ALIAXITINIB

Generic name: Axitinib tablets

Brand Name: ALIAXITINIB

Composition:

Axitinib 5mg

Indications:

e ALIAXITINIB is indicated for the treatment of adult patients with advanced renal cell
carcinoma (RCC) who have experienced failure of at least one prior systemic therapy.

Dosage:

¢ Recommended starting dose: 5mg twice daily.

e If a strong CYP3A4/5 inhibitor is required, decrease the ALIAXITINIB dose by
approximately half.

e For patients with moderate hepatic impairment, decrease the starting dose by

approximately half.

¢ Swallow the whole tablet. ALTAXITINIB can be administered with food or on an empty
stomach, and the time interval between the two administrations per day is approximately
12 hours.

e [f a patient is vomiting or misses a dose, an additional dose should not be taken. The next
prescribed dose should be taken as usual.

Contraindications:

e This product is contraindicated in patients who are allergic to axitinib or any of the
excipients in this formulation.

Warnings:

* Hypertension and hypertensive crises.

e Arterial thromboembolic events.

*  Venous thromboembolic events.

¢ During ALIAXITINIB treatment, symptoms of gastrointestinal perforation or fistula
formation should be monitored regularly.

e Use ALIAXITINIB with caution in children, pregnant women and the elderly.

Adverse Effects:

e Such as diarrhea, hypertension, fatigue, loss of appetite, nausea, dysphonia, palmar-
plantar erythrodysesthesia (hand-foot) syndrome, weight loss, vomiting, weakness and
constipation.

Dosage form: Red tablets.

Packaging: 60 tablets/bottle.

Expiry date: 36 months from the date of manufacture.

Storage:

e Store sealed in original packaging below 30°C.

e 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
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