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I

(Acts whose publication is obligatory)

COMMISSION REGULATION (EC) No 2697/2000

of 27 November 2000

concerning the provisional authorisations of additives 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), as
last amended by Commission Regulation (EC) No
1887/2000 (2) (�the Directive�), and in particular Articles 3, 9e
and 9i thereof,

Whereas:

(1) Articles 9e(1) and 9i(1) of the Directive provide that a
provisional authorisation of a new additive or a new use
of an additive may be given for a specific period.

(2) Article 4 of Council Directive establishes the procedure
for such authorisation.

(3) Article 9e(2) and (3) and Article 9i(1) of the Directive
provide that the duration of the provisional
authorisations may not exceed four or five years,
depending on the date of the first provisional
authorisation. When the latter was given before 1 April
1998, the duration of the provisional authorisation may
not exceed five years. In the case of additives whose first
provisional authorisations were given after 1 April
1998, the duration of the provisional authorisation may
not exceed four years.

(4) The first provisional authorisation is given until 30
September of the current year or of the next year then
may be extended each year for one year. During the last
year of the provisional authorisation, the authorisation
should only be extended to the fourth or fifth
anniversary (as the case may be) of the initial
provisional authorisation.

(5) The current provisional authorisations of many additives
expire on 30 September, and it is appropriate to extend
for one year, or until the fourth or fifth anniversary (as
the case may be) of the initial provisional authorisation,
the period of these authorisations so that the necessary
data for an authorisation for 10 years or without a time
limit (depending on the nature of the additive in
question) can be provided.

(6) The extension of the period of authorisation of the
provisional authorisations must be considered as a
purely administrative measure involving no new
evaluation of the concerned additives.

(7) Provisional authorisations under this Regulation are
granted for a specified period, but without prejudice to
the possibility that they may be withdrawn at any time
in accordance with Articles 9m and 11 of the Directive.
In particular, authorisations for the use of antibiotics as
additives in feedingstuffs are currently under review in
the light of the fact that the Kingdom of Sweden has
prohibited the use on its territory of all antibiotics as
additives in feedingstuffs on the basis of Article 11 of
the Directive, and the opinion issued by the Scientific
Steering Committee on anti-microbial resistance on 28
May 1999. The Commission is also examining the more
general question of the use of antibiotics as additives in
feedingstuffs.

(8) In the light of the data submitted in the file and
examined by the Member States, the conditions for the
provisional authorisation under the conditions laid done
in the Annex of the new uses of the additives
�Tartrazine� (E 102), �Sunset Yellow FCF� (E 110), �Patent
Blue V� (E 131), and �Chlorophyll copper complex� (E
141) belonging to the group of �Colorants, including
pigments� have been met.

(9) In the light of the data submitted in the file and
examined by the Member States, the conditions for the
modification of the physical forms under the conditions
laid done in the Annex of the previously provisionally
authorised enzyme preparations No 7 and No 8 have
been met.

(1) OJ L 270, 14.12.1970, p. 1.
(2) OJ L 227, 7.9.2000, p. 13.
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(10) The provisional authorisations expiring on 30
September 2000 of the micro-organism preparations
No 1 Bacillus cereus var. toyoi (NCIMB 40112) and No 4
Bacillus cereus (ATCC 14893) should be renewed
provisionally until 20 February 2001 in order to allow
sufficient time for the provision of complementary data
and for the safety reassessment of these two strains with
regard to production of toxins, as requested in the
Opinion of the Scientific Committee for Animal Nutrition on
the safety of use of Bacillus species in animal nutrition
expressed on 17 February 2000.

(11) The Commission has consulted the Scientific Committee
for Animal Nutrition concerning the safety of the
enzyme preparations included in the Annex to the
present Regulation. The Committee delivered a positive
opinion in the Report of the Scientific Committee for
Animal Nutrition on the use of certain enzymes in animal
feedingstuffs adopted on 4 June 1998 and updated on 3
December 1999.

(12) The Commission has consulted the Scientific Committee
for Animal Nutrition concerning the safety of the
micro-organism preparations included in the Annex to
the present Regulation. The Committee delivered a
positive opinion in the Report on the use of certain
micro-organisms as additives in feedingstuffs expressed on
26 September 1997 and updated on 27 April 2000.

(13) For readability and coherence reasons, all the
provisional authorisations of additives in feedingstuffs
should be consolidated in this Regulation.

(14) The provisional authorisations for most of the additives
expire on 30 September 2000. Therefore, it is necessary
to apply this Regulation from the 1 October 2000.

(15) The measures provided for in this Regulation are in
accordance with the opinion of the of the Standing
Committee for Feedingstuffs,

HAS ADOPTED THIS REGULATION:

Article 1

The additives referred to in the Annex to this Regulation are
authorised provisionally in accordance with Council Directive
70/524/EEC under the conditions laid down in this Annex.

Article 2

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

It shall apply from 1 October 2000.

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

Done at Brussels, 27 November 2000.

