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BLINCYTO (Blinatumomab)

Powder for concentrate for solution for infusion
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BLINCYTO is indicated as monotherapy for the treatment of adults with Philadelphia
chromosome-negative CD19 positive relapsed or refractory B-cell precursor acute
lymphoblastic leukemia (ALL).

BLINCYTO is indicated as monotherapy for the treatment of pediatric patients aged 1
year or older with Philadelphia chromosome negative CD19 positive B-cell precursor
ALL which is refractory or in relapse after receiving at least two prior therapies or in
relapse after receiving prior allogeneic hematopoietic stem cell transplantation.

Limitations of use:

After failure of two previous treatments and with no CNS involvement.
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4.2 Posology and method of administration

Premedication and additional medication recommendations

In pediatric patients, dexamethasone 10 mg/m? (not to exceed 20 mg) should be
administered orally or intravenously 6 to 12 hours prior to the start of BLINCYTO (cycle
1, day 1). This should be followed by dexamethasone 5 mg/m? orally or intravenously
within 30 minutes ef-prior to the start of BLINCYTO (cycle 1, day 1).
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