IHCTPYKIIA
AJI MeIMYHOI'0 3aCTOCYBAaHHA Npenapary

KAUJEC®
(JAYDESS®)

Cknao:

Oiloua pe4o8uHa: ICBOHOPTECTPET;

1 BHYTpIIIHFOMATKOBA CUCTEMa MICTHTB JIeBOHOprecTpeny 13,5 mr;

OONOMICHT peyosuHU: SITPO eACTOMEDP IO IMMETHIICHIIOKCAHY,

eJlacToMep TOJiANMETUIICHIIOKCAH, 3aTIOBHCHHUI KpEeMHIeM; ToTieTriieH; 6apito cynbdar; 3amiza okcun (E 172);
cpioio (E 174).

Jlikapcbka ¢opma. BHyTpIlIHBOMAaTKOBA CUCTEMA 3 JIEBOHOPTECTPEIIOM.
Ocnogni Qizuxo-ximiuni eracmugocmi: BHyTPIITHHOMATKOBA CUCTEMA 31 CPIOHUM KUTbIIeM, 0€3 BUIMMHX
yIkomkeHb. Kotip pe3epByapy 3 Ait0400 PEYOBHHOIO — OimyBaTHii 200 0J1110—KOBTHH.

dapmakoTepaneBTU4YHA rpyna. KoHTpanenTus ajs MiCIIEBOr0 3aCTOCYBaHHs. BHyTpillIHboMaTKOBUI
KOHTpPAIENTUB.
Kox ATC G02B A03

Dapmakono2iuni eracmueocmi.

Dapmakoounamixa.

Cucrema /xainec® mae nmepeBakHO MICIIEBHI MPOTECTONCHOBUH BIIUB HA TMTOPOXKHUHY MATKH.

Bucoka KOHIIEHTpallisl IEBOHOPTECTPENTy B €HAOMETPIi MPUTHIYYE CUHTE3 €HJOMETPIaTbHOTO €CTPOTEHY Ta
MIPOreCcTepOHOBI penentopu. EHnomMeTpiii cTae BIIHOCHO HEUYTJIMBUM JI0 LIUPKYJIIOIOYOTO €CTPAIIONy,
BiJIMiUa€eThCs 3HAUHUH aHTUNpoideparuBHuil edext [1pu 3acTocyBanni cucremu [xaiinec® cnocrepiranu
MOPQOJIOTIUHI 3MIHU €HIOMETPIS 1 ClIa0Ky PEaKIlito Ha CTOPOHHE TIIGTYIIECHHS IEPBIKAIBHOTO CIIU3Y
MOTIEPEKYE MMPOXOHKEHHS CIIEPMU Uepe3 IepBiKaIbHUN KaHal MiclieBe MIKpOOTOUEHHS MaTKH 1 (haJIJIONmi€BUX
TpyO MPUTHIUYE PYXJIHMBICTH 1 (PYHKIIIO CIIEPMATO301/1iB, MOMEPEHKYIOUH 3aIUTITHEHHS. Y XO0/1 KIIHIYHUX
JOCHIKEeHb cucTeMu Jxaiinec® oByIsAIio BiAMidan y OUTBIIOCTI JOCHTIKYBAaHUX JKIHOK 13 BIATOBIAHOT MiATPyIIH.
O3Haku OBYJISIIIT TPOTATOM TIEPIIOTO POKY Oy BimMiueHO Yy 34 i3 35 sKIHOK, MPOTATOM JIPYroro poky y 26 i3 27
KIHOK, TIPOTATOM TPETHOTO POKY — B YCiX 27 ®KIHOK

