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2/23/2012 
 

 
NDA: 203050  
 
Drug Product Name 

Proprietary: None  
Non-proprietary: Palonosetron Hydrochloride Injection 

 
Review Number: 1 
 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
1/03/2012 1/03/2012 2/09/2012 2/09/2012 

 
Submission History (for amendments only): None 
 
Applicant/Sponsor 

Name: Dr. Reddy’s Laboratories, Ltd.,  
Address: Bachepally -502 325, India 
Representative: Kimberly Ernst., Associate Director, Global Regulatory 
Affairs, Dr. Reddy’s Laboratories, Inc., 200 Sommerset Corporate 
Boulevard, Building II, 7th Floor, Bridgewater, NJ 08807 
 
Telephone: 908 203 4980 

 
Name of Reviewer: Steven P. Donald, M.S. 
 
Conclusion: Recommended for approval 
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