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Product Quality Microbiology Data Sheet 

 
A. 1. TYPE OF SUBMISSION: Original NDA 

 
2. SUBMISSION PROVIDES FOR: Manufacture of a sterile drug product 

 
3. MANUFACTURING SITE:   

 
 
4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND 

STRENGTH/POTENCY: Preserved Multi-dose Ophthalmic solution in 
a dropper bottle, 2.5 % and 10% 

 
5. METHOD(S) OF STERILIZATION:  

 
 
6. PHARMACOLOGICAL CATEGORY: pupil dilation  
 

B. SUPPORTING/RELATED DOCUMENTS: N/A 
 
C. REMARKS: An information request was sent to the sponsor on November 15, 

2012 and a Response was received on 12/20/2012.  A review of the original 
submission and the 12/20/2012 response is included herein. The submission is in 
eCTD format 
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