
This document is meant purely as a documentation tool and the institutions do not assume any liability for its contents

►B COMMISSION REGULATION (EC) No 1356/2004

of 26 July 2004

concerning the authorisation for 10 years of the additive ‘Elancoban’ in feedingstuffs, belonging to
the group of coccidiostats and other medicinal substances

(Text with EEA relevance)

(OJ L 251, 27.7.2004, p. 6)

Amended by:

Official Journal

No page date

►M1 Commission Regulation (EC) No 108/2007 of 5 February 2007 L 31 4 6.2.2007

►M2 Commission Regulation (EC) No 1096/2008 of 6 November 2008 L 298 5 7.11.2008

2004R1356— EN — 27.11.2008 — 002.001— 1



▼B

COMMISSION REGULATION (EC) No 1356/2004

of 26 July 2004

concerning the authorisation for 10 years of the additive
‘Elancoban’ in feedingstuffs, 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 Council Directive 70/524/EEC of 23 November 1970
concerning additives in feedingstuffs (1), and in particular
Article 9g(5)(b) thereof,

Whereas:

(1) In accordance with Directive 70/524/EEC, coccidiostats included
in Annex I to that Directive before 1 January 1988 were provi-
sionally authorised as from 1 April 1998 and transferred to
Chapter I of Annex B with a view to their re-evaluation as
additives linked to a person responsible for putting them into
circulation. The monensin sodium product, Elancoban, is an
additive belonging to the group ‘Coccidiostats and other
medicinal substances’ listed in Chapter I of Annex B to
Directive 70/524/EEC.

(2) The person responsible for putting into circulation Elancoban
submitted an application for authorisation and a dossier,
according to Article 9g(2) and (4) of that Directive.

(3) Article 9g(6) of Directive 70/524/EEC allows the automatic
extension of the period of authorisation of the additives
concerned until the Commission takes a decision in case of, for
reasons beyond the control of the authorisation holder, no
decision may be taken on the application before the expiry date
of the authorisation. This provision is applicable to the author-
isation of Elancoban. On 26 April 2001, the Commission
requested the Scientific Committee for Animal Nutrition for a
full risk evaluation and this request was consequently transferred
to the European Food Safety Authority. Several requests for addi-
tional information were made during the re-evaluation process
making it impossible to complete the re-evaluation within the
time limits required by Article 9g.

(4) The Scientific Panel on Additives and Products or Substances
used in Animal Feed attached to the European Food Safety
Authority has delivered a favourable opinion with regard to the
safety and to the efficacy of Elancoban for chickens for fattening,
for chickens reared for laying and for turkeys.

(5) The re-evaluation of Elancoban carried out by the Commission
showed that the relevant conditions laid down in Directive
70/524/EEC are satisfied. Elancoban should therefore be
authorised for 10 years as an additive linked to the person
responsible for putting it into circulation and included in
Chapter I of the list referred to Article 9t(b) of that Directive.

(6) As the authorisation for the additive is now linked to a person
responsible for putting it into circulation, and replaces the
previous authorisation which was not linked to any specific
person, it is appropriate to delete the latter authorisation.

(7) Since there are no safety reasons for withdrawing the product
monensin sodium from the market immediately, it is appropriate
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▼B

to allow a transitional period of six months for the disposal of
existing stocks of the additive.

(8) 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

Chapter I of Annex B to Directive 70/524/EEC is amended as follows:

The additive monensin sodium, belonging to the group ‘Coccidiostats
and other medical substances’, shall be deleted.

Article 2

The additive Elancoban belonging to the group ‘Coccidiostats and other
medical substances’, as set out in the Annex to the present Regulation is
authorised for use in animal nutrition under the conditions laid down in
that Annex.

Article 3

A period of six months from the date of entry into force of this Regu-
lation is permitted to use up the existing stocks of monensin sodium.

Article 4

This Regulation shall enter into force on the third day following that of
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.

