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Background: 
 
NDA 205645 was granted tentative approval on 25 Nov 2015. The sponsor submits this “Request 
for Final Approval Amendment” for full approval. 
 
Recommendation: 
 
This NDA is recommended for Approval from the Product Quality perspective. 
 
Executive Summary 
 
The following are included in this submission: 

The drug substance and drug product specifications have been updated to meet the USP 
monograph requirements that became effective on December 01, 2015.  
Updated analytical procedures for Assay and Organic Impurities for both drug substance 
and drug product, along with the respective validation/verification reports. 
The Certificate of Analysis for a recent batch (manufactured in Nov 2015) 
An updated package insert 
The vial label was rebranded and had the USP designation added. The tray label was 
rebranded and converted to a carton label with the USP designation added. 

 
 
  











NDA 205645 

The analytical procedures for assay and organic impurities for the drug product were revised:  
Verification of the USP HPLC Method for Organic Impurities for Tigecycline, USP and 
Tigecycline for Injection, USP 
Verification of the USP HPLC Method for Assay for Tigecycline, USP and Tigecycline for 
Injection, USP Final Report 

Refer to the drug substance section for details. 
 
Reviewer’s assessment: 
Adequate 
The revised drug product specifications comply with all required testing and acceptance criteria 
in the current USP monograph on Tigecycline for Injection. 
 
Labeling 
 
Package insert 
 
Reference to USP added to the established name 
 
The following IR was sent to the applicant on 10/18/2016: 

We note that  was not tested in the 
compatibility study submitted previously (supporting document number 13, eCTD 
Sequence Number 0011, submit date 05/29/2015). As a result, as presented in the 
package insert in the tentative approval letter dated 25 Nov 2015, 

 was removed from the list of compatible drugs but 
note it has been included again in the recent resubmission. Since you have not 
demonstrated compatibility of the proposed drug product with  

 remove  from the list of 
compatible drugs. 

Company Response (received as SD23, eCTD 0021, 10/25/2016) agreed with this assessment 
and has removed ) from the list of compatible drugs 
listed in the package insert. 
Reviewer’s assessment: Acceptable 
 
Container closure labeling 
 
Reference to USP added to the established name 
Editorial changes 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

DATE: October 15, 2015

TO: File – NDA 205645

FROM: Vinayak B. Pawar, Ph.D., Senior Microbiology Reviewer, CDER/OPQ/DMA

THROUGH: John W, Metcalfe, Ph.D., Senior Microbiology Reviewer, CDER/OPQ/DMA

SUBJECT: Amended NDA 205645, May 29, 2015 received in response to CR issued on May 
30, 2014.

Product: Tigecycline for Injection, 50 mg/vial.
Sponsor: Fresenius Kabi

Reviewer’s Conclusion: NDA 205645 is recommended for approval from microbiology product 
quality standpoint. 

Review Summary: Reference is made to the New Drug Application (NDA) dated July 31, 2013, 
received August 1, 2013, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and 
Cosmetic Act for Tigecycline for Injection, 50 mg/vial. It was determined at the completion of 
review of this application could not be approved due to Product Quality & Labeling issues and a 
CR was issued on May 30, 2014. 

The outstanding issues to be addressed were listed in the CR and consisted of deficiencies 
resulting from field inspection of the Fre4senius Kabi USA facility; lack of evaluation of 
mutagenic potential of impurity, statement of compatibility to other drugs, extractables and 
leachables from the rubber stopper and labeling issues unrelated to microbiology product quality. 

The amended “Quality Information Amendment” was reviewed for updated microbiology 
product quality information and it is determined that the sterilization process validation 
information has not been updated since the original submission. Therefore, the application 
remains approved from microbiology product quality standpoint based on the information 
provided in the original submission. 

END

Reference ID: 3834131

(b) (4)



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

VINAYAK B PAWAR
10/16/2015

JOHN W METCALFE
10/16/2015
I concur.

Reference ID: 3834131









































---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

MAOTANG ZHOU
05/30/2014

DOROTA M MATECKA
05/30/2014

RAPTI D MADURAWE
05/30/2014

Reference ID: 3515340























































---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

MAOTANG ZHOU
04/25/2014

DOROTA M MATECKA
04/25/2014

RAPTI D MADURAWE
04/25/2014

Reference ID: 3496313




