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IITA 8 Metabolism and residues data on the plant protection product

Preface and general remarks >

¢S
This dossier supports the combination product Iprovalicarb & Folpet WG 65 ﬁor use in grapes gréwn
in the southern and northern European residue regions. The wettable gram,%ate formulat§ CO@)S G

and 56.25% folpet and 9% iprovalicarb. ©) g*’ y;\ é\’

A

@ G @
This chapter on residues of Iprovalicarb & Folpet WG 65.3 in or on @ted product® food&g fe@is
fully bridged from the Annex III dossier, point 8 fo@X 0722 &@@lpet 435 &:Ipm@ali@ & @q}
Folpet WP 43.5, "Melody Combi"), the full text @v ich is in@ded b@j@w (Wap sli@ mo@ﬁcaﬁ@s
to reflect the current dossier submission situation tor both co@oun{?}. Boftlirthe @o of\ %@tive@ the
new product as well as the use patterns of both on&@atio re tanly f§ co&centrat' ns of
the actives in the formulation have changee% No @ng%@ the I‘Qidu be av@r is tl@refo@o be@&
expected when changing from the SZX Q%2 @)lp 5 @ to the rov@icar&& F(giget W@S 3

o, @ @ AN @
D @7&9 N

0

. @O
formulation. % N
S fiT s e,
Re. folpet: @ > ®\ & &S N
' ‘ % 9 6 % O .0 IO
The representative formulatlo@ thg\%pphcat@n fnqé@ en@al of rovarb@r§ a

combination with folpet, which — from a er p&rspec%e — isqg 31 p{%} substance, procured from .

.§%€r gropSc'egce A&&las@ ri%of reference to
files, data, studies, summariescand assgssmefas ow by\%vvhi h \%@:rq sfibmitted in the EU for

the support of the r tratio@of cti @subs@ce f@et and the re@esen&ﬁve formulation Folpan
80 WDG. Bayer pS(@%me'sgt togeferences gé@nds ®all %% cm@es. A separate Letter of
Access is incluéﬂ in & su p%meﬁ@ry d@ier @—422 -0 1§ v

S o GOV ST, .
Bayer CropScience®G is lising ayisk Velo%\appr@ for t@e risk assessment of the representative
formulatien. Within tl‘@secop@f thi@ plementa@gdos up 4&@7 applications at 1.35 kg/ha folpet
are pr(&sed as a safe@se i pgs. Thi@?nu&l@)elowﬁgfhe critical GAP that - currently
defends in this cr@n the%U, re 1°Q9ppli@ﬁons& updo 1.6 kg/ha have been approved, with all
other parameters@@uch @nter bet@%en aéﬁ‘licat@s o-harvest interval being identical or very
similar. -,@:?J. re, er géps i %%e @con&@ers it jtiﬁed to refer to folpet data owned by .

- wher%er appropriat@ A @et—s -1\©~ fic 1@@% ass&@sment is not considered necessary to defend the
y RS

o

Annex @ﬁng of ipno@licar@ @ @ N
T A O
OO @ ©

N
WO
Introducti@ Q @
& Q & 9
Iprovalsj@b g 072& is a@gicidal active substance. In March 1998, an Annex II dossier for this
a.s. V@So sub@ ed t@meolﬁgsg PCS acting as rapporteur for the EU. In that dossier, the use of the
co@und@g’as su@’orte@n grapes (data from studies conducted with the solo product, 50 WG) and
potato@ata from studies conducted with a combination product with mancozeb, 69 WP). Following
EU evaluation, iprovalicarb was added to Annex I in 2002, with provisional MRLs — for which the
grape MRLs were based on a supplementary evaluation of approx. 80 residue trials on grapes, with
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approx. 7 different formulations — being published in Commission Directive 2003/60/EC, dated 18

June 2003. The provisional MRLs were for numerous crops and were based not only on the original |
submission mentioned above, but also on various Annex III dossiers submitted at later dates to o
individual EU member states. These values were then amended/corrected in Commission D1r@1ve g
2004/115/EC, dated 15 December 2004; the most recent publication of EU MRES in connec&‘ﬁ W
Regulation (EC) no. 396/2005 also reflects the 2004 values. The MRL for 1p@vahcarb u@rape%\

(wine and table grapes) is 2.0 mg/kg.

Iprovalicarb is on Annex I Renewal list 2, with the respe ve dossier @ng submitt ®1n M@ZO%@ @
This Annex III dossier is the "representative Annex H& document &@ e AIR2 s m issi @ q&
@

Folpet is an established phthalimide contact fung v-@-# which has ‘t%en QS{' an@egls@sﬁd in many@}
countries both in Europe and worldwide for manyYyears. It is @ed ifqumergus ¢

. ope and workdide for many S, ooth
horticultural and agricultural — primarily in @se g@Wn ol oomwmltted %
Annex II dossier to the EU (rapporteur: Fr%ce) m§pﬂl @%2 I@or to the E@Anneél su@ﬂsm@?
national registrations had been granted ]QW\\VE{I‘IOQS Eurgean c@nm% r the@lse olpet conta

products in grapes. In _ s‘fmeﬁ:@% do%er a @@fol@p %ag gln gr@es at

5.0 mg/kg; the most recent pubhcaQ@q % MR{s Wltﬁqegaﬁg (4) R ati 2@72005 also
reflects this value. © 9 &

% v @ Qn % N

In this Annex III dossier, ne@ata ar%pres@ated to Suppotbthe c@m m@on product Ifrovalicarb &
Folpet WG 63.5 for use 1n@rapes@own§the @them@’nd no%her@urg% restdue regions. With
regard to chapter IIIA 8, the or% "new&p" s‘ﬂ@s re@'ant Oy %ubmg%smn% the@ or member states
are the residue analyt&al da@ene tad w1t@the duc&prese@d below in-chapter IIIA 8.3. Some

basic information @esu&e deﬁ@ on 4 MRDs is @ude@m cha@er HI& 8.7 for clarity.

