Ar ,Kyleena®" paveiks mano
vaisingumag??

.Kyleena®” yra grjztamosios kontracepcijos
priemone. Tai reiskia, kad jusy vaisingumas grjs |
ankstesn;j lygj, kai ,Kyleena®" bus iSimta. ,Kyleena®”
galima iSimti bet kuriuo metu. Todél, jei nuspresite
pastoti, ,Kyleena® bus galima isSimti trumpam
apsilankius pas sveikatos priezitros specialistg. Kai
.Kyleena®” bus iSimta, i$ karto galite meginti
pastoti.!

Kokie yra ,Kyleena®
Salutiniai poveikiai?!

Paprastai ,Kyleena® gerai toleruojama, taciau, jasy
organizmui prie jos prisitaikant, gali pasireiksti
Salutiniy poveikiy. Dazniausiai pasireiskia tokie
Salutiniai poveikiai kaip galvos skausmas, spuogai
arba odos riebumas, kraujavimo pokyciai, pilvo
skausmas, kiausidziy cista. Kai organizmas pripranta
prie ,Kyleena®’, paprastai Sie $alutiniai poveikiai
iSnyksta.

Pasitarkite su sveikatos prieziuros specialistu, jei
nerimaujate dél galimy Salutiniy poveikiy.

Kur galiu gauti daugiau
informacijos?

Tikimes, kad Sis lankstinukas buvo naudingas.
Jei turite papildomy klausimy, pasikonsultuokite
su sveikatos prieziuros specialistu arba
apsilankykite svetaineje www.medicines.ie,
kurioje rasite daugiau informacijos.
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1. ,Kyleena®" vaisto charakteristiky santrauka svetainéje 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®. Perskaitykite iSsamig
informacija, pateikta paciento informacijos lapelyje
(PIL), kurj rasite ,Kyleena®" dézutéje.



Si lankstinuka gavote, nes pasirinkote
.Kyleena®" — mazg vartojimo j gimdos
ertme sistemg (VGES), jdedamg j
gimdga siekiant iSvengti néstumo.

Kyleena®!

o Tai yra VGES, ilgalaikés, grjztamosios
kontracepcijos (IGK) priemoné

e |3skiria nedidele hormono doze

e Sudétyje néra estrogeno

e Tinka ir gimdziusioms, ir negimdziusioms
moterims

¢ Gali naudoti bet kokio amziaus moterys, kurioms
reikalinga kontracepcijos priemoné

Stai, kaip atrodo ,Kyleena®"!
Tai yra maza, lanksti, T formos

/—\_\_}r\‘ priemong, jdedama j gimda. |detos

sistemos net neturetumeéte justi.

Koks ,Kyleena®”
veiksmingumas??

IJ .Kyleena” veiksmingumas didesnis
kaip 99 % idealaus vartojimo atveju,
o tai reiskia, kad pastoja maziau nei
viena moteris i$ 100 motery,
naudojanciy §j metoda vienus metus.

.Kyleena®" uztikrina veiksmingg kontracepcijq iki

5 mety, bet jg galima iSimti anksciau.

Ar busiu apsaugota is karto??

Jei ,Kyleena®” bus jdéta per 7 dienas nuo menstruacijy
pradzios, nuo néStumo busite apsaugota is$ karto.

Kaip veikia ,Kyleena®??

.Kyleena®” letai iSskiria mazg kiekj hormono
progestogeno, vadinamo levonorgestreliu. ,Kyleena®”
jdéjus j gimda, ji veikia ten, kur reikia, todel tik labai
mazas kiekis hormono patenka j kraujotaka.

Ovuliacija (kiausinelio pasisalinimas is kiausidziy)
paprastai vyksta ir toliau, jdéjus ,Kyleena®”.

.Kyleena®” nuo néstumo apsaugo toliau nurodytais bldais.*

o Kaklelio gleiviné pastoréja, todél sperma negali
prasiskverbti ir apvaisinti kiausinélio

e Gimdos vidinis sluoksnis suplonéja, todél
kiauSinéliui sunkiau prisitvirtinti

Kaip vyksta jdejimo
procedura??

.Kyleena®” jdéjimas paprastai trunka kelias minutes,
taciau uztruksite Siek tiek ilgiau, nes gydytojas arba
slaugytojas viska iSsamiai paaiskins, jsitikins, kad
nesate néscia, ir sutinkate testi procedura.

Kai bUsite pasirengusi, ,Kyleena®" bus jdéta j gimdg
naudojant plong vamzdel|.

Gydytojas arba slaugytojas parodys, kaip surasti ir
apciuopti sitlus norint patikrinti, ar ,Kyleena®”
nepasislinko is savo vietos.

Ar skaudes?!

