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Ethinylestradiol 35 mcqg, Cyproterone acetate 2 mg
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Treatment of moderate to severe acne related to androgen-sensitivity (with or without
seborrhoea) and/or hirsutism, in women of reproductive age.
For the treatment of acne, Diane 35 should only be used after topical therapy or systemic
antibiotic treatments have failed.
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4. CLINICAL PARTICULARS
4.3 Contraindications

Diane 35 is contraindicated for concomitant use with the medicinal products containing ombitasvir /
paritaprevir / ritonavir and dasabuvir, medicinal products containing glecaprevir / pibrentasvir or
sofosbuvir / velpatasvir / voxilaprevir (see section44 4.5).

4.4 Special warnings and precautions for use

*  Angioedema
Exogenous oestrogens may induce or exacerbate symptoms of hereditary and acquired

angioedema.

4.5 Interaction with other medicinal products and other forms of interaction

Pharmacodynamic interactions

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 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).

4.8 Undesirable effects
Adverse events reported post marketing

exacerbation of symptoms of hereditary and acquired angioedema
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