DEPARTMENT OF HEALTH & FIUMAN SERVICES

Food and Druz Adminisiation
Roskeille, MD 20857

ANDA 65-141

Samson Msedical Technologies, L.L.C.
Attention: Marvin Samson

Chief Executive Officex
2050 Springdale Road, Suite 400
Cherry Rill, NJ 08003

Dear Six:

This ig Ain reference to your abpreviated new druvg application
(AND2A) dated September 20, 2002, submitted pursuani. to section
505 (j) of the Pederal Foed, Drug, and Cosmetic Act (the Act),
for Cefazolin for Injection DSP, packaged in 100 g::am and

300 gram Pharmacy Bulk Packageg. We note that this product isg
subject to the exception provisions of sectiom 125 4) (2) of
Title I of the Food and Drug Administration Modern:zation Act of
1987,

Reference is also made te your amendments dated Felruary §,
Octobexr 11, Octobesr 18, October 27, and November 1l¢, 2006.
Reference 13 also made to the ANDA Suitability Petition
submitted under Section 505(j) (2) (¢)y of the Act anc approved by
the agency on March 4, 2002. This approved petiticn permitted
you to file this ANDA for a drug product that differs in
strength from the reference listed drug product (RID).
Specifically, the xzeference listed drug, Kefzel for Injection,
of Eli Lilly is appreved as a Pharmacy Bulk Package containing
20 gramg of cefazolin per vial. Youyx ANDA provides for
containers providing 100 grams and 300 grams of cefazolin per
Pharmacy Bulk Package.

We have completed the review of this ANDZ and have concluded
that adequate information has been presented to devonstrate that
the drug is safe and effective for use as recommended im the
submitted lakeling. Accordingly the ANDA iz approvad, effective
on the date of this letter. The drug product, Cefazolin for
Injection GSP, 100 gram and 300 gram (Pharmacy Bulk Packages)
can be expected to provide the same therapeutic effsct as an
equivalent dose obtained from the reference listed drug product



upon which the agency relied as the basis of safety and
effectiveness. :

Under section 506A of the Act, certain changes in the conditions
described in this ANDA require an approved supplersntal
application before the change may be made.

Postmarketing reporting requiremente for this AND2 are set forth
in 21 CFR 314.80-81 and 214.98. The Office of Gererig Drugs
should be advised of any change in the marketing ctatus of this
drug.

Promotional materials may be submitted to FDR for comment prior
to publication or dissemination. Please note that these
submissiong are voluntary. If you desirc comments on proposed
launch promotiomnal materials with respact to compliance with
applicable regulatory requirewents, we recommend y»u submit, in
draft or mock-up form, two copies of both the promstional
materials and package insert directly to:

Food and Drug Administration

Center for Drug Bvaluation and Research

Division of Drug Marketing, Advertising, and “ommunications
5901-B 2mmendale Road

Beltsville, MD 20705

We call your attention to 21 CFR 314 .81 (b) (3) whici requires
that all promotional materials be submitted to the Divigion of
Drug Marketing, Advertising, and Communications wi:h a completed
Form FDA 2253 at the time of their initial use.

Sincerely yours,
iSce eppended elecireaic signatur: poge)

Gary Buehler

Dairector

Office of Generic Drugs

Center for Drug BEvaluatio) and Research



