Food and Drug Administration, HHS §558.265
Species/Class fenﬁg]r?d?ztole Indications for use Limitations Sponsor
(i) Ruminants (sub- | 2.5 mg/kg/ For the removal and control Use as complete feed. Prior 057926
family Antilopinae, day for 3 of small stomach worm withdrawal of feed or water
Hippotraginae, days.. (Trichostrongylus spp.), is not necessary. Retreat-
Caprinae). thread necked intestinal ment may be required in 6
worm (Nematodirus spp.), weeks. Do not use 14 days
barberpole worm before or during the hunt-
(Haemonchus spp.), ing season.
whipworm (Trichuris spp.).
(iii) Rocky mountain 10 mg/kg/day | For the removal and control Use as complete feed. Prior 057926
bighorn sheep for 3 days.. of Protostrongylus spp. withdrawal of feed or water
(Ovis c. is not necessary. Retreat-
canadensis). ment may be required in 6
weeks. Do not use 14 days
before or during the hunt-
ing season.

[66 FR 58935, Nov. 26, 2001]

§558.265 Halofuginone hydrobromide.

(a) Approvals. Type A medicated arti-
cles: 6 grams per kilogram (2.72 grams
per pound) to 057926 in §510.600(c) of
this chapter.

(b) Related tolerances. See §556.308 of
this chapter.

(c) Conditions of use. (1) It is used in
feed for broiler chickens as follows:

(i) Amount. 2.72 grams per ton.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatriz, E. acervulina, E.
brunetti, E. mivati, and E. marima.

(B) Limitations. Feed continuously as
sole ration; withdraw 4 days before
slaughter; do not feed to layers; avoid
contact with skin, eyes, or clothing;
keep out of lakes, ponds, or streams.

(ii) Amount per ton. Halofuginone 2.72
grams (0.0003 percent) plus
bambermycins 1 to 2 grams.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatriz, E. acervulina, E.
brunetti, E. mivati, and E. maxrima; for
increased rate of weight gain and im-
proved feed efficiency.

(B) Limitations. Feed continuously as
sole ration; withdraw 5 days before
slaughter; do not feed to layers.

(iii) Amount per ton. Halofuginone 2.72
grams (0.0003 percent) plus
virginiamycin 5 grams.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatriz, E. acervulina, E.
brunetti, E. mivati, and E. maxrima; for
increased rate of weight gain and im-
proved feed efficiency.

(B) Limitations. Feed continuously as
sole ration; withdraw 6 days before
slaughter; do not feed to layers.

(iv) Amount per ton. Halofuginone 2.72
grams (0.0003 percent) plus
virginiamycin 5 to 15 grams.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatriz, E. acervulina, E.
brunetti, E. mevati, and E. maxima,; for
increased rate of weight gain.

(B) Limitations. Feed continuously as
sole ration; withdraw 6 days before
slaughter; do not feed to layers.

(v) Amount per ton. Halofuginone
hydrobromide 2.72 grams (0.0003 per-
cent) plus bacitracin methylene disa-
licylate 10 to 50 grams and roxarsone
22.7 to 45.4 grams.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatriz, E. acervulina, E.
brunetti, E. mivati, and E. maxrima; for
increased rate of weight gain; and for
improved feed efficiency.

(B) Limitations. Feed continuously as
sole ration; withdraw 5 days before
slaughter; use as sole source of organic
arsenic; do not feed to layers; avoid
contact with skin, eyes, or clothing;
keep out of lakes, ponds, or streams.

(vi) Amount per ton. Halofuginone 2.72
grams (0.0003 percent) plus bacitracin
methylene disalicylate 10 to 50 grams.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatriz, E. acervulina, E.
brunetti, E. mevati, E. marima and for
improved feed efficiency.

(B) Limitations. Feed continuously as
sole ration; withdraw 5 days before
slaughter; do not feed to layers; avoid
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contact with skin, eyes, or clothing;
keep out of lakes, ponds, or streams.

(vii) Amount per ton. Halofuginone
2.72 grams (0.0003 percent) plus linco-
mycin 2 to 4 grams.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatrix, E. acervulina, E.
brunetti, E. mivati, and E. maxima and
for improved feed efficiency.

