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Suboxone® (buprenorphine/naloxone) – First-time generic 

• On June 14, 2018, the FDA announced the approval of Dr. Reddy’s Laboratories AB-rated generic 
version of Indivior’s Suboxone (buprenorphine/naloxone) sublingual film.  

 
— Dr. Reddy’s product launched on June 15, 2018. 
— Indivior announced it will pursue an immediate injunction against Dr. Reddy’s “at-risk” 

launch. 
— In addition, Mylan received FDA approval of an AB-rated generic version of Suboxone 

sublingual film on June 14, 2018. Launch plans for this product are pending. 
— Suboxone is a schedule 3 controlled substance. 

 
• Suboxone sublingual film is indicated for treatment of opioid dependence. Suboxone sublingual film 

should be used as part of a complete treatment plan that includes counseling and psychosocial 
support. 

 
• Buprenorphine/naloxone is also available generically as a sublingual tablet, a brand sublingual tablet 

(Zubsolv®) and a brand buccal film (Bunavail®). 
 

— These formulations carry the same indication as Suboxone sublingual film. 
 

• According to IMS Health, Suboxone had U.S. sales of approximately $1.86 billion for the most recent 
twelve months ending in April 2018. 
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