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5. Appendix 

 
Formulation          NOT TO BE RELEASED UNDER FOI 
 
 

Ingredient Function 
Test product 

(amount per vial) 
RLD 

(amount per vial) 
Dactinomycin, USP Active 0.5 mg 0.5 mg 
Mannitol, USP 20 mg 20 mg 

 
 
 
 

(b) (4)

(b) (4)
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BIOEQUIVALENCE COMMENTS TO BE PROVIDED TO THE APPLICANT 
 
ANDA: 90304 

APPLICANT: Bedford Laboratories 

DRUG PRODUCT: Dactinomycin for Injection, USP 
0.5 mg per vial 

 
The Division of Bioequivalence has completed its review and 
has no further questions at this time. 
 
Please note that the bioequivalence comments provided in 
this communication are preliminary.  These comments are 
subject to revision after review of the entire application, 
upon consideration of the chemistry, manufacturing and 
controls, microbiology, labeling, or other scientific or 
regulatory issues.  Please be advised that these reviews 
may result in the need for additional bioequivalence 
information and/or studies, or may result in a conclusion 
that the proposed formulation is not approvable.   
 
 

Sincerely yours, 
 

  {See appended electronic signature page} 
 

Barbara M. Davit, Ph.D., J.D. 
Acting Director, 
Division of Bioequivalence II 
Office of Generic Drugs 
Center for Drug Evaluation and Research 
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6. OUTCOME PAGE 

 
Completed Assignment for 90304 ID: 6735  
 
 

Reviewer: Raofi, Saeid  Date Completed:
Verifier:  Date Verified: 
Division: Division of Bioequivalence  
Description:  Injection waiver   

 
Productivity:  

ID Letter Date Productivity Category Sub Category Productivity Subtotal
6735  12/28/2007  Other  Waiver Injectable 1   1   
    Bean Total:  1   

 
 

 
DIVISION OF BIOEQUIVALENCE 2 REVIEW COMPLEXITY SUMMARY 
 
Injection Waiver Applications 
Solubility Study 1 
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---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Saeid Raofi
11/5/2008 10:27:02 AM
BIOPHARMACEUTICS

Kuldeep R. Dhariwal
11/5/2008 10:31:36 AM
BIOPHARMACEUTICS

Barbara Davit
11/23/2008 03:58:21 PM
BIOPHARMACEUTICS




