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Date: May 13, 2010 

To: Badrul Chowdhury, M.D., Director 
Division of Pulmonary, Allergy, and Rheumatology Products 

Through: Zachary Oleszczuk, Pharm.D., Acting Team Leader 
Denise Toyer, Pharm.D., Deputy Director 
Carol Holquist, R.Ph., Director 
Division of Medication Error Prevention and Analysis  

From: Tara Turner, Pharm.D., Safety Evaluator 
Division of Medication Error Prevention and Analysis  

Subject: Proprietary Name Review  

Drug Name(s):  
(Metaxalone) Tablets 
640 mg 

Application Type/Number:  NDA 022503 

Applicant: CorePharma LLC 

OSE RCM #: 2009-2136; 2010-533 

*** This document contains proprietary and confidential information that should not be 
released to the public.*** 
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NDA-22503 ORIG-1 COREPHARMA

LLC
640MG

(METAXALONE)
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