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Prolia 60 mg (Denosumab)
Solution for injection
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Treatment of osteoporosis in postmenopausal women and in men at increased risk of
fractures. In postmenopausal women Prolia significantly reduces the risk of vertebral, non-
vertebral and hip fractures.
Treatment of bone loss associated with hormone ablation in men with prostate cancer at
increased risk of fractures. In men with prostate cancer receiving hormone ablation, Prolia
significantly reduces the risk of vertebral fractures.
Treatment of bone loss associated with long-term systemic glucocorticoid therapy of a daily
dosage equivalent to 7.5 mg or greater of prednisone and expected to remain on
glucocorticoids for at least 3 months ,in adult patients at high risk of fracture.
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4.4 Special warnings and precautions for use
Precautions for use
Hypocalcemia

In the post-marketing setting, severe symptomatic hypocalcemia (including fatal cases) has
been reported (see section 4.8), with most cases occurring in the first weeks of initiating
therapy, but it can occur later.

4.8 Undesirable effects

MedDRA system organ
class

Frequency category

Adverse reactions

Skin and subcutaneous
tissue disorders

Common
Uncommon

Alopecia
Lichenoid drug eruptions®

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.
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