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Drug Product Name 

Proprietary:  N/A 
Non-proprietary:  Zoledronic Acid Injection, 0.04mg/ml 

 
Review Number: 1  
 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
30 January 2012 31 January 2012 28 February 2012 29 February 2012 
30 April 2012 30 April 2012 n/a n/a 
23 July 2012 23 July 2012 n/a n/a 

14 August 2012 14 August 2012 n/a n/a 
 

Submission History (for amendments only): N/A 
 
Applicant/Sponsor 

Name:  Hospira, Inc. 
Address:  275 North Field Dr. 
 Dept. 0389, Bldg. H2-2 
 Lake Forest, IL 60045 
Representative:  Khaled M Mohamed 
 Product Manager Regulatory Affairs 
Telephone:  224-212-4909 

 
Name of Reviewer:  Robert J. Mello, Ph.D. 
 
Conclusion:  The application is recommended for 
 approval from microbiology product quality 
 standpoint. 
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P.2 Pharmaceutical Development  
P.2.5 Microbiological Attributes:  

• Container-Closure and Package Integrity (CCI) - On 14 August 2012, the 
applicant submitted an amendment for a minor change in the port tube 
dimensions.  This would not affect  but the container-
closure testing would be affected.  The applicant submitted updated test results 
(see below) using the new tube.  (Note: the only changes in the tubing were 
fractional increases in dimension.   processes were 
unchanged.)  

• Justification for not having a microbial limit specification for a non-sterile drug 
product - The drug product is sterile. 
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I concur.
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