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AYVAKIT 25mg ' 25 v
AYVAKIT 50mg ' 50 v
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AYVAKIT 200mg A"n 200 vpRIR
AYVAKIT 300mg A"n 300 vpNIR
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AYVAKIT is indicated for the treatment of adult patients with advanced systemic mastocytosis (AdvSM).
AdvSM includes patients with aggressive systemic mastocytosis (ASM), systemic mastocytosis with an

associated hematological neoplasm (SM-AHN), and mast cell leukemia (MCL).

Limitations of Use: AYVAKIT is not recommended for the treatment of patients with AdvSM with
platelet counts of less than 50x109/L.

AYVAKIT is indicated for the treatment of adult patients with indolent systemic mastocytosis (ISM).
Limitations of Use: AYVAKIT is not recommended for the treatment of patients with ISM with platelet
counts of less than 50x10°/L
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2.7 Dosage Modifications for Severe Hepatic Impairment A modified starting dosage of AYVAKIT is
recommended for patients with severe hepatic impairment (Child-Pugh Class C) [see Use in Specific
Populations (8.7)]:
* GIST: 200 mg orally once daily
* AdvSM: 100 mg orally once daily
* ISM: 25 mg orally every other day
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