No entirely new@?es Q) provzﬂacar or fol% are %%}uded% thi ne % dossier, and the results
presented do Rt trigger any@ther fow stirdies t}@%wo%@be reportedgn this chapter. Further details
on the reswb@es of 1prova11carb afkd fc@ in o@n treafed pr@lucts @od or feed are presented in the

respect&@%nnex I d(@@lers\ @apte fg both \cpouﬁ@ \@
S & N © R D

§ @Q @’ @ >

ITIA 8.1 Stab@y O&BESId& @ SIS

A 8.1.% Stablllt@)f @due@un@?ﬁm@ge of samples

No supglementary studies are%qulre al% on is given in the relevant Annex II dossiers for
ne 2 @g

eachx=f the active substan, (1nc iprovalicarb) and/or Annex III dossiers for the

formulations thereof. @ S @

S
< Q
ITIA 8.1.2 @ Stai%hty resfﬁﬁes@ ip sample extracts

N
The stab@3/ of @due@% sa n©} e extracts is routinely checked during analytical method

devel@@ent@d do@slme (& as part of the method.

II@A 8 Supple§entary studies on metabolism in plants or livestock

No sumentary studies are required; all information is given in the relevant Annex II dossiers for
each of the active substances (including AIR2 for iprovalicarb) and/or Annex III dossiers for the
formulations thereof.
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IIIA 8.3.1 Grapes
The application pattern for the use of Iprovalicarb & Folpet WG 65.3 in/on grapes in Europe (nm@m

and southern residue regions) is described in the table below. Q\ @
Table 8.3.1-1:  Use patterns (GAPs) for the spray application of Iproval@%‘b & Folp& @g
WG 65.3 in/on grapes in Europe N
& 8 o
Max. rate@ Max. &s rate of by I
. . Application applicatigi application é}Ma % 'S
Formulation Region - ‘K‘e @ no Y o
timing (kg/ha [grod.]) gha)  « apis & 9
135 Dess % folpel© o Sl
7 U
REGISTERED USE OF WG 65.3 @g& % @J R @) © @
Iprovalicarb & . N @U OO -
EUN | 10-14dint. | 5% 01355 0.848F | ¥ 98
Folpet WG 65.3 Q ?”\\n@ é\a @ @@’ & | < SN
LRI S IR Y L g

(9.0% iprovalicarb || EU-s 10-12 d ing™ \\ \N & (@% @94 | 4
: AN

and 56.3% folpet) O «
>
AS TESTED S SRS O @ 25
SZX 0722 & Folpet pre-flopvering | 1.5 (1.0) o(@ @56 b IS
43.5 WP - ©9 D 4 Q Y S
EUN P  «° | @& S @Q@ (3 i |« )8

‘ _ flowerinig, 2540178 | @O.15E% 099 | Sv4
(6.0% iprovalicarb “¢10- 14 dint.) ¢ S S K e &
and 37.5% folpet) . 9 pre-fdweripy S 009 «Q0.56x .1 1

\ N

- §§' @ ©\ e NS

g 5 [m? © 2.@(:11’%; é 0.1% 09 4 28
@ (10 & 1n% N &

d

EU-N = northern EU res@ue T &@ EU- i SsoutherhBU restdue regm&\g ©@ Y
*  These rates are ¢ ess@ kg/ha per meteﬁ@llage (d%f wall' &geafy ur g ”‘. Th&@aximum absolute amounts to be applied
refer to vines 1.6 afy sufBce", re 1ng 1r£§q§)st -blo S. rat kg valicarb and 1.35 kg/ha folpet.
** These rate@e expresg@f as kg%% per 13 er foliage ('lea ?%)ar le@§urface)lght%@e maximum absolute amounts applied refer
to vines,wite’'1.6 m "leafy su&faglce re ltmg @bloo >s. rates of 0.24 Kgjha 1pr0.1carb and 1.5 kg/ha folpet.
IS 9
The current reglste%@D use@Q\lls f@s shé@ly low,er a catlo%rate than originally tested and
registered in the @yrthexa%rem@reg p, withhaximum i alicarb and folpet applications rates in
German grape@nes of P16 @ and@ 35 l@ha  réSpectivety. (This reflects the following "core rates"
per hectare e%% meter fol t lgg/ [h@\m] valicarb and 845 g/[haxm] folpet.) Thisis a
10% redgg@bn Wthh well ? EU° cceptmce criteria for use pattern comparability. The
current uses in bot so call for aqn x1m@m of 4 applications, instead of 5 as originally
test&ﬁ?‘reglstered Fer 1pr@hca£@1t h C‘een&f@}eaﬂy shown with other, similar use patterns (e.g. with
SZX 0722 & A@xystrob n, c&@sIR@ossw& oint 6.3.1) that additional applications well before
harvest do n ffec@‘é regidte I@S 1n tlg harvested commodities. As stated previously, for folpet,
the currenﬂ§g fend ded wetst- -cage appd use in this crop in the EU is up to 10 applications of up to
1.6 kg/ us the use i Iprowalicarb & Folpet WG 65.3 is far less critical than the worst-case

Eurog@n us@ @ §
Thugs; the pattern of @X 0722 & Folpet 43.5 WP as tested is valid to support the use of
Iprova@@rb & Folpet WG 65.3 as currently labelled.
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New studies submitted for Annex I renewal:

Report: KA 8.3.1/01, || 19952 § S

Title: Determination of residues of SZX 0722 & Folpet (43.5 WP) in/on grape following s L
R
application in France and Germany @ @ ©
Report No. & RA-2129/97 S NS
Document No.:  M-002068-01-1 v \Q
3 O & 2
RN
Report: kA 8.3.1/02, || GG 199@ @ & S T @
Title: Determination of residues of SZX 0722 & Folpet (43.6@P) in/on gra@follo@ng s@y é
application in France, Portugal and S@n & é\g QR 0o é&
Report No. & RA-2130/97 & N ) @ S © SN
Document No.: M-002066-01-1 Q) @ \@ \© %@ @@
@Q @ % @ 6 o\ %
& @ A& S
Guidelines (applies to both studies): ~ Directive 91//EE@Qesidn or treate@)m@m, fi nd feet
GLP (applies to both studies): yesyge tif{cﬁ, labti%ory); gfviat@: nongy . §@
AN N @ 'Y o SN é\g S

