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APPROVAL LETTER




Attentfon: - Ms, Sandt Feldman
265 Livingston Street =
Northvale, W) .. 07647

Gentili_iaa: o | SR e S
Reference {s made to your sbbreviated new drug application submitted

" pursuant to Section 505(b) of the Federa) Food, Drug, and Cosmetic Act
for Hydrochlorothiazide Tablets, 25 mg. and 50 mg. |

We acknowledge receipt of your communtcatfons dated May 15, 1974,
July 23, 1974 and August 23, 1974. |

We have completed the review of this abbreviated new drug application
and have concluded that the drug {s safe and effective for use as
recommended in the submitted labeling. Accordingly, the application
is approved. The approved source of the active ingredient {s

Any significant change in the conditions outlined {n this abbreviated
new drug application requires an approved supplemental application
before the change may be made, except for changes made 1n conformance
with other provisions of Section 314.8 of the new drug regulations.

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

“The enclosures sumnarize thé conditions relating to the approval of this
application. G :

'smccrc“ly'yo/un. \ e
Paul A. Bryan, M.D. '
- ‘ Deputy Director for
Medical Activities

0ffice of Scientific Evaluation
- /Bureau of ‘Drug_s

1-9%

sua Annl 'lt‘e'n{;ion“




: , B oRIC

NDA NUMBER

83-972 ;
NOTICE OF APPROVAL '

NEW DRUG APPLICATION OR SUPPLEMENT DATE APPROVAL LETTER ISSUED

0ot o 1974

TO: — FROM:

[3 Bureau of Drugs
Press Relations Staff (PA~40)

[ ] Bureau of Veterinary Medicine ]
ATTENTION |

Forward original of this form for publication only after approval letter has been issued and the date of
approval has been entered abo

TYPE OF APPLICATION CATEGORY
) SUPPLEMENT A ] SUPPLEMENT
ClomcinaL NDa DTO NDA ORIGINAL NDA C]TO ANDA jHUMAN ] VETERINARY
TRADE NAME (or other designated name) AND ESTABLISHED OR NONPROPRIETARY NAME (if any)OF DRUG
orothiaz
DOSAGE FORM HOW DISPENSED
Tablet . ) rx —ore

ACTIVE INGREDIENT(S) (as declared on label. List by established or nonproprietary name(s) and include amount(s), if amount is
declared on label.)

!ydrochlorothiuide 25 mg. and 50 xg. J

NAME OF APPLICANT (Include City and State)

Barr lLaboratories, Inc.
Northvale, BJ 07647

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

Thiazide

COMPLETE FOR VETERINARY ONLY
- ANIMAL SPECIES FOR WHICH APPROVED b

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR

- 4, FORM PREPARED BY

Name  J, MJ_or /A %7[477 DATE

FORM APPROVED BY

NAME J. L. ky.r DATE

Form FD 1642 (4/73)

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED,




