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Rydapt 25 mg capsules soft
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Acute myeloid leukaemia (AML) :

Rydapt is indicated in combination with standard induction and consolidation chemotherapy followed by single-
agent maintenance therapy for adults with newly diagnosed acute myeloid leukaemia (AML) who have an FLT3
mutation.

Advanced systemic mastocytosis (advanced SM) :

Rydapt is indicated for the treatment of adult patients with advanced systemic mastocytosis (advanced SM)
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4.8 Undesirable effects

Summary of the safety profile

AML

Table 3 Adverse reactions observed in AML
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All grades Grades 3/4
. Rydapt + chemo Rydapt + chemo Frequency
Adverse reaction =229 =348 category
% %
Skin and subcutaneous tissue disorders
Dermatitis exfoliative 61.6 13.6 Very common
Hyperhidrosis 14.4 0 Very common
Dry skin 7 0 Common
Keratitis 6.6 0.3 Common

Acute febrile neutrophilic dermatosis®

- Not known
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