ANDA 75-390 April 19, 2001

Ki ng and Spal di ng

Attention: Eugene Pfiefer

U.S. Agent for: Al phapharm Pty. Ltd.
1730 Pennsyl vani a Avenue, N W

Washi ngton, D.C. 20006-4706

Dear Sir:

This is in reference to your abbreviated new drug application
dated May 14, 1998, subnitted pursuant to Section 505(j) of the
Federal Food, Drug, and Cosnetic Act (Act), for Naproxen

Del ayed-rel ease Tablets, 375 ng and 500 ny.

Reference is al so nade to your anendnents dated July 19 and
August 12, 1999; and February 16 and March 27, 2001.

We have conpleted the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recomended in the submtted | abeling. Accordingly the
application is approved. The Division of Bioequival ence has

det erm ned your Naproxen Del ayed-rel ease Tablets, 375 ng and 500
ng to be bioequival ent and, therefore, therapeutically
equival ent to the listed drug (EC Naprosyn® Del ayed-rel ease

Tabl ets, 375 ng and 500 ng of Syntex (USA) Inc LLC). Your

di ssolution testing should be incorporated into the stability
and quality control programusing the sane nethod proposed in
your application. The “interinf dissolution specifications are
as foll ows:

The di ssolution testing should be conducted in 1000 nL of
0.1N HO for 120 mn (acid stage) and 1000 nL of phosphate
buffer pH 6.8 (buffer stage) at 37°C using USP apparatus ||
(paddl e) at 50 rpm The test product should neet the
foll ow ng specifications:

Not nore than | ] (Q of the | abel ed ambunt of the drug
in the dosage formis dissolved in [ ] mn (acid stage).



Not | ess than | ]%4 Q of the | abel ed anmount of the drug
in the dosage formis dissolved in | ] mnutes (buffer
st age).

The “interinm dissolution test(s) and tol erances shoul d be
finalized by submtting dissolution data for the first

t hree production size batches. Data should be submtted as
a Speci al Suppl enent — Changes Being Effected when there
are no revisions to the “interint specifications or when
the final specifications are tighter than the “interini

specifications. In all other instances, the information
shoul d be submtted in the formof a Prior Approval
Suppl enent .

Under Section 506A of the Act, certain changes in the conditions
described in this abbreviated application require an approved
suppl enent al application before the change may be made.

Post - mar keting reporting requirenents for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314.98. The
O fice of CGeneric Drugs should be advised of any change in the
mar keti ng status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy which you intend to use in your
initial advertising or pronotional canpaigns. Please subnmt al
proposed materials in draft or nmock-up form not final print.
Submit both copies together with a copy of the proposed or final
printed |labeling to the Division of Drug Marketing, Adverti sing,
and Comruni cations (HFD-40). Please do not use Form FD- 2253
(Transm ttal of Advertisements and Pronotional Labeling for
Drugs for Human Use) for this initial subm ssion.



We call your attention to 21 CFR 314.81(b)(3) which requires
that materials for any subsequent advertising or pronotional
canpai gn be submitted to our Division of Drug Mrketing,

Advertising, and Comruni cations (HFD-40) with a conpleted Form
FD- 2253 at the tinme of their initial use.

Si ncerely yours,

Gary Buehl er

Acting Director

O fice of CGeneric Drugs

Center for Drug Eval uati on and Research



