major
hydrolysis products (AE F092944 and BCS-AW41401) were observed, whereas under all other
hydrolytic conditions AE F092944 was by far the major or only degradation product (> 99%).

Other degradation products were very minor (< 1%) under all tested conditions.
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All material balances were in the range of 99.6 to 100.3% demonstrating that no volatile degradation
products were formed.

CA 6.5.2 Distribution of the residue in inedible peel and pulp @@

Not relevant for the investigated representative uses (cereals, pasture, mead%& and 3 ©& %
SN
@ \@ % S
CA 6.5.3 Magnitude of residues in processed co@md@es X

~
No studies were performed. Residues of amidosulfuron ng}mm fr&n ce an @hnse are <0.01
mg/kg in the raw agricultural commodities. Therefore@o gﬁcaﬁ[ %Mue 0.1 fag/kg) tan be

expected in the plant products to be processed. Studléon thefettect @ proce@g or@@ n@ of the

residue are therefore not triggered. & .
Q N S S @
A N @
CA 6.6 Residues in rotational
CA 6.6.1 Metabolism in r0tat1§§al cro& @ &
Original Annex Il dossier Q N, Y
& o &a &
The studies were presented in the Tier 2 @mary\docum@l on tH@actiyésubstance, Section 4, Point
6.6. No supplementary metab% @s in, rotated@'rops @conm ed necessary for the AIR

dossier. @ L @

& @© C N .9 .\ ©
In summary, confined c rot@n s‘a@s fo&amldos&furonéyere performed using the 2-14C-
pyrimidyl-labelled activedngredin Th?subst *pph -d\to bare soil at a rate of upto4l g

a.s./ha, with wheat, cdiyots, white ca@age @}atoes @yd spirfagh being at three plant back intervals.
The total radloact1§res1dues int edlb art f@ll theplants that develop were extremely low
(maximum of 0.003" mg/Kkg-in w, 0. 00§ng/k white cabbage, 0.0005 mg/kg in potato
tuber, and < (.06 mgr/kg In carpt at tl@tlme @no nal harvest for each crop). The residues in the
non-edible p@of t@lantwere aléfow The totzgsldues in straw did not exceed 0.03 mg/kg (in

wheat). [ @’\ RS

As a consequeg%%b a s@ﬁc rue d 1n1tioné§r rotational crops was not deemed necessary due to
the very low résidue 1&0els expected. S

N
Furthermore, a re@¥oned &inion 63 the Teview of the existing maximum residue levels (MRLs) for

amido yiron V&g% pub@hed in EFSA J@mal 014; 12(3):3614. EFSA concluded the following:
V

“Occurrencof amlﬁul H resi 1@ in rotational crops was also investigated and it was concluded
that a specﬁgﬁc re ue de 1 ion fek rotational crops is not deemed necessary and that residue levels in

rotational cmu@ ies 4r pected to exceed 0.01 mg/kg, provided that amidosulfuron is applied
in complian ith t}%authorlsed European GAPs.”

Specific plant back@éstrlctlons related to the use of amidosulfuron are therefore not required.
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CA 6.6.2 Magnitude of residues in rotational crops

Studies submitted and evaluated for the first inclusion of amidosulfuron on Annex I:

N
CA 6.7 Pr%ose@esideﬁ ons @d maxi
CA6.7.1 %\Prop@}d residue

01-1

KCA 6-6.1/01_,;—;q; 1991; M-130186-
@
&

Y @ © o

N
M-130186-01-1 @@ ) éﬁ’ =N §@
R S \\ @& R
2 SRR VN
S NN v N
@ N LN NS Q@ %o
KCA 6.6. 1/02_W;; 1992@4—13@-0 1@@ <
X O\Q %@ &@ > @
Q A S & Q @@
M-137893-01-1 @&, § é}’ Q v @&
S I < T S

@

'S 9

KCA 6.6.1/03 21993; 27 ﬁl N
R S

N N

G EY
M-13274§-01-§ ©&

8 (CEPET 1681957

@@%
%
o :
Op- 25
/ o
/y/ %

@
%

A
A reasoned%inio the feview c@the g%@’mg maximum residue levels (MRLs) for amidosulfuron
was published in EFSA @rnal 2@4, 12(@)3614 %
NP SEE S Sl S

