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INTRODUCTION

In the “Carcinogenesis, Mutagenesis, Impairment of Fertility” section of this label, animal doses
are expressed as mg/kg, . W

This section of the label also contains the following statement: “Long-term studies in animals
have not been performed with cefoxitin to evaluate carcinogenic or mu'agenic potential.”

The “Overdosage” section of this label lists three LDsq values, - - —
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RECOMMENDATIONS

—

= — o ~_ although the doses
themselves should remain as mg/kg.

The statement that the mutagenic potential of the compound has not been evaluated should either
be confirmed, or if no longer true, this section of the label should be updated with genotox1c1tv

information. " _}
"y W

Kenneth Seecthaler, Ph.D., D.A.B.T.
Pharmacologist/Toxicologist HFD-520

cc: Original NDA 50-517 Concurrence only:
HFD-104

HFD-340

HFD-520 HFD-520/R. Ostzrberg
HFD-520/Pharm/K. Seethaler

HFD-520/MO/J. Alexander HFD-520/L. Gavrilovich

HFD-520/Micro/H. Silver
HFD-520/Chem/B. Shetty
HFD-520/CSO/G. Hills

APPEARS THIS way
ON ORIGINAL
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