2004R1356— EN — 27.11.2008 — 002.001— 3



2004R1356— EN — 27.11.2008 — 002.001— 4

▼
M
2

A
N
N
E
X

R
eg
is
-

tr
at
io
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)

C
om

po
si
tio

n,
ch
em

ic
al

fo
rm

ul
a,

de
sc
ri
pt
io
n

S
pe
ci
es

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

E
nd

of
pe
ri
od

of
au
th
or
i-

sa
tio

n

P
ro
vi
si
on

al
m
ax
im

um
re
si
du

e
lim

its
(M

R
L
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
d
io
st
at
s
an

d
ot
h
er

m
ed
ic
in
al

su
b
st
an

ce
s

E
75

7
E
li
L
ill
y
an
d

C
om

pa
ny

L
im

ite
d

M
on

en
si
n
so
di
um

(E
la
nc
ob

an
G
10

0,
E
la
nc
ob

an
10

0,
E
la
nc
og

ra
n

10
0,

E
la
nc
ob

an
G
20

0,
E
la
nc
ob

an
20

0)

A
ct
iv
e
su
bs
ta
nc
e

C
36
H
61
O
11
N
a

so
di
um

sa
lt

of
po

ly
et
he
r
m
on

oc
ar
-

bo
xy

lic
ac
id

pr
od

uc
ed

by
St
re
p-

to
m
yc
es

ci
nn

am
on

en
si
s,

A
T
C
C

15
41

3
in

gr
an
ul
ar

fo
rm

.

F
ac
to
r
co
m
po

si
tio

n:

M
on

en
si
n
A
:
no

t
le
ss

th
an

90
%

M
on

en
si
n
A

+
B
:
no

t
le
ss

th
an

95
%

A
dd

iti
ve

co
m
po

si
tio

n

G
ra
nu

la
r

m
on

en
si
n

(d
ri
ed

fe
rm

en
-

ta
tio

n
pr
od

uc
t)

eq
ui
va
le
nt

to
M
on

en
si
n
ac
tiv

ity
10

%
w
/w

M
in
er
al

oi
l
1-
3
%

w
/w

L
im

es
to
ne

gr
an
ul
ar

13
-2
3
%

w
/w

R
ic
e
hu

lls
or

lim
es
to
ne

gr
an
ul
ar

qs
10

0
%

w
/w

G
ra
nu

la
r

m
on

en
si
n

(d
ri
ed

fe
rm

en
-

ta
tio

n
pr
od

uc
t)

eq
ui
va
le
nt

to
M
on

en
si
n
ac
tiv

ity
20

%
w
/w

M
in
er
al

oi
l
1-
3
%

w
/w

R
ic
e
hu

lls
or

lim
es
to
ne

gr
an
ul
ar

qs
10

0
%

w
/w

C
hi
ck
en
s

fo
r

fa
tte
ni
ng

—
10

0
12

5
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.

T
hi
s

fe
ed
in
gs
tu
ff

co
nt
ai
ns

an
io
no

ph
or
e:

av
oi
d

si
m
ul
ta
ne
ou

s
ad
m
in
-

is
tr
at
io
n

w
ith

tia
m
ul
in

an
d

m
on

ito
r

fo
r

po
ss
ib
le

ad
ve
rs
e

re
ac
tio

ns
w
he
n

us
ed

co
nc
ur
re
nt
ly

w
ith

ot
he
r

m
ed
ic
in
al

su
bs
ta
nc
es
’

30
.7
.2
01

4
25

μg
/k
g

m
on

en
si
n

so
di
um

of
w
et

sk
in

+
fa
t

8
μg

/k
g

m
on

en
si
n

so
di
um

of
w
et

liv
er
,

w
et

ki
dn

ey
an
d
w
et

m
us
cl
e.

C
hi
ck
en
s

re
ar
ed

fo
r

la
yi
ng

16
w
ee
ks

10
0

12
0

T
ur
ke
ys

16
w
ee
ks

60
10

0



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


