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Mydayis® (mixed-salts of a single-entity amphetamine product) – First-time generic 

• On October 10, 2023, Teva launched an AB-rated generic version of Takeda’s Mydayis (mixed-
salts of a single-entity amphetamine product) extended-release capsules. 

 
— Mydayis is a schedule II controlled substance. 
— SpecGX and Sun received FDA approval of AB-rated generic versions of Mydayis on 

August 31, 2023 and September 27, 2023, respectively. Launch plans are pending. 
 

• Mydayis is approved for the treatment of attention deficit hyperactivity disorder (ADHD) in patients 
13 years and older. 

 
• Other combination mixed salts amphetamine products are available: brand and generic Adderall® 

tablets and brand and generic Adderall XR® capsules. 
 

— Adderall and Adderall XR are both indicated for ADHD; Adderall is also approved for 
narcolepsy. 

 
• Mydayis carries a boxed warning for abuse and dependence. 

https://www.tevausa.com/our-products/tevagenerics/teva-generics-catalog/vision-product-page/dextroamphetaminesaccharateamphetamineaspartatemonohydratedextroamphetaminesulfateandamphetaminesulfate(mixedsaltsofasingleentityamphetamineproduct)ercapsulescii
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=210876#212
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=141a7970-3f06-44ea-9ab7-aeece2c085fc
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=141a7970-3f06-44ea-9ab7-aeece2c085fc
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=211546#43266
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=215997#314
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=f22635fe-821d-4cde-aa12-419f8b53db81
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=f22635fe-821d-4cde-aa12-419f8b53db81

