
 
 
August 7, 2018 
 
To,       To, 
Dy. General Manager The Manager – Listing,   
Department of Corporate Services,   The National Stock Exchange of India Ltd., 
BSE Ltd.,                                           Plot No. C/1, G Block, 
P. J. Towers, Dalal Street,    Bandra Kurla Complex, 
Fort, Mumbai – 400 001    Bandra (E), Mumbai – 400 051 
 
Ref: Scrip Code: 532296                Ref: Scrip Name: GLENMARK 
 
Dear Sirs, 
 
Sub: Glenmark Pharmaceuticals’ partner Elite Pharmaceuticals receives US FDA approval for generic 

methadone hydrochloride tablets (Glenmark will sell and distribute the product in the US). 
 
We wish to inform you that Glenmark’s partner Elite Pharmaceuticals, Inc., a US specialty 
pharmaceutical company, has received approval from the U.S. Food and Drug Administration (FDA) for 
the abbreviated new drug application (ANDA) for methadone hydrochloride 5 mg and 10 mg tablets.  
 
Methadone is indicated for the management of pain severe enough to require daily, around-the-clock 
long-term opioid treatment and for which alternative treatment options are inadequate.  Methadone 
can also be used for maintenance treatment of opioid addiction (heroin or other morphine-like drugs) 
in conjunction with appropriate social and medical services. 
 
Glenmark Pharmaceuticals, Inc., Elite’s marketing alliance partner, will sell and distribute methadone 
for Elite for which Elite will receive manufacturing and license fees. Based on QuintilesIMS Health 
data, the annual retail sales for the brand and generic products were approximately $30 million. 
 
Request you to kindly take the same on record. 
 
Thanking you, 
 
Yours faithfully, 
 
For Glenmark Pharmaceuticals Limited 
 

 
Harish Kuber  
Company Secretary & Compliance Officer 


		2018-08-07T12:17:19+0530
	HARISH VINAYAK KUBER




