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Onfi® (clobazam) – First-time generic 

• On October 23, 2018, Amneal launched generic versions of Lundbeck’s Onfi (clobazam) tablets and 
oral suspension. 

 
— In addition, Breckenridge launched generic versions of Onfi tablets. 
— On October 22, 2018, Hikma/West-Ward, Upsher-Smith, Zydus and Bionpharma received 

FDA approval of generic Onfi tablets and oral suspension. Launch plans for these products 
are pending. 

— Onfi is a schedule IV controlled substance. 
 

• Onfi is approved for the adjunctive treatment of seizures associated with Lennox-Gastaut syndrome 
in patients 2 years of age or older. 

 
• Onfi carries a boxed warning about risks from concomitant use with opioids. 
 
• According to IQVIA data, U.S sales for Onfi tablets and oral suspension were approximately $594 

million and $255 million, respectively, for the 12 months ending in August 2018.  
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