Dolutegravir/Lamivudine/Tenofovir disoproxil WHOPAR part 8

fumarate 50mg/300mg/300mg Tablets
(Hetero Labs Ltd), HA696

Steps taken following Prequalification of [HA696 trade name]

Updated: September 2023

Changes WHOPAR parts affected Accepted on
Addition of FPP manufacturing and 3 10 March 2020
testing site
Change in tablet scoring configuration | 3,4 10 March 2020
involving deletion of a score line
Addition of FPP pack size 3,4,5 11 June 2020
Change in the FPP shelf-life involving | 4 27 October 2020
extension
Addition of FPP manufacturing site 3 30 April 2023
Change in the FPP shelf-life involving | 4 03 June 2023

extension

* Trade names are not prequalified by WHO. This is the national medicines regulatory authority’s

responsibility.



