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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

21 CFR Part 520
.
.

Oral Dosage Form New Animal Drugs; Selegiline Hydrochloride Tablets

AGENCY: Food and Drug Administration. HHS.

ACTION: Final rule

—

SUMMARY: The Food and Drug .klmlmstration ~FDA J is amending the ~nimal dru: rc:ulati~~nf
.

[0 rcilcct approi’al 01’LIsupplclllcnla] ncL~anim:l] ciru: :ipplic:ltion IY\D,\ I filed b\ Pfi/~’r. InL’,

The supplcmcn{al X-\D;l pro~idts t’orcmd ietcrinarj prescription use ot”sele:ilinc hjdrochloricic

tablets for dogs tor the c(~nm~l~)tulinic:ll siy~ assocititccl with coyliLi~c J>st’unctim s}ndronw.

EFFECTIVE DATE: ( IIl}t)rr (/(11(’()/”/)11/~lic’(1/if)//ill f/~c Federal Register. )

FOR FURTHER INFORMATION CONTACT: \Iclmie R. Bcrson. (’enter For Lrcterinary Meclicinc i [lFV-

110). Food and Drug ,-\dtlli]listr~iti(~Il.7500 Sttimlish PI.. Rockliile. MD 20855, 301–827–7543.

SUPPLEMENTARY INFORMATION: P1-i/cr. [nc., _.’35 %( 42c1 St,. .\c\\ }rork. NY 10017, filed

supplemental NAD.4 141 –080 th~t prof”idts for oral ~mrinary prescription use of AniprylE

(selegiline hydrochloride) tablets for dogs for the control of clinical signs associated with canine

cognitive dysfunction syndrome. The product is approved for the control of clinical signs associated

with uncomplicated pituitary-dependent hyperadrenocorticism. The supplement is approved as of

December 10, 1998, and the regulations are amended by revising 21 CFR 520.2098 to reflect

the approval. The basis of approval is discussed in the freedom of information summary.

In accordance with the freedom of information provisions of21 CFR part 20 and

514.11 (e)(2) (ii), a summary of safety and effectiveness data and information submitted to support

approval of this supplemental application may be seen in the Dockets Management Branch (HF.4–



List of Subjects in 21 CFR Part 520

,-\nimOl drugs.

Thercf(]re. litldcr the Fdcr:i] Ftml. Druy. and (’usmctic Act and under auth~~ritj

to [he Commissioner of Food Jnd Drugs and rcdelegated to the C’enter for L’cterinar}

? 1 CFR p~r[ ~~~ is a[ncrldtd :1S fol]()\\’S:

dtlegattd

Medicine,

PART 520—ORAL DOSAGE

1. The authority citation for

Authority: 21 U.S.C. 360b.

FORM NEW ANIMAL DRUGS

21 CFR part 520 continues to read as follows:

2. Section 520.2098 is amended by redesignating paragraphs (d)(2) and (d)(3) as paragraphs

(d)( 1)(i) and (d)( 1)(ii), respectively, and by adding paragraph (d)(2) to read as follows:

~ 520.2098 Selegiline hydrochloride

* * * * *

(d) Conditions of use. * * *

tablets.
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