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063238; bacitracin methylene disalicy-
late and roxarsone as provided by No.
046573 in §510.600(c).

(vii) Amount per ton. Salinomycin, 40
to 60 grams; and roxarsone, 22.7 to 45.4
grams.

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

(B) Limitations. Feed continuously as
sole ration. Discontinue use prior to
sexual maturity. Do not feed to laying
chickens. Use as sole source of organic
arsenic. Poultry should have access to
drinking water at all times. Drug over-
dosage or lack of water intake may re-
sult in leg weakness or paralysis. May
be fatal if fed to adult turkeys or to
horses. Withdraw 5 days before slaugh-
ter. Salinomycin as provided by No.
063238 and roxarsone as provided by No.
046573 in §510.600(c) of this chapter.

(4) Permitted combinations.
Salinomycin may be used as in this
section in combinations as follows:

(i) Bambermycins and roxarsone as in
§558.95.

(ii) Bambermycins as in §558.95.

(iii) Oxytetracycline as in §558.450.

[48 FR 30616, July 5, 1983]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting §558.550, see the List of CFR
Sections Affected, which appears in the
Finding Aids section of the printed volume
and on GPO Access.

§558.555 Semduramicin.

(a) Approvals. Type A medicated arti-
cle containing 5.13 percent
semduramicin sodium (equivalent to 50
grams semduramicin per kilogram or
22.7 grams per pound) to 000069 in
§510.600(c) of this chapter.

(b) Related tolerances. See §556.597 of
this chapter.

(c) [Reserved]

(d) Conditions of use in broiler chick-
ens. (1)(i) Amount. Semduramicin: 25
parts per million.

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

§558.555

(iii) Limitations. Do not feed to laying
hens.

(2) Amount. Semduramicin 22.7 grams
with bacitracin methylene disalicylate
10 to 50 grams and roxarsone 45.4 grams
per ton.

(i) Indications for use. For the preven-
tion of coccidiosis caused by Eimeria
acervulina, E. brunetti, E. maxima, E.
mivati/E. mitis, E. mnecatrir, and E.
tenella, including some field strains of
E. tenella that are more susceptible to
semduramicin combined with
roxarsone than semduramicin alone,
and for improved feed efficiency.

(i1) Limitations. Feed continuously as
sole ration. Use feed within 2 weeks of
production. Withdraw 5 days before
slaughter. Do not feed to laying hens.
Use as sole source of organic arsenic.
Poultry should have access to drinking
water at all times. Drug overdosage or
lack of water intake may result in leg
weakness or paralysis. Semduramicin
as provided by 000069 in §510.600(c) of
this chapter, bacitracin methylene di-
salicylate and roxarsone as provided by
046573.

(3) Amount. Semduramicin 22.7 grams
with bacitracin methylene disalicylate
10 to 50 grams per ton.

(1) Indications for use. For the preven-
tion of coccidiosis caused by Eimeria
acervulina, E. brunetti, E. maxima, E.
mivati/E. mitis, E. necatrix, and E.
tenella, and for improved feed efficiency
in broiler chickens.

(i1) Limitations. Feed continuously as
sole ration. Use feed within 2 weeks of
production. Do not feed to laying hens.
Semduramicin as provided by 000069,
bacitracin methylene disalicylate as
provided by 046573 in §510.600(c) of this
chapter.

(4) Amount. Semduramicin 22.7 grams
with roxarsone 45.4 grams per ton.

(i) Indications for use. For the preven-
tion of coccidiosis caused by Eimeria
acervulina, E. brunetti, E. maxima, E.
mivati/E. mitis, E. mnecatrir, and E.
tenella, including some field strains of
E. tenella that are more susceptible to
semduramicin combined with
roxarsone than semduramicin alone.

(ii) Limitations. Feed continuously as
sole ration. Withdraw 5 days before
slaughter. For broiler chickens only.
Do not feed to laying hens. Use as sole
source of organic arsenic. Roxarsone as
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provided by 046573, semduramicin as
provided by 000069 in §510.600(c) of this
chapter.

(5) Amount. Semduramicin 22.7 grams
with virginiamycin 20 grams per ton.

(i) Indications for use. For the preven-
tion of coccidiosis caused by Eimeria
tenella, E. acervulina, E. maxima, E.
brunetti, E. necatrix, and E. mivati/mitis,
and for prevention of necrotic enteritis
caused by Clostridium perfringens sus-
ceptible to virginiamycin.

