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Film coated tablets

Estradiol valerate 3 mg
Estradiol valerate 2 mg, Dienogest 2 mg
Estradiol valerate 2 mg, Dienogest 3 mg

Estradiol valerate 1 mg
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Oral contraception.
Treatment of heavy menstrual bleeding in women without organic pathology who desire oral
contraception.
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4.2 Posology and method of administration

Additional information on special populations

Geriatric patients

Qlair is not indicated after menopause.

4.3 Contraindications

4.5 Interaction with other medicinal products and other forms of interaction

The following interactions have been reported in the literature for COCs in general or were
studied in clinical trials with Olair.

. Effects Interactions of other medicinal products on Qlair

Interactions can occur with drugs that induce microsomal enzymes which can result in

increased clearance of sex hormones and which between-oral-contraceptives-and-other
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ding and/or contraceptive failure. Fhe-following
T e e .

Management
Enzyme induction can already be observed after a few days of treatment. Maximal enzyme

induction is generally seen within a few weeks. After the cessation of drug therapy enzyme
induction may be sustained for about 4 weeks.

Short-term treatment

Women on treatment with enzyme-inducing drugs should temporarily use a barrier method or
another method of contraception in addition to the COC. The barrier method must be used
during the whole time of the concomitant drug therapy and for 28 days after its
discontinuation. If the drug therapy runs beyond the end of the active tablets in the COC
pack, the placebo tablets must be discarded and the next COC pack should be started right

away.

Long-term treatment

In women on ehrenic long-term treatment with hepatic enzyme-inducing active substances,
another reliable, non-hormonal, method of contraception is recommended.

Substances increasing the clearance of COCs (diminished efficacy of COCs by enzyme-
induction), e.q.:

atHleast4-weeks-afterthe-cessation-of-drug-therapy- Barbiturates, carbamazepine, phenytoin,
primidone, rifampicin, and HIV medication ritonavir, nevirapine and efavirenz and possibly
also felbamate, griseofulvin, oxcarbazepine, topiramate and products containing the herbal
remedy St. John's Wort (hypericum perforatum).
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Substances with variable effects on the clearance of COC:

When co-administered with COCs, many combinations of HIV protease inhibitors and non-
nucleoside reverse transcriptase inhibitors, including combinations with HCV inhibitors can
increase or decrease plasma concentrations of estrogen or progestins. The net effect of
these changes may be clinically relevant in some cases.

Therefore, the prescribing information of concomitant HIV/HCV medications should be
consulted to identify potential interactions and any related recommendations. In case of any
doubt, an additional barrier contraceptive method should be used by women on protease
inhibitor or non-nucleoside reverse transcriptase inhibitor therapy.

Substances decreasing the clearance of COCs (enzyme inhibitors):

Dienogest is a substrate of CYP3A4.

The clinical relevance of potential interactions with enzyme inhibitors remains unknown.

Concomitant administration of strong CYP3A4 inhibitors can increase plasma concentrations
of the estrogen or the progestin or both.

Co- admlnlstratlon with the strong CYP3A4 enzyme |nh|b|tor ketoconazole resulted in a 2.9-
fold and 1.6-fold 186%-and-57% increase of AUC (0-24h) at steady state for dienogest and
estradiol, respectively. Concomitant administration of the moderate inhibitor erythromycin
increased the AUC (0-24h) of dienogest and estradiol at steady state by 1.6-fold and 1.3-fold
62%-and-33%, respectively. The-clinicalrelevance-of these-interactionsis-unknown:

4.6 Fertility, pregnancy and lactation

Pregnancy
Qlair should not be used during pregnancy.
If pregnancy occurs during use of Qlair, further intake sheuld must be stopped.

4.8 Undesirable effects

The most commonly reported adverse reactions with Qlair when used as an oral
contraceptive or in the treatment of heavy menstrual bleeding in women without organic
pathology who desire oral contraception are acne, breast discomfort, headache, intracyclic
bleeding, nausea and weight increased.
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Serious adverse reactions are arterial and venous thromboembolism, which are discussed in
section 4.4.

Description of selected adverse reactions

Other conditions

— Erythema nodosum, Erythema multiforme;

— Breast discharge;

— Hypertension;

— Occurrence or deterioration of conditions for which association with COC use is not
conclusive: Crohn’s disease, ulcerative colitis, epilepsy, migraine, uterine myoma,
porphyria, systemic lupus erythematosus, herpes gestationis, Sydenham's chorea,
haemolytic uremic syndrome, cholestatic jaundice;

— In women with hereditary angioedema exogenous estrogens may induce or exacerbate
symptoms of angioedema;

— Acute or chronic disturbances of liver function may necessitate the discontinuation of COC
use until markers of liver function return to normal.

— Chloasma;

— Hypersensitivity (including symptoms such as rash, urticaria);

Interactions
Breakthrough bleeding and/or contraceptive failure may result from interactions of other

drugs (enzyme inducers) with oral contraceptives (see section 4.5).

6.4 Special precautions for storage

Store at a temperature below 30°C. Fhis-medicinal-product-does-notrequire-any-speeial
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