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Afinitor® (everolimus) – First-time generic 

• On December 10, 2019, Par launched an AB-rated generic version of Novartis’ Afinitor (everolimus) 
2.5 mg, 5 mg, and 7.5 mg tablets. 

 
— Teva received FDA approval of an AB-rated generic version of Afinitor 2.5 mg, 5 mg, 7.5 mg 

and 10 mg tablets on December 9, 2019. Launch plans are pending. 
 

• Afinitor is approved for the treatment of hormone receptor-positive, HER2-negative breast cancer; 
neuroendocrine tumors; renal cell carcinoma; tuberous sclerosis complex (TSC)-associated renal 
angiomyolipoma; and TSC-associated subependymal giant cell astrocytoma.  
 

• Afinitor is also available as a brand 10 mg tablet and oral tablets for suspension (Afinitor Disperz). 
 

— Afinitor Disperz is approved for the treatment of TSC-associated subependymal giant cell 
astrocytoma and TSC-associated partial-onset seizures. 

 
• According to IQVIA, sales for Afinitor 2.5 mg, 5 mg and 7.5 mg tablets were approximately $412 

million over the last four quarters. 
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