
COMMISSION REGULATION (EC) No 971/2008

of 3 October 2008

concerning a new use of a coccidiostat as additive in feedingstuffs

(Text with EEA relevance)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Community,

Having regard to Council Directive 70/524/EEC of
23 November 1970 concerning additives in feedingstuffs (1),
and in particular Articles 3 and 9 thereof,

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 (2), and in
particular Article 25 thereof,

Whereas:

(1) Regulation (EC) No 1831/2003 provides for the autho­
risation of additives for use in animal nutrition.

(2) Article 25 of Regulation (EC) No 1831/2003 lays down
transitional measures for applications for the authori­
sation of feed additives submitted in accordance with
Directive 70/524/EEC before the date of application of
Regulation (EC) No 1831/2003.

(3) The application for authorisation of the additive set out
in the Annex to this Regulation was submitted before the
date of application of Regulation (EC) No 1831/2003.

(4) Initial comments on that application, as provided for in
Article 4(4) of Directive 70/524/EEC, were forwarded to
the Commission before the date of application of Regu­
lation (EC) No 1831/2003. That application is therefore
to continue to be treated in accordance with Article 4 of
Directive 70/524/EEC.

(5) The additive diclazuril (Clinacox 0,5 % Premix) is already
authorised by Commission Regulations (EC) No

2430/1999 (3) for chickens for fattening, (EC) No
418/2001 (4) for turkeys for fattening and (EC) No
162/2003 (5) for chickens reared for laying.

(6) New data were submitted by the holder of the authori­
sation of the additive in support of an application for
authorisation for ten years as coccidiostat for rabbits. The
European Food Safety Authority (‘the Authority’)
delivered two opinions (6) on the safety of the use of
that coccidiostat for humans, animals and environment,
under the conditions set out in the Annex to this Regu­
lation. The assessment shows that the conditions laid
down in Article 3a of Directive 70/524/EEC for such
authorisation are satisfied. Accordingly, the use of this
preparation, as specified in Annex, should be authorised
for ten years.

(7) 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 preparation belonging to the group ‘Coccidiostats and other
medicinal substances’, as specified in the Annex, is authorised
for use for ten years as additive in animal nutrition under the
conditions laid down in that Annex.

Article 2

This Regulation shall enter into force on the 20th day following
that of its publication in the Official Journal of the European
Union.
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This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 3 October 2008.

For the Commission
Androulla VASSILIOU

Member of the Commission

ENL 265/4 Official Journal of the European Union 4.10.2008



A
N
N
EX

R
eg
is
­

tr
at
io
n

nu
m
be
r
of

ad
di
tiv
e

N
am

e
an
d
re
gi
s­

tr
at
io
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
77

1
Ja
ns
se
n

Ph
ar
m
ac
eu
tic
a

nv

D
ic
la
zu
ril

0,
5
g/
10

0
g

(C
lin
ac
ox

0,
5
%

Pr
em

ix
)

A
dd
iti
ve

co
m
po
sit
io
n:

D
ic
la
zu
ril
:
0,
5
g/
10

0
g

So
yb
ea
n
m
ea
l:
99

,2
5
g/
10

0
g

Po
ly
vi
do
ne

K
30

:
0,
2
g/
10

0
g

So
di
um

hy
dr
ox
id
e:
0,
05

38
g/
10

0
g

A
cti
ve

su
bs
ta
nc
e:

D
ic
la
zu
ril

C 1
7H

9C
l 3
N
4O

2,
(±
)-4

-c
hl
or
op

he
ny
l[2

,6
-d
ic
hl
or
o-
4-

(2
,3
,4
,5
-t
et
ra
hy
dr
o-
3,
5-
di
ox
o-

1,
2,
4-
tr
ia
zi
n-
2-
yl
)

ph
en
yl
]a
ce
to
ni
tr
ile
,

CA
S
nu

m
be
r:
10

18
31

-3
7-
2

Re
la
te
d
im
pu
rit
ies
:

D
eg
ra
da
tio

n
co
m
po

un
d

(R
06

43
18

):
<
0,
2
%

O
th
er

re
la
te
d
im

pu
rit
ie
s
(R
06

68
91

,
R0

66
89

6,
R0

68
61

0,
R0

70
15

6,
R0

68
58

4,
R0

70
01

6)
:
<
0,
5
%

in
di
vi
du
al
ly

To
ta
l
im

pu
rit
ie
s:
<
1,
5
%

Ra
bb

its
—

1
1

U
se

pr
oh

ib
ite
d

at
le
as
t

on
e

da
y

be
fo
re

sl
au
gh
te
r.

24
O
ct
ob

er
20

18
2
50

0
g

di
cl
az
ur
il/
kg

of
w
et

liv
er

1
00

0
g

di
cl
az
ur
il/
kg

of
w
et

ki
dn

ey

15
0

g
di
cl
az
ur
il/
kg

of
w
et

m
us
cl
e

30
0

g
di
cl
az
ur
il/
kg

of
w
et

fa
t

EN4.10.2008 Official Journal of the European Union L 265/5


