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Oral tablets
drospirenone 3 mg and ethinylestradiol 0.030 mg
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4.3 Contraindications

Yasmin is contraindicated for concomitant use with the medicinal products containing
ombitasvir/paritaprevir/ritonavir and dasabuvir (see sections 4.4 and 4.5).

4.4  Special warnings and precautions for use

Other conditions

Depressed mood and depression are well-known undesirable effects of hormonal contraceptive use (see section
4.8). Depression can be serious and is a well-known risk factor for suicidal behaviour and suicide. Women should
be advised to contact their physician in case of mood changes and depressive symptoms, including shortly after
initiating the treatment.

ALT elevations

During clinical trials with patients treated for hepatitis C virus infections (HCV) with the 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 frequent in women using
ethinylestradiol-containing medications such as combined hormonal contraceptives (CHCs) (see sections 4.3 and

4.5).

e  Pharmacodynamic interactions

Concomitant use with the medicinal products containing ombitasvir/paritaprevir/ritonavir
and dasabuvir, with or without ribavirin may increase the risk of ALT elevations (see sections 4.3 and 4.4).

Therefore, Yasmin-users must switch to an alternative method of contraception (e.q.,
progestagen-only contraception or non-hormonal methods) prior to starting therapy with this
combination drug regimen. Yasmin can be restarted 2 weeks following completion of
treatment with this combination drug regimen.

4.9 Overdose
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There has not yet been any experience of overdose with Yasmin. On the basis of general experience with
combined oral contraceptives, symptoms that may possibly occur in this case are nausea, vomiting and-in-yeung
girls—slight-vaginal-withdrawal bleeding. Withdrawal bleeding may even occur in girls before their menarche, if they
accidentally take the medicinal product. There are no antidotes and further treatment should be symptomatic.
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