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Jynarque® (tolvaptan) – First-time generic 

• On May 13, 2025, Lupin launched an AB-rated generic version of Otsuka’s Jynarque (tolvaptan) 
tablets. 

 
— Lupin was granted 180-days of generic exclusivity for its generic Jynarque. 

 
• Jynarque is approved to slow kidney function decline in adults at risk of rapidly progressing 

autosomal dominant polycystic kidney disease. 
 

• Jynarque carries a boxed warning for risk of serious liver injury. 
 

• According to IQVIA, Jynarque had estimated annual U.S. sales of $1.5 billion ending December 
2024. 

https://www.lupin.com/lupin-launches-tolvaptan-tablets-in-the-u-s-with-180-day-exclusivity/
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=216063#45756
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=3febc0a1-9e5a-4ce0-843d-210f21d862c4