(ii) Limitations. For broiler chickens
only. Feed continuously as sole ration.
Do not feed to laying  hens.
Semduramicin and virginiamycin as
provided by 000069 in §510.600(c) of this
chapter.

(6) Amount. Semduramicin 22.7 grams
with virginiamycin 5 to 15 grams per
ton.

(i) Indications for use. For the preven-
tion of coccidiosis caused by Eimeria
tenella, E. acervulina, E. maxima, E.
brunetti, E. necatrix, and E. mivati/mitis,
and for increased rate of weight gain.

(ii) Limitations. For broiler chickens
only. Feed continuously as sole ration.
Do not feed to laying  hens.
Semduramicin and virginiamycin as
provided by 000069 in §510.600(c) of this
chapter.

(7)) Amount. Semduramicin 22.7 grams
with virginiamycin 5 grams per ton.

(i) Indications for use. For the preven-
tion of coccidiosis caused by Eimeria
tenella, E. acervulina, E. maxima, E.
brunetti, E. necatrix, and E. mivati/mitis,
and for increased rate of weight gain
and improved feed efficiency.

(ii) Limitations. For broiler chickens
only. Feed continuously as sole ration.
Do not feed to laying  hens.
Semduramicin and virginiamycin as
provided by 000069 in §510.600(c) of this
chapter.

[69 FR 17477, Apr. 13, 1994, as amended at 60
FR 57928, Nov. 24, 1995; 61 FR 29481, June 11,
1996; 61 FR 43451, Aug. 23, 1996; 61 FR 66584,
Dec. 18, 1996; 62 FR 66985, Dec. 23, 1997; 64 FR
48296, Sept. 3, 1999]

§558.575 Sulfadimethoxine,
ormetoprim.

(a) Approvals. Type A medicated arti-
cles to sponsors as identified in
§510.600(c) of this chapter for uses as in
paragraph (d) of this section as follows:

21 CFR Ch. | (4-1-01 Edition)

(1) 25 percent sufadimethoxine and 15
percent ormetoprim to 000004 for use
for poultry as in paragraphs (d)(1),
(@)(2), (A)@3), (d)(4), and (d)(7) of this
section.

(2) 25 percent sulfadimethoxine and 5
percent ormetoprim to 000004 for use
for fish as in paragraphs (d)(6) and
(d)(6) of this section.

(b) Related tolerances.
and 556.640 of this chapter.

(c) [Reserved]

(d) Conditions of wuse. It is used in
feeds for animals as follows:

(1) Broiler chickens—(i) Amount per
ton. Sulfadimethoxine, 113.5 grams
(0.0125 percent) plus ormetoprim, 68.1
grams (0.0075 percent).

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
all Eimeria species known to be patho-
genic to chickens, namely, E. tenella, E.
necatrix, E. acervulina, E. brunetti, E.
mivati, and E. maxima, and bacterial in-
fections due to H. gallinarum (infec-
tious coryza), E. coli (colibacillosis) and
P. multocida (fowl cholera).

(b) Limitations. Feed as sole ration;
withdraw 5 days before slaughter.

(ii) Amount per ton.
Sulfadimethoxine, 113.5 grams (0.0125
percent) plus ormetoprim, 68.1 grams
(0.0075 percent) plus roxarsone, 22.7
grams (0.0025 percent).

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
all Eimeria species known to be patho-
genic to chickens, namely E. tenella, E.
necatrix, E. acervulina, E. brunetti, E.
mivati, and E. maxima, and bacterial in-
fections due to H. gallinarum (infec-
tious coryza), E. coli, (colibacillosis);
and P. multocida (fowl cholera); growth
promotion and feed efficiency; improv-
ing pigmentation.

(b) Limitations. Withdraw 5 days be-
fore slaughter; as sole source of organic
arsenic.

(2) Replacement chickens—(1) Amount
per ton. Sulfadimethoxine, 113.5 grams
(0.0125 percent) plus ormetoprim, 68.1
grams (0.0075 percent).

(ii) Indications for use. As an aid in
the prevention of coccidiosis caused by
all Eimeria species known to be patho-
genic to chickens, namely E. tenella, E.
necatrix, E. acervulina, E. brunetti, E.

See §§556.490
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