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Product Quality Microbiology Review

11 June 2014

NDA: 205-579/N000

Drug Product Name
Proprietary: Ryanodex Suspension for Injection
Non-proprietary: dantrolene sodium

Review Number: 1

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

21 January 2014 22 January 2014 28 January 2014 30 January 2014
28 May 2014 28 May 2014 NA NA

Submission History (for 2nd Reviews or higher)

Applicant/Sponsor
Name: Eagle Pharmaceutical, Inc.
Address: 5 Tice Boulevard

Suite 315
Woodcliff Lake, New Jersey 07677

Representative: Foma Rashkovsky
Senior Director, Regulatory Affairs

Telephone: (201) 326-5309

Name of Reviewer: Denise A. Miller

Conclusion: Recommended for approval from a quality 
microbiology perspective.

Reference ID: 3527681
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C. REMARKS:
This is an orphan drug (Orphan Designation: 03-1797)
An information request was sent regarding the  

for the drug product on 15 May 2014.  A response was submitted on 28 
May 2014. A review of the response is found in section P.3.5 on page 8 of this 
review.
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