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NDA 21-569

Microbiology Review # 1

Executive Summary

L

II.

I1L.

Recommendations

A.

Recommend#tion on Approvability -
NDA 21-569 is recommended for approval from the standpoint of
microbial product quality

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

Summary of Microbiology Assessments

A.

Brief Description of the Manufacturing Processes that relate to
Product Quality Microbiology -

50 and 125 m] weeeesmss  syringes are filled with sodium
chloride S —————

Brief Description of Microbiology Deficiencies -
No deficiencies were identified based upon the information
provided.

Assessment of Risk Due to Microbiology Deficiencies -
Not applicable

Administrative

A.

B.

- Reviewer's Signature
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