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XGEVA (Denosumab) 120 mg / 1.7 ml
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 bone metastases from solid tumors.
Treatment of adult 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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4.4 Special warnings and precautions for use
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e Hypercalcemia following treatment discontinuation in patients with giant cell tumor of
bone and in patients with growing skeletons.
e  Multiple vertebral fractures (MVF) Following treatment discontinuation

4.6 Fertility, pregnancy and lactation
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4.8 Undesirable effects

Frequency category Adverse reactions

Common New primary malignancy®
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Very common Hypocalcemia 2
Uncommon Hypercalcemia following treatment discontinuation in patients

with giant cell tumor of bone®
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Rare Multiple vertebral fractures® following treatment
discontinuation




5.3 Preclinical safety data
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