Matri%@

@ EY

I @SA Journal 2014;12(3):3614

Q
Cereal grain a@
linsee

L &

Risk Qessr@%: Al@?bsulfuron
Mapitoring: Amiddégilfuron
(%) &

Cereal strawl® sk %@sm@n@um of amidosulfuron and desmethyl-amidosulfuron, expressed
B 2| as amic sulf@
$ Mo@orm%@jAmldosulfuron
Fresh grass k assessment: Sum of amidosulfuron, desmethyl-amidosulfuron and

pamidosulfuron-guanidine, expressed as amidosulfuron
Monitoring: Amidosulfuron

Food of animal
origin

Risk assessment: Sum of amidosulfuron, desmethyl-amidosulfuron and
amidosulfuron-guanidine, expressed as amidosulfuron

Monitoring: Sum of amidosulfuron and desmethyl-amidosulfuron, expressed as
amidosulfuron
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CA6.7.2 Proposed maximum residue levels (MRLs) and justification of the
acceptability of the levels proposed

According to Article 12 of Regulation (EC) No 396/2005, the European d Safety Authority

(EFSA) has reviewed the Maximum Residue Levels (MRLs) currently established at European level

for the pesticide active substance amidosulfuron. MRLs were published irfsthe Of Sial Jo@nal of @%e
European Union (Commission Regulation (EU) 2015/1200 of 22 July 20 %

@ @ §
@o&\\©%

CA6.7.3 Proposed maximum residue levels (m%ls) @ Jus@ﬁcatl@r of th@\

acceptability of the levels proposed;tor m\zigporteq%m gs (import 2

tolerance) S o & @@ ©© SN
"AIR3" process S °\© Q & @ §
Q A w;g\ @
According to the EFSA review, MRLs %&e prq@@ed 10y lins@@ ce gr% and animal
commodities. ®) Q Q@ N > >
T S

Table CA 6.7.3- 1: Current MRLs establisied by EESA =~ @~ & %

Commodity @ M(RL(mg/kqéa e S Meference
Linseed (’@ Q°0.01% m@ N @@
Barley grain N Q0T Cy @ ‘N
Oats grain & <y 0.01* S S
Rye grain N} ~0.01%, 2 X @
Wheat grain Ry a ~0.01% S &

Swine kidney, edible offals >~ s S

Bovine, sheep, goat, an&ume R V @@3
&

muscle, fat tissue

Bovine, sheep, goat@ﬁfd equine
liver S %\% A\ @ﬂ R
Bovine, sheep, goat and@gquing

kidney, ediblerjoéa S Q?f ]
Milk S X N 0.0A

* indicates thadthe 1\@’15 set@ﬁhe h@of ana@ﬂcal qifantification

BN
Report: y§§ (‘(‘:' A 61 &16; M-555920-01-1
Title: & @Statemept ?Alfur(@on pastures

Report No.: < 9 M-555920-0
Document @ § M&S%O 1 o\©

EFSA Journal 2014; 12(3):3614

§\ Commission Regulation (EU)
%S 0.0 @ b@@ 2015/1200 of 22 July 2015

Guldehn ): @ -- < o
Guide ev1at10n og
GLPG & O

no @
@Q@o

The positlico)\\rgl paper) (M-335920- Oﬁ&l) presents an overview of all residue trials conducted on grass.
Based on thesgrexhaustive ddfg; tentative MRLs proposed by EFSA on fresh grass in 2014 are
discussed: MRL of %mg/kg in Northern Europe can be confirmed. For Southern Europe, the MRL
proposed at 5 mg/kgeould be reduced to 3 mg/kg.

Based on the livestock feeding study carried with amidosulfuron on dairy cows at dose levels
representative to the exposure to the sum of amidosulfuron and its metabolites desmethyl
amidosulfuron and amidosulfuron guanidine, it is possible to estimate residues of parent
amidosulfuron and its metabolites in ruminant and pig tissues and in ruminant milk according to the
EFSA model (animal model 2015a.xls). As no feeding study on sheeps or pigs was available, the
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results of the cattle study were used to estimate by extrapolation the residue levels to sheep and pig
tissues. MRLs for poultry products are not required because poultry is not expected to be exposed to
significant levels of amidosulfuron residues.

