ANDA 75-663

Novenber 7, 2000

| MPAX Laboratories, Inc.
Attention: WMark C. Shaw
30831 Hunt wood Avenue
Hayward, CA 94544

Dear Sir:

This is in reference to your abbreviated new drug application
dated June 30, 1999, subm tted pursuant to Section 505(j) of the
Federal Food, Drug, and Cosnetic Act (Act), for Sotal ol
Hydrochl ori de Tablets, 80 ng, 120 ny, 160 ng and 240 ny.

Reference is also nade to your anmendnents dated Septenber 14,
and Cctober 8, 1999; and Septenber 18, Septenber 26, and
COct ober 19, 2000.

We have conpleted the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recormended in the submitted | abeling. Accordingly, the
application is approved. The Division of Bioequival ence has
determ ned your Sotal ol Hydrochloride Tablets, 80 ng, 120 ny,
160 ng, and 240 ngy to be bi oequival ent and, therefore,

t herapeutically equivalent to the |isted drug (Betapacea
Tablets, 80 ng, 120 ny, 160 ng and 240 ng, respectively, of

Berl ex Laboratories, Inc.). Your dissolution testing should be
incorporated into the stability and quality control program
usi ng the sanme nmethod proposed in your application.

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

Post - marketing 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 submit, in duplicate, any proposed
advertising or pronotional copy that you intend to use in your
initial advertising or pronotional canpaigns. Please submt al
proposed materials in draft or nmock-up form not final print.
Submt both copies together with a copy of the proposed or final
printed | abeling to the Division of Drug Marketing, Advertising,
and Comruni cations (HFD-40). Please do not use Form FD- 2253
(Transmittal of Advertisenments 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 submtted to our Division of Drug Marketing,
Advertising, and Comruni cations (HFD-40) with a conpleted Form
FD- 2253 at the tinme of their initial use.

Val i dati on of the regul atory nethods has not been conpleted. It
is the policy of the Ofice not to withhold approval until the
validation is conplete. W acknow edge your conmmtnent to
satisfactorily resolve any deficiencies that may be identified.

Sincerely yours,

Gary Buehl er

Acting Director

O fice of CGeneric Drugs

Center for Drug Eval uati on and Research

APPROVAL



