ALIALPELISIB

Generic name: Alpelisib

Brand Name: ALIALPELISIB

Composition:

Alpelisib 50mg
Indications:

Alpelisib is to treat postmenopausal women and men, with advanced or metastatic breast
cancer. Alpelisib is also used to treat adult and pediatric patients two years of age and older with
severe manifestations of PIK3CA-Related Overgrowth Spectrum (PROS) who require
systemic therapy.

Dosage:

Use under the guidance of a physician.

Adult Patients: The recommended dosage of ALIALPELISIB in adult patients is 250 mg
orally, once daily, administered as recommended until disease progression or
unacceptable toxicity.

Pediatric Patients (2 to less than 18 years of age): The recommended initial dosage of
ALIALPELISIB in pediatric patients is 50 mg orally, once daily, administered as
recommended until disease progression or unacceptable toxicity.

Contraindications:

Severe hypersensitivity to Alpelisib or to any ingredients in the formulation.

Warning:

In case of severe allergy, permanent discontinuation of ALTALPELISIB.

In some cases, ALIALPELISIB causes severe hyperglycemia associated with
hyperglycemia-hypertonic nonketotic syndrome (HHNKS) or ketoacidosis.
ALIALPELISIB can cause severe pneumonia and interstitial lung disease. If pneumonia
occurs, permanently discontinue ALTALPELISIB.

ALIALPELISIB Can cause severe diarrhea, causing dehydration and in some cases acute
kidney injury, as well as colitis.

ALIALPELISIB Can cause harm to the fetus. Patients are advised on potential risks to
the fetus and on effective contraceptive measures.

Avoid concomitant use of ALIALPELISIB with strong CYP3A4 inducers.

Avoid using BCRP inhibitors in patients treated with ALIALPELISIB.

Closely monitor when ALIALPELISIB is administered with CYP2C9 substrates.

Adverse Effects:

Rash, nausea, fatigue, hyperglycemia, diarrhea, colitis.

Dosage form: Light yellow tablets.

Packaging: 28 tablets/bottle.

Expiry date: 24 months after the date of manufacture.
Storage:

Store sealed in original packaging between 20°C and 25°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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