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MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

DATE: April 20, 2022

TO: Addendum of Assessment #1 of NDA 216513 Quality Assessment -
Labeling

FROM: Jane Chang, Ph.D.
Master Chemistry Reviewer, OPQ/ONDP/DNDP II

THROUGH Hong Cai, Ph.D.
Chief, OPQ/ONDP/DNDP II/Branch 4

SUBJECT: Final Recommendation on Labeling/Labels 

SUMMARY

The previous Quality Assessment Labeling, Assessment Cycle #1 dated 02-Mar-2022, made a 
recommendation of not ready for approval of this NDA because of labeling deficiencies (see 
NDA 216513 Labeling R01 Section 4.0). These labeling issues have been satisfactorily resolved 
based on the revisions made in eCTD-0022, eCTD-0025, and eCTD-0028.

RECOMMENDATION: 

This application is now recommended for Approval from the CMC labeling/label perspective.
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