32 Endo-1,3(4)-beta-
glucanase
EC3.2.1.6

Preparation of endo-1,3(4)-beta-

Chickens for

- endo-1,3(4)- 1. In the directions for use of the additive and 30.06.2004"
glucanase produced by Trichoderma fattening beta- premixture, indicate the storage temperature,
longibrachiatum (ATCC 2106) glucanase : storage life, and stability to pelleting.
having a minimum activity of: 100U
ving am iy 2. Recommended dose per kg of complete
Endo-1,3(4)-beta-glucanase : feedingstuff:
200 U¥/'mi endo-1,3(4)-beta-glucanase: 100 U.
3. For use in compound feed rich in non-starch
polysaccharides (mainly beta-glucans), e.g.
containing more than 30% barley.
Preparation of endo-1,3(4)-beta- Piglets 4 endo-1,3(4)- 1. In the directions for use of the additive and 30.06.2004"
glucanase produced by Trichoderma months beta- premixture, indicate the storage temperature,
longibrachiatum (ATCC 2106) glucanase : storage life, and stability to pelleting.
i ini ivi . 400 U
having a minimum activity of: 2. Recommended dose per kg of complete
Endo-1,3(4)-beta-glucanase : fecdingstutf:
1200 US/ml . endo-1,3(4)-beta-glucanase: 400 U.
3. For use in compound feed rich in non-starch
polysaccharides (mainly beta -glucans), e.g.
containing more than 55% barley.
_ " ~ h
Pigs for ;n:k? L3 1. In the directions for use of the additive and 30.06.2004
fattening eta premixture, indicate the storage temperature,
glucanase : . d stabili Heti
500 U storage life, and stability to pelleting

2. Recommended dose per kg of complete
feedingstuff:
endo-1,3(4)-beta-glucanase: 500 U.

3. For use in compound feed rich in non-starch
polysaccharides (mainly beta-glucans), e.g.
containing more than 70% barley.

% ] U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C

" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)

8! 1 U is the amount of enzyme which liberates | micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C

% First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)
" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)




33 Endo-1,4-beta- Preparation of endo-1,4-beta-xylanase Chickens for - endo-1,4- L. In the directions for use of the additive and 30.06.2004"
xylanase produced by Trichoderma fattening beta- premixture, indicate the storage temperature,
EC3.2.1.8 longibrachiatum (ATCC 2105) having a xylanase : storage life, and stability to pelleting.

minimum activity of: 500U
2. Recommended dose per kg of complete
Powder form: feedingstuff:
Endo-1,4-beta-xylanase : 2 000 U /g endo-1,4-beta-xylanase : 500-2 500 U.
Liquid form: 3. Foruse in compound feed rich in non-starch
Endo-1,4-beta-xylanase : 5 000 U/ ml polysaccharides (mainly arabinoxylans), eg.
containing more than 55% wheat or 60% rye.
Laying hens i endo-1.4- . In .the dirgcligns for use of the additilve and 30.06.2004"
beta- premixture, indicate Fhe storage temperature,
. storage life, and stability to pelleting.
xylanase :
2000U
2. Recommended dose per kg of complete
feedingstuff:
endo-1,4-beta-xylanase: 2 000 U.
3. For use in compound feed rich in non-starch
polysaccharides (mainly arabinoxylans), e.g.
containing more than 35% wheat.
Preparation of endo-1,4-beta-xylanase Piglets 4 endo-1,4- 1. In the directions for use of the additive and 30.06.2004"
produced by Trichoderma months beta- premixture, indicate the storage temperature,
longibrachiatum (ATCC 2105) having a xylanase : storage life and stability to pelleting.
minimum activity of: 5000U
2. Recommended dose per kg of complete
Powder form: feedingstuff:
Endo-1,4-beta-xylanase : 4 000 U%/g endo-1,4-beta-xylanase : 5 000 U.
Liquid form: 3. For use in compound feed rich in non-starch
Endo-1,4-beta-xylanase : 10 000 U/ml polysaccharides (mnainly arabinoxylans), e.g.
containing more than 45% wheat.

%1 U is the amount of enzyme which liberates 1 micromole of reducin

" First authorisation Commission Regulation (EC) N°
" First authorisation Commission Regulation (EC) N°

1411/1999 (OJ L 164, 30.6.1999, p. 56)
141171999 (OJ L 164, 30.6.1999, p. 56)

g sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50° C

1 U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50° C

" First authorisation Commission Regulation (EC) N°

141171999 (OJ L 164, 30.6.1999, p. 56)




Preparation of endo-1,4-beta-xylanase

Pigs for

endo-1,4-beta-

1. In the directions for use of the

It

produced by Trichoderma fattening xylanase : additive and premixture, indicate the 30.06:2004
longibrachiatum (ATCC 2105) having a 4000U storz}g_e temperalgre, storage life and
minimum activity of: stability to pelleting.
Powder form: 2. Recommended dose per kg of
Endo-I,4-beta-xylanase : 4 000 U“/g complete feedingstuff:

endo-1,4-beta-xylanase : 4 000 U.
Liquid form: ¢
Endo-1,4-beta-xylanase : 8 000 U/ml 3. For use in compound feed rich in non-

starch polysaccharides (mainly

arabinoxylans), e.g. containing more

than 35% wheat.

34 Endo-1,3 (4) -beta- | Preparation of endo-1,3 (4) -beta- Piglets 4 months | endo-1,3 (4)~ . In the directions for use of the additive | 26.07.2004

glucanase
EC3.2.1.6

Endo-1.4 -beta-
xylanase
EC32.138

Alpha —amylase
EC3.2.1.1

glucanase and endo 1,4 -bela-xylanase
produced by Aspergillus niger (NRRL
25541) and of alpha ~amylase

produced by Aspergillus oryzae ( ATCC
66222) having a minimum activity of:

Endo-1,3 (4)-beta-glucanase: 275 U%/g
Endo-1,4 -beta-xylanase: 400 U%/g

Alpha-amylase: 3 100 U¥/g

beta-glucanase:
165U

endo-1 4 -beta-
xylanase:
240U

alpha —amylase:

1860 U

and premixture, indicate the storage
temperature, storage life, and the stability
to pelleting.

2. Recommended dose per kg of
complete feedingstuff: o
endo-1, 3 (4) -beta-glucanase: 165 U
endo-1,4 -beta-xylanase: 240 U
alpha—amylase: 1 860 U.

3. For use in compound feed containing
cereals rich in starch and non-starch
polysaccharides (mainly arabinoxylans
and beta-glucans), e.g. containing more
than 45% barley and 10% wheat or 10%
maize.

] U is the amount of enzyme which liberates 1 micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50° C

" First authorisation Commission Regulation (EC) N°1411/1999 (Ol L 164, 30.6.1999, p. 56)

1 U is the amount of enzyme which liberates | micromole of reducing sugar (glucose equivalent) from oat beta-glucan per minute at pH 4.0 and 30°C.
861 U is the amount of enzyme which liberates 1 micromole of reducing sugar (glucose equivalent) from oat xylan per minute at pH 4.0 and 30°C.
87 | U is the amount of enzyme which liberates t micromole of reducing sugar (glucosc cquivalent) from wheat starch per minute at pH 4.0 and 30°C.

i First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)




35

Endo-1,3(4)-
beta-glucanase
EC3.2.1.6

Endo-1,4-beta-
xylanase
EC3.2.1.8

Preparation of endo-1,3(4)-beta-
glucanase produced by Trichoderma
longibrachiatum (ATCC 2106) and
endo-1,4-beta- xylanase produced by
Trichoderma longibrachiatum (ATCC
2105) having a minimum activity of:

Endo-1,3(4)-beta-glucanase: 80 U(’S/g
Endo-1,4-beta-xylanase: 180 U%/g

Laying hens

endo-
1,3(4)-beta-
glucanase:
80Uu

endo-1,4-
beta-
xylanase:
180U

1. In the directions for use of the
additive and premixture, indicate the
storage temperature, storage life and
stability to pelleting.

2. Recommended dose per kg of
complete feedingstuff:
endd-1,3(4)-beta-glucanase: 80 U
endo-1,4-beta-xylanase: 180 U.

3. For use in compound feed rich in
non-starch polysaccharides, (mainly

beta-glucans and arabinoxylans), e.g.

containing more than 60% barley.

26.07.2004

36

Endo-1,3(4)-
beta-glucanase
EC3.2.1.6
Endo-1,4-beta-
xylanase
EC32.1.8

Preparation of endo-1,3(4)-beta-
glucanase produced by Trichoderma
longibrachiatum (ATCC 2106) and
endo-1,4-beta- xylanase produced by
Trichoderma longibrachiatum IMI SD
135) having a minimum activity of:

Endo-1,3(4)-beta-glucanase: 300 U"%g
Endo-1,4-beta-xylanase: 300 U’'/g

Chickens for
fattening

endo-
1,3(4)-beta-
glucanase:
300U

endo-1,4-
beta-
xylanase:
300U

1. In the directions for use of the
additive and premixture, indicate the
storage temperature, storage life and
stability to pelleting.

2. Recommended dose per kg of
complete feedingstuff:
endo-1,3(4)-beta-glucanase: 300 U
endo-1,4-beta-xylanase: 300 U.

3. For use in compound feed rich in
non-starch polysaccharides, (mainly

beta-glucans and arabinoxylans), e.g.

containing more than 40% barley.

26.07.2004/

%1 U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents) from parley beta-glucan per minute at pH 5.0 and 30°C.
% | U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C.
§ First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)
70| U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents) from barley heta-glucan per minute at pH 5.0 and 30°C.
71 U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C.
I First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)




Laying hens - endo- - 1. In the directions for use of the 26.07.2004/

1,3(4)-beta- additive and premixture, indicate the
glucanase: storage temperature, storage life and
300U stability to petleting.

endo-1,4- - 2. Recommended dose per kg of
beta- complete feedingstuff:

xylanase: endo-1,3(4)-beta-glucanase: 300 U
300U endo-1,4-beta-xylanase: 300 U.

3. For use in compound feed rich in
non-starch polysaccharides, (mainly
beta-glucans and arabinoxylans), e.g.
containing more than 35% barley.

il el e

37 Enldo- 1.4-beta- Preparation of endo-I,4-beta-xylanase Chickens for - endo-1,4- - 1. In the directions for use of the 26.07.2004
)é)(/:a;;s? g produced by Trichoderma fattening beta- additive and premixture, indicate the
D longibrachiatum (ATCC 2105) and xylanase: storage temperature, storage life and

Subtilisin subtilisin produced by Bacillus subtilis 560U stability to pelleting.

