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ITA 6 Metabolism and Residues Data

Iprovalicarb (SZX 0722) is a fungicidal active substance. In early 1998, the original Annex II do&? >
was submitted to the Irish PCS. In that dossier, two uses were supported with residue trial datasg ape§§

S

and potatoes. O @
N & ©®

In this Annex I Renewal ("AIR") dossier, only the "safe use" in grapes will b@f)resented. Q @
© o

<

R o
1A 6.1 Stability of residues ©, £ é}\
¥ ) o & & &
I1A 6.1.1 Stability of residues during sto@e of samp&@ S R § @%}

Original Annex Il dossier Qo?(@ \Q @@f @ &

. \ 2 ¢
In the original Annex II dossier, the storage st&bility %i’pm\é@carb@s d&sf@ibe r gr@és amLQ
grape juice (representing beverages made of @ape%@l"he@mlts@ the @pecti@ studies indi%ated .
that the compound is stable in deep-froz@gmpg@’of L@@es%iant%ommties f(@ at 1@7 1 @&r

AN
@ S . O o o & 9§
Studies submitted and evaluated fo&@% ﬁro,%;'%nclu@ oﬁg\ovalﬁrb g@nng}gy (li&@ in ey
== oo b & & F &
/01 997 R S &
eczengtoraze biliko! resigyes of $EX 0%Pin fufp
600970 ~ O Q Q %@
M%O%%—Ol-l @9 § @} M NS
SGPA - Qs Mue Ehemis® TestOuidoli s 0P )
QU i Qa8 AN TN
S @GEECS §a @ EN
@ N & X Q© @ @
S QO NTN N o 9 N
O N\ & N O S @ &
Q > 5N S § v
S £...9,.9 S @
@ Kk & _ " e
L@ Jeep freege? stogasy stablly @f SL0y
> 5939 SENE
o ) -oog 011 & \© R
iR ey pol Guing &
@ @ N > NS ©©
@ S G Lo o @
@ ©© ©\ \ r @
S KITA G /03¢
@’ . Q TR
" Surdyorrey & oo’
e v 1\@062@01-1 R §
@" LeTdue (@emisiy
S} § § R
@ Q Q & ©@
Wk
A N) % S
@’ @@ @ oy\ﬁ
" n r eSS @7 @

The ste period from the original studies sufficiently covers the longest period of time for which
samples from new field residue trials presented in this AIR2 dossier were stored before analysis.
Hence, the results of the storage stability studies validate the residue values obtained from these trials
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(cf. chapter 6.3.1) with respect to the stability of iprovalicarb in deep-frozen samples. Therefore, no
new data for the Annex I Renewal are presented regarding the storage stability of iprovalicarb in gflt S

5 &
" N & o° o
IIA 6.1.2 Stability of residues in sample extracts @JQ NS

matrices, as none are required.

The storage stability of residues of iprovalicarb in extracts is routinely test% during met@ @ &
LN
development. Since the validity of the methods is based @and confi by factors sﬁch ass, @
reproducibility for interruption during the work-up procégs, it can be cluded thig’@e st&@ity %@ Z
residues in extracts is always guaranteed. (For detal lease refer t@pomt KIIA ¢ do r.)

In addition, when conducting analyses of "normal"%%mples the e@re Wﬁl%proc@ure is© &
monitored by conducting concurrent recoveries each sam%@ set; \ 9 @@
N %" > @@ \& o
I1A 6.2 Metabolism, dlstrlb@lﬁl @ ex;@essm@o r@dueg@ . §@
O O & & 6
IIA 6.2.1 In plants, at least@ree;é%ops@bm @ee @fer crﬁate rles@)

S > && N
In the original Annex II doss%@he b;%fawor and n@abo]&g@ﬁ of @Qovahcarb W@ mv@gated in
grapes, potatoes, and tomatocs using [phe —ULQ\/IC @beled&ctwe@u staﬁ@e The studies
demonstrated that the m&{@ohc p@thw@%f i Vahc@rb is §mllar 1 all c?@as investigated. The rate
of degradation on plaq@ is qu@lowgajld th@arempc@ld was always the gjor component, with

quantitatively relgmeta@hte@rme@@mly @otaggs Th met&hsn@ iprovalicarb

Original Annex Il dossier Q %

proceeded along t ay: %m @
= hydro; @ atio yC(@llatloé%f tk@ren&%mp@nd at § 4- m%fhyl group on the phenyl ring,
foll@gwed b rthéiu:onj%atlo o\ @ %

= @avage at the@rmd@oup @Ween the L@ahne@ld P&PA moieties, and

= hydroxylat@/ gly@yla@ﬂ of tl@@pare@}coound e&ﬁhe phenyl-ring 3 position.
(o
As the metabolicPath ﬁtoe@% alSe ev1@nt 1n@ the respective potato metabolites were

covered by @at tc@ologgstud§9 T{e@for&@rov@af@arb parent compound is considered to be the

only residug of concern.
yrotgotoneen & o 48 &7 &
In sepax@ parallel tp@%ocat@n experlmer@ it @s shown that iprovalicarb, when applied to foliar

tissues, is not syst ke S @ @ D
S TS T QS
Studies submitted-and evaluaéi%pfor thie fi rsé&mcluszon of iprovalicarb on Annex I (listed in grey

gggezacez: @& %% § §
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M-000017-01-1 Q\ 43

NN o Q
_ e @ & Q Q
M-000014-01-1 K\ Q ot e <
@

@@f/

"AIR2" process o K & @ @7 @
@» %y >

The data from the original subrm@n are garde\ﬂ img S 016@ As @@ new&ﬁ’es ofy

consequence has been developeg, subs%%)ent ﬁ@%)he 5y su@sw@and adgra the A}R2 "safe

use" — have already been te %no new st ies are presen{%ed for%he Aggex I RenewdD
y St gfthe Aep

Ko
However, as the 1pr0vahc§ﬂ) mol&eule ce&ters” leadlngﬁter@om@&n the potential
impact of this issue with rega@p re%iues o] h (@ﬂpou in g@nts wa?&éval@d in a position

X LN ~
document, as follﬁ v @ @@ @ @ Q AN
on

&, @
()@proiahcarﬁ\remh%es in tﬁmt@@ld ;@tato

\
S S L@ &

<
Report: 2011 O %@
Title: ., @ i i Gtabolism n@nts arfd/diastereomeric stability of the original
D :
S st
Report No. & N M e S
Document No.: § M-206914501-1 = @ o
Guidelines: © e @,% L5 & ©©
GLP: @ Ono (neiTeleydnt) ©\ @ g

A SIS \\
J UStiﬁC@ for lnclu%lng th®l‘ep(@:in thi "Alg@ dossier: Data facilitates evaluation of dietary
ent of 1@Vahcar%m c&ant % ces@

risk ass

Techmical 1prova11carb 1§§mp@}ed of f% tw@astereomers (S,R) and (S,S) at a ratio of approx. 1:1.
As the metabol@&m is cause enes f@wd of chiral L-amino acids, the metabolic
transformatiéds of-an iso c pa%nt supgtance can, in principle, be impacted stereomerically and the
original c@gnpos@h m, har@ In order to examine this potential influence on the metabolism of
1provah@rb nal ] of isomeric composition in plant metabolism studies with tomatoes and
potaths w %t Based on the available data from those studies.

In% § evaluation o§gas chromatographic data showed that the diastereomeric composition of
the iprevalicarb isomers did not change either on the surface or within the tomato fruits. In potatoes,

no significant change of the 1:1-diastereomeric composition was observed during a 14-day period
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between the last application and the harvest of the potato vines, either for the parent substance or for a
hydroxylated metabolite. D

The results clearly demonstrate that a "shift" in the diastereomeric composition of iprovalicarb does

not take place in plants. Consequently, a scenario in which a shift occurs does 6t have to be@ S
considered in consumer risk assessments. w <

N
3 SHEP SN
ITA 6.2.2 Poultry ©) g\’ AR S

W 2 & DD @
A metabolism study in laying hens was not considered necessary, as the uses of 1pr@ alicagbrdid &t é

result in significant residues arising in feed commod@s Also, tIR2 "safe L@ r%ov&)@arb @q}
and thus the only crop of concern in this dosswr rapes Whl em& % @}
> LN
ITA 6.2.3 Lactating ruminants (go@\or cggﬁ’) %Q @é’ @ @Qb > %&’
Original Annex Il dossier % @ @ Q & & @7 @& ’
@ ¢
The metabolism of iprovalicarb in rats@d 1ae§}ﬁng @ts are, esc@ in'the ori al Aqnex §

dossier. The following results were @sen@éﬁ W\ﬁ Q\ @, §9 @ § o
The metabolism and biokinetics S@y o@%rats %owe% hlgl‘@%gree& abséétlon@ rada@%tlvny

followed by fast elimination frg#h the body. Alter Q@ adn@nstra@n en%@L lqsg]SZX 0722,
more than 97.8% of the totally recove}ed oac&vny as exc@zze?d wifBin 48 hours. Phe major route
of elimination was faecal for mal&rats, prisig a pr0x1mately 7@8 f@@ rec&\?@red radioactivity
(independent of the dose}nd ftéguen@/ ofd s% ma@@ats excreted%bou@ual amounts of

LN
radioactivity with urigs we’and fadces i, S Q A

~
SN SN
Biotransformatio V0]®le m@%oht@g 1nc&d1ng ¢iebon @mde&vas r@glble i.e. 0.01% of the

administered %éé @ @ & K@ @ §

The main p thway @’blotfﬁnsfm@atlo roce§Q d V1@§(1d3t1@1 of@@methyl group located on the
aromatic ging leading t@&le ﬁ@v car lic acid n@abol@@ua b&@;ydroxymethyl derivative. Some
minor fhetabolites or%@hated@om Yo\(ﬁ:l&ﬁv:&l@@f th\e@nolec?ﬁ%ke

According to chr&@:ato %110 lysgiﬁ%f the@(cret@pro&hcarb was metabolised extensively by the

rats. Only a small peréentag he(@rent%gompd pa@d through the animal unchanged,

accounting f@pless tfian l(éﬁof &Yi&dose\i@ the Jow- d(@@ experiments and for 16-21% in the high-dose

expenmen% Twelve metabolité® weréade ntl@d THe main metabolite was identified as the

dlastereﬁer pair of %ﬁ( O72Qcarb0@yhc @’ d (MQ3). This metabolite pair accounted for more than
58%:qf the admln tered @tes‘cs mathamounts of eight other metabolites were detected in

urin® All of these mmo@neta@ﬁes a%oun for less than 2% each and added up to 7% of the

administered (@c at ths: Theg \Q 10ae@ve components identified in the rat bile were

SZX 0722— @03) and tw@ conjugates thereof (SZX 0722-carbonylglycine and

SzZX O72@carb K1tau ]@5 andﬁ(w respectively).

@
The 1d§;1 1ﬁc@n r@ran&ﬁ from about 80% to as much as 90% of the administered radioactivity.

A@@ad stratlo@ﬁj of @mg/kg bw on three consecutive days to lactating goats, the total radioactive
residug-§¥ 1iprovalicarb in tissues, organs and milk amounted to 3.4%; this low figure is a result of the
fast elimination kinetics observed. The highest residues were observed in the kidney and liver, the
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main excretory and/or metabolizing organs. Very low amounts were secreted with the milk. 69-96%
of the TRR was identified in the organs/tissues sampled. D

N

Absorption from the gastrointestinal tract was rapid and nearly complete. Plasma concentratiofis, >
reached a peak at about 1.6 hours after dosage. The radioactivity was eliminatg@from the plagnia ir@
two phases, characterized by elimination half-lives of about 1 and 11 hours, f&pectively. The r
excretion rate was high, with a total of about 70.1% of the dose being excxfé\§d with the @ihe 0@ the @
54-hour test period. 15% of the dose was excreted with fiézes. Only %{tremely IQQQ\am&N of w

total dose (0.06%) was secreted with the milk. Q @ @ é\g S
Q X

SN
As in the rat study, the primary residue determined iFalmost all tiggues, organs @exieta wag @
SZX 0722-carboxylic acid (M03), which was fo@éd after hyd&xylan& and @1da\®1 at thg 4- m@rl

ring position. % @ w\? &% @’ \

Iprovalicarb parent compound was also present in tlss@@ in @Me@@é am@nts@nd @d t{eo

major residue in fat. Other metabolites wg% on"lgg orm%d in mainor iu%gltltle@

v
SZX 0722-carboxylic acid (M03) is t qu&@ftatmdb %nt mwth @ogc:gn t stulies, but

as it is obviously present in the wu@@rrayf& rat+4Q; 1col@gy tests, nd@pro self i&also
present in all tissues of concern f(@hun@jq con@émpn@ym tl@oat study t@ progosed residue
@

o
definition is parent cornpoun ne._ @ & @Q &) é&

Studies submitted and evalyated @@the ﬁ@t mclg%lon @iprova%?calgla\%n Ann%’& I (listed in grey
typeface): o\ § & Q> % $ @yo\?

N O
& @@@& >
& gy Uiy
\ o

N &
@Q \© &\ % N &\ é@ @& §
> @M—Q&@l&m@ N6 S @
v & el i
s e g Rl L o R <0
N N %@’ >
9 & > - S
o Ny S 5 @
AIR2" process O 9 \\ Q o

5, 9
The dat %esented in t@ orl@l doséer a@’eg&r@%’d as being sufficient. Therefore, no new data on

the metabohsm of ipfdvalicarb in Animalssare @nted in this AIR2 dossier, as none are required.
S N

& V&
ITA 6.2.4 Aigs & Q@ S
Since the me@bolism %n thevat andvin thgygoat was very similar, no pig metabolism study was
conducted& @t’tem@me@ohtes@as in good agreement with the rat metabolism studies.

@
A @ 5 @Na@fe of residue in fish

Néﬁrequ@ by Dlrectl§9 1/414/EEC.

ITA 6.2.6 Chemical identity
Not required by Directive 91/414/EEC.
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IIA 6.3 Residue trials (supervised field trials)

Iprovalicarb (SZX 0722) is a fungicidal active substance. In the Annex II dossier submitted in 199®° >
for Annex I inclusion, the use of the compound was supported in grapes and in potatoes. N @§

Numerous new studies have since been conducted with iprovalicarb- contamm@ormulatlon&@r u@
European grapes, which is the "safe use" crop supported in the AIR2 process@ Q

A e o
1A 6.3.1 Grapes VC@ o é\a\ @\\ @Q @
Original Annex Il dossier & @Q %@ é\g é
@ o Q S
grapes, trials We@ cor@jrcte {n gras with fHe &
2 &

@@60%%

50 WG straight formulation.

The use pattern for grapes, as shown in chapt@s 6.3 (@@f)ﬁe %&gma]@%sm%@was %ﬁollogs\: %
SN
Table 6.3.1-1: Use patterns (GAPs) ﬁ&%the gg@ay &g%hc e 50©®‘G stralght@j @
formulation in/on g@pes in uro@ (nox@ ern @d sohihern@'sndu@@regn

described in the d %er X
i &5 3 e

cMax. &5. rat@>Max©z a.s.te PHI
Formulation Region @ pph%@)n @’ of applicatiad pplw%ion %ax 1o.

timing AN g/ha)& @kg/ha@yasorp } of@p (days)
SZX 072250 WG || EU-Ng,, pre®weri@ @ 0.18* 5 N 92 28
S st-flowefing .48* S %G 3
. QoEn O O 0 8 .G
@J-S pre@wer\\g@ S 03y [STEEN 2 28
@m @ \%ommg 30 © @& @@ 3
L x\ 0-14d int.) o &\ V %,

* Whereas the cor@nt poggg@)wer% oduct r@r%s are (?Qxeseen @%ﬁe wog@ase fﬁse d@jprovalicarb in grapes in southern Europe,
increasing rages are necessary in the north, @mculg% in G y. Priégto bloom, 120- l/ha of the active substance will be applied,

but 300- 48% a will be use 1 flo; g tes are ased@ cons@odu centrations and increasing volumes of water
(400- 69& 00-1400-1600 « O
\ S N
& LS

Over 3 growing song%l 8 re@le tmsa}s We(é:@ondu@ed ithboth the northern and southern European
residue reglon@on gr@%s "J@% triafy wer@ot p@ ccording to the typical agricultural
practice; in ifie othef<1 6 1prQ§ahc waS@ﬁophe@n accordance both with the proposed use
pattern a ith the pe uhal‘lt]@@%f t@uluvg@lon &@ctlces used in the trial regions. The results from
these 16\rials demoristrate tthp&Vallca em@s decline with time, and that some regional
dlffe\f‘snces in the r@&due@els af® appatént. @

In general, resigye levels at dag@%S “habel}léd PHI) were somewhat higher in the north than in the
south; in blﬁes, @ ra frot 0.3 ]@1. mg/kg (median 0.72 mg/kg) and 0.13-0.54 mg/kg
(median 0& mg/kg), respectively. In‘&ape (berry) samples from 3 northern and 2 southern trials,
re51duels @e 0.4@0.87®1g/kg (median 0.63 mg/kg) and 0.14-0.36 mg/kg (median 0.25 mg/kg),
respeéﬁvely Qpme lowgt than in bunches. This was attributed to surface residues and the
re@ely @1 sur@ée a@ of the stems and stalks which were removed from the grape samples.
Based @ﬁ residue behaviour, an MRL proposal of 2.0 mg/kg was made.

An EU pMRL of 2 mg/kg was subsequently published in Commission Directive 2003/60/EC, dated 18
June 2003 and in Commission Directive 2004/112/EC, dated 15 December 2004. More recently, EU
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temporary MRLs were published for iprovalicarb in the Regulation (EC) no. 149/2008 dated 29
January 2008; for grapes, these tMRLs are the same as the pMRLs published previously.
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"AIR2" process

Since the Annex I inclusion, numerous Annex III dossiers have been prepared and submitted for

o

additional combination formulations of iprovalicarb. In grapes grown in the northern and soutligrn @§
European residue regions, iprovalicarb was apphed three to eight times as an WP, or WG@ S
formulation at a.s. rates of 48-240 g/ha, based on "core" rates of 150 or 120 g¢&s./ha. (In trl&ls \Q
conducted in the northern European residue region, particularly in Germarr%) rates were @onera, ©
adjusted to the typically higher height of the vines used tl{ghe compared@jz}\?hose in the@%utlQ\ @ @
The a.s. rates were lower when used in combination tl&m when used a straight @ t @ Waé\” C&©&
expected that the resulting residues would be lower ¢}tdn the EU MRL as propo&@m the @

b 1@9
Annex II dossier and then adopted as a pMRL/t in the ELL%thls wa@s 1n fa@a{é@ the 3 @@
R

Thus, the data were considered to form a “brl%e to %@ ex1@g Ek@%nngé@l do

However, in the meantime, it has been dec%g nofte ma W(&ne o@iche v@s t e
concern about possible resistance developmént.*sAs thése p erns @sent@vlth the ne
combinations in Annex IIT dossiers diféer cortsiderablgy >25%) frothe %¥ 1 @rlg@@al
dossier, the relevant residue data i 1n es %@ed to@ re- é@uat
@nbi@loné@rmula@)ns dre
@

%j&rgems@rthe
& Z Y &
D

FOEEN &
O Y <
Use pm@é)rns GAPsf@or t§spr appl@ﬂlon%f 1pr®%\ahca@’ ~containing

for&;latl?é? n/&ﬁ@rape@in @ope@%rth@m ang sout«l&% regions)

\

In Table 6.3.1-2, the two standardQcore(é@use
R
'~
s &g

summarized in general termsQ@

Table 6.3.1-2:

@
Use pattern ﬁiy%@% \%ph&mon\ o ap ‘ti‘:)t::@.{ X. no. of PHI
"core rate" in appls.
N @\6 5 g @’ B L R (days)
‘o N pre@gowerlgg N @@§ 0.09 = 1
N EU. -ﬂo@g ~ AN 28
150§* @&o $14 int.) e S @50 Q 4
gha @ & pre@\verir@ Ny &, 0.09= 1
T [ o |
@ @@ SQ0-14ddht) @@
Q O pre<floweri 8 >
. 0.072 2
% EU & (%@14 d B¢ @@ @ 28
@7 5 % @gt ﬂovg%ring@ N
N Q 0.12f 3
) (10-f4.d int S
12Q,g/ha* @
N S prsfloweriag @
| s bt <O 0.12 2
@" E s pLEliant) & 28
S é%os‘@&ﬁrermgN 012 h3
& O (10-14°d i@ ' ]
*  The rat ed he {\ in th@o)rthen@ldue region, based on one meter of vine foliage height.

orthe @QJ res

+ W er as th@tam
s

ary i
hlgher vines.

EE

EU

% hlgiree

ue reg

U S = southern EU residue region

ct re%&s are foreseen as the worst case for the use of the formulations in grapes in southern Europe, increased
e no articularly in Germany. Thus, these rates are expressed as kg/(haxm); the rate expressed as kg/ha rate
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The number of trials conducted for each use described above (incl. information on geographical
"residue region" and vegetation period) is summarized below in Table 6.3.1-3. @o S

N @
Table 6.3.1-3: Overview of European residue trials conducted in grapes geograph %

region and vegetation period w \
= § 5%
. of trial © ° v
No. of trials 4 §9Rep0rt Nos, D%Er re@@
Formulation | Region Vegetation period V @ A @@ 3 &@
1995|1996|1997|1998|1999\22@@ 2003|2004 R S @é‘ S
150 g/ha "CORE RATE" N\ Q . &
43.5 WP EU-N 5 ol N w@ 2&9/9@0 f@ 07 @
(& folpet) EU-S 5 & }@ X 0@13(}@ S 0&
™ | @ 0 214097, o
EU-N 5 Sl IO I < 10
3258C A @ || 9 5 2wms o ES
(& azoxystrobin) S I
EU-S 5 N O | . Qizseg 1§
120 g/ha "CORE RATE" ©% 2NN ) g\g ya N S)
66 WG EUN|2 | 19 [T o 2mies 912
(& mancozeb) EU-S 2 @ a4 & @ éQ ® (%291 42/@f N 13
EU-N @[] [ .9 & [T 14
Zg WP b) ©© N 7 .79 4596,
mancoze EU-S 2 2 b Y 15,16
el o N el ¥ || 21349%
66 WP N P & & Q° NS
(& fosetyl-AL& | EU-S_| &) | & | 5§ & \© N 3 2182098 17
mancozeb) L @ & @ § v © Q &\
S Tl B 2146/96
43.5 WG N O e 3 Ny G & o 1213697 18,19
(& tolylfluanid) A ( G AN N
EU] o B [P S [ 2113/01 20
7 Q
Z9 WG e BN [ ¢ o 2 ] 233004 21
& folpet - @ 4
fosetyl-AK) EU-;);“@@ @Q gg S < D 2331/04 22
: R SHEK N 2142/96
PN | 3.9 | S ’ 23,24
24.5 WP E@@ h é;@ ’ @%\5’ & 13 2131/97 ’
(& copper) 2. & & RS 2143/96,
of BUSR R ¥ ol ¢ @ 2132/97 25,26
ST & -0
66 WP N O 2186/98,
(& fenamigone) | ©U7S © S @%fg 2 5t | @ 3| 218699 27,28
asc & EUNT R S G 4 o 2429003 29
(& flugpicolide) | BUS | ] @ 1@ | 4 2430/03 30
EU-N = northern EU residue regl@' EU- S@outhemﬁ} resi@e region
N N
s A &S R
@ < Q & ©@
N
@ & O
Gener@em@. @ §
S @ .
. @the secti@ 0f<® AIR?2 dossier, only the residues relevant to iprovalicarb will be described
in il. As the products applied also contained other active substances, residues of those

compounds were also determined, but these results are not considered relevant to this dossier. For

details on the results for the other compounds, see the study reports or the Tier 1 summary forms.
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P> "SAFE USE" — ""150 g core-rate" use pattern

& &
Iprovalicarb & Folpet WP 43.5 (=SZX 0722 & Folpet 43.5 WP) N (©) K
Q $)
@ & N
Table 6.3.1-4:  Use patterns (GAPs) for the spray application of SZ;@HZ & Fo,lg@ 43. 5§’ %
R @
in/on grapes in Europe S NN @
¥ _ & & 9 o
Formulation Region | Application rate of . a.s.* rate \aMax.Qo. @ll
timing lication Q application | of {ppls. @) @
/@’g/ha [prod. ]9\ /ha) Q.o & (da@%
SZX 0722 & Folpet | EUN | pre-floweringy | 5 0 0090 O boo | =08
43.5 WP post-flowerifi @ 2. 5’@ @ @** O <4 % .
o (10-14 d k) @ o | O & &
(6.0% iprovalicarb and EU-S pre-ﬂow\ié\ﬁng \1} [ &ﬁ0.09© 1 @
37.5% folpet) N @ & @)
post, erag % 2.5@ , (8&5 @ 4> Q
109% difty | & P S $1& 4
EU-N = northern EU residue region, EU-S = s@lemg@U residug region 6 @ @Q @) @9@ o\%

*  This rate refers to iprovalicarb only @) ) @ @ @ S ©©> Q

** These rates are expressed as kg/ha%@meter faliage ('leaf wall' o@afy su‘ﬁ@ce) he@ max1mum solut ounts to be applied
refer to vines with 1.6 m "leafy sutface", r%lting in bloo&a S. rat%g)fo 24 li% a lpt& carb @

@ © @ > “”\g @ y\’@
New studies submltted for ex I@enev@i" Al § w\ﬁ §

2
O N
Report: A 6.3. 1/0M B
Title: @natm&o restdues &&SZX 072 &gpet 5 W@ﬂon grape following spray

@ a atlon%ﬁ Fragce and Sermany_
Report No. &@© RA-2 12‘@7 a& ‘%@ ©§ @
Document% K- 0 02068- Ol@b % & § @ é’g\?
& < 5

A - RS
Report: {\ 1998b %\
Title: es of B2 0

itle i &7 07@ & F‘l‘pet (43.5 WP) in/on grape following spray

Report No. & @

Document Nc@ Q

Guidelines (applies @oth %dzes) N D1r &tive QF@I 4/EEC, residues in or on treated products, food and feed
G]_&%ppll&? to bot%tudz@ y@ ertf@ laboratory); Deviations: none
& @ &
I &L
Justificatiopcfor i Gﬁ;dl ese%udle@ln this "AIR" dossier: Data required to establish MRLs
and to supp u@ﬁm gr@es m§%e EUO

5 Q
R @§ SIS
Q© @@@ © N I. Materials and Methods

Nortn European residue region

é}@

In northern Europe, a total of 5 trials on grapes were conducted in 1997 (KIIA 6.3.1/07), using
SZX 0722 & Folpet 43.5 WP, containing 6.0% iprovalicarb and 37.5% folpet. The trials were
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performed in Germany (2) and in France (3). The use pattern as defined for this residue region was

based on a set product concentration and water rates of approx. 600 L/ha prior to bloom (1 appl.)

then 1000 L/(haxm leaf wall height) post-flowering (4 appl.); thus, vines were treated at a wors{ se &
concentration (0.25% in high-volume sprays) and at water rates applicable to th@practices co@on in

the countries in which the trials were performed. In this system, while the p owering rafe per &
hectare and meter vine height remains constant, the actual amount of produgt applied in g Ven@l

can vary based on the height of the vines on the test plot, @that Varylnﬁ%solute amo‘lmts of duc&a
are directly comparable with one another. & @@ @ v\g &@
Post-blossom sprays were at expected product rates @4 0 kg/ha in rmany (1. @I "lea‘@vall"@elgh%
and 2.0-2.5 kg/ha in France (0.8-1.0 m leaf wall), ¢ % esponding t0%0.24¢nd 0@-0 1

iprovalicarb/ha, respectively. Spray intervals w 10 14 day@ postsblossgm sp1ng «::@ all ﬁ@@?s

vines were treated a total of 6 times (1 pre—/Sé%st b]@om %tead%of 5 dit) b is deviation from

the nominal worst-case use pattern is withig the E%”S tol@ es@@f resitiie trials. (@Jde@ xtka”

post-blossom spray was at a very early @Eervalghus %mg 1@6 ef@ on the fina] residue eve§

All applications in all studies were at g@ req{hsed %g& @ %© C}\ § é\f S
@ N) ©
@’ N
O N L
> & O O & \
Southern European reStdueQ‘egé@n @‘%} S @@

Q
In southern Europe, a total of@?trlals%n gﬁ@es Werg@éondﬁcted 1@%99%% %/ 97§D The trials
were conducted in Portug%(l) &&n (2@and l@ﬁmce (@7 SzZX 072@ Fo 43, 5@)7\/ P was applied 5
times (1 pre-bloom/4 pos%blo«%) at rat S of @»pn So' and%gS kg@a su quent to flowering,
equivalent to 0.09 kg@ (pr @ ) ok 5 k a (pest-l. Bproval b as, Spl‘ay intervals were
generally 10-14 dayin p&st-blos@n sp@» ing. Waterd \Ju tes @re abo@ 600 L/ha (pre-blossom) and

1000 L/ha (post- @Essa&@pray&ﬁ5 A{ K}3pl]&§tnlons in all s@es ag@e required rates.
S Fo &7 & & e

N .
All trials @ % @ <\ I Q@’ @@ \@;\’
In all tﬁ% in the nort@grn ar@outh E @pean@mdu&reglor@ bunches of grapes were sampled at

days 0 and 28 (PH@fter the las@phca@)n A}ha@t t1me§add1t10nal samples of destemmed

grapes (berries) etal%n @ @7&9 % o ©©

The sample@re a@ r 1p~erahc%1@ ace&@mg@o@ethod 00442/M003, with a limit of
quantltatlc%of 0.05 mg/@ § '%'Q @@
%
Q A\ \ @§ . @
\y\’ v § @\ Q @indings
Concurrent rec&erie of ipr 11c&§@vere@)tamed from grapes (berries) fortified at levels between
0.05 mg/kg@ 2 mg e sarr%le m@jerial was chosen to represent all relevant sample materials
collected@ga> thes@mals@ea@tover@s were all within acceptable ranges (85-95%, RSDs 5.5-8.0%,
n=2- 8@36'&1@ of r%overg@ta are shown in Table 6.3.1-7.

