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Cyltezo® (adalimumab-adbm) – Correction - high concentration formulation 
approved as biosimilar, not interchangeable 

• On May 1, 2024, Boehringer Ingelheim announced the FDA approval of Cyltezo (adalimumab-
adbm) citrate-free, high concentration (40 mg/0.4 mL) injection, biosimilar to AbbVie’s Humira® 
(adalimumab). 

 
— Cyltezo was previously launched as biosimilar and interchangeable to Humira in the low 

concentration strengths (40 mg/0.8 mL, 20 mg/0.4 mL, and 10 mg/0.2 mL). 
— There are five other high concentration biosimilar formulations approved for Humira: 

Amjevita™ (adalimumab-atto), Hyrimoz® (adalimumab-adaz), Hadlima™ (adalimumab-
bwwd), Simlandi® (adalimumab-ryyk), and Yuflyma® (adalimumab-aaty). 

— Hyrimoz (80 mg/0.8 mL, 20 mg/0.2 mL, 10 mg/0.1 mL) and Simlandi (40 mg/0.4 mL) have 
been granted interchangeability.  

 
• Cyltezo high-concentration formulation is priced at a 5% discount to Humira under the brand 

name Cyltezo and at an 81% discount to Humira as the unbranded product adalimumab-adbm. 
 

• Cyltezo high concentration formulation is available as a 40 mg/0.4 mL single-dose pen and single-
dose prefilled syringe. 

https://www.boehringer-ingelheim.com/us/fda-approves-additional-formulation-biosimilar
https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/761058s026lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2024/761058s026lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=608d4f0d-b19f-46d3-749a-7159aa5f933d
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=608d4f0d-b19f-46d3-749a-7159aa5f933d
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=9c44bd5b-4464-40a4-8933-8680950f00f2
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=1ac7d061-3380-468c-b077-c05f8dfbc829
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=4774a951-3ce8-43b6-80b1-e6b23752aae6
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=4774a951-3ce8-43b6-80b1-e6b23752aae6
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=12f609c9-2088-bb05-e063-6394a90a9ecc
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=526d626f-8c9f-496c-b838-00a73bb36383
https://purplebooksearch.fda.gov/results?query=adalimumab&title=Cyltezo

