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I concur - this NDA is recommended for approval from the CMC perspective.
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I concur, this NDA is recommended for approval from the CMC perspective
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I concur - this NDA cannot be recommended for approval until the concerns about the
Comparability Protocol have been resolved. No other CMC issues that would prevent approval
have been identified.
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Initial Quality Assessment 
Branch IV 

Pre-Marketing Assessment Division II 
 

OND Division: Division of Anti-Infective and Ophthalmology Products 
NDA:  50-823 

Applicant:  B. Braun Medical Inc. 
Stamp Date:  13-Aug-2010 

PDUFA Date: 13-June-2011 
Trademark: Not given 

Established Name: Ceftazidime for Injection and Dextrose Injection in the 
Duplex Container, 1 g and 2 g 

Dosage Form: For Injection (in the Duplex container) 
Route of Administration:  IV 

Indication: For treatment of patients with infections caused by 
susceptible strains of designated microorganisms 

PAL: Rapti D. Madurawe 
 YES NO 

ONDQA Fileability:   
Comments for 74-Day Letter:   

Summary and Critical Issues: 
A:  Summary 
 
General Introduction 
 
NDA 50-823, a 505(b)(2) application, is submitted by B. Braun Medical Inc. (B. Braun) 
for the drug product (DP) Ceftazidime for Injection USP and Dextrose Injection USP in 
the Duplex Container, l g and 2 g.  The DP is stated to be bioequivalent to the reference 
listed drug (RLD), Fortaz (Ceftazidime for Injection), 1 g and 2 g in the ADD-Vantage 
vials approved under NDA 50-578.  NDA 50-823 is not a generic submission, due to the 
Duplex container, which has separate compartments for holding the DP and the diluent.   
 
The NDA is an eCTD submission located in the Electronic Document Room. The NDA 
consists of the CMC modules, administrative information and labeling.  There are no 
clinical modules and no IND number is associated with this NDA.  CMC is the primary 
review discipline for this submission. 
 
 
Issues Identified During Filing Review 
 
There is no Table of Contents (TOC) with hyperlinks in the NDA.  This makes it difficult 
for the reviewer to navigate through the submission.  All modules, folders and files in the 
NDA are organized according to the “comprehensive TOC headings and hierarchy” given 
in the 7/7/2005 FDA eCTD specification document, “FDA eCTD Table of Contents 
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As the Quality reviews of the three DMFs are adequate, significant review issues relating 
to the DS seem unlikely.  Since the NDA incorrectly identifies the sterile bulk DP  as 
the DS, the applicant should submit to the NDA the specifications, a Certificate of 
Analysis, storage conditions, expiry period, and characterization information for the 
ceftazidime dihydrochloride   Characterization 
information may not be readily available to the NDA applicant.  Additionally, lot numbers 
of the Ceftazidime dichloride lots used to manufacturer bulk DP Lots #13121, 131122 and 
13127 (i.e., the registration lots) should also be provided. 
 
 
Drug Product (DP) 
 
The DP in NDA 50-823 is Ceftazidime for Injection USP and Dextrose Injection USP in 
the Duplex® Container, 1 g and 2g strengths.  For ease of review, I have broken down DP 
manufacturing into three stages for the manufacture of, (A) sterile bulk DP  (B) 
sterile diluent, and (C) finished DP (in Duplex containers).   Each stage is discussed 
below. 
 
A.  Sterile Bulk DP  
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PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA or Supplement (ONDQA) 

File name: 090513-Product Quality Filing Review.doc Page 2 
Version Date: 05132009 

7. 

Are drug substance manufacturing 
sites identified on FDA Form 
356h or associated continuation 
sheet?  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person.  

• Is the manufacturing responsibility 
and function identified for each 
facility?, and 

• DMF number (if applicable) 

X   

8. 

Are drug product manufacturing 
sites are identified on FDA Form 
356h or associated continuation 
sheet.  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person. 

• Is the manufacturing responsibility 
and function identified for each 
facility?, and 

• DMF number (if applicable) 

X  Some FAX #s are not included.  But all phone 
numbers are included. 













PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA or Supplement (ONDQA) 

File name: 090513-Product Quality Filing Review.doc Page 8 
Version Date: 05132009 

 

Rapti D. Madurawe {See appended electronic signature page}  

Name of  
Pharmaceutical Assessment Lead or CMC Lead / CMC Reviewer Date 
Division of Pre-Marketing Assessment V 
Office of New Drug Quality Assessment 

 

Stephen Miller {See appended electronic signature page}  

Name of  
Branch Chief Date 
Division of Pre-Marketing Assessment V 
Office of New Drug Quality Assessment 
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