%@15 umn@’nze@elow in Tables 6.3.1-5 and 6.3.1-6 and in greater detail in the Tier 1
%rms
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Northern European residue region

Immediately following the final application, samples of grape bunches yielded iprovalicarb residué®” S
ranging from 0.26-1.6 mg/kg (median value 1.4 mg/kg). These residues declined to levels of 0:40- @§

1.2 mg/kg (median 0.47) by day 28. @b &@Q S

<
Samples of destemmed grapes (berries) were also taken in the trials. The g@ﬁes were s@htly@wer
in day-28 samples of grapes alone than those in bunches %@07—1.1 mg/lz@;igp estemme&@appi@ é\g

[median = 0.38 mg/kg]). e & S @ &@

X
A
Southern European residue region % ) " S & © &@
v L@ R 9O 6 @
Immediately following the final application, samples of grape®ancheés yieldgd iprpgalicatb-residues

Ny

ranging from 0.13-1.3 mg/kg (median value mgZkg). &bese ggidug&cli@ to livés o%<0.05-
0.76 mg/kg (median 0.17) by day 28. .8 Q%%” \@ Q o Q @7

Wl S ©® \
Samples of grapes themselves (destem@ed be@es) V\@c a}s&%ker@a%t'le\iﬁmals. @% residues w®
slightly lower in day-28 samples of @es é%ne tl@i’ in b@che@%@ﬂ%@.% &kg ggrap%s alone
[median 0.13 mg/kg]). § KN YN [ >

Ry o D § o & @? N
S
Q@ o\& ﬁ@ @Q &@ @Q @© ©©> é
&
& §J I. %chlus@ns S \@2

Ten residue trials were éﬁnduc%d with @ZX @2 8@301pe@@‘? .5 WXFZ comginin YO\T’O% iprovalicarb
and 37.5% folpet, on @@pes@e e%@@ in the@nort@n a{g&souﬂ@- Eurgpearrsgsidue regions. The
product was applie@m ac&)rdan@it proﬁésed \63* pattggns (slngt dev%tions in the northern
trials were withif\EU t&l@anciﬁ, and e te@%wer{&arﬁe@ut a@rdi fg} GLP principles.

The results of@Qlals ﬁen&@abov@iem@@@rat@ﬁat @b S @

N X
— residu&f@vels of iprowalica @r% g@ bun@es dec@;le h tim& from values of 0.26-1.6 mg/kg
(noﬁﬁ or 0.13-1.3@ng/kg@south) on day 0 to (é%—l.&mg/]gé@lorth) or <0.05-0.76 mg/kg (south)
on day 28. The@\pec@ m@an vafaes w&r} 1.4%nd 0.33mg/kg on day 0, and 0.47 and
S @ O
0.17 mg/kg o ayl% @ R,
) TS S
— residue VS o@‘ov rb ig%est@ed&@pe (l:@jrries) on day 28 were slightly lower than
those imbunches, wit}@ledi«@\/alu SOf Oé?and@ 3 mg/kg in the samples from the northern and
sout European als, @ecti\@l Ll Y
@‘ P N y @ S

N . . :
— alkgesidue values for i@val}ic@o o:@@y Q@Iere well below the existing EU MRL for iprovalicarb
©

i} grapes (2 mg/kg). © @\
e . &< Q
@ O ~ @
Q Q
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Table 6.3.1-5: Residues of iprovalicarb in/on grapes following applications of SZX 0722 &
Folpet (43.5 WP) in the field in the northern European residue region @o S
SN
Study No. Application Residues Q\ QU
Trial No. DALT | insd, ali
Plot No Crop C kg/ha | kg/hL Poxtion RIOV @
GLP Variet ountry FL No (as) | (a.s.) GS analyzed A
Yy y d 2
Year % (daysp (lg?kg)x\n
RA-2129/97 | Grape France 43.5 WP'| 6 0.09%% 0015 [83;F bunch | 07 [ <0265,
70238/2 Sauvignon | F- 0.12 Q a2 §> 0.4Q §
0238-97 IS O% | perry A 28 &

- @ ) 9 & @
GLP: yes \ Q d S & o
1997 EU-N % o R|9 |le @
RA-2129/97 | Grape Germany  [43.5 WPL|6 g@%%- 0475 {30 Hlrch 15 0.} 10"
70701/5  |Miller- | D S 20 B A o o 28 12
0701-97 | Thurgau N @59 Q P berry Py @.1 &
GLP: yes EREN N \\ S % O k. §@
1997 EU-N R il R RN < X N S-S R
RA-2129/97 | Grape France SWP6 40:09040.015% |83 ¢ bunchY T4

®
70702/3 | Chardon- | F- % %% [ 0158y \5@ @@ QQ § 9 047
070297 | nay o & |.O § O |y 028 0.38
GLP: yes @ | K (@a@ @ Q) S @Q N
1997 MRS 9 &@ a . O

S @% & | - 9

RA-2129/97 435 WP! ®090- | £:615 80 %nc%*’ 0 1.4
70703/1 @240 © o) 28 0.92

o O % LN .
0703-97 o | & O 9| vawy | 28 0.42

. SIS
GLP: yes & © @ @

1997 v AR S
RA-2129/97 M3.5\@' 6%*0.0 = 10.0L 857 bunch 0 1.3
70705/8 S ao. (§§ @ 29 0.45
0705-97 € [ Y g @ | vemy | 29 0.38
GLP: yesay @ S A
1997 @ @% @ &9 o, @
S
NN
FL = formulation @© % @ G@&j growigs@;ge at le%jtj appliéajion DALT = days after last treatment
Formulations used jgptrials: @Q @ @ OQ\ @Q @§
1=SZX 0722 &%&et (43WP), é&ining"&p% ipr%a icarb’and 37.5%folpet
S\ & ©\ %Q @@@ @
& @ @ y X
@7 o Q @ N
NN NG ERAN)
N RSP Q@ &
. @ &@ @ &©
2 A N
R
@ < Q & ©@
& FES
& S
cL T
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Table 6.3.1-6: Residues of iprovalicarb in/on grapes following applications of SZX 0722 &
Folpet (43.5 WP) in the field in the southern European residue region @o S

Study No. Application Residues Q\ Q?
Trial No. DALT | ipr val@
Plot No Crop Country FL No kg/ha | kg/hL GS Po@n R .
GLP Variety (ass.) | (as.) m%llyzed @ayi ( \g) o
Year N "
RA-2130/97 | Grape o S 130 | @
70237/4 Periquita @8 5 0.%¢ §
0237-97 © 28 @%
GLP: yes & @) &@
1997 S) © @
N

RA-2130/97 | Grape 0 0.13
706442 | Grenache 28, %9.05&0
0644-97 2% @20,
GLP: yes R ) §
1997 N Q)
RA-2130/97 | Grape RAEKEE
70645/0 | Cabernet 28 [ 017
0645-97 Sauvignon 2% 0.13
GLP: yes Q
1997 &
RA-2130/97 | Grape 0 0.17
70646/9 Grenachq& 28 <0.05
0646-97 blanc@ 28 0.05
GLP: yes N)
1997 O N
RA-2130/97 | Geape X | Spdin 0 0.37
70647/7 @?Macabe E- 28 0.23
0647-97 °~ q 28 0.16
GLP: yés, L@ O & .9 .
1997 O B8 | © N | | O

ion DALT = days after last treatment

FL = formulation @Q % @ G83 gro CZ@ge at le%%) appli

Formulations used jg,trials: Q @ @@7 S @ @§

1=SZX 0722 &@et (43@@?), sé%ininggo% in@CﬂU&%TS%fO pet
? @

~N AN
@ S
@%
N %%gf § N
&§ Q Q S ©@
&5
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Table 6.3.1-7: Procedural recoveries for iprovalicarb in grape matrices

Study No., Fortification Recovery @
T‘rial No. Portion a.s./ level () é\ @
(TrlﬁgE;le) Crop analyzed | metabolite | " (mg/kg) . gé? max mé@% @
Year a '
RA-2129/97 Grape | berry* iprovalicarb | 5 0.05 ﬁ% 950\3 85 ¢y 8. 9
70238/2 (0238-97) @ 10 785 | 9 SRS
70701/5 (0701-97) ;% 20 Q@ <0 @ﬁ% N é’
70702/3 (0702-97) & Yo B
2070371 (0703.97) Rt ov? L6 P 2019 7.65
70705/8 (0705-97) 9 Q & o
Q N LY 2)
RA-2130/97 S NI I PN E AN
70237/4 (0237-97) N O ST S S >
Q 4 N S og %
70644/2 (0644-97) % @@ Q@ & R o
70645/0 (0645-97) W\% \@’ N AN ©© @7 @
70646/9 (0646-97) &> O R &6 S I K 4L 4
70647/7 (0647-97) Q &> & SO é q Q
GLP: yes &© %% o %, \@7 § @@ § %@)
1997 Q SENPN /N \)@ S |2 le
*  berry recoveries also valid for sam%@lateriafzﬁynch of g@\h’pes. (@@ &@k@ Q& @ @©> (5%
. S &@ 2 ¢ S}
& S S @ © Qo L9
NN E I I S
v e O ¥ .0 &« \@
@Q N § 4 S o ©°
S§ . Q @
2o SN
N \© O N é@

S & & & o
5 TN e s H T o &
S > & & < o
&@ @©o§ Q° ©©%o\©
PSS
> & & 5 = &
QS b LS
@ 9O g © o .0 @
Q O O O N D
Ve & &S
S R
2 @ ™~
@ N
O “@@&@\@Q&@@
@%
& TS0
2 Q
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Iprovalicarb & Azoxystrobin SC 325 (§ZX 0722 & Azoxystrobin 325 SC)

regard to iprovalicarb as SZX 0722 & Folpet 43.5 WP. (The use of SZX 072

strobin 325 SC has not been registered, but nevertheless the trials were co

Azoxy-

The formulation SZX 0722 & Azoxystrobin 325 SC was applied using the sam%lse pattern w@g@
S

gucted in orde@o su@@rt a

&

S

prospective registration.) A e o %
Table 6.3.1-8:  Use patterns (GAPs) for the spra@apphcatmn@@SZX 0722 &Azo@tro@ @
325 SC in/on grapes in Europe % & &
0 & Q8 o @
Formulation Region Appllcatlon% M erate@l %& a. s “ate @laxe T @ll
timing %ilcaﬁggn %f a;@h tlo of ipﬁs. %
| e [pod.]) 4 D | O & day)
S7ZX 0722 & EU-N | pre-floweting ~0'6 6 00990 k1 §8
Azoxystrobin 325 SC post er@i% @1 0:5* %Q (géﬁ* @ & Q
- ostay | &8 4 & ¢
(150 g/L iprovalicarb "5 5" T flowering 06 O 009G OS] 28
and 175 g/L o € (\\Jf S S <
azoxystrobin) @pos}&c} eringy’ @ 0 @ @ 0.857 b@ gé
§ ( 1044 d igty) & Z?» ©
EU-N = northern EU residue region; EU-S = s ern E 31du ion @ o\@ ©
*  This rate refers to iprovalicagh orfly Ro @ S
** These rates are expressed as ”kg/ha eter 1age (1@ fy su@e) hegght". The makimu solute amounts to be applied
refer to vines with 1.6 m &afy sul g in pos loo ate%Qf 0.24 lprd@lcarb. N
& ° e
& N @ @ @
In addition to tgmsesgescrlbéﬁ in tsge tabl% boveéga secorﬁ usttemﬁls also tested in the north

based on a sp@lﬁc
is used ove@n enti

bloom}é@ntewals of@@ 14 @s (
use of any 1provah@@-co@amm§prodlv§v

Report: %
Title:
Rep&%’No. &

Document No.:

Report:

Fques

KITA @3 1/

D@t@nmat@l

a@wat
RA-2181797

& M-00 69&

@the Girm

re gg&wmg %@

athauth

1€S t

@

@
New studies @mlt@for@nex@b@en@a] ("&Rzn@,

(S}
@ 998c¢
of residues

¢ a sitgation in which a single product

asingle 10@& 1q§§val @1

o%&spe@gy a m@lmum of 5 applications per season.

on, %%hls c&d fol® ap@catlo@\ﬂper season (3 before, 5 post-
ng flowering), though the intended

ZXN722 & Azoxystrobin (325 SC) on grape following spray

in G%many@w Fra\

&

Titl @& @ D
itle: 1
@ @ clc
R @ icati
RepottNo. & 98
Deédimen : M-01%%54-01-1

A@<§ hwwa

1natz@n of residues of SZX 0722 & Azoxystrobin (325 SC) on grape following spray
n Germany and France
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Report: KA 6.3.1/11, || 19934

Title: Determination of residues of SZX 0722 & Azoxystrobin (325 SC) on grape following spray
application in France, Spain, Italy, and Portugal @ 6

ReportNo.&  RA-2135/97 S @
Document No.:  M-004870-01-2 S @ o
&

v

Q D
Guidelines (applies to all studies): Directive 91/414/EEC, residues in or Q&%ﬁated prod @fogd@?d fe@{@
GLP (applies to all studies): yes (certified 1abora; Deviation@ one

K
& o %‘\9
Justification for including these studies in this "%@Q" dossier:@ata rqquireg@) esgb%sh ]@Ls
and to support uses in grapes in the EU. Q@ N @@) R . © © @
. Q@ N (S o ¥
S %@@ N A
L. Werigl@nd\l\@éthod@ N Q S @j
o \\ N @ & N S v
N @ |5 Q Al N X
NSO DN %y & O
Q X
Northern European trials were perf&@led }%‘,}Gert@y (&%d Q@’ran@) (KJTA 6.@09 &gsing
SZX 0722 & Azoxystrobin 325 S& cor@ining@SO g@ipro@carb@ld 1’852/ azdxystegbin. The
use pattern as defined for this 'duﬁ\%gion s bw@ on, #et proguct ¢ cen@ion%@d water rates
of approx. 600 L/ha prior to %Joor%l app@nd @en 1%0 L/(laXm J‘Q@age bgight) p<o®st-ﬂowering

g

Northern European residue reg@n

(4 appl.); thus, vines wege@eated@t a V\@Et-c con&entratiog (0. Qf@m l@-voh@%&: sprays) and at
water rates applicable o the prastices co in H@cou s in which the triafg'were performed. In

this system, while th@ost—f@vve i rateger hecfare an@neter@ine ]@ght réﬁlains constant, the
actual amount of uct appliedSp a g@@n trial can@ b on ihe height of the vines on the test

N o
lot, so that varying a <?ute alounts of \uct Sdirectly comBarableWith one another.
ottt gl gl s of it sl cogfntl

Post—blossom%ray@ S722 g Azo%ystrool%l% 32&3 anfounted®o 1.6 L/ha in Germany (1.6 m
"leaf Walel&%%ight) and 69-1.25%]7ha jp-BranceX0.9-1.25 m®@afy stivface), which is equivalent to
0.24 kg@ovalicarb/}@@(@?r@ny) and 0. §-0.1§g ip&valiga@ha (France). Spray intervals were
10-14 days in post@%sso&%pra@g in the Ge@n tréals. Inhé French studies, the interval between
the 4th and 5th icatf%ls W@l op@ dag@@s a m@stak@vas made in the treatment sequencing.

Nevertheless, ghe ﬁn@riti@ ap@atio@vas r@%e 28tays before harvest in all tests. All
applicationﬁ@ all stiliessdre a&?e regiired rafes. &
e eggireq e &

Becaus % specific réguest@the @rma@authc@ﬁes to simulate a situation in which a single
product is used ove@ entige grogung se@son, ﬁ\%@ further trials were conducted in Germany (3) and
F raﬁz\ea (2) (KIIA 6.3.1/ I@n which SZR 07?@5 Azoxystrobin 325 SC was applied 8 times at the
standard rates dggtribed aboyé (0.6 [$ha prior to bloom and 1.0 L/(ha per m foliage height) thereafter).
Two of the @e a@%na plications Fere in the pre-flowering stages, whereas the third was very
shortly aft&r ow@smg. @»raﬁrvaﬁ@vere 10-14 days, except for between the 3rd and 4th
treatrn (flo®ring), wher¢Ghey were 23-38 days. Water rates were about 600 L/ha pre-bloom and
IOOO@ha oli@e hgigﬁ post-bloom in high-volume spraying. In the French trials, post-bloom
a@atio were @rfo@d with low-volume techniques at a water rate of 100 L/(haxm foliage
height)-QAll applications in all studies were at the required rates, except for the first two in German
trial 815349 (=1534-98), which were overdosed by 5.4 and 6.8%, respectively; however, these
deviations are well within the EU's acceptance criteria for residue studies, thus the trials are valid.
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Southern European residue region @ @

In southern Europe, trials were conducted in Portugal (1), Spain (2), Italy (1), and France (1) @
(KA 6.3.1/11). SZX 0722 & Azoxystrobin 325 SC was applied 5 times (1 p&sbloom/4 pagt@)lo
at rates of 0.6 L/ha prior to and 1.0 L/ha subsequent to flowering, equivalent to 0.09 kg/hay(pre-
0.15 kg/ha (post-fl.) iprovalicarb a.s. Spray intervals werg generally 10-13 days in pos&@osso?@ %
spraying. Water rates were about 600 L/ha (pre—blossor@g;d 1000 L/@(post bloss@\ﬂ @s}) @ @
except in French trial 704164 (=0416-97), in which th{post -bloom t@gtments We&%ad R 1ng
volume techniques (100 L/ha). All applications in &étudles wer@t the requlr&@ates &
. @ "\@ @Q 6\ ) @@

All trials s 9 N R % IS \ %

Q @ X & I
In all trials in both residue regions, sample%of buﬁ&les o@grape@vere t@en [ day (@fter as@
treatment (0 DALT), and 28 DALT. Sa@les @es‘[@&med&@pes mg:s ergialso taken 2
DALT. Samples were analyzed for 1ah®@b aceQrdingsp rnetl\lﬁ ds 0 2/\@%l @562 @he

limit of quantitation (LOQ) was aI\{@/s 0. %mg%]gg for rpgoval&@b @ @

o 9 o & & °\
o .~ ® S @9 S O «
~ @ @ @@ @
1. {mdln 'S
N S
Recoveries of 1provahc&&b@%vere o@taméﬁro nclxof grages forn§ d @Ve tween 0.05 mg/kg
and 1.0 mg/kg. The sample n@nal@:hose@serv@o representall relevant §a@zyle materials
collected in these trj Me% ree@ﬁerles@rere @wﬂh acceptable rahges (% 97%, RSDs 4.4-7.4%,
n=1-10). Detail rec@ry d&@lresﬁwr\n Tabl@ 3. 1@)9 > @

R

N N
All trials are sy® ma@d be@w in @ble@x@:% 1 9@%@ 6%\,1 10@ in g&ater detail in the Tier 1
summary fi s (g
S K b\ & é&“’

North/@ Europees@e r@on ©© § R ©\

@%
Immediately follo@ th@ nal @hcgt@l in th,e stu&s perf%rmed according to the standard worst-
case use pattern g trea ents)@ff of grape bunches y§olded iprovalicarb residues ranging from
0.09-2.4 mg/k@(medval@ 7 n@g kg)&hes@sidu@jdeclined to levels of 0.05-1.7 mg/kg

(median 1. lﬁg/kg)@y d@S @E D). Q @é’@\ @®

Sample@ destemmec@rape@em& we@alswﬁk’en in the trials. The residues were very slightly
1owe\zro\1jn day-28 sarﬁ@es o%rape \&lone@an t&@ in bunches (<0.05-1.3 mg/kg in destemmed grapes
[médian 0.93 mg/kéfl) § @\ R @

As mentloned&g@ewo sly, &weﬁgfso céeried out with an 8-treatment use pattern based on a
request by @Gerﬁwn au4§‘iles (T @dditional applications were conducted at relatively early
stages m@e ar Q}’i g s@son § 0 elevatlon of the residue levels could be seen following eight
apphc%%ns ‘due%n busishes dropped from 0.68-1.1 mg/kg on day 0 (median 0.90 mg/kg) to
0.319:60 nig/kg o@ay tA\Cmedlan 0.38 mg/kg). Day-28 residues on destemmed fruit were also very

sn%laose in bunches, ranging from 0.26-0.65 mg/kg (median value 0.41 mg/kg).
<y
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Southern European residue region

Immediately following the final application, samples of grape bunches yielded iprovalicarb resid@o S
ranging from 0.22-1.0 mg/kg (median value 0.26 mg/kg). These residues declined to levels of (;:.09- §

0.62 mg/kg (median 0.14 mg/kg) by day 28 (=PHI). o @ &)
NS

N
Samples of grapes themselves (destemmed berries) were also taken in the t%a@j The residues \@e o
essentially the same in day-28 samples of grapes alone as in bunches (0.09:-0.44 mg/kg\i@gra,&@ along,

[median 0.18 mg/kg]). @ < @ @
Y& s
@ N & VO &
I . Q @)° S & © &
. usion Q} @ Q ®) - @

A total of fifteen residue trials were conducted with SZX 0723 & A‘&o}(ys&@f@in 3§\SC;Q§1‘[MI§§
150 g/L iprovalicarb and 175 g/L. azoxystrob@ on ggﬂ@pes, @/’e i @% so@m Efifopean resi reg{m
. . .% @ @ ,\ . A

and ten in the north (five each with two % ren use pattc ns@ he duct s applied i co
with the scheduled use patterns (slight @viati@g in @ northern ‘u@ Wefmwithi@U taleranc , and

. ) S . % Q S
the tests were carried out according @LR@mm@ﬁ. T&@»\pum@ﬁe w§>0 ev&te es%ue
behavior of the combination prodyct, in th®form of a "b%gegpom Kistin subipissions for each
of the substances (although, ﬁn@ly, th&@ials g@e n s@tted&ﬁor re@ra{%@? The Yesults
presented here demonstrate Eg@ S S KRN @Q % é

QAN SN L9
— following five applicgt@ls, re&ue Is roval@;lrb ig gra %@un@s de%@e with time, from
values of 0.09-2.4 mg7kg (néghé% 0.22-x0 m /@% (so@ og%day 0 t6:0.05 mg/kg (north) or

S ;
0.09-0.62 mg/kg @ﬁth) @ da% i Tl@respeggwe §§dlan values %ere@lj@nd 0.26 mg/kg on day

0,and 1.1 and (@ﬁ mkg qu\@y 288 & N
OHINS
e%es)

S NS
— residue mh@of i@valica%b in%@stem(%d gtr%épes ( § day*28 were very similar to those
m, in the sam@les from the northern and
w

in bunche,@viﬂj@&dia&@alues 9 0.9%%anq 19)
southgnq@European tggagls, re&g%)ctiv & @ é?
N $

- Whéxw@using an "gxg%ldeg%se attern @“appli@%ons%ste&c@f 5) in the northern residue region,
residue levels r Eined&maff ed Q@ne \a apéicatior%, with day-28 residue values of 0.31-
0.60 mg/kg were d irg@n b@h% \@media@o.% ’kg). Day-28 residues on destemmed
fruit Wero verwsimikys to t{gﬁe in\ @nche@rangi@ from 0.26-0.65 mg/kg (median value

N
0.41 mg/k). S L & &
O y
— all r@ue Valueso@@ipro@icarb @n da@8 w"well below the current EU MRL for iprovalicarb

in.grapes (2 m; T%{@, re dles@f the@se pdttern tested.
(g T

@j&@}@ N

@%

@\%%é@j@@Q
%o o KQ
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Table 6.3.1-9: Residues of iprovalicarb in/on grapes following applications of with SZX 0722

& Azoxystrobin SC 325 in the field in the northern European residue regioz@o S
S
Study No. Application Residues Q\ QA
Trial No. DALT | iprovalighth
Plot No Crop kg/ha | kg/hL Pozy§n R
. Country FL |No GS N
GLP Variety (as.) | (as) a%dyzed (da ( ) @
Year OY@ '@kg
R 1 Q) g S
RA Gl‘flpe German 325SC' |5 0.09% 0.015 8]@ bunch s C @ 24 @ @
2141/97 Miiller- D 0.24 Q @8 1 §
70776/7 Thurgau SN S berry oJ° 28 Q §
@ Y Q
0776-97 N Q A & v @
EU-N @ > i
GLP: yes - Qg N @ R |.© & @
1997 RGP T A
RA- Grape Germany _ |325 SG4s5 | @090- £0.015 4181 [ghunchyy 0 1.7
2141/97 Portugieser | D- % @\{).24(@C Q@ P @% @1.5 & °
70775/9 . Wy | 28 06¥
077597 \ SENEY B
GLP: yes N O
1997 &)
RA- Grape 570 1.8
2141/97 Riesling 2% 1.7
70777/5 $.0) 1.3
0777-97
GLP: yes ?
1997
RA- 0 0.09
2141/97 28 0.05
70779/1 28 <0.05
0779-97
GLP: yes
1997 a@
S
&
RA- 0 0.34
2141/97 28 0.13
70778/3 28 0.10
0778-97
GLP: yes
Q|
1997 @,
FL = fexgulation & @ %3 G@@gmm )Stage at last application DALT = days after last treatment
F . S (7] ~
ormulations used in trials: < ©
1 = with SZX 0722 &g)2oxystrobin 3258C, co@ng 150%/L iprovalicarb and 175 g/L azoxystrobin
& B
\% § e @ Table continued on next page...
& O VRN
& & ES
S o ©
{N @@ N o
@ & v o
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Table 6.3.1-9 (cont'd): Residues of iprovalicarb in/on grapes following applications of with

S7ZX 0722 & Azoxystrobin SC 325 in the field in the northern Eurog;@n S
residue region N

A @
Study No. Application @CQ} Resnduei@
Trial No.
Plot No Crop kg/ha | kg/hL rtmn DALT{NPFO@K arb
. Country FL |[No GS @)
GLP Variety (a.s.@ (a.s.) ranalyzed ( %) Em Ik
Year & gy | gt |
RA- Grape France 3255C'[8 [0,090- [0.015- [§0 | bunch [@0 § @ S
2123/98 | Chardonnay; | F- ;180 | 0.150 o 89 @31 5
R 1998 weiBle Sorte S R ch° be@ @0 264
1533/0 @] S @
> N\ 47

1533-98 EU-N o | L %@’ D
GLP: yes o & & & N N P
1998 o @ Q1 Y 1o & &°
RA- Grape Germany 3&5301 S, 8@@0- 09)5 [y | baeh | 0 O g
2123/98 Portugieser; | D- @ - 40 |& « Sof g 28 & 8
R 1998 rote Traube ©2 gix @&9 Q é\ﬁ Q grap,
1065/7 @ RN B 3 @@ b@% § D 0.41
1065-98 EU-N @ 9 ® &
GLP: yes xg@ 2 @ S @
1998
RA- Grape 0.82
2123/98 Kerner- 0.34
R 1998 Rebe; weifie 0.48
1534/9 Traube €
1534-98 § DY N o o l@

- S A\ & N NS
GLP: yes O @ & @
1998 > 1.0 9Ol &« & O & e
RA- @Grape 395 SCK}8 0D90- 9015 481 | bunch 0 0.68
2123/98 o Riesling, ¢7D- 9 0240 S 28 0.60
R 199840 | weie @ & LY \© berry | 28 0.65
1532/2 Traubec) Q 4> | & | D

SN @

1532-98 @? A 5 %@ N
GLP: yes QVE W N 4 @Qj
1998 2 O o Q" | O
RA- Grape (bran @ SC.9® 0- [0.015- {81 | bunch | 0 0.90
2123198 5} Pinot Noiri, | ¥ q °@& 40180 [0.150 28 0.38
R 1998 @7 Rote So@ N & Q berry 28 0.31
153144 N o | @ N
153198 deuny R §
GLP: yes @° & @ S
wos & a0 | & O] ©
FL = formulati R § %, @%j growth stage at last application DALT = days after last treatment
Formulation@ised m@s © )
1= w1th S?% 072&@Azox%robm C, containing 150 g/L iprovalicarb and 175 g/L azoxystrobin

N @

N

@ & &

&
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Table 6.3.1-10: Residues of iprovalicarb in/on grapes following applications of with SZX 0722

& Azoxystrobin SC 325 in the field in the southern European residue regio;@po S
N

Study No. Application Residues Q\ QA
Trial No. DALT | iprovalighth
Plot No Crop Countr FL | No kg/ha | kg/hL GS Por@ ) X
GLP Variety y (as.) | (as.) a%lyzed d N N o
Year ( a?’s@ (lﬁkg)
RA-2135/97 | Grape Spain 325SC!|[ 5 0.09%&1).015 85} bunch | B | s 020> | @
70707/4 | Carinena 0.150 8 9o, N
0707-97 > g berry c)”28 9
GLP: yes % S " & g @) &@
1997 d R |l @
RA-2135/97 | Grape -[og?5 483 &@ch SIE 093
70706/6 Cortese 50 B @ §@ R 2 %.33 .
0706-97 Q be@ 5.5.) @7 .44@&
GLP: yes &% Q e, §
1997 D k> & &S
RA-2135/97 | Grape 01557 |81 bun 1.0
707082 | Agua S S © 9D 0.62
0708-97 | Santa & 40 [erry (F28 0.43
GLP: yes Z @§ N
1997 . P A ©
RA-2135/97 | Grape i . 0.015 [R5 @néh S@0 0.26
70662/0 Cabernet > lwy 28 0.14
0662-97 | Sauvignon S| « beygg@ 28 0.18
GLP: yes S Q) AN
1997 @ 4 @

R e %
RA-2135/97 | Gr: @ 015 85 L bunch 0 0.26
70416/4 nach@ . @S§ @ 28 0.10
041697 | blanc @ ~ | berry | 28 0.12
GLP: ves* G » @ @

L yes N @ @ RS \
1997 L& @ R OEENES
FL = formulation o\; oWt s%ge at %t applicaﬁpn DALT = days after last treatment

prior to last treat % @ R 7, @
Formulations used jgptrials: Q @ © A @Q @§
1 =with SZX 07@ Azo;@@robin @25, €Mainin&9g/L i’&ovalic b and 175 g/L azoxystrobin

