
Food and Drug 

21 CFR Part 520 

Oral Dosage Form New Animal Drugs; Carprofen 

AGENCY*, Food and Drug Administmtion, IXHS, 

ACTION: Final rule. 

~~~~~~~~ The Food and Drug Ad~i~~strat~o~ (FDA) is amending the animal drug regulations 

to reflect approval of a supplemental new animal drug application (NADA) filed by Pfizer, Inc. 

e supp~e~~~ta~ NADA provides for a once daily, 2-milligram. per ound (mgf’lb) dosage of 

c rofen, by oral chewable tablet, for the relief of pain and i~~a~at~o~ associated with 

osteoarthritis in dogs. 

DATES: This rule is effective [inset date uf ~~~l~c~t~u~ In the Federal Register]. 

FOR FURTHER INF ~~AT~~~ CQNTACT: Melanie R. Berson, Center for Veterinary ~ed~~~~e (HFV- 

: mberson @cvm.fda.gov. 

proved NADA 141-l 11 that provides for veterinary prescription use of 

5.X (~a~~ofe~) Chewable Tablets for the relief of pain and ~~~~atio~ associated with 

osteo~t~~tis in ogs. The supplemental NADA provides for a once aily, 2-mg/lb dosage for 

the oral chewable tablet dosage form. The supp~e~e~ta~ application is approved as of November 

26,2001, and e regulations are amended in 21 CFR 520.309 to reflect the approval. The basis 

of approval is discussed in the freedom of i~fo~atio~ summary. 

freedom of ~~fu~atio~ provisions of 21 CF 

4-l 1 (e)(2)(~~), sunny of safety and effectiveness data and i~fo~at~o~ submitted to support 



2 

approval of this ap~li~at~o~ may be seen in the Dockets ~a~age~e~t Branc FA-305), Food 

and 

and 

Drug Ad 1061, Rockville, MD 20852, between 9 a,m. 

4 pm., Monday through Friday. 

e agency has dete ned under 21 CFR 25.33(d)(1) that this action is of a type that does 

ivid~a~ly ox” c~~~~atively have a s~g~if~ca~t effect on the human environment. Therefore, 

leather an ~~vi~o exltal assessment nor an enviro~e~tal impact statement is required, 

is rule does not meet the definition of “rule” in 5 USC. ~U4(3)(A) because it is a rule 

of ‘~~~t~~~~~ ~l~cabil~ty.~’ Therefore, it is not subject to the congressional review re~~~re~e~ts 

Therefore, under the Federal Food, Drug, and Cosmetic Act and under: authority delegated 

issio~e~ of Food and Drugs and redelegated to the Center for Veter~~a~ Medicines 

is deeded as follows: 

ART 520-ORAL DOSAGE FORM NEW AN1 

or&y citation for 21 CFR part 520 continues to rea 

AutXlority: 21 U.S.C. 36Qb. 

2. Section 52 9 is amended in paragraph (a) by removing “of) an by revising paragraph 

(d)(l) to read as follows: 

Cd) * 4 * 