New proposals for MRLs on animal commodities are also presented in the position paper.

@("@
0%°&
§@©@@
& &S5
& SN O
ST S SE
G g
v > S LA
&@@@@@©©@
&"\%& @
Q\"\ @@
%Q%&@§&@
& § & L S
& N q > @
&\§f@%@
o @ S . 9
S N
SIS N QL
O & o L N 0
@0\%©@0@
@f\a\@©\
< @ &\
\§§%@Q@
%©&\Q@O©
& s o s D
Q@V©@&\
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Table CA 6.7.3- 2: MRL derived from the livestock feeding study based on the dietary burden calculation
(intended PHI of 7 days for fresh grass)

Commodity Dietary burden Feeding study Calculated residue MRL EFSA
(mg/kg bw/d) (mg/kg) proposal MRL
@) (mg/kg), | proposal,
@ 2015 2014 @
o S FSA (mg/kg)
Median Max | Dose level Mean Max Median [sMax @imodel Q @
(mg/kg residue residue @§ @\? % %,
bw/d) (mg/kg) | (mgkgy & S & N
Beef muscle 0,011 | 0,161 0.152 ND ND@V <&)2 Qim)z N 0.03
0.456 ND %ﬁ% Q@

1.52 <0.02 @02 o> ® N S °

Beef fat 0,011 0,161 0.152 ND |57 ND (};@ <0@2 <@@ @\-JJ Q003
0.456 002 <0 | S |N N g
152 <002 [ @5 k> g &

Beef liver 0,011 | 0,161 0.152 . N20.02 P 0.020] 0.021Y9 o 0.04
0.456 |, ﬁﬁﬁ ®0.0%Q@ 0& @@ (o3
1.52 0.026c 0y é’ k, @

Beef kidney 0,011 | 0,161 0.152 0027 9029 @0.02@ 0.07 0.070 0.2

0.4@&2 71 M@’@o.w}$ @ ©@
152 vole 70y | © 0N

1 < :)
Cow milk 0,022 [ 0309 [ 07152 <001 A2 @o.oos 0.015 0.015 0.07
045@ 0@9  [%0.026 O
o & @
N 5‘2” 0071 0.143 I

/@ﬂ ﬁ
Sheep muscle | 0,030 4 @&&pola«%m& @lts of fegding <0.02 | <0.02 - 0.03
D@ study on dairy cows@ @
)
Sheep fat 0,03 0,424 Extrz@atlon t@mresun@ffee @ <0.02 | <0.02 - 0.03

(§ @\% st g@ndal

Sheep liver . 0520 °Qﬁ/24 @rapolaﬁl from@ults o@edmg 0.020 0.022 0.030 0.04
N

@ ( didy o%ialry co@

Sheep kidney 0 03‘6‘\) 0,424 Extréﬁ%lathn Hm resuftsof feeding 0.023 0.097 0.100 0.2
@ stl@ on dafiy cows

AN
Sheep milk sga(%o 3@424 Extrapolgtion from tebults of feeding | 0.003 | 0.020 0.020 0.07
@ ¥

. 2 ) udy o@alry COWS

Pig muscle 0,0® O,@% Ex@}olatl@&ﬁdm results of feeding <0.02 <0.02 - 0.02 *
stiidy on dairy cows

Pig fat§ Y 0,005 [“062 4 Extra olafidn from results of feeding <0.02 <0.02 - 0.02 *
\@ & @ I(&mdy on dairy cows

Pigliver 0,(& 0 (@ E)&onlation from results of feeding 0.020 0.019 0.020 0.02 *
A~ study on dairy cows

Pig kidney @05 0\062 @@Bxtrapolation from results of feeding 0.021 0.038 0.040 0.05

SB study on dairy cows

(a) EUMRL prorﬁ@\&ed by EFSA (EFSA Journal 2014; 12(3): 3614) — These values are shown for comparison
with the potential residues resulting from the intended use of amidosulfuron WG 75 in grass.