For the Commission
David BYRNE

Member of the Commission
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12
8

m
ic

ro
m

ol
es

of
re

du
ci

ng
su

ga
rs

(g
lu

co
se

eq
ui

va
le

nt
s)

fr
om

ba
rle

y
be

ta
-g

lu
ca

n
pe

r
m

in
ut

e
at

pH
4,

5
an

d
30

°C
.

(21
)

1
EP

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
0,

00
83

m
ic

ro
m

ol
es

of
re

du
ci

ng
su

ga
rs

(x
yl

os
e

eq
ui

va
le

nt
s)

fr
om

oa
t

sp
el

t
xy

la
n

pe
r

m
in

ut
e

at
pH

4,
7

an
d

30
°C

.
(22

)
1

A
G

L
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
5,

55
m

ic
ro

m
ol

es
of

re
du

ci
ng

su
ga

rs
(m

al
to

se
eq

ui
va

le
nt

s)
fr

om
ba

rle
y

be
ta

-g
lu

ca
n

pe
r

m
in

ut
e

at
pH

4,
6

an
d

30
°C

.
(23

)
1

A
X

C
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
17

,2
m

ic
ro

m
ol

es
of

re
du

ci
ng

su
ga

rs
(m

al
to

se
eq

ui
va

le
nt

s)
fr

om
oa

t
xy

la
n

pe
r

m
in

ut
e

at
pH

4,
7

an
d

30
°C

.
(24

)
1

BG
N

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

1
m

ic
ro

m
ol

e
of

re
du

ci
ng

su
ga

r
(g

lu
co

se
eq

ui
va

le
nt

s)
fr

om
ba

rle
y

be
ta

-g
lu

ca
n

pe
r

m
in

ut
e

at
pH

4,
8

an
d

50
°C

.
(25

)
1

IF
P

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

1
m

ic
ro

m
ol

e
of

re
du

ci
ng

su
ga

rs
(x

yl
os

e
eq

ui
va

le
nt

s)
fr

om
oa

t
xy

la
n

pe
r

m
in

ut
e

at
pH

4,
8

an
d

50
°C

.
(26

)
1

Q
X

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
m

ol
e

of
re

du
ci

ng
su

ga
rs

(x
yl

os
e

eq
ui

va
le

nt
s)

fr
om

oa
t

xy
la

n
pe

r
m

in
ut

e
at

pH
5,

1
an

d
50

°C
.

(27
)

1
Q

G
U

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

1
m

ic
ro

m
ol

e
of

re
du

ci
ng

su
ga

rs
(g

lu
co

se
eq

ui
va

le
nt

s)
fr

om
ba

rle
y

be
ta

-g
lu

ca
n

pe
r

m
in

ut
e

at
pH

4,
8

an
d

50
°C

.
(28

)
1

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
m

ol
e

of
re

du
ci

ng
su

ga
rs

(g
lu

co
se

eq
ui

va
le

nt
s)

fr
om

oa
t

be
ta

-g
lu

ca
n

pe
r

m
in

ut
e

at
pH

4,
0

an
d

30
°C

.
(29

)
1

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
m

ol
e

of
re

du
ci

ng
su

ga
rs

(x
yl

os
e

eq
ui

va
le

nt
s)

fr
om

oa
t

xy
la

n
pe

r
m

in
ut

e
at

pH
4,

0
an

d
30

°C
.

(30
)

1
BU

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

0,
06

m
ic

ro
m

ol
es

of
re

du
ci

ng
su

ga
rs

(g
lu

co
se

eq
ui

va
le

nt
s)

fr
om

ba
rle

y
be

ta
-g

lu
ca

n
pe

r
m

in
ut

e
at

pH
4,

8
an

d
50

°C
.

(31
)

1
BX

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
0,

06
m

ic
ro

m
ol

es
of

re
du

ci
ng

su
ga

rs
(x

yl
os

e
eq

ui
va

le
nt

s)
fr

om
bi

rc
h

xy
la

n
pe

r
m

in
ut

e
at

pH
5,

3
an

d
50

°C
.

(32
)

1
PP

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
m

ol
e

of
in

or
ga

ni
c

ph
os

ph
at

e
fr

om
so

di
um

ph
yt

at
e

pe
r

m
in

ut
e

at
pH

5
an

d
37

°C
.

(33
)

1
U

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

2,
78

m
ic

ro
m

ol
es

of
re

du
ci

ng
su

ga
rs

(m
al

to
se

eq
ui

va
le

nt
s)

fr
om

ba
rle

y
be

ta
-g

lu
ca

n
pe

r
m

in
ut

e
at

pH
5,

0
an

d
50

°C
.

(34
)

1
U

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

5,
55

m
ic

ro
m

ol
es

of
re

du
ci

ng
su

ga
rs

(m
al

to
se

eq
ui

va
le

nt
s)

fr
om

ba
rle

y
be

ta
-g

lu
ca

n
pe

r
m

in
ut

e
at

pH
5,

0
an

d
50

°C
.

