Food and Drug Administration, HHS

§558.348

Melengestrol acetate
in mg/head/day

Combination
in mg/head/
day

Indications for use

Limitations

Sponsor

(viii) 0.25 t0 0.5

(iX) 0.25 10 0.5

Oxytetracyclin-
e75

Tylosin 60 to
90

Heifers fed in confinement for
slaughter: As in paragraph
(e)(1)(i) of this section; and for
reduction of liver condemnation
due to liver abscesses.

Heifers fed in confinement for
slaughter: As in paragraph
(e)(1)(i) of this section; and for
reduced incidence of liver ab-
scesses caused by F.
necrophorum and Actinomyces
(Corynebacterium) pyogenes.

Add at the rate of 0.5 to 2.0 Ib/
head/day a medicated feed (lig-
uid or dry) containing 0.125 to
1.0 mg melengestrol acetate/lb
per pound to a feed containing 6
to 10 g oxytetracycline per ton;
or add at the rate of 0.5 to 2.0
Ib/head/day a dry medicated
feed containing 0.125 to 1.0 mg
melengestrol acetate plus 37.5
to 150 mg oxytetracycline/lb to
provide 025 to 05 mg
melengestrol acetate and 75 mg
oxytetracycline/head/day.

Oxytetracycline as provided by No.
066104 in §510.600(c) of this
chapter.

To administer 0.25 to 0.5 mg
melengestrol acetate with 60 to
90 mg tylosin/head/day:

1. Add 0.5 to 2.0 Ib/head/day of a
liquid or dry medicated feed
containing 0.125 to 1.0 mg
melengestrol acetate/lb to a
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medicated feed containing 8 to
10 g tylosin per ton; or
2. Add 0.5 to 2.0 Ib/head/day of a
liquid or dry medicated feed
containing 0.125 to 1.0 mg
melengestrol acetate/lb to 4.5 to
18 pounds of a dry medicated
feed containing 10 to 40 g
tylosin per ton; or
Add 0.5 to 2.0 Ib/head/day of a
liquid or dry medicated feed
containing 0.125 to 1.0 mg
melengestrol acetate (from a dry
Type A article) plus 45 to 180
mg tylosin/lb to a ration of non-
medicated feed.
Tylosin as tylosin phosphate pro-
vided by No. 000986 in
§510.600(c) of this chapter.

w

(2) [Reserved]

[42 FR 28535, June 3, 1977, as amended at 46
FR 18967, Mar. 27, 1981; 49 FR 39842, Oct. 11,
1984; 50 FR 1843, Jan. 14, 1985; 50 FR 16228,
Apr. 25, 1985; 51 FR 7398, Mar. 3, 1986; 51 FR
36222, Oct. 9, 1986; 52 FR 2685, Jan. 26, 1987; 52
FR 33804, Sept. 8, 1987; 563 FR 27959, July 26,
1988; 55 FR 31828, Aug. 6, 1990; 57 FR 5053, Feb.
12, 1992; 59 FR 41241, Aug. 11, 1994; 60 FR 11028,
Mar. 1, 1995; 62 FR 8373, Feb. 25, 1997; 62 FR
14304, Mar. 26, 1997; 63 FR 27845, May 21, 1998;
63 FR 41191, Aug. 3, 1998; 63 FR 66018, Dec. 1,
1998; 67 FR 47688, July 22, 2002]

§558.348 Mibolerone.

(a) Approvals. To No. 000009 in
§510.600(c) of this chapter for a canned
dog food, each 6% ounce can containing
30 or 60 micrograms of mibolerone.

(b) Conditions of use—(1) Amount. 30
micrograms for animals weighing up to

25 pounds; 60 micrograms for animals
weighing 26 to 50 pounds; 120
micrograms for animals weighing 51 to
100 pounds; 180 micrograms for animals
weighing over 100 pounds, or German
Shepherds or German Shepherd mix
weighing 30 to 80 pounds.

(2) Indications for use. For the preven-
tion of estrus (heat) in adult female
dogs not intended primarily for breed-
ing purposes.

(3) Limitations. Administer daily at
least 30 days before expected initiation
of heat and continue as long as desired,
but for not more than 12 months.
Mibolerone should not be used in
bitches before first estrous period or in
purebred Bedlington terriers. It is not
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§558.355

intended for animals being used Dpri-
marily for breeding purposes. Use oral-
ly in adult female dogs only. Federal
law restricts this drug to use by or on
the order of a licensed veterinarian.