YNNG S
L 4+ 9 @
<) O @ %o
%o < S @ @ S
> @ o o O
N N
SEESIVCAR
@ < Q & ©@
&eoE
<
&% O @ RS
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Table 6.3.1-11: Procedural recoveries for iprovalicarb in grape matrices
Study No., Fortification Recovery @
Trial No. (Trial SubID) level (%) @ @@
GLP,

Year (mg/kg) max &@&an RSD
RA-2141/97 3 0.05 89 | 74
70775/9 (0775-97) 0 1.0 v\% @1@ . % %@7
70777/5 (0777-97) D | overah o4 03 686 G
70778/3 (0778-97) Q ©§ NS
70776/7 (0776-97) @) Q ©© Q§©
70779/1 (0779-97) @ o | @
GLP: D $ o~
: yes @ Qo ¢ @D

1997 Y SN q RS
RA-2135/97 %@f N & S
70707/4 (0707-97) O DS L S N
70706/6 (0706-97) @ IR O & 4
70416/4 (0416-97) & &% . $
70708/2 (0708-97) Q" &> | S
70662/0 (0662-97) N § -
GLP: yes > S i D
1997 & O 9 S
RA-2123/98 57 @Q0.0S ~ 6@.. 82 | 7.0
R 1998 1065/7 (1065-98) & Ofgf@ 86 | 78 | 44
R 1998 1531/4 (1531-98) S
R 1998 1532/2 (1532-98) ° ST 88 1 88 -
R 1998 1533/0 (1533-98)_ % overall 9 | 79 | 6.1
R 1998 1534/9 (1534@@ SEIFR
GLP: yes @
1998 N N o @@
* bunch recovépgs’also @ for s@ple @ §
AN SHIN
9 v
S & QO N
A o .S O
. S
& s
9 &
Q
@ O
Q (@)
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> '"120 g core-rate' use pattern

Iprovalicarb & Mancozeb WG/WP 66 (SZX 0722 & Mancozeb 66 WG/WP) s S ©
\@)
N s
Table 6.3.1-12: Use patterns (GAPs) for the spray application of SZX0722 & Ma eb
Table 6.3.1-12 p (GAPs) pray app % r@‘@ @)@ R

66 WG/WP in/on grapes in Europe ~ N
© (% ey & @
Formulation Region | Application Max. rate of N@ a.s.* rate @Jax @il &
timing application application &)“of a[f@s O
Y N Gnay®
ﬁha prod]) (R (eyha) &S] & (day:
. @) L‘@
EETI L L eI et
(10-14 d int.)% 9 < N g S
A\ \
post- ﬂowerm\gj 2.0% & 0%+"0] <3 o
(6% iprovalicarb and (10-14 (gl%%) . Q};\a @ D & IS © @5’% @&
60% mancozeb) S S ) S
EU-S 2 TS O%i%bj @% 2.& ©§§8
& Y & ) (@) @
pQ@ﬂow@ng O 207 @E 120@ R §‘§ %@d
Q- 144 int) @f @@ f\? \\© <>® Q@) .
EU-N = northern EU residue region; EU-S@SoutbeMU resid@® regi @ O (5%
*  This rate refers to iprovalicarb onl; S % A @)Q &) @

** These rates are expressed as "kg/ha per mu
refer to vines with 1.6 m ”leafy@kface”

r leaff@irface) h%ght @m maxim@n abs@te amounts to be applied

foliag @eaf \
ltln@ost b
N

=

a.s. rates of 0. 192 kgﬂ% oval

New studies submitted for Anne enewal " 2'" ~
it for o oxRengval AR S 6
Report: A3, 1/1@ 199747
Title: o 1nat10% of fésidues & 66 WG in/on grape following spray
S @ma o®in Frafhde & 2 & S @
Report No. A-2141/95 & & S @ N
. @ W
Documenf¥No.: M-060263 & N
y 0@ '@ @ & 3
AN
Report: {@6% $ 1997b
Title: Det@mlination of r@ues Qf SZX 4322 Qtancozeb 66 WP in/on grape following spray
@ a@cat in Fr% and@erma %@j
N
Report No. & RA-21 AN R 9 @
Documen M- 0(9@0721 Q @%T' o % %
) SN

7 Q

N
Repirt @m@wlm
Title: @«\ Determlnathi@of re@idues 7ZX 0722 & Mancozeb 66 WG on grape following spray

apphcatiotéin It
Report No. %@ " 21§€ &
Document &0 M @59 O@? @

Q&
A N
Hfgi? 115, [ 997

e &

L Determination of residues of SZX 0722 & Mancozeb 66 WP on grape following spray
application in Greece and Spain

Report No. & RA-2145/96

Document No.: M-000254-02-1

R
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Report: k1A 6.3.1/16, || G o9 -

Title: Determination of residues of SZX 0722 & Mancozeb 66 WP in/on table grape following, -
spray application in Italy @ @6
Report No. & RA-2134/97 @\ v
DocumentNo.:  M-000629-01-1 & @° o
& N

Guidelines (applies to all studies): Directive 91/414/EEC, residues in or on | ated produc@ food@nd fe@{@

. L . (/\ . .. ) A N @
GLP (applies to all studies): yes (certified laboratory); Dev1at10n@ one NNy @ @

V8 Vs
S X
Justification for including these studies in this "%@Q" dossier:@ata rqquireg@) esgb%sh ]@Ls @Q}
and support uses in grapes in the EU. Q@ N @@) R . © © @
Q. (X

N TS -
MRS SR S
o ¥ & & v

Y
& <o
L hgerig{@nd\h@th%@ %© & Q @ >
Northern European residue reg@n \\ @} & & S éﬁ §

S N 2,
Northern European trials with wine&@?pesf%ere pe ormfﬁin %@na ) anﬁ Fr§ée (452using
SZX 0722 & Mancozeb 66 WP oi@v G,@%ontai@'jlg 6‘@r($arb 60@
(KIIA 6.3.1/12; KIIA 6.3.1/13)@Trial"sse pat@'ns imthe Fr@% tria@(R@M%@S) were
adjusted to adapt the produc&ates(ig the (@S th@retic expected f&@ligh@er“man vines, i.e.
. ) oy . O . D
despite the fact that pos‘g%ern@wat@ates ang:d constant, g@rod@t rate was increased
based on a theoretical viné foliaie height of ms @owewst, dug to incdrrect ication timing by
the field technician, d@%addi@la%%hca@n wagmade i both fials dya rate of 2.8 kg/ha. The
product rates corr ond to (.04% to 092 kg a.s./@%rO@@carKand 0.4% to 1.92 kg a.s./ha
mancozeb < \ &\ ~ \\ N @
O D 5

L.
In the 1997 tr@s mf&rmasg? and F%nce%(HA\@& 1/ 1@§ SZX 72{7@ Mancozeb 66 WP was applied
at produc&g@ncentration%of 0.2% in@—vol@w and 2% i@low-votume sprays at water rates
applica@@ to the prac@és ¢ on irrthe wntri@@n wkgﬁ theQrials were performed. Post-blossom
sprays were adjust@o 2 @ha @ro@u@ applé\\%l to éach metet of vine foliage ("leaf wall") height.
Th . Net i : _
us, varying abgotute @oun@f praduct age directly contparable with one another; post-bloom

sprays were atg3.2 kgin @mecm .6 @N‘leaf@ll” Hepght) and approx. 1.6 kg/ha in France (0.8 m
"leaf " @ (@) Q A N ~

eaf wall") S @\ Q @@ S

@
All app@ons were atthe reguired fate, o@in th&%&se of three individual treatments in two French
trials (475%™ applica@qs ir%rial 7‘%2013 @@201@@], 4™ application in trial 702021 [=0202-97]),

withiz}?iﬂ% of thé%"eq ifod rafes. TheSe dev@ions are well within the EU’s tolerances for residue

trials. The product rates ﬁpon@to 0@48 to 0.192 kg a.s./ha iprovalicarb.
ly

o
Spray inter@ wgg&%en 1214 (@ in wine grape trials (both in pre-blossom and post-blossom
spraying@%azg@s of che@%ﬁf grapes were taken immediately before and/or after the last treatment
(day O@ld AI_% Thapes themselves (destemmed fruit) were also sampled 28 DALT in
thégﬁrials.@amp§we§%alyzed for iprovalicarb according to method 00442 or 00442/M003.

N

&
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Southern European residue region

In southern Europe, trials were conducted in Greece (1), Spain (1), and Italy (4) with SZX 0722 @o S
Mancozeb 66 WP or WG, containing 6% iprovalicarb and 60% mancozeb (KIIA 6.3.1/14; N @§
KIIA 6.3.1/15; KIIA 6.3.1/16). The grapes used were wine grape varieties (4 @ls) in the 196 )
trials and table grape varieties in 1997 (2 trials). @ s Q\Q
S7ZX 0722 & Mancozeb 66 WP or WG was applied five times to vines a&z@%roduct rat%@ 2 kg@§ andf@
a water rate of about 600-1000 L/ha (pre-blossom) and l@ L/ha (pos@lossom spr@) %e\ ro (@

amount corresponds to 0.12 kg iprovalicarb/ha. In soe trials, the fi appllcatl%@we de at” C& &
@

“U
@

©

growth stages of up to BBCH 88. %@ Q& &

o

Spray intervals were generally 10-14 days in wil@%ape trlals@mh J\?re-lgl@(j)% Qd p&gﬁblo
spraying), and 10-12 d in the table grape trialg, Sa S o@chﬁ%f gr fpes w akeermeﬁ?ately

before and/or after the last treatment (day (), and DA1@§9 Grapes th@selves@jdes @me@
were sampled 28 DALT in two trials. Sawgples were aﬁaiyze(gor 1pre§gahc accordmg t

00442 or 00442/M003. The limit of %@ltltam}l (LG9 Wa§§0 05 @/kg@ 1pg;@hca@a @
& @ & $ &
Q S & & & <
@ &@ I@‘lgs @ Q& ©©> ©©> K\
Method validation recovene&Qx/er%c}du wi h bunches of g{@beso afd grapes (ber@s) at
fortification levels of 0. OS@g/kg@O 1provahcarb %@\1 @ena&@ere within
guideline requlrements (%ean % 105%, RS 6&%, @ SkDetall‘éﬁof re@ery data are shown

SN

in Table 6.3.1-15. @ @ % W C& &\
All trials are su rlze&low able 6 &1 13 a?@6 3, t@ 4 a@ﬂ in @er detail in the Tier 1
summary form@© @ 4o @ & § Y
S @ O w7 g @b S @
Northern@Euro;f@’an r%tdu&)reg%n N @ @7@%
>
Imme@y followin %e figalapplisdtion, samp ©~’§\ of @e b@hes yielded iprovalicarb residues

ranging from 0.13- %% ﬁkg (median V@e 0?54 mg/kg). BA%day 28, residues had declined to levels
0f <0.05-0.42 m%@ (m&han @ mgék\\g) % Q @

Samples of grapes (b&s) @@re al@@t?ake@\m th@% t@als. The residues were similar in day-28
samples of g}?pes al@ne @ of bw che@o 05@44 nig/kg in grapes [median 0.15], <0.05-0.42 mg/kg
in the coggsponding bg@ches di a@' @k glke

Sou&ern Euro{’i@’n r%tdu@egt@

Imm\edlately following t@ ﬁna(@appl@atlon @nples of grape bunches yielded residues of iprovalicarb
ranging from Qg% 1. mg/kmed%@ Valu@) 70 mg/kg). By day 28, the residues had declined to
levels of <(@-0 @xmg/k

&tmediar 0, /k
ke me 1an %@‘ng 2).

SN
Sampl@@f the Qapes (%%me@%vere taken in the two 1997 trials. The residues were slightly lower in
day-28sampies. of @es @e than in bunches (0.12-0.16 mg/kg in grapes [median 0.14 mg/kg],
O.@.W@ﬁ@g/kg ifhe @espondlng bunches [median 0.27 mg/kg]).

&
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II1. Conclusion

Eleven residue trials were conducted with SZX 0722 & Mancozeb 66 WP or WG, containing 6%@

iprovalicarb and 60% mancozeb, on grapes, five in the northern European residue region and s »\ n th

south. The product was applied in accordance with the proposed use patterns &@ht deviatiofs 1n t

southern trials were within EU tolerances). The PHI was 28 days in all trials final ap li&cati%@

were made at growth stages of up to BBCH 88. The tests were carried outﬁgcordmg to GLP § ©
\

>
@

principles. @, & \ § @

The purpose was to evaluate the residue behavior of t&e comblnatloduct in L&&orr@ 1@ " &

from existing EU submissions. @ Q& . & @© @
A

The results presented here demonstrate that: @ R 2

\\ &
— Residue levels of iprovalicarb in grape bugghes f@m n rn ﬁopean trial
declined with time, from values of 0. 13% n@ﬁkg (1®rth ian 0.24 n@/kg) a@ 0. 2

1.5 mg/kg (south; median 0.70 mg/kg;)%n dﬁg\() tox}OS @2 mg%ﬂ (no no ) and, <0. ?({95 -0. 38@/1(;;
@
(south) on day 28 (=PHI). The regg ctm@@fay &med an valye Wer 10 0. g/kg@
sty *L@ & o

— Residue values of 1pr0vahcarb grape@fberrl%s mm@ar to e 1@nch®, w1th@1ed1an

values in the similar or Vn’w@ly 1d§\{fﬁ>cal t)@ios 1 the ndm@nc&@’mples

S N
— All residue values for 1pr@gallcarb n es t&ken at harvest&(@i% DA@T) wgre wel{Below the

established EU MRL f@@ 1prox@1car%§1 g§é (2.0 @g/kg) S @ %@
NN

Os,

%
S ¢ & V8§
@§ @@@%@@ §©§’\©&é\
@
FEITL I Es &
F e .o S o
¥ &0 9O g O & e
A < %
~ é}’@’@©© SR
A \@"\@% @@%\CQ %§\©
§ RN @%’&@
@@@@@%O&QQ
@ N .C & O @
OO O S & D
©© Q@@@
<) @@%o %o
@7 °\@Q @o\
Q%\@&Q
S ¥ & O
> g
&@%%gf&@Q
§Y§©%©@
g
AN
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Table 6.3.1-13: Residues of iprovalicarb in/on grapes following applications of SZX 0722 &

Mancozeb WG/WP 66 in the field in the northern European residue regiml@o S
N
Study No. Application Residues Q\ QA
Trial No. I DALT | ipt vah@
Plot No Crop Countr FL | No kg/ha | kg/hL GS P0rt§r§ &
GLP Variety y (a.s.) (a.s.) an%lyzed d c
Year (days)c} (-@%g)
RA-2141/95 | Grape France 66 |6 |0.048-J€012- |83 §bunch u\« \% 05@ @
50344/4 | Sauvignon F WG| (0192 0019 | o o ?@&% S
0344-95 & 028 4
S

GLP: yes @ Q . &D © @

) $ &
1995 EU-N oy Y V.9 |l @
RA-2141/95 | Grape France 66 {6 [0.048:0. 8] buen [Sor[v adp
50696/6 Pinot . WG' [ | 0.1 ool 4 @ @ 0 %).62
0696-95 | meunier A > B Q (& o 28 @7 10 @&
GLP: yes EU-N g\a \ N S &% © Ko §
1995 @ ZE AN © > SENPS S
RA-2133/97 | Grape France SFee s %&48- D12- 483 §;berry 2 0.15
70201/3 Pinot 0.112 *10.12 > <2024
0201-97 Meunier o <28 ¢ 0.14
GLP: yes 2 ? %
1997 @)
RA-2133/97 | Grape F nce . 8& 28 <0.05
70202/1 Sauvignon R P> 0.186 10420 [ inch <& 0 0.13
0202-97 2 D [P O Q) 28 <0.05

X ", ¥ Q S
GLP: yes Q& Q @, § g &
RA-2133/97 ermany |66 > |0048- 6936 @BO [Derry | 28 0.44
70648/5 D- & wgg@ @"92 <> § “bunch 0 0.89
0648-97 ) \C@ o %@ 28 0.42
GLP: yes , © 2 @% S @
1997 & S SIS A@ A
— ) G = _

FL = formulation K N GS owth SQge at Jast applic DALT = days after last treatment
*  prior to last treatme@ AN éﬁ o\ @ K &ﬂ
Formulations used in tfgls: % @

1=SZX 0722 & Mancozeb , contdmin g (@ rova@arb and@ ma‘@§eb
2=S7ZX 0722 @coze 6 m1 Q iprayali€arb asx % 1mancozeb
S L L S
S LS 6 @
Q@ @ %

N N
@
\v\, v @@&@\@j@Q &©©\
@%
§& \%% § v @Q
%o Q
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Table 6.3.1-14: Residues of iprovalicarb in/on grapes following applications of SZX 0722 &

Mancozeb WG/WP 66 in the field in the southern European residue region @o S
V)

Study No. Application Residues Q\ QA
Trial No. S DALT | ips vali@
Plot No Crop kg/ha | kg/hL P0rt§r§ R

. Country FL [No GS N
GLP Variety (a.s.) (a.s.) analyzed d Q> c
Year (days)g (@g)

- T
RA-2142/95 | Grape Ital 66 |5 |0.120 Y%7012 83 prbunch | B% @\\0.81@ @
50697/4 Pinot WG g @ |y LA §
0697-95 | bianco ES © 28 4 038
GLP: yes N Q o &N & < &@
1995 oy Y V.9 |l @
RA-2142/95 | Grape i 0.1%0 0.045 |85 @g@h @o*o 003
50343/6 Barbera Q7 |0.X %@20 q A 0 %).43
0343-95 & & o 28 & 104
GLP: yes ° 6 % @Q . §@
1995 N RS~ IR SEE VS
RA-2145/96 | Grape 5 |adzo 13- 84 §bunc 0.26
60652/9 | Carinena STT0020 7] Y Y « 20,05
0652-96 o O § o o |& -

GLP: yes @ @§ @ § @ @9 N
1996 S @ b o
RA-2145/96 | Grape 5 @0.120 G0.012- |88 buach | &0 0.65
60175/6 Sultanina o 0620 [ %@ 28 0.30
0175-96 N 5 |2 |© §
GLP: yes Q& Q> Q S
: g S
1996 & b O @
Qle Kk | 9
5 N ¥ @ |
RA-2134/97 |T@dle © 66_@P5 0,120 E>0'012§ 79 [berry | 28 0.12
70709/0 ape wit| & &0.020 | Y punch | o 0.74
070997  Gltalia @% D Yo 28 017
GLP: y%\@ < SEZS S
1997 R of JO P
RA-2134/97 Tabl§“ 60~ EIS 0.128> [0012- |75 | berry | 28 0.16
70710/4 grapy” SU @20 bunch | 0 10
0710-97 | Gardinal 3 S 1S & 28 037
GLP:yes §O O N N % >
1997 Q IR | @
FL = formyfatfon . 9 S~ %Szg@vth stage at last application DALT = days after last treatment
*  prior tolast treatmentQ N @

N
F om%i%ions used in triafS @ o\@ Q,
1 =SZX 0722 & Mancozeb WG @,' contag@jig 6% ipro alicaf®and 60% mancozeb
2=8ZX 0722 & Maggp2eb WP 66, conthining 6% dprovalj and 60% mancozeb
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Table 6.3.1-15: Procedural recoveries for iprovalicarb in grape matrices
Study No., Fortification Recovery @
Trial No. Portion as./ level (%) S @;,@
(Trial SubID) Crop analyzed meta.b.olite & @Q\
GLP, y n (mg/kg) m¢§ max | méan @
Year a SN
RA-2141/95 Grape bunch |iprovalicarb | 3 0.05 ﬁ% 88, D" 87 G l.kg)
50344/4 (0344-95) %@ 050 | 84 N 45
50696/6 (0696-95) 3 over 04 @@3 @ waq |
GLP: yes < O . Q Q@ 9
1995 v S ot D < @@
RA-2142/95 Grape bunch |iprovali 3 0.05 @7 8 RE) (345
50343/6 (0343-95) % 4 §§0@® S TR RE
50697/4 (0697-95) N 42 S
O @7 e owmll Jrsd g 92 | 88 | 34
GLP: yes % @@ S I @g e
1995 O LT L @7 @
RA-2145/96 Grape | bunch @\iproy@i\aarb 23 . &w 0.& ! 5\250 @504 Q% 94 @Q§3.1
60175/6 (0175-96) Ql & 2 0 d 71§ 9 819 -
60652/9 (0652-96) &© % "\@ b \gveral@ @} $ %@ 14.8
GLP: yes Q 4 % S § @ O < N
1996 @, AN L @%\; SHEN SN
RA-2133/97 Grape, | berry™ ip@yalicarb 3 ¢| 103 10D°| 105 3.1
N o
70201/3 (0201-97) S ¥ o | @ &1.0@ 63 | @0 | 8o |155
7020271 (0202-97) \@ D § L8 e overtl o S6s 0o | 95 [ 143
70648/5 (0648-97) S S @ ° d S ~
. o 9 ST N .
GLP: yes [ S @ Q| O Q é& &\
1997 4 Tl Ssl, 9
RA-2134/97 < | Téble | “berry*™{ iprovalicarb | 3 }@ 0 Koz | 100 | 105 | 3.1
70709/0 (0709- R ape@ & @ %& % §o N 65 99 89 155
Z}OL7PI_O/4 (071087 & N9 @ Covergt | 65 | 109 | 95 |143
1997 &é\\ &S §§ L7 ©§\ s S
* berry récoweries also valj sample erial bunch o es , °
’ Q]g\ iy téf . & o S
N O (&
o § > S & O
o O ¢ .09 o O @
A N
S\ L 4+ 9 @
o & @ &S
& 2 Q & &
Q A\ N @§ N
N NS
v &©
S NSRS
R
@ < Q & ©@
¢ & ¢
<< O % S
S LTS
NS
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SZX 0722 & Fosetyl-Al & Mancozeb 69.1 WP

s
Table 6.3.1-16: Use patterns (GAPs) for the spray application of SZX 0722 & Fosetyl Al &@ §
Mancozeb 69.1 WP in/on grapes in Europe @@ @ S
&
L. Max. rate of Max. a.s, rate |
Formulation Region | APPlication |, iication | of ap;{l};ﬁtlon Maxi. & P
timing of appls. - X
(kg/ha [ffdd.]) R (day)> @
SZX 0722 & Fosetyl EU-S pre-flowering 2. ©Q0.07 @ 2 §9 @% é
Al & Mancozeb (10-14 d int.) @ & (Q‘\” Q Q @
69.1 WP post-flowering % 3.5 R @91’2 Q L2 © &
(10-14 dint) @7 N \@ 9 @
(3.4% iprovalicarb, . é@f %\ o SN §
28.6% mancozeb and é @@ % & @;\’ Q >
37.1% fosetyl-Al) v O N T L 8 -
EU-S = southern EU residue region %ﬁ °\@ \\ 6 % § . @ §@
N $ 0 o
New studies submitted for A @? %T("fég" S @}\ § 5
ew studies submitted for Annex n

§ @ NI %,
Report: KIIA 6.3. 1/17”@ S RS
Title: Determinatign of regidues of SZX o2 &{%ety@& Mancoze@Ql ) on grape

followmg%pray %phcat@n FI{HC@ S&m andqfaly -
Report No. & RA-2122/98 Q N @ %,
Document No.: M-01631-0 1 9 § & @“ * )

Guidelines: &we 9 res1d@a*s 1:@% tre@ted p@uctsg{ood an@%ed

GLP: ertified la Jeito @ewa@ns n@ A
N &le = N @@ o &
@
Justlﬁcatlon§ 1nc@mg@ese s@&he@x@’thls&IR@osm§ Datg\r”equired to establish MRLs
and suppo%lses 1n@apes% thedgU. h\ @, (2\7?,
\ 7 \U
'S \@Q \§ & K § <& .9
§ & L\l@ te@ls ar@ﬂ\/leg%s

% %
Southern Euro e)es e re9iom N <
4roreeR < . o O @

Five trials work cong'ﬂcte@ \ @Ope@\/me%ds in Spain (2), Italy (2), and France (1) with
the com@tlon produ%Fose Al @%m §@arb@ ancozeb WP 69.1, containing 3.4%
iprovali b, 28.6% fhancozeby >and 37.1%; sety@\l (KIIA 6.3.1/17).

@)

@
Théproduct was apphed@1me@(2 pre@oo@ post-bloom) at rates of 2.1 kg/ha prior to and
3.5 kg/ha subse@ient to floweking, valeiit to 0.071 kg iprovalicarb /ha (pre-fl.) or

0.12 kg ipro 'cag%a (pést-fl. )‘”\Spra)@ntervals were generally 10-14 days, both in pre- and post-
blossom 5% yin %Wate@rates svere about 600 L/ha (pre-flowering) and 1000 L/ha (post-flowering,
high- Ve s@y) §1 e@nch trial, water rates were 100 L/ha post-flowering (low-volume
sprayd

A@ppli&ons in all st§es were at the required rates, or, in the case of two individual treatments
(1st ain trial 816086 [=1608-98] and the 3rd in trial 816094 [=1609-98]), within £11% of the
required rates, i.e. well within the EU’s tolerances for study acceptability. Samples of bunches of
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grapes were taken on days 0 and 28 days after the last treatment (DALT), and samples of destemmed

grapes (berries) 28 DALT. o S
Samples were analyzed for iprovalicarb according to method 00562. The limit of quantitation %ﬁ) @§
was 0.05 mg/kg for iprovalicarb. ©© @ )
@ S8
. o & 2
IL. Findings Y Y \@ Q
@ % @

N
Method validation recoveries were conducted at fortiﬁcX)n levels (@.OS mg/kg ( Q)@ .0 @/kg ®)
iprovalicarb. Recoveries were within guideline req%@%ments (meatis 78-88%, R 4.4—%%&1— @q}

10). Details are given in Table 6.3.1-18. Q'?Q} Q} \@@f @@ \& %@ @@}
N S @6 NN
All trials are summarized below in Table 6%.1—17¢@=1d i é%ate@ail i@theger 1 s@ma rm@g :
¥ N
Southern European residue reg@é% o\\\ @} &6 &% <\© éﬁ N §
. S & S
Immediately following the final apptioﬁi%amop@of %@e bl@hes é@lde @ov@arb @sidues

ranging from 0.11-0.44 mg/kg (m@ian valte 0,20° mg%}g). T@se re@ws ine 1QV\&8 of <0.05-
0.21 mg/kg (median 0.07 mg/kg), by d@%S ( I)@JQ @® @ [ ©© .
~ S
Samples of grapes themselves (de@@mme@erﬁ@ Werlso t&k%l m\t%% triadg. The gsidues were
virtually the same in day-\l@ sam;@s 0 pne &8 in b&gches@.%@% %f?g in grapes alone;
; R
median 0.05 mg/kg). ‘. @ & S 6@ XS S)

F TS e . %
Fs. 98 S & L@
@Q ©\ &\ N clg“ Co&%lusio@ @ %@

Q (og
Five residue t@ls v@ co&@cted 1@ sou moE@é\cg)pe @1 Fogptyl-A®& Iprovalicarb & Mancozeb
WP 69.1 offrapes. Th&Produc\\ﬁ as liedﬁacco@ncwith t@proposed use patterns (two slight
dev1at1;§@were Wlthl@%U t@ance ; and the te@wer% rriedut according to GLP principles.
The purpose was t@alue{%‘tbe gsidue s avizi%of the combigation product, in the form of a "bridge"
from existing E@bmi%ions @mne%ﬁfor&@h of th coé@)ounds) and national registrations.

N IS S

The results %@nte&@are d@%ons&g%e th\@ , ©

Q N
- Residu@evels of ipro@lic%@n grag bqu]zf@@ws délined with time, from values of 0.11-0.44 mg/kg

N .
on d@ to <0.05°—£€@1 mgikg on (@y ZQ@FhSpectlve median values were 0.20 and 0.07 mg/kg.

N

- Qé\szidue values @pro@ﬁlca@@ﬁ dem@rapes (berries) on day 28 were virtually the same as

those in bun@‘;@s, ran@gng g@n <05 -O.&(@ng/kg, with a median value of 0.05 mg/kg.

