ANDA 75-108 Decenber 17, 1999

Myl an Phar maceuticals, Inc.
Attention: Frank R Sisto
781 Chestnut Ri dge Road
P. O. Box 4310

Mor gant own, W/ 26504-4310

Dear Sir:

This is in reference to your abbreviated new drug application
dated April 7, 1997, submitted pursuant to Section 505()) of

t he Federal Food, Drug, and Cosnetic Act (Act), for Nifedipine
Ext ended-rel ease Tablets, 30 ny.

Reference is also made to our tentative approval |etter dated
March 15, 1999, and to your anmendnents dated Decenber 8, 1997,
and June 1, October 14, and Decenber 3, 1999.

The listed drug product (RLD) referenced in your application,
Procardia XL Tablets, 30 ng, of Pfizer Laboratories, is

subj ect to periods of patent protection which expire on
Novenmber 25, 2000 (U.S. Patent No. 4,327,725), Septenber 16,
2003 (U.S. Patents 4,612,008, 4,765,989, and 4,783,337), and
Novenber 23, 2010 (U.S. Patent No. 5, 264,446, the ‘446
patent). Your application contains a patent certifications
under Section 505(j)(2)(A) (vii)(l1V) of the Act stating that
your manufacture, use, sale, offer for sale or inportation of

Ni f edi pi ne Extended-rel ease Tablets, 30 ng, will not infringe
on any of these patents, or that the patents are invalid,
unenforceable, or will not be infringed. Section

505(j)(5)(B)(iii) of the Act provides that approval of an
abbrevi ated new drug application shall be nmade effective

i mmedi ately unless an action is brought before the expiration
of forty-five (45) days fromthe date the notice provided
under paragraph (2)(B)(i) is received. You have notified the
Agency that Myl an Pharmaceuticals, Inc. (Mylan) has conplied
with the requirenments of Section 505(j)(2)(B) of the Act, and
that a patent infringenment suit involving the'446 patent was
initiated against Mylan in the United States District Court
for the Western District of Pennsylvania (Bayer AG Bayer
Corporation and Pfizer Inc. v. Mylan Laboratories, Inc. and
Myl an Pharmaceuticals, Inc., Civil Action No. 97-1309).



You have al so advi sed the Agency that the 30-nonth period
provi ded for under section 505(j)(5)(B)(iii) since the date of
recei pt of the 45-day notice by the NDA and patent hol ders as
requi red under section 505(j)(2)(B)(i) of the Act expired on
Decenmber 16, 1999.

We have conpleted the review of this abbreviated application
and have concluded that the drug is safe and effective for use
as recommended in the submtted | abeling. Accordingly, the
application is approved. The Division of Bioequival ence has
determ ned your Nifedipine Extended-rel ease Tablets, 30 ng, to
be bi oequival ent and, therefore, therapeutically equivalent to
the listed drug (Procardiad XL Tablets, 30 ng, of Pfizer
Laboratories).

Your dissolution testing should be incorporated into the
stability and quality control programusing the sanme nmet hod
proposed in your application. The "interint dissolution test
and tol erances are:

The dissolution testing should be conducted in 250 nL of
SGF, with 0.25% TWEEN 80 for the first hour; then 250 m of
0. 01M phosphate buffer, pH 6.8 with 0.25% TWEEN 80 between
2 and 24 hrs, both at 37°C using USP Apparatus (l11) at 20
dpm The test product should nmeet the followi ng tentative
specifications:

1 hr [
2 hrs [
8 hrs [
12 hrs [
24 hrs [

[ Ry Sy Sy Sy S_—

The "interim dissolution test and tol erances should be
finalized by submtting dissolution data for the first three
producti on size batches in a supplenental application. A
“Speci al Suppl ement al - Changes Being Effected” (zero) should be
submtted if no revisions to the interimspecifications are
proposed or if the final specifications are tighter than the
interimspecifications. In all other instances a Prior
Approval suppl enent should be subm tted.

Under Section 506(A) of the Act, certain changes in the
conditions described in this abbreviated application require



an approved suppl enental application before the change may be
made.

Post - mar keting reporting requirenments for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314.98. The
O fice of Generic Drugs should be advised of any change in the
mar keting 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
submt all 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

Mar keti ng, Advertising, and Comruni cations (HFD-40). Pl ease
do not use Form FD-2253 (Transmttal of Advertisenents and
Pronoti onal Labeling for Drugs for Human Use) for this initial
subm ssi on.

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 Communi cations (HFD-40) with a conpleted Form
FD- 2253 at the tine of their initial use.

Sincerely yours,

Dougl as L. Sporn

Di rector

O fice of Generic Drugs

Center for Drug Eval uation and
Resear ch



