
 
 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

Approval Package for: 
 
 
 
 

APPLICATION NUMBER: 

ANDA 074531Orig1s001 
 
 
 

Name:  Fluphenazine Decanoate Injection USP  
25 mg/mL 

 
Sponsor:  Bedford Laboratories 

 
Approval Date:  April 3, 2001 
 

 
 



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 

ANDA 074531Orig1s001 
 
 

 
 

CONTENTS 
 

Reviews / Information Included in this Review 
  
Approval Letter X 
Tentative Approval Letter  
Labeling  
Labeling Review(s)  
Medical Review(s)   
Chemistry Review(s)  
Bioequivalence Review(s)  
Statistical Review(s)  
Microbiology Review(s) X  
Other Review(s)  
Administrative & Correspondence Documents X 
 
 



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 
 

APPLICATION NUMBER: 

ANDA 074531Orig1s001 
 
 

 
 

APPROVAL LETTER 
 













 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 

 
 

APPLICATION NUMBER: 

ANDA 074531Orig1s001 
 
 
 
 
 
 

MICROBIOLOGY REVIEW 









 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 

ANDA 074531Orig1s001 
 
 
 

 

 
ADMINISTRATIVE and CORRESPONDENCE 

DOCUMENTS 










