
8' DEPARTMENT OF HEALTH ei HUMAN SERVICES Pub l~c  Health Service 

ANDA 71-457 Food and Drug Adm~nlstratlon 
Rockv~l le M O  20857 

Par  Pharmaceutical, Inc.  
Attention: Mr. Ashok P a t e l  
One Ram Ridge Road 
Spring Valley, New York 10977 

Dear Sir: 

Reference i s  made t o  your abbreviated new drug app l i ca t ion  da ted  August 11, 
1986, submitted pursuant t o  Sect ion 505( j) of t h e  Federal Food, Drug, and 
Cosmetic Act f o r  Temazepam Capsules, 30 mg. 

Reference i s  made t o  your communications dated March 6 and March 9 ,  1987. 

We have completed t h e  review of t h i s  abbrevia ted  app l i ca t ion  and have 
concluded t h a t  t h e  drug i s  s a f e  and e f f e c t i v e  f o r  use a s  recommended i n  t h e  
submitted l abe l ing .  Accordingly, t h e  app l i ca t ion  i s  approved. 

Any s i g n i f i c a n t  change i n  t h e  condi t ions  ou t l ined  i n  t h i s  abbreviated 
appl ica t ion  r equ i re s  an approved supplemental app l i ca t ion  before  t h e  change 
may be made, except fo r  changes made i n  conformance with o t h e r  provis ions  of 
Section 314.70 of t h e  New Drug Regul-ations. 

Postmarketing r epor t ing  requirements f o r  t h i s  abbreviated app l i ca t ion  a r e  s e t  
fo r th  i n  21 CFR 314.80 and 314.81 of t h e  Regulations. 

This  Administration should be advised of any change i n  t h e  marketing s t a t u s  of 
t h i s  drug. 

For I n i t i a l  Campaigns: We reques t  t h a t  you submit,  i n  d u p l i c a t e ,  any proposed 
adver t i s ing  or  promotional copy which you in tend  t o  use i n  your immediate 
adver t i s ing  or promotional campaigns. P lease  submit a l l  proposed ma te r i a l s  i n  
d r a f t  o r  mock-up form, not  f i n a l  p r i n t .  Submit both copies  together  with a 
copy of the  proposed or  f i n a l  p r in t ed  l a b e l i n g  t o  t h e  Division of  Drug 
Advertising and Labeling (HFN-240). P l ease  do not  use Form FD-2253 
(Transmit tal  of Advertisements and Promotional Labeling f o r  Drugs f o r  Human 
Use) f o r  t h i s  i n i t i a l  submission. 

For Subsequent Campaigns: We c a l l  your a t t e n t i o n  t o  Sect ion 314.81(b)(3) o f  
t h e  Regulations which requi res  t h a t  ma te r i a l s  f o r  any subsequent a d v e r t i s i n g  
o r  promotional campaign, a t  the t ime of t h e i r  i n i t i a l  use,  be submitted t o  our 
Division of Drug Advertising and Labeling (HFN-240) with a completed Form 
FD-2253. 

Direc tor  
Division of Generic Dru 
Off ice  of Drug Standard h 
Center f o r  Drugs and Biologics  


