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Kombiglyze® XR (saxagliptin/metformin, extended release) – First-time generic 

• On August 9, 2023, Viatris launched an AB-rated generic version of AstraZeneca’s Kombiglyze 
XR (saxagliptin/metformin, extended-release) tablets. 

 
— Sun received FDA approval of an AB-rated generic version of Kombiglyze XR on July 

31, 2023; launch plans for this generic are pending. 
 
• Kombiglyze XR is approved as an adjunct to diet and exercise to improve glycemic control in 

adults with type 2 diabetes mellitus when treatment with both saxagliptin and metformin is 
appropriate. 

 
• Kombiglyze XR carries a boxed warning for lactic acidosis. 

https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=205981#188
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=fbd25da4-ebe6-45c9-beb8-93523d11a0b4
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=fbd25da4-ebe6-45c9-beb8-93523d11a0b4
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=206081#181

