ALIPONATIB-45

Generic name: Ponatinib Hydrochloride tablets

Brand Name: ALIPONATIB-45

Composition:

Ponatinib 45mg

Indications:

ALIPONATIB-45 is a kinase inhibitor indicated for the treatment of adult patients with:

e Chronic phase, accelerated phase or blast phase chronic myeloid leukemia (CML) that is
resistant or intolerant to prior tyrosine kinase inhibitor therapy.

¢ Philidelphia chromosome positive acute lymphoblastic leukemia (Ph+ALL) that is resistant
to prior tyrosine kinase inhibitor therapy.

Dosage:

e ALIPONATIB-45 taken orally once daily with or without food.

¢ Modify or interrupt dosing for hematologic or non-hematologic toxicity.

Contraindications:

e None.

Warnings:

e Hypertension: Monitor blood pressure and manage hypertension as clinically indicated.

¢ Pancreatitis: Monitor serum lipase.

¢ Neuropathy: Monitor for symptoms of peripheral and cranial neuropathy.

¢ Hemorrhage: Monitor for hemorrhage and manage patients as clinically indicated.

e Cardiac Arrhythmias: Monitor for signs or symptoms of arrhythmias and manage patients as
clinically indicated.

¢ Reversible Posterior Leukoencephalopathy Syndrome (RPLS): Interrupt ALIPONATIB-45
until resolution.

¢ Impaired Wound Healing and Gastrointestinal Perforation: Withhold ALTIPONATIB-45 for at
least 1 week prior to elective surgery. Do not administer for at least 2 weeks following major
surgery and until adequate wound healing.

¢ Embryo-Fetal Toxicity: Can cause fetal harm. Advise females of reproductive potential of the
potential risk to a fetus and to use effective contraception.

Adverse Effects:

¢ Rash and related conditions, arthralgia, abdominal pain, headache, constipation, dry skin,
hypertension, fatigue, fluid retention and edema, pyrexia, nausea, pancreatitis/lipase
elevation, hemorrhage, anemia and hepatic dysfunction.

Dosage form: White tablets.

Packaging: 30 tablets/bottle.

Expiry date: 48 months from the date of manufacture.

Storage:

e Store sealed in original packaging below 30°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
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