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| DEPARTMENT OF HEALTH & HUMAN SERVICES

ANDE 75-T718 Food and Drug Administration
Bockyille MD 20887

aPE

Reddy-Chemincz, Inc.

U.8. Agent for: Dr. Reddy’ & Laboratories Limited
Atkention: C. Jeapne Taborsky

§333 summer Crest Drive

Columbia, MD 24045

Dear Madamn:

This is in referppce Lo your abbreviated new drug application
dated Ogtober B, 1299, submitted pursuant to Sechien 505(3)
of the PFederal Food, Drug, and Cosmetic Act (Act), for
Famobidine Tablets USSP, 20 mg and 40 mg.

pefarence is also made Lo your amendments dated February 2,
March 16, March 240, and March 23, 2001.

We have rcompleted the review of this abbrewiated application
and have concluded that the drug ;s safe and effective for
uee as recommended in the submitied labeling. Accordingly
the applicabion is approved. The fivizion of Bicequivalence
has defermined your Famoridine Tablekbsz USP, 20 mg and 40 wg,
ro be biceguivalent and, therefore, therapeutically
eguivalent to the listed drug (Pmpﬂiﬂ@ tablets USP, 20 my and
46 mg, respectiwely, of Merrlk Reseavch Laboratodias) . Your
diasolution testing should be incorporated inte the srability
and quality control program using the same method proposed in
vour application.

under Ssction 5062 of the Act, eertain changes in the
conditions described in this abbreviated application reguire
an approved supplemental application before the change may be
mede -

Post-marketing reporting requirements for this abbreviated
application are set forth in. 21 CFR 314.80-81 and 314.98.
The Office of Generic brugs should be advised of any change
in the marketing status of rhis drudg.




We reguest that you submit, in duplicate, any proposed
advertising or promsticnal copy which you intend to use in
vour initial advertising or promotional campaignsg. Please
submit all proposed materials in draft or mock-up form, nob
finagl print. Submit both copies together with a copy ©f the
proposed or fimal printed labeling to the Divigion of Drug
Marketing, -Advertising, and Communications (EFD-40) . Please
do not use Form FD-2253 (Transmittal of Advertisemente apd
Promotional Labeling for Drugs for Human Use) for this
initial Submission.

We call your attention to 21 CFR 314.81 (b) (3) which vequires
that materials for any subsequent advedrtisihg or promotional
campaign be submitted to our Division of Drug Marketinedg,
Advertising, amd Communications (HFD-40) with a complated
Fora FO-2253 at the time of their initial use.

Sincerely yours,

Gary Bushler
Actimg Directowr
COffice of Generic Drugs

Center for Drug Evaluation and Research
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OFFICE OF GENERIC DRUGS

Food and Drug Administration
HED-600, Metro Park Morth IT
. 7500 Standish Place, Room 150
Rockuille, M) 20855-2773
Fax: 301-594-0380

§ TO. APPLICANT: Reddy-Cheminor TEL: 410-300-3145

ATTIN: gﬁm&e Taborsky , . FAX: - ¥ -1795%

| erom: Rassandes Shemad PROTECT MANAGER: 301-827-5849

Dear Madaox

This facsimile is it reference to your abbrevisted new drg application dated October 8, 1999, mbmtted
pursuant to Sgxtion 305() of the Federal Fond, Dmg, and Cosmetic Act for Famotidine TabimWSI(* 20
mg and 40 mg.

We are pleased to inform you that this application is APPROVED!

THIS DOCOMINTIS' mmwmnmmmmmmmwwnwmmmm
MAY CONTAIN INFORMATION THAT IS mmtnm OR PROTECTED FROM

DISCLOSURE UNDER AFPLICATIY .
: Wizedts mmmw%&:—g Yol ane Sacely motified that soy dieslorr,
: e mkarized. THyou By rmeived thin dossm iy ofree, Tloate fmmediarely

digsmotnainn copying on ofbme sctideils the contest -
Potify ux by telephons RodTeum it to'os b il sk thecibivvnsddeess.



