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Chemistry Review Data Sheet 

 
 

1.  NDA #22-288 
 
 
2.  REVIEW #: 3 (Methods validation only) 
 
 
3.  REVIEW DATE: 2-September-2009  
 
 
4.  REVIEWER: Shrikant Pagay 
 
  
 
5.  PREVIOUS DOCUMENTS:  
 

Previous Documents Document Date 
IND 66,864/ Original 12/20/06/  
Amendment  9/10/08 

      
 
6.  SUBMISSION(S) BEING REVIEWED: 
 

Submission(s) Reviewed Document Date 
Original NDA  11/12/08 
Amendment 12/10/08 
Amendment 7/2/09 
Amendment 7/8/09 
Amendment 7/31/09 
  

 
 
7.  NAME & ADDRESS OF APPLICANT: 
 
  

Name: ISTA Pharmaceuticals Inc 
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Address: 15295 Alton Parkway, Irvine, CA 92618 

Representative: Paul Nowacki, Director, Regulatory Affairs 

Telephone: 949-789-3109 
 
8.  DRUG PRODUCT NAME/CODE/TYPE:  
 

a) Proprietary Name:  Bepreve 
b) Non-Proprietary Name (USAN):  Bepotastine Besilate 
c) Code Name/# (ONDC only):TAU-284; SNJ-1773 
d) Chem. Type/Submission Priority (ONDC only): 

• Chem. Type: 1 
• Submission Priority: S 

 
 
9.  LEGAL BASIS FOR SUBMISSION: 505(b) (1) 
 
 
10.  PHARMACOL. CATEGORY:  Allergic Conjunctivitis 
 
 
11.  DOSAGE FORM:  Solution   
 
 
12.  STRENGTH/POTENCY: 1.5% by weight 
 
 
 
13.  ROUTE OF ADMINISTRATION: Ophthalmic 
 
 
 
14.  Rx/OTC DISPENSED:      x_Rx         ___OTC 
 
 
15.  SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SYSTEM):     

           SPOTS product – Form Completed 
 
      x     Not a SPOTS product 
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