_/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

h ANDA 70-176 Food and Drug Administration
Rockville MD 20857

Danbury Pharmacal, Inc.
Attention: HNessim Haleh

131 West Street, P.0. Box 256
Danbury, Connecticut 06810

Dear® fir. Maleh:

Reference is made to your abbreviated new drug application submitted pursuant
to Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Propranclol
Hydrochloride Tablets USP, 20 mg.

Mso referenced is your communication catea April 9, 19685,

lle have completed the review of this abbreviated application and have
concluded that the drug is safe and effective for use as recumiended in the
submitted labeling. Accordingly, the application is approvcd.

Pny significant change in the conditions outlined in tnis abureviated
application requires an approved supplemental application nefore the change
may be made, except for changes made in conforience wit: oludr provisions of
Section 314.70 of the New Drug Regulations.

Postmarketing reporting requirements for this abbreviatea application are set
forth in 21 CFR 314.80 and 314.81 of the Regulations.

This Administraticn should be advised of any change in the warketing status of
this drug.

For Initial Campaigns: lle request tnat you submit, in duplicate, any proposed
advertising or promotional copy which you intend to use in your Tamediate
advertising or promotional campaigns. Please submit all proposed materials in
draft or mock-up form, not final print. Submit both copies togetner with a
copy of the proposed or final printed labeling to the Divisicn of Drug
Advertising and Labeling (HFN-240). Please do not use form FD-2253
(Transmittal of Advertisements and Promotional Labeling for Drugs for Human
Use) for this initial submission.

For Subsequent Campaigns: ke call your attention to Section 314.81(b)(3) of
the Regulations which requires that materials for any subscgquent advertising
or promotional campaign, at the time of their initial use, be submitted to our
Division of Drug Advertising and Labeling (HFN-240) with a cowpleted Fori

FD-2253.
. ;}(,*e]y yours
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ar Seife,
Director

Division of Cencric Drugy
O0ffice of Drug Standards
Center for Drugs and [icloaics
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Attachment-Commitmert Summary

1. Twenty-four (24) wmonth expiration dating.

2. Formulation is as listed in your submission of April S, 1986, Exinibii 4.
3. Container sizes are 100, 500, 1000 tablet bottles.

4. Approved source of propranolol hycrochloride are Cosite SoA and LEK.

5. Fach lot of bulk active ingredient will receive full USP (current
revision) testing.



	
	
	


