Kyleena® affectera-t-il ma
fertilité ?*

Kyleena® est complétement réversible. Cela
signifie que vous retrouverez votre niveau naturel
de fertilité apres le retrait de Kyleena®. Kyleena®
peut étre retiré a tout moment. Par conséquent, si
vous voulez de nouveau avoir des enfants,
Kyleena® peut étre retiré par votre professionnel
de santé en une seule visite rapide. Une fois que
Kyleena® est retiré, vous pouvez a nouveau
essayer d'avoir des enfants immédiatement.!

Quels sont les effets
secondaires de Kyleena® ?!

Kyleena® est généralement bien toléré, mais au fur
et a mesure que votre corps s’y adaptera, vous
pourrez ressentir certains effets secondaires. Voici
quelques-uns des effets secondaires les plus
courants que vous pourriez ressentir : maux de
téte, acné/peau grasse, altération des saignements,
douleurs abdominales, kystes ovariens. Au fur et a
mesure que votre corps s'habituera a Kyleena®, ces
effets secondaires tendront adisparaitre.

Si vous avez des inquiétudes concernant les effets
secondaires potentiels, veuillez en discuter avec
votre professionnel de santé.

Ou puis-je obtenir
davantage d'informations?

Nous espérons que cette brochure vous a été
utile. Pour toute question supplémentaire,
veuillez vous adresser a votre professionnel de
santé ou rendez-vous sur www.medicines.ie
pourplus dinformations.

Référence
1. RCP Kyleena® www.medicines.ie

Abbreviated Prescribing Information:

