2022 xMao
,N/TA21 /X9
,N/T201 N/nzN

TN
Janess
INTRAUTERINE DELIVERY SYSTEM
LEVONORGESTREL13.5mg

10TV NDXT71 X907 DRIy D VITINY NTAONN 1K NNan

D'WONY NNYINAN NITNNN

Contraception for up to 3 years.
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4.2 Posology and method of administration

Posology

If pregnancy is not desired, the removal should be carried out within 7 days of the onset of
menstruation, provided the woman is experiencing regular menses. If the system is removed
at some other time during the cycle or the woman does not experience regular menses and the
woman has had intercourse within a week, she is at risk of pregnancy To ensure continuous
contraception a new system should be immediately inserted or an alternative contraceptive

method should have been initiated. urless-a-new-system-is-inserted-immediately-folowing
removak:

Method of administration

Janess is supplied with a patient reminder card in the outer carton. Complete the patient
reminder card and give it to the patient, after insertion.
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4.4 Special warnings and precautions for use

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
Janess 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 Janess has been
confirmed.

A partially expelled Janess should be removed. A new system can be inserted at the time of
removal, provided pregnancy has been excluded.

4.6 Fertility, pregnancy and lactation

Pregnancy

The insertion of Janess in pregnant women is contraindicated (See section 4.3).

If a woman becomes pregnant while using Janess, ectopic pregnancy should be excluded and
the system should be removed as soon as possible, timely-remeval-efthe-systems
recommended 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. 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be withdrawn, she should be informed about the risks and the possible consequences of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.
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In addition, an increased risk of virilising effects in a female foetus because of the intrauterine
exposure to Ievonorqestrel cannot be excluded Beeaueeef—the—mtr&ueeemeadmmsr&nd

place: 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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