
Lamivudine/Tenofovir Disoproxil Fumarate 
300 mg/300 mg Tablets (Mylan Lab. Ltd), HA414 
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Changes WHOPAR parts affected Accepted on 

Change in size of HDPE container with deletion of void 
filler (rayon) 

3, 4 29 September 2010 

Change in the name of the supplier and manufacturer of the 
FPP 

3, 4, 5 18 October 2011 

Addition of manufacturing and quality control testing site 
for the FPP 

3 03 October 2012 

Addition of manufacturing and quality control testing site 
for the FPP 

3 08 January 2013 

Deletion of manufacturing and quality control testing site 
for the FPP 

3 11 August 2014 

Addition of FPP manufacturing and testing sites 3 09 December 2016 

Change in the name and/or address of the supplier of the 
FPP 

3, 4, 5 01 March 2017 

Addition of FPP primary packaging 3, 4 22 August 2020 

Deletion of FPP manufacturing and testing sites 3 08 January 2021 

Addition of manufacturing and quality control testing site 
for the FPP 

3 10 February 2021 

 


