ANDA 74-843/S-001, S-002, S-003, and S-005

February 15, 2001

Vi nt age Pharnmaceuticals, Inc.
Attention: Christopher J. Nascone
3241 Wbodpar k Bl vd.

Charlotte, NC 28206

Dear Sir:

This is in reference to your suppl enental abbrevi ated new
drug applications dated February 26, 1999, submtted pursuant
to Section 505(j) of the Federal Food, Drug, and Cosnetic Act
(Act), regarding your abbrevi ated new application for
Propoxyphene Napsyl ate and Acet am nophen Tabl ets USP,

100 ng/ 650 ng.

Reference is also nade to your anmendnents dated August 25,
2000.

These suppl enental applications, submtted as “Prior Approval
Suppl enents” according to section 506A(c) of the Act, provide
for the foll ow ng changes:

S-001: The addition of an additional strength:
Propoxyphene Napsyl ate and Acet am nophen Tabl ets
USP, 50 ng/ 325 nmg;

S-002: the addition of 10-count bottle and blister
package of the new 50 ngy/ 325 ng tablet strength,;

S-003: updated labeling to provide the above changes;
and

S-005: an alternate supplier of the raw nateri al
acet am nophen, | ].

We have conpleted the review of these suppl enent al

abbrevi ated applications and have concluded that drug is safe
and effective for use as recommended in the submtted

| abel ing. Accordingly, the supplenental applications are



approved. The Division of Bioequival ence has determ ned your
Propoxyphene Napsyl ate and Acet am nophen Tabl ets USP, 50

ng/ 325 ny, to be bioequival ent and, therefore,
therapeutically equivalent to the listed drug (Darvocet-N 500
Tabl ets, 50 ng/325 ny, of Eli Lilly and Co.). Your

di ssolution testing should be incorporated into the stability
and quality control programusing the sane net hod proposed in
your application.

We rem nd you that you nmust conply with the requirenents for
an approved abbrevi ated application described in 21 CFR

314.80-81 and 314.98. The O fice of Generic Drugs should be
advi sed of any changes in the marketing status of this drug.

We request that you submt, in duplicate, any proposed
advertising or pronotional copy that you intend to use in
your initial advertising or pronotional canpaigns. Please
submt all proposed materials in draft or mock-up form not
final print. Submt both copies together with a copy of the
proposed or final printed |labeling to the Division of Drug
Mar keti ng, Advertising, and Comuni cations (HFD-40). Pl ease
do not use Form FD- 2253 (Transmttal of Advertisenents 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 D vision of Drug Marketing,
Adverti sing, and Conmuni cations (HFD-40) with a conpl eted
Form FD- 2253 at the time of their initial use.

Si ncerely yours,

Gary Buehl er

Acting Director

O fice of Generic Drugs

Center for Drug Eval uation and Research



