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Memorandum

NDA # 204-485 (Division of Cardiovascular and Renal Products)
Date: 18-Oct-2013, Resubmission

Product Name: Vasostrict“‘ (vasopressin injection, USP)

Company Name: Par Sterile Products, LLC

Subject: Overall OC Recommendation

Updated Drug Product Specification (Amendment 28-Mar-2014)

Updated Labeling (Amendment 28-Mar-2014)

Overall Recommendation

Pursuant the overall Acceptable OC Recommendation issued on 04-Apr-2014

(refer to attachment to this Memo), the overall quality recommendation is for “approval”.

Updated Drug Product Sgcification

The applicant has provided the following updated drug product specification.

Revised Release and Shelf Life Drug Product Specification
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Evaluation: Adequate. The firm has revised the limits for several test parameters in the shelf-life and release

specifications to make both specifications identical except for the levels of Total Degradation Products that are

different. In the release specification, revision of the pH and Assay acceptance criteria was made, and in the
shelf-life specifications the revision of the acceptance criteria for Assay and for chlorobutanol was made. The

limits for Assay comply with the USP requirements in both sets of the specifications. All revisions in the shelf-life

and release specifications are acceptable.

Structured Product Labeling (SPL)

The applicant has provided the updated Product Data Elements (PDE) in the Structured Product Labeling (SPL)
text.

Evaluation: Adequate.
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Carton/Container Labels 
The applicant has removed the word “synthetic” from the drug product container and carton labels, as requested. 
Acceptable. 
 
Recommendation and Conclusion on Approvability 
NDA 204-485 for Vasostrict™ (vasopressin injection, USP), 20 units /ml, is recommended for 
APPROVAL from a Chemistry, Manufacturing and Controls standpoint. The drug substance DMF 

 remains adequate. Based on the drug product stability data, the 12-month expiration dating period 
is recommended for drug product stored in the proposed container/closure system at the recommended 
storage condition, between 15°C and 25°C (59°F and 77°F)”. The overall Acceptable OC 
recommendation for drug substance and drug product facilities is issued on 04-Apr-2014. 
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Attachment

FDA CDERS
ESTABIJSI-IENT EVALUATION REQUEST

SUMMARY REPORT
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Attachment (Cont’d)
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