Kyleena 19.5 mg intrauterine delivery system. See full Summary of Product Characteristics (SmPC) before
prescribing. Presentation: The product consists of a whitish or pale yellow drug core (19.5mg levonorgestrel)
covered with a semi-opaque membrane, which is mounted on the vertical stem of a T-body. In addition, the
vertical stem contains a silver ring located close to the horizontal arms. Indication: Contraception for up to 5
years. Dosage and administration: Insertion into the uterine cavity using aseptic technique by physicians/
healthcare providers who are experienced in IUS (intrauterine delivery system) insertions and/or have undergone
training on the Kyleena insertion procedure. Follow full instructions for preparation for insertion, insertion and
removal/replacement, particularly with regard to timing and positioning. Kyleena can be distinguished from other
1USs by the combination of the visibility of the silver ring on ultrasound and the blue colour of the removal
threads. The T-frame of Kyleena contains barium sulphate which makes it visible in X-ray examination. The system
should be removed no later than by the end of the fifth year. If the woman wishes to continue using the same
method, a new system can be inserted immediately following removal of the original system. 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. After removal of Kyleena, the system should be examined to ensure that it is intact.
Elderly patients: Kyleena has not been studied in women over the age of 65 years. There is no indication for the
use of Kyleena in postmenopausal women. Paediatric population: Use of this product before menarche is not
indicated. Contraindications: Pregnancy; acute or recurrent pelvic inflammatory disease (PID) or conditions
associated with increased risk for pelvic infections; acute cervicitis or vaginitis; postpartum endometritis or
infected abortion during the past three months; cervical intraepithelial neoplasia until resolved; uterine or cervical
malignancy; progestogen-sensitive tumours, e.g. breast cancer; abnormal vaginal bleeding of unknown
aetiology; congenital or acquired uterine anomaly including fibroids which would interfere with insertion and/or
retention of the IUS (i.e. if they distort the uterine cavity); acute liver disease or liver tumour; hypersensitivity to
the active substance or to any of the excipients. Warnings and Precautions: Use with caution after specialist
consultation, or consider removal of the system if any of the following conditions exist or arise for the first time:
migraine, focal migraine with asymmetrical visual loss or other symptoms indicating transient cerebral ischemia;
exceptionally severe headache; jaundice; marked increase in blood pressure; severe arterial disease such as stroke
or myocardial infarction. May affect glucose tolerance, monitor the blood glucose concentration in diabetic users.
However, there is generally no need to alter the therapeutic regimen in diabetics using levonorgestrel - 1US.
Medical examination/consultation: Before insertion, a woman must be informed of the benefits and risks of
Kyleena, including the signs and symptoms of perforation and the risk of ectopic pregnancy, see below. A
physical examination including pelvic examination, examination of the breasts, and a cervical smear should be
performed. Pregnancy and sexually transmitted diseases should be excluded. Genital infections should be
successfully treated prior to insertion. The position of the uterus and the size of the uterine cavity should be
determined. Fundal positioning of Kyleena is important in order to maximize the efficacy and reduce the risk of
expulsion. Insertion and removal may be associated with some pain and bleeding. The procedure may precipitate
a vasovagal reaction (e.g. syncope, or a seizure in an epileptic patient). A woman should be re-examined 4 to 6
weeks after insertion to check the threads and ensure that the system is in the correct position. Follow-up visits
are recommended once a year thereafter, or more frequently if clinically indicated. Kyleena is not for use as a
post-coital contraceptive. The use of Kyleena for the treatment of heavy menstrual bleeding or protection from
endometrial hyperplasia during oestrogen replacement therapy has not been established. Ectopic pregnancy: In
clinical trials, the overall incidence of ectopic pregnancy with Kyleena was approximately 0.20 per 100 woman-
years. Approximately half of the pregnancies that occur during Kyleena use are likely to be ectopic. For women
who become pregnant while using Kyleena, the possibility of an ectopic pregnancy must be considered and
evaluated. Women with a previous history of ectopic pregnancy, tubal surgery or pelvic infection carry an
increased risk of ectopic pregnancy. Because an ectopic pregnancy may impact future fertility the benefits and
risks of using Kyleena should be carefully evaluated on an individual basis. Effects on the menstrual bleeding
pattern: Effects on the menstrual bleeding pattern are expected in most users of Kyleena. Those alterations are
a result of the direct action of levonorgestrel on the endometrium and may not correlate with the ovarian activity.
Irregular bleeding and spotting are common in the first months of use. Thereafter, the strong suppression of the
endometrium results in the reduction of the duration and volume of menstrual bleeding. Scanty flow frequently
develops into oligomenorrhea or amenorrhea. Pregnancy should be considered if menstruation does not occur
within six weeks of the onset of previous menstruation. A repeated pregnancy test is not necessary in subjects
who remain amenorrheic unless indicated by other signs of pregnancy. Pelvic infection: Pelvic infection has been
reported during use of any 1US or IUD. In clinical trials, PID was observed more frequently at the beginning of
Kyleena use. Before electing use of Kyleena, patients should be fully evaluated for risk factors associated with
pelvic infection (e.g. multiple sexual partners, sexually transmitted infections, prior history of PID). As with other
gynaecological or surgical procedures, severe infection or sepsis (including group A streptococcal sepsis) can
occur following IUD insertion, although this is extremely rare. If a woman experiences recurrent endometritis or
PID or if an acute infection is severe or does not respond to treatment, Kyleena must be removed. Expulsion: In
clinical trials with Kyleena, the incidence of expulsion was low (<4% of insertions) and in the same range as
reported for other IUDs and IUSs. Symptoms of partial or complete expulsion of Kyleena may include bleeding or
