








































'___~_It CHEMISTRY REVIEW . ---_..~-

Executive Summary Section

The Chemistry Review for NDA 21-777

The Executive Summarv

i. Recommendations

A. Recommendation and Conclusion on Approva.bility

From a chemistry review perspective, this NDA is recommended for approvaL.

Please refer to the clinical pharmacology reviewer's recommendation on the acceptance
criteria for the drug release test. Some of the labeling comments wil need to be conveyed
to the applicant; ifthere is a resubmission to this NDA (see the next page under Basis of
Approvabilty).

B. Recommendation on Phase 4 (Post-Marketing) Commitments, Agreements, and/or
Risk Management Steps, if Approvable

None

II. Summary of Chemistry Assessments

A. Description ofthe Drug Product(s) and Drug Substanc,e(s)

(1) Drug Substance
,.\;-

The active ingredient is cyclobenzaprine hydrochloride, USP. It is manufactured by
. . ...,.. J". . Detailed information on the drug substance is

referenced to ~~, which was reviewed on 1/28/05 by this reviewer and found

to be adequate to support this NDA. The drug substance meets the current USP
monograph. for cyclobenzaprinehydrochloride and additional testing for impurities in
accordance with ICH Q3A recommendations.

(2) Drug Product

The drug product is formulated in two strengths, 15 mg/capsule-and 30 mg/capsule.~ 7
L -l

tlOth strengths or the arug proauct are packaged In bottles of 60
capsules.
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