Page 1 of 6

BAYER

am<>wm

&
D t Titl & @® S
ocument Title ¢§ & \@
Summary of the residues in or on treated produgt ts, food an@gee \25@
Spiroxamine EC 5@(500 g/I@ @«z} @\\ @@ &@
& @ v\g@ @ é\g S
@ & & VN O &
) R o & & S\
1o R O @
N LY \ 2
. A A O <
A A T S
o @) @ @ S % &
SR R TR
SN e 8OO s &
R O R S S
& Reﬁremﬁﬁ(s) & &,
S (SN RN

Regulation (EC@VQO 1@7/2«@9 %e@at ©(E@ D@%S@\/ﬁm

S
N g@cument@g{CP&@ @@ % @©
) D
Section 8\%es ues in 0r§1 t@ated@ﬁ‘odﬁcts% 0C é)g\ d feed
%, 9 N

@’@9@ ©%©§x\

N
ocumen@N 018{/2013 for applicants
%app{lwal of-3Chem@@al actiVe substance

Q
g/’
A
EC
» =
38,
2 £
:
sf%
=.U

@ @ - N ERM
QQ @@ < On behalf of Bayer AG
©® Crop Science Division

M-764154-01-2



R Page 2 of 6
BAYER 2021-03-31
Document MCP — Section 8: Residues in or on treated products, food and feed

Spiroxamine EC 500 (500 g/L)

OWNERSHIP STATEMENT

& &

N &
v

This document, the data contained in it and copyright therein are ownedby Bayer A@nd r

affiliated entities. No part of the document or any information contained gherein may bé.discl
to any third party without the prior written authorisation of Bayer AG and/or affiliated e@ies. %

The summaries and evaluations contained in this docu@nt are based’on unpublished pr’gp@iet
data submitted for the purpose of the assessment undgrtaken by the regulator%)@ltthy. Ofther
registration authorities should not grant, amend, or renew a istration the \basis @ﬁ the ©
summaries and evaluation of unpublished proprie@ry data cm@ined in this ddocume ur@s th%
have received the data on which the summarid evaluationtare E;fsed,@ther& % &

9

7o

. : > N \© &, @@
. from Bayer AG or respective afﬁll%t{,; or oo & <\7\ %@’ @6 NN
. from other applicants once the per@d of%(@ta tect'@a ha@pire@’ & % o
o R s 9O & ¢
LS Sy S O
o O @ . SN & &
EH &y o & § -
G TR § v S 2
S o L .
RN o > § o O N
o = ¥ S S ° S
ASTRN KRN S
% AN %
SO N S N
e O N L L N L9
, .9 9 ¥ .90 « )
T e S 90O
@ é ) § @© @@ 8 @
N N\ &\ \\ é\ N @
G &
N W o O @
TS e S IRy
S N RN
N T8 T e &8
© Q
§ RENIIN > & >
TS F s s §
@ O & .9 © O @
QOO O N O D
¥ o K & o
=) N @% W2 %
@7 °\@ Q @ D
Q AN N @& 9
. S SN o
N (g @\ Q&©
° SN
s é@ SR
@ < Q & ©@
N
AN



R Page 3 of 6
BAYER) 2021-03-31

E Document MCP — Section 8: Residues in or on treated products, food and feed
B Spiroxamine EC 500 (500 g/L)
Version history @ S
Date Data points containing amendments or additions' and Doc¢ument identiﬁe@nd C@@
[yyyy-mm-dd] brief description ersion numb@r- &
@ NS
S & 4
- = O ©
' It is suggested that applicants adopt a similar approach to §‘%9wing revisind version @ow@uﬂin@% @
SANCO/10180/2013 Chapter 4, ‘How to revise an Assisment Report’© %@ Q@ S c&&
@ N Q o
Q o & & @) &@
e S .7 VO @ @
% @Q @ %\ %@ @6 o\ %
Q @ N N W&
SRR > A & & @
EARSITC RS RO -
TSNS Oy &
Ry o D § © O O
o = @ S @ @ (& D«
N AN o
. & Kz
e QO N O Q Q
S % 9 § @ S e BN N
v e O ¥ .0 & )
S TS o S 90 <
@ S o © @© @ @
SO O YN Y e
Ve a & P
& £ .0 O « SIS, @
N S O
& 2 > @ -\
S & & & o &\
A& 2 O & O 8
SEN®) S
§ RN > & >
@ 9O g © o .0 @
VW 0O O S & D
¥ o K 2
3 S o 2 Z
2 @ & o
@7 N Q ©\
NN N @% .
N (g @\ R Q
@ N >
s A &S R
& o &
& & T
Y <
{x’ O @ o



