ALIFUBATINIB

Generic name: Futibatinib tablets

Brand Name: ALIFUBATINIB
Composition:

Futibatinib 4mg

Indications:

e ALIFUBATINIB is a kinase inhibitor indicated for the treatment of adult patients with
previously treated, unresectable, locally advanced or metastatic intrahepatic
cholangiocarcinoma harboring fibroblast growth factor receptor 2 (FGFR2) gene fusions or
other rearrangements.

Dosage:

¢ The recommended dosage of ALIFUBATINIB is 20 mg taken orally once daily until disease
progression or unacceptable toxicity occurs.

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

¢ Swallow the tablets whole. Do not crush, chew, break or dissolve the tablets.

e [f the patient misses a dose of ALIFUBATINIB for more than 12 hours or if vomiting occurs,
resume dosing with the next scheduled dose.

Contraindications:

e None.

Warnings:

¢ Ocular Toxicity: ALIFUBATINIB can cause retinal pigment epithelial detachment (RPED).

e Hyperphosphatemia and Soft Tissue Mineralization.

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

Adverse Effects:

e Nail toxicity, musculoskeletal pain, constipation, diarrhea, fatigue, dry mouth, alopecia,
stomatitis, abdominal pain, dry skin, arthralgia, dysgeusia, dry eye, nausea, decreased
appetite, urinary tract infection, palmar-plantar erythrodysesthesia syndrome, and vomiting.

Dosage form: White tablets.

Packaging: 35 tablets/Bottle.

Expiry date: 48 months from the date of manufacture.

Storage:

* 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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