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§522.1468

§522.1468 Naproxen for injection.

(a) Specifications. The drug is a
lyophilized powder which is reconsti-
tuted with sterile water for injection
to form a 10 percent sterile aqueous so-
lution (100 milligrams per milliliter).

(b) Sponsor. See 000856 in §510.600(c) of
this chapter.

(c) Conditions of use in horses—(1) Dos-
age. Five milligrams per kilogram of
body weight intravenously followed by
maintenance oral therapy of 10 milli-
grams per Kkilogram of body weight
twice daily for up to 14 consecutive
days.

(2) Indications for use. For the relief of
inflammation and associated pain and
lameness exhibited with arthritis, as
well as myositis and other soft tissue
diseases of the musculoskeletal system
of the horse.

(3) Limitations. Not for use in horses
intended for food. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.

[46 FR 26763, May 15, 1981. Redesignated and
amended at 51 FR 24525, July 7, 1986; 61 FR
5507, Feb. 13, 1996]

§522.1484 Neomycin sulfate sterile so-
lution.

(a) Specifications. Each milliliter of
sterile aqueous solution contains 50
milligrams of neomycin sulfate (equiv-
alent to 35 milligrams of neomycin
base).!

(b) Sponsor. See No. 000009 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) Amount. 5
milligrams per pound of body weight
daily divided into portions adminis-
tered every 6 to 8 hours for 3 to 5 days.?

(2) Indications for use. Administer to
dogs and cats for the treatment of
acute and chronic bacterial infections
due to organisms susceptible to neomy-
cin.t

(3) Limitations. For intramuscular or
intravenous use only. Neomycin is not
for use parenterally in food-producing
animals because of prolonged residues
in edible tissues. Labeling shall bear an
appropriate expiration date. For use by

1These claims are NAS/NRC reviewed and

deemed effective. Applications for these uses
need not include effectiveness data as speci-
fied by §514.111 of this chapter.

21 CFR Ch. | (4-1-10 Edition)

or on the order of a licensed veteri-
narian.!

[43 FR 48996, Oct. 20, 1978, as amended at 64
FR 403, Jan. 5, 1999]

§522.1503 Neostigmine methylsulfate
injection.

(a) Specifications. Neostigmine
methylsulfate injection contains two
milligrams of neostigmine methyl-
sulfate in each milliliter of sterile
aqueous solution.

(b) Sponsor. See No. 000061 in
§510.600(c) of this chapter.

(c) Conditions of use. (1) The drug is
intended for use for treating rumen
atony; initiating peristalsis which
causes evacuation of the bowel;
emptying the wurinary bladder; and
stimulating skeletal muscle contrac-
tions. It is a curare antagonist.

(2) It is administered to cattle and
horses at a dosage level of 1 milligram
per 100 pounds of body weight
subcutaneously. It is administered to
sheep at a dosage level of 1 to 1% milli-
grams per 100 pounds body weight
subcutaneously. It is administered to
swine at a dosage level of 2 to 3 milli-
grams per 100 pounds body weight
intramuscularly. These doses may be
repeated as indicated.

(3) The drug is contraindicated in me-
chanical, intestinal or urinary obstruc-
tion, late pregnancy, and in animals
treated with other cholinesterase in-
hibitors.

(4) Not for use in animals producing
milk, since this use will result in con-
tamination of the milk.

(6) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

[40 FR 13858, Mar. 27, 1975, as amended at 62
FR 61625, Nov. 19, 1997]

§522.1610 Oleate sodium solution.

(a) Specifications. Each milliliter of
sterile aqueous solution contains 50
milligrams of sodium oleate.

(b) Sponsor. See No. 037990 in
§510.600(c) of this chapter.

(c) Conditions of use—(1) It is used in
horses to stimulate infiltration of cel-
lular blood components that subse-
quently differentiate into fibrous and/
or fibrocartilagenous tissue.

(2) The drug is administered by par-
enteral injection dependent upon the
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