Page 4 of 6

2021-03-31

Document MCP — Section 8: Residues in or on treated products, food and feed

BAYER|

Spiroxamine EC 500 (500 g/L)

wee)

Table of Contents

CP 38

@my\ & & $ 2 &@K@
O 7
B s o, Vo
%@@ y S, y 0 %@ o S
’ &
. % y @@Q 2y 2, Zy
5 0 ‘0 @N\\V 4o
m@ @%@ y \x@@@ %&\@x @@@ @%@@
m@@% Yo %, M, S Y
a 2y 5. 8y g, P / 7z
o 9 ® Y, Sq4, 4o
> / a 0 S
s °,, %0, T "0, Jy, e
”, o Q\@Q A Q@ 4o @§ Ve,
3 \m@@ Ve v / \@@ 7, O, @) 2
: 4 s Y Yy 2 @@Q v 2, %, “up
= S) @@ /9 2 X@&\m@ S \M@\ & 40 @@ 2
1 &,
) %vo %@ & 7 R@A\ N ) (@ A\@ /
2 n@%@ \\\ o &@@& %) , @\@ \&@ \@@QQO\@@
< K K @) ¢ . %
2 Tt Yo ey By T, Yy T
Js,., &, s ¢ o, Vg (U @
S %, s e, 4 U ey e T, 7
w W do Yp s Ay Ly, M, 77
S) a4, 4, Y, ‘D, Yo, 4
z by Ty 7o 5, Wy T &@@@@@
2 S, o 4, W Ty U T
= Uy D S %Q@ S, P
o Y, & Ty, 0y T,
2 2, § o Y
Ay %@\ %9, S,
4 Y,
7 W/
V4 7



R Page 5 of 6
BAYER 2021-03-31

E Document MCP — Section 8: Residues in or on treated products, food and feed
Spiroxamine EC 500 (500 g/L)
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 not
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 and renewal. Hoigever,

all studies submitted for the first approval and subsequent first renewal %t‘%plroxamme @Ve algp be%@

summarised according to current guidance and 1ncluded® the dossie, Where stud@ me'{%rele
validity criteria, new robust study summaries have beerprowded 1 he appropnéé @r segtion
However, where studies do not meet relevant validitg criteria and, 48 not cons ) le
detailed summaries may have been provided alongs@wcusswn@f study defigi All reﬁ@d upéar
study reports are submitted in Document K for t@econd renewal of érova@iosm@ or 1@)0cu$1
K for the previous Annex I inclusion and first renéwal spbm@%ns,%\ @ 6 \%

All data which were already submitted by Baye &G (f er @/er pSc@nce) {or th nnex [
inclusion and first renewal under Cou D1r%ﬁwe @/414@EC are (ﬁlned@l th raft

Assessment Report (RAR) 2010 and it %VIS@{AI&%17 and ar&%xclu in the Baseline sier
provided by Bayer AG. > ~ . \ N % ©§§

5 < v\ﬁ
Spiroxamine consists of four isom @(twq%ﬁaste&e mer&ﬁac with itss0 rre dingtwo efantiomers
which are in a 1:1 ratio) as shown<n th schen@}lc be som@ mé&lat res{%"ed in some

historical documentation may @fer Wit res@ct to fhe A/@ d esp@dm@@n is notation as a
result of a discrepancy in ref ?@cmg\vhl dlscu@éed 1ﬁ$deta11@m on paper M 468-01-1 (see

CA 1.7/01). It is recommen ed t reo 1gnn®nts de ct% ere, t@eth with the A and B
notation should be used. %@lusw @rd thnsm@conu ty oﬁnt‘o%atlon throughout the
@)

dossier.
$ %\ & w

both torial
O ) t’gau:sorla // z
& ee(R

both equatorial
(ee) "trans”

ee (S)

Tl{{? m'@@tlon Sp1r0x§§me EC 500 (500 g/L), abbreviation Spiroxamine EC 500, is an emulsifiable
conce@e formulation containing 160 g/L of prothioconazole and 300 g/L of spiroxamine. This
formulation is registered throughout Europe under trade names such as BATAM, HOGGAR, IMPULSE
EC 500, PROSPER, PROSPER 500 EC. Spiroxamine EC 500 already a representative formulation of
Bayer AG for the Annex I inclusion of spiroxamine under Council Directive 91/414/EEC.
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All relevant metabolism and residue data in support of this use are summarized in Document MCA,
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