&

— Allresid %ah&éﬁgr igtdvalicarb on@ay 28 were well below the EU MRL for iprovalicarb in

grapesZmg/ky). © & O

ol
AN % S
S &Y
& &

&
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Table 6.3.1-17: Residues of iprovalicarb in/on grapes following applications of Fosetyl-Al &

Iprovalicarb & Mancozeb WP 69.1 in the field in the southern European o S
residue region @

Study No. Application @CQ}
Trial No. (o8
Plot No Cro kg/ha | kg/hL Poxtion
GLP VarieI:y Country | FL | No (g.s.) @zgl.s.) GS | gmallzed
Year N
RA-2122/98 | Grape France 69.114 [0.071- |0.012- 8©Q bunch
R 1998 Grenache ' WP! 0.119r |0.119 o O
1607/8 noir; red ) R Coberryy
160798 | varicty o @R \
GLP: yes EU-S w &" @6@3 %\ %@’ 6
1998 o @ & | &
RA-2122/98 | Grape 69.194 [0971- (@012 Q86 @Bun(@
R 1998 Carinena; WR ‘\@.IIK S &Q XS
1608/6 red variety @, S Q gol\)}rry S
1608-98 Q o § 4
GLP: yes ®\ E} @Q
1998 4 S O]  © o
RA-2122/98 | Grape £ &@f B4 | binch &y 0% 0.11
R 1998 Xarelo; Y .p & 20| <0.05
1609/4 white b <0.05
1609-98 variety § S § §y %@8
GLP: yes 9 ©) Q)
1998 > @© SO
RA-2122/98 4 0.0 81 ch 0 0.37
R 1998 N 5@ @ %@1 28 0.06
1610/8 W 5 § “berry | 28 0.05
1610-98 S S| ¢
GLP:yes & % O @ @
1998 < o D
RA-213298 6&?&“4 10071- Y\)’.o%\ 83 | bunch 0 0.44
R 1998 . o 0.11 28 0.21
1698/1 § IS @© berry | 28 0.20
1698-98 d o o
GLP: yes @ @
1998 & @
D) N @ .
FL = form n . Z) Q as = g@th stagé%f last application DALT = days after last treatment
Formulations used in trials@ %1 AN SN 5
1= \Q%Fosetyl-Al & lleicarb@ anc%@WP @@ con@lg 3.4% iprovalicarb, 28.6% mancozeb, and 37.1% fosetyl-Al
. @ &@ @ &©
&@ A° gf § N
& S @
& N S Q
@ SIS
<&
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Table 6.3.1-18: Procedural recoveries for iprovalicarb in grape matrices

Study No., Fortification Recovery @
Trial No. (Trial SubID) | Portion a.s/ level (%) oo @@
GLP, rop analyzed | metabolite " " @‘ @9
Year (mg/kg) & max | Hikan BSD
RA-2122/98 Grape | bunch* |iprovalicarb | 4 0.05 78 90> 8@ 7(((@)
R 1998 1607/8 (1607-98) 10 0.5 &% 74 6 |- R | w4
R 1998 1608/6 (1608-98) 10@& 88 5%y \88 § q
R 1998 1609/4 (1609-98) N @@ D st
R 1998 1610/8 (1610-98) s | 15 owgrall T4, 9@ 7©% Q§®
R 1998 1698/1 (1698-98) @ Q& . S Q) @
GLP: yes ) SRS 8
y QQQ} @ NEN© & @
1998 RN\ SIS B
* recoveries for bunch also valid for sample material berry LN 2 N & v @ S
S A A -
S TN bQ S & ° &e
d PSS &
Q& S & o & g
s T S & &N
Ve o » & 9 .0 O ~
o & TS S U
R & &
N L o @ S %
e QO N O Q Q
RPN ° & o & T Q
v e 9N 08 « \@
> T e § SR
@ s .9 K Q© @ @
SRR WS
D & 0 9O «¥ N O @
K S S
“ N Ao SRS @ fog
S & & & [SEERSIIPN
AN @ \Q & L9 N



Page 40 of 92

B
Bayer Crop Scien ce 2012-05-17

Tier 2, IIA, Sec. 4, Point 6: Iprovalicarb (SZX 0722)

Iprovalicarb & Tolylfluanid WG 43.5 (SZX 0722 & Tolylfluanid 43.5 WG)

D
Table 6.3.1-19: Use patterns (GAPs) for the spray application of SZX 0722 & Tolylﬂuami@ §

43.5 WG in/on grapes in Europe S @Q S
@ I
L. Max. rate of Max. a. s * rate gsll
Formulation Region Ap[.)llc‘atlon application of ap tlon Max©§. &) b
timing of appls. - X
(kg/ha J_@d ) "0 (days @
SZX 0722 & EU-N | pre-flowering Q0.048 @ 1 &k@ @% &
Tolylfluanid 43.5 WG post-flowering @ ()% & 0.120%* Q 3Q @@ @
o (10-14dint) | 2 R o & & o
(6% 1pr0va11carb.and EU-S pre-flowering T 03 @% G oz /%\7 ST o @g
37.5% tolylfluanid) - 5 S_S—
Post-ﬂowem)%\ @@2.0 %Q &% 0.120° q RAN RS
10-14dintf | 9 & o 20 @ A .
EU-N = northern EU residue region; EU-S = southern T 1dues&g(%n \@ N % ©© N
*  This rate refers to iprovalicarb only L AN \ S %, §
**  These rates are expressed as "kg/ha per meter fg ge ('l %all ogz\Lg@y suﬁﬁ&&) hei @ The imu olute @)ums t6De applied
refer to vines with 1.6 m "leafy surface", resufi %loom@ rates@@ 192 a ipra carb. @ @
S S ©© &S
New studies submitted for Anne%l R@new%g'Al@') @@ ©© @@Q S
LN
Report: KIIA 6.33/18 ;19971 o ©
Title: Determfimation &Dresi

Tolylﬂua@S S@G ong&%pe following spray
Y

application im\German N S NS
Report No. & 2146/ S o S O
S Q Q" A S
Document No.: g@ 00221= 1_@@ @@ S §f @ Q AN
~ N Q o @
O & S

i%t;a

07 Tol uam@@% 5 WG in/on grapes following
Germany @ o

Ny
Report: 2O 1@63@/19

Title: @termfﬁatlon@} residyes of
.9 sprayzapplication in cea

Yy

Report & 36/ o $§ &

Document No.: k4<00080'S-01- 1% °N INS
. 5

‘g‘ @ @ \ @ S
Report; @zo R -
Title: @ ]&%ern@tlon ﬁ‘emd of @& Tolylfluanid 43.5 WG in/on grape after spray
application i 20 Spain and Italy
Report I\@& RAG13/00) N
Document No.: @537&.01_1\ S Q
* S S IR N
N (g @\ ) Q

Guidelines (a@%@? toall studjgs): @gslree@'e 91/414/EEC, residues in or on treated products, food and feed

GLP (applie@ all s@%@s) ye@certlﬁed laboratory); Deviations: none
Q

X
& & & §
Justif@ion @b lnc%dlng@ese studies in this "AIR" dossier: Data required to establish MRLs

and @ppo&@ses m§ap§m the EU.
S
&
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I. Materials and Methods
Northern European residue region @ @

In northern Europe, a total of five trials were performed in Germany (4) and in Erance (1) usm@ @j
SZX 0722 & Tolylfluanid 43.5 WG, containing 6% iprovalicarb and 37.5% t @ %Iuamd. &@ @g

In 1996 (KIIA 6.3.1/18) four applications with a set product concentrationgf 0.2% Wereé% du at (@
increasing water rates, 400 L/ha prior to bloom and 1000@00 1600 L/]<\post ﬂoweg{\gﬁg which @

equates to product rates of 0.8 and 2.0-2.8-3.2 kg/ha, res%ctlvely (Ag@matlvely, téﬁpro 1S o @ &@
applied in low-volume spray programs, e.g. with a t of the respigve water Vgumes@d at§
concentration.). The product rates corresponded 048 to 0. 192@5; 1p@9vah<§b/ha & &

9 @D
In the 1997 trials in Germany and France (KIIA 1/19), S@ @& Tol@ﬂua@ 43,5WG g@%

applied six times at increasing product rates, Qyce pl@)r to Bloom (0.8 kg/ é}zﬁj ang.§>< post-tlowering
(2.0-2.4-2.8-3.2-3.2 kg/ha), in order to tes%md @@pos@use patern, her@@s a cdnstan du@ ’
concentration of 0.6% was applied in G&I’%’lany%%w W;}ume @rayug, nc,re@smg water rates)
increasing concentrations were used iy e F&}ch tl%@ in er t% @st C Gern@n
product amounts at a constant post b@)ssox%%ate& te ofJ I\/@ T rat orre§@onded to
0.048 to0 0.192 kg 1provahcarb/haQAll applicatigns wetp at t@eq 1@d r ®0r 1@ e cdse of two
individual treatments in the terria% trlals@i[he @%pp&&tlooth fals)Swithi ;@x 10% of the
required rates. These dev1atMs aagx Well in @e EU@tolera@gces for e&d@y trlaés

The PHI was 28 days. S&mpl of graI@bun s -.\ take@on da$~0 r@ ha@st (day 28), and

samples of berries (d @ Were@ake @t ha e@t i
o @mmn@d & F& @ é& &\
t
outhern European é%sz u@eg& @
In southern Eu@e (s@hem Ii%anceg%Gree% Spalﬁa $ tal our trials were conducted in

2001 on grap@ (KI@§6 3 gl\\ﬂ@)) %( 0722 & T@ylﬂ & WG@zontalmng 6% iprovalicarb and
37.5% tol@uamd was%pphed\?tu@t co@an‘c ra@s (Z@kg/hmqulvalent to 0.15 kg/ha
1prova@ @ @ . @Q § . &

The product was wed a%cordl@ to p&g%ose sed @tem %mulatmg the worst-case situation.

Spray intervals were 10shl dags-at B@H th stages 7&83, 79-85 and 82-87. The PHI was 21
(20) days. W4ter ra 00, L%a e)@pt ;n@le Fréfich trial 0251-01 (=2001 0251/8), for which

100 L/ha \%ater was apphgas @w v@m @y @ applications in all studies were at the required

)
rates. @7 @ Q @ @\
& S & @
All%‘als v O N
oles e Bor

Analytical sarfiples \zggfe ggﬂzed%@ 1proalcarb parent compound (residue definition for
iprovalicar@c&@ing t eth&(ﬁi OOS@ The limit of quantitation (LOQ) was 0.05 mg/kg for
iprovali %@ @Q © <§

SN

&

Q© & K
I1. Findings

Recove@?es of iprovalicarb were obtained from bunches and the destemmed fruit (berries) fortified at
levels between 0.05 mg/kg and 5 mg/kg. The sample materials chosen served to represent all relevant
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sample materials collected in these trials. Mean recoveries were all within acceptable ranges (85-
100%, RSDs 3.0-8.0%, n=2-5). Details of recovery data are shown in Table 6.3.1-22. @o @

All trials are summarized below in Tables 6.3.1-20 and 6.3.1-21 and in greater detail in the Tie @§

summary forms. ©© &@ @@
Northern European residue region v Q> @ o
X

S)
Immediately following the final application, samples of grape bunches &%fded iprovqgg%arb rés%uesg

ranging from 0.35-1.0 mg/kg (median value 0.47 mg/kg)?l'he residueclined W@:ﬁim@d, b%y é@
28, had reached levels of 0.22-0.72 mg/kg (median 0,29 mg/kg). © v <
2 < & VO s

Samples of destemmed grapes (berries) were als@en in the 199% tri@Q ThQ%sid@ were simi
in day-28 samples of grapes alone and of bunches (0.16;0.62@/1{@ gra&@v[me@n Qi&mg@

0.29-0.72 mg/kg in the corresponding bunche&s)fme 0. / . N
g/kg ponding e@[&@ng@mglﬁ)b@@&%g

Southern European residue regi%% o\@ \@ @Q % ©@ © @j @

&N o N N
Immediately following the final appli@on @y O)%pla@%f g;\ﬁa@ bu@es ietded @bval'@lrb
residues ranging from 0.24-0.56 m (r@ian y\a@e O@m. h@@e regigues @ine@vith
time, and by day 20/21 (=designa P}%, had@eache%level s0f 0.1250.31 éﬁ/kg @%diai\’
0.29 mg/kg) in bunches. Sim@le@l&were @hnd@he d@stem@ fmi@ibe@s; range 0.17-

. S S @ Q
0.31 mg/kg, median 0.27 mgkg). AN %)

L e ©
© & @Q @ v @ N <)
Na PS8 U
9 N .
& @@@% @19. @lug\lﬁn SE S

N
Over 3 growmg s ns,@qesm&@na@ere COHdP@@ w1ZQ722 %@T olylfluanid 43.5 W(‘} on.
grapes in both tli® norn (5)%and s%%uthe >) Eu&&)ean %1du gions> The product was applied in
accordance with the froposéd use p@tem&bang @tes‘[ @ere ied@lt according to GLP principles.
The purposgywas to evaluate th&%sidu%eha@r of the cor@inati@@\product, in the form of a "bridge"

from e&@qﬁlg nationa E@mei@ns The lts @ent@%here demonstrate that:

— in the northern wg@%pe&g\ria]@fesigl@ﬁvak;}f i %Qvalica%l} in grape bunches declined with time,
levssut g ned wi
from values .35-%0 mg@ on day 0 te 0.22-0. g on day 28. The respective median

values werg).47 kg @day (Rand 0@ mg@% on &y 28.
O O SN D
— in the squth, residue 1&vels o@rov%@arb @@grap@ also declined with time, from values of up to
0.56 g on day @xo a imuf@ of (@1 mg@% in bunches and the grapes themselves at the
proposed PHI (d@zO/?%}. T]@respe@jive n@?ﬁan values were 0.44 mg/kg on day 0, and 0.29 and
0527 mg/kg on day 2@@ 1n@unche§@nd t§destemmed fruit (berries), respectively.

s @ N
— Residue Va@@s of: 'Wog@élrb ste@led grapes (berries) were similar to those in bunches,
with me@n values in &he 1997 an 1 trials similar or virtually identical to those in the
< (%@O Y

cone@ndi@unc@mg@@.

&

- A I%esidalu@or i@alicarb at harvest (PHI 21 or 28 days) were well below the current
Mé@ for ip%val@rb in grapes (2 mg/kg), irrespective of the use pattern tested.

&
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Table 6.3.1-20: Residues of iprovalicarb in/on grapes following applications of with

SZX 0722 & Tolylfluanid 43.5 WG in the field in the northern European

residue region \@ @@6
A
Study No. Application @CQ} Residuek@ @@
Trial No. @ DALTgiproyaticarb
Plot No Crop Count FL N kg/ha | kg/hL GS %rtlon ol @c a
GLP Variety ountry °| (as.).] (as) fandlyzed| . - 9 e
Year @ @§ (g@) \ﬁfng @
RA-2146/96 | Grape Germany |43.5WG!'|4 [0.048-(0.012 bunch | @ 0 §’” 0@? §
60008/3 Portugieser | D- @92 &§ q” 28 Q @22 @
0008-96 N Rl o &1 & | @ &
GLP: yes Q%y N @ N \© 9 @@
1996 EU-N o é@’ SRR SN
RA-2146/96 | Grape Germany [43.5 WG4 | 6048-09.012 5 81 o{Obunciy 035 |
60009/1 Miiller- | D- SN @?}.192@@ Q P & @% @2@&
0009-96 | Thurgau & SO Y QAo L §
GLP: yes @ - @ |S q > g éﬁ S
1996 EU-N ~ S > o @ &,
RA-2136/97 | Grape Germany /N 43.5 WG [ 6] 0.051¢ 0.036 £ bach [ S0 .7 1.0
70199/8 | Miiller- | D- ! I S /\K© O vs 0.72
0199-97 | Thurgau N @ Q qen@ 2% 0.62
N 4 @
GLP: yes 2, § & . 'S o\d %
1997 BN o] N @ N
RA-2136/97 | Grape Serma 439 WGKP6 %@53- Q036 181 %ﬁnc§w 0 0.55
70200/5 | Portugiesex] DA 9 O] § .192\3 Slal < 28 0.45
0200-97 S g o |S] & | béwy | 28 043
- & o| o Y |.@
GLP: yes S S§ . 7, Y 2 4 @
1997 &Y ABUNG s D @ R
RA-2136/97 e o~ Frame  33.5W&! | 61 0.0485 | 0.048Y bunch 0 0.37
70649/3 s%;%i S [F ST e 0,492 0.192 w@ 28 0.29
0649-97 . P SRS @ W | berry | 28 0.16
GLP: y@\ & @7 N o
1997 . El"@ ST N
FL = formulation @Q\j’) % ) G{g&grow{?@ge at l@applion DALT = days after last treatment
Formulations used in trials: Q % @’ °\ @
1 = with SZX 0722@ Tolyl&@nd 3@ WG, cordining 6% iproyalichrb and 975% tolylfluanid
9 O O o & O
SRS %Q & @
<) O @ %o
@’ NS @ N
N N A9
N S @
N S N
(AN Q
@° SN Q&
S %“ %,
@ O QO & ©@
& e oe
S S8
S
¢ &
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Table 6.3.1-21: Residues of iprovalicarb in/on grapes following applications of SZX 0722 &
Tolylfluanid 43.5 WG in the field in the southern European residue region @o S

S

Study No. Application Residues Q\ QA
Trial No. S DALT li @I% ali
Plot No Crop kg/ha | kg/hL Pq@n Rrov é
GLP . Country FL No GS N

Variety (a.s) | (a.s.) %lalyzed (day § ( @kg) c
Year .
RA- Grape France 435 WG' |3 0%}@ 0.150 [8gy| bunch | 80 NV 032> | @
211301 | Syrah; red ' Q 021 § WS
R 2001 variety @} &@ berryg) 211Q @%1
0251/8 % Q & & @) @
0251-01 EU-S @@ Q| @}

N - 2 &

GLP: yes « o §@’ N D NS
2001 | & g NS o
RA- Grape Spain 43.%WG‘ A 0189 o.(@@' 859 bunch | &0 |[&00.24
2113/01 Xarelo; E- ° A S C?O @j 0

; B S Q
R 2001 white o> O @A A fsberyel 205 7
0532/0 | variety L N DN N g IS & O
0532-01 BUs O NN $ SENR & e
GLP: yes Q % o > § o | @@ @Q N
2001 o s @? S & O
RA- Grape Q 0.0 82| bunctl 0.55
2113/01 | Cesanese; A N ) 21 0.27
R 2001 red variety o % @err@ 21 0.29
0533/9 S
0533-01 é RN

S
GLP: yes @ @ S) S
2001 D D& @
RA- Gr N o§y 82! bunch | 0 0.56
2113/01 | Soyltanin@y S 21 0.31
R 2001 @White N berry 21 0.25
053172« [Hvariety N
0531-0}@ @ Q
GLP: yes Q\) %\
2001 O
FL = formulation &z @ § (g@’: gm@}\l\’stage @ast ap@tion DALT = days after last treatment
Formulations use rials: © © N \© °\©
1=S7ZX 0722 &1ylﬂuani 43.@, co' ing 6%@)rovag§3 and @@% tolylfluanid
<) N @% y %o
@7 °\@ Q @ N
N &9
& N TIPS S
N (g @\ R Q
@° SIS
$oan <R
SIE Vo
< Q & €W
WK
&
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Table 6.3.1-22: Procedural recoveries for iprovalicarb in grape matrices

Study No., Fortification Recovery @
Trial No. (Trial SubID) Crop | Portion a.s/ . level (%) oo @@
gi::r, analyzed | metabolite (mgkg) @1 mnax &@&an RSD
(O
RA-2146/96 Grape bunch |iprovalicarb | 3 0.05 84 94> 8@ 5%
60008/3 (0008-96) ) 10 &% 29 &g@ O\@ &
g(gw/ 1(0009-96) @ overdl | 84 |05 590, @49,
: yes @ Y
1996 o O I~ @Q S e
RA-2136/97 Grape | berry 1pr0va 5 Qo.os@ 96 @QS Qs C&@.o
70199/8 (0199-97) 5N 050 g Q0 & 85 @70
70200/5 (0200-97) 3 @F N AN 9. | 45
70649/3 (0649-97) o @ & 502 &
GLP: yes Q‘gj&a S Q@S'O < § @%2 44
1997 <D @16%\ overall  J076 |97 4788 @ 7.0
RA-2113/01 Grape bunc@@ ip@valica@} 3T o% o 108, | 108 | 3.0
R 2001 0251/8 (0251-01), Q N & < 5,05 0y 4 | a7
q Q ] O
R 2001 0531/2 (0531-01), S . < O 2
& RN 7 ov 5788 103 96 | 5.1
R 2001 0532/0 (0532-01), Q > > S P
R 2001 0533/9 (0533-01) @ %@ @@? IS @@ & D O
GLP: yes L '~ v AN @)Q & @ é
2001 R R S § o &
XJ ~

*  recoveries also valid for sample@aterial 9]10)1 Q@\'zjues § & o R @ v
** recoveries also valid for samp mate% berry S 6@ § K R §
o o o

TS g & & <
&  .§ % Y @
@@\‘”\a\@@@&@
©@\&@§\&\@@§
@©@©©K@%©§
N S SR
. o 88 T o ¥
S & & & o & F
N Q
A \@\Q‘&@@\@@x%@\
F I & & o
& & & & .~ o
QS L LS
@ 9O g © o .0 @
Q O O O N D
Y S K 9 O
3 S g 2 P
@’ 2 @@o%
S Q\&Q\
> ‘2§@0@’Q@@
S @ﬂ&@\ O
@%
QNN
§Y§©%©@
> O o
¢ F s S
@9@@%
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Folpet & Fosetyl-Al & Iprovalicarb WG 79

Table 6.3.1-23: Use patterns (GAPs) for the spray application of Folpet &gosetyl-Al & @

Iprovalicarb WG 79 in/on grapes @J@ & @g
L. Max. rate of | Max. a%rate é?[—]l 4
Formulation Region Aptl.:ll:lci?ltlon applic@'on of apiﬁcatlon 1(\:[ Ql: é\”
g (kghafprod.)) |  @e/ha) &pp (daf®)
Folpet & Fosetyl-Al & | EU-S post-flowering 3.0 O%0.12 R 98
Iprovalicarb 79 WG EU-N (12-14 d int.) %@ Q& %" &@ & Q @© &@
Q NARS @
(25% folpet, 50% @@/ . > \@ @ @\ &@ <&
fosetyl Al and 4% % @@ %Q P I A
iprovalicarb) © @) @ @@ IS S
EU-S = southern EU residue region; EU-N = north%%} rem\«@jre &&@ bw % § Y §
SN N o S N
@ N 0N OO S & S
N - S ~
New studies submitted for Anney&ﬁQ{en%‘al * 2'«!§ \@' @@ § § S
U S § o . & &
Report: KIIA 6.3. 1/@, 2005 S @©
Title: Determln o1 of th@remd@s of SZ 072§foset@%1 angh folpet in/on gfdpe after low-
volume sprayln d spréying (@SZXOW & F(%Etyl & Fol@t (79{%\7 ) in the field in
northgn%F ranceand any IS %", @ Ko
Amen m ﬁ)p 1 %Repo @ . BN §
Report No. & 330/§ % ) é& é\
Document No.: @257@3 -02- @ S) @
N @ o &
Ny @ ©

@ \ QO N & v\g
Report: @© ( 6.31/22, H > §

Title: o @term&t1on@ the due SZX@Z, foset@nd folpet in/on grape after low-

N vol Sprajing an ay1 ng of 8@072 osgtyFAl & Folpet (79 WG) in the field in
&@ soutfiern Feagice an @
@a@end ient Nod to R rt o\ %
L K
Report No. & @A 2331/04 % %@’ S
Document No.: M 34 @7 . Q L
@ O Lo .9 @

Q & & O Q\
GuidelinesNapplies to both studz§ ct;v@l/4@EC residues in or on treated products, food and feed
GLP (agplies to both s«t{%es). Q
<

v R @
i i
Justification for including t&@é stuglies n&@ls "AIR" dossier: Data required to establish MRLs

1ﬁe laboratory); Deviations: none

o

yes
RIS
S

and support uses in g@pes ;@he {;‘@ )
&

& & & &
§ @@ @ I. Materials and Methods
N@rer & uro@éun szdue region

In the @4 growing season, two trials were performed in Germany (1) and in France (1)
(KIIA 6.3.1/21) with the combination product Folpet & Fosetyl-Al & Iprovalicarb WG 79, containing
25% folpet, 50% fosetyl-Al, and 4% iprovalicarb. The product was applied 3 times (post-bloom) at

%4
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nominal product rates of 3.0 kg/(haxm crop height), at spray intervals of 10 days for all applications.
Water rates were 130 L/ha for low-volume applications (in the French trial) and, for high—volumegf S

applications, 1000 L/( haxm) in Germany. @@
The product was applied at actual (2-dimensional) rates of 3.9 kg/ha in France,&ud 4.5 kg/ha@® )
Germany, corresponding to 0.156-0.180 kg iprovalicarb/ha. w S @
$ f@
&% © @‘))
© N O O\ IS
Southern European residue region X Q@ @@ Q\ v\g@ Q@

In southern Europe, two trials were conducted in Fr. @ze (1), and J%iy (D) (KHA é\\f 1/22@\V1t @e @q}
combination product Folpet & Fosetyl-Al & Iprg %arb WG 79 cont@g@ 2@4 fo@t 5(%@% @}
fosetyl-Al, and 4% iprovalicarb. The product wa ap%))l@d 3 1 (&&st-blo@fn) a@mlp\%pro@@
rates of 3.0 kg/ha at intervals of 10 days. Wa@r rate@ver # /h for lov@lume applications
(in the French trial) and, for high-volume ggphca@ns 160 L/h@m the aha@trlal Q @7 &

The product was applied at actual (2- d@ensu&%l) ra@ of 3¢g/ha @I‘[alg&nd 2. @ 3 I%Zha n4 l* ance,
corresponding to 0.112-0.133 kg 1pr@hcg&%éha @ @
\ v NS
®\ @ SN &
€ o 2 & § 90 9 &
All trials @ WU v (§ @ Q & @© K
In all trials in both Europeanv\\l’emd%@ reg gs, sartiples o@bunch%s we takgn@l da@ O and 28 (PHI)
after the last applications @lmple of déstem e gra&es (bexries) were al@ak ot harvest. Samples
were analyzed for iproyalicarlya cord@ng to @ethoOS 62@400& Th&lmlt Q@antltatlon (LOQ)
was 0.05 mg/kg for 4 ovahc@b @ @ & §’
> (O NN \ 9
& " & Fusad & o
SO 9 s Hgndl@
Method V&%a‘uon recoveries @f): c@cted@q grape bu @es &@F’ie destemmed berries at
fortlﬁeﬁi%n levels of @%5 m@ikg (LOQ) tp. 5.0 mgiKg iprovalicdth. Recoveries were within guideline

requirements (mea@ 8- 95’@3, R@% Q 3.3% @—9 16). Detalls of recovery data are shown in Table

6.3.1-26. S % & % @
NY \
All trials ara@?@d lé@w 1&%&@{@3 1c~%@an 6@1 1-25 and in greater detail in the Tier 1
summary %rms ©\ '%'Q @ %
@ %
Northe@ Europeayi resi@ue regto;&@ ©\
N @

Immédlately following t@nalﬁhc@on ples of grape bunches yielded iprovalicarb residues
ranging from 045-0.87 mg/k edi@ 0. 6g/kg) These residues declined to levels of 0.29-
0.63 mg/kg d1an<§536 g) by day éS =PHI).