ATCC 2107), with a minimum activit i
EC 3.4.21.62 E)f' ) ith a minimum activity subtilisin; - 2. Recommended dose per kg of

’ 160U complete feedingstuff:
-1.4- -xyl 1 500-2
Endo-1,4-beta-xylanase : 2 500 U™/g endo- I 4-beta-xylanase: 500-2 500 U

subtilisin: 160-800 U.

Subtilisin : 800 U™/g: 3. For use in compound feed e.g.
containing more than 65% wheat.

} First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)

"2 | U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C

31 U is the amount of enzyme which liberates 1 microgram of phenolic compound (tyrosine equivalents) from a casein substrate per minute at pH 7.5 and 40°C
T First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)




Turkeys - endo-1,4- L. In the directions for use of the additive 26.07.2004!
beta- and premixture, indicate the storage
xylanase: temperature, storage life and stability to
825U pelleting.
subtilisin: 2. Rgc01nmended dose per kg of complete
265 U feedestufF:
’ endo-[,4-beta-xylanase: 825-2 500 U
subtilisin: 265-800 U.
3. For use in compound feed e.g.
containing more than 45% wheat.
38 Enl(i?]:sf-bem- Preparation of endo-1,4-beta-xylanase Piglets 4 endo-1,4- LIn the directions for use of the additive 26.07.2004i
E)(IJ 3218 produced by Trichoderma months beta- and premixture, indicate the storage
o longibrachiatum (ATCC 2105) and xylanase: temperature, storage life and stability to
ilisi subtilisin produced by Bacillus subtilis 5000U pelleting.
Subtilisin
EC3.4.21.62 (ATCC 2107) having a minimum
ivity of: _— 2.Recommended dose per kg of complete
activity of: subtilisin: . .
500U feedingstuff:

Endo-1.4-beta-xylanase: 5 000 U™/g
Subtilisin: 500 U™/g

endo-1,4-beta- xylanase: § 000 U
subtilisin: 500 U.

3. For use in compound feed e.g.
containing more than 40% wheat.

§ First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)

™ | U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C.
51 Uis the amount of enzyme which liberates 1 microgram of phenolic compound (tyrosine equivalents) from a casein substrate per minute at pH 7.5 and 40°C.

§ First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)




39 Endo-1,3(4)- Preparation of endo-1,3(4)-beta- Pigs for endo- 1. In the directions for use of the additive 26.07.2004!
beta-glucanase glucanase produced by Trichoderma fattening 1,3(4)-beta- and premixture, indicate the storage
EC3.2.1.6 longibrachiatum (ATCC 2106) and glucanase: temperature, storage life and stability to

endo- |,4-beta-xylanase produced by 400 U pelleting.
Endo-1,4-beta- Trichoderma longibrachiatum (ATCC 4 _
xylanase 2105) having a minimum activity of: le)ndo-l, - 2. R.ecomméndcd dose per kg of complete
EC32.1.8 ela- feedingstuff:
Endo-1,3(4)-beta-glucanase: 400 U"/g xylanase: endo-1,3(4)-beta-glucanase: 400 U
Endo-1,4-beta-xylanase: 400 U""/g 400U endo-1,4-beta-xylanase: 400 U.
3. For use in compound feed rich in non-
starch polysaccharides (mainly beta-
glucans and arabinoxylans) e.g. containing
more than 65% barley.

40 Endo-1,3(4)- Preparation of endo-1,3(4)-beta- Chickens for endo- [. In the directions for use of the additive 26.07.20041
beta-glucanase glucanase produced by Trichoderma fattening 1,3(4)- and premixture, indicate the storage
EC3.2.1.6 longibrachiatum (ATCC 2106), endo- beta- temperature, storage life and stability to

1,4-beta- xylanase produced by glucanase: pelleting.
Endo-1,4-beta- Trichoderma longibrachiatum 30U )
xylanase (ATCC 2105) and subtilisin produced 2. R@commendcd dose per kg of complete
HeS218 by Bacillus subilis (ATCC 2107) Elc]:];—l,“- iied(i)mlgg[(l::)ﬁ beta-glucanase: 30-100 U
Subtilisin having a minimum activity of xylanase: endo-1 :4—beta-xylagnase: 90-300 U
EC3.4.21.62 Endo-1,3(4)-beta-glucanase: 100 U™/g 90U subtilisin: 240-800 U.
Endo-14-beta-xylanase: 300 U™/ subtilisin: 3. For usc in compound feed e.g.
Subtilisin: 800 U*/g 240U containing more than 60% barley.

76 1 U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C.
11 U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from ot spelt xylan per minute at pH 5.3 and 50°C.

i First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)

8 | U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C.
| U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C.

% | U is the amount of enzyme which liberates | microgram of phenolic compound (tyrosine equivalents) from a casein substrate per minute at pH 7.5 and 40°C.
I First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)




41

Endo-1,3(4)-
beta-glucanase
EC32.1.6

Endo-1,4-beta-
xylanase
EC3.2.1.8

Subtilisin
EC34.21.62

Preparation of endo-1,3(4)-beta-
glucanase produced by Trichoderma
longibrachiatum (ATCC 2106), endo-
1,4-beta- xylanase produced by
Trichoderma longibrachiatum
(ATCC 2105) and subtilisin produced
by Bacillus subtilis (ATCC 2107)
having a minimum activity of:

Endo-1,3(4)-beta-glucanase: 100 U8'/g
Endo-1 4-beta-xylanase: 2 500 U¥/g
Subtilisin: 800 U¥/g

Chickens for endo- 1. In the directions for use of the additive 26.07.2004'

fattening 1,3(4)-beta- and premixture, indicate the storage
glucanase: temperature, storage life and stability to
25U pelleting.
endo-1,4- 2. Recommended dose per kg of complete
beta- feedingstuff:
xylanase: endo-1,3(4)-beta-glucanase: 25-100 U
625U endo-1,4-beta-xylanase: 625-2 500 U

- subtilisin: 200-800 U.
subtilisin:
200U 3. For use in compound feed e.g.
containing more than 30% wheat and 10%
barley.

Laying hens endo- 1. In the directions for use of the additive 26.07.2004’
1,3(4)-beta- and premixture, indicate the storage
glucanase: temperature, storage life and stability to
100U pelleting.
endo-1,4- 2. Recommended dose per kg of complete
beta- feedingstuff:
xylanase: endo-1,3(4)-beta-glucanase: 100 U
2500U endo-f,4-beta-xylanasc: 2500 U

subtilisin: 800 U,
subtilisin:
800U 3. For use in compound feed e.g.

containing more than 50% wheat and 25%
barley.

81| U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C.
82| U is the amount of enzyme which liberates 1 micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C.

831 U is the amount of enzyme which liberates 1 microgram of phenolic compound (tyrosine equivalents) from a casein substrate per minute at pH 7.5 and 40°C.
I First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 7
§ First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)




42 Endo-1,4-beta- Preparation of endo-1,4-beta-xylanase Piglets 4 endo-1,4- 1. In the directions for use of the additive 26.07.2004
xylanase produced by Trichoderma months beta- and premixture, indicate the storage
longibrachiatum xylanase : temperature, storage life and stability to
EC3.2.1.8 (IMI SD 135) having a minimum 4000U pelleting.
activity of:
2. Recommended dose per kg of complete
Solid form: feedingstuff:
Endo-1,4-beta-xylanase : 4 000 U“lg endo-1,4-beta-xylanase : 4 000 U,
+
Characteristics of the authorised 3. For use in compound feed rich in non-
preparation: starch polysaccharides, (mainly
Endo-1,4-beta-xylanase: 1,99 % arabinoxylans), e.g. containing more than
Wheat: 97,7 % 60% wheat.
Calcium propionate: 0,3 %
Lecithin: 0,01%
Pigs for - endo-1,4- 1. In the directions for use of the additive 17.07.2004"
fattening beta- and premixture, indicate the storage
xylanase : temperature, storage life and stability to
4000 U pelleting.

2. Recommended dose per kg of complete
feedingstuff:

endo-1,4-beta-xylanase: 4000 U.

3. For use in compound feed rich in non-
starch polysaccharides (mainly
arabinoxylans), e.g. containing more than
60 % wheat.

8 1 U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C.

§ First authorisation Commission Regulation (EC) N°1636/1999 (OJ L 194, 27.7.1999, p. 17)
" First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)




polysaccharides (mainly arabinoxylans
and beta-glucans), e.g. containing more
than 50% barley.

43 Endo-1,4-beta- Preparation of endo-,4-beta-xylanase Piglets 4 endo-1,4- 1. In the directions for use of the additive 06.01.2004*
xylanase produced by Trichoderma months beta- and premixture, indicate the storage
EC3.2.1.8 longibrachiatum (IMI SD 135), endo- xylanase: temperature, storage life and stability to

1,3(4)-beta-glucanase produced by 3975U pelleting.
Endo-1,3(4)- Trichoderma longibrachiatum (ATCC
beta-glucanase 2106) and alpha-amylase produced by endo-1,3(4)- 2. Rgcommended dose per kg of complete
EC32.16 Bacillus amyloliquefaciens (DSM 9553) beta- feedingstuff:

) having a minimum activity of: glucanase: endo-1,4-beta-xylanase: 3 975 U
Alpha-amylase 125U endo-1,3(4)-beta-glucanase: 125 U
EC3.2.L1 Endo-1,4-beta-xylanase: 3975 U/ alpha-amylase: 1 000 U.

Endo-1,3(4)-beta-glucanase: 125 U%/g alpha- . .
. amylase: 3. For use in compound feed containing
Alpha-amylase: 1000 U*'/g 1000 U cereals rich in starch and non-starch
polysaccharides (mainly arabinoxylans
and beta-glucans), e.g. containing more
than 30 % wheat and 20% barley and 20%
rye.