Kniniuna egpexmuenicmo ma be3nexa

KonrtpanentuBHy epekTHBHICTh crucTeMu [[xaliaec® omiHIOBaIH y KIIHIYHOMY AOCHIHKEHHI, 0 BKI04aio 1432
K1HKHU BikoM 18-35 pokiB, y Tomy uncii 38,8 % (556) xiHOK, 110 HIKOJIM HE HApPOKyBalH, 13 akux 83,6 % (465) He
Mae o 1HO1 BaritHOCT. 3a 1 pik inaekc [lepna cranosus 0,41 (95 % nowipunii inTepsan 0,13—0,96), a gepes 3
poku innekc [lepna 6yB 0,33 (95 % nosipuwmii intepsan 0,16-0,60). YacToTa KOHTpalleNTUBHUX HEBIAY 3a 1 pik
cranHoBmia 6mu3bko 0,4 %, cykymHa yacTora HeBaad ctanoBuia 01u3sko 0,9 % 3a 3 poku. Y 3a3Ha4eHiil 4acToTi
HEBJIay TaKOX BPaXOBaHO BariTHOCTI BHACIIOK HETIOMIYEHOI eKCIyJbCii 1 mepdopariii. Bukopucranmwucremu 13
JICBOHOPTECTPEJIOM HE BIUIMBAE HA MOJANBITY (epTHIBHICTD KiHKHU. [Tprbmmsno y 80 % xiHOK, siKi Oaxanu
3aBariTHITH, 3a49aTTs MaJIO MICII€ TPOTITOM NepIux 12 MiCsIIiB Mics BUIAICHHS CUCTEMU

[Tpu 3acTocyBanHi cuctemu Jlkaiinec® 3MiHM XapakTepy nepediry MeHCTpyalliil € HacaiAKoM mpsMoi aii
JIEBOHOPTECTPEITy Ha CHAOMETPIH 1 He 3ajIe)KaTh BiJl OBapiaJIbHOTO IUKY. Y JKIHOK 13 pI3HUMHU BapiaHTaMH
nepediry KpoBoTed BIACYTHS YiTKa PI3HUIS MIXK PO3BUTKOM (DOJIIKYJIiB, OBYJISLIIEIO Ta CHHTE30M €CTPAIiofNy i
MporecTepony. Y mpolieci mpurHideHHs npoJidepartii eHIoOMETpisl MPOTATOM MEPITUX MICSIIB 3aCTOCYBaHHS MOXKE
criocTepiratucs OiIbII IHTEHCMBHE KPOBOMa3aHHs. 3roJIOM i 4ac 3aCTOCyBaHHs cucteMu [[xaline® cuibHe
MIPUTHIYCHHS €HIOMETPisl PU3BOIUTH J0 3HIKCHHS TPUBAIOCTI Ta 00’ €My MEHCTpyalbHUX KpoBoTed. Taki cimabki
KpPOBOTEY1 YaCTO MEPEPOCTAIOTH B OJITOMEHOPEI0 200 ameHopero. DyHKITiS SEYHUKIB 3THIIAETHCS HOPMAIBLHOTO, 1
BIJIMOBITHUMA PIBEHb €CTPATIONY MIATPUMYETHCS, HABITh SKIO Y KIHKH CIIOCTEPITa€ThCsl aMeHOpes

Jloxniniuni oawi 3 6e3nexu.



JlaH1 peneBaHTHUX JOCIHIKEHb 3 OLIHKH (papMakonoriunoi 0e3neku, (papMakOKiHETUKH, TOKCHYHOCTI, BKIIFOYAIOYH
TF€HOTOKCHYHICTb Ta KaHIIEPOT€HHUI MOTEHI1all, HE BKa3ylOTh Ha ICHYBaHHs Oy/1b-IKOT0 CHELU(PIYHOTO PU3HKY
JUISL JTIOJICBKOTO OPTaHi3My.
Dapmarokinemuxa.
JleBoHOprecTpen BUAUIAETHCS y TOPOKHUHY MAaTKH Ta Jiie MiclieBo. KprBa BUBIIBHEHHS N ViVo XapaKTEepPU3YEThCS
PI3KMM CTapTOBUM 3HIDKEHHSIM 3 MOJAIBIINM MOCTYTIOBUM YIIOBIIBHEHHSIM, IPU3BOJISYH 10 HE3HAYHHUX 3MiH
MiCJIs NEePIIOro POKY 3aCTOCYBAHHS CUCTEMH 1 JI0 KiHI MPU3HAUYEHOTO TPETHOI'0 POKY BUKOPUCTaHHS CUCTEMHU.
BusHaueHa 1HTEHCUBHICTh BUBUIBHEHHS IIPENapaTy in vivo y pi3HUX YaCOBUX MPOMDKKaX MpeCTaBIeHa y TaOIuIll
1.

