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Adakveo 10mg/ml, Concentrate for solution for infusion :jiman
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ADAKVEDO is indicated to reduce the frequency of vasoocclusive crises (VOCs) in adults and
pediatric patients aged 16 years and older with sickle cell disease.
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13.3 Pharmacokinetics

Elimination

The mean (% CV) terminal elimination half-life (t1,2) of crizanlizumab was 10.6 (20.5%) days and the
mean clearance was 11.7 (16.2%) mL/hr at 5 mg/kg doses in healthy volunteers. The mean (% CV)
elimination ty, of crizanlizumab was 7611.2 (2831.5%) days during dosing interval in patients with
sickle cell disease.

13 NONCLINICAL TOXICOLOGY

14.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
No carcinogenicity or genotoxicity studies have been conducted with crizanlizumab.

In the 26-week repeat-dose toxicity study, cynomolgus monkeys were administered crizanlizumab once every 4
weeks at doses up to 50 mg/kg (at least 13.5-1 times the human clinical exposure based on AUC in patients
with sickle cell disease at 5 mg/kg once every 4 weeks). There were no adverse effects of crizanlizumab on
male or female reproductive organs.
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