44 Endo-1,3(4)- Preparation of endo-1,3(4)-beta- Piglets 4 endo- 1. In the directions for use of the additive 06.01.2004"
beta-glucanase glucanase produced by Trichoderma months 1,3(4)-beta- and premixture, indicate the storage
EC3.2.1.6 longibrachiatum (ATCC 2106) and glucanase: temperature, storage life and stability to

endo-1,4-beta-xylanase produced by 250U pelleting.
Endo-1.4-beta- Trichoderma longibrachiatum (ATCC
xylanase 2105) and alpha-amylase produced by endo-1,4- 2. R;commended dose per kg of complete
EC3.2.18 Bacillus amyloliquefaciens (DSM be;a- feildmlg;ujtmb tagl 250U
/§Ipha-amylase 9553) having a minimum activity of: iz’)oarll)ase' z:dg-l:4Sbt)3ta?xz;/l§nuacszrzuitsg(.) U
EC3.2.1.1 Endo-1,3(4)-beta-glucanase: 250 U%¥/g Ioha alpha-amylase: 1000 U.

. 89 alpha-
Endo-1 ,4-beta-xylanase;(;100 U™/e amylase: 3. For use in compound feed containing
Alpha-amylase: 1000 U™/g 1000 U cereals rich in starch and non-starch

8 1 U is the amount of enzyme which liberates 1 micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C
8 y U is the amount of enzyme which liberates | micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C.
8 | U is the amount of enz

yme which hydrolyses 1 micromole of glucosidic linkages from a water insoluble cross-linked starch
¥ First authorisation Commission Regulation (EC) N°2690/1999 (O L 326, 18.12.1999, p.33)

polymer substratc per minute at pH 6.5 and 37°C.

8 1 U is the amount of enzyme which liberates | micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C.
%91 U is the amount of enzyme which liberates 1 micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C.

% | U is the amount of enzyme which hydrolyses | micromote of glucosidic linka
¥ First authorisation Commission Regulation (EC) N°2690/1999 (OJ L 326, 18.12

ges from a water insoluble cross-linked starch polymer substrate per minute at pH 6.5 and 37°C.
1999, p.33)




45 Endo-1,3(4)-beta- Preparation of endo-1,3(4)-beta- Piglets 4 endo-1,3(4)- 1. In the directions for use of the additive 06.01.2004"
glucanase glucanase produced by Trichoderma months | beta- and premixture, indicate the storage
EC32.1.6 longibrachiatum (ATCC 2106) and endo- glucanase: temperalture, storage life and stability to

I,4-beta-xylanase produced by 250U pelleting.
Endo-1,4-beta- Trichoderma longibrachiatum
xylanase (IMI SD 135) and alpha-amylase endo-1 4- 2. Recommended dose per kg of complete
EC3.2.1.8 produced by Bacillus amyloliquefaciens “beta- feedingstuff:
Alpha-amylase (DSM 9553) having a minimum activity xylanase: endo-1,3(4)-beta-glucanase: 250 U
of: 400 U endo-1 4-beta-xylanasc: 400 U
EC32.11 alpha-amylase: 1000 U.
Endo-1,3(4)-beta-glucanase: 250 U®'/g alpha-
amylase: 3. For use in compound feed containing
Endo-1,4-beta-xylanase: 400 U*%/g 1000 U cereals rich in starch and non-starch
polysaccharides (mainly arabinoxylans
Alpha-amylase: 1000 U*/g and beta-glucans), e.g. containing more
than 35% barley.

46 Endo-1,3(4)-beta- Preparation of endo-1,3(4)-beta- Pigs for - endo-1,3(4)- 1. In the directions for use of the additive 06.01.2004*
glucanase glucanase produced by Trichoderma fattening beta- and premixture, indicate the storage
EC32.16 longibrachiatum (ATCC 2106) and endo- glucanase: temperature, storage life and stability to

1,4-beta-xylanase produced by 400 U pelleting.
Endo-1 4-beta- Trichoderma longibrachiatum (IMI SD
xylanase 135) and polygalacturonase produced by endo-1 4- 2 Rgcomm?nded dose per kg of complete
EC3.2.18 Aspergillus aculeatus (CBS 589.94) beta- teeddmlgs;lzﬂ:b gl 400U
Polygalacturonase having a minimum activity of: zz)gu;}ase; z::dg-l:4f get:—fylga::zcl::flzzo U
EC3.2.1.15 Endo-1,3(4)-beta-glucanase: 400 U/g polygalacturonase: 50 U.
Endo-1,4-beta-xylanase: 400 UgS/g polygalactu- 3. For usc in compound feed containing

Polygalacturonase: 50 U*%/g

ronase: 50 U

cereals rich in starch and non-starch
polysaccharides (mainly arabinoxylans
and beta-glucans), e.g. containing more
than 40% barley.

1| U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C.
92 | U is the amount of enzyme which liberates 1 micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C
% | U is the amount of enzyme which hydrolyses | micromole of glucosidic linkages from a water insoluble cross-linked starch polymer substrate per minute at pH 6.5 and 37°C.

¥ First authorisation Commission Regulation (EC) N°2690/1999 (OJ L 326, 18.12.1999, p.33)

%4 1 U is the amount of enzyme which liberates | micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C.
% 1 U is the amount of cnzyme which liberates 1 micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C .
% | U is the amount of enzyme which liberates 1 micromole of reducing material (galacturonic acid equivalents) from a poly D-galacturonic substrate per minute at pH 5.0 and 40°C.

¥ First authorisation Commission Regulation (EC) N°2690/1999 (OJ L 326, 18.12.1999, p.33)
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Endo-1,3(4)-beta-
glucanase
EC3.2.16

Endo-1,4-beta-
xylanase
EC3.2.1.8

Alpha-amylase
EC3.2.1.1

Polygalacturonase
EC321.15

Preparation of endo-1,3(4)-beta-
glucanase produced by Trichoderma
longibrachiatum (ATCC 2106), endo-
1.4-beta-xylanase produced by
Trichoderma longibrachiatum (IMI SD
135), alpha-amylase produced by
Bacillus amyloliquefaciens (DSM 9553),
polygalacturonase produced by
Aspergillus aculeatus (CBS 589.94)
having a minimum activity of:

Endo-1,3(4)-beta-glucanase: 150 U”"/g
Endo-1,4-beta-xylanase: 4000 U®®/g
Alpha-amylase: 1000 U%/g

Polygalacturonase: 25 U'%/g

Piglets

4
months

endo-1,3(4)-
beta-
glucanase:
150U

endo-1,4-
beta-
xylanase:
4000 U

alpha-
amylase:
1000 U

polygalactu-
ronase: 25 U

1. In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability to
pelleting.

2. Recommended dose per kg of complete
feedingstuff:

endo-1,3(4)-beta-glucanase: 150 U
endo-I'4-beta-xylanase: 4000 U
alpha-amylase: 1000 U
polygalacturonase: 25 U.

3. For use in compound feed containing
cereals rich in starch and non-starch
polysaccharides (mainly arabinoxylans
and beta-glucans), e.g. containing more
than 20% barley and 35% wheat.

06.01.2004*

97 | U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C.

% | U is the amount of enzyme which liberates 1 micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C.

9 1 U is the amount of enzyme which hydrolyses | micromole of glucosidic linkages from a water insoluble cross-linked starch polymer substrate per minutg at pH 6.5 and 37°C.

"% | U is the amount of enzyme which liberates 1 micromole of reducing material (gatacturonic acid equivalents) from a poly D-galacturonic substrate per minute at pH 5.0 and 40°C.

¥ First authorisation Commission Regulation (EC) N°2690/1999 (O] L 326, 18.12.1999, p.33)

D




48 Alpha-amylase
EC3.2.1.1

Endo-1,3(4)-beta-
glucanase

EC3.2.1.6

Preparation of alpha-amylase and endo-
1,3(4)-beta-glucanase produced by
Bacillus amyloliquefaciens (DSM 9553)
having a minimum activity of:

Coated form:
Alpha-amylase: 200 KNU'0'/g

Endo-1,3(4)-beta-glucanase:
350 FBG'%/g

Liquid form:
Alpha-amylase: 130 KNU/ ml

Endo-1,3(4)-beta-glucanasc:
225 FBG/ml

Chickens for 10 KNU 40 KNU 1. In the directions for use of the additive 01.04.2004'
fattening and premixture, indicate the storage
17 FBG 70 FBG temperature, storage life and stability to
pelleting.
2. Recommended dose per kg of complete
feedingstuff:
20 KNU
35 FBG.
3. For use in compound feed rich in non-
starch polysaccharides (mainly
arabinoxylans and beta-glucans), e.g.
containing more than 40% barley.
Turkeys for 40 KNU 80 KNU 1. In the directions for use of the additive 01.04.2004'
fattening and premixture, indicate the storage
140 FBG

70 FBG

temperature, storage life and stability to
pelleting.

2. Recommended dose per kg of complete
feedingstuff:

40 KNU

70 FBG.

3. For use in compound feed rich in non-
starch polysaccharides (mainly
arabinoxylans and beta-glucans), e.g.
containing more than 40% batley.

101§ KNU is the amount of enzyme which liberates 672 micromoles of reducing sugars (glucose equivalent) from soluble starch per minute at pH 5.6 and 37°C.

102§ FBG is the amount of enzyme which liberates 1 micromolc of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C.
UFirst authorisation Commission Regulation (EC) N° 654/2000 (OJ L 79, 30.3.2000, p. 26)
!First authorisation Commission Regulation (EC) N° 654/2000 (OJ L 79, 30.3.2000, p. 206)
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Endo-1,3(4)-beta-
glucanase
EC3.2.16

Endo-1,4-beta-
xylanase
EC3.2.1.8

Alpha-amylase
EC3.2.1.1

Bacillolysin
EC 3.4.24.28

Polygalacturonase
EC3.2.1.15

Preparation of endo-1,3(4)-beta-
glucanase produced by Trichoderma
longibrachiatum (ATCC 2106),
endo-1,4-beta-xylanase produced by
Trichoderma longibrachiatum (IM1 SD
135}, alpha-amylase produced by
Bacillus amyloliquefaciens (DSM
9553),

bacillolysin produced by Bacillus
amyloliguefaciens (DSM 9554)

and polygalacturonase produced by
Aspergillus aculeatus

(CBS 589.94) having a minimum
activity of:

Endo-1,3(4)-beta-glucanase: 150 U '03/g
Endo-1,4-beta-xylanase: 1500 U'%/g
Alpha-amylase: 500 U'%/g
Bacillolysin: 800 U'%/g
Polygalacturonase: 50 U'/g

Chickens
for
fattening

endo-1,3(4)-
beta-
glucanase:
IS0 U

endo-1,4-beta-
kylanase:
1500U

500U

bacillolysin:
800U

polygalac-
turonase: 50 U

alpha-amylase:

1. In the directions for use of the
additive and premixture, indicate the
storage temperature, storage life and
stability to pelleting.

