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Contraception for up to 3 years.
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4.4 Special warnings and precautions for use

Expulsion

In clinical trials with Janess, the incidence of expulsion was low (<4 % of insertions) and in the
same range as that reported for other IUDs and IUSs. Symptoms of the partial or complete
expulsion of Janess may include bleeding or pain. However, the system can be expelled
from the uterine cavity partialor-cemplete-expulsion-ean-eceur without the woman noticing it,
leading to deerease-or loss of contraceptive protection. As Janess typically decreases
menstrual bleeding flow evertimesan increase of menstrual bleeding flow may be indicative
of an expulsion.

Partial expulsion may decrease the effectiveness of Janess.
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4.6 Fertility, pregnancy and lactation

Pregnancy
The use of Janess during an existing or suspected pregnancy is contraindicated. see section

4.3 Contraindications. Fhe-insertion—of Janess-inpregnant-woman-is-contraindicated
If the a woman becomes pregnant while using Janess, ectepic-pregrancy-sheuld-be

exeladedand-the system should be removed as soon as possible, since any intrauterine
contraceptive left in situ may increase the risk of abortion and preterm labour. Removal of
Janess or probing of the uterus may also result in spontaneous abortion. Ectopic pregnancy
should be excluded.
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