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Drug:

Trade name: Zanaflex

Generic name (list alphabetically): NA

Code name: _ tizanidine HCl

Drug Manufacturer: Elan Pharma,

’ Ireland
Chemical name: : 5-cholor-4-(2-imidazolin-2-ylamino)-2,1,3-
' g benzothiodiazole hydrochloride
N\ Molecular formula/molecular weight: C9HBCINSS-HCV290.2
Structure:

RS,

Relevant I;NDs/NDAs/DMPs: N20-397

Drug clas§: centrally acting 2 adrenergic receptor agonist
Indication: Spasticity
Clinical formulation: capsule

Route of administration: Oral
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Reviewer: NDA No.

N Executive Summary

L Recommendations
A. Recommendation on Approvability: ~ Not Applicable

B. Recommendation for Nonclinical Studies: standard nonclinical studies
(pharmacology & toxicology), have been conducted and reviewed for tizanidine HCl
tablets (N20-397) approved by the FDA in Nov 1996. Based on similar
bioequivalence data for the approved tablet (2 & 4mg), and the proposed capsule

(6mg) formulation, additional non-clinical studies are not required for the capsule
form. :

(\ C. Recommendations on Labeling: same as used for the tablet form. When results

fromthh "] >ecomes available, the appropriate language will be
incorporated into the label.
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.

/s/
Aisar Atrakchi
12/31/01 03:33:50 .PM
PHARMACOLOGIST

Barry Rosloff
12/31/01 04:50:43 PM
PHARMACOLOGIST
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