2. Recommended dose per kg of
complete feedingstuff:
endo-1,3(4)-beta-glucanase: 150 U
endo-1,4-beta-xylanase: 1500 U
alpha-amylase: 500 U
bacillolysin: 800 U
polygalacturonase: 50 U.

3. For use in compound feed rich in
non-starch polysaccharides (mainly

arabinoxylans and beta-glucans), ¢.g.

containing more than 30 % wheat.

17.07.2004"

"% | U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C
191 U is the amount of enzyme which liberates 1 micromole of reducing sugars (xylose equivalents) from vat spelt xylan per minute at pH 5.3 and 50°C
ross-linked starch polymer per minute at pH 6.5 and 37°C

195 ) U is the amount of enzyme which hydrolyses I micromole of glucosidic linkages from water insoluble ¢
106 .
1 Uis the

amount of enzyme which liberates | microgram of phenolic compound (tyrosine equivalents) from casein substrate per minute at pH 7.5 and 40°C

197 | U is the amount of enzyme which liberates 1 micromole of reducing material (galacturonic acid equivalents) from poly D-galacturonic substrate per minute at pH 5.0 and 40°C

™ First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)

{f‘
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Laying
hens

endo-1,3(4)-
beta-
glucanase:
150U

endo-1,4-beta-
xylanase:
1500U

alpha-amylase:

500U

bacillolysin:
800U

polygalac-
turonase: 50 U

i. In the directions for use of the
additive and premixture, indicate the
storage temperature, storage life and
stability to pelleting.

2. Recommended dose per kg of
complete feedingstuff:
endo-1,3(4)-beta-glucanase: 150 U
cndo-1,4-beta-xylanase: 1500 U
alpha-amylase: 500 U
bacillolysin: 800 U
polygalacturonase: 50 U.

3. For use in compound feed rich in
non-starch polysaccharides (mainty
arabinoxylans and beta-glucans),
e.g. containing more than 30 %
wheat.

17.07.2004™

™ First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)




additive and premixture, indicate the
storage temperature, storage life and
stability to pelleting.

2. Recommended dose per kg of
complete feedingstuff:
500- 1000 FYT.

3. For use in compound feed
containing more than 0.25% phytin
bound phosphorus.

50 6-phytase Preparation of 6-phytase Chickens for 250 FYT 1. In the directions for use of the 17.07.2004"
EC 3.1.3.26 produced by Aspergillus fattening additive and premixture, indicate the
oryzae (DSM 11857) storage temperature, storage life and
having a minimum activity stability to pelleting.
of:
2. Recommended dose per kg of
Coated form: complete feedingstuff:
2500 FYT'%/g 500- 1000 FYT.
Liquid form: 3. For use in compound feed
5000 FYT/g containing more than 0.25% phytin
bound phosphorus.
Laying hens 250FYT 1. In the directions for use of the 17.07.2004"

"% | FYT is the amount of enzyme which liberates | micromole of inorganic phosphate per minute from sodium phytate at pH 5.5 and 37°C
™ First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)
" First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)



Turkeys for - 250 FYT - L. In the directions for use of the 17.07.2004™
fattening additive and premixture, indicate the
storage temperature, storage life and
stability to pelleting.

2. Recommended dose per kg of
complete feedingstuff:
| 500- 1000 FYT.

3. For use in compound feed :
containing more than 0.25% phytin
bound phosphorus.

Piglets 2 months S00 FYT - 1. In the directions for use of the 17.07.2004™
additive and premixture, indicate the
storage temperature, storage life and
stability to pelleting.

2. Recommended dose per kg of
complete feedingstuff:
500- 1000 FYT.

3. For use in compound feed
containing more than 0.25% phytin
bound phosphorus.

Pigs for - S00 FYT - 1. In the directions for use of the 17.07.2004™
fattening additive and premixture, indicate the
storage temperature, storage life and
stability to pelleting.

2. Recommended dose per kg of
complete feedingstuff:
500-1000 FYT.

3. For use in compound feed
containing more than 0.25% phytin
bound phosphorus.

™ First authorisation Commission Regulation (EC) N°1353/2000 (OJ L. 155, 28.6.2000, p. 15)
™ First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)
™ First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)
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Endo-1,4-beta-
xylanase

EC32.1.8

Preparation of endo-1,4-
beta-xylanase produced by
Bacillus subiilis (LMG-S
15136) having a minimum
activity of:

100 1U'%/g

Chickens for
fattening

101U

1. In the directions for use of the
additive and premixture, indicate the
storage temperature, storage life and
stability to pelleting.

2. Recommended dose per kg of
complete feedingstuff: 10 [U.

3. For use in compound feed rich in
non-starch polysaccharides (mainly
arabinoxylans ), e.g. containing
more than 40 % wheat

17.07.2004"

Piglets

2 months

101U

1. In the directions for use of the
additive and premixture, indicate the
storage lemperature, storage life, and
stability to pelieting.

2. Recommended dose per kilogram
of complete feedingstuff: 10 [U.

3. For use in compound feed rich in
arabinoxylan, e.g. containing more
than 40 % wheat.

31.05.2005"

'% 11U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from birchwood xylan per minute at pH 4.5 and 30°C

" First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)
" First authorisation Commission Regulation (EC) N°937/2001 (OJ L 130, 12.5.2001, p. 25)
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Endo-1,3(4)-beta-
glucanase
EC3.2.1.6

Endo-1,4-beta-
glucanase
EC3.2.14

Alpha-amylase
EC3.2.1.1

Preparation of endo-1,3(4)-
beta-glucanase produced by
Aspergillus aculeatus (CBS
589.94), endo-1,4-beta-
glucanase produced by
Trichoderma
longibrachiatum (CBS
592.94) and alpha-amylase
produced by Bacillus
amyloliquefaciens (DSM
9553) having a minimum
activity of :

Liquid form:

Endo-1,3(4)-beta-glucanase :
10 000 U""%mI

Endo-1,4-beta-glucanase :
120 000 U"/ml

Alpha-amylase : 400 U''%/m|

Chickens for
fattening

endo-1,3(4)-

beta-glucanase:

1000V

endo-1,4-beta-
glucanase:
12000U

alpha-amylase:

40U

1. In the directions for use of the
additive and premixture, indicate the
storage temperature, storage life and
stability to pelieting.

2. Recommended dose per kg of

complete feedingstuff:
‘endo-1,3(4)-beta-glucanase :

1 000-2 000U

endo-1,4-beta-glucanase :

12 000-24 600 U

alpha-amylase : 40-80 U.

3. For use in compound feed rich in
non starch polysaccharides (mainly
arabinoxylans and beta-glucans) e.g.
containing more than 20% wheat
and 15% sorghum and 5% maize.

17.07.2004"

119y U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 7.5 and 30°C.
U U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from carboxymethylcellulose per minute at pH 4.8 and 50°C.

12 | U is the amount of enzyme which hydrolyses | micromote of glucose from a cross-linked starch polymer per minute at pH 7.5 and 37°C
™ First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)




53 Endo-1,3(4)- Preparation of endo-1 \3(4)-beta-glucanase Piglets 2 endo-1,3(4)- 1. In the directions for use of the additive and
beta-glucanase produced by Aspergilius aculeaius (CBS 589.94), months | beta- premixture, indicate the storage temperature,
EC3.2.1.6 endo-1,4-beta-glucanase produced by Trichoderma glucanase: storage life and stability to pellcting.

longibrachiatum (CBS 592.94), alpha-amylase 2350U
Endo-1,4-beta- produced by Bacillus (l”l)’[Oliqllf’f(lCi(’HS (DSM . 2. Recommended dose per kilogram of complete
glucanase 9553), bacillolysin produced by Buacillus endo-1,4- feedingstuff:
EC32.1.4 amyloliquefaciens (DSM 9554) and endo-1,4-beta- beta- endo-1.3 (4)-beta-glucanase: 2 350 U
xylanase produced by Trichoderma viride (NIBH glucanase: endo-1,4-beta-glucanase: 4 000 U
Alpha-amylase FERM BP 4842) having a minimum activity of: 4000 U alpl‘la-am).'lase: 400 U
EC3.2.1.1 bacillolysin: 450 U
Endo-1,3(4)-beta-glucanase: 2 350 U'*¥/g alpha- endo-1,4-beta-xylanase: 20 000 U.
Bacillolysin e amylase: 3. For use in compound feed rich in non-starch
EC 3.4.24.28 Endo-1,4-beta-glucanase: 4 000 U'"/g 400U polysaccharides (mainly beta-glucans and
Alpha-amylase: 400 U''/g i ) arabinoxylans), e.g. containing more than 25%
Endo-1,4-beta- ) . e bacillolysin: barley and 20% maize.
xylanase Bacillolysin: 450 U"'%g 450U
EC3.2.1.8 . 17
Endo-1,4-beta-xylanase: 20 000 U'"/g endo-1.4-
beta-
xylanase:
20000U

23.11.2004°

"1 U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) trom barley beta-glucan per minute at pH 7.5 and 30°C

"“ 1 U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from carboxymethylcellulose per minute at pH 4.8 and 50°C
'S | U is the amount of enzyme which hydrolyses 1 micromole of glucosidic linkages from water insoluble cross-linked starch polymer per minute at pH 7.5 and 37°C
161 U is the amount of enzyme which makes | microgram of azo-casein soluble in trichloracetic acid per minute at pH 7.5 and 37°C.

"7'1 U is the amount of enzyme which liberates 0.0067 micromoles of reducing sugars (xylose equivalents) from birchwood xylan per minute at pH 5.3 and 50°C

“ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)

Py




Chickens
for
fattening

endo-1,3(4)-
beta-
glucanase:
1175U

endo-1,4-
beta-
glucanase:
2000U

alpha-
amylase:
200U

bacillolysin:
225U

endo-1,4-
beta-

xylanase:
10000 U

1. In the directions for use of the additive and
premixture, indicate the storage temperature,
storage life, and stability to pelleting.

