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I. Background 
Mylan submitted this 505(b)(2) new drug application (NDA) for CIMDUOTM 
Lamivudine (3TC) and Tenofovir Disoproxil Fumarate (TDF)Tablets, 300mg/300 
mg, intended for adults and pediatric patients weighing at least 35 kg.  The two 
drugs in this fixed dose combination (FDC) are widely used in antiretroviral 
regimens and with the addition of a third drug would make a complete regimen 
considered standard-of-care for a treatment naïve, HIV-1 infected patient. 

This application was originally submitted on March 12, 2008 and received a 
Tentative Approval (TA) on Sept.12, 2008, under PEPFAR (President’s 
Emergency Plan for AIDS Relief). The applicant resubmitted the application on 
Aug. 31, 2017, for marketing approval in the U.S. with expiration of relevant 
patents and exclusivity that previously precluded final approval in 2008. 

II. Reviewers Findings

Please refer to the Office of Pharmaceutical Quality (OPQ) reviews for details on 
chemistry, manufacturing and controls (CMC).  For this resubmission, refer to 
OPQ review #3 (resubmission 44) prepared with concurrence from the OPQ 
Application Team Lead, Stephen Miller, PhD. The OPQ reviewers recommend 
Mylan’s Lamivudine and Tenofovir Disoproxil Fumarate Tablets for final 
approval.  One issue of note, regarding manufacturing facilities, is excerpted 
below:

The ) was withdrawn from NDA 
22141 on Feb 8, 2018. This recommendation for final approval relies on 
the CMC and bioequivalence data submitted in this review cycle on the 
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