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Product Quality Microbiology Review

18 May 2015

NDA: 207963

Drug Product Name
Proprietary: Not applicable
Non-proprietary: Palonosetron Hydrochloride Injection, 0.125 
mg/mL

Review Number: 1

Dates of Submission(s) Covered by this Review
Submit Received Review Request Assigned to Reviewer

7 August 2014 8 August 2014 12 August 2014 21 August 2014
27 February 2015 2 March 2015 N/A N/A

Submission History (for 2nd Reviews or higher): Not applicable

Applicant/Sponsor
Name: Exela Pharma Sciences
Address: P.O. Box 818

1245 Blowing Rock Blvd.
Lenoir, N.C. 28645

Representative: Jonathan E. Sterling
Telephone: 828 758-5474

Name of Reviewer: Stephen E. Langille, Ph.D.

Conclusion: Recommended as Approvable Pending a Complete 
Response to Microbiology Deficiencies

Reference ID: 3757625
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