(*)  Indicates that the MRL is set at the LOQ
ND= not detected
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CA 6.8 Proposed safety intervals

Study submitted and evaluated for the first inclusion of amidosulfuron on Annex I:

KCA 6.8/0 1| G 2006; M-275822-01-1
@@

M-275822-01-1 @@

Grazing animals are to be brought to treated pasture n@@e’arher%l‘lan % ys a@% appl %)10 - Rue to
li

the very low toxicity of amidosulfuron this re-entry é@rlod preven e@:k fr una table
exposure. @
p & o\

R \ @ @
Ry & & @
CA 6.9 Estimation of the potent@nd @ual @osm&thro h di d other
sources
& @ . &9 @
Original Annex Il dossier % & @ N 9
SIS " @ o
Study submitted and evaluated for thefi rstw@uszoma amzc@ulfur%@on A{@x I
KCA 6"%06?*,, 2002; M- @50422 'é @\
°\ AL 9 o\@
ﬁm -1 VCQ @ @@ &\%
e s 88
e & & &N &
o O & &S
Acceptable Daily Int@ (ADI) and I@gary E%sut@ﬁalculation
Tox1c010g1cz(@ dp(y}@for a(ﬁ:dosulfg@n % N
o\ °\
N @ e D Safet
Compound § ointQ N S Study ey Reference
9 @ @g/kg@v) factor
e :
@ccepta@%aﬂ@C N . EFSA
% < Int @ (ADI) @Q.Z 2 generation study 100 Scientific
Ami§u1ﬁu Report (2007
§ cfere Q\Io value proposed as amidosulfuron is not acutely lp 16 o(f 14 )
toxic November 2007
WV,
In order to evaluat potential chronic exposure to amidosulfuron residues through the diet, the

Theoretical Maxiffiiim Dietary Intakes (TMDI) were 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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Table 8.10.1- 3: input values used for TMDI calculation of amidosulfuron

Commodit Chronic risk assessment
y Input value (mg/kg) Comment Origin of the value
Cereal grain 0.01* Median residue EFSA Journal 2014;
Linseed 0.01* Median residue 12(3):3614
Beef, sheep muscle and fat 0.02* Median residue &
Beef, sheep liver 0.03 Median residue @
Beef kidney 0.07 Median residue . K. . © .
- RerivedTrgm the divestoc
Sheep kidney 0.10 e didy besdd on
Milk 0.015 Median residue O . .
Sheep milk 0.02 g urgelgeloulgon
Pig liver 0.02 Medigoresidue N Q
Pig kidney 0.04 Medign residue [, 2 S
* . . . . . . . @
Indicates that the input value is proposed at the limit of a@?ytlcal\&%‘?erm% n ©\ @((’@ “ .
As shown in Table 8.10.1- 4, the highest TMDI calcu@}éd f@nido@furon@%rese@y@d le@n 1%
of the ADI, which denotes considerable margins o@ﬁfety."\ Q @ @
@
Table 8.10.1- 4: Highest TMDI calculated for iq&asulfur@ymetl@%odim@gﬁccord@g to thi& EFSA model
T
©) R Q@ H%lest c@tribut@f@)
C d EFSA model’ q ¢ @
ompoun = G .
P Highest TMDI (%A DI) Q 2 (@§ o @@°mm°d‘ty’
Q\) N N M%\g ©\ @u of commodities
S S S S o
N . A R . . .
amidosulfuron DX NL chitd® < Milk andgg};pmd“m
B dN e
O
% @ & O\ o @ <, @
N N C IR
& K v O @ N
S o A
© LA Q" W
SRR SR I
o & SS
o .0
N \y;\ % ©© Q @
N N QO N <
O ONR R
NN
O S SN
o, @ @@ % §
> & & O
Q © O N
D © e Y
§ @ 9 N A
< S @ .0
% NN
§ &
N (o
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amidosulfuron calculations

CF 20154200 [Code no.

Status of the active substance:

Prepare workbook for refined

LOG [madkg bu): [proposed LOG:
Toxicological end points

0.2 AFFD [mgfkg bw]:

A0 [mafkg bwiday):

—1

Undo refined calculations

Source of ADI:
‘fear of evaluation:

Source of ARFD: |
“fear of evaluation:

Explain choice of toicological reference values.

The risk assessmel

nt has been performed on the basis of the MBLs collected from Member States in April 2008, For e ach pesticidelcommodity the highest national MBL was identif@uoposed temporary MEL = pTMEL]).

