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Product Quality Microbiology Data Sheet

A. 1. TYPE OF SUBMISSION: Original New Drug Application

2. SUBMISSION PROVIDES FOR: The manufacture and marketing of an 
oral, tableted drug product.

3. MANUFACTURING SITE:  Daiichi Sankyo Propharma Co., Ltd. 
(DSPP), Hiratsuka Plant, 1-12-1 Shinomiya, Hiratsuka, Kanagawa 254-
0014

4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 
STRENGTH/POTENCY:
 Dosage Form: Tablet
 Route of Administration: Oral
 Strength/Potency: 15 mg, 30 mg, 60 mg
 Container

5. METHOD(S) OF STERILIZATION: N/A

6. PHARMACOLOGICAL CATEGORY: For the treatment of venous 
thromboembolism; to reduce the risk of stroke and systemic embolism in 
patients with nonvalvular atrial fibrillation. 

B. SUPPORTING/RELATED DOCUMENTS: None

C. REMARKS: An information request was sent to the sponsor on 3/7/2014 and a 
response was received on 3/21/2014.

filename: N206316r1.doc
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Executive Summary

I. Recommendations

A. Recommendation on Approvability - Recommended for Approval 

B. Recommendations on Phase 4 Commitments and/or 
Agreements, if Approvable – N/A

II. Summary of Microbiology Assessments

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

B. Brief Description of Microbiology Deficiencies –
No product quality microbiology deficiencies were identified 
based upon the information provided.

C. Assessment of Risk Due to Microbiology Deficiencies –
N/A

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

III. Administrative

A. Reviewer's Signature _____________________________
Steven P. Donald, M.S.
Microbiology Reviewer

B. Endorsement Block_____________________________
Stephen Langille, Ph.D.

    Senior Microbiology Reviewer

C. CC Block
N/A
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Content Parameter Yes No Comments
reduced microbial 
limits testing.

Additional Comments: 
Supplemental data are provided that could support reduced microbial limits testing, such as 
historical microbial limits test results,  activity testing results and microbial limits 
specifications for some excipients. The applicant would have to modify the release specification 
and provide additional commentary on how potential microbial contamination would be 
controlled in the manufacturing process. An information request will be sent to the sponsor under 
separate cover.

Steven P. Donald 2/12/2014

Reviewing Microbiologist Date

Stephen A. Langille 2/12/2014

Microbiology Secondary Reviewer Date
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