ALIBIMETINI

Generic name: Binimetinib Tablets

Brand Name: ALIBIMETINI

Composition:

Binimetinib 15mg

Indications:

Binimetinib is a kinase inhibitor indicated:

¢ in combination with encorafenib, for the treatment of patients with unresectable
or metastatic melanoma with a BRAF V600E or V600K mutation.

¢ in combination with encorafenib, for the treatment of adult patients with
metastatic non-small cell lung cancer (NSCLC) with a BRAF V600E mutation.

Dosage:

Melanoma

¢ The recommended dose is 45 mg orally twice daily in combination with
encorafenib. Take ALIBIMETINI with or without food.

¢ For patients with moderate or severe hepatic impairment the recommended dose
is 30 mg orally twice daily.

Non-small cell lung cancer (NSCLC):

¢ The recommended dose is 45 mg orally twice daily in combination with
encorafenib. Take ALIBIMETINI with or without food.

Contraindications:

o Hypersensitivity to the active substance or to any of the excipients

Warning:

¢ New Primary Malignancies, Cutaneous and Non-cutaneous: =~ Monitor patients for
new malignancies prior to initiation of treatment, during treatment, and after
discontinuation of treatment.

e (Cardiomyopathy: Assess left ventricular ejection fraction (LVEF) before
initiating treatment, after one month of treatment, then every 2 to 3 months
thereafter.

* Venous Thromboembolism: Deep vein thrombosis and pulmonary embolism can
occur.

¢ Ocular Toxicities: Perform an ophthalmologic evaluation at regular intervals and
for any visual disturbances.

e Interstitial Lung Disease (ILD): Assess new or progressive unexplained
pulmonary symptoms or findings for possible ILD.

e Hepatotoxicity: Monitor liver function tests before and during treatment with
ALIBIMETINI and encorafenib and as clinically indicated.

¢ Rhabdomyolysis: Monitor creatine phosphokinase and creatinine periodically
and as clinically indicated.

e Hemorrhage: Major hemorrhagic events can occur in patients receiving
ALIBIMETINI and encorafenib.

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




Adverse Effects:
¢ Fatigue, nausea, diarrhea, musculoskeletal pain, vomiting, abdominal pain, visual
impairment, constipation, dyspnea, rash, and cough.
Dosage form: Yellow oval tablets.
Expiry date: 24 months from the date of manufacture.
Packaging: 90 tablets/bottle.
Storage:
e Store at room temperature not exceeding 30°C.
¢ Please 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


http://www.alliancechems.com/
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