The pTMAL= have been submitted to EFSA, in September 2008,
Chronic risk assessment A ® &
TRADI [range] in < of AD01
minimum - maximum i© @ @ @@
No of diets exceeding ADI: D, f@
Highest calculated contributor to RS 2nd contributar to Q 3h|/contlibth D) @ pTMFL= at
THOI values in ' diet Commadity { IS diet [ Sdity ¢ & IS di Com ity Log
of A0I P15 Dt (in % of A0 group of commodities [in 2 of ADI) of commodities [in £ of @ qroup ol modities [in 2 of ADI)
0,263 ML child 0z Pdilk. and milk products: Cattle o0 EALS @ °\ Bouib%_Meat
0z FR infant nz Iilk“and milkiproducts: Cattle oo Elovine: Me, I%E@; =
0.1 DE child 01 Iilk and milk produstssEartle a0, @ CEREALS, @ G’% 4 oAe: Meat
0,1 ES child 01 Iilk_and milk products: Cattle 00 CERE. K \ L] <%ﬁin@: Meat &
i 5E general population 30th percentile 18] Pilk and milk produstsiCattle D.@ CEP%I;“ @7 @ LT [FHE%?H FROZEM]
n1 WHO Cluster diet B 01 CEREALS 0 Milk-3 ilk. products: Sattle C 0o @ Bouine:l\-@
i WHO cluster diet O 00 CEREALS é Mi milk praducts: Cattle Cb 00 Eowvine;,
0,1 ML general 0,0 Iilk. and milk. products: Cattle 1] @ aLS @ U,D@ Eovings 4
0,1 'WHO Cluster diet F 0,0 Milk. and milk. products: Cattle & oo, EALS & 00 Bovifebleat
0,1 ‘WHO reqicnal European diet 0,0 Iilk. and milk. products: Cattle b 1] EF!EF\LOS @?g Epging? Meat
ni |E adult 0o CEREALS 00 \ Milk. and nﬁi@roducts: Cattle ) e Meat
0,1 ES adult 0,0 Iilk. and milk. products: Cattle h@ CEHE% % @ LK) ine: [Vzat
n1 WHO cluster diet E L] CEREALS &ﬁ % ilk. @ product@ ] @ L] Browine: Meat
01 O, child 01 CEREALS \<\ Etouines Liver FRUIT [FRESH OR FROZEM]
0o LT adult 0o Ielilk. and milk. products: Extie C LS K L] Enwvine: Meat
oo FR all population 0o Itilk. and milk, product @ 4%5 @ 1, Eowvine: Meat
0o IT kidsftoddler 0o CEREALS 3 IT [FRESH OR FROZER FRUIT [FRESH OR FROZER]
0.0 FR toddler 00 CEREALS \ 0o ovtine: FRUIT [FRESH OR FROZEM]
[iX] PT General population [iX] CEREALS & @ @ FRUIT (FI [al3] FHD% @ FRIIT [FRESH OF FROZEN)
0.0 IT adult 00 CEREALS % FRUIT HOR Fﬁ% @ FRUIT [FRESH OR FROZEM]
on UK Infant L] CEREALS D.& Eovine: 0o Enwine: Kidney
) Uk Toddler L] CEREA Q @ oo Bo&ﬁg‘}iuer @ @ L] Eowine: Kidney
on Dk adult L] CEREA@ @ L0 sMeat @ Q 0o Enwine: Liver
0.0 UK wegetarian 00 CERi o T [FHES@DZEN] @ FRUIT [FRESH OR FROZEM]
oo LIk, Adult 0o CEFI \ &9 oo ine: Liver, N 0o Eiowine: Kidney
0o F1 adult 0n CEREALS % ° RUIT [FRE! 3] FF!DZEI'\‘H% FRUIT [FRESH OR FROZEM]
0.0 FL general population 0.0 EALS FRIUIT [FRESH OF: FHdzg\L] FRIUIT [FRESH OF FROZEN]
3 \J 2 7\

Conclusion: @ & k@ % @

The estimated Theoretical Matimum Daily Intakes [TROI), based on pTMALS were belo@ADl. @ %

A long-term intake of residues of amidosulfuron is unlikely to present%blic health @rn. °\ @ @
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