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21 CFR Ch. I (4–1–14 Edition) § 522.2424 

(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 79 
FR 16196, Mar. 25, 2014] 

§ 522.2424 Thiamylal. 

(a) Specifications. The drug is a sterile 
powder. It is reconstituted with sterile 
distilled water, water for injection, or 
sodium chloride injection, to a desired 
concentration of 0.5 to 4 percent so-
dium thiamylal. 

(b) Sponsors. See Nos. 054628 and 
054771 in § 510.600(c) of this chapter. 

(c) Conditions of use—(1) Amount. Ad-
minister by intravenous injection to ef-
fect. The average single dose is: 

(i) Dogs and cats: 8 milligrams (mg) 
per pound of body weight (when used 
with a preanesthetic, generally one- 
half the normal dose). 

(ii) Swine: 40 mg per 5 pounds (lbs) of 
body weight. 

(iii) Horses: Light anesthesia, 1 gram 
per 500 lbs to 1,100 lbs of body weight; 
deep anethesia, 1 gram per 300 lbs of 
body weight (40 mg/12 lbs of body 
weight). 

(iv) Cattle: Short duration, 20 mg/5 lbs 
of body weight; longer duration, 40 mg/ 
7 lbs of body weight. 

(2) Indications for use. It is used as an 
ultra-short-acting anesthetic in dogs, 
cats, swine, horses, and cattle. 

(3) Limitations. Do not use in horses 
intended for human consumption. Fed-
eral law restricts this drug to use by or 
on the order of a licensed veterinarian. 

[79 FR 16196, Mar. 25, 2014] 

§ 522.2444 Thiopental injectable dos-
age forms. 

§ 522.2444a Thiopental powder for in-
jection. 

(a) Specifications. The drug contains 
sodium thiopental powder for constitu-
tion with sterile water for injection. 

(b) Sponsor. See No. 054771 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use in dogs and cats— 
(1) Amount. Administer by intravenous 
injection as follows: 

(i) 6 to 9 milligrams (mg) per pound 
of body weight for brief anesthesia (6 to 
10 minutes). 

(ii) 10 to 12 mg per pound of body 
weight for anesthesia of 15 to 25 min-
utes duration. 

(2) Indications for use. It is used as an 
anesthetic for intravenous administra-
tion to dogs and cats during short to 
moderately long surgical and other 
procedures. It is also used to induce an-
esthesia in dogs and cats which then 
have surgical anesthesia maintained by 
use of a volatile anesthetic. 

(3) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

[79 FR 16196, Mar. 25, 2014] 

§ 522.2444b Thiopental and pento-
barbital powder for injection. 

(a) Specifications. Each gram of pow-
der contains 750 milligrams (mg) of so-
dium thiopental and 250 mg of sodium 
pentobarbital powder for dilution with 
sterile water for injection. 

(b) Sponsor. See No. 061623 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use—(1) Amount. For 
total anesthesia, it is given at approxi-
mately 10 to 12 mg per pound of body 
weight over a period of 3.5 to 5 min-
utes. When preanesthetic medication is 
used, wait at least an hour before ad-
ministering thiopental and sodium pen-
tobarbital for injection, and the dosage 
necessary for anesthesia is reduced. 
Usually 1⁄2 to 2⁄3 the normal amount is 
adequate. 

(2) Indications for use. It is used as an 
anesthetic for intravenous administra-
tion to dogs and cats during short to 
moderately long surgical procedures. 

(3) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

[79 FR 16197, Mar. 25, 2014] 

§ 522.2460 Tildipirosin. 
(a) Specifications. Each milliliter of 

solution contains: 
(1) 180 milligrams (mg) tildipirosin. 
(2) [Reserved] 
(b) Sponsor. See No. 000061 in 

§ 510.600(c) of this chapter. 
(c) Related tolerances. See § 556.733 of 

this chapter. 
(d) Conditions of use—(1) Cattle—(i) 

Amount. Administer 4 mg/kg of body-
weight one time by subcutaneous injec-
tion in the neck. 
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Food and Drug Administration, HHS § 522.2471 

(ii) Indications for use. For the treat-
ment of bovine respiratory disease 
(BRD) associated with Mannheimia 
haemolytica, Pasteurella multocida, and 
Histophilus somni in beef and non-lac-
tating dairy cattle; and for the control 
of respiratory disease in beef and non- 
lactating dairy cattle at high risk of 
developing BRD associated with M. 
haemolytica, P. multocida, and H. somni. 