Q NS N T oY
Justification for including these %@les %"AI% dos@’: Q@a r@@’red stab@é MR and to
support uses in grapes in the EU. R 2 & S § &© ©@ O

@ K S
@"\@@&@Q S

%o .9
SIS & &
S é I, Materidls and Methods @ @ \25@
- - E SIS
Northern European resif@e région © @ o\@ é « . @

SZX 0722 & Fo 43\5@&7 P,é%ntaini%g 6&% iprova icar@d 3@% felpet. The trials were
performed in @ma@n a@i in néfher&@’anc% )- The use ter a¥ defined for northern Europe
was based gn a set ﬁ%duc%onc%tratio and $ er w§ of ap@rox.w@ L/ha prior to bloom (1 appl.)
and then )00 L/(hax I@mf heighit) post- owging pl.%%@?us, vines were treated at a worst-
case cdfcentration QO.%%;Q%gh—VO um@prays\@nd af%vatef\rges applicable to the practices
common in the co \ies ifswhi Y&116 EQ@S wgg per@ned. this system, while the post-flowering
rate per hectare #ad m Vi@h@mgi\ﬁ& con@@nt, t@ ctual amount of product applied in a
given trial cap@ary b@ed o@@ e b{l%}lt ({@e Vj%@ on th¥ test plot, so that varying absolute amounts
of product%me directly co@para@ wit@w a@g@her. @é
Post—bl(&m sprays oﬁ@e at Q%ecteé%rod@ ratf 4.0 kg/ha in Germany (1.6 m "leaf wall" height)
and 20-2.5 kg/ha 1& r0.8-@m l@%’wa corresponding to 0.24 and 0.12-0.15 kg ipro-
Valiﬁrb/ha, respectivel pra&}mter\/a% werf®10-14 days in post-blossom spraying. In all trials,
vines were tre&@%i% a total of gfime \(@ pre<Q post-blossom) instead of 5 (1/4), but this deviation from
the nominal grorst<sase u attern s within the EU’s tolerances for residue trials. (Besides, the extra
post-blos@m sp@@%ﬁ wa@ a V@’early%%terval, thus having little effect on the final residue levels.)
All apg‘lﬁ%ati(@m al%rials@e at the required rates.
N @ N o
< g T

&

ISR RS Q S
In northern Europ@tota&of 5 t@ opes iwere uct@ in 199 (ct, I%HIA 8.3.1/01), using



3 . Page 9 of 21
Bayer CropScience 2012-05-21

Document M-III /Tier 2, Sec. 4, Point 8 - Metabolism and Residues Data on Iprovalicarb + Folpet WG 65.3
(Submission for Annex I renewal)

Southern European residue region

In southern Europe, a total of 5 trials on grapes were conducted in 1997 (cf. KIIIA 8.3.1/02). The g -
trials were conducted in Portugal (1), Spain (2), and southern France (2). SZX 0722 & Folpet N @§
43.5 WP was applied 5 times (1 pre-bloom/4 post-bloom) at rates of 1.5 kg/ha prjor to and Z.@%/ha
subsequent to flowering, equivalent to 0.09 kg/ha (pre-fl.) or 0.15 kg/ha (pos@@ iprovalicafb a.s.
approx. 0.56 kg/ha (pre-fl.) or 0.94 kg/ha (post-fl.) folpet. Spray intervals %ere generall§0-l4@§m\ays &
in post-blossom spraying. Water rates were about 600 L/@(pre-blosso@vand 1000 I&ﬂaa (post- é\a

@ @

L . . N
blossom sprays). All applications in all studies were at tR¢ required r@. @© § ' g
5 © s Q& o8
@ s Q S @

~ R & & &

All trials Q,;@ N @ RO 9 @@
. N @y o
In all trials in the northern and southern Eurogaan re@gﬁ?ue r&ﬁms,@%’nchf gr@@s were samfﬁ%d at
days 0 and 28 (PHI) after the last applicati%l. At Veséﬁ‘-e, tionﬁ}sangl S of @ste I
grapes (berries) were taken. g\? \\ \\ > &% O« @
0 N N

The samples were analyzed for iprov&arh m%ordggﬁ@to i ﬁmods(\lgﬂ/ 03 @ a fit of ©

quantitation of 0.05 mg/kg, and for&@pet &mdmg to ritet 0@%86@%24 with a fmit %@)
v o & O N

quantitation of 0.01 mg/kg. N > Q
o & ¥ E Sy TP
S e S @ ¢ @)
RO N S TN
.9 @) @Q gind{ngs o § @ @y\?@
\ >
. @ o v
Iprovalicarb % @ &) o . N . O
Q \ Q LN AN

N
Concurrent recovepigs of @roval@b w@@ obtaired grapges (ber@es) oﬁiﬁed at levels between
0.05 mg/kg and @}ug/k%@l"heé%mple Y1%[31‘[6{%1» Was"@{hoser@ repnt allyelevant sample materials
collected in t}@ trighs” Mean rec@rie Wetre abhwithiidacce ntable %I%es (85-95%, RSDs 5.5-8.0%,

n=2-8). D%ails of fecovery datagre sl%wn il%{%%le 1-5@ S é&\,

o Lo R
All tria ‘S@}e summarized beloW in T@e 8.3%.1—1 a@@ Ta@@.&@ and in greater detail in the Tier 1
summary forms ((g@%;er I @tmm@ ofo r\@rt ;gmrencg KIIA@& 1/07 and /08).

