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Product Quality Microbiology Review

18 August 2014

NDA: 205-917/N-000

Drug Product Name
Proprietary: N/A
Non-proprietary: paricalcitol injection

Review Number: 1

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

07 June 2013 10 June 2013 14 June 2013 18June 2013

Submission History (for 2nd Reviews or higher): N/A

Applicant/Sponsor
Name: Hikma Pharmaceuticals Co. Ltd.
Address: Industrial Area

Bayader Wadi El Seer
Amman
Jordan

Representative: Jonathan E. Sterling, VP Quality, 
Regulatory and Product Development
Exela Pharma Sciences, LLC.
1325 William White Place NE
Lenoir, NC 28645

Telephone: 828-757-7888

Name of Reviewer: Robert J. Mello, Ph.D.

Conclusion: Recommended for Approval 

Reference ID: 3615194









---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

ROBERT J MELLO
08/22/2014

NEAL J SWEENEY
08/22/2014
I concur.

Reference ID: 3615194







---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

ROBERT J MELLO
06/21/2013

JOHN W METCALFE
06/21/2013
I concur.

Reference ID: 3329749




