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NDA:    203-159/N-000 
 
Drug Product Name 

Proprietary:   Skyla (proposed) 
Non-proprietary:  Levonorgestrel-releasing intrauterine system 

 
Review Number:   1 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
09 DEC 2011 09 DEC 2011 31 JAN 2012 03 FEB 2012 

 
 
Applicant/Sponsor 

Name:    Bayer HealthCare Pharmaceuticals, Inc. 
Address:   PO Box 1000 
    Montville, NJ 07045-1000 
Representative:  Jo-Ann Ruane 
Telephone:   973-487-2343 

 
Name of Reviewer:  Jessica G. Cole, PhD 
 
Conclusion:   Recommended for approval. 
 

Reference ID: 3106784
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