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Dosage Form: film coated tablets
Composition: Nomegestrol acetate 2.5 mg and Estradiol (as hemihydrate) 1.5 mg
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4.3 Contraindications

. Presence or history of meningioma.

4.4  Special warnings and precautions for use

Meningioma

The occurrence of meningioma (single and multiple) has been reported with prolonged
use (several years) of nomegestrol monotherapy at doses of 3.75 mg or 5 mg daily and
higher. If a meningioma is diagnosed in a patient treated with Zoely, treatment should
be stopped (see section 4.3).
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