
  
 

  
 

 
 
 
 

  
 

 
 

  
 
 

    
 

   

 
 

 
 

    
  

 
 

  

 
    

 

 
 

   
  

 
 

    
 

     
     

  
   

 
 

 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993 

NDA 206042	 TENTATIVE APPROVAL 

Mylan Pharmaceuticals Inc. 
Attention:  Shane Shupe, Senior Manager, Regulatory Affairs 
U.S. Agent for Mylan Laboratories Limited in India 
781 Chestnut Ridge Road 
P.O. Box 4310 
Morgantown, WV 26504-4310 

Dear Mr. Shupe: 

Please refer to your New Drug Application (NDA) dated and received November 13, 2013, 
submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act, for the 
following drug product: 

 Emtricitabine and Tenofovir Disoproxil Fumarate Tablets, 200 mg/300 mg Co-packaged 
with Nevirapine Tablets, 200 mg 

We also acknowledge receipt of your submissions dated: 

November 19, 2013    June 24, 2014     August 4, 2014  
March 6, 2014     July 8, 2014     August 27, 2014  
March 17, 2014    July 23, 2014     August 28, 2014  

This NDA provides for the use of Emtricitabine and Tenofovir Disoproxil Fumarate Tablets, 200 
mg/300 mg Co-packaged with Nevirapine Tablets, 200 mg alone or in combination with other 
antiretrovirals for the treatment of HIV-1 infection in adults and pediatric patients 12 years of 
age and older weighing at least 38 kg. 

This NDA was reviewed under the President’s Emergency Plan for AIDS Relief (PEPFAR). 

We completed our review of this application. It is tentatively approved under 21 CFR 314.105 
for use as recommended in the agreed-upon labeling (refer to the enclosed text for the package 
insert, medication guide, and blister pack and carton labels).  Also refer to the agreed-upon 
labeling submitted on September 11, 2014, for the package insert and medication guide and your 
August 28, 2014, submission for the revised blister pack and carton labels.  Based on the data 
provided, the expiration dating period is 24 months for Emtricitabine and Tenofovir Disoproxil 
Fumarate Tablets, 200 mg/300 mg Co-Packaged with Nevirapine Tablets, 200 mg in cartons 
containing (b) (4)

Reference ID: 3626659 
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Until we issue a final approval letter, this NDA is not deemed approved.  If you believe that there 
are grounds for issuing the final approval letter before the period of patents’ protection has 
expired, you should amend your application accordingly. 

Please note that this drug product may not be marketed in the United States without final Agency 
approval under Section 505 of the Act.  The introduction or delivery for introduction into 
interstate commerce of this drug product before the final approval date is prohibited under 
Section 501 of the Act and 21 U.S.C. 331(d). 

If you have any questions, please contact Monica Zeballos, Pharm.D., Senior Program 
Consultant, at (301) 796-0840 or email at monica.zeballos@fda.hhs.gov. 

Sincerely yours, 

{See appended electronic signature page} 

Jeffrey Murray, M.D., M.P.H.   
Deputy Director 
Division of Antiviral Products 
Office of Antimicrobial Products 
Center for Drug Evaluation and Research 

Enclosures:  Draft PI, medication guide, and blister pack and carton labels 

57 Page(s) of Draft Labeling have been Withheld in Full as B4 (CCI/TS) immediately 
following this page 

Reference ID: 3626659 
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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/ 

JEFFREY S MURRAY 
09/12/2014 

Reference ID: 3626659 




