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1. EXECUTIVE SUMMARY

This is a 505(b)(2) application. The Applicant, Cypress Pharmaceutical Inc, submitted this
application to support two immediate release oral solution combination products, NDA 22-439
@ (containing hydrocodone bitartrate, chlorpheniramine maleate, and pseudoephedrine
hydrochloride 5, 4, and 60 mg, respectively, per 5 ml) and NDA 22-442 Rezira (containing
hydrocodone bitartrate and pseudoephedrine hydrochloride 5 and 60 mg, respectively, per 5 ml).

This 1s a clinical pharmacology program. Please refer to Dr. Elizabeth Shang’s review and Dr. Xu
Wang’s review regarding the adequacy of the program.

Because the current submission includes no trials assessing clinical efficacy, Biometrics has no
comments.
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