2 @ § & NS Qb

Northern EgropeQ™~ 7 . © o O @
Immediately following th@ﬁnapliq@@)n, &gﬁples& grape bunches yielded iprovalicarb residues
ranging@m 0.26-1.6 ?@g/kg@wdim@zalu@% mgiﬁ?g). These residues declined to levels of 0.10-

1.2 gé/kg (median@ rg(g)o:ay 2@ @\Q
Samples of destemmed @ipes @aerri@ WGI‘&@SO taken in the trials. The residues were slightly lower
in day-28 samples ot”%mpgone Wi@n tho$e in bunches (0.07-1.1 mg/kg in destemmed grapes
[median 0.@@/@). @
Q & 9
&g &S
< O % S
S A
s

&
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Southern Europe

Immediately following the final application, samples of grape bunches yielded iprovalicarb residu
ranging from 0.13-1.3 mg/kg (median value 0.33 mg/kg). These residues declined to levels of <\ 05- &

0.76 mg/kg (median 0.17 mg/kg) by day 28. (&)
o @ &)

Samples of grapes themselves (destemmed berries) were also taken in the tridl§. The resi%é&s W@QQ
slightly lower in day-28 samples of grapes alone than in bunches (<0.05- Otéﬁ mg/kg in @pes §ne \25@

S
[median 0.13 mg/kg]). VC@ Q@x g}g @\ %@}@ &@
S S L& O
@ > S V& &
Folpe MR
%)
Recoveries of folpet were obtained from grape spl g(bung?s) f@iﬁed @eve@etwiﬁn §
0.01 mg/kg and 3.2 mg/kg. The sample mategidl wa@: osgivto re&%sese @T rel@nt (@mmog es

(bunches and grapes themselves) collectedggl thes@tnals @Meaﬁ@coverles a ch f(@lﬁc@ @
were all within acceptable ranges (94- 9%207\” R&Qs 2. Oﬁék, %, §2- 4&%& 1@of rggve%data a§

shown in Table 8.3.1-5. W\g ©
S & s @ &
All trials are summarised below i able @ 1-2 3nd %ﬁﬁ% 8. g» an >=b ng r@ er detpil in'the Tier 1

@ N
summary forms (cf. Tier I summary o ortgefere K 3.%07 a 8
sy o o T gy AfSon el KB T IOG
A & Q
% N
o, & '27\7
Northern Europe -« § @} § o $ RS

Immediately followingthe fimal ap %}ation, sam of grape b C&cheielde‘ékfo pet residues ranging
Q)

S
from 0.51-5.1 mg/kg{median valgg 4.5 @/k ).%he eesidugs declined tg levels of 0.15-3.5 mg/kg
g “Qg/kg s 9

(median 2.6 mg@ b (@/ 28& e \ & é@ @& §
Samples of g@es t@me%@ (des@nmé@f@em@ We@ en igthe trials. The residues were

slightly lowéer in day-28 samplgg@f gi@s al@ than@i bu@hes (Qﬁ"l -2.6 mg/kg in grapes alone
[medla@ mg/kg]). @ o @ S

Q

S & 0 Ay
Southern Eur@v@f %& @ %\ %@% é >
AN N

Immedlatel ow theéﬁal apg%cat&@, sa es %@;pe bunches yielded folpet residues ranging

from 0.84-6.1 mg/kg (me@fan V@le 1.2 mg/kg), Th residues declined to levels of 0.22-2.8 mg/kg
“”\a
(median@¥34 mg/kg), b@day Z o
n3 @ S

Sam\fﬂes of destemm@ed g@s (b@‘les) @ taken in the trials. The residues were slightly lower
in day-28 samples of gra@s al@e th ose § bunches (0.19-2.5 mg/kg in destemmed grapes
@ &

[median 0.31 @%/kg% §
‘”\9

&
$FEs
%@ @ % @ IT1. Conclusions
51d @mls @re @ducted with SZX 0722 & Folpet 43.5 WP, containing 6.0% iprovalicarb
ﬁ olpet on grapes, five each in the northern and southern European residue regions. The
produc as applied in accordance with the proposed use patterns (slight deviations in the northern

trials were within EU tolerances), and the tests were carried out according to GLP principles.
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The results of trials presented above demonstrate that:

— residue levels of iprovalicarb in grape bunches decline with time, from values of 0.26-1.6 mg/
(north) or 0.13-1.3 mg/kg (south) on day 0 to 0.10-1.2 mg/kg (north) or <0.05-0.76 mg/kg (so ) N
on day 28. The respective median values were 1.4 and 0.33 mg/kg on day Oggnd 0.47 and @ @6@
0.17 mg/kg on day 28. § & QS

X
— residue values of iprovalicarb in destemmed grapes (betries) on day 28<§§ere slightly @%ver n %45@
those in bunches, with median values of 0.38 and 0. lg/kg in the s égmples froms&@ noQﬁern a@ @

southern European trials, respectively. @ @ é\g @
— all residue values for iprovalicarb on day 28 wer%qlell below t@ EU@MRL Q@proia%caﬂ@n@ &@q}
grapes (2 mg/kg). \ @ Q @ & @

R
— residue levels of folpet in grape bunches d&sline i @fror@%f’alu of 0. 5@§ 1 mp/kg (nyt\mh)

or 0.84-6.1 mg/kg (south) on day 0 to 0.15-3.5 1 dhe /kgé% )Q@?O 22@ 8 mg g (@ath)@ay 28
Th ti di \ 48a1d I 0, 2. 6 O /k
e respective median values were &&a R mg@g on @ an% @ % mg

— residue values of folpet in deste 'u & grages ( gws)@ere shg%ly ]@vert ch n bul@hes
ranging from 0.11-2.6 mg/kg (IQ ) a 19«@ mg&g (S%l 8@ me@n \ vgé@ 2.4 and
@

0.31 mg/kg, respectively. @Q & @ @ ©© ©©
— all residue values for folppi@h grapes ((@emme@’berrf‘@s) on@% 2&;5re welﬁeloéﬁhe established
European MRL of 5 rn%kg 1n@pes© @& Kog <Q \@2 %
N § & & R @ X
3 ¢ & 8
v .6 O & . O
S § < © & QO
&« § & @ @
S (O NN . 9 N
F D Ve LT §@ <
¥ £ O O & L8 e
O N S N
SN Y A
&@ \@Q o\@ “ Q° \§ v o\©
@) Q
§ RN > & >
oo e &
v O & .9 o O @
VW 0O O S & D
¢ 9 R @@@ @
=) S o L2
@7 NS @ @ N
N AN N @& 9
O NSRS
¥ O
@° N
& &S
LS Q
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Table 8.3.1-1:  Residues of iprovalicarb in/on grapes following applications of SZX 0722 & @ >

