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Printed Carton and Container Labels for approved NDA 022416/S-021.” Approval 
of this submission by FDA is not required before the labeling is used. 

We remind you that you must comply with reporting requirements for an approved NDA 
set forth under 21 CFR 314.80 and 314.81. 

If you have any questions, please contact Erica Keafer, Regulatory Business Process 
Manager, at (301) 796 – 1435 or erica.keafer@fda.hhs,gov. 

Sincerely, 

{See appended electronic signature page} 

Joyce Crich, Ph.D. 
Senior Pharmaceutical Quality Assessor 
on Behalf of 

Gurpreet Gill-Sangha, Ph.D. 
Supervisor 
Division of Product Quality Assessment II 
Office of Product Quality Assessment I 
Office of Pharmaceutical Quality 
Center for Drug Evaluation and Research 

Enclosure(s): 
Carton and Container Labeling 
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