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INTRODUCTION

This NDA secks approval to market cefazolin and dextrose injection USP, in a “Duplex”
container. The Duplex container is a flexible plastic, dual chamber drug delivery system,
designed for intravenous injection only. The contents of the drug chamber and diluent chamber
remain separated until pressure is applied to the diluent chamber, to break the seal between the

~ two chambers, and cause mixing of the drug and diluent. Afiter mixing, the application of
additional pressure breaks a second seal, and allows the reconstituted solution to flow into the set
port.

Cefazolin is an approved product that has been marketed in the United States for many years.
This sponsor seeks to rely on data from clinical studies on the innovator product, Ancef
(SmithKline Beecham). Braun Medical claims that the applicable patents are either expired, or
are not infringed.
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( RECOMMENDATIONS

From the Pharmacology/Toxicology perspective, there is no objection to the approval of this
NDA, assuming the absence of patent infringements, and assuming the safe operation of the
Duplex delivery system.

The sponsor’s proposed labeling has been modified from the Physicians Desk Reference for
Ancef, but the labeling is not in the latest format. For example, the basis for the comparison
between the doses in animal reproduction studies, and the human dose is not stated. This-
comparison should be made on the basis of either AUCs or milligrams per square meter.

Also, the statement that mutagenicity and carcinogenicity studies have not been performed, may
no longer be true, and should be confirmed.

It is recommended that the PRECAUTIONS section of the label be revised to correct these

shortcomings.
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