pain. However, the system can be expelled from the uterine cavity without the woman noticing it, leading to loss
of contraceptive protection. As Kyleena decreases menstrual flow, increase of menstrual flow 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. Partial expulsion may decrease the effectiveness of Kyleena. A
partially expelled Kyleena should be removed. A new system can be inserted at the time of removal, provided
pregnancy has been excluded. Perforation: Perforation or penetration of the uterine corpus or cervix by an
intrauterine contraceptive may occur, most often during insertion, although it may not be detected until
sometime later, and may decrease the effectiveness of Kyleena. In case of a difficult insertion and/or exceptional
pain or bleeding during or after insertion, the possibility of perforation should be considered and appropriate
steps should be taken, such as physical examination and ultrasound. Such a system must be removed; surgery
may be required. Physical examination may not be sufficient to exclude partial perforation. A large prospective
comparative non- interventional cohort study in users of other IUDs (N=61,448 women) with a 1-year
observational period, showed that both breastfeeding at the time of insertion and insertion up to 36 weeks after
giving birth were associated with an increased risk of perforation. Both risk factors were independent of the type
of IUD inserted. Extending the observational period to 5 years in a subgroup of this study (N=39009 women
inserted with another levonorgestrel- IUS or copper IUD, 73% of these women had information available over
the complete 5 years of follow-up), the incidence of perforation detected at any time during the entire 5-year
period was 2.0 (95% CI: 1.6-2.5) per 1000 insertions. Breastfeeding at the time of insertion and insertion up to
36 weeks after giving birth were confirmed as risk factors also in the subgroup that were followed up for 5 years.
The risk of perforations may be increased in women with fixed retroverted uterus. Re-examination after insertion
should follow the guidance given under the heading “Medical examination/consultation” which may be adapted
as clinically indicated in women with risk factors for perforation. Lost threads: If the removal threads are not
visible at the cervix on follow-up examinations, unnoticed expulsion and pregnancy must be excluded. Ultrasound
or, if appropriate, x-ray may be used to ascertain the correct position of Kyleena. Ovarian cysts/enlarged ovarian
follicles: Sometimes atresia of the follicle is delayed and folliculogenesis may continue. These enlarged follicles
cannot be distinguished clinically from ovarian cysts and have been reported in clinical trials as adverse drug
events in approximately 22.2 % of women using Kyleena including ovarian cyst, hemorrhagic ovarian cyst and
ruptured ovarian cyst. Should an enlarged follicle fail to resolve spontaneously, continued ultrasound monitoring
and other diagnostic/therapeutic measures may be appropriate. Psychiatric disorders: Depressed mood and
depression are well-known undesirable effects of hormonal contraceptive use. 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. Interactions:
Interactions can occur with medicinal products that induce microsomal enzymes, which can result in increased
clearance of sex hormones. Substances known to increase the clearance of levonorgestrel are Phenytoin,
barbiturates, primidone, carbamazepine, rifampicin, and possibly also oxcarbazepine, topiramate, felbamate,
griseofulvin, and products containing St. John's wort. The influence of these medicinal products on the efficacy
of Kyleena is not known. Many HIV/HCV protease inhibitors and non-nucleoside reverse transcriptase inhibitors
when co-administered with sex hormones can have variable effects on the clearance of levonorgestrel (i.e.
increase or decrease plasma concentrations of the progestin). Magnetic resonance imaging (MRI): Non-clinical
testing has demonstrated that a patient can be scanned safely after placement of Kyleena under the following
conditions: Static magnetic field of 3-Tesla or less, maximum spatial gradient magnetic field of 36000-Gauss/cm
or less and maximum whole body averaged specific absorption rate (SAR) of 4 W/kg in the First Level Controlled
mode for 15 minutes of continuous scanning. Fertility, pregnancy and lactation: Fertility: The use of a
levonorgestrel-releasing intrauterine system does not alter the course of future fertility. Upon removal of the
intrauterine system, women return to their normal fertility. Pregnancy: The use of Kyleena during an existing or
suspected pregnancy is contraindicated. If the woman becomes pregnant while using Kyleena, 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 Kyleena or probing of the uterus may also result in spontaneous abortion.
Ectopic pregnancy should be excluded. Clinical experience of the outcomes of pregnancies under Kyleena
treatment is limited due to the high contraceptive efficacy. Breast-feeding: A levonorgestrel-releasing IUS does
not affect the quantity or quality of breast milk. Small amounts of progestogen (about 0.1 % of the levonorgestrel
dose) pass into the breast milk in nursing mothers. Effects on ability to drive and use machines: Kyleena has
no known influence on the ability to drive or use machines. Undesirable Effects: Very common: headache,
abdominal/pelvic pain, acne/seborrhoea, bleeding changes including increased and decreased menstrual
bleeding, spotting, infrequent bleeding and amenorrhoea, ovarian cyst, vulvovaginitis; Common: depressed
mood/depression, decreased libido, migraine, dizziness, nausea, alopecia, upper genital tract infection,
dysmenorrhea, breast pain/discomfort, device expulsion (complete and partial), genital discharge, increased
weight; Uncommon: hirsutism, uterine perforation. With the use of levonorgestrel-US, cases of hypersensitivity
including rash, urticaria and angiooedema have been reported. Marketing Authorisation Number: PA
1410/081/001. Marketing Authorisation Holder/ Further information available from: Bayer Limited, 1st
Floor, The Grange Offices, The Grange. Brewery Road, Stillorgan, Co. Dublin, A94 H2K7. Tel.: (01) 2163300.
Classification for sale or supply: prescription only. Date of preparation: 11/2022. Approval number: MA-
KYL-IE-0001-1
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This leaflet is intended for women who have been
prescibed Kyleena®. Veuillez lire la notice patient
(PIL) incluse dans votre boite de Kyleena® pour
plus de détails.