(35
)

1
U

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

4,
00

m
ic

ro
m

ol
es

of
re

du
ci

ng
su

ga
rs

(m
al

to
se

eq
ui

va
le

nt
s)

fr
om

bi
rc

hw
oo

d
xy

la
n

pe
r

m
in

ut
e

at
pH

5,
5

an
d

50
°C

.
(36

)
1

EU
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
m

ol
e

of
re

du
ci

ng
su

ga
rs

(x
yl

os
e

eq
ui

va
le

nt
s)

fr
om

oa
t

xy
la

n
pe

r
m

in
ut

e
at

pH
4,

5
an

d
40

°C
.

(37
)

1
U

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

1
m

ic
ro

m
ol

e
of

re
du

ci
ng

su
ga

rs
(x

yl
os

e
eq

ui
va

le
nt

s)
fr

om
oa

t
sp

el
t

xy
la

n
pe

r
m

in
ut

e
at

pH
5,

3
an

d
50

°C
.

(38
)

1
U

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

1
m

ic
ro

m
ol

e
of

re
du

ci
ng

su
ga

r
(g

lu
co

se
eq

ui
va

le
nt

)f
ro

m
oa

t
xy

la
n

pe
r

m
in

ut
e

at
pH

4,
0

an
d

30
°C

.
(39

)
1

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
m

ol
e

of
re

du
ci

ng
su

ga
r

(g
lu

co
se

eq
ui

va
le

nt
)f

ro
m

w
he

at
st

ar
ch

pe
r

m
in

ut
e

at
pH

4,
0

an
d

30
°C

.
(40

)
1

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
gr

am
of

ph
en

ol
ic

co
m

po
un

d
(ty

ro
si

ne
eq

ui
va

le
nt

s)
fr

om
a

ca
se

in
su

bs
tr

at
e

pe
r

m
in

ut
e

at
pH

7,
5

an
d

40
°C

.
(41

)
1

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
m

ol
e

of
gl

uc
os

id
ic

lin
ka

ge
s

fr
om

a
w

at
er

in
so

lu
bl

e
cr

os
s-

lin
ke

d
st

ar
ch

po
ly

m
er

su
bs

tr
at

e
pe

r
m

in
ut

e
at

pH
6,

5
an

d
37

°C
.

(42
)

1
U

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

1
m

ic
ro

m
ol

e
of

re
du

ci
ng

m
at

er
ia

l(
ga

la
ct

ur
on

ic
ac

id
eq

ui
va

le
nt

s)
fr

om
a

po
ly

D
-g

al
ac

tu
ro

ni
c

su
bs

tr
at

e
pe

r
m

in
ut

e
at

pH
5,

0
an

d
40

°C
.

(43
)

1
KN

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
67

2
m

ic
ro

m
ol

es
of

re
du

ci
ng

su
ga

rs
(g

lu
co

se
eq

ui
va

le
nt

)f
ro

m
so

lu
bl

e
st

ar
ch

pe
r

m
in

ut
e

at
pH

5,
6

an
d

37
°C

.
(44

)
1

FB
G

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

1
m

ic
ro

m
ol

e
of

re
du

ci
ng

su
ga

rs
(g

lu
co

se
eq

ui
va

le
nt

s)
fr

om
ba

rle
y

be
ta

-g
lu

ca
n

pe
r

m
in

ut
e

at
pH

5,
0

an
d

30
°C

.
(45

)
1

IU
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
m

ol
e

of
re

du
ci

ng
su

ga
rs

(x
yl

os
e

eq
ui

va
le

nt
s)

fr
om

bi
rc

hw
oo

d
xy

la
n

pe
r

m
in

ut
e

at
pH

4,
5

an
d

30
°C

.
(46

)
1

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
0,

00
56

m
ic

ro
m

ol
es

of
re

du
ci

ng
su

ga
rs

(g
lu

co
se

eq
ui

va
le

nt
s)

fr
om

ba
rle

y
be

ta
-g

lu
ca

n
pe

r
m

in
ut

e
at

pH
7,

5
an

d
30

°C
.

(47
)

1
U

is
th

e
am

ou
nt

of
en

zy
m

e
w

hi
ch

lib
er

at
es

0,
00

56
m

ic
ro

m
ol

es
of

re
du

ci
ng

su
ga

rs
(g

lu
co

se
eq

ui
va

le
nt

s)
fr

om
ca

rb
ox

ym
et

hy
lc

el
lu

lo
se

pe
r

m
in

ut
e

at
pH

4,
8

an
d

50
°C

.
(48

)
1

U
is

th
e

am
ou

nt
of

en
zy

m
e

w
hi

ch
lib

er
at

es
1

m
ic

ro
m

ol
e

of
gl

uc
os

e
fr

om
a

cr
os

s-
lin

ke
d

st
ar

ch
po

ly
m

er
pe

r
m

in
ut

e
at

pH
7,

5
an

d
37

°C
.
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