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Pradaxa® (dabigatran etexilate) – First-time generic 

• Ascend launched a limited quantity of Alkem’s AB-rated generic version of Boehringer Ingelheim’s 
Pradaxa (dabigatran etexilate) 75 mg capsules and Camber launched a limited quantity of 
Hetero’s AB-rated generic version of Pradaxa 150 mg capsules. 

 
— Alkem received FDA approval of an AB-rated generic version of Pradaxa 150 mg 

capsules on March 11, 2020. Launch date is pending. 
— Hetero received FDA approval of an AB-rated generic version of Pradaxa 75 mg 

capsules on May 6, 2020. Launch date is pending. 
— Active pharmaceutical ingredient (API) is in short supply for the generic products so 

launch quantities are delayed. 
 

• Pradaxa is approved for the following indications: 
 

— To reduce the risk of stroke and systemic embolism in adult patients with non-valvular 
atrial fibrillation 

— For the treatment of deep venous thrombosis (DVT) and pulmonary embolism (PE) in 
adult patients who have been treated with a parenteral anticoagulant for 5-10 days 

— To reduce the risk of recurrence of DVT and PE in adult patients who have been 
previously treated 

— For the prophylaxis of DVT and PE, in adult patients who have undergone hip 
replacement surgery 

— For the treatment of venous thromboembolic events (VTE) in pediatric patients 8 to 
less than 18 years of age who have been treated with a parenteral anticoagulant for 
at least 5 days 

— To reduce the risk of recurrence of VTE in pediatric patients 8 to less than 18 years of 
age who have been previously treated. 

 
• Pradaxa carries a boxed warning for premature discontinuation of Pradaxa increases the risk of 

thrombotic events, and spinal/epidural hematoma. 

https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=208040#38020
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ba74e3cd-b06f-4145-b284-5fd6b84ff3c9
https://www.camberpharma.com/products/dabigatran-etexilate/
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=207961#38222
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=208040#38019
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=207961#38221