Vous avez recu ce livret parce que vous
avez choisi Kyleena®, un petit systeme
intra-utérin (SIV) qui se place dans
votre utérus pour éviter une grossesse.

Kyleena® :!

¢ Un SIU, qui est une méthode de contraception
réversible a longue durée d'action (LARC)
Libére une faible dose d’hormones

Ne contient pas d'cestrogéne

Est utilisable que vous ayez eu ou non un enfant
auparavant

Convient aux femmes éligibles de tous ages qui
requiérent la contraception

Voici Kyleena®:!
Un petit systeme en plastique
flexible en forme de T qui se place

- -\.}f < dans votre utérus. Une fois posé,

VOUS vous ne devriez méme pas
vous apercevoir qu'il est la.

Quelle est l'efficacité
) de Kyleena® 2!

Kyleena est efficace a plus de 99 %
s'il est « utilisé parfaitement », ce qui
signifie que moins d'une femme sur
100 utilisant cette méthode pendant
un an tombera enceinte.

Kyleena® offre une contraception efficace pendant un
maximum de 5 ans, mais vous pouvez le retirer plus tot.

Serai-je protégée immeédiatement ?*

Si Kyleena®est posé dans les 7 jours suivant le début
de vos régles, vous serez immédiatement protégée
contre les grossesses.

Comment Kyleena® agit-il ?*
Kyleena® libere lentement une petite quantité d'hor-
mones, un progestatif appelé lévonorgestrel. Etant donné
que Kyleena® est placé dans l'utérus, il agit la ou c'est
nécessaire et seules de trés petites quantités d’hormones
penétrent dans votre circulation sanguine.

L'ovulation (la libération d'un ovule par les ovaires) se
poursuit généralement pendant l'utilisation de Kyleena®.

Col de lutérus

Vagin

Kyleena® prévient la grossesse en :!

e épaississant le mucus du col de votre utérus,
empéchant ainsi les spermatozoides de pénétrer
dans l'ovule pour le féconder

e amincissant 'endomeétre de votre utérus, ce qui
rend difficile la fixation d'un ovule

Que se passe-t-il lors de votre
rendez-vous pour la pose ?*

La mise en place de Kyleena® ne devrait pas prendre
plus de quelques minutes, mais vous aurez un
rendez-vous plus long afin que votre médecin ou
votre infirmier/ere puisse tout vous expliquer en
détail, s'assurer que vous n'étes pas enceinte et que
vous étes préte a continuer.

Une fois que vous étes a l'aise a cette idée et préte,
Kyleena® est posé dans l'utérus a l'aide d'un tube fin.

Votre médecin ou votre infirmier/ére vous apprendra
a vérifier que votre Kyleena® est bien en place en
trouvant et en palpant les fils.

Cela fera-t-il mal ?!

Vous pourriez ressentir des douleurs et/ou des vertiges
pendant ou apreés la pose, qui en général disparaitront
rapidement. Si vous souhaitez un antidouleur avant
l'insertion de Kyleena®, veuillez discuter avec votre
professionnel de santé d'un traitement antidouleur
preéventif. Apres l'insertion, vous pourriez ressentir des
douleurs semblables aux crampes menstruelles.
Toutefois, elles disparaissent généralement au bout de
quelques jours. Si vous ressentez une douleur intense
ou des saignements abondants apres l'insertion de
Kyleena® ou si la douleur/les saignements persistent
pendant plusieurs semaines, veuillez prendre
rendez-vous avec votre professionnel de sante

Une fois en place, vous ne devriez plus ressentir la
présence de votre Kyleena®.

