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Conclusion: The applicanthasa — established for
the drug substance but covers himself witha = — " for the drug
product. Because the specifications indicate the — requirement to be

below —, growth in the product 1s not likely.




NDA 21-476

Microbiology Review #1

Summary

L

Recommendations

A,

Recommendation on Approvability — Recommended for
approval.

Recommendations on Phase 4 Commitments and/or
Agreements, if Approvable - N.A.

Summary of Microbiology Assessments

A.

Brief Description of the Manufacturing Processes that relate to
Product Quality Microbiology — Review of applicants response
to questions 7.d and 24 in the Feb. 6, 2004 amendment were
requested.

Question 7 is in regard to the drug substance eszopiclone.

7.d) Provide justification of the microbial specifications ( -

R

even though the release and stability data show the valuetohe —

a—

Acceptable
Question 24 is regarding the drug product; Estorra Tablets,

Comment 24: Microbial Specifications Provide justification for the
microbial specifications | - .

- 2) for the drug product even though the release and
stability data show the value to be -—
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NDA 21-476 Microbiology Review #1
Acceptable
B. Brief Description of Microbiology Deficiencies — None.

118

C. Assessment of Risk Due to Microbiology Deficiencies - N. A,
Administrative

A. Reviewer's Signature

B. Endorsement Block
Microbiologist: James L. McVey
Microbiology Supervisor: David Hussong

C. CC Block
cc: DES
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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.

James McVey
11/23/04 02:12:56 PM
MICROBIOLOGIST

David Hussong

11/23/04 02:14:24 PM

MICROBICLOGIST

Microbiology recommendation - APPROVE