Samples -\ este@ned@pes@ﬂrles@%re also taken in the trials. The residues were very slightly
higher ?@iay- samples o@pes alone than those in bunches (0.31-0.71 mg/kg in destemmed

gra@g\&[)me 0. §§ng §§]ﬂ)
&
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Southern European residue region

Immediately following the final application, samples of grape bunches yielded iprovalicarb resid@@o S
ranging from 0.30-0.85 mg/kg (median 0.58 mg/kg). These residues declined to levels of 0.183, @§

0.21 mg/kg (median 0.20 mg/kg) by day 28 (=PHI). @b 2o
<
Samples of grapes themselves (destemmed berries) were also taken in the t%a@j The residues \@e o
essentially the same in day-28 samples of grapes alone as @ bunches (0.19;0.25 mg/kg\i@gra&g@ alone,
[median 0.22 mg/kg]). « Q@ &S & 2
@ X
> © s @ & 8
. Q 2 S & &
I11. usion QR o @
IR N\ «P
Four trials were conducted with Folpet & Fosetyl-Al dgipro&ar@G ?Qi@)con@ingoggi%ﬁ folpet,

50% fosetyl-Al, and 4% iprovalicarb, in/on g@pesg@@o ea@ﬁ int onﬁ and@outhern Eu ea% .
residue regions. The product was applie%ﬁ%ace&@anoe\@lth&e scheduled patterns (sl@ @
deviations in one northern trial were W@*ﬁﬂ E@oler@esz, an th@ests ?ite;re ca@d out.acco ©~\\ g to
GLP principles. The purpose was t@alu@.&%‘[he @duex@havi@ﬁ tgﬂom tio Odl%t, in the
form of a "bridge" from existing %@ submidsions: N > @Q N

<) AN

9 Q
The results of trials presented é@ovecd\%g?onst@e th@§ &@Q @§ & @© %
@)

— Residue levels of iprovaﬁ%‘arb &grapgl)@unc (in %@ytrialsﬁdec%@?wiﬂ@imeggrom values of
0.30-0.87 mg/kg (me@%% 0.65%g/k@ on@ 0 %).18-@@5 mgikg (n&@an@@%é mg/kg) by day
28. N, ) 9 o N é& RN

— Residues appea, Qto % lowe %ththeﬁﬁiith dgy-28 b@nch@;&lues 0f0.18 and
0.21 mg/kg, @@pp&@ to @29 and%@.63@g/kg iq the ern@}als.@

O, A -
- Al res1du®alur 1&1@/ahca@ on day 28 @ére l@w t Ung for iprovalicarb in grapes
Ko

K-

(2 mg/kg).
: N @ v
& F§ ¥ s e
o\) O\ % @ O\ %\
§ RENIIAN > & >
@ N .C & O @
QOO O N O D
¥ o K 2
= § g 2L
2 @ @ N
& 2 Q N
NN NG ERAN)
v B O Q@ @
S . @ &@\ O
&@ %%gf § N
@ < Q & ©@
SN
&¢ls
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Table 6.3.1-24: Residues of iprovalicarb in/on grapes following applications SZX 0722 &
Fosetyl-AL & Folpet (79 WG) in the field in the northern European residu@o S

. N
ﬁ(\\E Log
Study No. Application @CQ} Residues& @ @@

Trial No. (o8 DALTiproyli arb@

region

Plot No Crop kg/ha | kg/hL %ﬁtion
GLP vVariety | Country | FLNop ooy L @s) | CS |analyzed e ? (ﬁ) el
Year Y % f@ N & %é @
)
R4-2330/04 |Grape  |Germany |79 [3 [0.180 [0.012 |&R[ bunch |@0 & g S
3

R 2004 1050/6 | Riesling | D- WG! o 4 > 28 §
1050-04 S N drbe g | S071:?
' F Ci Nl

GLP: yes A
2004 (Rheinland- & @6@3 0%\ © <§ oY §
@ |
< =

Pfalz) © o .
S AN Q &
EU-N ‘&% S oy D S @j g@

RA-2330/04 | Grape | France 9 .13 086 [0%20 @85 [«bunch sy 0] HUs

R 2004 1048/4 | Cabernet weh é\ﬂ S~ e @ > e 0%
1048-04 Franc (O S S b@ 0.31
GLP: yes 2 2 ©© S 4 S} ©©> @Q :

2004 - b @ @Q J (& &

R & 4 &
EUN S & lel A R
FL = formulation S GS = grow@ ge a appli n \9 R T = days after last treatment
$ & O éﬁt DS

Formulations used in trials: ~v % % N
1 = Folpet & Fosetyl-Al S@alicar@G 74@ontaini@)25% folpet, SO@Sayl Al, and 4%provalichgb
SN 9 &7 @

S (O S N 9 N
©©©\&%@§&©§§
D & 0 9O «¥ N O

N 2 & O @
G 58 H T e &
S & & & o &\
A @"\@% @%\©%\©
SIS
5 & & & S
ORI AN S RN
o O ¢ .© o ., 0 @
S
S\ L 4+ 9 @
@’ @Q@"o%
°\Q ®\
Q N S0
N %Q%Q@’Q@@
S @f&@\@&@

@%

&%%gf&?@
&§§©%©@
AN
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Table 6.3.1-25: Residues of iprovalicarb in/on grapes following applications SZX 0722 &

Fosetyl-AL & Folpet (79 WG) in the field in the southern European residu@o S

region . N
s @
Study No. Application @CQ} Residues& @ @@
Trial No. @ . o
. DALTgiproyalicarb
Plot No Crop kg/ha | kg/hL rtion a
. Country | FL |No GS S e
GLP Variety (a.s.) L (a.s.) apalyzed ( o )| tmg/k X
Year D g | | e
RA-2331/04 | Grape Ttaly 79 |3 [0.12070.012 @ bunch |@0 {7 0 S

R 2004 1052/2 | Chardonnay; | WG o K G g o &
1052-04 white = N @°ben§ 8, 254
GLP: yes %@7 @ . Y9 \ 9 @@
2004 S G TR I

9 N Q
§
LY o e | S,
EU-S q q Q A O | L7 N
RA-2331/04 | Grape France |79 7 [3]0.102: [ 0.085- b@ach §_ 0 0:
R 2004 1051/4 | Gamay %NG“’{ 0.@% &%80 5@% o S 28&0 @§
1051-04 NI SER S Qbeg& @ ¢, 019
GLP: yes © N @ Y
>l & 9] © -
2004 2) @@g) IS Q 4 @@) d
N~ S &
§ N &@ 9P o ©
Y @ @@ SIS
FL = formulation B GS;growt age a appli (?n R = days after last treatment
* prior to last treatment X @ @ @ 6 ° @ K ° ]§T
p F TS e §5,.°6¢
ormulations used in trial, @
11: = SZXtO722 &Fosety@% F(@% (79 &9 cont&ﬁg 2% folpeg,\g@> fos%@@Al, a% ipr carb
FE &S S
¢ &L IR A S
& &) % N Q X
N ) > @ @ o
Table @ 1-26: Proéﬁura@cov es for. ipr@ica@n g@e matrices
Q, Q, ?, Q\
Study N’ | S SN [ Fortification Recovery
Trial No. (Trial @%ID Q%r &9 Po \n %@2&© @ level (mg/kg) (%)
GLP@ o) G by yzed >\m€t fite dy° min | max | min | max | mean | RSD
Yed® O O 1> N NI
RA-2330404 wgfrape@@bune@*g Qiﬁ@fval;'yw & | 9 005 50 [ 8 [ 99 | 91 | 69
R 2004 @ 4(1048-047  Q © N
R20041506(1050s® AN N @ ">
5 LS T Q) ©
R\A-2331/04 NS O
Do SN @ S
R200410514§51- s < R
R 2004 1052@1 05204 § Y @
O SR | ©
GLP: yeg: §) O
2004 =" & .S

Y 5
* b@recov@% also V@?d for@ple material berry

&
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Iprovalicarb & Copper WP 24.5 (SZX 0722 & Copper 24.5 WP)

iprovalicarb as Folpet & Fosetyl-Al & Iprovahcarb WG 79 (described above)éé@xcept that the B

N
be labelled was designated as being 20 days. %% o @@ § %@
O 9 &8 & e
Table 6.3.1-27: Use patterns (GAPs) for the spray gpphcatlon O@X 0722 &%@Op§§4.®l P é

in/on grapes in Europe %@ Q& &© @© @Q}

(AN N &

Apulicati OMax. rate 0@ M,a)@a s rate | 2 ﬁish@ @

Formulation Region ppica 10n% applicatiod; @ppl& ax, %,

IS O e [pldd]) | (i) &é ‘%"}S‘ (days),

S7ZX 0722 & Copper EU-N post-flowering . w &%‘9* - %0.105@ Ny s 20
AN

24.5 WP (10-144 int.) D &6 & AN ©§
EU-S postsfiower %o 3.0°N 6 4 20

(4.2% iprovalicarb and ( % ‘éﬁg A S § @? @Q §y @ o
20.3% copper (as 1& S ®\ QO <) NN
34.1% copper © G ©© O &© ©® @Q S
oxychloride)) @ W v N @ Q <
EU-N = northern EU residue region; E&S = sg&them EL@ due r&glon @ &\g o\@ & N
*  This rate refers to iprovalicarb @y Q N @ § %
**  These rates are expressed as "kg/ha pegmeter fOll%ﬁ ('leaf¥all' or 18afy surfz@fhelght The L& mum@solute amounts to be applied

refer to vines with 1.6 m "leafy surf@ resu in po: 00M & $7 ateg ofD.168 k&/ha 1pr§<iahcarb
T The first interval can be ened @@y d in table grapes (EU-S Qi S Q A

> S § Y& e
S O ~ & &
New studies Slgmltt or Aﬁnex quene@%al ("Aﬁu") § %,
© & & @
. @ = <
Report: . KIIM 3.1 997¢g
. \
Title: & D of r due@i SZ 22 &gopper@A.5 WP on grape following spray
l1cat GB in Gvegnany© S & N
Report No. & 796 @ @) S
Document No.: (@é& R IS S
©\ o @

KIIA @3 1/

N 2D
M\#199Sb
@1 of're ues@SZXQ 2 & copper 24.5 WP in/on grapes following spray

Report:
% Detg@mna
in Fagce an&ermi@

Title: @’
icatiqn

ReportNo. & RA2LEMIT o <
Doi%ment No.. _ M-000813- &@1 Q &©

Report: &m@gj _wm

Title: @@ @ Dete@hma of residues of SZX 0722 & copper 24.5 WP on grape following spray
N @@ icatioRin Italy and France

Rep% 0. A2 143796
en 28-01-1

©®
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Report: k1A 6.3.1.26, || G 1 095

Title: Determination of residues of SZX 0722 & copper 24.5 WP in/on tablegrapes following ., -
spray application in Greece, Italy and France S
Report No. & RA-2132/97 @\
DocumentNo.:  M-000801-01-1 & @° o
& N
N
- . . o o S, @Q AN ©
Guidelines (applies to all studies): Directive 91/414/EEC, residues in or an | ated prodycts? foodé@nd feed
. c)e ~ CO) Deviations: SN O
GLP (applies to all studies): yes (certified labora, Dev1at10n@ one g}g @\ @ @
Q @ N) N ©)
N % N
Justification for including these studies in this "%@Q" dossier:@ata rqquireg@) esgb%sh ]@Ls @Q}
and support uses in grapes in the EU. Q@ N @@) R . © © @
I3 (@N
o Y e R
$ &S S s
@ T A S -

%, &
I. D@erig&@nd\l\@éthg‘g s & SEV
Northern European residue reg@n \\ %@} . & \q;\ éﬁ é% ©§
N 2
Northern European trials were perf&@Qled k%Gerr@%y (&%d {@fang@%) (lﬁ 6.@23, ©
KIIA 6.3.1/24), using SZX 0722 @Cog%er 245 WP, gontaind 4.2@1proéﬁcarh@ d 2’@:?% copper
(as 34.1% copper oxychloride)@The, @@duct Was a@@ed i tiI(I@ljé at product @chrﬁt@tions of
0.25% at increasing water rates, 1%0, 12@ 140Qand ]@9 L/ka post-\ﬁ@wer@g, which equates to
product rates of 2.5, 3.0, 3% and 0 kg@}, re tivily, and c%orre%@%ds @.10% 2168 kg ipro-
valicarb/ha. Alternativel?, th odug% is appited i Tow-v mespray pr%}gran@. g. with a third of
the respective water @’ume@nd iple@once tion&ﬁ%ll ap@icat@s WQ{QE&'[ the required rate, or,
in the case of one i@vil H@a\@nt@d apphcati@@n ngch t&ial 701847 [=0194-97]), within
+6% of the requited rs. & \\ é\ N %@
O o & & L &
SIS e & & @
N % N > e
South@@%uropea@esi@’e r@on S Q> Q@ \@7
A @ ,O S RS
In southern Europeg, $xjals @rzﬁucte@ Ggg@ce (l% Francey(3), and Italy (4) (KIIA 6.3.1/25,

KIIA 6.3.1/26), g SAX 07 C@er 245 WP,@)nta@jng 4.2% iprovalicarb and 20.3% copper
(as 34.1% copper ox@orid@y Thg@ape"@used @e w@ grape varieties in 1996 (4 trials) and table
grape varietié9in 1997 (46'@9[5)\§ZX g\ 2&1 ppe§4.5 WP was applied four times post-bloom at
constant r&%s of 3.0 kg/ha; eqt@len 49126 @pr%@carb/ha. Spray intervals were generally 12-15
days in @e grape troi%%yﬂ d the 2nd int@al ifFrench trials), and 6-7 d (first interval) or 10-16 d
(laterintervals) in @ tab age@als. ate@ates were 1000 L/ha (high-volume spraying) or

100 &/ha (low VOLume). Al e@cati@%rgin &@studies were at the required rates.

@
$oan <R
e & N § v @
All trials % ® % Q
. &S
In all t in residue @)ns, bunches of grapes were sampled at days 0 and 20 (PHI) after the
zﬁ%ﬁca@ Il}@j’@ﬁ trials conducted in table grapes, additional samples were taken directly before
S

t a@cation and a§days 7, 14 and 28 after the last application.

N

la

th
Q . . .

In 1996-and 1997, the samples were analyzed for iprovalicarb according to method 00442 and

00442/M003, respectively. The limit of quantitation in both methods was 0.05 mg/kg.
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IL. Findings @o @@

Recoveries of iprovalicarb were obtained from bunches and grapes (berries) fortified at levels @Ween@j
0.05 mg/kg and 2 mg/kg. The sample materials chosen served to represent all§glevant sam@e @g
materials collected in these trials. Mean recoveries were all within accept%le ranges (SZ@I%@SDS
9.7-4.3%, n=2-11). Details of recovery data are shown in Table 6.3.1 3&&

All trials are summarized below in Tables 6.3.1-28 and 63.1-29 and @greater deta@@h th§1er 1%@ g

summary forms. @} & é\g Q ©© C&©
o @ @

Northern European residue region Qo? \Q @@) @ & @}

Immediately following the final application, samples of grap&%nch@s yl%g@a ipgovalicagh rem&ﬁs

ranging from 0.23-0.54 mg/kg (median 0.37 @g/kg@@@rhe@em @S de@ed with tnéf@ and c%; day& .

20, had reached levels of 0.11-0.36 mg/k@%ne(h%@o 25\11@{;/% % ©@ @?
>

Samples of destemmed grapes (bengﬁver ‘also tq&ﬁgﬁ ine Ql% 199’}@rlals©16 r s@ére sinilar in
t}%es 0.:50-0. @g/k@n ggbes [ @5 mg§<g]

day-20 samples of grapes alone and

0.11-0.36 mg/kg in the corresponding bunches Jmedian 0.28 1y /kg]@ ©
ey @f@n S SR @Q ~
¢ & v K SN
N S S 2 e O
Southern European r@zduéegt@ & v @ "\@ @

&
Immediately followmi;[he ﬁ]@gppl@atlon f gr@% bu&ches yﬁded ovahcarb residues

ranging from 0. lgng/k@me@n valyg 0. 4 %g/k%\Thes@fem S de@‘\ned with time and, by
day 20, had reache@Jevel§of 0,0830.44 ng/kg (median 0.19,fb/k
y §or 00804 (edigd 1350, @

Samples of g a&'s the&elv %des%mmed@me@}ver also t@ in the 1997 trials. The residues
were similar 1Y day sampzés O%igrapes%lone £ad of Binche§Y0. 0%@61 mg/kg in grapes [median
0.21 mg/kg%o 09-0.44 mg/k%% spo@lng buncl@me&@f 0.25 mg/kg]).
A & o &> O
@ & % © S
w\y\ I&f@fonc@swr@

<
Over 2 grow 1 ) sea ﬁemd@e trla®weye@)nduc@’d with SZX 0722 & Copper 24.5 WP,

ﬁ%@opp%as 3 % copper oxychloride), on grapes in the
e ndeth. The product was applied in accordance with

contammg % iprovali

southe opean res@}le re@n
the propdsed use p&@n and the tests wefe carrﬁ@ out according to GLP principles. The purpose was
to eaéf’uate the residae b 1OPQ@Ehe @nblon product, in the form of a "bridge" from an existing

EU submissiongjprovalicarb ?OQnan@al r%&tra‘uons (copper).

The results @mals\p%se above denmnstrate that:

dL@ﬁ\r SFinricad bunches decline with h levels declining from 0.11
— residuglevelsof ipr alc@m grape bunches decline with time, with levels declining from 0.11-

1 &@g/kg@) Ct@%@r 0 .54 mg/kg (north) on day 0 to 0.08-0.44 mg/kg (south) or 0.11-
ay 20. The respective median values were 0.40 and 0.37 mg/kg on day 0,

%nd and 0.25 mg/kg on day 20.

— residue values of iprovalicarb in grapes (berries) were similar to those in bunches, with median
values in the 1997 trials virtually identical to those in the corresponding bunch samples.
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— all residue values for iprovalicarb on day 20 were well below the EU MRL for iprovalicarb in

grapes (2 mg/kg).

Table 6.3.1-28: Residues of iprovalicarb in/on grapes following applicati@bs of SZX 0
Copper 24.5 WP in the field in the northern European residue regi N
A e S o

&
()
& QQ

&

Study No. Applicaté@'@ g RQQiﬂuei AN @@ @
Trial No. ¥ ;
Plot No Crop Countr FL No kgiha kg/hL @% Portion w@%L"lé§rov@@arb §
GLP Variety y @s.) | (as.) Qé ayalyz&@ « s)< @©/k @
Year O% ) @D@ Q f(g & s Q
RA-2142/96 Germany |24.5 WP'[40.105- [0.04p5 |81 | bupch* £\ 0 4.7 0F
60730/4 | Miiller- , % > 4> g@ <® 20° 0228
0730-96 | Thurgau SN . B < IO I N
GLP: yes % . 9 \@ Q < © @j @&
1996 EU-N NN RS &% 9 K S
RA-2142/96 | Grape Germany 5 WRI M [0,105- 1:0.0105 81 |“bunch, .44
6073172 Portugieser | D- © {x %.mg&ﬂ %\9 S §y § e 0.22
0731-96 § © S | &I
GLP: yes Q 9 9 6 @ 4© © S O

Y o | v |S @0 & | 9 o
1996 EU—1§ N o O g @ S
RA-2131/97 | Grape Fran 245 P! [44]0.1055[0.105 [85.[ bufich 0 0.31
70194/7 g F Ol & £@ %2? 0.168 § & 4P 0.28
0194-97 | Meunier & o S || §
GLP: yes é% @ 5@ Q® ¥ Q befry 20 0.25
1997 & BN & @S] & o o &
RA-2131/97 | Grapey”  |®Pances, © | 245 WP 4 [0%95- [ 6405- 85 nch 0 0.23
70195/5 @@of@ F- B 0’168 %16§@ §ﬁ 20 0.11
0195-97 IS O w7 & Qb S
GLP: yes & @ &) % E>\ 73 ? berry 20 0.10
1997 - JEUNS | & N RN
RA-2134097 | Grape _ @[ Gerthany | 24.5 W' (4 @0.105540.0319 |81 | bunch 0 0.54
70666/3 iillere) _ Q" |u>v|0.568 |0 20 0.36
0666-97 Thu%% @ N &@’ SEN
GLP: yes q @ RN S berry 20 0.33
1997 @ Sl . P O [.9 9

FL= formulati%}

Ry

e at l@gpplication

N

@ GS %‘owt
* sample n@ | was called ”s%ment of@unch @%ape@ is stady report
Formulations used in trials; Q

N
1= S7X 0722 & Copper S wp) c§§1tain
S LS 3

)

O

DALT = days after last treatment

r@ﬁ% alic%s%nd 20.3% copper (as 34.1% copper oxychloride)
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Table 6.3.1-29: Residues of iprovalicarb in/on grapes following applications of SZX 0722 & copper
(24.5 WP) in the field in the southern European residue region

Study No. Application Residues &9 ,@

Trial No. e\ U
Plot No Crop kg/ha | kg/hL Portiofy DALT 1p1@@llcarb
GLP Variety Country FL No (ass.) | (a.s.) GS anal@d & @
N (days) | (mglke)
R
RA-2143/96 | Grape Ttaly 245WP'[4 [0.126 [0.0126 [83 [sunch** o\@ @61«
60623/5 | Pinot 1 b ¢ 20| 0375 | g
] s O
0623-96 Blanc Q @ S 2. N
GLP: yes S K Q § S
S ) @
1996 i 1 o O,
RA-2143/96 | Grape . “bunch* \@) % oﬁ@
60733/9 Grenache © o 20 ol
0733-96 | noir @Q
GLP: yes é @% & °
1996 S v
RA-2143/96 | Grape . ohnch* > 0 %y 4

60732/0 Grenache

& Q@).os

0732-96 noir N
GLP: yes ) © @ ) @Q @Q 8
1996 < ¥ S @ & | 9 o
RA-2143/96 | Grape 215 W[4 [0.126 Y).Olgg@ 89 @bunch** | @ 0.42
60622/7 | Barbera S |l @ O P |e0 0.14
0622-96 9 &l |l S <
. N @ R
GLP: yes o O P .P & )
A
1996 N 9 @ § §? o &
@iﬁ * . ? >
RA-2132/97 | T @ 124.5 V‘%‘ 4 10.12 12 81 % bunch 0* 0.29
70714/7 | gape S NN é <§§ @ 0 0.38
0714-97  gCardina % E\ & K 7 0.38
. > o P 14 0.36
GLP: ye@ 2 @7 S N '
1997 A K EQ@ IR \@ ;g 8;?
SRS > Q :
AN . O IS
§ < A g Q N berry 20 0.16
RA-2132/97 L X5 W{ﬁ” 4 {.126 490.0126 |81 bunch 0* 0.44
b O[99 O 0 0.68
70712/0 N " .
071297 Q lo| O 7 0.48
. L & | @ 14 0.39
GLP: yes @ o R .
1997 S| ¢ 20 0.22
SN 28 0.26
. S
N Q berry 20 0.25
FL = formulation A N &= groxth stage at last application DALT = days after last treatment
* prior to last treatment & @
** sample materj@livas c%%‘seg of a biteh of @)es" in this study report
Formulations éged in tygal§’ @ X @
1=SZX (@& Co (245 \gﬁ), co@ng 4.2% iprovalicarb and 20.3% copper (as 34.1% copper oxychloride)
N (N @ %§ Table continued on next
& @ X page...
S
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Table 6.3.1-29 (cont'd): Residues of iprovalicarb in/on grapes following applications of
SZX 0722 & Copper 24.5 WP in the field in the southern Europeagf S

residue region . Q
ﬁ(\\E Log
Study No. Application @CQ} Residues& o o
Trial No. @ . o @
. DALTgiproyalicarb
Plot No Crop kg/ha | kg/hL rtion e
. Country FL |No GS S o
GLP Variety (as.) | (a.s.) apalyzed ° “tmo/k X
Year ® Q@ (g@) \émg égé
R4-2132/97 | Table | Greece [24.5WP'[4 [0.126 [0.0126 [8R] bunch |@0* {7 § S
707112 |grape  |GRA o 4 g° 0§ .
071197 | Soultanina S N b &1 @ | a8y
_ 3 F V| @ 0.1
GLP: yes Q NG \ 9 0.
S e 2L Qb9
1997 o | & kT b
EU-S Q| I 0.09

)
Q

T & e g B
L Py b | gvose
24.5WP [ 4510126 [0.0126 78] baeh | 0x [ 0gs
@} . Q% & § \0;\ @0% 0 %
N ) 1

RA-2132/97 | Table
70713/9 grape

Italy

_ ; v .
SO el el G AR RN AT
1997 EUS Q S S O B2y o

o || | SEN: 0.16
R A ' - B N
< (&\ & @ & berr@)ll) 20 0.61
= formulation = S at las ication N ° = days after last treatmen
FL'f lat & ©GS é@mh t@tl t 4RBlicat Q S A\Zl:\a@dy fter last treatment
* prior to last treatment AN % @ § @K @“ o $ @
Formulations used in trials: %, @ @ S) 6 o\© § 5 @
1 = SZX 0722 & Copper gﬁ@wm c@éing@% i%@uicarb @@ZO.g@Opper@(a 4.1%@%per m@loﬁde)
R Q @
o . SN
& ©\© S @}\ S @S
® F o & F 5o &
>N 2 & O |9
G 2 8B YV 4 &
S & & & o &\
A o O & O 8
FUSS S
> & & 5 = &
QRS T LS
@ O ¢ .0 © .0 @
Q O O O NN
Y S K 9 O
S, ¥ &F£9.9
) @ o
@7 °N Q @ N\
Q N S0
N N S & &
S A O
G @ © 9
@ Q% Q %& ©@
SN
@ O
S O
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Table 6.3.1-30: Procedural recoveries for iprovalicarb in grape matrices
Study No., Fortification Recovery @@
(TT-rllaé Nl:) I.D) C Portion a.s./ level (6) é\ g
HZL; TP | analyzed | metabolite | " (mg/kg) . gé? max mé@% @
Year a '
RA4-2142/96 Grape |bunch* [iprovalicarb | 6 0.05 =80 104, P91 ¢ 9.7\2%O p
60730/4 (0730-96) @ 10 790 | 9s> o>
60731/2 (0731-96) 2% 20 Q@ o | o o5 | e
Rd-2145/9 S| ovetal | 80 o4 R 03 & 725
60622/7 (0622-96) Q@ RN ol @
60623/5 (0623-96) @@J Q & @&
60732/0 (0732-96) @ ARSI x2S
60733/9 (0733-96) % 23 CS A O S o
GLP: yes © %J )’ @% @?j (S =) °
1996 A @ D éQ Al Ol L' &
RA-2131/97 Grape |berry** Li?frozaﬁgarb N3 O 0.08 Y | EIEST 82 Q74
70194/7 (0194-97) Q@ > Q@%’& @@ @\9\89 ©119 F101 ng
70195/5 (0195-97) oS & .
70666/3 (0666-97 Q& AR TR §@rall§ & 1@@ S| 124
RA-2132/97 b2 SIS CSEEEN
70712/0 (0712-97) @ N Q 07 Q PN
SEEN Yy @ ¢ Q
70711/2 (0711-97) ©© o < &
70713/9 (0713-97) o & K @ | @ Q |7 L@
70714/7 (0714-97) N 2} § S § S
GLP: yes % 4\% Q) 6@ o q N o S
1997 S F A e Ll O & O
*  sample material call %/e m of by n@ of grapes" in hegé 1i Y @
*E berrglreco:/eriels a§alidg oﬁmplﬁiﬁterial b%’ch \t t"g\l@ §2 @é& @@
 $§ .0 O g e e
TN e N %,
N & & @ © o &\
A 2.9 & O O
Q O & 9O o & D
N @ PRSI N
TSI e S
o O ¢ .09 o O @
ARG I <
SRS %Q & @
=) % S @ %
% "N SP > Q@ &
S @ &@\ O
@%
NICY N
@ Q Q & ©@
¢ & ¢ &
< N) % Q
S S IEY
S
NS
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Iprovalicarb & Fenamidone WP 44 (SZX 0722 & Fenamidone 44 WP)

with regard to iprovalicarb as SZX 0722 & Copper 24.5 WP. (The use of SZXV722 & Fen@ndm@@

. . . % .
44 WP has not been registered, but nevertheless the trials were conducted gorder to su a @ %
)

The formulation SZX 0722 & Fenamidone 44 WP was applied using essent1a11§the same use ern O

prospective registration.) % N R
A
& 9 &S Lo @
g oIS
Table 6.3.1-31: Use patterns (GAPs) for the sp@ppﬁcatio@f Sz 0722@1\9 Fena%lid(g?> @g}
44 WP in/on grapes in Europ 2 @ & N
% N L@ o @
& NS
AN %) rate@’ X. ai%, rate g AN “PHI
Formulation Region Aptli)ll:lci:lltw® allcz@‘n <@§?;P atiof0 I(Y[ax.[:ll(s). % o
B @g/h@ﬂodg) R (kghae Y ey
SZX 0722 & EU-S | post-figwering’ PS5« & 0.1 Y S §1
Fenamidone 44 WP -1 int, ﬁi\ & @ X @ ISENES)
. S e & SV SEy
(240 g/kg iprovalicarb, Q o > S| © @@ 9 \”\9
200 g/kg fenamidone) e 9 RS @n@ S Q

EU-S = southern EU residue regio@ N @ (64 & @% % < o

& o
. . 9 & §) @} : o @ OQ\@ &@

New studies submitted-for A%ex I R@ww@%") Q° e %, KQ

Oy .9 « O
Report: ﬁ 6. 3@2719 NS & O
Title: eter at10;1 @es& of SZ 07@ 407%3 (44 @P) on grape following spray

@ on i Ttaly \\ é\ N @ §

Report No. & O R§ 186/@? S @

Document No.:

2o
162@01% N 9 @@b Q @

N >
: ~) @ o @
Q> N &
Repm@ Kl@& 6. %8 o
Title: @ ermi@natlon re51 u of 07 RPA§107213 in/on grape after spray application

@ 072 RPA% 721% 4 WP 1 the fild in Italy
Report No. & 6/9@ @@7 N < N
Y Q O @
Document N@@ 1\@ gléébl RN N "
Ve & &S
=) N @% W2 Y
Guldell‘§ S (applies %mh stuc%s N D1re&§e 9 4/EEC, residues in or on treated products, food and feed
GLP%@pplzeS to bot die. Q@ yeeert laboratory); Deviations: none
B s
@° @
Justlﬁcatl‘—@gr 1ncg§%h€§ese studies f%this "AIR" dossier: Data required to establish MRLs
@
@g es @ra% ti}&EU. ©
@
S e
SR
& @ Iy °
¢ g v

&

and suppo
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I. Materials and Methods
Southern European residue region @ @

In Italy, a total of three trials were conducted in 1998/1999 on grapes (KIIA 6. %/27 KIIA 6. 3@28) @j
SZX 0722 & Fenamidone WP 44, containing 240 g/kg iprovalicarb and 200 g/&kg fenarmdong%@
407213), was applied 5 times at constant rates of 0.5 kg/ha (equivalent to 0,120 kg 1prova@earb®
AN 2

with water rates of 1000 L/ha. Ny \ .

o N \\ & e
The product was applied according to proposed used pat%rn simulatig the worst—c@%é sitg@pron. s S
Spray intervals were 7-10 days at BBCH growth stagds from 79 to &@ The PHI gas 21 days. @ ©
applications in all studies were at the required ra@n 1998, sam@es Qa%grap é’&unch@@ were @ken@@
days 0, 7, 14, 21 (PHI), and 28 after the last application. At d@ 14. &1& ZI@amp N f tl%@@ap%
themselves (berries) were taken as well. In 1 “\{ -- ples &ﬁ@rap Bunchis wer en atdays 0721,

and 28 after the last application; samples t&en at %ys Z%ﬁd ZQ@ere divided @’bu and 1e&

\\\©%§%

Analytical samples were analyzed foov&%rb ent pou@ﬁ@(re m§1 @
iprovalicarb) according to method &@ 62. gf qq;mtlt%@l r@th od 0, (@mg/kg
o < & @J@ @9 @ ©© ®©© .
oD S Qndln AR ©
N &' D (@ 2

Recoveries of 1provahca>rQ@'3vere o@taln ro§u ches and@emes&fprtl@i@at lgitels between
0.05 mg/kg and 1 mg/kg. Th@ mplémater@als c}‘én se@ed tégepresent alj felevant sample
materials collected isthese t%ls @ﬁean @ove &all within ao@ptablkranges (78-98%, RSDs
4.4-7.4%, n=1- 1&6‘[@% of @@vemﬁata&re sho%@ 1n ble 6&,1 33.@

(the destemmed grapes themselves). %

O & N
All trials are syp ma@d be@w in @ble 6@’1 32@%@ ngreate@etaﬂ im’the Tier 1 summary forms.
N

Southern@ﬁurop@;m res:d{ﬁ@re %n (o @ @,

One trv@@qowed 1rre@§9ar ar@mexp tcab E@sﬂt.%eha%or po@{ 1998 1728/7 (=1728/98). Residue
levels of 0.53 mg/l@\lereédeten@@d 1rr@ed1a~t@3f sub equertﬁto the last application, but these
increased on dayej and a%am @ g?Ao a mfglmum of 07 mg/kg before beginning to decline. It is
technically pogsible t@%‘che@nple om®s tr1®§lere@nxed up, but because this could not be
proven, oneﬁdltlon tr1 nne \d c@ucte@m the next year. (The general level of residues
was, nevefiheless, mm@r in th@ rial the t@er 19@? trial.)

Rega\g\c}hng the "nom@ trl%s 1m@dlat®b foll&ﬁng the final application (day 0), samples of grape
burishes yielded 1provalk§b e@dues r@gm§ 0.30 and 0.59 mg/kg. These residues initially
declined with ti@e, and by da%.21 D reached levels of 0.11 and 0.35 mg/kg. Similar levels
were found @w l&e%i?:s ge 0094 an@O 27 mg/kg). However, day-28 sampling of bunches yielded
residue Va@ s w@@h W@@ Vergshghﬂ%@ngher than those on day 21: 0.13 and 0.40 mg/kg.

