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ITITA 8 Metabolism and Residues Data on the Plant Protection Product \@ @©
& @® @

(\
This document intends to support the application for the Annex newal 0 ﬁe adtive

substance fenhexamid (AIR2) and applies in conjunction with the co%espondlng @‘ the,
Annex II dossier (ITA, section 4, point 6) where all@pdated 1nf({xhaatlon on @etab olism

N @
residue of this compound is included. & @Q § y\g &

The representative uses chosen for the Annex I rene@l are: grap@trawbeme@ﬂd tol@toesd t C&©
GAPs supported for the inclusion renewal are the as those ealuat@g for %@ ﬁrs@&mclusm @}

During the EU review further grape trials cocted int QU were s@mﬁt@ and %ubse@ntly
evaluated (ECCO Peer Review Meetlngsé\Full eport,on @d’ Brau hweig,
February 2000). As a registration on grap% was @nte day the@ d e Pee %rogss
Bayer AG recommended reconsidering the g @prop@al g v%u in @ draft assess

(2 mg/kg) by submitting the US dat m§ hat ‘the @Wd&lﬁ also @)ver%ﬁpo %C rﬁ?@w

Meetings, ‘Full Report on Fenhexa Te@ B@s Br@msc ig, s 1 —186).
The data submitted were consider, sufﬁc@nt to derive proce@mg tacbors l@ oneopen pmnt was the

recalculation of material balan@g wh%@ th%@ces &gulabl@ @Qr%c smg studies on
grapes are be submitted Wlt];;;@is AR dosQer prov@ing 1§<1>form O@nass balancéd (preparation of
wine and raisins). & §9 @

9
Relative to the metabolism a residi@ sec@ al %rthe@dﬁta r%ulr@@ nts @ddressed in the ‘Full
Report on Fenhexan@v (EC \ €O P&c@ Revi&y ]\@mgs%@CCéTeal% at B&@ Braunschweig of 28
N

February) were ful@ed @ Q@

&
In the processéﬁ the RL re%ze ogr undél; A 1c@12/ f t}&%RL Reg. 396/2005, Tier I
Summaries ffom a @131 (@ials m the, orlg@ d itiong} European grape trials and US

data on gra@s) were prov1ded ;gﬁle RAX%S (U@CR@@O tl@t all m@essary data are already available.
@

The rc%ues aris ﬁf)m %Qe supported "( s ere conclude \uc? the original EU review as not being
harmful to huma@ animal he M@’for ult was 5.4% of the ADI, based on the
FAO/WHO Eurg?ean t (Fi [}%Vle\ﬁ\repo 497@99 -rev. 2 of 19 October 2000). The total
NEDIs (UK diet) f@@aduh@ chtngdn an@\lnfan@ werélmax. 4% of the ADI (ECCO Peer Review
Meetings, :Full Report 0 enl@mld@ C%ﬁean‘@?BBA Braunschweig, 28 February 2000).

The chronic dleta@ a s%m&t Was%@at@ applying the EFSA PRIMo model (version 2) for
estiniation on the digtary gntake o@'pcs e r@lues The TMDI calculations using the EFSA PRIMo
model (rev. 2) ylelded a%axm@m u e of thd ADI of 20 %. The estimate of the short term exposure
was not con& red us @t performed since an ARfD is not allocated. It can be
concluded gionsum%@oes not arise from the long term or short term exposure to
fenhexar@d @

&
Slnc&@\ﬂ m@oll s@ng’ ‘fesidue information revised in the context of AIR renewal of fenhexamid is

rz@ ntec@ the Annex @osswr and did not trigger any additional information that would need to be
report@n this Annex Il dossier chapter — reference can be made to the updated Annex Il dossier,
section 4, point 6.
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Therefore, the preparation of a separate Annex Il residue chapter is not necessary as long qs,all >
required information is entirely covered in the Annex II dossier. . N

N
@ @® @
. . S NS
IIIA 8.1 Stability of Residues @ N
R O & 2
IITA 8.1.1  Stability of residues during storageof samples Y SN
@ S S L@ 2

ITIA 8.1.2 Stability of residues in sample extracts @Q N é\g O

S

IITA 8.2 Supplementary studies on @ohsm 1&p%nt§r lw@ocl& & @}
@ N @y 6\ R §

IIIA 8.3 Supplementary residue t@als (@er@ d field trigls) @Q

ITIA 8.3.1 Grapes ° N
p @{\’ o \\\ > &@ é% NAPSIN §
IITA 8.3.2  Strawberries Q KN & @ LN @ S
SR > O OO s
IITA 8.3.3  Tomatoes R o © O ©) O © O
& N TS e S O
IT1IA 8.4 Supplementary, Lﬁest@k F&edin Studigs@ .9 2 ©
& S & L@ Q & <2
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@ > IS @b
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N
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@’ N §
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IIIA 8.7.1 Proposed residue definition @ >
IIIA 8.7.2 Proposed maximum residue levels (MRLs) > @®\ ®é§
ITIA 8.8 Proposed Pre-Harvest Intervals, Re-Entry or Wlthhﬁ"@dmg Per@% N < .
IITA 8.8.1 Pre-harvest interval (in days) for edch relevant @%ﬁ’)p @3;’\ @\"\@ § @
IITA 8.8.2 Re-entry period (in days) for litock to a&e@s to be grg%i QQ @§g @q}é
ITIA 8.8.3 Re-entry period for man to @ps, bulld%ggs oi@pac%;@e%{@ %@ @@}

I11IA 8.8.4 Withholding period (in d@ys) f@ am@ml fe@mg&@%ﬂs S é\ %&9 o
I1IA 8.8.5 » @ @7 v

Waiti d befores \l»a t b ted
aiting period be 0& ov&ﬁg OKQ n i@ cr&i‘%ﬁo @rotgg e L §
IITA 8.8.6 Waiting period b&eetﬁ%pgh@atwﬁ@nd @\hdl@ tredted p@uc@

I1IA 8.8.7 Waiting perl%l% days) be ore@wu@r *@tln@uccéﬂmg Frops

I1IA 8.9 Other/Spe%ml sgudles§ Y @ @ P o
S R @ N
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v SN
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