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CP8 RESIDUES IN OR ON TREATED PRODUCTS, FOOD OR FEED

Spiroxamine was included in Annex I to Council Directive 91/414/EEC in 1999 (Directive 199947 EC @
Entry into Force on 1 September 1999). This Supplementary Dossier contal%data which e ot
submitted at the time of the Annex I inclusion and first renewal of spiroxaming ¢Qinder Council Dire
91/414/EEC and which were therefore not evaluated during the first EU review. Howevgg all§dles
submitted for the first approval and subsequent first renewal of splroxam §have also e sumeniaris
according to current guidance and included in the dossier(Where studle g eet relevan&}alu&%cnt
new robust study summaries have been provided in tht%pproprlate jpssier sectiq ,. er, “\(ﬁ
studies do not meet relevant validity criteria and are nét considered @ceptable leta su arl
may have been provided alongside discussions of \Qi deficienci®s. All rehed§ pon tu y r@;orts a@
submitted in Document K for this second renewala@approval d&sswr 0 Doc‘@mnt@ for the prev@ s
Annex I inclusion and first renewal submissioqris. . & %\ @ 6 \%

All data which were already submitted by @dyeg%@G (féjmer @y pSc@?ce) for the%AnnexI
inclusion and first renewal under Cou Dirégtive @/4147%C are (gmed @1 th raft
Assessment Report (RAR) 2010 and 1t§%€v15@@RAI&%17 and ar&%xclu in the Baseline @swr
provided by Bayer AG. K\ \ \ N % Q

Spiroxamine consists of four isom @(twq%ﬁaste@%mer&;ach\v@h it rre ding¥wo efiantiomers
which are in a 1:1 ratio) as showndn the%eche 1c be .T @? omehno m@g&la‘c res{*f’ed in some
historical documentation may (@‘fer res@ct to @e A/Byand esp@dm §ans/cis notation as a
result of a discrepancy in refs ?@cmg\whl dlscu@ged 1ﬁ¥detall@1 sgjon paI% 468-01-1 (see
CA 1.7/01). It is recommen%éd t §éreo 1gnn®nts de ict ere t@eth with the A and B
notation should be used. &@@lusw@ §ard t&ensu@eontmglty oQ@nfo%atlon throughout the
9

dossier.
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Tl{{? DTQ@tlon Prothu@nazole + Spiroxamine EC 460 (160+300 g/L), abbreviation PTZ + SPX EC
460, i emulsifiable concentrate formulation containing 160 g/L of prothioconazole and 300 g/L of
spiroxamine. This formulation is registered throughout Europe under trade names such as HELIX,
IMPULSE GOLD, INUT 460 EC, INPUT CLASSIC, KROTON, PROLINE MAX 460 EC, Prosaro
Plus, ROMBUS POWER, THESORUS, THESORUS 460 EC. PTZ + SPX EC 460 already a
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representative formulation of Bayer AG for the Annex I inclusion of spiroxamine under Council
Directive 91/414/EEC.

All relevant metabolism and residue data in support of this use are summarized in Document ) CA6§
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