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4.2 Posology and method of administration
Special populations

Renal impairment
No clinical studies have been performed in patients with renal impairment.

Hepatic impairment

No clinical studies have been performed in patients with hepatic insufficiency. Since the metabolism of steroid
hormones might be impaired in patients with severe hepatic disease, the use of Cerazette in these women is
not indicated as long as liver function values have not returned to normal (see section 4.3).

Paediatric population
The safety and efficacy of Cerazette in adolescents below 18 years has not been established. No data are

available.

o Active venous thromboembolic disorder.

o Presence or history of severe hepatic disease as long as liver function values have not returned to
normal.

. Known or suspected sex-steroid sensitive malignancies.

. Undiagnosed vaginal bleeding.

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

o Known-orsuspected-preghancy-

4.5 Interaction with other medicinal products and other forms of interaction

Maximal enzyme induction is not seen for 2-3 weeks, but may then be sustained for at least 4 weeks after the
cessation of drug therapy. Women on treatment with any of these medicinal products should temporarily use a
barrier method in addition to Cerazette.

4.6 Eertility, pregnancy and lactation

Pregnancy
Cerazette-is-contraindicated-inpreghancy Cerazette is not indicated during pregnancy. If pregnancy occurs

during treatment with Cerazette, further intake should be stopped.

Fertility
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Cerazette is indicated for the prevention of pregnancy. For information on return to fertility (ovulation), see
section 5.1.

4.8 Undesirable effects
Psychiatric disorders — common - Depressed mood

Breast discharge may occur during use of Cerazette. On rare occasions, ectopic pregnancies have been
reported (see section 4.4). In addition, (aggravation of) angioedema and/or aggravation of hereditary
angioedema may occur (see section 4.4).

5.2 Pharmacokinetic properties
Special populations

Effect of renal impairment
No studies were performed to evaluate the effect of renal disease on the pharmacokinetics of DSG.

Effect of hepatic impairment
No studies were conducted to evaluate the effect of hepatic disease on the pharmacokinetics of DSG.
However, steroid hormones may be poorly metabolized in women with impaired liver function.

Ethnic groups
No studies were performed to assess pharmacokinetics in ethnic groups.
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