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Dosage Form: tablets
Composition: tibolone 2.5 mg
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e Complaints resulting from the natural or artificial menopause.

Treatment of oestrogen deficiency symptoms in postmenopausal women, more than one year
after menopause. Women above 60 years of age should only start with Livial treatment when
they are intolerant of, or contraindicated for, other medicinal products approved for the
treatment of oestrogen deficiency symptoms.

e Prevention of osteoporosis in postmenopausal women at high risk of future fractures who are
intolerant of, or contraindicated for, other medicinal products approved for the prevention of
osteoporosis. (See also section 5.1.)

For all women the decision to prescribe Livial should be based on an assessment of the individual
patient’s overall risks and, particularly in the over 60s, should include consideration of the risk of
stroke (see sections 4.4 and 4.8).
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4.4. Special warnings and precautions for use

Breast cancer

A meta-analysis of epidemiological studies, including the Million Women Study (MWS), showed a

significant increase in the risk of breast cancer in association with use of the 2.5 mqg dose. This risk
became apparent within 3 years of use and increased with duration of intake, see section 4.8. After
stopping treatment, the excess risk will decrease with time and the time needed to return to
baseline depends on the duration of prior HRT use. When HRT was taken for more than 5 years,
the risk may persist for 10 years or more. No data for persistence of risk after stopping are
available for tibolone, but a similar pattern cannot be ruled out.
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