Folpet (43.5 WP) in the field in the northern European residue region N
A o4
Study No. Application Q@ Residues © @
Trial No. @
Plot No Crop kg/ha | kg/hL %rtion DAL§ ipro carl@;
GLP Variety | Country FL No (a.s.)C (a.s) | O fandlyzed| (days (/g
Year @§) (’y}” @
RA-2129/97 | Grape France  [43.5WP'[6 [0,090-[0.015 |83 | bunch [©@ 0 (@ S
702382 | Sauvignon |F ()20 R 28K L0 &
0238-97 N Rl g be@ 2 0.074
GLP: yes Qg @ @ \ 9 @@
1997 EU-N N NIRCGEE RN
RA-2129/97 | Grape Germany | 43.5 WED| 6 @090@9.015@\ 80E@unc®’ 0 | AL6
70701/5 Miiller- T AL @b0.240f & @8 @7 1.2@&
0701-97 | Thurgau NS Oy D ey 4028 iy
GLP: yes @ K &@ A4S 9 > ) éﬁ O
1997 EUN IR L | G L,
RA-2129/97 | Grape France /43.5 WP'[ 6700902 [ 0035 O@ bapch |50 1.7 1.4
70702/3 | Chardonnay | E- I 018 o (O o8 0.47
0702-97 N o o7 ] her] & | 038
GLP: yes § g & o % ©
g S
1997 © @@ @ @ 9
| §>§ o> J@% i N
RA-2129/97 é@o.O%& 0015 |80 | buach?[ 0 1.4
70703/1 0.%@ Q) S 28 0.92
0703-97 Y @@ & @erry 28 0.42
GLP: yes AY N @ S
1997 N §
RA4-2129/97 4 167 |0 0.075 #85 | bunch | 0 1.3
o O:?
70705/8 o« 0.150 %@ \@ 29 0.45
0705-978% & =] . O berry | 29 0.38
GLP: yes ° C& %\
1997 S ~ @ >
% :w& P 4
FL = formulation @ ©® @@ = grov@ stagp a@ast app@tlon DALT = days after last treatment

Formulations ysed 1n trials: @ Q @
1=S8zX O@Folpet (435 WP) conta ~- 6 0@0%&;% and %{% folpet

a /}/

@\
@" S @ S
& \%%§ @@Q
é L O - N)
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Table 8.3.1-2:  Residues of folpet in/on grapes following applications of SZX 0722 & Folpet
(43.5 WP) in the field in the northern European residue region

&S
Study No. Application Residues O\Q @;@
Trial No. @
Plot No Crop kg/ha | kg/hL Portion | DALT &@olp@
GLP Variety Country FL No (a.s.) (a.s.) GS analyzed (days& (m )
Year ® o @)
RA- Grape 43.5WP' |6 0.562£ 0.09375 | 83 4| “bunch %ﬁb S 0.51
2129/97 | Sauvignon 0.7508~ Q@ 28 o 019" |
70238/2 9 berry ZSQ} &1 . P
0238-97 Q S
GLP: yes o S | & © N
1997 @ %Q O 2
(v
RA- Grape N80 @%unch@j 0> #5
2129/97 | Miiller- » © @2§ @% 39"
70701/5 Thurgau bty 8 2.6
0701-97 3 L O o
GLP: yes > § é% Q
1997 ’ S & —
RA- Grape @ béinch K 0 4.9
2129/97 Chardonnay ©©> @%9 28 S 2.6
70702/3 berryd 26
0702-97 N
GLP: yes @ 2
1997 AR NS
RA- Grape 2. 80 | bunch’ | 0 5.1
2129/97 | Portugi Q1 & 28 2.8
70703/1 @erry | 28 2.4
0703-97 @Q N <
GLP: yes ©© S D" s S
1997 @ 9 &1 9 |©
RA- - [Grape ” WP! 5625-1@.093759°85 | bunch 0 4.1
2129/975C" . 9375 23
A Gamay @ . - R, RS 29 .
70705/8 N ©@ N . %\ berry 29 1.6
0705-97 N < | o |
GLP: yes 9 @Q @7% N S Q®
1997 @ O e > | g o
FL = formulatiow S @ = @h sta Et last@@lication DALT = days after last treatment
Formulation, %d in trials: @ %\: 2

y v
1=SZX 0, & Folpet (43.5 \%), com@ing 6.002(@1pr0va®rb a7.5% folpet

< N S
W %@@@\@Q@é\
@"° S L S
2 .. & g
S§E Vo
%o Q
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Table 8.3.1-3:  Residues of iprovalicarb in/on grapes following applications of SZX 0722 &

Folpet (43.5 WP) in the field in the southern European residue region . 5
Study No. Application Residues O\Q @;@
Trial No. > @®
Plot No Crop kg/ha | kg/hL Portign | DALT |ipr Val@
GLP Variety Country FL No (a.s) | (ass.) GS analyzed | (days) (m%g)
Year O o @)
RA- Grape Portugal 43.5WP'|5 |0.090640.015 |89 “bunch 0y | S13 ©
2130/97 | Periquita | P- 0.15§" Q@ 8 S 0767 N
70237/4 g O°| berry Gyg P O
0237-97 @ 4 Y O

