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Recommendation: 

This 505(b)(1) NME application is not deemed ready for Approval at this 
time in its present form, per 314.125(b)(6),(13).

NDA 208169
Review # 1

Review Date 06/22/2015
Drug Name/Dosage Form Xuriden (uridine triacetate) oral granules
Strength 2g and  packets  
Route of Administration Oral
Rx/OTC Dispensed Rx
Applicant Wellstat Therapeutics Corporation
US agent, if applicable N/A

SUBMISSION(S) REVIEWED DOCUMENT DATE
Original 01/08/2015

Amendment 01/21/2015
Amendment 01/23/2015
Amendment 02/12/2015
Amendment 04/03/2015
Amendment 04/10/2015
Amendment 04/22/2015
Amendment 04/28/2015
Amendment 05/04/2015
Amendment 05/11/2015
Amendment 05/22/2015
Amendment 05/29/2015
Amendment 06/01/2015

Quality Review Team
DISCIPLINE REVIEWER BRANCH/DIVISION

Drug Substance Xavier Ysern ONDP/DNDAPI/Branch II
Drug Product Hamid R. Shafiei ONDP/DIV II/Branch V

Process Jean Tang OPF/DPAII/BranchV
Microbiology Jean Tang OPF/DPAII/BranchV

Facility Christina Capacci-Daniel OPQ/OPF/DIA/IABII
Biopharmaceutics Salaheldin S. Hamed ONDP/Division of 

Biopharm/Branch III
Drug Product Performance Arzu Selen OTR/IO
Project/Business Process 

Manager
Kerri-Ann Jennings

(b) 
(4)

(b) (4)




































































































