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Food and Drug Administration, HHS § 522.1680

1 These conditions are NAS/NRC reviewed
and deemed effective. Applications for these
uses need not include effectiveness data as
specified by § 514.111 of this chapter, but may
require bio-equivalency and safety informa-
tion.

body weight per day. Continue treat-
ment 24 to 48 hours following remission
of disease symptoms, not to exceed a
total of 4 consecutive days. If no im-
provement is noted within 24 to 48
hours, consult a veterinarian for diag-
nosis and therapy. In adult livestock,
do not inject more than 10 milliliters
at any one site. Reduce the volume ad-
ministered per injection site according
to age and body size. In calves weigh-
ing 100 pounds or less inject only 2 mil-
liliters per site. Discontinue treatment
at least 18 days before slaughter. Not
for use in lactating dairy cattle.

(j) [Reserved]
(k)(1) Specifications. Each milliliter of

sterile solution contains either 50 or
100 milligrams of oxytetracycline hy-
drochloride.

(2) Sponsor. See No. 000864 in
§ 510.600(c) of this chapter.

(3) Conditions of use in beef cattle and
nonlactating dairy cattle. (i) Amount. 3
to 5 milligrams per pound of body
weight daily, 5 milligrams per pound
for anaplasmosis, severe foot rot, and
severe forms of other diseases.

(ii) Indications for use. Treatment of
diseases due to oxytetracycline-suscep-
tible organisms as follows: pneumonia
and shipping fever complex associated
with Pasteurella spp. and Hemophilus
spp.; foot rot and diphtheria caused by
Fusobacterium necrophorum; bacterial
enteritis (scours) caused by Escherichia
coli; wooden tongue caused by
Actinobacillus lignieresii; leptospirosis
caused by Leptospira pomona; acute me-
tritis and wound infections caused by
staphylococcal and streptococcal orga-
nisms; if labeled for use by or on the
order of a licensed veterinarian, it may
be used for treatment of anaplasmosis
caused by Anaplasma marginale and an-
thrax caused by Bacillus anthracis.

(iii) Limitations. Administer by intra-
venous injection. Treatment should be
continued 24 to 48 hours following re-
mission of disease symptoms, but not
to exceed a total of 4 consecutive days.
If no improvement occurs within 24 to
48 hours, reevaluate diagnosis and ther-
apy. Discontinue use at least 19 days
prior to slaughter. Not for use in lac-
tating dairy cattle.

[40 FR 13858, Mar. 27, 1975]

EDITORIAL NOTE: For FEDERAL REGISTER ci-
tations affecting § 522.1662a, see the List of

CFR Sections Affected in the Finding Aids
section of this volume.

§ 522.1662b Oxytetracycline hydro-
chloride with lidocaine injection.

(a) Specifications. The drug contains
50 or 100 milligrams of oxytetracycline
hydrochloride and 2 percent lidocaine
in each milliliter of sterile aqueous so-
lution.

(b) Sponsor. See No. 000069 in
§ 510.600(c) of this chapter.

(c) Conditions of use. (1) The drug is
indicated for use in the treatment of
diseases of dogs caused by pathogens
sensitive to oxytetracycline hydro-
chloride including treatment for the
following conditions in dogs caused by
susceptible microorganisms: Bacterial
infections of the urinary tract caused
by Hemolytic staphylococcus, Strepto-
coccus spp., Bacterial pulmonary infec-
tions caused by Brucella bronchiseptica,
Streptococcus pyogenes, Staphylococcus
aureus, secondary bacterial infections
caused by Micrococcus pyogenes var.
albus, Brucella bronchiseptica, Strepto-
coccus spp.

(2) The drug is administered
intramuscularly at a recommended
daily dosage to dogs at 5 milligrams
per pound of body weight administered
in divided doses at 6 to 12 hour inter-
vals. Therapy should be continued for
at least 24 hours after all symptoms
have subsided.

(3) 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 48
FR 30615, July 5, 1983]

§ 522.1680 Oxytocin injection.
(a) Specifications. Each milliliter of

oxytocin injection contains 20 U.S.P.
units of oxytocin.

(b) Sponsors. See Nos. 000010, 000856,
000857, 000864, 050604, 058639, and 059130
in § 510.600(c) of this chapter.

(c) Conditions of use1—(1) Amount—(i)
Obstetrical. Administer drug intra-
venously, intramuscularly, or
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