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Initial Quality Assessment 
Branch I 

Pre-Marketing Assessment Division I 
 
 

OND Division: Division of Cardiovascular and Renal Products 
NDA: 203-496 

Applicant: United Therapeutics Corp 
Letter Date Dec 24, 2011 
Stamp Date Dec 27, 2011 

PDUFA Date Oct 27, 2012 
Tradename:  (proposed) 

Established Name: Treprostinil diethanolamine 
Dosage Form: Sustained release tablets 

Route of Administration: Oral 
Indication: Pulmonary Arterial Hypertension 

Assessed by: Akm Khairuzzaman, Ph.D. 
ONDQA Fileability: Yes 
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IS THE CMC SECTION OF THE APPLICATION FILEABLE? Yes 
If the NDA is not fileable from chemistry, manufacturing, and controls perspective, state 
the reasons and provide comments to be sent to the Applicant. NA 
 
 
 
 
Akm Khairuzzaman, Ph.D.       Jan 19, 2012 
Product Quality Reviewer, DPA 1, ONDQA     Date 
 
 
Ramesh Sood         Jan 19, 2012 
Branch Chief, DPA 1, ONDQA      Date 
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