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Byetta® (exenatide) – First-time generic 

• On April 7, 2025, Amneal launched an AP-rated generic version of AstraZeneca’s Byetta 
(exenatide) 10 mcg per dose (2.4 mL) subcutaneous (SC) pen-injector. 

 
— Amneal also received FDA approval of an AP-rated exenatide 5 mcg per dose (1.2 

mL) SC pen-injector. Launch is pending for this strength. 
— AstraZeneca announced the discontinuation of Byetta prefilled pens in October 2024. 

 
• Byetta is approved as an adjunct to diet and exercise to improve glycemic control in adults with 

type 2 diabetes mellitus. 

https://amneal.quickbase.com/db/bqf4m6ppd?a=dbpage&pageID=7
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=206697#45148https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=206697
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=53d03c03-ebf7-418d-88a8-533eabd2ee4f
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=53d03c03-ebf7-418d-88a8-533eabd2ee4f
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=206697#45148
https://dps.fda.gov/drugshortages/discontinuations/exenatide-synthetic-injection

