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a"n 15 aro1jn-Iclusig 15mg
a"n 30 aror7j*-Iclusig 30mg
a"n 45 aro17rN-Iclusig 45mg

nDIxn nyhawv-Film-coated tablets

QUALITATIVE AND QUANTITATIVE COMPOSITION:

Each tablet contains:

Iclusig 15 mq: 15 mg of ponatinib (as hydrochloride).
Iclusig 30 mg: 30 mg of ponatinib (as hydrochloride).
Iclusig 45 mq: 45 mg of ponatinib (as hydrochloride).

Iclusig is indicated in adult patients with
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o chronic phase, accelerated phase, or blast phase chronic myeloid leukaemia (CML) who are
resistant to dasatinib or nilotinib; who are intolerant to dasatinib or nilotinib and for whom
subsequent treatment with imatinib is not clinically appropriate; or who have the T315] mutation

¢ Philadelphia chromosome positive acute lymphoblastic leukaemia (Ph+ ALL) who are resistant to
dasatinib; who are intolerant to dasatinib and for whom subsequent treatment with imatinib is not
clinically appropriate; or who have the T3151 mutation.

4.8 Undesirable effects
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Table 4 Adverse reactions observed in CML and Ph+ ALL patients — frequency reported by
incidence of treatment emergent events

Skin and subcutaneous tissue
disorders

Wery common

rash, drv skin, .pru.ritus

rash pruritic, exfoliative rash, erythema,
alopecia, skin exfoliation, night sweats,

Common hyperhidrosis, petechia, ecchymosis, pain of
skin, dermatitis exfoliative, hyperkeratosis,
skin hyperpigmentation

Rare panniculitis{ including ervthema nodosum)
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