ANDA 75-667 July 28, 2000

| nvaned | nc.

Attention: Mahendra Patel, Ph.D.
2400 Route 130 North

Dayt on, NJ 08810

Dear Sir:

This is in reference to your abbreviated new drug
application dated July 8, 1999, submtted pursuant to
Section 505(j) of the Federal Food, Drug, and Cosnetic Act,
for Terazosin Hydrochloride Capsules, 1 ng (base), 2 ny
(base), 5 mg (base), and 10 ng (base).

Reference is also made to your anendnents dated February
25, April 7, April 19 (2 subm ssions), and July 21, 2000.

As noted in the Agency’s publication entitled “Approved
Drug Products with Therapeutic Equival ence Eval uations (19'"
Edition)”, also known as the “Orange Book”, the listed drug
product (RLD) referenced in your application, Hytrina
Capsul es of Abbott Laboratories, is subject to periods of
patent protection which expire on June 29, 2010 (U. S.

Patent No. 5,212,176), and April 29, 2013 (U.S. Patent Nos.
5,504, 207; 5,412,095; and 5, 294,615). Your application
contains patent certifications to each of these patents
under Section 505(j)(2)(A) (vii)(lV) of the Act. Section
505(j)(5)(B)(iii) of the Act provides that approval shal

be made effective imediately unless an action is brought
for infringement of the patent which is the subject of the
certification before the expiration of forty-five days from
the date the notice provided under paragraph (2)(B)(i) is
recei ved. You have notified FDA that Invamed Inc. has
conplied with the requirenments of Section 505(j)(2)(B) of
the Act, and that no action for patent infringenment was
brought against Invaned Inc. within the statutory forty-
five day period.

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
Bi oequi val ence has determ ned your Terazosin Hydrochloride
Capsules, 1 ng (base), 2 ng (base), 5 nmg (base), and 10 ny
(base) to be bioequival ent and, therefore, therapeutically
equi valent to the listed drug (Hytrinad Capsules, 1 ng
(base), 2 mg (base), 5 ng (base), and 10 ng (base),
respectively, of Abbott Laboratories). Your dissolution
testing should be incorporated into the stability and
quality control program using the same nethod proposed in
your application.

Under Section 506A of the Act, certain changes in the
conditions described in this abbreviated application
requi re an approved suppl emental application before the
change nay be made.

Post - marketing reporting requirenents for this abbreviated
application are set forth in 21 CFR 314.80-81 and 314. 98.
The Office of Generic Drugs should be advised of any change
in the marketing 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 nock-up form not
final print. Submt both copies together with a copy of

t he proposed or final printed | abeling to the Division of
Drug Marketing, Advertising, and Conmuni 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
pronoti onal canpaign be submtted to our Division of Drug
Mar keti ng, Advertising, and Comruni cati ons (HFD-40) with a
conpl eted Form FD-2253 at the tinme of their initial use.

Sincerely yours,

Gary Buehl er
Acting Director
O fice of Generic Drugs



Center for Drug Eval uati on and Research