2. Recommended dose per kilogram of complete
feedingstult:

endo-1,3(4)-beta-glucanase: 1 175-2 350 U
endo-1.4-beta-glucanase: 2 000 - 4 000 U
alpha-amylase: 200 - 400 U

bacillolysin: 225- 450 U
endo-1,4-beta-xylanase: 10 000 - 20 000 U.

3. For use in compound feed rich in non-starch
polysaccharides (mainly beta-glucans and

arabinoxylans), e.g. containing more than 45 %
wheat.

23.11.2004°

¢ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)
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Endo-1,3(4)-
beta-glucanase
EC3.2.1.6

Endo-1,4-beta-
glucanase
EC3.2.14

Alpha-amylase
EC3.2.1.1

Endo-1,4-beta-
xylanase
EC3.2.1.8

Preparation of endo- 1,3(4)-beta-glucanase
produced by Aspergillus aculeatus (CBS 589.94),
endo-1,4-beta-glucanase produced by Trichoderma
longibrachiatum (CBS 592.94) , alpha-amylase
produced by Bacillus amyloliquefaciens (DSM
9553) and endo-1,4-beta-xylanase produced by
Trichoderina viride (NIBH FERM BP 4842)
having a minimum activity of:

Endo-1,3(4)-beta-glucanase: 10 000 U''%/g
Endo-1,4-beta-glucanase: 120 000 U''"%/g
Alpha-amylase: 400 U'¥/g
Endo-1,4-beta-xylanase: 210 000 U''/g

Chickens
for
fattening

endo-1,3(4)-
beta-
glucanase:

1 000U

endo-1,4-
beta-
glucanase:
12000 U

alpha-
amylase:
40U

cndo-1,4-
beta-

xylanase:
21000U

1. In the directions for use of the additive and
premixture, indicate the storage temperature,
storage life, and stability to pelleting.

2. Recommended dose per kilogram of complete
feedingstuff:

endo-1,3(4)-beta-glucanase : 1000 - 2000 U
endd-1,4-beta-glucanase : 12 000 - 24 000 U
alpha-amylase : 40 - 80 U
endo-1,4-beta-xylanase : 21 000 — 42 000 U.

3. For use in compound feed rich in non-starch
polysaccharides (mainly beta-glucans and
arabinoxylans), e.g. containing more than 45 %
wheat.

23.11.2004"

1
120
121

1% 1 U is the amount of enz

“ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.1 1.2000, p. 28)

"% | U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 7.5 and 30°C
yme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from carboxymethylcellulose per minute at pH 4.8 and 50°C
1 U is the amount of enzyme which hydrolyses 1 micromole of glucosidic linkages from water insoluble cross-linked starch polymer per minute at pH 7.5 and 37°C

I U is the amount of enzyme which liberates 0.0067 micromoles of reducing sugars (xylose equivalents) fiom birchwood xylan per minute at pH 5.3 and 50°C




Endo-1,3(4)-
beta-glucanase
EC3.2.1.6

Endo-1,4-beta-
glucanase
EC3.2.14

Alpha-amylase
EC3.2.1.1

Bacillolysin
EC3.4.2428

Preparation of endo-,3(4)-beta-glucanase produced
by Aspergillus aculeatus (CBS 589.94), endo-1,4-
beta-glucanase produced by Trichoderma
longibrachiatum (CBS 592.94), alpha-amyiase
produced by Bacillus amyloliquefaciens (DSM 9553)
and bacillolysin produced by Bacillus
amyloliquefaciens (DSM 9554) having a minimum
activity of:

Endo-1,3(4)-beta-glucanase: 3 000 U'?%/g

Endo-1,4-beta-glucanase: 5 000 U'%/g
Alpha-amylase: 540 U /g
Bacillolysin: 450 U'%/g

Piglets 2 endo-1,3(4)- 1. In the directions for use of the additive and 23.11.2004°
months | beta- premixture, indicate the storage temperature,
glucanase: storage life, and stability to pelleting.
1500 U
2. Recommended dose per kilogram of complete
endo-1,4- feedingstuff:
beta- endo- 1,3(4)-beta-glucanase: 1 500 - 3 000 U
glucanase; endo; 1,4-beta-glucanase: 2 500 - 5 000 U
2500U alpha-amylase: 270 - 540 U
bacillolysin: 225 - 450 U.
alpha-
amylase: 3. For use in compound feed rich in starch and
270U non-starch polysaccharides, e.g. containing more
than 35 % wheat and 15 % barley.
bacillolysin:
225U
Pigs for - endo-1,3(4)- 1. In the directions for use of the additive and | 23.11.2004"
fattening beta- premixture, indicate the storage temperature,
glucanase: storage life, and stability to pelleting.
1500U
2. Recommended dose per kilogram of complete
endo-1,4- feedingstuff:
beta- endo-1,3(4)-beta-glucanase: ! 500 - 3 000 U
glucanase: endo-1,4-beta-glucanase: 2 500 - 5000 U
2500U alpha-amylase: 270 — 540 U
bacillolysin: 225 - 450 U.
alpha-
amylase: 3. For use in compound feed rich in starch and
270 U non-starch polysaccharides, e.g. containing more
than 50 % barley.
bacillolysin:
225U

22 U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 7.5 and 30°C
123 1 U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from carboxymethylcellulose per minute at pH 4.8 and 50°C
1244 U is the amount of enzyme which hydrolyses 1 micromole of glucosidic linkages from water insoluble cross-linked starch polymer per minute at pH 7.5 and 37°C.

151 U is the amount of enzyme which makes | microgram of azo-casein soluble in trichloracetic acid per minute at pH 7.5 and 37°C.

“ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)
Y First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)




Chickens endo-1,3(4)- 1. In the directions for use of the additive and 23.11.2004°
for beta- premixture, indicate the storage temperature,
fattening glucanase: storage life, and stability to pelleting.
1500U
2. Recommended dose per kilogram of complete
endo-1,4- feedingstuff:
beta- endo; [,3(4)-beta-glucanase: 1 500 - 3 000 U
glucanase: endo-1,4-beta-glucanase: 2 500 - 5 000 U
2500 U alpha-amylase: 270 - 540 U
bacillolysin: 225 - 450 U.
alpha- 3. For use in compound feed rich in starch and
amylase: non-starch polysaccharides, ¢.g. containing more
270U than 50% maize or 50% wheat.
bacillolysin:
225U
Laying hens endo-1,3(4)- L. In the directions for use of the additive and 23.11.2004°
beta- premixture, indicate the slorage temperature,
glucanase: storage life, and stability to pelleting.
1 500U
2. Recommended dose per kilogram of complete
endo-1,4- feedingstuff:
beta- cndo-1,3(4)-beta-glucanase: 1 500 - 3 000 U
glucanase: endo-1,4-beta-glucanase: 2 500 - 5 000 U
2500U alpha-amylase: 270 - 540 U
bacillolysin: 225 - 450 U.
alpha- 3. For use in compound feed rich in starch and
amylase: non-starch polysaccharides, e.g. containing more
270U than 40% maize and 10% rye.
bacillolysin:
225U

“ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)
¢ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 1.2000, p. 28)
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Endo-1,3(4)-beta-

glucanase

EC3.2.1.6

Endo-1,4-beta-
glucanase
EC3.2.1.4

Alpha-amylase
EC3.2.1.1

Bacillolysin
EC 3.4.24.28

Preparation of endo-1,3(4)-beta-glucand
produced by Aspergillus aculeatus (CBS
589.94), endo-,4-beta-glucanase produced by
Trichoderma longibrachiatum (CBS 592.94) ,
alpha-amylase produced by Bacillus
amyloliquefaciens (DSM 9553) and
bacillolysin produced by Bacillus
amyloliquefaciens (DSM 9554) having a
minimum activity of:

Endo-1,3(4)-beta-glucanase: 6 000 U'*/g
Endo-1,4-beta-glucanase: 3 500 U'?/g
Alpha-amylase: 1 400 U'* /g

Bacillolysin: 450 U'¥/g

Chickens for
fattening

endo-1,3(4)-

beta-
glucanase:
6000 U

endo-1,4-

- beta-

glucanase:
3500U

alpha-
amylase:
1400V

bacillolysin:

450U

1. In the directions for use of the additive and
premixture, indicate the storage temperature,
storage life, and stability to pelleting.

2. Recommended dose per kilogram of complete
feedingstuff:

endo-1,3(4)-beta-glucanase:6000 U
endo-1,4-beta-glucanase: 3 500 U
alpha-amylase: 1 400 U

bagillolysin: 450 U.

3. For use in compound feed rich in non-starch
polysaccharides (mainly arabinoxylans and beta-
glucans), e.g. containing more than 40 % barley.

23.11.2004"

1261 U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 7.5 and 30°C
"7 | U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose cquivalents) from carboxymethylcellulose per minute at pH 4.8 and 50°C
128 | U is the amount of enzyme which hydrolyses 1 micromole of glucosidic linkages from water insoluble cross-linked starch polymer per minute at pH 7.5 and 37°C

'2 | U is the amount of enzyme which makes 1 microgram of azo-casein soluble in trichloracetic acid per minute at pH 7.5 and 37°C
¢ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)
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Endo-1,4-beta-
glucanase
EC32.14

Alpha-amylase

Trichoderma longibrachiatum (CBS 592.94) ,
alpha-amylase produced by Bacillus
amyloliquefaciens (DSM 9553) and bacillolysin
produced by Bacillus amyloliquefaciens (DSM
9554) having a minimum activity of:

Alpha-amylase: 540 U'* /g

Bacillolysin: 450 U'%g

endo-1.4-beta-
glucanase:
9000 U

alpha-amylase:

Endo-1,3(4)-beta- | Preparation of endo-1 ,3(4)-beta-glucanase Chickens endo-1,3(4)- 1. In the directions for use of the additive and
glucanasc produced by Aspergillus aculeatus (CBS 589.94), | for beta-glucanase: premixture, indicate the storage temperature, storage
EC3.2.1.6 endo-1,4-beta-glucanase produced by fattening 3000U life, and stability to pelleting.

2. Recommended dose per kilogram of complete
feedingstuff:

endo-1,3(4)-beta-glucanase: 3 000 U
endo-1,4-beta-glucanase: 9 000 U
alpha-amylase: 540 U

EC3.2.1.1 Endo-1,3(4)-beta-glucanase: 3 000 U'*/g s40 U bacillolysin: 450 U.

