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DANYELZA is indicated, in combination with granulocyte-macrophage colony-stimulating factor
(GM-CSF), for the treatment of pediatric patients 1 year of age and older and adult patients with
relapsed or refractory high-risk neuroblastoma in the bone or bone marrow who have
demonstrated a partial response, minor response, or stable disease to prior therapy.
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2.3 Dosage Modifications for Adverse Reactions

Table 3. Preparation of DANYELZA, 4 mg/mL

. A Final
Volume of 5% T;?l |n;"uhs mnd\dl:.llume concentration of
DANYELZA dose | DANYELZA Albumin acuevec by accmng prepared
volume USP sufficient 0.9% Sodium DANYELZA
(mg) (mL) (Human), Chloride Tnjection, TSP | DAY
(mL) (mL) infusion
(mg/mlL)
=80 =20 10 50 =1.6
81 to 120 > 2010 30 15 75 1.1to 1.6
121 to 150 > 30to0 4937.5 20 100 12t0 1.5

Takeda Israel Ltd.
25 Efal st., P.O.B 4140, Petach-Tikva 4951125
Tel:+972-3-3733140 Fax (local) : + 972-3-3733150
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Y-mAbs Therapeutics, Inc
202 Carnegie Center, 30 Park Avenue, Suite 301350
Ponceton, New York, NIY 0854010169
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