CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
83900

APPROVAL LETTER



Z4 A

FEBQQ 1975

DA 83-900

Smith4Ziine & French Laboratories
Attention: J.F. Cassin

1500 Spring Garden Street
Philadelphia, PA 19101

Gentlemen:

Reference {s made tc your abbreviated new drug application submitted
pursuant to Sectfon 505(b) of the Federal Food, Drug, and Cosmetic Act
for Benzedrine (Amphetamine Sulfate) Tablets, 5 mg. and 10 mo.

Reference is also made to your amendment dated February 19, 1974,

We have completed the review of this abbreviated new drug application
and have concluded that the drug is safe and effective for use as

recommended in the submitted labeling. Accordingly, the application
is approved. e T

e —————— e

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

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

Promotion of a product marketed under an abbreviated new drug application
must not convey the impression that the product is a new entity.

The enclosures summarize the conditions relating to the approval of this
application.
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Enclosures:
Conditions of Approval of a New Drug Application
Records and Reports Requirements