QO
@
& SIS
Q© v D II1. Conclusion

Over @owmg seasons, residue trials were conducted with SZX 0722 & Fenamidone 44 WP on
grapes in southern Europe. (In total, three trials were conducted. Two were originally planned and
conducted, but the residue behavior in one of them was irregular and inexplicable, so that an additional
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trial was carried out in the following season.) The product was applied in accordance with the
proposed use patterns, and the tests were carried out according to GLP principles. The original

purpose was to evaluate the residue behavior of the combination product, in the form of a "brid @
from existing EU submissions (although the trials were never submitted for reg%}raﬂon) Thult
presented here (excluding the "irregular” trial) demonstrate that: @,@ S @
— residue levels of iprovalicarb in grapes declined from values of up to 0$§ mg/kg on @?O %@@
maximum of 0.35 mg/kg in bunches at the proposed PEW (day 21). @& \ \ @ @
— day-21 residue values of iprovalicarb in destemmeg grapes (bem&were mml&@o t1n é\’ @
bunches, with a highest value of 0.27 mg/kg. %@ Q& & &
— all residue values for iprovalicarb at harvest@iﬂ days)@ere K@belg@y h%% M@for@@
iprovalicarb in grapes (2 mg/kg). LN ) Q S RS
s & @ S & -
s TGRS S & o
SRS RN S DO w §
RN U NS S SO SR
R & & © & O @ >
S > O OO s
Ve o » & 9 .0 O ~
o & TS S U
v & 0 &
8 @) SN (%od N &
e QO N O Q Q
AN ° & o & T Q
v &9 O ¥ . S - S
SER A I T S O
@ s .9 @© @ @
S QO NN N e 9 @& 5
SRR WS
& £ .0 O « SIS, S
A S %
9 N~ S o
- o & & & N
A @ o\@ Q° @) B Q\©
FIEFITs s
@ 9O g © o .0 %
ARSI S D
O o K & o
<) N @% y %o
@7 °\@ Q @ S
Q A\ N @§ 9
. O SN N
N (g @\ R Q)
@° N >
s A &S 8
@ < Q & ©@
@ o
&
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Table 6.3.1-32: Residues of iprovalicarb in/on grapes following applications of with SZX 0722

& Fenamidone 44 WP in the field in the southern European residue region @o S
S
Study No. Application Residues Q\ QA
Trial No. QPD ALT | imi G ali
Plot No Crop C kg/ha | kg/hL Porti TREOY 1@5
GLP Variet ountry | FL | No (as.) | (as.) GS analyzed A
y y days) S 4
Year ( a):s)@ (@g)
RA-2186/98 | Grape Ital 44 | 51 0.120 {$0.012 | 89 fsbunch be NI
R 1998 Barbera; I WP! g QP S 0.59, §
1728/7 red variety &© 5\9 7 Q
1728-98 2 & & 14& Q.43 &@
GLP: yes N Dy Ql 2 2 0.35g,
1998 TS @ S I
g @«ry St 0.53
@
CVAlS; 28 | 5027, e
RA-2186/98 | Grape 2] 85\ bu@% S ESE)
R 1998 Pampanuto; & N éﬁ 0
1729/5 white L &y § 7] oo
172998 | variety oSS § 0.67
GLP: yes S @é? S 3 %, 0.58
1998 @® <7 S 28 0.54
@2 berry & 1455 0.55
| PP & | 21 0.44
RA-2186/99 | Gra 2 | 8% h |7 0.30
pe & bueh ko :
R 1999 Contese; R @) 21 0.11
0302/2 White %o o N 28 0.13
0302-99 Varietg@s Q| 28 0.12
GLP: yes S @@ S @l@n’y 21 0.14
1999 ©) \ 2 28 0.12
Y
O Slo & F L & S % | on
FL = formulati @ v © GS = growt ‘S%gge at la§§plicatio§[}) v\}v DALT = days after last treatment
* sampling gric%o last sampling% %, }@ @ Qr
Formulatj ?@med in trials: @) @@ @7 o @ @ ©\
1 =with SZX 0722 & Fenan%i%ne WR 4%, cog&ﬁining 6% kg i&\%ica&aﬁ 200@5&5; fenamidone
AN R L
§ § A ) >
iy N SIS
SEENERS S
@ O . . O @
Q0 OO N S D
AN & ©\ @ @@@ @
& o & O &>
2 Q &
S A\ N N
5 S SLIPRCARYS QRS
A (g @\ R Q)
> & @ N
SIESI R
@ < Q & ©@
S FES
Y &
@’ O~ @ o
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Table 6.3.1-33: Procedural recoveries for iprovalicarb in grape matrices

Study No., Fortification Recovery @
Trial No. (Trial SubID) Portion a.s/ level (%) oo <
GLP Crop analyzed | metabolite n @
Year (mg/kg) @@n max | fean RSD
RA-2186/98 Grape | bunch* |iprovalicarb 4 0.05 78 90> 8@ 7(((@)
R 1998 1728/7 (1728-98) 10 0.5 &% 74 &%@ Ky
] N
R 1998 1729/5 (1729-98) %@1 Lo e § q
GLP: yes 15 ol 4V oo 76 6.6
1998 S P SR B &
RA-2186/99 Grape | berry** iprova 2 0.05@)o 7/ &99 Qg K@
R 1999 0302/2 (0302-99) 2 1.0 s |Ogs & 87@@ )
: S
GLP: yes « of S geerall oV 8@ 9.1 97| 74
1999 Q @ I N N W
X T )]

*  recoveries for bunch also valid for sample material be%
** recoveries for berry also valid for sample material bagc

N > o

@ o & &
o @Q@ S ¢
@ ~ @ o\& Q ©
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Fluopicolide & Iprovalicarb 440 SC (AE C638206 01 SC40 A1 440 SC)

o

&

s

Table 6.3.1-34: Use patterns (GAPs) for the spray application of Fluopicolide & Iprovali&&

o

440 SC in/on grapes in Europe @

Formulation

Region

Application
timing

Max. rate of
application

Makx. a.s, rate

of apm};%)tlon

Max@%

of appls. -
N

@su
(da}%;é?

N)

Fluopicolide &

EU-N

post-flowering

(kg/ha [ffdd.])
T

©Q0.12

@4

0.
&
post-flowering

(200 ¢/L fluopicolide || FU-S \ 0P 05
240 g/L iprovalicarb) (-11 dint) . o

Iprovalicarb 440 SC

Q

Sy

(9-11 dint.)

&

EU-N = northern EU residue region; EU-S = southern EUG@sidue région éy

v
v @ R
New studies submitted for Annex I R@W\\éwakg%AH&}) @ &%

KIIA 6.3.1/29, 00
Determination 51dues of AE 63@6 andS§7ZX 0

application O@AE CQ& 06 %@C40 (44@

France

RA-2429/63 %
M-122826-01-10

A
s

@A 6.34730,
eter

ation

@ap Kal EEC6
T oS

RA- 24@@403
Document N@.: M- 12@74 0459 @

@%

Dn@tlv

D
N & §
Guidelines (appﬁ\boﬂz &zudzes)éﬁ i

%@s cet’gy
e
\

GLP (applies to tudz‘%) @
R
A
e@stu%@ in

@
©
Justificati ﬁor includi@@
e F@. @
@)
&g

th
and to s@ rt uses iEI gsapes i
S
N
Northern@ropg%n tﬁdue%’egt@

& Qo & _ .
In northe@ Eur@ﬁ a tétal of four trials were conducted in 2003 on grapes (KIIA 6.3.1/29). The trials
hern"france and Germany. Fluopicolide & Iprovalicarb SC 440, containing

Report:
Title:

OFs

\©
S

Report No. &
Document No.:

Report:

Title: 37X 0722 infgn grape following spray

SC in@e ﬁeﬁ@% Italy, Spain and southern
N o)

O @
& @’

§ &

§414/ REC, reﬁ%ues in or on treated products, food and feed
ed laborato

v

t@ "A@' dossier: Data required to establish MRLs
RS

Report No. &

Deviations: none

€y,

v
N

I

%@C?Ials and Methods

were eg duc
1coli® and’40 g/L iprovalicarb, was applied 4 times at constant rates (0.5 L/ha,

% @e@o 0.12 kg iprovalicarb/ha).
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The product was applied according to proposed used pattern. Spray intervals were 9-10 days at BBCH
growth stages 81-85, 83-85, 85 and 85-89. The PHI was 21 days. Water rates ranged from 500 to, - S
1000 L/ha, corresponding to a spray concentration of 0.05-0.1%. \@ @@
Southern European residue region @b &@Q ©)

In southern Europe, a total of four trials were conducted in 2003 on grapes (&A 6.3.1/34 Tl@nals
were conducted in southern France, Spain and Italy. Fluopicolide & Ipm&@%lcarb SC 44@ cqnt@m %
200 g/L fluopicolide and 240 g/L iprovalicarb, was appligd'4 times at @Stan‘c rates @5 L@
equivalent to 0.12 kg iprovalicarb/ha and 0.10 kg ﬂuogcohde/ha) @Q %@ Q @
The product was applied according to proposed ﬁaﬁem Spr@ 1nt%vals §;®g 10411 day@t &
BBCH growth stages 77-81, 79-83, 79-86 and & The Pf@vas Z\Qays at%\g?tes @ge

500 to 1000 L/ha, corresponding to a spray centrn 0&@05 %’i@’/o
©)

@ & &
% <> @ \@ Q @ @ @ @ @&
All trials \ @} @ % @ §
@ 47
All applications in the study were at@ re §Eﬁfed r@s In@l tr1 s of @pe@%hes were
taken on day 0 and at harvest (day@l) Sa(@ples of be %&S (d@em @ gra@ we@ Iso ta,ken at
8)
harvest, except in one trial. @@ &@@ @, @J@ @Q & IS ®©
Analytical samples were analyzed for ipro¥alicar g ent om @ﬁd rg@due@eﬁmtlo@ for
iprovalicarb) according to@etho@056 Thedihit of quantltatlon Was O®mg/vlé@

@

~ % @ S
@ O & )
& f§ %@ @6 Q é& &\
@ & II in \©~‘ S @
N 9
Recoveries 01§V31 \&,rb wef“e ob 1ned bu ches of“§ape rtlﬁéoﬁat levels between
0.05 mg/kg aig 0 /kg&®he sa@ple ha erla@hos to repyesent all relevant sample

materials c%lected in these trlaglgﬁ@Meaa%r @ws W@e al 1thm¢§ceptable ranges (94-98%, RSDs

7.9-10. &@ n=4-6). %émﬂs §eco»@ data are s‘wn @ab1®3 1-38.

All trials are sumg@ﬁzed @’ow ablc@6 3. @6 a6 3. 1-@ and in greater detail in the Tier 1
summary forms. % >
9 @ @ @ Q

v
Northern w (ﬂr éﬁdue%egt%@ @\ @
Imme(:@ following the ﬁn@pph@mn@ s@npl%Qf grape bunches yielded iprovalicarb residues
ranging&rom 0.36-0 @@mg/kgmedlan \ 0. é@mg/kg) These residues generally declined with
timeand, by day 24, had @hed@’vels &0. 2@ 58 mg/kg (median 0.27 mg/kg). (In one trial,
R 2003 1002/1, res1dues@h da@ we lowe&s@)f all trials but increased considerably. It is likely that
the day-0 samg Wa% not r senﬁ@ve )

Samples o ste ed es rrles%@/ere also taken in northern Europe. The residues were similar
to day @am&@s of blg’?che st grapes (0.23-0.93 mg/kg [median 0.38 mg/kg]).

the uc the @erman trial R 2003 0350/5, another iprovalicarb-containing formulation
(S§§g Tolylﬂua§ 43.5 WQ) was accidentally applied to both the treated and the untreated
plots. @erefore the residue values were considerably higher in this trail. On day 0 after the last
treatment the residue value was 2.0 mg/kg in/on bunches of grapes. It declined to 1.5 mg/kg in
bunches and to 1.7 mg/kg in the grapes themselves (berries). If the residues determined in the control
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samples are subtracted from the reported results, the day-28 values from this trial in bunches and in
destemmed grapes are 0.70 and 1.1 mg/kg, respectively. The residue values and ranges are o
summarized below in Table 6.3.1-35. @

Table 6.3.1-35: Summary of the results (ranges and median values, both @ng/kg) in i@ e Q)
use of Fluopicolide & Iprovalicarb 440 SC on grapes in fire northern@ Eum{%@n

residue region, at day 21 in all trials: Q § \25@
A) excluding trial with iprovalicarb "Contaminatios \ (R 2003 03@)/5)\\ @Q @
B) control values subtracted from re%lt for R 2 03 0350/5 @ § é\g o
C) as reported @ Q K
A Q © Q& L @ & @
A: excluding "contam- 5%‘” control values @ @
Matrix inated" trial subtrac w;\ (o4 C@Ks re?:{i:@d §
n range med. | @’ | @fange,, | fued. @’ @S range med.
bunch 3| 025058 | 0274 4 |©025@70 0043 T4 L 02605 & 043
fruit ("berry") | 3 0.23-0.93 0.3t [ 03138y | 062 | 49 a23-17 @

s (%) &
S
n th ﬁble&@ove both

<
In consideration of the events in trial R 2008 0356/5, conistellati ns @%r "

give more realistic impressions ot{%’m régidue %@mw&@han @uldﬁ @aluéﬁs reported (i.e.
’ &

" " @ &
constellation "C"). § N © @ & @
L O S S V-
ety & L o o S
Southern European %esu%e r%gt n S @ § N ) o §

N o -
Immediately followi the fital a@qcatl@ (da@ samﬁfes of@rape@nchﬁwielded iprovalicarb
residues ranging 0. 6&@0 42 %/kg@edlan 0. 26@ /kg@@@l"he§ residggs declined with time, and
by day 21 (= P ) d*achedﬁevel&of <O°@§ 0. lﬁ%g/kgﬁned A%0. lﬁg/kg) in bunches. Similar

AN

levels were f@ld 1%@e destommedX; mlt%@err@ ra 05918 mgg/kg, median 0.12 mg/kg).
>
o & %@ @ & @ &
&@ @ @ @TI anlus;%ﬁn :
RN N Ry

Eight residue triﬁer%& d Qd W@Fl &ohde@ Ipiyvalicarb SC 440 on grapes, four each in
the northern a sout@ @pear@‘%ﬂu@%egm@ On@orthem trial was irregular, because an
1provahcarb“@ntam§ﬁg uct a&\s ap d as am@nance pesticide during the study; it was
excluded frym further eV aluati gy rodu@wahed in accordance with the proposed use
patterns§and the testwere ca@wd out acc& @GLP principles. The purpose was to evaluate the
residag behavior ofithe cc@matl@i pr e form of a "bridge" from existing national and EU
sub}issmns The result@rese@ed h@re den&@lstrate that:

— In the no %n E@p};ﬁ%mdﬂ@ reg@rgevels of iprovalicarb in grape bunches generally declined

£ 0.3¢-0.624ng/kg on day 0 to 0.25-0.58 mg/kg on day 21. The respective
me @Val & were 642 kg on day 0 and 0.27 mg/kg on day 21. (One irregular trial was
e&&uded fem t@ﬂvah\;ﬁa on.)

with tl% fromuwalu

- Qn the@%%th remdue <I§/els of iprovalicarb in grape bunches also declined with time, from values of
up @ 42 mg/kg on day 0 to a maximum of 0.18 mg/kg at the proposed PHI (day 21). The
respective median values were 0.26 mg/kg on day 0, and 0.14 on day 21.
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— Residue values of iprovalicarb in destemmed grapes (berries) were similar to those in bunches,
with median values in the trials similar identical to those in the corresponding bunch samples. @o

@@@

— All residue values for iprovalicarb at harvest (PHI 21 days) were well below the established@
EU MRL for iprovalicarb in grapes (2 mg/kg). o @ )
NS

Study No. @@; Q@Residues %
lT,lr ial No. 3 DART | itfovalicar

ot No Crop Country T Por,
GLP Variety K amalyzed @‘y\ﬁd v
Year ST g a}i’?% ( g)
RA-2429/03 | Grape Qbun&@ @ © 2.0/0.72*
R 2003 Miiller- S’ @ A 1.5/0.80%
0350/5 Thurgau @rry E@ 2 1.7/0.57%*
0350-03 O
GLP: yes . 2]
2003 & \:5@
RA-2429/03 ‘banch & 0 0.42
R 2003 &\ 21 0.27
1001/3 b@rry 21 0.23
1001-03 N ©
GLP: yes 1,
2003
RA-2429/03¢4 bunch 0 0.36
R 2003 @d 21 0.58
1002/1A4 berry | 21 0.93
1002-03
GLP: yes
2003
RA-2429/03 bunch 0 0.62
R 2003 21 0.25
10048 N berry | 21 0.31
1004-03
GLP:%es @ @}
2003 R
FL = formulation @% N @? = gr@h stage at last application DALT = days after last treatment
* residues meas &in c t%:amg v

@ @

Formulations gsed in t@! O v Q

1 = Fluopicdfde & l}@ licarb@40 SC@taimimg 200 g/L fluopicolide and 240 g/L iprovalicarb

%&@@@
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Table 6.3.1-37: Residues of iprovalicarb in/on grapes following applications of Fluopicolide &

Iprovalicarb 440 SC in the field in the southern European residue region @o S
N
Study No. Application Residues Q\ QA
Trial No. @ DALT | i li
Plot No Crop Count FL N kg/ha | kg/hL GS Portj R vz: l@
GLP Variety ountry ° (a.s) | (as.) analyzed ( days)@& ( '{ﬁg) o
Year o
RA-2430/03 | Grape Spain 440 14 [0.120 4012 |85 Z§bunch @\\0.14@}
R 2003 Macabeo r sC <§ @t |§7o. S
1007/2 S b 21 4
1007-03 %@ @ Qerry&§ g O @
GLP: yes EU-S é@ N J@) N © 9 @}
2003 J @S e D L 8
RA-2430/03 | Grape Spain 440 |@° [0.20 [00l5 {81 | dpinch o 0 0.28
R 2003 Tempranillo I SC% @Z&\a @Q QQ o @Q 2@& @,13 o
1005/6 ° N b 21 0.1
1005-03 O &6 @x% N RY
GLP: yes ég @\ A §9 g @Q S)
2003 5 53 N 9
RA-2430/03 4 O.lZ@ 0. | b @\”’o e 0.42
R 2003 o7 @j@ @(@@ § S P 2 0.14
0351/3 S @ g be 20 0.18
0351-03 % S 'S
@ N L@
GLP: yes g N 9 S R
2003 @ S o N
RA-2430/03 4 ©:120+[0.024O | 875) bunck | 0 0.24
R 2003 @ ©© @ . @r& 21 0.14
1006/4 . 9 SN
S S @ |
1006-03 o LS 2 § Ry
GLP: yes N b @Q S %
2003 ¢ 9 N 8] © S
e 1 a @ [or
FL= fon@on o @Q o\§ WS = éc)%mhost\aé% 135@03{?2@ DALT = days after last treatment
Formulations used in trials; R
1=Fluopicolide&lpro@b 440°SC, co ing 2%©g/L ﬂq@%olideé& 24 g/ﬁprovalicarb
@ Q @Ky N % @ @
e O & .U & . o @
Q O O O N D
Y S K 9 O
3 A
o & @ %
@7 o Q &@ ©\
%o § S @ @ D
S v o &
e . & & Q
@ B § N g
< Q & €W
¢ & Y
AN % S
S &Y
€& &
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Table 6.3.1-38: Procedural recoveries for iprovalicarb in grape matrices

Study No., Fortification Recovery @
Trial No. (Trial SubID) Portion a.s/ level (%) oo @@
Crop . n @
GLP analyzed | metabolite
’ (mg/kg) @1 max an |(RSD
Year N
RA-2429/03 Grape | bunch* |iprovalicarb | 4 0.05 89 106 9@ 7%
R 2003 0350/5 (0350-03) 6 05 @\% 76 &@ .6 3
R 2003 1001/3 (1001-03) ?@ N .
R 2003 1002/1 (1002-03) 10 Ve 76 @&06 ©§ 96%@ 9“%
R 2003 1004/8 (1004-03) @} &© sl < ©© Q§©
GLP: yes % Q &’ & % < &@
2003 oL @ | 10 ¢ 4
RA-2430/03 Grape | bunch * |iprovaficarb| 4 é? @5 QP 89 1Q6\% 9851 79
R 2003 0351/3 (0351-03) 40.5 o\ 102 94 110.6
Q @ | b @
R 2003 1005/6 (1005-03) % ) Q@Svera@ 7% |Ove %6 & o4
R 2003 1006/4 (1006-03) g% \@ )Q 4 @
R 2003 1007/2 (1007-03) 1 NS & ) o N §
GLP: @ | OS] O Ol &l &S
e R & o) o|&
2003 AN < SRS R
*  recoveries for bunch also valid for sample@ateria%eny 6 @ @Q @@ @)\} O\Y\a
IR R T RN
SN S S @ e 7 O
LN N @ N
IIA 6.4 Livestock feeding st @ @ S 9
fofeeding %E‘ « < &

. S
No livestock feeding %t\\l;ldles @e trlgﬁered 1pr&@&hca1@%e%lse %gf%s ar@)t feed items.

Iprovalicarb is not d on O?er @‘n @1ma@§ed @ps S@:h as cérbals oﬁﬁrape silage, nor did the
metabolism stud dlc\@%[hat ‘significant resxlues e{@to b&@xpe@d mQ@nal tissues.

K @a S
1A 6.4.1 Po;@ry . N @@b ©§ 2
No livzég%feedmg stgdyy m@ultr}@ﬂ con@wte@ Ple 386 ref&@? ITA 6.4.

%

I1A 6.4.2 L@Wm&\um@ants @at@r co §\

No livestock feed@ng stady in @atlr&%ﬁumm@ms as condutted. Please refer to IIA 6.4.

©
O

N
@ Q Q . O v

1A 6.43 O Pigs ©@© \\ S & b
No hve%@ feeding s%dy in @ﬁ wag) on%@ed ase refer to 1A 6.4.

>
114 6,44 Fish" S @ Q@} @Q
Not required by erectlv@g l/i@l\/E @

% <
& 2

ITA 6.5 @ @ ect f 116®strlal processing and/or household preparation on..

@
ITA éﬁ 1 @atlﬁs? of residue

Oé@mal «Qg?nex 1l dossier (including evaluation process)

Experi@%nts conducted to study the hydrolytic degradation of iprovalicarb at pH values 5, 7, and 9
showed that the parent compound is not affected by this process (chapter 7 of the original dossier).
Subsequently, an additional hydrolysis study was conducted testing the effects of simulated processing
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conditions on iprovalicarb. Iprovalicarb was added to drinking water, which was then incubated at

three representative sets of conditions: o S
- 90°C at pH 4 for 20 min \@ @@
- 100°C at pH 5 for 60 min S @® o

- 120°C at pH 6 for 20 min @,Q SR

D
Material balances were established at each sampling date, and, at >95% 1n%51 cases, den&tra@ th%g@
no significant losses occurred. At test termination, paren @mpound a%f@unted for 9@? 98 §“% of @’\ @
applied radioactivity, indicating that iprovalicarb does nYdegrade significantly in dltl§ relgvant ©&

to processing. It is therefore unlikely that procesm@ﬂl affect the%nature of 1pr@hcal@e51d®s @q}

> @2 &
oy < <
Studies submitted and evaluated for the first inclusion.of zprm@wa@b\)n Aﬂ@’ex I@ted rixgrew%@
typeface): Q %@ g}ﬁ @j& b@’ ('S % .
N\ o @ Q & O @’ o
& S
01 SEL0722@nder e S0 neoix Qrudics
SR SN Sl
M-011633- 01&9 O NN @@ @@ § %@9
R TaggPoroghlareyeos " O @7 &7
@pr thesghduc@? studky to igiRtiggdhhe ndy o
e O N & SN Lo
o O N O Q& 92
A % 9 § @ @Q ™ $ Q\y\?
v 9 O ¥y O K )
"AIR2" p S 7S e § <
rocess @ & @ § N @ N -

Q
As this topic w@lff%kently erer%& in th@%gin{l\/&nne& d§§§@er, gg%ew are required.
O « 5
Dl@i‘lbuﬁon ofthe r%mdfr? pe@u%© @

I1A 6.5.2 %,
9 'S (o
Not rel@t for grape@ﬁg \§ @7 . ©© § &
X
ITA 6.5.3 ue fevel @balgg e s@les & seg) representative processes
Y

Original Annex I% dos@ (i dzng@aluﬁr@on m&ess) N

< o9
In the orlgln%?Annex II (@wr fhe effe@ of %&eSS@@ on iprovalicarb residues in grapes were
investig for j ]ulce @sms, B st a & v\g

Sinceg, these commoﬁ@ﬁes not yiwally prepar: ﬁt home, industrial processing procedures were used
foll%%ving treatmenvt\gof g@%vn@s@ th@%ﬁm@% recommended European rates. When comparing the
residue levels déteérmined in gra %unches) and in processed products, the mean transfer
factors were &folQ%% in wiite, 0. Tgih must, 1.2 in raisins, and approx. 0.25 in juice. Therefore,
whereas ght @ncen@@tlon @&remdﬁ@s is possible in raisins, no concentration — or even a reduction
— wouldde an@pa‘cg in JL@ must, or wine. In fact, quite a considerable reduction of residues is

appa@%’t in @e @@ R

(A%l "balancmg ata was submitted during the evaluation period, amending the original

report e studies were accepted and considered to be valid.)
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Studies submitted and evaluated for the first inclusion of iprovalicarb on Annex I (listed in grey

typeface). °
- & &
I S @
@ (S
kS e
S
M-000087-01-1 o %% »\©®o 9 é’%
S agF foed >
X Q@ © Q\ v\g@ &@
@} & 67 O N
< @
) & RS &
N @ R © ) @
122 (S@OVG) fon pragye b\ Biies of&:
Sinlg2 Y & AN &S S
MU N N & )
PO O < S & o
M-00010601-1 & L @ @ K & O @7 @
vy T @}\ &@ é% 26 ved Fox &
©Q@ ST § -
S RN N Yy Y § &
Q @ @ O Q @) S
@ g & O ® «
N S0 w0 e O
IR SRR < poi i/ R
o@ © @©§@ & o § @ y\’@
MOOOLEROI L, & R & W N8
R AN Q s N
SN SR e Sl
&y § O & & @
9O YN O g

& n of diducRyF SZXBT22 G Wiy
o\ R, o \
oy o\@@” 0%0@@ & o \§ e O
M-000137-0%1  © Q
§ A @M S @% & )
@ @ §9 o LBe, Rogidues €3
@ Qs ¢ © o .0 %
QOO O N O D
Yo K &2
3 S g 2 P
§ © Q ¢ & O
"AIR2" process @\ N 7 Q
TSI @ N
Theﬁsresented data are r§rde s bein suff@lent No new data was generated re. processing of

grapes, thus n %@&W studies g ed 1@% AIR2 dossier on the effects of industrial processing
1car

on the resid eveko ipr @@
@ @ @© §?
SN AR,
< S
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IIA 6.5.4 Residue levels - follow-up studies: concentration or dilution factors

Original Annex Il dossier éf @@

As stated above, in the original Annex II dossier the effects of processing on 1p30vahcarb residegs in @

grapes were investigated for juice, raisins, must and wine. Information on pro¢sssing factor{%p e. ©®

concentration or dilution) was elucidated as summarized above under point 6.5.3. Q @
©, < N &
Y S @@
"AIR2" process 4 @ <
S s S

The presented data are regarded as being sufﬁ01ent @ new data W s generated @@. proc@sin@ @Q}

th t t this Ad th t tal
grapes, thus no new studies are presented in this dossier {1 e egx s o@lduséa pr cessm@
on the residue level of iprovalicarb. . @ D
Q @ % @% v @y
@Q 5 &

> S & o

IIA 6.6 Residues in succeedlgg r@ % Q §
& N QA
%S Q O

ITA 6.6.1 Theoretical cons@atkiﬁ of t@ na@e a@wlev f t esidye %
Within the scope of this AIR2 sul@lsm%l the %eterm%atlon @ﬁmro@carb@md@ in s&%\eeeding
crops is not necessary, since grgpevines,are a@rma@@t cr@QH ver, @the @gin Annex II

d dat tedasverthok t662& @° ¢ O
OSSler ata were presen (] elxe €SS, @pOl& & \ @

Q N <2
IIA 6.6.2 Metab(fhsm d dls@lbu§n s@ﬂles rep%senﬁi?lve @Q{)ps
Original Annex II do&"ﬂer @ ‘?\9 § %\ @ C& &\

A confined rotat1§ cr(@&was Rr&en@ n the orlgﬁ@$ Anﬁg@% II dstwr @Vheat, Swiss chard and
turnips were eéﬁa‘ce@vhen g%)wnﬁm soil @@t Wa&trea ed With provakicarb labeled in the phenyl
ring. The cro@ WepSSow ther\%ls 0&2 16&59 an@ dagy foll(@mg the application of
1pr0vahcar@o soil at a gate eq&%le@ 1. 17@@ a. s@la @yops If@vnted at 32 and 363 days following
apphc@@@l were cult1@§?ed L@r glass, while the é%ps ﬁted @168 days post application were
grown outdoors. ke TR}&%as rrn1 in (%%%dlff&@nt cr@ samples were taken at maturity,
except in the casgy Wl%at for@é (sa@gp ed &7 ay 70@%(1@ heat hay (sampled at day 123).

The results of @e ro@onal&p st@y 1n<@ate tl@ the tR¥ee crops studied will take up residues of
iprovalica%and its meta tes@ ed S er level of uptake was generally determined
for the ¢ planted cl@jest tethe tu@ of st treaffﬁent [exception wheat straw/grain]. Residues of
parent 1@1ahcarb @ pro osed fe@due m,tf@ for food of plant origin, are detected in all of the
rotaﬂonal crops. A¥’the %dues%m ma@e crpf portions used for human consumption were

<0.03 mg/kg, igjs estimated ‘&Qa th @;e orovalicarb will not give rise to residues in rotational
crops which @il re{ﬁﬁﬁn 1m1t<\() t1 ation (LOQ, 0.05 mg/kg) being exceeded.

