ALTAVATINI

Generic name: Avapritinib Tablets

Brand Name: ALIAVATINI

Composition:

Avapritinib .........ccocerveenen. 100mg

Indications:

ALIAVATINI is a kinase inhibitor indicated for:

Gastrointestinal Stromal Tumor (GIST)

e the treatment of adults with unresectable or metastatic GIST harboring a platelet-derived growth
factor receptor alpha (PDGFRA) exon 18 mutation, including PDGFRA D842V mutations.

Advanced Systemic Mastocytosis (AdvSM)

e the treatment of adult patients with AdvSM. AdvSM includes patients with aggressive systemic

mastocytosis (ASM), systemic mastocytosis with an associated hematological neoplasm
(SMAHN), and mast cell leukemia (MCL).

e Limitations of Use: ALIAVATINI is not recommended for the treatment of patients with AdvSM
with platelet counts of less than 50 x 10%/L.

Indolent Systemic Mastocytosis (ISM)

e the treatment of adult patients with ISM.

e Limitations of Use: ALIAVATINI is not recommended for the treatment of patients with ISM
with platelet counts of less than 50 x 10%/L.

Dosage:

GIST

e The recommended dosage is 300 mg orally once daily.

e Dosage Modifications for Severe Hepatic Impairment:200 mg orally once daily.

AdvSM

e The recommended dosage is 200 mg orally once daily.

e Dosage Modifications for Severe Hepatic Impairment:100 mg orally once daily.

SM

e The recommended dosage is 25 mg orally once daily.

Administration

e Administer ALIAVATINI orally on an empty stomach, at least 1 hour before or 2 hours
after a meal.

e Do not make up for a missed dose within 8 hours of the next scheduled dose.

e Do not repeat dose if vomiting occurs after ALIAVATINI but continue with the next
scheduled dose.

Warning:

e Intracranial Hemorrhage: Permanently discontinue for any occurrence of any grade.

e Cognitive Effects: In patients with GIST, AdvSM, or ISM depending on the severity,
continue ALIAVATINI at same dose,withhold and then resume at same or reduced dose
upon improvement, or permanently discontinue.

e Photosensitivity: May cause photosensitivity reactions. Advise patients to limit direct
ultraviolet exposure.

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

Adverse Effects:




* FEdema, nausea, fatigue/asthenia,cognitive impairment, vomiting, decreased appetite,
diarrhea,increased lacrimation, abdominal pain, constipation, rash,dizziness, and hair
color changes.

Dosage form: White round tablets.
Expiry date: 24 months from the date of manufacture.
Packaging: 30 tablets/bottle.

Storage:

e Store at room temperature not exceeding 30°C.

e 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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