4 Q Lo & O @
GLP: yes EU-S Qg% @@ Q & % @}
1997 > | P\ o
RA- Grape France 43.5 WPY(5 0- @15 &KS?S “hunch Q\j 0 03
2130/97 Grenache | F- S 150 @ & §@ v 28, %9'05 °
70644/2 SR R bey | B [<008
0644-97 AR SIENE R RIS S
GLP: yes EU-S @ LD S P O e S
1997 R O @& PP & s
RA- Grape S WP'[57]0.0907] 0.035 biaeh [0 [ 033
2130/97 | Cabernet P @0 @® 466 ©© @@ 28 0.17
70645/0 Sauvignon 7 g @@ A berryb 0.13
0645-97 & P o
@) SN Q S &
GLP: yes @ Q& @
N 2
1997 K E SRS
RA- Grape 5 WP 5&%.09&%.01@”\ 85| bunch®| 0 0.17
2130097 | Grenachgy| @ |$0]0130 O] & 28 <0.05
70646/9 | blane < < SO PN @erry | 28 0.05
0646-97 S o N §é N
GLP: yes Q S N S "~
1997 S > Nole] &7 © o
RA- - [Grape @ wry's £.ﬁ90- @015 84 | bunch | 0 0.37
2130/97:5 | Macabeo .| goser  © 28 0.23
70647/7 N %, ©@ N . %\ berry 28 0.16
0647-97 N SN @ | o S
GLP: yes <) iEU-S @ @,&? Y 4 @Q
1997 o O & .1 > | S
FL:formulatiorw > ©© \ES=®]1 stay Et last @lication DALT = days after last treatment
Formulation, %d in trials: § %\: ° @ %@
1=SZX 0, & Folpet (43.5\\%), com@ing 6.002(@1pr0va®rb ant37.5% folpet
Q AN N @& Ry
* v S L@ <
N (g @\ R Q
@" > & Q
§ ° %,
@ < Q & ©@
& ES
< O % S
& @ I °
¢ g TS
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Table 8.3.1-4  Residues of folpet in/on grapes following applications of SZX 0722 & Folpet
(43.5 WP) in the field in the southern European residue region

Study No. Application Residues O\Q @;@
Trial No. @ @

Plot No Crop kg/ha | kg/hL Porfion | DALT folp,

GLP Variety | Country | FLoNop o) | @s) |CS|andyzed (@ay)| ¢ kif)
Year ® o @)
RA- Grape

435 WP'[5 [0.5626¢]0.09375[ 8% bunch | 0 [N 6.1
2130/97 | Periquita 0.93% Q@ <38 > 28 [ @
D S

70237/4

0237-97 S @
GLP: yes N
1997 '\\@@
RA- Grape 2.
2130/97 Grenache % 0.22 .
70644/2 & oa
0644-97 §
GLP: yes

1997

RA- Grape 1.2
2130/97 Cabernet 0.34
70645/0 Sauvignon 0.25
0645-97

GLP: yes

1997

RA- Grape 0.84

2130/97 Grenac S
70646/9

0.34

blanc 0.19
0646-97 S
GLP: yes ©© §
1997 (04

RA- o /‘&irape
2130/97:5° | Macabeo g

1.6
0.61

70647/7 °\ 0.31
0647-97 N
GLP: yes 9

1997 @ O

FL= formulatiorw )

DALT = days after last treatment

Formulation, %d in trials:
1 = SZX 0832’ & Folpet (43.§
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Table 8.3.1-5: Procedural recoveries for iprovalicarb and folpet in grape matrices

Study No., Fortification Recovery ° @
T.rial No. Portion s level (%) @ Q@
(Trial SubID) Crop analyzed | metabolite RS SN i
GLP, n (mg/kg) migs] max m&z@) R
Year A &
RA-2129/97 Grape | berry* iprovalicarb | 5 0.05 %76 95 §85 @Q&O @y
70238/2 (0238-97) 8¢ 10 ¥ 8s 99;9\ 95 | 5@\&
70701/5 (0701-97) X 20 D] g9 @? @ @ @
70702/3 (0702-97) @Q SIS S
70703/1 (0703-97) o5 | over LA e SR ML
O
RA-2130/97 @ e | pr0. @] 90 J7 o | &
70237/4 (0237-97) W o2 |93 N @6 (TR
70644/2 (0644-97) O ¥ o d” owmn 2 90 @ioe| 9 2.
70645/0 (0645-97) SR AR Q I Q @&
70646/9 (0646-97) v \\ \\ [} &% Q" |x, §
70647/7 (0647-97) GRS @ S O 4> a0 NS
GLP: yes @Q LIRS RN @7&9 § § %
1997 A O S v S D O e
* RS N Q © S
berry recoveries al lid for 1 tetial bR f grapes.
** btem?/h regé)oveerle:saafsoov\?ahd gorssar@fafe;a e 0 e (§ @® Q& @ @©> (ﬁx
S &@ & o O
@ SN . .
o © S @ T < N L9
Ny 8 e Y
24\9 @ @ @ 6 \© é (ix "\@
NN @ w\g &
I11A 8.4 S@ﬁf)lﬂé@ntarﬁv@ck ee 1 d
NS
No supplemen@ stugligs are 'i%qumgd, all nform %n is g en i the r@ant Annex I dossiers for
each of the active s@an@iﬂgmclu@ng AIR2 f(ﬂgl?gpro rbgp d/o@Annex III dossiers for the
formulatios thereof. © <\ &
D o &
@ @ N @Q % @
II1A 8/? 1 Poué@y @ \;\ « S
All relevant data@& pre%ented@the %%9§ec%@ AnneR 11 i@@swrs chapter 6.
< & &
IIIA 8.4.2 @ La@atl &‘hn&&ants@g@)at& o
All rele@data are pr%senteQ the @%pe@f@ An, e@ II dossiers, chapter 6.
N
<s§ N S0
111A=8.4.3 Pigs X Q@ @

N
All relevant dat@are pres@gnteigﬁ the@spec&@% Annex II dossiers, chapter 6.

q &Q) Q
ITIA 8.4 4@ I\Qwre s1due 1@@
Not re%@ed bgﬁrecn@é 91/@/EEC
§SEEs
¢ & <

&
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IIIA 8.5 Suppl. studies on the effects of industrial processing and/or household
preparation on residue levels

No supplementary studies are required; all information is given in the relevant Annex 11 doss1ers§ @©
each of the active substances (including AIR2 for iprovalicarb) and/or Annex Hgosswrs for tl@ v

formulations thereof. @@ & @g

IITA 8.5.1 Effects of industrial processing and/or household@eparatlo& @
(representative processing s1tuat10§? on the na@re of resu@e

