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Latuda® (lurasidone) – First-time generic 

• On February 20, 2023, Accord, Amneal, Dr. Reddy’s, MSN/Novadoz, Sun, Alkem/Ascend, Zydus, 
and Lupin launched  AB-rated generic versions of Sunovion’s Latuda (lurasidone) tablets. 

 
• Latuda is approved for: 

 
— Treatment of adult and adolescent patients (13 to 17 years) with schizophrenia 
— Monotherapy treatment of adult and pediatric patients (10 to 17 years) with major 

depressive episode associated with bipolar I disorder (bipolar depression) 
— Adjunctive treatment with lithium or valproate in adult patients with major depressive 

episode associated with bipolar I disorder (bipolar depression). 
 

• According to IQVIA, Latuda had estimated annual sales of $4.2 billion in the U.S.  

https://www.prnewswire.com/news-releases/accord-healthcare-offers-generic-option-for-treatment-of-schizophrenia-and-bipolar-depression-301751241.html
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=208002#24
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=208047#40092
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=208037#41375
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=208066#36511
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=212244#41720
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=208052#36816
https://www.lupin.com/lupin-launches-lurasidone-hydrochloride-tablets-in-the-united-states/
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=afad3051-9df2-4c54-9684-e8262a133af8

