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Product Quality Microbiology Data Sheet 

 
A. 1. TYPE OF SUBMISSION: New Drug Application - 505(b)(2) 

 
2. SUBMISSION PROVIDES FOR: Marketing authorization 

 
3. MANUFACTURING SITE:  Hospira Inc., Rocky Mount, NC. 
 
4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 

STRENGTH/POTENCY: Sterile solution; intravenous; 2 mcg/1mL, 5 mcg/1mL, 
10 mcg/2mL, packaged in 2ml Type I glass vials with 13mm  

 stoppers and 13mm colored Flip-off aluminum overseals. 
 
5. METHOD(S) OF STERILIZATION:  
 
6. PHARMACOLOGICAL CATEGORY: Treatment of secondary 

hyperparathyrodism associated with chronic kidney disease Stage 5. 
 

B. SUPPORTING/RELATED DOCUMENTS:  
• 

• 

 
C. REMARKS:  

• An ONDQA initial quality assessment was filed in DARRTS on 06 June 2011. The 
reviewer noted that the assessment of sterility assurance and adequacy of the data 
supporting a  claim would be consulted to the OPS microbiology staff 
(OPS-IO/NDMS).   

• The submission is in electronic eCTD format. 
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