Dedant sistemg arba po to galite justi nestipry skausma
ir (arba) galvos svaigima,taciau paprastai jie greitai
praeina. Jei pageidaujate gauti nuskausminamuyjy pries
dedant ,Kyleena®’, pasikalbékite su sveikatos priezitros
specialistu apie skausmo malsinimo priemones. |dejus
galite justi nestipry skausmg, primenantj menstruacijy
spazmus. Taciau jis paprastai praeina per kelias dienas.
Jei jdejus ,Kyleena® kamuoja stiprus skausmas, gausiai
kraujuojate arba skausmas ar kraujavimas tesiasi kelias
savaites, apsilankykite pas sveikatos priezitros
specialista.

Kai sistema bus jdéta, neturétuméte justi ,Kyleena®”.

Kas bus veliau??!

|d€jus galite justi nestipry skausmg, primenant;
menstruacijy spazmus. Taciau jie paprastai praeina per
kelias dienas. Jei jdéjus ,Kyleena® kamuoja stiprus
skausmas, gausiai kraujuojate arba skausmas ar
kraujavimas tesiasi ilgiau kaip kelias savaites,
apsilankykite pas gydytoja arba slaugytoja.

Jums tikriausiai bus pasiulyta atvykti pasitikrinti po
4-6 savaiciy nuo jdejimo, siekiant jsitikinti, kad viskas
yra gerai.

Baigiantis penkeriy mety laikotarpiui, ,Kyleena®" turi
iSimti gydytojas arba slaugytojas. Jei norésite ir toliau
naudoti ,Kyleena®”, naujg sistemga bus galima per t3g
patj apsilankyma.

Ar pasikeis menstruacijos??

Visos moterys skirtingos, taciau dél ,Kyleena®”
tikriausiai pakis menstruacijy ciklas, ypac per pirmus
3—6 ménesius po jdejimo. Galite pastebeti tepimg ar
kraujavima laikotarpiu tarp jprasty menstruacijy, kol
gimda prisitaikys prie ,Kyleena®".

Vis délto, pragjus keliems ménesiams, menstruacijos
gali tapti lengvesnés, trumpesnés ar apskritai iSnykti.
Tai yra normalu.

Ar galiu ir toliau naudoti
tamponus?!

Taip. Kadangi ,Kyleena®" jdedama j gimdg, o ne
vaging, galite ir toliau naudoti tamponus. Juos keiskite
atsargiai, kad nepatrauktumeéte ,Kyleena® sidly.
Patariame naudoti higieninius jklotus.

Ar galima justi ,Kyleena®”
lytiniy santykiy metu?!

Lytiniy santykiy metu nei jus, nei jusy partneris
neturétumete justi ,Kyleena®”. Jei juntate, kreipkités |
gydytojg arba slaugytoja.

Ar ,Kyleena®” gali iSkristi?!

Nors néra tikétina, ,Kyleena®" gali pasislinkti i$ savo
vietos. Jei kamuoja skausmas arba gausiau kraujuojate,
naudokite barjerines kontracepcijos priemones (pvz.,
prezervatyvus) ir apsilankykite pas gydytojg arba
slaugytoja.

Ar galiu pastoti jdejus
.Kyleena®??

.Kyleena® veiksmingumas didesnis kaip 99 %
kiekvienais naudojimo metais, todel nera tiketina, kad
Jg jdéjus pastosite. Kai kurioms moterims
menstruacijos pakinta arba iSnyksta naudojant
.Kyleena®”, todeél tai, kad menstruacijy néra, nebutinai
reiskia, jog pastojote.

Jei nerimaujate arba pasireiskia nestumo simptomuy,
pvz., pykinimas, nuovargis ar kruty jautrumas,
geriausia kuo greiciau apsilankyti pas gydytoja arba
slaugytoja.

Jei jdéjus ,Kyleena®” pastosite, vaisius gali vystytis uz
gimdos, tai vadinama negimdiniu nestumu. Toliau
nurodyti keli jprasti negimdinio neStumo simptomai

o Atéjus laikui menstruacijy néra, tada prasideda
kraujavimas arba kamuoja skausmas

¢ Juntamas stiprus arba nuolatinis skausmas pilvo
apacioje

¢ Pasireiskia jprasti néStumo simptomai, pvz.,
pykinimas ir nuovargis, tac¢iau taip pat vargina
kraujavimas ir galvos svaigimas

o Néstumo testo rezultatas yra teigiamas.*

Ar galiu nustoti naudoti
.Kyleena"®??

.Kyleena® turi iSimti sveikatos priezitros specialistas.
Bet kuriuo metu galite nuspresti nebenaudoti
«Kyleena®”. Pasikalbékite su gydytoju ar slaugytoja dél
iSémimo.