The smd@%oultﬁﬁé co@ere@% be @y much a worst-case situation in that all of the iprovalicarb
was aggﬁd aspne a&llcamﬁ@with 100% of the application reaching the soil, which is unlikely to
occuin pra‘ te. &

&
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Studies submitted and evaluated for the first inclusion of iprovalicarb on Annex I (listed in grey

tggezacez:

& S
I . 5 &
S N
M-001188-01-1 L O
@é < °\§ Q@
N @
¥ <& o S
& O %o SEIRS)
Y @ &© A & &
”141R2 " process Q.? \ @@ Q & @ @&

As stated above under point 6.6.1, the determm{;mon afipro carbx}sidl&@fn s@eedi’@ cropsdJs not
necessary within the scope of this AIR2 subn@sm %in ce@ﬁpe@s a@ pertfianentcrop. The topic

was sufficiently covered in the orglnal 1L d@s % t t% ne% stud are requiredfor thi
AIR2 dossier. 8 \ \ & SIS v L
O o © > &9

Q Q & O
I1A 6.6.3 Field trials on rep@eseé&tw@op& o §y @ “

NS
)
The determination of 1pr0vahca@3%s1&@s in @cee cr@ls I8 <?mc &
permanent crop. N S © RN 2 @)
W O A @ & N
@ © @Q §@ & §
i o
IIA 6.7 Promed r@i ue@eﬁnl@)n and maximu resggue ley
< NS ©

Q &
I1A 6.7.1 ﬁos@ resu@e d@%ﬂtlo N @ @@ @

As presented néﬁe 0r®nal Ar%lex &doss@for iprovalicar ropGSed residue definition in plants
and ammals @ h f@@a‘ta@@lectlon and q(éblforcémen , he ;@rent c@mpound iprovalicarb itself.

/
@
-
%
E
a
s
g/
=
=
(9]
w2
]
(¢]
[

Y

1A 6 @ Propé@éd r@mm@ res1due @els @RL@N\nd justification

Original Annex I1 @szer &\ éﬁ @ 6§ & %
\
Based on the cul@nt r n1t1@i@71n p&%ﬁ ma@xlals Q%rovahcarb parent compound — EU

pMRLs wer for, &r2.0-m /kg\@)rlg§91y u@;shed in Commission Directive 2003/60/EC,
dated 18 June 2003 and tho \tly ‘@hs as t@Ls (cf. Regulation [EC] no. 149/2008, dated
28 Janu 008). Thl@/alu as ba@d o@qe ev{ﬁiatlon of data packages submitted with the
orlgln%al Annex 11 de@ler %nsmt@ of t@ls co@loted with the straight formulation of iprovalicarb
(50WG). Q @

PAIR2" proééSs % § <

Based udl@§rese§%d 1@s AIR2 d0s51er new MRL calculations are presented below.
Calc T&nons re r@e a@gﬂﬁding to the statistical methods described in EU guideline 7039/V1/95 and
..-;?-' BA- @’mde@e Part IV, 3-6 (1990), using methods I and II, as well as according to the
L calculation model.
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e Grapes

Numerous field residue trials with various formulations of iprovalicarb and slightly different use @" S
patterns were conducted in grapes in both European residue regions. When comparing the resulgs; it i &
evident that final residue levels are generally higher in the north, with considerab}y higher -@%

residues. For example, residues of iprovalicarb a.s. in all bunches of grape sagaples taken af 28 da

after the final application were 0.05-1.7 mg/kg in the north (median 0.45 mg)/kg) and <O§ @@\ &

0.76 mg/kg in the south (median 0.16 mg/kg). This trend(is evident at e{e\?fy samphng@hterv& Thué\’

the critical region for the calculation of the MRL can be Yefined. Q § é\g@ &
O

Since residue values for bunch and for the grapes t@elves (des ed frult @%eme@ aree ; @g}

virtually the same, the results for bunch can be u@w or the cal\ulatlon@ Q &

@
c&g@’ a@nd Rﬁf wef'§
combined and considered together for MRL Qlcul@@ ns. é}’ @& ©@J ('S o
W\% © \@ @Q A\ S © @j @
Northern European residue re & \ @} ° & %”\9\ < % ©§
K X VO @

<
Application rate 150 g a.s./(ha Xm%@zage@ezght%and aPHI @&% da@? @@ @ @9

R @
In 15 trials, either the product SZX 07&5@& F@)et WP@@the oducts ZX 2 Azoxystrobln
325 SC was applied to grap@§0ne to twm@phcatlons were mg! 8 in tie pr éoweru@ stages at
application rates of 0.09 kgglprov@arb@ an ur to Hx apphcatl@ p%
0.15 kg iprovalicarb/ (haM fo%ge }}% t) @ {°

Residue values from trials with the same use pattern with reg@td to@&pph

owe?@g at rates of

©)
While the post-flow, g rat@)er@etare @nd m§‘ o mght@ma@ consgﬁlt the actual amount of
active substance 1ed &a gw@tma@@xpr\ssed ingvo dnm@s i.e.&g/ha) can vary based on
the height of tlne the t%st pl t, SO t Vary;z@ absoRite Ao nts.of active substance are
directly com@able '@th @anoth@ P&st- 105@9 sprays wete at rages of 0.24 kg iprovalicarb/ha in

Germany (% m "leaf wall" he@@) and@ 12- @5 kg @’rov@carb/@n France (0.8-1.25 m leaf wall).

Iprovalﬁi&b residues @%und@s tak§8 s af@Q‘[he Iﬁﬁap&@atlon ranged from 0.05-1.7 mg/kg.
A summary of the&@\ltm‘g}/IR@alculz@ons mg\hobelovén Table 6.7.2-1.

o & & & &
Table 6.7. 23§’ Iprllca@/gra’p@s - Q@lm@ re due values for a pre-harvest interval of

% 28 days @ s1d@ region, core rate: 150 g/[haxm])
@7 @
Method I (ali Values) o~ @\ 1.97 mg/kg
\y\’ Méthod @5%)\(,1«@3111;1@ S 2.20 mg/kg
ECD & <O A 3.0 mg/kg

S 0.05;69;0.13:4 ,0.34&38,0.3'0.%;0.47;0.60;0.92;1.1;1.2;1.5;1.7 mg/kg
@
S . @
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Application rate 120 g a.s./(ha Xm foliage height) and a PHI of 28 days

In twelve trials, either the product Folpet & Fosetyl-Al & Iprovalicarb WG 79, SZX 0722 & Mané@

zeb 66 WP, or SZX 0722 & Tolylfluanid 43.5 WG was applied to grapes. One to two applicats

were made prior to flowering at application rates of 0.048-0.072 kg iprovalica
applications in the post-flowering stages at rates of 0.12 kg iprovalicarb/(ha x@i foliage heié%().

While the post-flowering rate per hectare and meter vine height remains e@%stant, the a&@al
active substance applied in a given trial (expressed in t\v@mensions, %

the height of the vines on the test plot, so that Varying@bsolute amo
directly comparable with one another. Post-blossm%rays were @ate@g@

valicarb/ha (1.0-1.6 m leaf wall).

Table 6.7.2-2: Iprovalicarb/grapesQ@fna i mit\e%du

28 days (norther Buropean residue regio @re : 120/
ra Européan res m Cdre pate: 12

: o o &N S
Iprovalicarb residues in bunches taken 28 daykafter lasi;\g%phc&%%n red frot
0.72 mg/kg. A summary of the resulting ]&1

R

S

S

i

@

> O

\\ &
alua&%r a

@. kg/ha) ca@ary%se
1@ of active %@staare
i@'wi keipras>

atioéﬁis sl@@/’n betow

a, and three®

of 0.1

R
@

9

N
<0.0$ to
2.5

in'l@’t)e .
] 1@&72@

Q"
S
e-h Qest i

[

Method I (all vajpes) «

4

m])&@)
©) (CIERAN

Method 11 (?@% qﬂl}alﬁle) X .

4 08Pmeke
1 osopbkg &

SIS
&

OECD

9

O

S

91,50 mg/k>

<0.05:0.08:00:0. 14&%.22;0

N
¢ s
)

STMR: %026
HR: 72

&

NS

S

N

<

NN

@
%;0.29;0§i2;%@3
$

63;@mg/§§

< 9§

S
& &

o,

A

l)a%da

@
N
PHEOf 20521 days

Application m@@?w-& g a\S.&/(ha/%m fol@e hej&h
(&3 © RN

> 9
In nine tria@the prg@uct SZX 022 & %ppe%éj
applied@rapes. Fou{}bpl

0.168

iprovalicar% a.

O
ST

&

N

WD

N
Iprovalicarb resi@s in_unch akel@O/Z Lé@s afte? thedgst application ranged from 0.11 to

1.5 mg/kg, when usi [l datas repprtedSHow T, 1
hep usingll dgtoas rapprtedey

RS

&

Ko
rval ©f

@
Waror Fé}l%@pice & Iprovalicarb 440 SC was
i@w\gi’ons@yre made po§t-floweétin "\j@ lication rates of 0.105-
Op Sttloye % pp -

trials with Fluopicolide & Iprovalicarb

440 SC, one'fial wds'co @ﬂna«t@#wit i row@earb {ef. section 6.3.1). If the iprovalicarb levels

from th;@trol samplesr§ th@ial @%

0.70 mgikg; if the tri@&kis egs)@le compl
MRIxgalculations is Sho elowitin Taile 6.7:2+3.
& feShoufbcloyin Ty 62

Table 6.7.2-3: @provalicarb&raﬁ— n@(
S 21 days
@ d%s (@her ur

@

©

Q

(@)ean residue region, core rate: 120 g/[haxm])

, t@\HR is 0.58 mg/kg. A summary of all resulting

imum residue values for a pre-harvest interval of

subtr@ted&tg% highest residue value in this data set would be

%o S
@& @n@ Qg@a sg&sged *: A B C
Me&@l (%@alu%@% AN 0.73 mg/kg 0.90 mg/kg 1.71 mg/kg
)@hod 1Y75% @anti@ 0.68 mg/kg 0.94 mg/kg 0.94 mg/kg
éECf,I@Q 0.9 mg/kg 1.5 mg/kg 3.0 mg/kg

* sets 'W, "B", and "C" refer to the inclusion/exclusion of data from trial R 2003 0350/5 (cf. table 6.3.1-35 for explanation)

0.11; 0.22;0.25; 0.27;0.28;0.28;0.36;0.58;1.5 mg/kg
STMR: 0.28

HR:

1.5

o

&
&
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Qb

Southern European residue region

”%

Application rate 150 g a.s./ha and a PHI of 28 days @
O @

@

In ten trials either the product SZX 0722 & Folpet 43.5 WP or the product SZ§ 0722 & Az&ystro@n

325 SC was applied to grapes. One application was made in the pre- ﬂoweglg stages at § apph tlon@@

rate of 0.09 kg iprovalicarb/ha, followed by four apphcat@s post ﬂowe(\}fg at rates q@ \ é\”
@

§

N o &
Iprovalicarb residues in bunches taken 28 days after, @e last apph%ﬁon ranged f@m <0. @ to ©© @q}
0.76 mg/kg. A summary of the resulting MRL ¢ %atlons 1S shown bé@w 1nQable@7 2-4@ @}

%" é@j R (O @6 N N
Table 6.7.2-4: Iprovalicarb/grapes — ma@nm&@esnd@ valu@ &forﬁj e-h@Fvestinteryal of o °
28 days (southern Euro&%n r&%uea@%mt&}c e I%e lé@g/ha)© @ @

Method I (all values) Q qs% 9 (&&7 mgé% f
Method II (75% quattile) @ < 08 Lm@kg 3 &
OECD N o 9 O @ng/l\&g@ O OXEEAN
<O.05,<0.05,0.09;@J0 14{8,17;0.23;0 3L3/0 62; @6 mg/&g @%
e O N T TN

o O N O Q ©

~
s &

Application rate 1 2{@& a.s,/ha an@@ P 28 d@vs ©§9 @ © &
sthe grod ol G 464
In 13 trials, eit @thf@@duct ﬁolpe&& Fo%y Al& Ipro?@h§ G 29y SZX 0722 & Mancozeb

66 WP, or Foyl- Ipr@ahca@ & Mancoz @ 1w, app]@d to grapes. One to two
applications;were made glor t%@)wen&g @hcatl@i ratgs of 0.471-0.12 kg iprovalicarb/ha,

follow three a catio ost-fowering at r of k rovahcarb/ha
sakby three applfeationi(p o s o012 ke

Iprovalicarb res;ﬁu@\n btﬂg\hes@{en 2§ays@er tlig, last aﬁ}lcatlon ranged from <0.05 to
0.38 mg/kg. A 2of t sul M calculatlor@ shown below in Table 6.7.2-5.
gfpd My

0.15 kg iprovalicarb/ha. Q @ &@

%
P, |
&

@ O @ I
Q
Table 6.7.2-5: Iprovah@b/§ es Qna 1due values for a pre-harvest interval of
@’ 28 day@(sou@ rn Eﬂop@ res@e region, core rate: 120 g/ha)
N Method Iall val(es) Q@ @ 0.49 mg/kg
Method 1l (75%quangile) <~ 0.51 mg/kg
@ OEEY) J\§y @ o% 0.70 mg/kg
<R ;<0.05® 6;0.0@.07;0.P@.17;0.18;0.21;0.21;0.30;0.37;0.38 mg/kg
¥ ﬁ“ W&
RS IS
o

Appllc@%n rate 150 g a.s./ha and a PHI of 20-21 days

In four trials, the product SZX 0722 & Tolylfluanid WG 43.5 was applied to grapes. Three
applications were made in the post flowering stages with application rates of 0.15 kg iprovalicarb/ha.
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Iprovalicarb residues in bunches taken 20/21 days after the last application ranged from 0.12 to
0.31 mg/kg. A summary of the resulting MRL calculations is shown below in Table 6.7.2-6.

Table 6.7.2-6: Iprovalicarb/grapes — maximum residue values for a pre-h@rvest interval of S
<

21 days (southern European residue region, core rate: 1307g/ha) s N
<
Method I (all values) A70mgkg " \© o\@ é\g@
Method II (75% quantile) §0.62 mg/kg @@ @g}g @\ v\g@ &@
OECD < 0.80 mg/kE & QQ SO
0.12;0.27; 0.30; 0.31 mg/k R AN © @
STMR: 0.29 o Qo? N @@ ) & © @}
HR: 031 . @ N @y 6\ v,
A A T S
SR S @ 5
& &g

Application rate 120 to 126 g a.s./ha an@ P&&Z@dav@ %

In 15 trials, either the product SZX @2 &;@bppe@ﬂ 1\@ SZ«%WZ & Fe& ‘§ 44 WP or
e

Fluopicolide & Iprovalicarb 440 %was a%hed% grap F@i‘ to @ ap tio retmade post
flowering at application rates o @6 k rovarb &
CREASIIL @g% &

Iprovalicarb residues in bun&b,@es t ken 20 dayiafter he ﬁna&@fyphcgﬁon r(%lged fr@n <0.05 to
0.58 mg/kg. A sumrnary @hthe r@lh@R@cuihons is showﬁ@elo@n Ta&@6 7.2-7.
% S 6 & ¢ 2 & - &
T D L =
Table 6.7.2-7: Ip@ahc&rb/gr@ AQ%’axm?}m residue @lues for a e-harvest interval of

@da&@out{&'n Eu%peimesume reg@ coérate@ 20 g/ha)

@ M%@d I&@value@} K & @00 6 g/kg@

o\@ Method ]I (75‘@%&;@ @ v 0@ mg/@
AL OEC@U SN e O] =090nke
80@%0 1@@0 140@0 14@\1; 022&@7 03&9%7044058 mg/kg

X

F RN

S S & & &
As stat rev1ously, e valuel repm@ed a@e are sed on the residue values reported in grape
bunchgs. In Table@ 2-8 %bw,@e res@%s argssummarized of all MRL calculations for each use
patﬁn and, in add1t10n for bo@%om %1‘[16@2 unches and the grapes themselves).

©@

N
Based on the rope;%f‘mo for@L cai@ﬂlatlon in which the highest calculated level would be
2.2 mg/kg (450 gsicore T, hemls 28-day PHI), but also taking into account that the fact

that the est idue@-IR) @hese (and all) trials was 1.7 mg/kg, an MRL of 2.0 mg/kg can be
proposﬁr@pe@ his \?@ue is the same as the previously published pMRLs and tMRLs for
ip@ 1ca1@% grafpes 1n$e EU. Using the OECD calculator would technically lead to an MRL

pro os§§ 3.0 mg/kg. However, since the values used for the calculations are all results of European
trials to=Cover the European use, and since this is the only use of the product in grapes relevant to trade
in Europe, it is proposed to set the MRL according the European principles.



Page 77 of 92

B
Bayer C]‘Op Scien ce 2012-05-17

Tier 2, IIA, Sec. 4, Point 6: Iprovalicarb (SZX 0722)

Therefore, BCS proposes to confirm and maintain the EU MRL for iprovalicarb in grapes at its

current level, 2.0 mg/kg, as it has been since the initial evaluation. @o S
. 5 &
Table 6.7.2-8: Summary of MRL calculations carried out for the differ use patte@@ wi@
. . . o e O\
regard to use rate and PHI) for iprovalicarb in grape gmmodltles Q %@ %
Applicati STMR)| HR MRL
. | No. of PPREATON | portion " ® @ (mg@}) AN QT d&tails
Region | 0 (g DALT X S Q" |daaSer' | §
trials analyzed R @ Q oin..
as./ha) | no. (mg/kg) | (mg/kgf "EUT | EXLI D | L
q Ol Table
15 | 150%* | 58 28 @@%0.45 1.70° Y7 02204 WS | 629
12 3-6 28 | p26 |72} ogov| ogy [ Bs [
EU-N
- Q| @285} . @% Q03 | aqpes | 094 A .
9 4-5 S 21, @ 0280 0.90 b 0949 1891 & | O
B‘mcgy}v | pos Cﬁ so< [ 1P| oo |30 | Sc
ol s & w8 016 036 | 097 [L081 go1s P
tus L4 3 | &7 2t 0% | 031 §50.709 0.620] 082
T3 5 |V o 20 | o 5038 040 | oS | 07
120 RN S
15 a7 o2 D014 [ 0gR | 061 |70 3 09
<) & < NN Table
15 | 150 |58 | & & 282" 0.4 | 130 159.] 18 | 3.0 67201
8 ol o @037 071 | Bl [&p1s | 15
EU-N Y 0 TR S A
b | TS @ S 028> | 633 EN144,.PD 096 | 1.5 -
7 4.5 & a7 @3 @13 | 18 | 186 | 20 | B
S ¥ o rapésg N N @J 5@3 6.7.2-12
KN (berries) | 5 031 1 30 | 186 | 30 | C
10 ¢ S ©1 © 28] 049 | 66 ¢, 08 | 087 | 15
% 309 | 2 | @7 4 03 057 | 061 | 08
EU-S - 2
9 el 4 & 0125 o@s | 036 | 039 | 05
10 | A, |as s, @ers] 017 |6l | 074 | 063 | 10
& S & S ik | 045 ¢ 170 | 197 | 220 | 3.0
o N & O [Omin @ 012> | 025 | 049 | 051 | 07
Q O ©© @apesQ max)” | Q41 170 | 250 | 1.86 | 3.0
) cam (002 | 025 | 036 | 039 | 05

Maxmugn values for any giv iven par:

EU-N= n(@m European ue region; EU S = south xEurop@ residue region
é’er are @own in @gld ty@ce

* DALT= days after last treatr@at
** gas/(haxm fol@@ height) &
T sets "A","B", dad "C" %ﬁto thy lu51 ﬁlumonQdata from trial R 2003 0350/5 (cf. table 6.3.1-35 for explanation)

A @
@& @é% ©© §9 Q
The de@ecﬁculaﬁ ns aresented on the following pages for the two "worst cases" (use patterns
whigqesul g &st calculated MRLs for bunches and for grapes), as well as for the two
caéés inVQ@ing the excltsion/inclusion of data from "contaminated" trial R 2003 0350/5 (as explained

in sectfr6.3.1), in Tables 6.7.2-9 to 6.7.2-12.

(Detailed calculations of all permutations can be provided upon request.)
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Table 6.7.2-9a: Values used for calculation of MRL proposals for iprovalicarb in grape bunches

after application of 150 g a.s./(haxm) (5-8 times) and a PHI of 28 days in th@o S
northern European residue region N @@
Active substance : iprovalicarb Crop group : berries a@mall fruit @® @
Portion analyzed : bunch Commodity :  grape @, AN . S
Target value : MRL PHI : 28d Q N
3 O & .2
O & >
Residue . @ | Areg)
No. | Crop |DALT | value Plot No. /| No. of | -y t)Ye Lroduct @%ou S
/kg) | Study No. applic. < Q % S i Q)
(mg/kg) @ & @ Q Ry 1c.it}
1 | Grape | 28 | 010 | 023897/ | 6 @P 43.5 | SZX 0722 & Falpet ranc(% P
RA-2129/97 ~ Vi 435 S
2 | Grape | 28 1.2 0701-97 / é @43.@\& S@(ﬂé@ Fol]&%@ Ge;ﬁany N
RA-2129/97 S @Q 5 A D ok
3 | Grape | 28 | 047 | 0702:97/ V6 W33 >§x 22 &5@@& Fran §
4 | Grape | 28 | 092 | 0703 Qi% Ayp 43dy %x g&? @mar% F
RA-242997 [’ % 25 &
5 | Grape | 29 | 045 076‘%97 & 6@@9 \)@13.5 &) 52@22 olpgfI] Frince | F
| R&-2129797 S &@ @Q WP 435 & &
6 | Grape | 28 15 077597/ 55 SCs [ < 52X0722& |Germany| F
& | RAQI41/9% Azox§trobiitSC 325%
7 | Grape | 28 L 76-97 @S\C @325 . SZX 0922 &3 |Germany| F
& 2440197 O o7 | Ajoxystrobin SC 395
8 | Grape | 28 @17, 0@97 i s SEI5 @ SZX 072 % Germany| F
SO [RAZIRT| < | 09 O] AzghystrabifsC 325
9 | Grape | 287 | @13 %77%5 / Jos L Ssc 325 SZX0722 & France | F
O & Draodinh & & zoxy@irobin SC 325
10 | Grape P 28 | 005 | 97799 | s@sg  @Zx02& France | F
QY K @.-21 7 L Aoxystrobin SC 325
111G 28 [50.38°~] 106598/ AV 8 L sg325 RS szx0722 & G F
rape Q\) N 6\59 q N % N . ermany
% 123/98 @ Q Azoxystrobin SC 325
12 | Grape | 282 @ 531987 |- ¥ | €8C 328 SZX 0722 & France | F
RS @%A 21939810 , (O O | Azoxystrobin SC 325
13 | Grape{ 28 | 0.60y @z 98/ %@ 325 SZX 0722 & Germany| F
& ) 212898 | A % Azoxystrobin SC 325
14 | Grape | 28 Q031 533-98/ k8 40°SC325 SZX 0722 & France | F
%, . {Q\% RA@m/%g Q Azoxystrobin SC 325
15 | Grape | 28 .| 054 | @534 S| sc3s SZX0722&  |Germany| F
R AR s Q Azoxystrobin SC 325
"as shown in th 11 s@@\@rles @ = @
DALT = daysi T last tment @) §9FL @ulanon F=field use
@ @ ©
AP .
& @@ Q)N Results presented on the following page...
& & R
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Table 6.7.2-9b: Calculation of MRL proposals according to BBA Guideline Part IV, 3-6,

January 1990 @o
Method I (Weinmann/Nolting) R 0.643, Q@
(all values) s @b &@1 ©)
k v ®2.566\©
Rmax=R+k*s % . O 1.9§ K4
Method II (Wilkening) R (0.75) o 4 koo o
(75 % quantile) Rber=2*R(0.75) &2 @ [\§.20§\§ﬂ O
@ N Q RO
Q % @ & @) &@
Summary of results: Q) Q} \@ \ %@ @@
Maxi ) . VRN RS w\f@; O N L
aximum residue values for a pre-harvest 1@211 (é@fﬂ d@}ys @% b@ @Q « A
% o
Method I (all values) 1.97 mg/@% N4 \@ @Q 5 & SEV @
Method I1 (75% quantile) 220 mgikg > o < & oS Q x ©§
STMR: 0.05;0.10;0.13;0.31;0.34;0.38;(@;0.4&%47;0@’;0.9@;1.%%5;1,7@@ & @Q .
@ A S S @Q NN
o © O & &© Q O S
Sty e Bhccnag
Table 6.7.2-9¢c: Calculation of MRL prifposals according t CI¥Calcylator
& \j@ @Q v A N N 2
Total number of data (n) °\%) 2) 15@ 4 Stand@%deviﬁﬁon (%@ {2\7\’ 0.519
Lowest residue % @ 9 @05 f@ Per&@tage(% cengored ) 0
Highest residue & v ﬁ(@ \®@ 1.7 @mber@gf non-cétisored data 15
Median residue <y Q) ((:\ S 6450 - %orre@bn f%ﬁr fo@%soring (CF) 1.000
5 B " 5| Goas] 0 & ©
T Y%
R A S
P AMRL estimg}2 @’@ @ SR N
ropos es m@@e S @@ N o

0

Highest residue @ > &ﬁmg/k@ «;o;\ & g\
Mean + 4 SD @Q @ ©

CF x 3 mean @ Q
Unrounded ﬁL ©

Rounded o 2
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Table 6.7.2-10a: Values used for calculation of MRL proposals for iprovalicarb in grape
bunches after application of 120 g a.s./(haxm) (4 times) and a PHI of 21 d
in the northern European residue region

.
g
W o

Active substance : iprovalicarb Crop group : berries @ small fruit @® @
Portion analyzed : bunch Commodity : grapegy AN . S
Target value : MRL PHI : 21 Q N
% R
. N S
Residue . 9 N ) @
No. | Crop | DALT | value Plot No./ | No. ?f ﬁ- Q‘oduct @QCO Yy % ' .Of §
(mg/kg) Study No. |applic. &Type %, Q applic,
© § @ Sl
1| Grape | 20 028 | 019497/ | 4 \WP245| sZX 0722 & France
RA-2131/97|

\copp xycg%%)ndeé \% %@&
LS

2 | Grape | 20 0.11 | 019597/ P 4« TWP24%s 07@0& Cu@’s SFrance=\
RA-213(}£% b\@' \@ soppeg oxychlQride) © @
N B WPU9 w S

N
Y% \ @)
3 | Grape | 20 0.36 | 066697 /5> 4 «JWP 243 $2X07 any®  F
RADI3IS[ . < § @’pp @@;ﬁﬂ
S o %’P us P

4 | Grape | 20 0.28 g 073&;36/ 74 WP 2@@3@ %0722@ Cu @ Germany | F
N RA%MZ% Y 2 yehloridd) |©
@§ @ 24 % (&

5 | Grape | 20 | ..022 K%)731@}6’/ 1§

qWP 2 SZ?Kg\an‘@Cu Germany F
9 ™ @ RA%I 42/9@ 6@ . § gopper o&hlor§
@ 1> |O Fpus
6 Grape 2 1.5 OP350503 / N 4402 AE C638206.01 SC40 | Germany F
§f T %-2%?9/03% NI S
c S| @
0

7 | Grape ©©21 Qb

@ w  |[RA-2420/03|, Q D @ Al

2 | W %ﬁ SE 440 | AE C638206 01 SC40 | France | F
4

i

8 Gra&e@ 21 é}p.s 100803/ [©
)

Sc 40 @638206 01 SC40 | Germany F
SRapo03| (& & A\

@ 3, @ 2,
9 | Grape 2@ 025 |X3004- @) L # SC 440Q§xE C638206 01 SC40 | France F
RA- 2003)0" P° g Al
DALT = days after lastkgeatm D 0 D FL ‘@rmul on F= use
Footnotes: @ @© N § § (@
1 - as shown in tﬁ@ler 1 SL@mar I @
2 —value "C" ig the value as repon%m thi \l Q )
3 — as this trjiglwas "contaminated" by 1n@ectly :“‘red ip \%lcarb;%a ue "B" reflects value "C" minus the residue level determined in the
control sai N & @
~ N S T @ S
® & R 0o
@° & @@ Q& Results presented on the following page...
& 5
IE e
& &S
o N
{x’ O @ RS



Page 81 of 92

B
Bayer C]‘Op Scien ce 2012-05-17

Tier 2, IIA, Sec. 4, Point 6: Iprovalicarb (SZX 0722)

Table 6.7.2-10b: Calculation of MRL proposals according to BBA Guideline Part IV, 3-6,

January 1990 Ty
Lo & &
ata set*: A B N (g
Method I (Weinmann/Nolting) R 0.294 0.339 @ 0@@8 ©P
(all values) s 0.135 0.1850 422 o
k 3.188 300 Dpzy |2
. . )
\ N
Rmax=R+k*s 0423 gooor s 1906 gl @
Method I1 (Wilkening) R (0.75) (0340 O 0.470 %@ D470 @ S
(75 % quantile) Rber=2*R(0.75) @y.680 § 0.940 @ Qﬂ %)
* sets "A", "B", and "C" refer to the inclusion/exclusion of data fr@ﬁ R 2003 035% (cf. tal@v% 3.1 @n 6\ @ for @lanatlo@
<
RS NG NN
Summary of results: Q @ % @% O @ AN
Maximum residue values for a pre—harves@%temé@of ay& % § @j @
o, O F Soos s &

data set*: Q N 7, @\E %, é\? gy < S}
Method I (all values) (&@ mg/@% \Q 0.9&,mg/le&@7 @@1.71@ Dg/kg S %@9
Method 1 (75% quantile) Dosmgke ¢ @94m O OBmIE

Lo T O &
STMR: 0.11;0.22;0.25;0.27;0.28, .2&0.36,0.@8* £70/C2‘%\p1 35) & &
* sets "A", "B", and "C" refer to the@@clusion@clusi%\& da@ trlei R 2003 0350/ 5(c mes 6@35 ang\:Q2 -3 for explanation)
B S N
@ o © ¥ .9 & . .8
Q< o0 S X Q &
@ NN Q & N @© &2
Table 6.7.2- 10@ C latloﬁ of %RL p@msal&%ccorﬁlg E(}&alculator
S @tas@cn*p eSS e
. < & ©

