
COMMISSION REGULATION (EC) No 496/2007

of 4 May 2007

amending Regulation (EC) No 600/2005 as regards the introduction of a maximum residue limit for
the feed additive ‘Salinomax 120G’, belonging to the group of coccidiostats and other medicinal

substances

(Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Regulation (EC) No 1831/2003 of the
European Parliament and of the Council of 22 September
2003 on additives for use in animal nutrition (1), and in
particular Article 13(3) thereof,

Whereas:

(1) The additive salinomycin sodium (Salinomax 120G) was
authorised under certain conditions in accordance with
Council Directive 70/524/EEC (2). Commission Regu-
lation (EC) No 600/2005 (3) authorised that additive for
10 years for use for chickens for fattening, linking the
authorisation to the person responsible for putting that
additive into circulation. That additive was entered into
the Community Register of Feed Additives.

(2) Regulation (EC) No 1831/2003 provides for the possi-
bility of modifying the authorisation of an additive
further to a request from the holder of the authorisation
and an opinion of the European Food Safety Authority
(the Authority). The holder of the authorisation of the

additive salinomycin sodium (Salinomax 120G) has
submitted an application which proposes changing the
conditions of the authorisation by introducing a
maximum residue limit (MRL) as evaluated by the
Authority.

(3) In its opinion adopted on 26 January 2005 (4), the
Authority proposed to establish an MRL for the active
substance concerned. It may be necessary to review that
MRL in the light of the results of a future evaluation of
that active substance by the European Agency for the
Evaluation of Medicinal Products.

(4) Regulation (EC) No 600/2005 should therefore be
amended accordingly.

(5) The measures provided for in this Regulation are in
accordance with the opinion of the Standing
Committee on the Food Chain and Animal Health,

HAS ADOPTED THIS REGULATION:

Article 1

The Annex to Regulation (EC) No 600/2005 is replaced by the
text in the Annex to this Regulation.

Article 2

This Regulation shall enter into force on the 20th day following
its publication in the Official Journal of the European Union.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 4 May 2007.

For the Commission
Markos KYPRIANOU

Member of the Commission
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(1) OJ L 268, 18.10.2003, p. 29. Regulation as amended by
Commission Regulation (EC) No 378/2005 (OJ L 59, 5.3.2005,
p. 8).

(2) OJ L 270, 14.12.1970, p. 1. Directive as last amended by
Commission Regulation (EC) No 1800/2004 (OJ L 317,
16.10.2004, p. 37).

(3) OJ L 99, 19.4.2005, p. 5. Regulation as amended by Regulation (EC)
No 2028/2006 (OJ L 414, 30.12.2006, p. 26).

(4) Update of the Opinion of the Scientific Panel on Additives and
Products or Substances used in Animal Feed on a new request
from the Commission related to the safety of ‘Bio-Cox®120G’
based on Salinomycin sodium as a feed additive in accordance
with Council Directive 70/524/EEC (Article 4g). Adopted on 26
January 2005, The EFSA Journal (2005) 170, p. 1-4.



A
N
N
EX

Re
gi
st
ra
tio

n
nu

m
be
r
of

ad
di
tiv
e

N
am

e
an
d

re
gi
st
ra
tio

n
nu

m
be
r
of

pe
rs
on

re
sp
on

si
bl
e
fo
r

pu
tti
ng

ad
di
tiv
e

in
to

ci
rc
ul
at
io
n

A
dd
iti
ve

(T
ra
de

na
m
e)

Co
m
po

si
tio

n,
ch
em

ic
al

fo
rm

ul
a,

de
sc
rip

tio
n

Sp
ec
ie
s
or

ca
te
go
ry

of
an
im

al

M
ax
im

um
ag
e

M
in
im

um
co
nt
en
t

M
ax
im

um
co
nt
en
t

O
th
er

pr
ov
is
io
ns

En
d
of

pe
rio

d
of

au
th
or
is
at
io
n

M
ax
im

um
Re
si
du
e

Li
m
its

(M
RL

s)
in

th
e

re
le
va
nt

fo
od
st
uf
fs

of
an
im

al
or
ig
in

m
g
of

ac
tiv
e
su
bs
ta
nc
e/
kg

of
co
m
pl
et
e
fe
ed
in
gs
tu
ff

C
oc
ci
di
os
ta
ts

an
d
ot
he
r
m
ed
ic
in
al

su
bs
ta
nc
es

E
76

6
A
lp
ha
rm

a
(B
el
gi
um

)
BV

BA

Sa
lin
om

yc
in

so
di
um

12
0
g/
kg

(S
al
in
om

ax
12

0G
)

A
dd

iti
ve

co
m
po

si
tio

n:

Sa
lin
om

yc
in

so
di
um

12
0
g/
kg

Ca
lc
iu
m

lig
no

su
lfo

na
te
:

40
g/
kg

Ca
lc
iu
m

su
lp
ha
te

di
hy
dr
at
e

to
1
00

0
g/
kg

A
ct
iv
e
su
bs
ta
nc
e:

Sa
lin
om

yc
in

so
di
um

,
C 4

2H
69
O
11
N
a,

So
di
um

sa
lt
of

a
po

ly
et
he
r

m
on

oc
ar
bo

xy
lic

ac
id

pr
od
uc
ed

by
fe
rm

en
ta
tio

n
of

St
re
pt
om

yc
es

al
bu
s
(A
TC

C
21

83
8/
U
S
94

01
-0
6)
,
CA

S
N
o:

55
72

1-
31

-8

Re
la
te
d
im

pu
rit
ie
s:

<
42

m
g
el
ai
op

hy
lin
/k
g

sa
lin
om

yc
in

so
di
um

.

<
40

g
17

-e
pi
-2
0
de
so
xy
sa
li-

no
m
yc
in
/k
g
sa
lin
om

yc
in

so
di
um

Ch
ic
ke
ns

fo
r

fa
tte
ni
ng

—
50

70
U
se

pr
oh

ib
ite
d

at
le
as
t
on

e
da
y

be
fo
re

sl
au
gh
te
r.

In
di
ca
te

in
th
e
in
st
ru
ct
io
ns

fo
r
us
e:

‘D
an
ge
ro
us

fo
r

eq
ui
ne
s

an
d

tu
rk
ey
s’;

‘T
hi
s

fe
ed
in
gs
tu
ff

co
nt
ai
ns

an
io
no

ph
or
e:

si
m
ul
ta
ne
ou

s
us
e
w
ith

ce
rt
ai
n

m
ed
ic
in
al

su
bs
ta
nc
es

(e
.g
.ti
am

ul
in
)

ca
n

be
co
nt
ra
in
-

di
ca
te
d’

22
.4
.2
01

5
5
μg

of
Sa
lin
om

y-
ci
n/
kg

fo
r
al
l
w
et

tis
su
es

ENL 117/10 Official Journal of the European Union 5.5.2007


