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Absorica® (isotretinoin) — First-time generic

e On April 30, 2021, Teva launched an AB-rated generic version of Sun’s Absorica (isotretinoin)
capsules.

— Upsher-Smith received FDA approval of an AB-rated generic version of Absorica on April
12, 2021; launch plans are pending.

e Absorica is approved for the treatment of severe recalcitrant nodular acne in non-pregnant patients
12 years of age and older with multiple inflammatory nodules with a diameter of 5 mm or greater.

e |sotretinoin is also available as branded capsules (Absorica LD), generic capsules, and branded
generic capsules (Amnesteem®, Claravis®, Myorisan®, and Zentane®).

— All products carry similar indications to Absorica.

e Absorica carries a boxed warning for embryo-fetal toxicity — contraindicated in pregnancy.
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