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From: Yichun Sun, Ph.D. 

Application Technical Lead, Branch V
Division of New Drug Products II
Office of New Drug Products

Through: Moo-Jhong Rhee, Ph.D.
Chief, Branch V
Division of New Drug Products II
Office of New Drug Products

To: CMC Review #1 of NDA 209305 

Subject: Final Approval Recommendation for NDA 209305

At the time when the CMC review #1 was written, resolution of issues on Labels and
Labeling was pending.

Label/Labeling
On December 13, 2017, the NDA applicant submitted an amendment providing the 
finalized package insert (PI), and the container, sleeve, blister lidding and carton labels.  
All the labels/labeling issues are now satisfactorily resolved.  The CMC sections of the 
final package insert, and mock up container, sleeve, blister lidding and carton labels are 
attached (Attachment - 1).

Recommendation:
The revised package insert and mock-up container, sleeve, blister lidding and carton 
labels are now satisfactory from the CMC perspective.  Therefore, from the OPQ’s 
perspective, this NDA is recommended for APPROVAL with an expiration dating 
period of 24 months for the drug products when stored at room temperature.

Application Technical Lead’s Assessment and Signature

The NDA is recommended for approval from a quality perspective.

Yichun Sun, Ph.D.
Application Technical Lead, Branch V
Division of New Drug Products II
12/14/2017
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Attachment - 1 (CMC Sections of the Finalized Labeling and Container 
Label)

1. Package Insert

(a) “Highlights” Section

(b) “Full Prescribing Information” Section

#3. Dosage Form and Strength

#11. Description
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