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AYVAKIT 25mg a"n 25 vPRINN
AYVAKIT 50mg 2"n 50 vENINN
AYVAKIT 100mg a"n 100 vNIR
AYVAKIT 200mg a"n 200 vpENIR
AYVAKIT 300mg a"n 300 vpENIR

Tablets per OS :jlam nmx
Avapritnib 25/50/100/200/300 mg :ninai 0'2'va 0N
NP 1'waNY nnivan atinnn

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 50x10°/L.
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5. Warnings and Precautions
5.3. Photosensitivity
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AYVAKIT may cause photosensitivity reactions. In all patients treated with AYVAKIT in clinical trials (n=
photosensitivity reactions occurred in 2.5% of patients. Advise patients to limit direct ultraviolet exposure
during treatment with AYVAKIT and for one week after discontinuation of treatment.

),

6. Adverse Reactions
The following clinically significant adverse reactions are described elsewhere in the labeling:

¢ Intracranial hemorrhage [see Warnings and Precautions (5.1)]
e Cognitive effects [see Warnings and Precautions (5.2)]

e Photosensitivity [see Warnings and Precautions (5.3)]

6.1. Clinical Trials Experience

Table 6. Select Laboratory Abnormalities (2 10%) Worsening from Baseline in Patients with AdvSM Receiving
AYVAKIT in EXPLORER and PATHFINDER......

Other Clinically Relevant Adverse Reactions in <10% of patients
In the pooled GIST and AdvSM safety populations, photosensitivity occurred in 2.5% of patients [see Warnings
and Precautions (5.3)].
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