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Drug:
Trade name: Zerit XR
Generic name: Stavudine
Code name: BMY-27857 (d4T)
Chemical name: 2’3’-didehydro-3’-deoxythymidine
Structure:

Relevant INDs/NDAs/DMFs: NDA 20-412

Drug class: Nucleoside analogue HIV Teverse transcriptase inhibitor

Indiéation: Treatment of HIV infection in combination with other antiretrovirals.
Clinical formulation: Extended release capsules of 37.5, 50, 75 and 100 mg.

Route of administration: Oral



COMMENTS

Zerit is an approved drug (NDA 20-412) for treatment of HIV infection. The present NDA is for
Zerit in an extended release formulation. No new pharmacology/toxicology data were submitted
with this NDA. There were no proposed labeling changes in the pharmacology/toxicology
sections of the label. There are no pharmacology/toxicology issues with this NDA.
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