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Prezista® (darunavir) — First-time generic

e On June 3, 2023, Lupin launched AB-rated generic versions of Janssen’s Prezista (darunavir) 600
mg and 800 mg tablets.

— In addition, Viatris and Teva launched AB-rated generic versions of Prezista 600 mg
tablets.

— Lupin’s 800 mg tablets were granted 180-days of generic exclusivity.

— Lupin, Viatris and Teva’s 600 mg tablets were granted shared 180-days of generic
exclusivity.

e Prezista co-administered with ritonavir, in combination with other antiretroviral agents, is approved
for the treatment of human immunodeficiency virus infection in adult and pediatric patients 3 years
of age and older.

e Prezista is also available as brand 75 mg and 150 mg tablets and 100 mg/mL oral suspension.

e According to IQVIA, annual sales for Prezista 600 mg and 800 mg tablets were
approximately $308 million in the 12 months ended March 2023.
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https://www.lupin.com/lupin-launches-darunavir-tablets-in-the-united-states/
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=202073#41673
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=814301f9-c990-46a5-b481-2879a521a16f
https://www.tevausa.com/our-products/tevagenerics/teva-generics-catalog/recent-product-launches/

