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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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4.2 Posology and method of administration

Posology

Renal impairment

No dose adjustment is required in patients with renal impairment (see section 4.4 for
recommendations relating to monitoring of calcium).

No data is available in patients with long-term systemic glucocorticoid therapy and severe
renal impairment (GFR < 30 mL/min).

Paediatric population
Prolia is not indicated for use in children and adolescents below 18 years.Prelia—is—not

4.4 Special warnings and precautions for use

Precautions for use
Hypocalcemia

Concomitant glucocorticoid treatment is an additional risk factor for hypocalcemia.

Warnings for excipients
This medicine contains 47 mg sorbitol in each mL of solution. The additive effect of
concomitantly administered products containing sorbitol (or fructose) and dietary intake of

sorbitol (or fructose) should be taken into account.Fhis-medicinal-productecontainssorbitek




4.6 Fertility, pregnancy and lactation

Pregnancy

There are no or limited amount of data from the use of denosumab in pregnant women.
Studies in animals have shown reproductive toxicity (see section 5.3).

Prolia is not recommended for use in pregnant women and women of child-bearing potential
not using contraception. Women should be advised not to become pregnant during and for at
least 5 months after treatment with Prolia. Any effects of Prolia are likely to be greater during
the second and third trimesters of pregnancy since monoclonal antibodies are transported
across the placenta in a linear fashion as pregnancy progresses, with the largest amount
transferred during the third trimester.Fhere-are-no-adeguate-datafrom-the-use-ofdenosumab

0 3 own—n-a-study-of eynome
A

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Addition of information related to "treatment of bone loss associated with systemic
glucocorticoid therapy".
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