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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

Table 1: Adverse reactions reported in patients with advanced malignancies involving bone,
multiple myeloma, or with giant cell tumor of bone

MedDRA system organ Frequency category Adverse reactions

class

Skin and subcutaneous Uncommon Lichenoid drug eruptions
tissue disorders

Description of selected adverse reactions

Lichenoid drug eruptions

Lichenoid drug eruptions (e.g., lichen planus-like reactions), have been reported in patients
in the post-marketing setting.

[2I¥Y7 [I7V2 D1IDTY

Xi'? niyoin .4
((0'wax 100 751 1 7Y - 2 y'910? NI7I7Y) NINDW X7 'R17 NIYSIN

.(lichenoid drug eruptions) n92a D'YX9 IX YN 7V Y'OIn? 7179w NN °

[N, NIXNAN TIYN MNRAY NIDINNN 1ARN DI0NDY IN7W1 DOTIVAN [DIX71 KON7 01I7Vn
.ANIND 10" TN 1NN ,N9NNN 7W MiIpnn y'on? N9 *T-7y Da 07277
*5634 11970 Medison-CS@medison.co.il NnINIR7? nNw

,N>712
T70N N7'X
mimn nnpn


mailto:Medison-CS@medison.co.il

