ANDA 74- 937

December 22, 1998

L. Perrigo Conpany

Attention: Brian R Schuster
117 Water Street

Al egan, M 49010

Dear Sir:

This is in reference to your abbrevi ated new drug application
dated July 26, 1996, submtted pursuant to Section 505(j) of the
Federal Food, Drug, and Cosnetic Act, for |buprofen O al
Suspension USP, 100 ng/5 ni.

Reference is also nade to your anmendnents dated Cctober 4, and
Novenber 13, 1996; and February 9, March 4, April 24, Qctober 26,
and Decenber 17, 1998.

The listed drug referenced in your application is subject to a
period of patent protection which expires on June 20, 2012
(patent 5,374,659 [the '659 patent]). Your application contains
a patent certification under Section 505(j)(2)(A) (vii)(lV) of the
Act stating that your manufacture, use, or sale of this drug
product wll not infringe on the '659 patent. Section
505(j)(5)(B)(iii) of the Act provides that approval shall be nade
effective imedi ately unl ess an action is brought for

i nfringenment of the patent which is the subject of the
certification before the expiration of forty-five days fromthe
date the notice provided under paragraph (2)(B)(l) is received.
You have notified FDA that L. Perrigo Conpany has conplied with
the requirenents of Section 505(j)(2)(B) of the Act and that no
action for patent infringenment was brought against L. Perrigo
Conmpany within the statutory forty-five day period. In addition,
the listed drug product was subject to a period of market
exclusivity which expired on Decenber 16, 1998.

Furthernore, the Act provides that approval of an abbreviated new
drug application that contains a certification described in
section 505(j)(2)(A) (vii)(lV) (a Paragraph IV Certification) and
that provides for approval of the same drug product as that for
whi ch anot her abbrevi ated application containing a Paragraph |V



Certification was previously received, shall be nmade effective
not earlier than one hundred and eighty (180) days after:

1. the date the Secretary receives notice fromthe
applicant of the previous application that comerci al
mar keti ng of the drug product approved in that
application was initiated, or

2. the date of a decision of a court holding the patent
which is the subject of the certification to be invalid
or not infringed; whichever option occurs first
[ Section 505(j)(5)(B)(iv)].

The O fice of Generic Drugs received and filed an application
containing a Paragraph IV Certification to the '659 patent for

| buprofen Oral Suspension, USP prior to receipt of your
application. Accordingly, your application would not be eligible
for full approval until 180-days following the earlier of event

1. or 2. noted above. W refer you to the Agency's gui dance
docunent entitled "180-Day Generic Drug Exclusivity Under the

Hat ch- Waxnman Anmendnents” (June 1998). However, in a

communi cati on dated Decenber 17, 1998, the hol der of the ANDA
referred to above as being received and filed prior to your
application has inforned the Agency that it has relinquished its
eligibility for the 180-day exclusivity with respect to I buprofen
Oral Suspension USP, 100 ng/5 nL for OIC distribution. Thus, by
relinquishing its eligibility for 180-day exclusivity, the prior
applicant recognizes that the relinquishnment will apply to al
abbrevi ated new drug applications for this drug product (OTC

| abeling), and that the Ofice of Generic Drugs nmay approve any
such application without regard to the 180-day exclusivity period
specified in Section 505(j)(5)(B)(iv).

We have conpl eted the review of this abbreviated application and
have concluded that the drug is safe and effective for use as
recommended in the submtted Over-The-Counter (OTC) |abeling.
Accordingly, the application is approved. The Division of

Bi oequi val ence has determ ned your |buprofen Oral Suspension,

100 ng/5 nL, to be bioequivalent to the listed drug (Children's
Motrin® 100 ng/5 nmb, of McNeil Consuner Products Co.). Your

di ssolution testing should be incorporated into the stability and
quality control program using the sanme nethod proposed in your
appl i cation.



Under 21 CFR 314.70, certain changes in the conditions described
in these abbreviated applications require approved suppl enent al
applications before the change nmay be nade.

Post - marketing reporting requirenents for these abbrevi ated
applications 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.

Sincerely yours,

Dougl as L. Sporn

Di rector

O fice of Generic Drugs

Center for Drug Eval uation and Research



