ALITEPOTNIB

Generic name: Tepotinib hydrochloride
Brand Name: ALITEPOTNIB

Composition:

Tepotinib hydrochloride 225mg
Indications:

ALITEPOTNIB is a kinase inhibitor indicated for the treatment of adult patients with
metastatic non-small cell lung cancer (NSCLC) whose tumors harbor mesenchymal epithelial
transition (MET) exon 14 skipping alterations.

Dosage:

The recommended dosage of ALITEPOTNIB is 450 mg (two 225 mg tablets) taken orally
once daily with food, until disease progression or unacceptable toxicity.

Instruct patients to take their dose of ALITEPOTNIB at approximately the same time each
day.

Do not chew, crush or split tablets. Patients who have difficulty swallowing solids can

disperse tablets in water.
If you miss a dose before 8 hours until the next one, skip it and take the next dose as usual.

Contraindications:

Allergy to the active ingredients or other ingredients of this product.

Warning:

Interstitial Lung Disease (ILD)/Pneumonitis: Immediately withhold ALITEPOTNIB in
patients with suspected ILD/pneumonitis. Permanently discontinue ALITEPOTNIB in
patients diagnosed with ILD/pneumonitis of any severity.

Hepatotoxicity: Monitor liver function tests. Withhold, dose reduce or permanently
discontinue ALITEPOTNIB based on severity.

Pancreatic Toxicity: Monitor amylase and lipase. Withhold, dose reduce or permanently
discontinue ALITEPOTNIB based on severity.

Embryo-fetal toxicity: ALITEPOTNIB can cause fetal harm.

Adverse Effects:

The most frequently reported adverse reactions include: peripheral edema,
hypoalbuminemia, nausea, increased serum creatinine, diarrhea

Dosage form: Light pink oval tablets.

Packaging: 60 tablets per bottle.

Expiry date: 48 months from the date of manufacture.
Storage:

Stored 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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