Que se passe-t-il ensuite ??

Aprés linsertion, vous pourriez ressentir des douleurs
semblables aux crampes menstruelles. Toutefois, elles
disparaissent généralement au bout de quelques jours.
Si vous ressentez une douleur intense ou des
saignements abondants aprés l'insertion de Kyleena®,
ou si la douleur/les saignements persistent pendant
plusieurs semaines, veuillez prendre rendez-vous avec
votre médecin ou votre infirmier/ére.

Un contréle devrait vous étre proposé 4 a 6 semaines
apres la pose pour s'assurer que tout va bien.

A la fin de la cinquieéme année, votre Kyleena® devra étre
retiré par votre médecin ou votre infirmier/ére. Si vous
souhaitez continuer a utiliser Kyleena®, un nouveau peut
vous étre posé au cours du méme rendez-vous.

Mes regles vont-elles étre altérées ?!

Chaque femme est différente, mais Kyleena® est
susceptible d'affecter votre cycle menstruel, en
particulier au cours des 3 a 6 premiers mois suivant la
pose. Les saignements susceptibles de survenir
peuvent impliquer la présence de taches et de
saignements entre vos régles reguliéres alors que
votre utéruss'adapte a Kyleena®.

Cependant, quelques mois plus tard, vous
constaterez peut-étre que vos régles deviennent
moins abondantes, plus courtes ou s'arrétent
complétement. C'est normal.

Puis-je quand méme utiliser des
tampons ?!

Oui, étant donné que Kyleena® se trouve dans l'utérus
plutét que dans le vagin, vous pouvez continuer a utiliser
des tampons. Vous devez les changer avec précaution
afin de ne pas tirer sur les fils du Kyleena®. L'utilisation
des serviettes hygiéniques est recommandée.

Vais-je sentir Kyleena® pendant
les rapports sexuels ?*

Vous et votre partenaire ne devriez pas pouvoir sentir
votre Kyleena® pendant les rapports sexuels. Si vous
pensez le sentir, contactez votre médecin ou infirmi-
er/ere.

Kyleena® peut-il tomber ??

Il est possible, mais peu probable, que votre Kyleena® se
déplace de sa position. Si vous ressentez de la douleur
ou une augmentation des saignements, utilisez une
méthode de contraception barriére (comme des
préservatifs) et prenez rendez-vous avec votre médecin
ou votre infirmier/ére.

Puis-je tomber enceinte alors
que jutilise Kyleena® 21

Kyleena® est efficace a plus de 99 % pour chaque
année d'utilisation, il est donc peu probable que vous
tombiez enceinte pendant son utilisation. Quelques
femmes constatent que leurs regles changent ou
s'arrétent lorsqu'elles utilisent Kyleena®, l'absence de
régles ne signifie donc pas nécessairement que vous
étes enceinte.

Si vous étes inquiete ou si vous ressentez des
symptémes de grossesse comme des nausees, de la
fatigue ou une sensibilité des seins, il est préférable
de consulter votre médecin ou votre infirmier/ere
dés que possible.

Si vous tombez enceinte alors que vous utilisez
Kyleena®, il est possible que la grossesse se déve-
loppe en dehors de l'utérus; c'est ce qu'on appelle
une grossesse extra-utérine. Les symptdémes typiques
d’'une grossesse extra-utérine sont les suivants :

une absence de régles suivie de saignements
persistants ou de douleurs

une douleur sévére ou constante dans le bas-ventre

les symptomes habituels de la grossesse comme
des nausées et de la fatigue, mais vous présentez
aussi des saignements et des vertiges

un test de grossesse positif!

Puis-je arréter d'utiliser Kyleena® ?*

Kyleena® peut étre retiré par un professionnel de
santé. Vous pouvez choisir d'arréter d'utiliser
Kyleena® a tout moment. Parlez-en a votre médecin
ou a votre infirmier/ére et ils prendront les
dispositions nécessaires pour le retirer.




