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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 7.5mg 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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2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Excipients with known effects:
This medicine contains 0.1 mg of polysorbate 20 in each mL of solution.

4.4 Special warnings and precautions for use

Warnings for excipients

This medicinal product contains 0.1 mg of polysorbate 20 in each mL of solution.
Polysorbates may cause allergic reactions.

4.8 Undesirable effects
MedDRA system organ class Frequency category Adverse reactions
General disorders and Uncommon Injection site reactions?
administration site conditions
3Including injection site pain.
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