§ Y\a
All relevant data are presented in the respective Anne§H dossiers, c@%ter 6. y\g © L Q)
@ o R @©

IITA 8.5.2 Distribution of the residue i %el/pulp
Not relevant for wine grapes. c& @° @ &%\ %,

v
IITA 8.5.3 Balance studies on a core set@rep@ﬁent ve p%ceges é @% @& :
All relevant data are presented in the re%%ctw&?knne&}f dos@rs, c&%ter (S

IITA 8.5.4 Follow-up studle@%ot‘é"gle w@rs ‘ﬁlgat@ c @ S
<

S N
IIIA 8.5.4.1 Follow-up stv@lles Q@ete@me&me tr @ti&&act@g%
All relevant data are presented ﬁn ‘glie\espe@we inr(gx II &)551&1@ chagter 6. ‘& @)
9l B S
A 8542 Potablewaters ©§ 6@ SO S
Not d by Dircciive 911 4/BEC, SO NS
ot required by gy@ e lﬁ§ % @ § §’ . S N
INIA 8.5.4.3 @g&@ cr@s \© S o §
Not required @)H@Qﬁve 9@414/1@& ©© S @
& % é\ v o @
S
@” N

S <
IIIA8§$ Su m %r studi r @due&n resentative succeeding crops
R@% catiry studiggfor césldues'tn rep g crop

No supplementa udigs are 1reqq\§all nf@matl(éxls g%}en in the relevant Annex Il dossiers for
each of the actlve sub (?ﬁ lug@ AR for ova%@rb) and/or Annex III dossiers for the
formula‘uonreo@ @ S \ >

S\ & ©\ %Q @@ @
IIIA% 7 Prﬁfip\\osed%emd@ de@n mn\%d maximum residue levels

Y @ ° Q

IIIA 8.7.1 @’eroposed r@%ue @eﬁn@&on
As presente@ th %ne dossiers fO@ach of the active substances, the proposed residue

deﬁmtlon&l and @imalifor eatl of the active substances are the unchanged parent

compo 1p§&ahcar%a%@lpet
R0
@ & ey

&

/’

€S

(<)
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IIIA 8.7.2 Proposed maximum residue levels (MRLs) and justification of the

acceptability of the levels proposed, including details of statistical analyses
used @ ©©
g

. . . . . S)
An MRL of 2.0 mg/kg for iprovalicarb (SZX 0722) in grapes was proposed imphe original A%nex ©
dossier, chapter 6. This MRL has been published (first in Commission Dirgctives 2003/@C )
2004/115/EC, later in connection with Regulation [EC] ngﬁ396/2005) @Z%Y the value <}iﬂ%onﬁ tged ué\”

the AIR2 dossier. X Q Q\ *f\g@ &@

@ Q)
The trials presented in this Annex III dossier yielde @%sidue Valuﬁbelow this N@L ar% ase, @q}
presented in the AIR2 dossier, play a role in "dri&%@g " it — thus suppor@@ the @e of @ova carb %}
Folpet 43.5 WP (and, with it, the new fonnulagtion Ipr%falica@ F&Fpet W@Gr65. 3@8 d@s&lbed&g@

Iprovalicarb: S

®@/

above. L S
TSI S & F T s
SIS S @7 ¢
LS D S 9
Folpet: @} \\ @} & & \

A grape MRL of 5.0 mg/kg for folp@%as &éﬁpose‘“@m t]@nn’ﬂ d @er c§ ter Q@he 11&9st recent
publication of EU MRLs with reg@% to %egulq%on (E@) no. 396/20 alsoéﬁﬂect@%s V@%[e The
trials presented in this Annexgﬁdossm yield&d re%@e Vi@ be@%v the @[RL el, thus supporting
the use of Iprovalicarb & Folpet 4&5}?&@ @d v&th it, the new&t@fmulgﬁon I@ovahc@b & Folpet

WG 65.3) as described abeye. N @ @ '

7 s e
S < LN
IIIA 8.8 Pl@oseg pre-@rves@mter@ls ent@@ or gl h%};ixmg periods
@
IITA 8.8.1 &re l@\”veét 1nte§ul (K@aysﬁfor c? r@ant ‘trop
Grapevine: % @’ B @ N &@ ¢§ © é’}@
@
A mlm@ PHI of 2 @ays @ SEEAN &
%ﬁ @% @ %
I1IA 8.8.2 Rer ntryﬁ)er (1n days)@’r lives océ} areas to be grazed
Iprovalicarb S@F@(?lpebQ is n@@’n‘ce de d fo e mg§ cas where livestock animals may be

grazed. A re®ntry &rm%@ﬁés r&i\nee be %@pose&

1A 8.@7 Re- en@ﬁ“y p@od fo@? ma{@to ps, buildings or spaces treated

A comparison of th@?stlr@%d ex@sur @%‘ch @»NOAELS shows sufficient margins of
exposure/safety for all allive s@sta es.” Thiis) no risk is to be seen for workers performing activities
like leaf pullngg@fn v %&yiﬁﬁeate@mh IpRovalicarb & Folpet WG 65.3. Therefore, a specific re-

entry perloc@ not?reede N ©@
N

1A 8@4 @@%V 1t%hold@@ period (in days) for animal feedingstuffs
No@eva&)@no u@%s a§edmg stuff before harvest.

«

1A @ 5 Waiting period before sowing or planting crop to be protected

Not relevant.
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IIIA 8.8.6 Waiting period between application and handling treated products

Not relevant, because crops are not handled before harvest.

