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Reviewer:  Kareen Riviere, Ph.D.

Submission Date(s): 1/30/14; 6/3/14

Division: DMEP Secondary Signature: Tapash Ghosh, Ph.D.

Applicant:
Boehringer Ingelheim Pharmaceuticals, 
Inc.

Supervisor: Paul Seo, Ph.D.

Trade Name: Glyxambi 
Date 
Assigned:

1/30/14

Generic Name: 
empagliflozin/linagliptin fixed-dose 
combination tablets

Date of 
Review:

10/15/14

Indication: 
adjunct to diet and exercise to improve 
glycemic control in adults with type 2 
diabetes mellitus 

Type of Submission: 505(b)(1) New Drug 
Application

Formulation/strengths: IR Tablet; 10 mg/5 mg and 25 mg/5mg

Route of 
Administration:

Oral

In the Biopharmaceutics review dated September 16, 2014, Dr. Kareen Riviere stated that Glyxambi 
(empagliflozin/linagliptin) 10 mg/5 mg and 25 mg/5mg immediate release tablets are recommended for approval from 
a Biopharmaceutics standpoint pending the OSI inspection results for the pivotal BE Study 1275.3. In the OSI 
inspection report for Study 1275.3 dated October 3, 2014, Drs. Seongeun (Julia) Cho and Sripal R. Mada stated:

Based on the inspectional outcomes, these reviewers conclude that the clinical and analytical portions of 
the Study 1275.003 are acceptable for further Agency review.

Thus, NDA 206-073 for Glyxambi (empagliflozin/linagliptin) 10 mg/5 mg and 25 mg/5mg immediate release tablets 
is recommended for approval from the Biopharmaceutics perspective.

     Kareen Riviere, Ph.D.                                                        Tapash Ghosh, Ph.D.  
     Biopharmaceutics Reviewer                                                 Biopharmaceutics Team Leader
     Office of New Drug Quality Assessment                            Office of New Drug Quality Assessment

     cc: Dr. Paul Seo
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OFFICE OF CLINICAL PHARMACOLOGY REVIEW 
 
NDA: 206073 

Submission Date(s): January 30, 2014 

Brand Name Glyxambi 
Generic Name Empagliflozin / Linagliptin FDC 

OCP Division Clinical Pharmacology -2 

OND division Metabolism and Endocrinology Products 

Sponsor Boehringer Ingelheim Pharmaceuticals, Inc. 

Submission Type; 
Code 

NDA 505(b)(1); Standard 

Formulation; 
Strength(s) 

Tablets: 
• 10 mg empagliflozin/5 mg linagliptin 
• 25 mg empagliflozin/5 mg linagliptin 

Proposed Indication • Adjunct to diet and exercise to improve 
glycemic control in adults with type 2 diabetes 
mellitus when both empagliflozin and 
linagliptin is appropriate. 

Dosage & 
Administration 

• The recommended starting dose of Glyxambi is 
10 mg empagliflozin/5 mg linagliptin once 
daily. 

• Dose can be increased to 25 mg 
empagliflozin/5 mg linagliptin once daily in 
patients who require additional glycemic 
control. 

• Glyxambi can be taken with or without food. 
• Do not initiate Glyxambi if eGFR is below 45 

mL/min/1.73 m2 
Clinical Pharmacology 
Reviewer 

Suryanarayana Sista, PhD  

Clinical Pharmacology 
Team Leader (Acting) 

Manoj Khurana, PhD  
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