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Hetlioz® (tasimelteon) — First-time generic update

e On December 29, 2022, Teva launched an AB-rated generic version of Vanda™—s Hetlioz

(tasimelteon) capsules.

— Apotex received FDA-approval of an AB-rated generic version of Hetlioz on
December 20, 2022. Launch plans are pending.

e Hetlioz capsules are approved for the treatment of non-24-hour sleep-wake disorder in adults, and
for the treatment of nighttime sleep disturbances in Smith-Magenis Syndrome in patients 16 years
of age and older.

e Tevareceived FDA approval of tasimelteon for the treatment of non-24-hour sleep-wake disorder
in adults.
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https://www.tevausa.com/our-products/tevagenerics/teva-generics-catalog/vision-product-page/tasimelteoncapsules
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=211601#96
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ca4a9b63-708e-49e9-8f9b-010625443b90
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ca4a9b63-708e-49e9-8f9b-010625443b90
https://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl_Type=A&Appl_No=211607#127
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ce5a2fa3-ed54-422d-96c2-1821496eb32f