Total num(lg\r‘@of data (n) 2 \&\9 f@\& 9© A Sta de&ig@fon (SD) 0.422
Lowestfesidue 2 S Q9.1] Q Pe%%entagg@f censored data 0
Highest residue %@% AN f?@ I 1% @%i\m@r of non-censored data 9
Median residue @ @ @5/ &> - 9280 IS Cor@%ﬁon factor for censoring (CF) 1.000

Q Y QO K¢
Mean @@ @Q m@ N ©0.4Q

R
T N
Propos@\/lRL estin%%es ) &@ ©\
N da?ﬁ*ﬂset*é@@ Tad & c
Highest residue @,* &QO 58@g/kg & 0.70 mg/kg 1.5 mg/kg
Mean + 4 SD@& \%“ 0:835 mglke 1.081 mg/kg 2.114 mg/kg
CF x 3 meag éw o §).881 he/kg 1.017 mg/kg 1.283 mg/kg
Unrou M © Q 0.881 mg/kg 1.081 mg/kg 2.114 mg/kg
Rou-@d M Q‘j'* @ s, 0.9 mgkg 1.5 mg/kg 3 mg/kg
¢ & T

* sets "A@ﬁ“, and "C" refer to the inclusion/exclusion of data from trial R 2003 0350/5 (cf. tables 6.3.1-35 and 6.7.2-3 for explanation)
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Table 6.7.2-11a: Values used for calculation of MRL proposals for iprovalicarb in grapes

(destemmed fruit or "berries") after application of 150 g a.s./(haxm) (5-8 - S
times) and a PHI of 28 days in the northern European residue region \@ @@

Active substance : iprovalicarb Crop group : berries a@mall fruit @® @
Portion analyzed : berry Commodity :  grape @, AN . S
Target value : MRL PHI : 28d Q @
- O & 2
: NEES
Residue 1 © @ NN @ @
No. | Crop | DALT | value Plot No. /| No. ?f RL- Product @QCM@y %Of S
Study No. | applic. §Type @) % applic. ©
(mg/kg) 4 o Sl F ™
1| Grape | 28 | 007 | 023897/ %@WP 13.5] SZX 0792 & Feypet OFrange | &>
RA-2129/97 RN 43@, R % &
0 \Y)
2 | Grape | 28 LI | 070197/ 7 6 @WP 435 $2X 07 Folpgt Germanp| - F
RA2197| | @ |Q WP o &Ll &
N
3 Grape 28 0.38 07027/ \\6 EVP 43§> SZ?ZZ«Q@OIp@a Fgance F
- . D
R‘@?@W & &l VBRI | d
4 | Grape 28 0.42 Q703-97W | ‘& |WP43.58SZX @2 & Folpet }%err@%' F
2129197 ¢ @? &@VP# ((\\@ S
(@

w
5 Grape 29 0.3@;8@ 0785-97 6 O WP43.5 @( 0722 & Fo@t é’rance F
RA-21299 @% Q A %g 43.% e

7 S N
6 Grape 28 °~).93 % 077597 / Q§5 @@ SC 3@@@ *SzX %&@y\’ Germany F
SR RAGI419T) &Y Agoxystrobin S35
7 | Grape | 288 12 é@%@ S |§E325)  SAX0722% | Germany | F
o - D
w@ Q" < |RA-2141/97 RV Azgxystrolfi SC 325
3 | Grape |28 Q® 13 037797 s SE,325 S szxom & Germany | F
D] ,RA-214%°97 .9 < DAzox§étrobin SC 325
2 2 Q
9 | Gripe'| 28 0108 07897/ 5 sc \‘@’ZX 0722 & France F
A v, O [RA2MIE O N Kloxystrobin SC 325

O N
10 | Grape | 2897 <005 077997/ - 328 T SZX0722& France | F
9 S RAZ$41/974, & | Azoxystrobin SC 325

IS
XTI
1| Grape 28 ¢f 047 &@5”31-%@ & 55| szxome France | F
> C?&AQ@ 98| S @© Azoxystrobin SC 325
) L
12 G@ 28 |9 0.65Q© 15%-98 & 8V SC 325 SZX 0722 & Germany | F
N RA-2123/08| Q Azoxystrobin SC 325
13 NGrape | 28 | @926 o} 153398/ B8 | sc325 S7ZX 0722 & France F
@° A |RAG123/98 Azoxystrobin SC 325
& b}
14 Grapeé© 28 “Ys34-8/ | 8 |sSC325 S7X 0722 & Germany | F
Y @éa £ 38 RA-2123/98 Azoxystrobin SC 325
15 @e 928 & 047 | 106598/ | 8 |SC325 SZX 0722 & Germany | F
N @3 S0 [RA2123/8 Azoxystrobin SC 325
! a@ﬁjwn ir@"ﬁer 1 summari§
DALT = @ after last treatment FL = formulation F= field use

Results presented on the following page...
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Table 6.7.2-11b: Calculation of MRL proposals according to BBA Guideline Part IV, 3-6,

January 1990 @o >
Method I (Weinmann/Nolting) R 0.5 (7
(all values) s @b & (@)
k v ®2.566\©

N4

Rmax=R+k*s % .91 5§ 4

Method II (Wilkening) R (0.75 Y o & 0930 o | @
(75 % quantile) Rber=2*R(0.75) @Q Z [\§.86@§ﬂ S
@ N Q NS

Re b s S

Summary of results: Q) N @ \ %) @@
Q @f@j %\ @ 6 o\ %

Maximum residue values for a pre-harvest in@val (é@fﬂ d@}ys @% 6@’ @Q N AN

% o
Method I (all values) 1.59 mg/kg%% \@ \@ @Q % ©© © @j @§
Method I1 (75% quantile) 1.86 mg /¥ o < & oS Q x ©§
STMR: <0.05;0.07;0.10;0.26;0.31;0. 38@8 0{%0 42, ;0.685 .93;«@21 2§ @ @Q

o & &

Q@@©§ S
S SEESERS
@@\@@w@@% o

Total number of data (n) \ & 1@ @;\Z tan%% dev1at10n (&D) (ﬁ(\@ 0.411
Lowest residue é\” 6@% S o 0.05 S Pil%entag@ ceg{%@;ed dil%a 7
Highest residue & & @ NS 1.3 ~ @mbg@f nog-censm@cﬂl data 14
Median residue @}? ™ N &NIO & CorreEt{on r fg{@nsoring (CF) 0.956
Mean @@ U@U @) © %%5@% [(\@ S @
N Xy
N <& & ISR S
Propo@MRL estiréfe ) o o = .9
SRSV NI
Highest residue NS g/kg v
N N v O

Mean + 4 SD @@9 @@ R .1?@@/@»@\% S S
CFx3 mean© @) ©@ 1.537 mg/% N
UnroundedyMRL (& @ 9 mﬂ%@g &

Rounde@ .9 @ me/k@ @ @\%

N AN NS
R R . @ @ N
S & SR
& ° &
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Table 6.7.2-12a: Values used for calculation of MRL proposals for iprovalicarb in grapes
(destemmed fruit or "berries") after application of 120 g a.s./(haxm) (4 tigs) S

and a PHI of 20/21 days in the northern European residue region N @@
Active substance : iprovalicarb Crop group : berries a@mall fruit @® @
Portion analyzed : berry Commodity :  grape @, AN . S
Target value : MRL PHI : 21d Q @
n S o 2
Residue | & @ Q @
No. | Crop | DALT | value g tl:l)(ti?l(:l.o/ ;(;1?: E -e @Q‘oduct @ Cou@y %Of §
(mg/kg) ' > o QP

1| Grape | 20 | 025 | 0194-97/ %@ WP 24.5| SZX 0752 & Clas @Eran% &
RA-2131/97 @Xoppe{ oXyc ride@ 'y N
P SRR ~ S

@
O &
2 | Grape | 20 0.10 | 0195-97 4> W5 @XM@& u(as |OFran g,
N o &

RA-213497| ° N h CoppeRoxyc ide)%
%\\@o& WPmsﬁ@&g§

//W

3 | Grape | 20 033 | 065697 /& 4 WS @x§§ g@y @%rn;i% F

-2131 Nco xycldgride
@A ) coppeoxychdgride)
2 & S PUs | &

4 | Grape | 21 CZ:‘I;Q 0350-03% 4 U 5840 A@}é&@% 01 3940 Germany | F
1 241@3 o | @ S @Al

7
5 | Grape | 21 %9.23% 1001@3/<§4 @2 SC ©'~ AE&382@@01§0 France F
RADZ420/08) & N O W Al

& o S >
6 Grape 2@ &93 §OOZ§@/ Q @ 440gy AE C6§{320 01 SC40 | Germany F
S RA 2%29/033 . @ \YZ’
7 | Grape ©©21 Q§ 0.3 0%@ & 86440 @% C6@8206 01 SC40 | France F
T RA4 N S
& IS A v@

DALT = day: fter last treatme @nulatloﬂ F= ﬁgbguse

Footnote%@g & § o @Q Ry ©\

1 - as showrY in the Tier 1 marles" @ \ K

N
2 —value "C" is the Valu@&poneﬂgn 1s LN S

3 — as this trial was co inated" by in @ctlya dlprO\@’carb V@e B@ﬂects value "C" minus the residue level determined in the

control sample R Q>
@ ©© @? @ ©\ ) § v

Results presented on the following page...
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Table 6.7.2-12b: Calculation of MRL proposals according to BBA Guideline Part IV, 3-6,

January 1990 o
LD
data set*: A B CA §
Method I (Weinmann/Nolting) R 0.358 0. 469@ 0@1) @@
(all values) s 0.292 0399 REEN
K 3.711 %@1 . ©3.f}o<<r§ “
Rmax=R+k*s 1440 @§1.811 o S o
Method II (Wilkening) R (0.75) o 0:480 OF 0.930 %@ D9304 S
(75 % quantile) Rber=2*R(0.75) | <©0.960 4> 1860 O Ry, 860°
* sets "A", "B", and "C" refer to the inclusion/exclusion of data fr%@ﬁ R 2003 035% (cf. tab@?% 1 3@r ex&@lon) @
N 9 F O ~ -
Summary of results: Q @ N & Y @Q
TN A SR S
Maximum residue values for a pre-harvest imterva of\&L dayb &% ®

7N ) N &

data set* Q@ QE%\ w\g@ y 5 ;o\g© é\ﬁ\ C > éﬁ Q

Method I (all values) 1. @g/kg@% °\©1.81‘2mg/kg®\@7 @@50 g §y ©
Method II (75% quantil 095 1 85 mg/ O'1.86ng/kg O
etho ( quantile) o nw;%g @@ & mg 1@ g @

*

w
aQ
=
w
>
o«
o
=3
oL
Q
—
[¢]
@’
=
-
o
=

é
(<]
o
(=1
w
<4
=]
o)
o
<R
=1
w
Z
o
8
S
=
=.
o
=
=
3%
(=]
S
W
S
[os}
[v3
(=)
=
W

—

éo

(¢
=)}
(v
S
=
m’é
=3
2
=}
=

=

St
> & TR Q &
§” N § N \@ & 2
Table 6.7.2- 12@ C latloﬁ of %RL p@msal&%ccorﬁlg E(}anlculator
S @nglory L7 5 4 @
@

2.

Total num(lg\r‘@of data (n) & \&\9 f@\& 7© & Sta de&ig@fon (SD) 0.573
Lowestfesidue 2 S 0.1, Q Pe%%entagg@f censored data 0
Highest residue %@% AN f?@ I 1%7 @%i\m@r of non-censored data 7
Median residue @ @ @V &1 . H:310 IS Cor@%ﬁon factor for censoring (CF) 1.000
Mean @@ @© m@ °\U ©0.55\\0© K
S} 9 %Q 4, & &
Propos@\/lRL estlQ%e ) N © &@ @\%
\y\’ data‘%t* @ o\@é Q@ ©©\ B C
Highest residue @,* ¢ 0.93 nigrkg 1.13 mg/kg 1.7 mg/kg
Mean + 4 SD@& \%“ 1524 gk 2.048 mg/kg 2.841 mg/kg
CFx3 mean é&a @@ 75 midlkg 1.406 mg/kg 1.650 mg/kg
Unroundéd M OF.524 mg/kg 2.048 mg/kg 2.841 mg/kg
Roul@d éz‘:!\ @ L% 1.5 mg/kg 2.0 mg/kg 3.0 mg/kg
< g T2

* sets "A@ﬁ“, and "C" refer to the inclusion/exclusion of data from trial R 2003 0350/5 (cf. table 6.3.1-35 for explanation)
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ITIA 6.8 Proposed pre-harvest intervals, re-entry or withholding periods

ITA 6.8.1 Pre-harvest interval (in days) for each relevant crop \@ @§

The envisaged pre-harvest intervals are as described above in the field residue ffgals section oflis )
chapter (point KIIA 6.3). For the "safe use" in grapes, the critical PHI is 28 d@ys. S R

(However, similar uses exist for which a PHI of 20/21 da@is stipulated &@\(ﬁhe label) - " &
v
@ < @
IIA 6.8.2 Re-entry period (in days) for llV%StOCk to ar@to be gra{g@d § é\ﬂ
Iprovalicarb-containing products are not intended f ordse in areas@ be %azed IQ@IVC to% @© &@g}
Therefore, a re-entry period does not need to be lished. ) © @
Fay 8
S
ITA 6.8.3 Re-entry period for man& cro@& b@ladlngﬁor t@@ted @ce&
® W&
a) Crops W\% N \ @j @
& RS \ S
Under practical conditions there is no som&m ente{?ﬁeln%%rop ?iﬁ@rtly @}er tr men@ ve done
one would wait until the spray solutien ha%ﬂrled ofrthe ﬁlt u@ce east nde ese @’@

circumstances, no unacceptable r@ is a(%tmpa%d for @orketerl@ the@ @ted@p

In grapes, activities such as stmg,, pr%lgj, or @ing may us@y bg done b@\wor@rs throughout

the growing season. Re- entrv§’ exphsure §,§ evted figym a cimulgtiye fg)l@ deQ%s1t based on a

maximum number of api&%atlons@nad@ th ximyum dogg-and &hours%nt ith foliage per
@, B

day. Exposure of operators etering @eated@reas sy 1th§@cce ble Jevels (when considering

iprovalicarb) when dard@or th gﬂs w@by S&rkers (shoes@ocksdong pants, and long

1 . . @
sleeves) S) @ &\ \ §) @& N

O N
Therefore, se @ﬁic —entr&en@g@é prlm%pall@not 11§ated after an application of
1prova11car%contal@ig pr%?ductsgjl vin ards©@ ¢§ © %

e
NS
o & § & & 58
Not relevant. §> &\ é*ﬁ @) 6§9\ é& Q
¢) Spaces © @ § @@’ ‘\% @@ N
Q
On account ?)@the re@twho&&em@l life@t)}me ofgiprovalicarb in the air, it is not to be expected
a %

that the@ye substance can b ans@rtedol e ous phase over large distances, or that it can
¢ in the alr’{@%}e Anfiéx II , pomti§0 @ 7.10).

<

%%@ﬂ@

11A'6.8.4 Withh 1ng®eru@l%n g@s) for animals feedingstuffs
Not relevant f@@grap%smn &eyi@ not 1sed as animal feedstuffs.
@

o,

accum

ITA 6.8. @ &mtmfper& between last application and sowing or planting

Not re]@?ant @ the@y oq&g@pes

II% 6.8 .\ Waltlng period between application and handling treated products
Q

The us&of iprovalicarb-containing products is intended in grapevines prior to harvest. The proposed
pre-harvest interval is 28 days for grapes ("safe use"). There is no need to handle treated crops before
harvest.
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Waiting period before sowing/planting succeeding crops

ITA 6.8.7

& $ 7
. 6, 9,
@Q\ @\@ @y\@ @@& &@§
Oy 78, Co "4 O o
\%@ 0 0 @N\\w 4o
© 0 D 2 9, )
Vo 0, Y D U5
Y, X Y 7
& o N\@ \V@ § PR
a 2 . %@@ 7 %@ @@ ‘ @ 2 @@
g, 0, T4 Wy S, % s
Oty g 0, Cupy T g T
/e @Q@ g %0 o g P,
@ %@ N4 J @@ %@@ S @@ @@ < @&\
3 oy So, /M, P v, 9, T, PO @@%
: &, o, W Py Yae Y, Y0, T4
- O T, Ve ey, M A, T, Cus Yy
2 o \O\KK @@ §© ! i o @&\o @@\ @@&Q
: Va0 % s, Tmg 0y " o Y0, Py oy g
= % “2, S 7, Ty a e T, 9
2 o *ao “ys 0 n. 20, e
W / & © o, @% Ly @@%@ %@ @@&\ w\%
) L P oy M e, © ., o M
o %@ R@&\@ @\ @@ \@ g %@
: %, ‘U 2,7, "
8 9 & S %
1%, @@ o @@ g\@%\ \V@@
= y
m \@& %@\ D\@Q% &\@
.m M% \ O\QQ
z
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IT1A 6.9 Estimation of exposure through diet and other means

D
ITA 6.9.1 TMDI calculations . @ @@

The Acceptable Daily Intake (ADI) of 0.015 mg/kg body weight was establish&@based on thE
. . . . ‘YRS
in the chronic dog study (see Annex II, section 3, point 5.11). @ o °
<

In order to evaluate the potential chronic exposure to iproyalicarb residu@gg%lrough theQ@t, th\e@ ‘2”5@
Theoretical Maximum Dietary Intakes (TMDI) were est@ed using tl@&EFSA/PRA@R §el @Q
(revision 2). This model was initially developed for t{e evaluation @e harmonq% E%f RLs@d é
includes chronic and acute consumption data for aduf# and childrey: For the e\@@lation 0 th@@:on'

exposure, the model uses 5 WHO diets relevant @e EU and 22 natic@ die@ro&@ difterent @
N XD LS

Member States. & %\
N @@ ; <

. &y

| | s oS
As a worst-case scenario for the chronic exposure ess@m ,t M@alculgﬁonere@d om °
all existing tMRLs as established in Regulation (g )1{&396/%90 am%nded@ Reéulation 0. §@
149/2008 (1/9/2008), including the est@%ishe?@kt RI@ and as dis@%sedﬁ%ﬁthi&@kZ @gsier@)
proposed future MRL — for grapes, g(%&g% \éﬁ § @’ § S o
The total TMDI in all tested popu@ion%amged@from @65%§th l’@@m @%m é@% ca"l%ﬁ[ated
intake accounting for 65% oADgﬁVHO@JIust@a iet&@. Aown 11 Table 6.9 %<1 below, the
chronic risk assessment calcﬁiatio&for ipl@%m@b yie]%s no cl&goni@!@%kce @ncerns for any of the
European diets. No ﬁthh\e%'eﬁne@ent @ﬁhe é{@ ssngnt (e@.@@ED@D@@ nm@@gsary.

@

S
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& @
. o . ® A
Table 6.9.1-1: Details of TMDI calculation for iprovalicarb according to the EFSA/PRAPeR modébirev. 2) | @@
TMDI in MS Diet Highest contributor to MS diet 2nd COI%I@%!HOI' to MS dlet @& i 3rd (@l‘lbut?l‘ S diet
% of ADI % of ADI Commodity /‘ . % of AD?@ Commodit % of A mmodity /‘ .
group of commodities group of comgy dltles %5 gr%p of cemmodities
64.9 WHO Cluster diet B 28.6 Table and wine grapes e’ @ o ng{atoes e s @@ \®) @REALS
63.4 FR all population 54.8 Table and wine grapes ﬂ\ 2.9 \ﬁ%atoes @ S 1 ’@\} Letty@\cé@d other salad plants
48.8 PT General population 36.9 Table and wine grapes @ﬁ 69 UO\’ (@) Tomg}@&g N 1.8 <K (\X CE&EA(ES
36.6 WHO cluster diet E 23.9 Table and wine grape} o X5 o @oes R o \2@ © %QE:REALS
B . v % N
36.1 DE child 16.9 Table and wmﬁapes & 64 Tematoes (\\V@b f(\@ 42 x S < %9 Pome fruit
28.7 IE adult 15.5 Table and winegrapes  ©> 240\ . Y Tomatdes @ 22\ A9~ CEREALS
272 NL child 10.1 Table ¥\ Wine grapd® .2 Q) Tompatoes AN RE N Pome fruit
26.1 DK adult 19.6 Tableand wine fyapes a2 2.8 A Tomatoeg, \ N 1.0 o CEREALS
23.3 UK Adult 15.1 °\_FAble andwine grapess@ 20\ N Tomatdes PX 1.3 ¢ o SUGAR PLANTS
232 UK Toddler 7.6 SU@AMLANI\&\@ @Y @@5 %@a\%es @V ((\%\3,7 %™ Table and wine grapes
22.6 WHO Cluster diet F 9.842, /T\x@}g)and wine @pes @ 4.5 & m& %mato;s\@\\} ﬁ(@ 20 Lettuce and other salad plants
22.1 WHO cluster diet D 7%% 7 . able and \%e grapes \% 6.7~ ° @\J) Tomz(é)é\ﬁ)) @\§> 28 CEREALS
213 UK vegetarian AvIl9 Y  Table¥idwine grapld N 41 . Bmatoes NOY | o N5 SUGAR PLANTS
21.2 WHO regional European diet N 7‘}\@\ K \Q“omatge&ﬂ () 5.1 {Q\ J‘?\b\l\\é and wing gra\p) es & 2.7 Lettuce and other salad plants
20.3 NL general N @»\5 Wable and Sin® grapes © . RSU B Q(og) ®) 1.6 Lettuce and other salad plants
18.8 ES adult O 6.1 N Tab(}g\%d wine gr&ges @MZ Q) atoes o, 5 3.6 Lettuce and other salad plants
18.8 IT kids/toddler 93 - Tomatoédy W P 2.8 e, CERE 2.7 Lettuce and other salad plants
17.8 SE general population 90th percentile Y @V W < T@ma 3\\@ Phble an{;;lov@r}\e)éérapes 2.7 Lettuce and other salad plants
17.0 IT adult N 78 . (% atoeg\ @ (\ 37 7,,\ Lettuce and Other salad plants 1.7 Table and wine grapes
16.4 FR toddler %\) 5.24 N Tomatoes>® @\Q 28 \% . and wine grapes 2.7 Root and tuber vegetables
16.0 ES child @, /\Q@.S Q Tepatoes AL & 2% Lettuce and other salad plants 1.7 CEREALS
15.2 DK child W @V 35 9 ° @omatoeg Q @@ 3.5 O CEREALS 2.4 Table and wine grapes
133 PL general populatlor}(@ﬁ\ Y S@p\ @\’4& Tomgt&;; Y 4.3\ O Table and wine grapes 1.4 Root and tuber vegetables
12.9 UK Infant @ «-\@4 @M SUGA&& lngNTS(\ X ) Tomatoes 1.6 Root and tuber vegetables
10.1 FI adult l& 43 A "{;ab@%d wine grapes N %8 Tomatoes 0.6 CEREALS
8.1 LT adult N\ m\\’y QY  Tomat {(\Qj 1.2 Root and tuber vegetables 0.9 CEREALS
8.0 FR infant q ™ @Woot angd @\ér vegmable@’ 1.1 Table and wine grapes 1.0 Tomatoes
N\ 0. ‘@ Q
< ©> ® RN @X N\ &@0
& © @\
RO &
AN AN N
W &« @
©&& @@@ ©© AW Q&
@@@ @’ o %@
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ITA 6.9.2 NEDI calculations
As presented under point 6.9.1 above, TMDI calculations for iprovalicarb according to the @f S

EFSA/PRAPeR model (rev 2.0) yielded maximum ADI usage values of 65%. @\ §
Since the TMDI calculation demonstrate a margin of safety, it was not necessa «., to perform{@D ©®
calculations in order to refine the dietary risk assessment. IS @ .
A 693  NESTI i <, &% SRS &
9. calculations @& @%}g N @
No Acute Reference Dose (ARfD) was set for 1pr0val&arb asitis ncutely to&c@ Th é\” &
NESTI/IESTI calculations are required. % Q& o &© & ®© &@g}
o @ R © & @
IIA 6.10 Other/special studies K% &' @fz} %\ %@J 6\ \% §
None. o @ N @j& @& @Q %
G ) .
W\% SCARN S D &> & @
& O AR R SN &
SIS S
Ve o » & 9 .0 O ~
o & TS S U
v & 0 ©
N & S @ S 2
5 O N W T Q&
Ny 8 e Y
v 9 O ¥ .0 & )
FTE e S e ¢
§ N \® § N OQQ f@@ & @@
\ & N &\ S @ N
oD &
S R S @
TN g S %
N > @ © Q@ & (T
&@ \@Q \Q Q° \© o \©
>y O Q
§ RENIIAN > & >
@ 9O g © o .0 %
VW 0O O S & D
¥ o KX & o
<) O @ %o
@7 °\@ Q @ N
Q AN N @§ 9
S @ &@\ O
@%
s A &SR
& S @
% Q



Iy . Page 91 of 92
Bayer CropSCIen ce 2012-05-17

Tier 2, I1A, Sec. 4, Point 6: Iprovalicarb (SZX 0722)

ITA 6.11 Summary and evaluation of residue behavior and reasonable grounds
ITA 6.11.1 Summary and evaluation of residue behaviour @ @b
Original Annex Il dossier @ @®\ v

&)

In early 1998, the original Annex II dossier was submitted to the Irish PCS. I@’tQhat dossier, %vo 1@@
were supported with residue trial data, grapes and potatoes. In this Annexﬂ{enewal (:';@2")@@ ©

dossier, only the "safe use" in grapes will be presented. With regard to m@\gﬁ summary a@%l ev{lﬁ»atml@ @
the residue behavior, all aspects of the original dossier bYof relevan@@@o to the AI@"S&@SC" are &

O

summarized briefly in their respective chapters and @chapters ab@@. For all f@her irffrmati@® @Q}
pertaining to the original dossier, please refer dire 'f-(g}‘, to it. 22 @ & © &

Q) N LY \ <) @

X N . T T AN
& &) N B % IS N RS
"AIR2" process Q @O N @% v @y AN
i in chaptér 6 Q%? h 0 Ay h . & @ o

New residue data were presented in chapter 6.3:K0f t {%\AIR@OSSR%%O de e \;to\g e use o §

iprovalicarb in grapes in Europe. Nun@)us ta@ls vg\g@ conducted @th Vtiﬁous bir%s}on S
formulations, many of which have begh uséd (in Afnex I@ossi ) to_sstabli ati@ re%strations

in the EU member states, some o@hid@l@h everare r&ide@@o m@ a rr@@e co@letq @saluation of
the substance possible. S Q
u p @ N @ @J@ ?° Q (& D

AT
78 field residue trials condifsted j:gboth @res@ue rens ovﬁg@eig@%row@g seaso©ns with over 10
different iprovalicarb-confé@ining @odu@?wer ese&ted aboye, bast 01@0 basic use patterns with
"core application rates" (} 15@5: 12%/ha. & triaond d i&the northern opean residue
. % SN T .
region, these ratey gen@lly@press@ as, @, 150.9/(ha ) ving) ohagg\hmght), leading to

higher "g/ha" rate tri@with\@he@es\as 1s tyyaigcal il@errn@y. @

S @
Residue level &ére &ral %gh%in th@rthgfﬁ tri t?an @he séuth. Northern residue trials
with the "150 cor&te"%@ a 28-day P%’I w,e\t@the @St crifigal ng@é, with day-28 values in
bunches r@@ﬁing from 0@@-1 7 g. O o Q@ \@’
&
MRL élculations w%@ co@teg&based@%he»g@v data%ﬁus%@arious permutations of the new trial
data. Itis propos@o maiittain cu?g@nt M@ for &ova%carb in grapes, 2.0 mg/kg.

Based on the (@t?pre@ted AEW d@ry @;}{ as@smeg@ were conducted, updating the previous
data by using3he EESA/R el&iﬁode ev. In thg first tier of the chronic risk assessment
(TMDI), thg maximum ADI u@ ategi to 65‘@;@1"hus, no further refinements (e.g. NEDI) were
necessafy: As the su@%nce isnot acutely, @ic Ao ARFD exists or was proposed, and no acute
dietary, risk assessmght w@oqd@’[ed. OV@%rb will not present a risk to the consumer if used in

. . @
grapes as curre%lx regisféred i@ﬁe %J o

No further @data%‘%ﬁgen&@ e%as considered to be required. For all other aspects
'k@

regarding & megolis d gﬁidue avior of iprovalicarb (SZX 0722), please refer to the original

Annex J%ossi © o
Ny AR

N @ N o
@ e T
ITA 6 % Reasonable grounds in support of the petition

Bayer CropScience is requesting Annex I Renewal of iprovalicarb as a fungicide for use in grapes. In
this "AIR2" dossier, only the so-called "safe use" is described.
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To support this registration, Bayer CropScience has evaluated the risk associated with registration on
grapes (and other crops for which MRLs exist). Exposure to iprovalicarb residues was evaluated by

the conduct of plant (primary and confined rotational crops) and animal metabolism studies to de@&éo o
the residues of concern followed by the conduct of field residue studies on grapes to define the: @
magnitude of residue in food and feed items. Acute and chronic dietary expos, assessmer{@ ©)
according to the EFSA PRAPeR model (revision 2) have shown that total hufRan dietary exposuret
iprovalicarb represents only a small portion of the chronic reference dose%G%DI) even W\l@‘l ccaléﬁati%@
with the most conservative approaches. Occupational e)@ure asses%%nts have sh@&n aoe@tabl@? @

: : Q %
Margins of Exposure for all use practices. N &© %@ S @é\a C&©
Therefore, there is reasonable certainty that no han%@ill result frén the use of’ @@ovagcar when it i§
used according to the label. Q} \@ & \ %@’@ @@
Adequate MRLs have been proposed for all c@ps ar@@ay@@érop&c enc que@bestaﬁfﬁhmeﬁ\\f’ of
these MRLs. v @Q Q@ o é &’
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