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Contraception and idiopathic menorrhagia.
Protection from endometrial hyperplasia during estrogen replacement therapy.
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4.4 Special warnings and precautions for use

Other risks during use

Psychiatric disorders:

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.

4.5 Interaction with other medicinal products and other forms of interaction

Substances increasing the clearance of levonorgestrel, e.q.:

Phenytoin, barbiturates, primidone, carbamazepine, rifampicin_and possibly also oxcarbazepine, topiramate,
felbamate, griseofulvin and products containing St. John’s wort.

The influence of these drugs on the contraceptive efficacy of Mirena has not been studied but is not believed to be
of major importance due to the local mechanism of action.

Substances with variable effects on the clearance of levonorgestrel:

When co-administered with sex hormones, many HIV/HCV protease inhibitors and non-nucleoside reverse
transcriptase inhibitors can increase or decrease plasma concentrations of the progestin.
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Substances decreasing the clearance of levonorgestrel (enzyme inhibitors), e.q.:

Strong and moderate CYP3A4 inhibitors such as azole antifungals (e.g. fluconazole, itraconazole, ketoconazole,
voriconazole), verapamil, macrolides (e.qg. clarithromycin, erythromycin), diltiazem and grapefruit juice can increase
plasma concentrations of the progestin.

4.8 Undesirable effects
Table 2: Adverse Drug Reactions
Uﬁcommon

= 1/1000 to < 1/100
Uterine perforation®

Rare
= 1/10,000 to < 1/1000

Uterine-perforation®
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