(B) Limitations. Feed continuously as
sole ration; withdraw 4 days before
slaughter; do not feed to layers; avoid
contact with skin, eyes, or clothing;
keep out of lakes, ponds, or streams.

(viii) Amount per ton. Halofuginone
hydrobromide, 2.72 grams plus
roxarsone, 22.7 to 45.4 grams.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatrix, E. acervulina, E.
brunetti, E. mivati, and E. maxima; for
increased rate of weight gain, improved
feed efficiency, and improved pig-
mentation.

(B) Limitations. Feed continuously as
sole ration to replacement cage laying
chickens until 20 weeks of age. Feed
continuously as sole ration to replace-
ment broiler breeder chickens until 16
weeks of age. Use as the sole source of
organic arsenic; drug overdose or lack
of water intake may result in leg weak-
ness or paralysis. Do not feed to laying
chickens or waterfowl. Withdraw 5
days before slaughter.

(2) It is used in feed for turkeys as
follows:

(i) Amount per ton. 1.36 to 2.72 grams.

(A) Indications for use. For the pre-
vention of coccidiosis in growing tur-
keys caused by Eimeria adenoeides, E.
meleagrimitis, and E. gallopavonis.

(B) Limitations. Feed continuously as
sole ration; withdraw 7 days before
slaughter; do not feed to layers or
water fowl; avoid contact with skin,
eyes, or clothing; keep out of lakes,
ponds, or streams.

(ii) Amount per ton. Halofuginone
hydrobromide 1.36 to 2.72 grams plus
bacitracin methylene disalicylate 10 to
50 grams.

(A) Indications for use. For prevention
of coccidiosis caused by Eimeria
adenoeides, E. meleagrimitis., and E.
gallopavonis, and for increased rate of
weight gain in growing turkeys.

21 CFR Ch. | (4-1-03 Edition)

(B) Limitations. Feed continuously as
sole ration. Withdraw 7 days before
slaughter. Do not feed to laying chick-
ens or water fowl. Keep out of lakes,
ponds, and streams. Halofuginone is
toxic to fish and aquatic life.
Halofuginone is an irritant to eyes and
skin. Avoid contact with skin, eyes, or
clothing.

(iii) Amount per ton. 1.36 to 2.72 grams
of halofuginone hydrobromide plus 2
grams of bambermycins.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
adenoides, E. meleagrimitis, and E.
gallopavonis, and for increased rate of
weight gain in growing turkeys.

(B) Limitations. Feed continuously as
sole ration. Withdraw 7 days before
slaughter. Do not feed to laying chick-
ens or waterfowl. Halofuginone
hydrobromide is toxic to fish and other
aquatic life. Keep out of lakes, ponds,
and streams. Halofuginone
hydrobromide is an eye and skin irri-
tant. Avoid contact with skin, eyes,
and clothing.

(3) It is used in feed for replacement
cage laying chickens and replacement
broiler breeder chickens as follows:

(i) Amount per ton. 2.72 grams.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatrix, E. acervulina, E.
mazxima, E. mivati/E. mitis, and E.
brunetti.

(B) Limitations. Feed continuously as
sole ration to replacement cage laying
chickens until 20 weeks of age. Feed
continuously as sole ration to replace-
ment broiler breeder chickens until 16
weeks of age. Withdraw 4 days before
slaughter. Do not feed to laying chick-
ens or water fowl. Halofuginone
hydrobromide is toxic to fish and
aquatic life. Keep out of lakes, ponds,
and streams. Halofuginone
hydrobromide is an irritant to eyes and
skin. Avoid contact with skin, eyes,
and clothing.

(ii) Amount per ton. Halofuginone
hydrobromide, 2.72 grams plus
roxarsone, 22.7 to 45.4 grams.

(A) Indications for use. For the pre-
vention of coccidiosis caused by Eimeria
tenella, E. necatrix, E. acervulina, E.
brunetti, E. mivati, and E. mazxima; for
increased rate of weight gain, improved
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Food and Drug Administration, HHS
feed efficiency, and
mentation.