IITA 8.8.7 Waiting period (in days) before sowing or planting sucgeding crol@:@\ v

Not needed, no phytotoxicity and no residues in succeeding crops. @',@ S . ©®
$
MMA89  Other/special studies o I
None V Q@ @@ NS v\g@
& © S L
@ & & VN O &
S N &’ @ & © &
IIIA 8.10 Estimation of exposure thr diet and.other@eans \© © @
\ CAN I T N
2R A S S
IIIA 8.10.1 TMDI calculations Q @

Iprovalicarb:

As stated above, the results for Iprov olp%@%lG Q§ "ﬁt&le Q s %tab@hed @§
previously and confirmed in the AII@ do ? Al@fo@mn fetevango di rl@sse@mnt is
given in the Annex II dossiers (orfginal he.new doss¥er). @jie u of i ip %h b’in grapes
ety e
does not represent a risk to confimerss. @ @ Q S
@

'~ @ AN N
° %
U NINE o
Folpet: o © § & S @ ‘”\7
; fed for ] ¢ &

As stated previously, G@upp& ed for pro@car b Fo]ét W@@S 3 iggniuch less critical than

the critical GAP rrentl;§efen@s n thi@cro@ the BYJ, wher©e 10 a%pllcatlons of up to
1.6 kg/ha have @1 as ii@ervalbgtween applications or pre-
harvest inter emé%e refogs; Ba ropScience AG considers it

ed,&%‘ch all othe@arameyt@rs s
ntiggl or \@ simitir.

justified to @Sfer to @pet data o@ed b whewgyer approprigite. A folpet-specific risk

assessm@ is not cons@fed @essa@o defend tl@%Ann@ hsg of iprovalicarb..

N
1A 8.10.2 N@ca&gn O @%\ S @Q

Please refer to th@res@ ve nex@@’dos&@ S. @3@

1A 8. 10§© NESTI &cu«@ons@ é@\ S

Iprovalicarb: @9 Q @ @ Q\%

@
No {%ute Referen&vDos@RfQ@ﬁaS @@n se@)r iprovalicarb. A calculation of the National
Estimated Shor@"[;erm Ir@ke &@ST@IEST@QS therefore not required.

3 oy o
\ @
Folpet: & ‘”\9 Q
As sta@?preg?usly e G supported for Iprovalicarb & Folpet WG 65.3 is much less critical than
the @tlcal rrently defends in this crop in the EU, where 10 applications of up to

g/ @ave been approved with all other parameters such as interval between applications or pre-
harves terval being identical or very similar. Therefore, Bayer CropScience AG considers it
justified to refer to folpet data owned by - wherever appropriate. A folpet-specific risk
assessment is not considered necessary to defend the Annex I listing of iprovalicarb..
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IIIA 8.11 Summary and evaluation of residue behaviour

This Annex III dossier is the "representative Annex III" for the Annex I Renewal (AIR2) submisi@f S
of iprovalicarb. The formulation supported is Iprovalicarb & Folpet WG 65.3, containing 9% °s, §

iprovalicarb and 56.3% folpet. As originally tested, the product was a 43.5 W @ontaining 6%® S
iprovalicarb and 37.5% folpet. However, the use of each of the two products‘ such that th&a e
amounts of the two active substances are applied, using the correspondinyg\gl%lower amo of @ S

WG 65.3 formulation. The slight changes in the use pattéffis since the otiginal 43.5 \é:@bsul{rﬁssio ~

are of no consequence when evaluating the residue behawiour; the origmal trials su %rt th&durreng
a s gt (2unens”

use. @} & é\g Q @@ @Q}
To evaluate the residue behaviour of SZX 0722 @%olpet 43.5WP iI} @es, (Qﬁl fr(@% 10 tials or@}
grapes (northern and southern European residge regio%s«v) are@sen@ﬁ. T{@bj e@e oa“\ﬁie tri@was
to provide a data "bridge" to the individual n@ona&@id E@subn@ion eao@f tl@ activ% .
substances, thus supporting the use of the ﬂ%W coo-%nn&l@ion. The product was app@d in@or e
with GLP and in accordance with — or iﬁ:ase&}f sl@a‘[ de&i@on %g%hin\a@:ep@]e tq@rance§" —
@ ~ o b %, S Q

intended use patterns. ©Q (Ei% é\a < @7% Q)

The LOQs of the analytical meth(@’ em| I@ed i;ﬁhe sw?ﬁdi@ere@% mgkeg f@)roy\%?arb and
0.01 mg/kg for folpet, as descripgd ifl gﬁl%pter@@a% ot%é@s Ai@oss&t. &) ©© S
I . N S @~ @

provalicarb . & @@ @g oy | A @ o\@ &
In grape bunches, residueJevels of <0.(@—0.7§g/k med@a%O.lmg/k@%nd @0—1 .2 mg/kg
(median 0.47 mg/kg) were deferthinédin da@ZS @ple&i@the @u‘chq@ ando&(%lern European
residue regions, re@ively. Residue es on§y 2@11 th rapes@one (ﬁestemmed) were slightly

lower than those ity unc@&, with median values ofa@ andd).38 /kouthern and northern

trials, respect%&f/. é@&esige& Val%s w%iell J%%}ow e U @L of'2.0 mg/kg.
@

None of th%lata ga@ered%’om thg uses\and/ f?als @entec@m this Annex III dossier would trigger

(e o . . . . @.. W . . .
addltl01‘@11etabollsm,@lma@edn@otanonal cgop or @ldditional processing studies. Basic data on
all asp&ts mentione W%@ p;gﬁcessiata&@i data n t g potential dietary exposure to
iprovalicarb were@sen%[e%’ in @mig{;&a A I @sie as well as the AIR2 dossier for the
compound. 2 Y IS QS

o N P.U S & @
Fopet O © O O & & b
s s (it g e e o -

In deste d grapes (&pit algne), re@due lewels 9f0.19-2.5 mg/kg (median 0.31 mg/kg) and 0.11-
2.6 mg/gmedian @mg/ g) were deterfained iday-28 samples in the southern and northern
Eum?éan residue r%gion&%&f% pecti ely. rue levels were below the established EU MRLs
(5 mg/kg). Res@ue values in@% g@s burches
with median idll{t%?/els 34aiid 2@gg/kg in southern and northern trials, respectively.

Basic dan all@bec@ent@%d as%?ell as processing data and data on the potential dietary

7o

were slightly higher than those in the grapes alone,

exposy\i@to f&&cg@t w%e pre@ed in _’s Annex II dossier for the compound.
& @ @ o R
N v
@ & <

&
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