OSILOSIS

Generic name: Osilodrostat

Brand name: OSILOSIS

Composition : Osilodrostat.......... 1mg

Indications:

e OSILOSIS is a cortisol synthesis inhibitor indicated for the treatment of adult patients with
Cushing’s disease for whom pituitary surgery is not an option or has not been curative

Dosage:

e Correct hypokalemia and hypomagnesemia, and obtain baseline electrocardiogram prior to
starting OSILOSIS.

¢ Initiate dosage at 2 mg orally twice daily, with or without food.

e Titrate dosage by 1 to 2 mg twice daily, no more frequently than every 2 weeks based on rate of
cortisol changes, individual tolerability and improvement in signs and symptoms.

¢ Maximum recommended dosage is 30 mg twice daily.

e Patients with Hepatic Impairment:
- Child-Pugh B: Recommended starting dose is 1 mg twice daily.
- Child-Pugh C: Recommended starting dose is 1 mg once daily in the evening.

Contraindications:

e None.
Warning:
e Hypocortisolism: Monitor patients closely for hypocortisolism and potentially life-threatening
adrenal insufficiency. Dosage reduction or interruption may be necessary.
® QTc Prolongation: Perform electrocardiogram in all patients Use with caution in patients with
risk factors for QTc prolongation.
¢ Elevations in Adrenal Hormone Precursors and Androgens: Monitor for hypokalemia, worsening
of hypertension, edema, and hirsutism.
Adverse Effects:
e Common adverse reactions are adrenal insufficiency, fatigue, nausea, headache, QT prolongation
and edema.
Dosage form: Pale yellow tablet.
Packaging: 60 tablets per bottle.
Expiry date: 36 months from the date of manufacture.
Storage:
e Store in original packaging at protected from moisture between 20°C to 25°C.
¢ Keep out of reach of children.
Manufactured by:
Laos Alliance Pharmaceutical Group Factory.
Saysettha Development Zone, Vientiane Capital, Lao PDR
Tel: +856-21-737 051
www.alliancepharmagroup.com



https://www.alliancepharmagroup.com/
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