) 3. For usc in compound feed rich in starch and non-
Bacillolysin Endo-1,4-beta-glucanase: 9 000 U™'/g bacillolysin: starch polysaccharides (mainly cellulose and
EC 3.4.24.28 450U hemicellulose), e.g. containing more than 20 %

sunflower meal and 10 % soya meal.

23.11.2004"

1301 U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose cquivalents) from barley beta-glucan per minute at pH 7.5 and 30°C
13! } U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from carboxymethylcellulose per minute at pH 4.8 and 50°C
122 | U is the amount of enzyme which hydrolyses 1 micromole of gluviidic linkages from water insoluble cross-linked starch polymer per minute at pH 7.5 and 37°C

'3 | U is the amount of enzyme which makes | microgram of azo-casein soluble in trichloracetic acid.per minute at pH 7.5 and 37°C
“ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)

c o




Endo-1,3(4)-beta-
glucanase
EC3.2.1.6

Endo-1,4-beta-
glucanase
EC32.14

Alpha-amylase
EC3.2.1.1

Bacillolysin
EC3.4.24.28

Preparation of endo-1,3(4)-beta-glucanase
produced by Aspergillus aculeatus (CBS 589.94),
endo-1,4-beta-glucanase produced by
Trichoderma longibrachiatum (CBS 592.94),
alpha-amylase produced by Bacillus
amyloliquefaciens (DSM 9553) and bacillolysin
produced by Bacillus amyloliquefaciens (DSM
9554) having a minimum activity of:

Endo-1,3(4)-beta-glucanase: 2 350 Um/g
Endo- | 4-beta-glucanase: 5 000 U'*/g
Alpha-amylase: 400 U'* /g

Bacillolysin: 5 000 U' /g

Piglets

2
months

endo-1,3(4)-

beta-glucanase:

2350U

endo-1,4-beta-
glucanase:
5000U

alpha-amylase:

400 U

bacillolysin:
5000U

1. In the directions for use of the additive and
premixture, indicate the storage temperature, storage
life, and stability to pelleting.

2. Recommended dose per kilogram of complete
feedingstuff:

endo-1,3(4)-beta-glucanase: 2 350 U
cndo-1,4beta-glucanase: 5 000 U
alpha-amylase: 400 U

bacillolysin: 5 000 U,

3. For use in compound feed rich in non-starch
polysaccharides (mainly beta-glucans and

arabinoxylans), e.g. containing more than 30 % barley.

23.11.2004°

™| U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 7.5 and 30°C
351 U is the amount of enzyme which liberates 0.0056 micromoles of reducing sugars (glucose equivalents) from carboxymethylcellulose per minute at pH 4.8 and 50°C
13 1 U is the amount of enzyme which hydrolyses | micromole of glucosidic linkages from water insolible cross-linked starch polymer per minute at pH 7.5 and 37°C

37| U is the amount of enzyme which makes 1 microgram of azo-casein soluble in trichloracetic acil per minute at pH 7.5 and 37°C

“ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)
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Endo-1,4-beta-
xylanase
EC3.2.1.8

Endo-1,3(4)-beta-
glucanase
EC3.2.1.6

Subtilisin
EC3.4.21.62

Alpha-amylase
EC3.2.1.1

Polygalacturo-
nase
EC3.2.1.15

Preparation of endo-1,4-beta-xylanase
produced by Trichoderma longibrachiatum
(ATCC 2105), endo-1,3(4)-beta-glucanase
and alpha-amylase produced by Bacillus
amyloliquefaciens (DSM 9553), subtilisin
produced by Bacillus subtilis (ATCC 2107)
polygalacturonase produced by Aspergillus
aculeatus (CBS 589.94) having a mimimum
activity of:

»

Endo-1,4-beta-xylanase: 300 U'*/g
Endo-1,3(4)-beta-glucanase: 150 U'*/g
Subitilisin: 4000 U'*%g

Alpha-amylase: 400 U"“/g
Polygalacturonase: 25 U'*/g

Chickens
for
fattening

endo-1,4-beta-
xylanase:
300U

endo-1,3(4)-

beta-glucanase:

150U

subtilisin:
4000U

alpha-amylase:

400 U

polygalac-
turonase:
25U

1. In the directions for use of the additive and
premixture, indicate the storage temperature,
storage life and stability to pelleting.

2. Recommended dose per kilogram of complete
feedingstuff:

endo-1,4-beta-xylanase: 300 U
endd-1,3(4)-beta-glucanase: 150 U

subtilisin: 4 000 U

alpha-amylase: 400 U

polygalacturonase: 25 U.

3. For use in compound feed rich in starch and non-
starch polysaccharides (mainly arabinoxylans and
beta-glucans), e.g. containing more than 40%
maize.

28.02.2005"

"8 1 U is the amount of enzyme which liberates 1 micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C

'3 U is the amount of enzyme which liberates | micromole of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 5.0 and 30°C

101U is the amount of enzyme which liberates | microgram of phenolic compound (tyrosine equivalents) from a casein substrate per minute at pH 7.5 and 40°C

11 U is the amount of enzyme which liberates | micromole of glucosidic linkages from a water inseluble cross-linked starch polymer substrate per minute at pH 6.5 and 37°C

142 | U is the amount of enzyme which liberates I micromole of reducing material (galacturonic acid equivalents) from a poly D-galacturonic substrate per minute at pH 5.0 and 40°C

4 First authorisation Commission Regulation (EC) N° 418/2001 (OJ L 62, 2.3.2001, p. 3)




60 Endo-1,4-beta- Preparation of endo-1,4-beta-xylanase Chickens endo-1,4- 1. In the directions for use of the additive and 28.02.2005%
xylanase produced by Trichoderma longibrachiatum for beta- premixture, indicate the storage temperature,
EC3.2.1.8 (ATCC 2105}, endo-1,3(4)-beta-glucanase fattening xylanase: storage life and stability to pelleting.

produced by Trichoderma longibrachiatum 500U
Endo-1,3(4)-beta- | (ATCC 2106) having a minimum activity of: 2. Recommended dose per kilogram of
glucanase endo-1,3(4)- complete feedingstuff:
EC3.2.1.6 Endo-1,4-beta-xylanase: 5 000 U'*/ml beta- endo-1,4-beta-xylanase: 500- 2 500 U
glucanase: endo‘-l,3(4)-bcla-g|ucanase: 5-25 U.
Endo-1,3(4)-beta-glucanase: 50 U'*/ml U 3. For use in compound feed rich in non-starch
polysaccharides (mainly beta-glucans and
arabinoxylans), e.g. containing more than 20%
barley and 40% wheat.
6l Endo-1,4-beta- Preparation of endo- 1,4-beta-xylanase Chickens endo-1,4- 1. In the directions for use of the additive and 28.02.20054
xylanase produced by Trichoderma reesei (CBS for beta- premixture, indicate the storage temperature,
EC3.2.1.8 529.94), endo-1,3(4)-beta-glucanase fattening xylanase: storage life and stability to pelleting.
produced by Trichoderma reesei (CBS 17000 BXU

Endo-1,3(4)-beta- | 526.94) having a minimum activity of: 2. Recommended dose per kilogram of

glucanase endo-1,3(4)- complete feedingstuff:

EC321.6 Powder form: beta- endo-1,4-beta-xylanase: 17 000 BXU
Endo-1,4-beta-xylanase: 17 000 BXU'*/g glucanase: endo-1,3(4)-beta-glucanase: 11 000 BU.
Endo-1,3(4)-beta-glucanase: 11 000 BU'¥/g 11 000 BU

Liquid form:
Endo-1,4-beta-xylanase: 22 000 BXU/ml
Endo-1,3(4)-beta-glucanase: 15 000 BU/m}

3. For use in compound feed rich in non-starch
polysaccharides (mainly beta-glucans and
arabinoxylans), e.g containing more than 40%
barley or 55% wheat.

31 U is the amount of enzyme which liberates | micromole of reducing sugars (xylose equivalents) from oat spelt xylan per minute at pH 5.3 and 50°C
' 1 U is the amount of enzyme which liberates 1 micromole of reducing sugars (glucose equivalents’ from barley beta-glucan per minute at pH 5.0 and 30°C

4 First authorisation Commission Regulation (EC) N°418/2001 (OJ L 62, 2.3.2001, p. 3)

15 1 BXU is the amount of enzyme which liberates 0.06 micromoles of reducing sugars (xylose equivalents) from birch xylan per minute at pH 5.3 and 50°C
146 | BU is the amount of enzyme which liberates 0.06 micromoles of reducing sugars (glucose equivalents) from barley beta-glucan per minute at pH 4.8 and 50°C

4 First authorisation Commission Regulation (EC) N° 418/2001(0J L. 62, 2.3.2001, p. 3)




No.
(or EC
No.)

Additive

Chemical formula,
description

Species or category of
animal

Maximum
age

Minimum
content

Maximum
content

CFU/kg of complete
feedingstuff

Other provisions

End of period
of authorisation

Micro-org

zanisms

[

Bacillus cereus
var. foyoi

NCIMB 40112/
CNCM I -1012

Preparation of
Bacillus cereus var,
toyoi containing a
minimum of | x 10"
CFU/g additive

Chickens for fattening

02x10°

1x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

May be used in compound feed
containing the permitted coccidiostats:
monensin sodium, lasolacid sodium,
salinomycin sodium, decoquinate,
robenidine, narasin, halofuginone.

1.3.2002"

Laying hens

02x10°

1x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

1.3.2002"

Calves

6 months

0.5x 10°

1x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting

1.3.2002"

" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)
" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)
" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)




Cattle for -
fattening

0.2x10°

02x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

The quantity of Bacillus cereus var.
toyoi in the daily ration must not
excged 1.0 x 10° CFU for 100 kg hody
weight. Add 0.2 x 10° CFU for each
additional 100 kg. body weight.

1.3.2002"

Breeding does -

0.1x10°

5x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

May be used in compound feed
containing the permitted coccidiostat:
robenidine

1.3.2002"

Rabbits for -
fattening

0.1x10°

5x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

May be used in compound feed
containing the permitted coccidiostats:
robenidine, salinomycin sodium.

1.3.2002"

" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L. 164, 30.6.1999, p. 56)
" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 50)
" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)




3 Saccharomyces
cerevisiae

NCYC Sc 47

Preparation of
Saccharomyces cerevisiae
containing a minimum of
5 x 10° CFU/g additive

Rabbits for
fattening

2.5%10°

5x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life, and stability to
pelleting.