[47 FR 6617, Feb. 16, 1982]

§558.355 Monensin.

(a) Specifications. Monensin, as the
base or the sodium salt, contains a
minimum of 90 percent monensin activ-
ity derived from monensin A and a
minimum of 95 percent derived from
monensin A plus B. Using thin layer
chromatography, the Rs value must be
comparable to a reference standard
(the Rf value is the distance the spots
travel from the starting line divided by
the distance the solvent front travels
from the starting line), or, using High
Performance Liquid Chromatography,
the factor distribution of monensin
Factor A or B is calculated as the per-
centage of total biopotency of all
peaks. The loss on drying is not more
than 10 percent when dried in vacuum
at 60 °C for 2 hours.

(b) Approvals. Approvals for Type A
medicated articles containing the spec-
ified levels of monensin activity grant-
ed to firms identified by sponsor num-
bers in §510.600(c) of this chapter for
the conditions of use indicated in para-
graph (f) of this section are as follows:

(1) To 000986: 36.3 (for export only), 44,
45, or 60 grams per pound, paragraphs
() (1)(A) and (4) of this section.

(2) To 000986: 110 grams per lb., para-
graphs (£)(1) (1), (iii), {dv), (v), (ix), and
().

(3) To 000986: 44 grams per 1b. with 18
grams per 1lb. of roxarsone, 110 grams
per 1b. with 45 grams per 1b. of
roxarsone, paragraph (£)(1)(ii).

(4) To 000986: 45 and 60 grams per
pound, as monensin sodium, paragraph
(£)(2) of this section.

(56) To 066104: 45 and 60 grams per
pound, as monensin sodium provided by
No. 000986, paragraphs (f)(1)(xiii), (xx),
and (xxi) of this section.

(6) To 000986: 45 and 60 grams per
pound, as monensin sodium, paragraph
(£)(5) of this section.

(7) To 000986: 20, 30, 45, 60, 80, and 90.7
grams per pound, as monensin sodium,
paragraph (f)(3) of this section.

(8) To 046573: 45 and 60 grams per
pound, as monensin sodium provided by
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No. 000986, paragraph (f)(1)(xiv) of this
section.

(9) To 046573: 45 and 60 grams per
pound, as monensin sodium provided by
No. 000986, paragraphs (f)(1)(xv) and
(xvi) of this section.

(10) To 057926: 45 and 60 grams per
pound, as monensin sodium, paragraph
(£)(1)(xvii) of this section.

(11) To 046573: 45 and 60 grams per
pound, as monensin sodium provided by
No. 000986, paragraphs (f)(1)(xiv),
(xviii), (xix), (xxiii), (xxiv), (xxVv),
(xxvi), and (xxvii) of this section.

(12) To 066104: 45 and 60 grams per
pound, as monensin sodium provided by
No. 000986, paragraph (f)(1)(xxii) of this
section.

(13) To 021930: 60 and 80 grams per
pound, paragraph (f)(3)(v) of this sec-
tion.

(14) To 000986: 60, 80, and 90.7 grams
per pound, as monensin sodium, para-
graph (f)(6) of this section.

(c) [Reserved]

(d) Special considerations. (1) Type C
chicken feed containing monensin as
the mycelial cake shall bear an expira-
tion date of 90 days after its date of
manufacture.

(2) Type C cattle feeds containing 30
grams or less monensin sodium per ton
shall bear an expiration date of 30 days
after its date of manufacture.

(3) Type C goat feeds shall bear an ex-
piration date of 30 days after date of
manufacture.

(4) [Reserved]

(5) Liquid Type B feeds shall bear an
expiration date of 8 weeks after its
date of manufacture.

(6) The labeling of all formulations
containing monensin shall bear the fol-
lowing caution statement: Do not
allow horses or other equines access to
feed containing monensin. Ingestion of
monensin by horses has been fatal.

(7) The labeling of all Type A articles
and Type B feeds (liquid and dry) con-
taining monensin intended for use in
cattle shall bear, in addition to the
caution statement in paragraph (d)(6)
of this section, the following caution
statements:

(i) Monensin medicated cattle feed is
safe for use in cattle only. Consump-
tion by unapproved species may result
in toxic reactions;
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