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Vai Kyleena® ietekmēs manu 
auglību?1

Kādas ir Kyleena® 
blakusparādības?1

Kyleena® panesība parasti ir laba, taču laikā, kamēr 
jūsu ķermenis pie tās pierod, var būt novērojamas 
dažas blakusparādības. Visbiežāk novērojamās 
blakusparādības, ar ko varat saskarties, ir 
galvassāpes, akne/taukaina āda, asiņošanas 
izmaiņas, sāpes vēderā, olnīcu cista. Jūsu 
ķermenim pierodot pie Kyleena®, šis 
blakusparādības parasti pazūd. 
Lūdzu, runājiet ar savu veselības aprūpes 
speciālistu, ja jums ir kādas bažas par iespējamām 
blakusparādībām.

Kur varu saņemt papildu 
informāciju?
Ceram, ka šī brošūra bija informējoša. Ja jums 
ir papildu jautājumi, lūdzu, uzdodiet tos savam 
veselības aprūpes speciālistam vai skatiet vietni 
www.medicines.ie, lai iegūtu papildu 
informāciju.

This leaflet is intended for women who have been 
prescibed Kyleena®. Lūdzu, izlasiet zāļu lietošanas 

pamācību, kas ievietota Kyleena® kastē, lai uzzinātu 
visu informāciju. 

Kyleena® ievietošana ir pilnībā atgriezeniska. 
Tas nozīmē, ka jūsu dabiskais auglības līmenis 
atgriezīsies pēc Kyleena® izņemšanas. Kyleena® 
var jebkurā laikā izņemt. Proti, ja plānojat 
grūtniecību, Kyleena® viena īsa apmeklējuma laikā 
var izņemt jūsu veselības aprūpes speciālists. Kad 
Kyleena® ir izņemta, grūtniecība var iestāties 
uzreiz.1

Latvian Leaflet

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 
IUSs 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 - IUS. 
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 IUS 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-IUS, 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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Vai jutīšu Kyleena® seksa laikā?1

Vai Kyleena® var izkrist?1

Vai varu pārtraukt izmantot 
Kyleena®?1

Kyleena®:1

Šī ir Kyleena®1

Vai aizsardzība iestāsies uzreiz?1

Kā Kyleena® darbojas?1 

Kyleena® novērš grūtniecības iestāšanos šādā veidā:1

Vai ievietošana sāpēs?1

Kas notiks pēc tam?1

Vai manas menstruācijas 
mainīsies?1

Vai varēšu turpināt izmantot 
tamponus?1

Dzemde

Diegi
Dzemdes kakls

Vagīna• IUS, kas ir ilgtermiņa, atgriezeniska kontracepcija 
(long-acting reversible contraception – LARC)

• izdala nelielu hormonu devu

• nesatur estrogēnu

• to var izmantot neatkarīgi no tā, vai jums ir bijis bērns

• piemērota visu vecumu sievietēm, kurām 
nepieciešama kontracepcija

Jūs saņēmāt šo bukletu, jo izvēlē-
jāties Kyleena® – nelielu intrauterīnu 
sistēmu (IUS), kas ir ievietota dzemdē 
ar nolūku izsargāties no grūtniecības. 

Cik efektīva ir 
Kyleena®?1

Kyleena® lēni izdala nelielu devu hormona – 
progestogēna, ko sauc par levonorgestrelu. Tā kā 
Kyleena® ir ievietota dzemdē, tā darbojas tieši tur, kur 
nepieciešams, un jūsu asinsritēnonāks tikai ļoti neliels 
hormona daudzums. 

Kyleena® nodrošina efektīvu kontracepciju 5 gadus, bet 
varat to izņemt ātrāk.

Ja Kyleena® ir ievietota 7 dienu laikā pēc menstruāciju 
sākuma, aizsardzība pret grūtniecības iestāšanos sāks 
darboties uzreiz.

Kyleena ir vairāk nekā 99 % efektīva, 
ja to “izmanto perfekti”, kas nozīmē, 
ka mazāk nekā vienai sievietei no 
100, kas izmanto šo metodi vienu 
gadu, iestāsies grūtniecība.

Neliela, elastīga T veida plastmasas 
ierīce, kas tiek ievietota jūsu 
dzemdē. Pēc ievietošanas tai 
nevajadzētu būt jūtamai.

Kyleena® var izņemt veselības aprūpes speciālists. 
Jūs jebkurā laikā varat pieņemt lēmumu pārtraukt 
izmantot Kyleena®. Aprunājieties ar ārstu vai 
medmāsu un viņi noorganizēs tās izņemšanu. 

Vai varu palikt stāvoklī, kamēr 
izmantoju Kyleena®?1

Kyleena® efektivitāte katrā lietošanas gadā pārsniedz 
99 %, tādēļ ir maz ticams, ka tās lietošanas laikā jums 
var iestāties grūtniecība. Dažās sievietes ir novēro-
jušas, ka viņu menstruācijas mainās vai pazūd, sākot 
lietot Kyleena®, tādēļ menstruāciju neesamība 
nenozīmē, ka jums ir iestājusies grūtniecība.

Ja jūs izjūtat tādus grūtniecības simptomus kā nelaba 
dūša, nogurums vai jūtīgas krūtis vai jūs tie uztrauc, 
ir ieteicams pēc iespējas drīzāk apmeklēt ārstu vai 
medmāsu.

