ALIREPOTINIB

Generic name: Repotrectinib
Brand Name: ALIREPOTINIB

Composition:

Repotrectinib 40mg

Indications:

® Adult patients with locally advanced or metastatic ROS1-positive non-small cell lung
cancer (NSCLCQ).

e Adult and pediatric patients 12 years of age and older with solid tumors that: Have
a neurotrophic tyrosine receptor kinase (NTRK) gene fusion and are locally advanced,
metastatic, or in cases where surgical resection is likely to result in severe morbidity. Have
progressed following treatment or have no satisfactory alternative.

Dosage:

e The recommended dosage of ALIREPOTINIB for adult and pediatric patients (>12 years
old) is 160 mg taken orally once daily, with or without food, for the first 14 days, then
increase the dose to 160 mg twice daily and continue until disease progression or
unacceptable toxicity.

e Take ALIREPOTINIB at approximately the same time each day with or without food.

e Swallow ALIREPOTINIB capsules whole. Do not open, chew, crush, or dissolve the
capsules before swallowing.

e If a dose is missed or vomiting occurs after dosing, skip the dose and resume at the next
scheduled time. Do not take an extra dose to make up for the missed one.

Contraindications:

e None.

Warning:

¢ Prior to initiating ALIREPOTINIB, discontinue strong and moderate CYP3A inhibitors for
3 to 5 elimination half-lives of the CYP3A inhibitor.

e Skeletal Fractures: Promptly evaluate patients with signs or symptoms

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

Adverse Effects:

e Common adverse reactions include dizziness, dysgeusia (altered taste), peripheral

neuropathy, constipation, dyspnea, fatigue, ataxia, muscular weakness, and nausea.
Dosage form: White capsules.
Packaging: 60 capsules/ bottle.
Expiry date: 36 months from the date of manufacture.
Storage:
e Store sealed in original packaging below 30°C.
¢ Keep out of the 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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