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Product Quality Microbiology Data Sheet 

 
A. 1. TYPE OF SUBMISSION: 505(b)(2) NDA 

 
2. SUBMISSION PROVIDES FOR: A sterile parenteral drug product 

 
3. MANUFACTURING SITES:   

Hospira, Inc. 
1776 N. Centennial Dr. 
McPherson, KS 67460 
 
Hospira, Inc. 
HWY 301 North 
Rocky Mount, NC 27801 

 
4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 

STRENGTH/POTENCY: Sterile aqueous solution in a variety of 
container closures (see 3.2.P.1 Description of the Drug Product) for i.v  

 injection, 2, 4, 8, 10, 15,  mg/mL. 
 
5. METHOD(S) OF STERILIZATION:  Fill 
 
6. PHARMACOLOGICAL CATEGORY: Opioid Analgesic 
 

B. SUPPORTING/RELATED DOCUMENTS: N/A 
 

C. REMARKS: This was an eCTD submission. This NDA was submitted in 
response to the agency’s position that all marketed drug products must have an 
approved application.  
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