
261 

Food and Drug Administration, HHS § 522.690 

milliliters via carotid artery. For pe-
ripheral arteriography and/or 
venography and selective coronary ar-
teriography rapidly inject 3 to 10 milli-
liters intravascularly into the vascular 
bed to be delineated. For 
lymphography slowly inject 1.0 to 10 
milliliters directly into the lymph ves-
sel to be delineated. For arthrography 
slowly inject 1.0 to 5 milliliters di-
rectly into the joint to be delineated. 
For discography slowly inject 0.5 to 1.0 
milliliter directly into the disc to be 
delineated. For sialography slowly in-
ject 0.5 to 1.0 milliliter into the duct to 
be delineated. For delineation of fis-
tulous tracts slowly inject quantity 
necessary to fill the tract. For delinea-
tion of peritoneal hernias inject 0.5 to 
1.0 milliliter per pound of body weight 
directly into the peritoneal cavity. 

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

[44 FR 12993, Mar. 9, 1979, as amended at 50 
FR 41489, Oct. 11, 1985] 

§ 522.650 Dihydrostreptomycin sulfate 
injection. 

(a) Specifications. Each milliliter con-
tains dihydrostreptomycin sulfate 
equivalent to 500 milligrams of dihy-
drostreptomycin. 

(b) Sponsor. See Nos. 000069 and 055529 
in § 510.600(c) of this chapter. 

(c) National Academy of Sciences/Na-
tional Research Council (NAS/NRC) sta-
tus. The conditions of use were NAS/ 
NRC reviewed and found effective. Ap-
plications for these uses need not in-
clude effectiveness data as specified by 
§ 514.111 of this chapter but may require 
bioequivalency and safety information. 

(d) Conditions of use—(1) Amount. 5 
milligrams per pound of body weight 
every 12 hours. 

(2) Indications for use. Treatment of 
leptospirosis in dogs and horses due to 
Leptospira canicola, L. 
icterohemorrhagiae, and L. pomona; in 
cattle due to L. pomona; and in swine 
due to L. pomona; and L. grippotyphosa. 

(3) Limitations. Administer by deep 
intramuscular injection only. Treat-
ment should be continued for 3 to 5 
days or until the urine is free of 
leptospira for at least 72 hours as meas-
ured by darkfield microscopic examina-
tion. Treatment with subtherapeutic 

dosages, excessive duration of therapy, 
or inappropriate use of this antibiotic 
may lead to the emergence of strepto-
mycin or dihydrostreptomycin resist-
ant organisms. Discontinue use 30 days 
before slaughter for food. Not for use in 
animals producing milk because use of 
the drug will contaminate the milk. 
Federal law restricts this drug to use 
by or on the order of a licensed veteri-
narian. 

[57 FR 37331, Aug. 18, 1992; 57 FR 42623, Sept. 
15, 1992] 

§ 522.690 Dinoprost solution. 
(a) Specifications. Each milliliter 

(mL) of solution contains dinoprost 
tromethamine equivalent to 5 milli-
grams (mg) dinoprost. 

(b) Sponsors. See Nos. 000009 and 
059130 in § 510.600(c) of this chapter. 

(c) Special considerations. (1) Federal 
law restricts this drug to use by or on 
the order of a licensed veterinarian. 

(2) Women of child-bearing age, 
asthmatics, and persons with bronchial 
and other respiratory problems should 
exercise extreme caution when han-
dling this product. Dinoprost 
tromethamine is readily absorbed 
through the skin and can cause abor-
tion and bronchiospasms. Accidental 
spillage on the skin should be washed 
off immediately with soap and water. 

(d) Conditions of use—(1) Horses—(i) 
Amount. 1 mg per 100 pounds of body 
weight as a single intramuscular injec-
tion. 

(ii) Indications. For its luteolytic ef-
fect to control timing of estrus in 
estrus cycling mares and in clinically 
anestrous mares that have a corpus 
luteum. 

(iii) Limitations. Not for use in horses 
intended for food. 

(2) Cattle—(i) Beef cattle and nonlac-
tating dairy heifers—(A) Amount. 25 mg 
as an intramuscular injection either 
once or twice at a 10- to 12-day inter-
val. 

(B) Indications. For its luteolytic ef-
fect to control timing of estrus and 
ovulation in estrous cycling cattle that 
have a corpus luteum. 

(ii) Beef cattle and nonlactating dairy 
heifers—(A) Amount. 25 mg as a single 
intramuscular injection. 

(B) Indications. For treatment of 
pyometra (chronic endometritis). 

VerDate Mar<15>2010 18:11 May 03, 2013 Jkt 229073 PO 00000 Frm 00271 Fmt 8010 Sfmt 8010 Q:\21\21V6.TXT ofr150 PsN: PC150


		Superintendent of Documents
	2013-06-14T10:42:20-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




