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4.3 Contraindications

Combined hormonal contraceptives should not be used in women with any of the conditions below.
Belara should be discontinued immediately if one of these conditions occurs during administration:

e Meningioma or history of meningioma.

Hypersensitivity to the active ingredients or to any of the excipients listed in section 6.1.

One or more serious risk factors for venous or arterial thrombosis may be a contraindication (see
section 4.4).

Concomitant use of Belara with medicines containing ombitasvir/paritaprevir/ritonavir and dazabuvir,
medicinal products containing glecaprevir/pibrentasvir or sofosbuvir/velpatasvir/voxilaprevir is
contraindicated (see sections 4.5).

4.4 Special warnings and precautions for use

Meningioma:

The occurrence of meningiomas (single and multiple) has been reported in association with use of
chlormadinone acetate, especially at high doses and for prolonged time (several years). Patients should
be monitored for signs and symptoms of meningiomas in accordance with clinical practice. If a patient
is diagnosed with meningioma, any chlormadinone acetate-containing treatment, must be stopped, as a
precautionary measure.

There is some evidence that the meningioma risk may decrease after treatment discontinuation of
chlormadinone acetate.

4.5 Interaction with other medicinal products and other forms of interaction

Note: The prescribing information of concomitant medications should be consulted to identify
potential interactions.

Pharmacodynamic interactions

During clinical trials with patients treated for hepatitis C virus infections (HCV) with medicinal
products containing ombitasvir/paritaprevir/ritonavir and dasabuvir with or without ribavirin,
transaminase (ALT) elevations higher than 5 times the upper limit of normal (ULN) occurred
significantly more frequently in women using ethinylestradiol-containing medications such as
combined hormonal contraceptives (CHCs). Additionally, also in patients treated with
glecaprevir/pibrentasvir or sofosbuvir/velpatasvir/voxilaprevir, ALT elevations were observed in
women using ethinylestradiol-containing medications such as CHCs (see section 4.3).
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