May be used in compound feed
containing the permitted coccidiostat:
meticlorpindol.

30.06.2004'

Sows

5% 10°

2.5x 10'°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life, and stability to
pelleting.

30.06.2004

Piglets

4 months

5x10°

1x 10"

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life, and stability to
pelleting.

30.06.2004"

Dairy cows

4x10®

2x10°

In the directions for use of the additive

and the premixture, indicate the storage
temperature, storage life and stability to
pelleting.

The quantity of Saccharomyces
cerevisiae in the daily ration must not
exceed 5.6 x 10° CFU per 100 kg of body
weight. Add 8.75 x 10” per each
additional 100 kg body weight.

31.05.2005°

" First authorisation Commission Regulation (EC) N° 1436/98 (OJ L 191, 7.7.1998, p. 15)
! First authorisation Commission Regulation (EC) N° 1436/98 (OJ L 191, 7.7.1998, p. 15)
" First authorisation Commission Regulation (EC) N° 1436/98 (OJ L 191, 7.7.1998, p. 15)
" First authorisation Commission Regulation (EC) N° 937/2001 (OJ L. 130, 12.5.2001, p. 25)




5 Saccharomyces | Preparation of Calves 6 months 2x 10° 2x10°
cerevisiae Saccharomyces cerevisiae
CBS 493.94 containing a minimum of :
1 x 10 ® CFU/g additive

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life, and stability to
pelleting.

30.06.2004"

Cattle for - 1.7 x 10 L7x 108
fattening

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability to
pelleting.

The quantity of Saccharomyces
cerevisiae in the daily ration must not
exceed 7.5 x 108 CFU for 100 kg body
weight. Add 1 x 10® CFU for each
additional 100 kg body weight.

30.06.2004¢

Dairy cows - 5x 107 3.5x 108

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability to
pelleting.

The quantity of Saccharomyces
cerevisiae in the daily ration must not
exceed 1.2 x 10° CFU for 100 kg body
weight. Add 1.7 x 108 CFU per cach
additional 100 kg body weight.

31.05.2005"

" First authorisation Commission Regulation (EC) N° 1436/98 (OJ L 191, 7.7.1998, p. 15)
¥ First authorisation Commission Regulation (EC) N° 866/1999 (OJ L 108, 27.4.1999, p. 21)
" First authorisation Commission Regulation (EC) N° 937/2001 (OJ L 130, 12.5.2001, p. 25)



Saccharomyces
cerevisiae

CNCM [-1079

Preparation of
Saccharomyces cerevisiae
containing a minimum of :
2 x 10 ' CFU/g additive

Sows

2x10°

1x 10"

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life, and stability to
pelleting.

30.06.2004"

Piglets

4 months

6x10°

3x 10"

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life, and stability to
pelleting.

30.06.2004'

Saccharomyces
cerevisiae

CNCM 1-1077

Preparation of
Saccharomyces cerevisiae
containing a minimum of ;
2x 10 '° CFU/g additive

Dairy cows

55x 108

2.1x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life, and stability to
pelleting.

The quantity of Saccharomyces
cerevisiae in the daily ration must not
exceed 8.4 x 10° CFU for 100 kg body
weight. Add 1.8 x 10° CFU for each
additional 100 kg body weight.

30.06.2004"

Cattle for
fattening

1 x10°

1.5%10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life, and stability to
pelleting.

The quantity of Saccharomyces
cerevisiae in the daily ration must not
exceed 4.6 x 10° CFU for 100 kg
bodyweight. Add 2 x 10° CFU for each
additional 100 kg bodyweight.

30.06.2004

" First authorisation Commission Regulation (EC) N° 1436/98 (OJ L 191, 7.7.1998, p. 15)
" First authorisation Commission Regulation (EC) N° 1436/98 (OJ L 191, 7.7.1998, p. 15)
" First authorisation Commission Regulation (EC) N° 1436/98 (OJ L 191, 7.7.1998, p. 15)
" First authorisation Commission Regulation (EC) N° 1436/98 (OJ L 191, 7.7.1998, p. 15)



e

Enterococcus Mixture of : Chickens for - I x 10 I x10° In the directions for use of the additive 30.06.2004'
faecium encapsulated Enterococcus fattening and premixture, indicate the storage
ATCC 53519 Jaecium temperature, storage life, and stability to
ATCC 53519 and pelleting.
Enterococcus encapsulated Enterococcuts
Saecium faecium May be used in compound feed
ATCC 55593 ATCC 55593 containing a containing the permitted coccidiostats :
minimum of 2 x 108 CFU/gof amprolium, decoquinate, halofuginone,
[Ina 1/1 ratio] the additive (i.c. lasalpcid sodium, maduramicin
a minimum of 1x 108 CFU/g ammonium, monensin sodium , narasin,
of each bacterium) nicarbazin, narasin/nicarbazin,
salinomycin sodium.
Pediococcus Preparation of Pediococcus Chickens for . 1x10° 1x10"° In the directions for use of the additive 30.06.2004*
acidilactici acidilactici containing a fattening and premixture, indicate the storage
CNCM MA minimum of 1 x 10'°CFU/g temperature, storage life and stability to
18/5M of additive pelleting.
. May be used in compound feed
containing the permitted coccidiostats:
amprolium, meticlorpindol, decoquinate,
halofuginone, narasin,
salinomycin sodium, nicarbazin,
maduramicin ammonium, diclazuril.
Piglets 4 months I x 10° 1x10° In the directions for use of the additive 30.06.2004*
and premixture, indicate the storage
temperature, storage life and stability to
pelleting.
Pigs for - 1x10° 1x10° In the directions for use of the additive 30.06.2004¢
fattening and premixture, indicate the storage

temperature, storage life and stability to
pelleting.

" First authorisation Commission Regulation (EC) N° 1436/98 (OJ L 191, 7.7.1998, p. 15)

¥ First authorisation Commission Regulation (EC) N° 866/1999 (O} L 108, 27.4.1999, p. 21)
¢ First authorisation Commission Regulation (EC) N° 866/1999 (OJ L. 108, 27.4.1999, p. 21)
¢ First authorisation Commission Regulation (EC) N° 866/1999 (OJ L 108, 27.4.1999, p. 21)




Enterococcus
Saecium

NCIMB 10415

Preparation of
Enterococcus faecium
containing a minimum of :

Microencapsulated form :

1.0 x 10'®CFU/g additive
1.75 x 10'CFU/g additive

Chickens for
fattening

0.3x10°

2.8x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

May be used in compound feed
containing the permitted coccidiostats:
amprolium, amproliuny ethopabate,
diclazuril, halofuginone, maduramicin
ammonium, meticlorpindol,
meticlorpindol/ methylbenzoquate,
monensin sodium, robenidine,
salinomycin sodium.,

30.06.2004¢

Pigs for
fattening

0.35 x 10°

1.5 x 10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

30.06.2004¢

Sows

0.2x 10°

1.25x 10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

30.06.2004¢

¥ First authorisation Commission Regulation (EC) N° 866/1999 (QJ L 108, 27.4.1999, p. 21)
¢ First authorisation Commission Regulation (EC) N° 866/1999 (OJ L 108, 27.4.1999, p. 21)
¢ First authorisation Commission Regulation (EC) N° 866/1999 (OJ L 108, 27.4.1999, p. 21)




Cattle for
fattening

0.25x 10°

0.6x10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

The quantity of Enterococcus faecium

in the daily ration must not exceed 1 x

10’CFU for 100 kg body weight . Add
1 x 10° CFU for cach additional 100 kg
body weight.

30.06.2004¢

Preparation of
Enterococcus faecium
containing a minimum of ;

Microencapsulated form :
1.0 x 10'°CFU/g additive
1.75 x 10" CFU/g additive
and

Granulated form:

3.5 x 10'°CFU/g additive

Piglets

4 months

0.3x10°

1.4 x 10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

Granulated form to be used exclusively
in milk replacers.

30.06.2004¢

Calves

6 months

0.35x 10°

6.6 x 10°

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

Granulated form to be used exclusively
in milk replacers.

30.06.2004¢

¥ First authorisation Commission Regulation (EC) N° 866/1999 (OJ L. 108, 27.4.1999, p. 21)
¢ First authorisation Commission Regulation (EC) N° 866/1999 (OJ L 108, 27.4.1999, p- 21)
¢ First authorisation Commission Regulation (EC) N° 866/1999 (OJ L 108, 27.4.1999, p. 21)




11 Enterococcus Preparation of Piglets 4 months 0.5 x 10° 1x10° In the directions for use of the additive 30.06.2004¢
Jaecium Enterococcus fuecium and premixture, indicate the storage
DSM 5464 containing a minimum temperature, storage life and stability
of : to pelleting.
5 x 10'°CFU/g additive
Chickens for - 05x10° 1x10° In the directions for use of the additive 01.04.2004'
fattening and premixture, indicate the storage
temperature, storage life and stability
to pelleting.
May be used in compound feed
containing the permitted coccidiostats:
amprolium, diclazuril, halofuginone,
monensin-sodium, metilclorpindol,
methylbenzoquate, nicarbazin.
Calves 4 months 0.5x10° 1x10° In the directions for use of the additive 01.04.2004'
- and premixture, indicate the storage
temperature, storage life and stability
to pelieting.
12 Lactobacillus Preparation of Piglets 4 months 1x10° I1x10" In the directions for use of the additive 30.06.2004"
farciminis Lactobacillus farciminis and premixture, indicate the storage
CNCM MA containing a minimum of temperature, storage life and stability
67/4R to pelleting.
I x 10° CFU/g additive

¥ First authorisation Commission Regulation (EC) N° 866/1999 (OJ L 108, 27.4. 1999, p. 21)
" First authorisation Commission Regulation (EC) N° 654/2000 (OJ L 79, 30.3.2000, p. 26)
! First authorisation Commission Regulation (EC) N° 654/2000 (OJ L 79, 30.3.2000, p. 26)
" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)




Enteroccocus
SJaecium

DSM 10 663/
NCIMB 10 415

Preparation of
Enteroccocus faecium
containing a minimum
of :

Powder and granulated
forms:3.5x 10"
CFU/g additive

Coated form :

2.0x 10 '°CFU/g
additive

Liquid form :

I x 10 "°CFU/ml
additive

Piglets

4 months

1x10°

1x10'%

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting

30.06.2004"

Calves

6 months

1x10°

Ixt0'

In the directions for use of the additive
and premixture, indicate the storage
tempcrature, storage life and stability
to pelleting

26.07.2004'

Chickens for
fattening

Ix10°

1x10"

In the directions for use of the additive
and premixture, indicate the storage
temperature, storage life and stability
to pelleting.

