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NDA: 208-114

Drug Product Name
Proprietary: Defitelio
Non-proprietary: Defibrotide

Review Number: 1

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

30 MAR 2015 30 MAR 2015 15 DEC 2014 22 DEC 2014
28 AUG 2015 28 AUG 2015 N/A N/A
04 DEC 2015 04 DEC 2015 N/A N/A

Applicant/Sponsor
Name: Gentium S.p.A. (a Jazz Pharmaceuticals company)
Address: Piazza XX, Settembre 2

Villa Guardia, Italy
Representative: Robin L. Hume
Telephone: 650-496-2903

Name of Reviewer: Jessica G. Cole, PhD

Conclusion: Recommended for Approval 
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Product Quality Microbiology Data Sheet

A. 1. TYPE OF SUBMISSION: Original 505(b)(1) NDA with a rolling 
submission

2. SUBMISSION PROVIDES FOR: A new drug product

3. MANUFACTURING SITE:

FDA Registration number: 3004110157

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

200 mg in a mL glass vial with 13 mm rubber stopper
80 mg/mL solution for IV infusion

5. METHOD(S) OF STERILIZATION:  

6. PHARMACOLOGICAL CATEGORY: Indicated for the treatment of 
 hepatic vena-occlusive disease following hematopoietic stem cell 

transplant (HSCT)

B. SUPPORTING/RELATED DOCUMENTS: The 04 December 2014 
microbiology review of DMF  found  
be adequate.

C. REMARKS: This submission is in the eCTD format.  An information request 
was sent on 21 July 2015 and 06 November 2015 and the responses are 
incorporated into the text of this review.
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