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4.2. Posology and method of administration
Posology
Insertion andremovalireptacement

Table 1: When to insert Kyleena in women of fertile age

Starting Kyleena

- Exclude pregnancy before insertion (see section 4.3 Contraindications).
Consider the possibility of ovulation and conception before using this
product. Kyleena is not suitable for use as a post-coital contraceptive.

- Kyleena should be inserted into the uterine cavity within 7 days of the onset
of menstruation. In this case Kyleena provides contraceptive protection
upon insertion and no back-up contraception is needed.

- If insertion within 7 days of the onset of menstruation is not possible or the
woman does not experience regular menses, Kyleena may be inserted at
any time during the menstrual cycle provided that the healthcare
professional can reliably exclude the possibility of prior conception.
Following insertion, a barrier method of contraception should be used or
the patient should abstain from vaginal intercourse for the next 7 days to
prevent pregnancy.
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Postpartum insertion In addition to the instructions above (Starting Kyleena):

Postpartum insertions should be postponed until the uterus is fully
involuted, however should not be performed earlier than 6 weeks after
delivery. If involution is substantially delayed, consider waiting until 12
weeks postpartum.

Insertion after first Insert Kyleena immediately after a first-trimester abortion.or miscarriage
trimester abortion or unless it is a septic abortion (See contraindications). In this case no back-up
miscarriage contraception is needed.

Switching to Kyleena from | If inserted during active use of oral contraceptive, insert Kyleena at any time,
an oral or vaginal hormonal | including during the hormone-free interval. Continue taking the oral

contraceptive contraceptive until the end of the current treatment cycle.
Replacing Kyleena Kyleena can be replaced by a new system at any time in the menstrual cycle.

In this case no back up contraception is needed.
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