ALIENCOFENIZ

Generic name: Encorafenib Capsules

Brand Name: ALIENCOFENIZ

Composition:

Encorafenib 75mg

Indications:

ALIENCOFENIZ is a kinase inhibitor indicated:

Melanoma:

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

Colorectal Cancer (CRC):

e in combination with cetuximab and mFOLFOX®6, for the treatment of patients with
metastatic colorectal cancer (mMCRC) with a BRAF V600E mutation.

Non-Small Cell Lung Cancer (NSCLC):

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

Limitations of Use:

e ALIENCOFENIZ is not indicated for treatment of patients with wild-type BRAF melanoma,
wild-type BRAF CRC, or wild-type BRAF NSCLC.

Dosage:

Melanoma:

e The recommended dose is 450 mg orally once daily in combination with binimetinib.

CRC:

e The recommended dose is 300 mg orally once daily in combination with cetuximab.

NSCLC:

e The recommended dose is 450 mg orally once daily in combination with binimetinib.

Administration:

e Take ALIENCOFENIZ with or without food.

e Do not take an additional dose if vomiting occurs after ALIENCOFENIZ administration
but continue with the next scheduled dose.

Contraindications:

e None

Warning:

e New Primary Malignancies, cutaneous and noncutaneous: Can occur. Monitor for
malignancies and perform dermatologic evaluations prior to, while on therapy, and
following discontinuation of treatment.

e Tumor Promotion in BRAF Wild-Type Tumors: Increased cell proliferation can occur with
BRAF inhibitors.

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

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

e Hemorrhage: Major hemorrhagic events can occur in patients receiving ALIENCOFENIZ
and binimetinib.




e Uveitis: Perform ophthalmologic evaluation at regular intervals.

e QT Prolongation: Monitor electrolytes before and during treatment. Correct electrolyte
abnormalities and control for cardiac risk factors for QT prolongation. Withhold
ALIENCOFENIZ for QTc of 500 ms or greater.

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

Adverse Effects:

e Fatigue, nausea, diarrhea, musculoskeletal pain, vomiting, abdominal pain, visual
impairment, constipation, dyspnea, rash, and cough.

Dosage form: White capsules.

Expiry date: 48 months from the date of manufacture.

Packaging: 60 Capsules/bottle.

Storage:

e Store at room temperature not exceeding 30°C.

e Please place it 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



http://www.alliancechems.com/
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