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By direction of the Commission. 
Donald S. Clark, 
Secretary.
[FR Doc. 03–24570 Filed 9–26–03; 8:45 am] 
BILLING CODE 6750–01–P

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

21 CFR Part 201

Labeling 

CFR Correction 

In Title 21 of the Code of Federal 
Regulations, parts 200 to 299, revised as 
of April 1, 2003, in the first sentence of 
the introductory text of § 201.122, on 
page 54, the phrase ‘‘ ‘Rx only’ ’’ is 
removed and the phrase ‘‘ ‘Caution: For 
manufacturing, processing, or 
repacking’ ’’ is added in its place, and 
the phrase ‘‘ ‘Caution: Federal law 
prohibits dispensing without 

prescription’ ’’ is removed and the 
phrase ‘‘ ‘Rx only’ ’’ is added in its place.

[FR Doc. 03–55525 Filed 9–26–03; 8:45 am] 
BILLING CODE 1505–01–D

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 510 and 520

Oral Dosage Form New Animal Drugs; 
Ivermectin and Pyrantel Pamoate 
Chewable Tablets

AGENCY: Food and Drug Administration, 
HHS.
ACTION: Final rule.

SUMMARY: The Food and Drug 
Administration (FDA) is amending the 
animal drug regulations to reflect 
approval of an abbreviated new animal 
drug application (ANADA) filed by 
Heska Corp. The ANADA provides for 
use of chewable tablets containing 

ivermectin and pyrantel pamoate for 
prevention of heartworm disease and for 
treatment and control of certain 
gastrointestinal parasites in dogs.
DATES: This rule is effective September 
29, 2003.
FOR FURTHER INFORMATION CONTACT: 
Lonnie W. Luther, Center for Veterinary 
Medicine (HFV–104), Food and Drug 
Administration, 7519 Standish Pl., 
Rockville, MD 20855, 301–827–8549, e-
mail: lluther@cvm.fda.gov.
SUPPLEMENTARY INFORMATION: Heska 
Corp., 1825 Sharp Point Dr., Fort 
Collins, CO 80525, filed ANADA 200–
338 that provides for veterinary 
prescription use of TRI–HEART PLUS 
(ivermectin and pyrantel pamoate) 
Chewable Tablets for prevention of 
canine heartworm disease caused by 
Dirofilaria immitis and for treatment 
and control of ascarids (Toxocara canis, 
Toxascaris leonina) and hookworms 
(Ancylostoma caninum, A. braziliense, 
and Uncinaria stenocephala) in dogs. 
Heska Corp.’s TRI–HEART PLUS 
Chewable Tablets is approved as a 
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