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Yaz

Film coated tablets
Drospirenone 3 mg
Ethinylestradiol 0.02 mg
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- Oral contraception.

- Treatment of moderate acne vulgaris in women who seek oral contraception.

- Treatment of symptoms of premenstrual dysphoric disorder (PMDD ) in women who have
chosen oral contraceptives as their method of birth control. The efficacy of Yaz for PMDD was not
assessed beyond 3 cycles. Yaz has not been evaluated for treatment of PMS ( premenstrual
syndrome ).
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4.3 Contraindications

e Yazis contraindicated for concomitant use with the medicinal products containing
ombitasvir/paritaprevir/ritonavir and dasabuvir or medicinal products

containing glecaprevir/pibrentasvir (see sections 4.4 and 4.5).

4.4 Special warnings and precautions for use

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). Additionally, also in patients treated with glecaprevir/pibrentasvir,
ALT elevations were observed in women using ethinylestradiol-containing medications such as CHCs
(see sections 4.3 and 4.5).

4.5 Interaction with other medicinal products and other forms of interaction
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¢ Pharmacodynamic interactions

Concomitant use with the medicinal products containing ombitasvir/paritaprevir/ritonavir and

dasabuvir, with or without ribavirin, or glecaprevir/pibrentasvir may increase the risk of ALT elevations
(see sections 4.3 and 4.4).
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