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XGEVA (Denosumab 120 mg)
Solution for injection
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Prevention of skeletal related events (pathological fracture, radiation to bone, spinal cord
compression or surgery to bone) in adults with multiple myeloma and in adults with bone
metastases from solid tumors.

Treatment of adults and skeletally mature adolescents with giant cell tumor of bone that is
unresectable or where surgical resection is likely to result in severe morbidity.
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4.8 Undesirable effects

Description of selected adverse reactions

A non-randomised, retrospective, observational study in 2,877 patients with cancer treated
with XGEVA or zoledronic acid in Sweden, Denmark, and Norway showed that 5-year
incidence proportions of medically confirmed ONJ were 5.7% (95% Cl: 4.4, 7.3; median follow
up time of 20 months [range 0.2-60]) in a cohort of patients receiving XGEVA and 1.4% (95%
Cl: 0.8, 2.3; median follow up time of 13 months [range 0.1-60]) in a separate cohort of
patients receiving zoledronic acid. Five-year incidence proportion of ONJ in patients switching
from zoledronic acid to XGEVA was 6.6% (95% Cl: 4.2, 10.0; median follow up time of 13
months [range 0.2-60]).

6.1 List of excipients

Polysorbate 20
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