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Treatment of endometriosis.
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4. CLINICAL PARTICULARS

4.2 Posology and method of administration

Posology

The dosage of Visabelle is one tablet daily without any break, taken preferably at the same time each day with some
liquid as needed. The tablet can be taken with or without food.

Tablets must be taken continuously without regard to vaginal bleeding. When a pack is finished the next one should be
started without interruption.

4.3 Contraindications

) known or suspected pregnancy
o L actation
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5. PHARMACOLOGICAL PARTICULARS

5.1 Pharmacodynamic properties

Long-term safety

A long-term post-approval observational active surveillance study was conducted to investigate the
incidence of first-time occurrence or worsening of clinically relevant depression and occurrence of anemia.
A total of 27,840 women with a newly prescribed hormonal therapy for endometriosis were enrolled in the
study and followed up for up to 7 years.

A total of 3,023 women started with a prescription for dienogest 2 mg and 3,371 patients started with other
approved endometriosis drugs. The overall adjusted hazard ratio for new occurrences of anemia comparing
the dienogest patients with the patients on other approved endometriosis drugs was 1.1 (95% CI: 0.4 — 2.6).
The adjusted hazard ratio for depression risk comparing dienogest and other approved endometriosis drugs
was 1.8 (95% CI: 0.3-9.4). A slightly increased risk of depression in dienogest users compared with users of
other approved endometriosis drugs could not be excluded.
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