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A.

Product Quality Microbiology Data Sheet

1. TYPE OF SUBMISSION: Original Application

2. SUBMISSION PROVIDES FOR: Original Marketing application

3. MANUFACTURING SITE:
® @

® @

4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND
STRENGTH/POTENCY:

» Dosage Form: Sterile Lyophilized Powder for Reconstitution

» Route of Administration: Intravenous

» Strength/Potency: 250 mg/vial in a 20 mL vial.
5. METHOD(S) OF STERILIZATION: ®@

6. PHARMACOLOGICAL CATEGORY: Treatment of malignant
hyperthermia

SUPPORTING/RELATED DOCUMENTS:
DMF| ®® TypeV ® @
Letter of authorization was dated 24 December 2013. NDMS review completed

on 8 May 2014 determined the DMF was adequate in support of the ®¢
for this application.

DMF B Type v (O10)
The Letter of Authorization was dated 27 April 2012 referenced Annual Update 8
(September 09, 2011 submission) for the b

This submission was reviewed by
OGD on 12-13-2011 and found to be adequate. Annual update 9 has since been
submitted to the DMF. This update was reviewed by OGD on 08-07-2013 and
was adequate. The DMF supports the use of the ®@ for this
application.
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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.

(b) (4
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Executive Summary

I Recommendations

A. Recommendation on Approvability - Recommended for
approval from a quality microbiology perspective.

B. Recommendations on Phase 4 Commitments and/or
Agreements, if Approvable - NA

II. Summary of Microbiology Assessments

A. Brief Description of the Manufacturing Processes that relate to
Product Quality Microbiology — ®®

B. Brief Description of Microbiology Deficiencies — There were no
deficiencies identified in the information provided.

C. Assessment of Risk Due to Microbiology Deficiencies — NA

D. Contains Potential Precedent Decision(s)- [ ]Yes X No

II1. Administrative

A. Reviewer's Signature
Denise A. Miller
Microbiologist, OPS/NDMS
B. Endorsement Block
Neal J. Sweeney, Ph.D.
Senior Microbiologist, OPS/NDMS

C. CC Block
N/A

6 Page(s) has been Withheld in Full as b4 (CCI/TS)
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