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Product Quality Microbiology Data Sheet

1.

2.

TYPE OF SUBMISSION: Original NDA

SUBMISSION PROVIDES FOR: New drug product

MANUFACTURING SITE: The drug product is manufactured at Bayer
Oy, Turku, Pansiontie 47, 20210 Turku, Finland and sterilized at Bayer
oy ® @

DOSAGE FORM, ROUTE OF ADMINISTRATION AND
STRENGTH/POTENCY:
e Intrauterine device with a core for extended drug release

e 13.5 mg levonorgestrel/device and a release rate of ~10 pg/day in
weeks 3-4

METHOD(S) OF STERILIZATION: 9 ethylene oxide

PHARMACOLOGICAL CATEGORY: Prevention of pregnancy for up
to 3 years

SUPPORTING/RELATED DOCUMENTS: None

REMARKS: This submission was in the eCTD format and the drug product is
similar to Mirena, which was approved under NDA 21-225.
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Executive Summary

L Recommendations
A. Recommendation on Approvability — This application is
recommended for approval on the basis of product quality

microbiology.

B. Recommendations on Phase 4 Commitments and/or
Agreements, if Approvable — Not applicable.

IL. Summary of Microbiology Assessments
A. Brief Description of the Manufacturing Processes that relate to
Product Quality Microbiology — The drug product 1 is | &
sterilized with ethylene oxide gas ol

B. Brief Description of Microbiology Deficiencies — Not applicable.

C. Assessment of Risk Due to Microbiology Deficiencies - Not
applicable.

II1. Administrative

A. Reviewer's Signature

Jessica G. Cole, PhD

B. Endorsement Block

John Metcalfe, PhD
Senior Microbiology Reviewer

C. CC Block
N/A
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