(iii) Limitations. Cattle intended for 
human consumption must not be 
slaughtered within 21 days from the 
last treatment. Do not use in female 
dairy cattle 20 months of age or older. 
A withdrawal period has not been es-
tablished for this product in 
preruminating calves. Do not use in 
calves to be processed for veal. Federal 
law restricts this drug to use by or on 
the order of a licensed veterinarian. 

(2) [Reserved] 

[77 FR 39391, July 3, 2012] 

§ 522.2470 Tiletamine and zolazepam 
for injection. 

(a) Specifications. The drug is a sterile 
powder. Each milliliter of constituted 
solution contains tiletamine hydro-
chloride equivalent to 50 milligrams 
(mg) of tiletamine base and zolazepam 
hydrochloride equivalent to 50 mg of 
zolazepam base. 

(b) Sponsor. See No. 054771 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use in dogs and cats— 
(1) Amount. Expressed as milligrams of 
the drug combination: 

(i) Healthy dogs: An initial 
intramuscular dosage of 3 to 4.5 mg per 
pound of body weight for diagnostic 
purposes; 4.5 to 6 mg per pound of body 
weight for minor procedures of short 
duration such as repair of lacerations 
and wounds, castrations, and other pro-
cedures requiring mild to moderate an-
algesia. Supplemental doses when re-
quired should be less than the initial 
dose and the total dose given should 
not exceed 12 mg per pound of body 
weight. The maximum total safe dose 
is 13.6 milligrams per pound of body 
weight. 

(ii) Healthy cats: An initial 
intramuscular dosage of 4.4 to 5.4 mg 
per pound of body weight for such pro-
cedures as dentistry, treatment of ab-
scesses, foreign body removal, and re-
lated types of surgery; 4.8 to 5.7 mg per 

pound of body weight for minor proce-
dures requiring mild to moderate anal-
gesia, such as repair of lacerations, 
castrations, and other procedures of 
short duration. Initial dosages of 6.5 to 
7.2 mg per pound of body weight are 
recommended for ovariohysterectomy 
and onychectomy. When supplemental 
doses are required, such individual sup-
plemental doses should be given in in-
crements that are less than the initial 
dose, and the total dose given (initial 
dose plus supplemental doses) should 
not exceed the maximum allowable 
safe dose of 32.7 mg per pound of body 
weight. 

(2) Indications for use. For restraint or 
for anesthesia combined with muscle 
relaxation in cats and in dogs for re-
straint and minor procedures of short 
duration (30 minutes) requiring mild to 
moderate analgesia. 

(3) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. 

[79 FR 16197, Mar. 25, 2014] 

§ 522.2471 Tilmicosin. 
(a) Specifications. Each milliliter of 

solution contains 300 milligrams (mg) 
tilmicosin base as tilmicosin phos-
phate. 

(b) Sponsor. See No. 000986 in 
§ 510.600(c) of this chapter. 

(c) Related tolerances. See § 556.735 of 
this chapter. 

(d) Special considerations. (1) Not for 
human use. Use of this antibiotic in 
humans may prove fatal. Do not use in 
automatically powered syringes. 

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

(e) Conditions of use—(1) Cattle—(i) 
Amount. 10 to 20 milligrams per kilo-
grams (mg/kg) of body weight as a sin-
gle subcutaneous injection. 

(ii) Indications for use. For the treat-
ment of bovine respiratory disease 
(BRD) associated with Mannheimia 
haemolytica, Pasteurella multocida, and 
Histophilus somni. For the control of 
respiratory disease in cattle at high 
risk of developing BRD associated with 
M. haemolytica. 

(iii) Limitations. Do not use in female 
dairy cattle 20 months of age or older. 
Use of this antibiotic in this class of 
cattle may cause milk residues. Do not 
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