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‘/Ca DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

ANDA 71-523 Food and Drug Administration
Rockville MD 20857

Sidmak Laboratories, Inc.

Attention: Mr., Edward J. Hiross

17 West Street, P.0. Box 371

East Hanover, New Jersey 07936

Dear Sir:

Reference is made to your abbreviated new drug application dated September 12,
1986, submitted pursuant to Section 505(j) of the Federal Food, Drug, and
Cosmetic Act for Trazone-50 (trazodone hydrochloride) Tablets, 50 mg.

Also refer to your amendments dated December 12, 1986, July 9, 1987 and
August 12, 1987.

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

Any significant change in the conditions ocutlined in this abbreviated
application requires an approved supplemental application before the change
may be made, except for changes made in conformance with other provisions of
Section 314.70 of the New Drug Regulations.

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

This Administration should be advised of any change in the marketing status of
this drug.

For Initial Campaigns: We request that you submit, in duplicate, any proposed
advertising or promotional copy which you intend to use in your immediate
advertising or promotional campaigns. Please submit all proposed materials in
draft or mock-up form, not final print. Submit both copies together with a
copy of the proposed or final printed labeling to the Division 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: We call your attention to Section 314.81(b)(3) of
the Regulations which requires that materials for any subsequent 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 completed Form
FD-2253.

arvin Seife/ M.D.
Director
Division of Generic Drjugs
Office of Drug Standards
Center for Drug Evaluation and Research
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ADDENDUM

Please be advised that you are required to submit, every-eight-weeks, all
adverse drug experience reports received on Trazodone Hydrochloride Tablets
pertaining to the side effect priapism. This special reporting requirement
will remain in effect until you are notified and is in addition to those

reporting requirements found in 21 CFR 314.80. These reports should be sent
in duplicate to:

Food and Drug Administration
Central Document Room

Park Building, Room 214
12420 Parklawn Drive
Rockville, Maryland 20857
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ANDA 71-523 Food and Drug Administration
Rockyville MD 20857

Sidmak Laboratories, Inc.

Attention: Mr; Edward J. Hiross o

A7 West Strest, P,C. Box 371 ' ‘

East Hanover, New Jersay yivom

Dear Sir:

Heferenca 1s made to your abbreviated new arug appl;cation c:ted Seatenber 12,
1986, submitted pursuant to Section 505(j) of the Federal Food, Liuz, and
Cosmetic Act for Trazone-50 (irazodone bycdrochioride) Tablefs, 50 mg.

Also refer to your amerdments dated Tecember 12, 1986, luly 9, 1987 o~
August 12, 1987,

We have completed the review of this abhreviated application anc h:ve
concluded that the drug 1s safe and effective for use as recom - 3d i1 the
submitted labeling. Accordingly, the applicatior 1= suprover

Any significant change in the conditions outlined in thls &bt viated
application requires an approved supplemental application before the srarge
may be made, except for changes made in conformance with cther provislsas of
Section 314.70 of the New Drug Regulatians.,

Postmarketing reporting requirements for this abnrs.iated applicatlon ars set
forth in 21 CFR 314.80 and 314,81 of the Regulations.

This Administration should be advised of any charge in the mavketligy : . 4w of
this drug.

For lal Campalgns: We request that you submlit, in duplicate, =ry roposad
2t-  ..i81ng or promotional copy which you intend to use In vour Lmeesilzze
advertising or promoticonal campaigns. Pleass sutmit all propcxa' 2 fials in
draft or mock-up form, not final print. Submit both copies ¢~ witiy g

copy of the proposed or final printed labeling tc the Division *f gxu
Advertising and Labeling {HFN-240), Pleasc¢ do not use Form FD=225%
(Transmitcel =% Mhmrtlesc: ra aqd Preerentiane] Labeling for Drogs £o- "N
Use) for this initial submizs.Uii.

For Subsequent Campaigns: We ~11 your attention to Sesction F14.:20(L.{ *
the Regulatlons which requires . -o* materlals for any subsequent a. v

or promotional campaign, at the ti - of treir initial use, ‘. submiv . 8
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ARTIMRAEM

Please be advised that you are required to submit, every-elght -weeks, all
adverse drug experience reports received on Trazodone Hydreochloride Tablets
pertalning to the side effect prlapism. This specisl reporting requirement
will remain in effect until you are notified and is in additior to those

reporting requirements found in 21 CFR 314.80. These reports should be sent
in dupllcate to:

Food and Drug Administration
Central Document Room

Park Bullding, Room 214
12420 Parklawn Drive
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