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as concluded in the Clinical Pharmacology Review prepared by Arya Vikram 
Ph.D.  NDA 22-018 contains some refinement of the manufacturing process for 
lamivudine/zidovudine tablets,  
as mentioned in the Chemistry, Manufacturing and Controls Review, prepared by 
Rao Kamhampati, Ph.D.   Both Clinical Pharmacology and Chemistry Reviewers 
recommend tentative approval.

Vasavi Reddy, project management, and I reviewed the package insert labeling; 
the labeling should allow for safe and effective use of lamivudine/zidovudine 
tablets in combination with other antiretroviral drugs.

In conclusion NDA 22-018, providing for the use of lamivudine/zidovudine tablets 
in combination with other antiretroviral agents for the treatment of HIV, is 
recommended for Tentative Approval.  

Jeffrey S. Murray M.D., M.P.H.

Reference ID: 4070851

(b) (4)



---------------------------------------------------------------------------------------------------------
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
03/16/2017

Reference ID: 4070851




