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Product Quality Microbiology Data Sheet

A. 1.

2.

5.

6.

TYPE OF SUPPLEMENT: N/A

SUPPLEMENT PROVIDES FOR: N/A

MANUFACTURING SITE: Glaxo Wellcome Production
Zone Industrielle No. 2
23 Rue Lavoisier
BP118
27000 Evreux
France

DOSAGE FORM, ROUTE OF ADMINISTRATION AND
STRENGTH/POTENCY: Aerosol for Oral Inhalation, 44, 110, and 220

pg/actuation

METHOD(S) OF STERILIZATION: N/A

PHARMACOLOGICAL CATEGORY: Treatment of Asthma

B. SUPPORTING/RELATED DOCUMENTS: N/A

C. REMARKS: N/A

filename: 21433 doc
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Executive Summary

I. Recommendations

A.

Recommendation on Approvability — This submission is
recommended for approval on the basis of product quality
microbiology.

B. Recommendations on Phase 4 Commitments and/or

Agreements, if Approvable — N/A
IL Summary of Microbiology Assessments

A. Brief Description of the Manufacturing Processes that relate to
Product Quality Microbiology - The drug product is a non-
sterile, inhalation aerosaol.

B. Brief Description of Microbiology Deficiencies — N/A

C. Assessment of Risk Due to Microbiclogy Deficiencies — The

drug product _—
Therefore, the drug product presents a minimal risk from the
standpoint of product quality microbiology.

II1. Administrative

A.

B.

Reviewer's Signature

Endorsement Block
Bryan S. Riley, Ph.D. (Microbiology Reviewer)
Peter H. Cooney, Ph.D. (Microbiology Supervisor)

CC Block
N/A
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