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RESEARCH
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86130

APPROVAL LETTER
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‘DA 86-130

Prewo Pharmaceutical Laboratories, Inc.
Attention: Dr. Jin-Shung Chamng, Ph.D.
. 111 Leuning Street ' .

" South Hackensack, NJ 07606

Gentlemen:

Reference is made to your sbbreviated new dfng application submitted
pursuant to Section 505(b) of the Federal Pood, Drug, and Cosmetic .
Act for Probeneecid with Colchieine Tablets (500 mg. and 0.5 mg., respectively).

Reference is also made to your coummication dated January 30, 1980
enclosing stability data at challenge conditions.

Ye have complated the raview 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 spplication
is approved.

Any significant changs in the conditioms outlined in this abbreviated
new drug application requires an approved supplemental application
before the change may be made, except for changes made in conformaunce
with other provisions of Seetiom 314.8 of the new drug regulatiocus.

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

The requirement for adequate data to assure the biologic availability

is being deferred at the present time. However, our action in approving
this application is based upon am understanding that if this requirement
is reinstated you will pexform the appropriate procedures. :

We requast that you submit, in duplicate, any proposed advertising or
promotional copy which you iantemd to use in your immediate advertising or
promotional campaigns.- Please submit both copies and s completed form -
FD=2253, together with a eopy of the Final Printed Labeling, to the
Division of Drug Advertising (HFD-170). A copy of Form FD-2253 is

- enclosed for your comvenience. .



We call your actantion to regulation 21 CFR 310. 300(b)(3) [or
431.60(b)(3) 1f Porm 6] which raquires that material for amy subsequent
advartising or promotional campaigns, at the time of thair initial use,
be submitted to our Division of Drug Advertising (HFD-170) with a
completed fora FD-2253.

The enclosures summarige the condit ing to approvgl of this
application, 42 ﬂ
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