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Thiola EC® (tiopronin) – First-time generic 

• On February 27, 2024, Torrent launched an AB-rated generic version of Mission Pharmacal’s 
Thiola EC (tiopronin) delayed-release tablet. 

 
— Amneal also received FDA approval of an AB-rated generic version of Thiola EC on 

August 15, 2023. Launch plans are pending for this generic. 
 
• Thiola EC is approved in combination with high fluid intake, alkali, and diet modification, for the 

prevention of cystine stone formation in adults and pediatric patients 20 kg and greater with 
severe homozygous cystinuria, who are not responsive to these measures alone. 

 
• Tiopronin is also available generically as a tablet and carries a similar indication as Thiola EC. 

 
 
 

 
 
 

https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=216990#43790
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=20298a52-a194-a161-8632-d84b6f26e23c
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=216278#43002
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=8dee6eff-0ec1-4fe7-8d27-18cdc6cf54b9

