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Sprycel® (dasatinib) – First-time generic 

• On September 1, 2024, Apotex launched an AB-rated generic version of Bristol Myers Squibb’s 
Sprycel (dasatinib) tablets. 

 
— Apotex has been granted 180 days of generic exclusivity for its generic Sprycel. 

 

• Sprycel is approved for the treatment of adult patients with: 
 

— Newly diagnosed Philadelphia chromosome-positive (Ph+) chronic myeloid leukemia 
(CML) in chronic phase 

— Chronic, accelerated, or myeloid or lymphoid blast phase Ph+ CML with resistance or 
intolerance to prior therapy including imatinib 

— Philadelphia chromosome-positive acute lymphoblastic leukemia (Ph+ ALL) with 
resistance or intolerance to prior therapy. 

 

• Sprycel is also approved for the treatment of pediatric patients 1 year of age and older with: 
 

— Ph+ CML in chronic phase 
— Newly diagnosed Ph+ ALL in combination with chemotherapy. 

https://www.apotex.com/products/us/detail.asp?m=59423
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=203180#87
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=4764f37b-c9e6-4ede-bcc2-8a03b7c521df
https://finance.yahoo.com/news/apotex-corp-first-generic-manufacturer-123000617.html

