
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

205703Orig1s000 
 
 

MICROBIOLOGY/VIROLOGY REVIEW(S) 



Product Quality Microbiology Review

24 February 2014

NDA: 205-703/N000

Drug Product Name
Proprietary: NA
Non-proprietary: Esmolol Hydrochloride Premixed Injection

Review Number: 1

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

28 June 2013 28 June 2013 28 June 2013 3 July 2013
14 August 2013 14 August 2013 -- --

12 December 2013 12 December 2013 -- --
30 December 2013 30 December 2013 -- --

30 January 2014 30 January 2014 -- --

Submission History (for 2nd Reviews or higher) – NA

Applicant/Sponsor
Name: HQ Specialty Pharma Corporation
Address: 120 Route 17 North

Paramus NJ 07652
Representative: Joseph Pizza

President
Telephone: (201) 857-8290

Name of Reviewer: Denise A. Miller

Conclusion: Recommended for Approval

Reference ID: 3460873







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

DENISE A MILLER
02/26/2014

BRYAN S RILEY
02/26/2014
I concur.

Reference ID: 3460873




