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Kymriah, dispersion for infusion [162-91-35711] I pmn
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Kymriah is indicated for the treatment of:
Paediatric and young adult patients up to and including 25 years of age with CD19+ B-cell
acute lymphoblastic leukaemia (ALL) that is refractory, in relapse post-transplant or in second
or later relapse.
Adult patients with relapsed or refractory diffuse large B-cell lymphoma (DLBCL) after two
or more lines of systemic therapy.
Limitation of Use: KYMRIAH is not indicated for treatment of patients with primary or
secondary central nervous system lymphoma.
Adult patients with relapsed or refractory follicular lymphoma (FL) after two or more lines of
systemic therapy
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Tisagenlecleucel (1.2 x 10° to 6 x 10 CAR- positive viable T cells)
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6 Tozeret Haaretz street, Tel Aviv 22X DN L6 YOI NININ

Tel: 03-9201111 03-9201111 :50
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4.8 Undesirable effects

17ya

Nervous system disorders

Very common:

Headache'”, encephalopathy'"

14)

Common: Dizziness'?, peripheral neuropathy'?, tremor'¥, motor dysfunction'?, seizure'®,
immune effector cell-associated neurotoxicity syndrome**, speech disorders'”,
neuralgia'®

Uncommon: Ischaemic cerebral infarction, ataxia'”—immune-effectorcell-associated
He”f@te%ieiﬁf 7 Sf ‘deﬁme**

Not known: Neurotoxicity