Ja jums iestājas grūtniecība, kamēr lietojat Kyleena®, 
pastāv iespēja, ka grūtniecība var iestāties ārpus 
dzemdes, ko sauc pār ārpusdzemdes grūtniecību. 
Daži tipiski ārpusdzemdes grūtniecības simptomi ir:

• menstruācijas, kas kavējas un kam seko nepārejoša 
asiņošana vai sāpes

• spēcīgas vai nepārejošas sāpes vēdera apakšējā daļā

• parastie grūtniecības simptomi, piemēram, nelaba 
dūša un nogurums, taču jums ir arī asiņošana un 
reibonis

• pozitīvs grūtniecības tests1

Ir iespējams, bet maz ticams, ka Kyleena® izkustās. 
Ja izjūtat sāpes vai asiņošana paliek stiprāka, kā 
kontracepciju izmantojiet barjermetodi (piemēram, 
prezervatīvu) un piesakiet apmeklējumu pie ārsta vai 
medmāsas.

Pēc ievietošanas, iespējams, izjutīsiet nelielas sāpes, 
kas līdzīgas menstruālajiem krampjiem. Taču šī sajūta 
parasti dažu dienu laikā pazūd. Ja  pēc tam, kad 
Kyleena® ir ievietota, jūtat spēcīgas sāpes vai novērojat 
stipru asiņošanu, vai sāpes/asiņošana nepāriet vairāk 
nekā pēc pāris nedēļām, ieplānojiet apmeklējumu pie 
sava ārsta vai medmāsas. 

Jums būtu jāsaņem piedāvājums ierasties uz 
pārbaudes apmeklējumu 4–6 nedēļas pēc 
ievietošanas, lai pārliecinātos, ka viss ir kārtībā. 

Piektā gada beigās jūsu ārstam vai medmāsai ir jāizņem 
Kyleena®. Ja vēlaties turpināt izmantot Kyleena®, jums 
var ievietot jaunu IUS tā paša apmeklējuma laikā.

Katrai sievietei tas izpaužas citādi, bet, iespējams, ka 
Kyleena® ietekmēs jūsu menstruālo ciklu, it īpaši 
3–6 mēnešus pēc ievietošanas. Novērojamā asiņošana 
var izpausties kā smērēšanās vai asiņošana starp 
regulārajām menstruācijām, kamēr jūsu dzemde 
pielāgojas Kyleena®. 

Taču dažus mēnešus vēlāk ir iespējams, ka asiņošana 
menstruāciju laikā paliek vieglāka, saīsinās tās ilgums 
vai tā pazūd pavisam. Tas ir normāli.

Jums un jūsu partnerim nevajadzētu just Kyleena® 
seksa laikā. Ja jums šķiet, ka to jūtat, sazinieties ar 
savu ārstu vai medmāsu.

Jā, tā kā Kyleena® tiek ievietota dzemdē, nevis vagīnā, 
jūs varat turpināt izmantot tamponus. Tie ir jāmaina 
uzmanīgi, lai neizvilktu diegus, kas piestiprināti 
Kyleena®. Ir ieteicams izmantot higiēniskās paketes.

Kyleena® lietošanas laikā ovulācija (olšūnas 
atbrīvošanās no olnīcas) parasti turpinās.

• dzemdes kakla gļotas paliek biezākas, neļaujot 
spermai nokļūt tālāk un apaugļot olšūnu

• dzemdes epitēlijs paliek plānāks, apgrūtinot 
olšūnas ieligzdošanos

Kas notiek ievietošanas 
apmeklējuma laikā?1

Kyleena® ievietošanai nevajadzētu aizņemt vairāk par 
pāris minūtēm, taču jūsu apmeklējums būs ilgāks, lai 
jūsu ārsts vai medmāsa varētu ar jums par visu 
aprunāties, pārliecināties, ka jums nav iestājusies 
grūtniecība un ka esat ar mieru veikt procedūru. 

Kad jums ir ērti un esat gatava, Kyleena® tiek ievietota 
dzemdē, izmantojot šauru caurulīti. 

Jūsu ārsts vai medmāsa jums iemācīs, kā pārbaudīt, 
vai jūsu Kyleena® atrodas tai paredzētajā vietā, 
atrodot un sajūtot diegus.

Ievietošanas laikā vai pēc tās varat izjust nelielas sāpes 
un/vai reiboni, kas drīz pēc tam pāriet. Ja pirms 
Kyleena® ievietošanas vēlaties saņemt atsāpināšanu, 
lūdzu, jautājiet savam veselības aprūpes speciālistam 
par preventīviem sāpju mazināšanas līdzekļiem. Pēc 
ievietošanas, iespējams, izjutīsiet nelielas sāpes, kas 
līdzīgas menstruālajiem krampjiem. Taču šī sajūta 
parasti dažu dienu laikā pazūd. Ja pēc tam, kad 
Kyleena® ir ievietota, jūtat spēcīgas sāpes vai stipru 
asiņošanu, vai sāpes/asiņošana nepāriet vairāk nekā 
pēc pāris nedēļām, ieplānojiet apmeklējumu pie sava 
veselības aprūpes speciālista

Pēc ievietošanas Kyleena® nevajadzētu būt jūtamai.

*N
ea

tb
ils

t 
fa

kt
is

ka
ja

m
iz

m
ēr

am