May be used in compound feed
containing the permitted coccidiostats:
amprolium, amprelium-ethopabat,
decoquinate, diclazuril,

halofuginone, lasalocid sodium,
maduramicin ammonium,
meticlorpindol/ methylbenzoquate,
monensin sodium, narasin, nicarbazin,
robenidine, salinomycin sodium.

26.07.20041

" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)
i First authorisation Commission Regulation (EC) N°1636/1999 (OJ L. 194, 27.7.1999, p. I7)
i First authorisation Commission Regulation (EC) N°1636/1999 (OJ L. 194, 27.7.1999, p. 17)

o TR - ST



14 Saccharomyces Preparation of Piglets 4 months 3x10° 3x10° In the directions for use of the additive 30.06.2004"
cerevisiae Saccharomyces and premixture, indicate the storage
MUCL 39 885 cerevisiae containing a temperature, storage life and stability
minimum of : to pelleting.
Powder, spheric and Cattle for - 9x10° 9x10° In the directions for use of the additive 30.06.2004"
oval granulated forms : fattening and premixture, indicate the storage
temperature, storage life and stability
I x 10° CFU/ g additive to pelleting.
The quantity of Saccharomyces
cerevisiae in the daily ration must not
exceed 1.6 x 10'°CFU per 100 kg.
body weight. Add 3.2 x 10° CFU for
each additional 100 kg body weight,
15 Enteroccocus Preparation of Calves 6 months 5x108 2x10° In the directions for use of the additive 06.01.2004 ¥
Saecium Enteroccocus faecium i and premixture, indicate the storage
NCIMB 11181 containing a minimum temperature, storage life and stability to
of : pelleting.
Powder form:
4 x 10 "' CFU/g additive
Coated form: Piglets 4 months 5x10° 2x10° In the directions for use of the additive 06.01.2004*
5 x 10 "* CFU/g additive and premixture, indicate the storage
temperature, storage life and stability to
pelleting.

" First authorisation Commission Regulation (EC) N°1411/1999 (O] L 164, 30.6.1999, p. 56)
" First authorisation Commission Regulation (EC) N°1411/1999 (OJ L 164, 30.6.1999, p. 56)
¥ First authorisation Commission Regulation (EC) N°2690/1999 (OJ L 326, 18.12.1999, p.33)
¥ First authorisation Commission Regulation (EC) N°269071999 (OJ L 326, 18.12.1999, p.33)




16 Enterococcus Mixture of: Calves 6 months 1x10° 6x10° In the directions for use of the additive 06.01.2004*
Jaecium Enterococcus faecium and premixture, indicate the storage
DSM 7134 containing a minimum of: 7 temperature, storage life and stability
x 10° CFU/g to pelleting.
Lactobacillus and of
rhamnosus Lactobacillus rhamnosus Piglets 4 months ix10° 5x10° In the directions for use of the additive 06.01.2004*
DSM 7133 containing a minimum of: 3 and premixture, indicate the storage
x10° CFU/g temperature, storage life and stability
to pelleting.
17 Lactobacillus Mixture of Lactobacilius Calves 6 months Lactobacillus Lactobacillus In the directions for use of the additive 01.04.2004'
casei casei and Enterococcus casei casei and premixture, indicate the storage
NCIMB 30096 Jaecium containing a 0.5x10° I x 10° temperature, storage life and stability to
minimum of: pelleting.
Enleracoccus Lactobacillus casei Enle.rococcus Emelrococcu.\'
faecium 2 % 10° CFU/g faecmmq faecuuqn
NCIMB 30098 1.5x10 3x10
and : ’
Enterococcus faecium
6 x 10° CFU/g

* First authorisation Commission Regulation (EC) N°2690/1999 (OJ L. 326, 18.12.1999, p.33)
¥ First authorisation Commission Regulation (EC) N°2690/1999 (OJ L 326, 18.12.1999, p.33)
' First authorisation Commission Regulation (EC) N° 654/2000 (O} L 79, 30.3.2000, p. 26)

o




and :

Lactobacillus plantarum
2x 10° CFUrg

Enterococcus Preparation of Enterococcus Piglets 4 months 1x10° 1x 10° In the directions for use of the 01.04.2004'
faecium JSaecium containing a minimum additive and premixture indicate the
CECT 4515 of 1x10" CFU/g additive storage temperalure, storage life and
stability to pelleting.
Calves 6 months 1x10° 1x 10° In the directions for use of the 01.04.2004'
additive and premixture indicate the
storage temperature, storage life and
stability to pelleting,
19 Streptococcus- Mixture of: Calves 6 months Streptococus Streptococus In the directions for use of the 17.07.2004"™
infantarius Streptococcus infantarius and infantarius: infantarius: additive and premixture, indicate the
CNCM 1-841 Lactobacillus plantarum 1x10° 1x10° storage temperature, storage life and
containing a minimum of: stability to pelleting.
Lactobacillus Lactobacillus Lactobacillus
plantarum Streptococcus infantarius plantarum: plantarum:
CNCM 1-840 0.5x 10° CFuU/g 05x%10° 0.5x10°

! First authorisation Commission Regulation (EC) N° 654/2000 (OJ L 79, 30.3.2000, p. 26)
! First authorisation Commission Regulation (EC) N° 654/2000 (OJ L 79, 30.3.2000, p. 26)
™ First authorisation Commission Regulation (EC) N°1353/2000 (OJ L 155, 28.6.2000, p. 15)




20

Bacillus licheniformis
DSM 5749

Bacillus subtilis
DSM 5750

(In a 1/1 ratio)

Mixture of Bacillus
licheniformis and Bacillus
subtilis containing a
minimum of

3.2 x 10° CFU/g of the
additive (1.6 x 10° CFU/g
of each bacterium)

Sows

15 days
pre partum
and during
lactation
period

0.96 x 10°

1.92 x 10°

In the directions for usc of the additive and premixture,
indicate the storage temperature, storage life, and stability
to pelleting.

23.11.2004°

Pigs for
fattening

048 x 10°

1.28 x 10°

In the directions for use of the additive and premixture,
indicate the storage temperature, storage life, and stability
to pelleting.

23.11.2004°

Chickens for
fattening

3.2x10°

3.2x10°

In the directions for use of the additive and premixture,
indicate the storage temperature, storage life, and stability
to pelleting.

May be used in compound feed containing the permitted
coccidiostats:

amprolium/ethopabate, diclazuril, halofuginone,
methylbenzoquate/meticlorpindol, monensin sodium,
nicarbazin, robenidine and salinomycin sodium.

23.11.2004°

Turkeys for
fattening

128 x 10°

3.2x 10°

In the directions for use of the additive and premixture,
indicate the storage temperature, storage life, and stability
to pelleting.

May be used in compound feed containing the permitted
coccidiostats:

amprolium/ethopabate, diclazuril, halofuginone,
methylbenzoquate/meticlorpindol, monensin sodium,
nifursol and robenidine.

23.11.2004°

® First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)
“ First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)
° First authorisation Commission Regulation (EC) N° 2437/2000 (O! L 280, 4.11.2000, p. 28)
® First authorisation Commission Regulation (EC) N° 2437/2000 (OJ L 280, 4.11.2000, p. 28)




Calves 6 months 1.28 x 10° 1.6x 10° In the directions for use of the additive and premixture, 28.02.20054
indicate the storage temperature, storage life, and stability
to pelleting.
21 Enterococcus faecium Preparation of Enterococcus Calves 6 months 1x10° 1x10° In the directions for use of the additive and premixture, 28.02.20054

DSM 3530

Jaecium containing a
minimum of

2,5 x 10° CFU/g

indicate the storage temperature, storage life, and stability
to pelleting. ¢

4 First authorisation Commission Regulation (EC) N° 418/2001 (O} L 62, 2.3.2001, p. 3)
4 First authorisation Commission Regulation (EC) N° 418/2001 (OJ L 62, 2.3.2001, p. 3)

e

-




No.
(or EC No.)

Additive

Chemical formula,
description

Species or category of
animal

Maximum
age

Minimum
content

Maximum
content

mg/kg of complete feedingstuff

Other provisions

End of period
of
authorisation

Radionuclide binders

1. Radioactive caesium binders (**’Cs and '™ Cs)

Ferric (II)
ammonium
hexacyanoferrate

an

NH Fe(II)[Fe(I1)(CN)g)]

Ruminants (domestic - 50 500 Indicate in the instructions for use: 13.10.2001°
and wild)

“The quantity of Ferric (111) ammonium

hexacyanoferrate (11) in the daily ration must be

. between 10 mg and 150 mg for 10 kg of body weight”.

Calves prior to the - 50 500 Indicate in the instructions for use: 13.10.2001°
start of rumination

“The quantity of Ferric (111) ammonium

hexacyanoferrate (I1) in the daily ration must be

between 10 mg and 150 mg for 10 kg of body weight”,
Lambs prior to the - 50 500 Indicate in the instructions for use: 13.10.2001°

start of rumination

“The quantity of Ferric (III) ammonium
hexacyanoferrate (I1) in the daily ration must be
between 10 mg and 150 mg for 10 kg of body weight”

P First authorisation Commission Directive 96/66/EC (OJ L 272,25.10.1996, p. 32)
® First authorisation Commission Directive 96/66/EC (0J L 272,25.10.1996, p. 32)
® First authorisation Commission Directive 96/66/EC (0J L 272, 25.10.1996, p. 32)




wild)

“The quantity of Ferric (I11) ammonium
hexacyanoferrate (11) in the daily ration must be

between 10 mg and 150 mg for 10 kg of body weight”.

Kids prior to the start 50 500 Indicate in the instructions for use: 13.10.2001°
of rumination

“The quantity of Ferric (I11) ammonium

hexacyanoferrate (1) in the daily ration must be

between 10 mg and 150 mg for 10 kg of body weight”.
Pigs (domestic and 50 500 Indicate in the instructions for use: 13.10.2001"

® First authorisation Commission Dircctive 96/66/EC (0J L 272, 25.10.1996, p. 32)
® First authorisation Commission Directive 96/66/EC (OJ L 272, 25.10.1996, p. 32)
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