
  
 

  

 

 
 
 
 

  
 

 
 

 
 

  
 

   
  

 
 
 

  
 

    
   

  
 

     
      

 
 

 
   

   
 

  
 

 
 

 
     

  
 

   

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993 

NDA 020076/S-043 
SUPPLEMENT APPROVAL 

Dr. Reddy’s Laboratories, Inc. 
Attention: Srinivasa Rao, PharmD (US Agent) 
Senior Director and Head Regulatory Affairs-North America 
107 College Road East, 2nd Floor 
Princeton, NJ  08540 

Dear Dr. Rao: 

Please refer to your Supplemental New Drug Application (sNDA) received January 27, 2016, 
and your amendments, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic 
Act (FDCA) for Habitrol (nicotine transdermal system) 7 mg, 14 mg, and 21 mg.  

This “Changes Being Effected” sNDA provides for the deletion of the following statement from 
the Warnings section of the Drug Facts labeling and consumer information leaflet (self-help 
user’s guide): 

When using this product 
•	 do not smoke even when not wearing the patch. The nicotine in your skin will still 

be entering your bloodstream for several hours after you take off the patch. 

We have completed our review of this application, as amended.  It is approved, effective on the 
date of this letter, for use as recommended in the agreed-upon labeling text. 

LABELING 

Submit final printed labeling (FPL) as soon as they are available, but no more than 30 days after 
they are printed.  The FPL must be identical to the draft labeling submitted on January 22, March 
23 and April 11, 2016, respectively, as listed in the following table, and must be in the “Drug 
Facts” format (21 CFR 201.66), where applicable. 

Reference ID: 3954735 
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REPORTING REQUIREMENTS 

We remind you that you must comply with reporting requirements for an approved NDA 
(21 CFR 314.80 and 314.81). 

If you have any questions, call Alina Salvatore, Regulatory Project Manager, at (240) 402-0379. 

Sincerely, 

{See appended electronic signature page} 

Theresa Michele, MD 
Director 
Division of Nonprescription Drug Products 
Office of Drug Evaluation IV 
Center for Drug Evaluation and Research 

ENCLOSURE(S): 
Carton and Container Labeling 

Reference ID: 3954735 
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This is a representation of an electronic record that was signed 
electronically and this page is the manifestation of the electronic 
signature. 

/s/ 

THERESA M MICHELE 
07/05/2016 

Reference ID: 3954735 




