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Contraception for up to 5 years.
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4. CLINICAL PARTICULARS

4.4 Special warnings and precautions for use

Expulsion

In clinical trials with Kyleena, the incidence of expulsion was low (<4% of insertions) and in the same
range as that reported for other IUDs and [USs. Symptoms of the partial or complete expulsion of
Kyleena may include bleeding or pain. However, partial or complete expulsion can occur without the
woman noticing it, leading to decrease or loss of contraceptive protection. As Kyleena typically
decreases menstrual bleeding over time, an increase of menstrual bleeding may be indicative of an
expulsion.

Risk of expulsion is increased in

- Women with history of heavy menstrual bleeding

- Women with greater than normal BMI at the time of insertion; this risk increases gradually with
increasing BMI

Women should be counselled on possible signs of expulsion and how to check the threads of Kyleena and
advised to contact a healthcare professional if the threads cannot be felt. A barrier contraceptive (such as
a condom) should be used until the location of Kyleena has been confirmed.
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A partially expelled Kyleena should be removed. A new system can be inserted at that the time
of removal, provided pregnancy has been excluded.

4.6 Fertility, pregnancy and lactation
Pregnanc

The insertion of Kyleena in pregnant women is contraindicated (see section 4.3).

If a woman becomes pregnant while using Kyleena ectopic pregnancy should be excluded and the
system should be removed as soon as possible, timmelyremoval-ofthe-systemisrecommended since any
intrauterine contraceptive left in situ may increase the risk of abortion and preterm labour. Removal of
Kyleena or probing of the uterus may also result in spontaneous abortion. If the woman wishes to
continue the pregnancy and the system cannot be withdrawn, she should be informed about the risks and
the possible consequences of premature birth to the infant. The course of such a pregnancy should be
closely monitored. The woman should be instructed to report all symptoms that suggest complications
of the pregnancy, like cramping abdominal pain with fever.

In addition, an increased risk of virilising effects in a female foetus because of the intrauterine exposure
to levonorgestrel cannot be excluded. There have been isolated cases of masculinisation of the external
genitalia of the female foetus following local exposure to levonorgestrel during pregnancy with an LNG-

IUS in place.
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