(B) Limitations. Feed continuously as
sole ration to replacement cage laying
chickens until 20 weeks of age. Feed
continuously as sole ration to replace-
ment broiler breeder chickens until 16
weeks of age. Use as the sole source of
organic arsenic; drug overdose or lack
of water intake may result in leg weak-
ness or paralysis. Do not feed to laying
chickens or waterfowl. Withdraw 5
days before slaughter.

improved pig-

[50 FR 33719, Aug. 21, 1985, as amended at 50
FR 42518, Oct. 21, 1985; 51 FR 7397, Mar. 3,
1986; 51 FR 11439, Apr. 3, 1986; 51 FR 14989,
Apr. 22, 1986; 51 FR 23737, July 1, 1986; 53 FR
1018, Jan. 15, 1988; 53 FR 11065, Apr. 5, 1988; 54
FR 11519, Mar. 21, 1989; 54 FR 28052, July 5,
1989; 59 FR 51498, Oct. 12, 1994; 61 FR 21076,
May 9, 1996; 61 FR 24694, May 16, 1996; 64 FR
42597, Aug. 5, 1999; 656 FR 45712, July 25, 2000;
66 FR 47962, Sept. 17, 2001]

§558.274 Hygromycin B.

§558.274

000986 in §510.600(c) of this chapter for
use as in paragraph (c) of this section.

(2) 2.4 grams per pound to 043733 in
§510.600(c) of this chapter for use in
swine feed as in paragraph (c¢)(1)(ii) of
this section.

(3) [Reserved]

(4) 0.6 gram per pound to 017790,
043733, and 050639 in §510.600(c) of this
chapter for use in chickens as in para-
graph (c)(1)(i) of this section and in
swine as in paragraph (c)(1)(ii) of this
section.

(5)-(6) [Reserved]

(7) 2.4 grams per pound to 017519 in
§510.600(c) of this chapter for use in
chickens as in paragraph (¢)(1)(i) and in
swine as in paragraph (c)(1)(ii) of this
section.

(8) 0.6 and 1.6 grams per pound grant-
ed to 046573 in §510.600(c) of this chap-
ter for use in chickens as in paragraph
(¢)(1)(i) and in swine as in paragraph
(c)(1)(ii) of this section.

(b) Related tolerances. See §556.330 of

(a) Approvals. (1) Type A medicated
articles: 2.4 and 8 grams per pound to

this chapter.

(c) Conditions of use. (1) It may be
used as follows:

Hygromycin B in

Combination in

grams per ton grams per ton Indications for use Limitations Sponsor
(i)8to 12 ... Chickens: control of infestation | Withdraw 3 days before slaugh- 000986,
of large roundworms (Ascaris ter. 017519,

galli), cecal worms (Heterakis 017790,

gallinae), and capillary worms 043733,

(Capillaria obsignata). 046573,

050639

Bacitracin 100 ..........

Bacitracin plus peni-
cillin (100 to 200
of combination).

Chickens; control of infestation
of large roundworms (Ascaris
galli), cecal worms (Heterakis
gallinae), and capillary worms
(Capillaria obsignata); treat-
ment of chronic respiratory
disease (airsac infection), blue
comb (nonspecific infectious

As bacitracin methylene disalicy-
late or zinc bacitracin; with-
draw 3 days before slaughter.

enteritis).
1. Chickens; control of infesta- | Feed containing not less than
tion of large roundworms 25% of penicillin plus not less

(Ascaris galli), cecal worms
(Heterakis gallinae), and cap-
illary worms (Capillaria
obsignata); treatment of
chronic respiratory disease
(airsac infection), blue comb
(nonspecific infectious enter-
itis).

. Chickens; control of infesta-
tion of large roundworms
(Ascaris galli), cecal worms
(Heterakis gallinae), and cap-
illary worms (Capillaria
obsignata); treatment of
chronic respiratory disease
(airsac infection), blue comb
(nonspecific infectious enter-
itis).

N
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than 50% of bacitracin; as
procaine penicillin plus baci-
tracin methylene disalicylate;
withdraw 3 days before
slaughter.

Combination containing not less
than 50% nor more than 75%
of bacitracin, except that it
contains not more than 125 g
of penicillin; as procaine peni-
cillin plus zinc bacitracin; with-
draw 3 days before slaughter.




