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Drug: Augmentin ES 14:1 suspension
INTRODUCTION

Augmentin ES is a combination product consisting of the antibiotic amoxicillin and the beta-
lactamase inhibitor ¢lavulanate potassium in a 14:1 ratio for suspension. Tablet, and powder for
suspension formulations of Augmentin have been approved previously by FDA. This
submission is a response to a FDA “not approvable” action letter.
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> it is believed that there are no preclinical safety concerns with

Augmentin.

NDA 50-755 (AZ) 1




RECOMMENDATIONS

The “Carcinogenesis, Mutagenesis, Impairment of Fertility”, “Teratogenic Effects”, “Nursing
Mothers”, and “Overdosage” sections of this label have been reviewed. The comparisons
between the animal doses, and the human dose are based on body surface area. The label is

considered to be acceptable as written.
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gy perspective, there is no objection to the approval of this
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