Taomms 1
[HTEeHCUBHICTh BUBLIBHEHHS Mpenapary in vivo, sika 6a3y€eTbcs Ha JAHUX 3QJIMIIKOBOTO BMICTYeX Vivo .
Yac

BusHadeHa iHTEeHCHBHICTHh BUBLJIbHEHHSA
npenapary in vivo (Mikporpam/24 rogusu)

24 mHi micasa BBEACHHS

14 |




60 nHIB miciiA BBEICHHSI

10




3 pOKH MicIisl BBECHHS




CepenHe 3HaUeHHs 3a 3 poKU







Abcopbyia. Ha ocHOB1 BUMIpIOBaHb KOHIIGHTPALIlM y CUpOBATIIi O0yJI0 BU3HAYEHO, 10 MiCTs BBEACHHS CUCTEMU
Jxaiinec® JeBOHOPTECTPEN MOYMHAE OJpa3y BUBUIBHATHCS y MOPOKHUHY MaTKH. MakcuMaabHa KOHIICHTPALis
JIEBOHOPI'€CTPEITY B CUPOBATII IOCATAETHCS MPOTATOM MEPIIUX JBOX THXKHIB MICJIsI BCTAHOBJICHHS CUCTEMHU
Jxaiinec®. Yepes cim THIB TiCIs BBEACHHS CepelHs KOHIIEHTPAIIisl IEBOHOPTeCTPENy CTaHOBHIA 162 mr/mit.
ITicys bOro CMPOBATKOBA KOHLIEHTpALlisl IEBOHOPTIECTPETY 3 YaCOM 3HMKYEThCSA, 0CIAralodu yepe3 3 poku 59 nr
/ma. Ilpu 3actocyBanHi BMC 3 neBoHOprecTpenom BUCOKa MiCIieBa KOHIICHTPALlis IpenapaTy B IOPOKHUHI MaTKH
MPU3BOAUTH J0 3HAYHOTO TPATIEHTY KOHIICHTPAIliil MK €HIOMETpieEM Ta MiOMeTpieM (Pi3HUI KOHIICHTpaIliil
eHmomeTpi-MiomeTpiii > 100 pa3iB) i 10 HU3bKOI KOHIIEHTPAILIil JICBOHOPTeCTPENy B CHPOBATII (Pi3HUIISA
KOHIIEHTpalliil eHapomeTpiii-cupoBarka > 1000 pa3is).

Posnooin. JleoHoprecTpen HectienuiqHO 3B’ SI3y€THC 13 aTbOYMIHOM CHPOBATKH 1 crierudivHe- i3 TI00yTiHOM,
1o 3B’s13ye crareBi ropMonu (I'3CT). Menie 2 % HupKyIH0I040ro JIEBOHOPreCTpedy NPUCYTHRO Y (hopMi BUIIBHOTO
crepoiny. JIeBoHOprecTpe i3 BUCOKOIO CropiaHeHICTO 3B’ s13yeThes 13 ['3CI. BinnmoBiaHO, 3MiHU KOHIICHTpAIIil
['3CT y cupoBariii Npu3BOIATh A0 MiABHILEHHS (mpy Buliil koHuentpauii ['3CIY) abo 1o 3HMKEHHS (TIpU HUOKYIN
koHueHTpanii '3CI") 3aranbHO1 KOHIIEHTpaIii JeBOHOPTecTpery B cupoBaTii. [IpoTsrom ogHOTO MiCSTIS Mics
BBeneHHs cuctemu JIxaiinec ® konuentpaiis ['3CI 3umxkyeThes mpubnuszao Ha 30 %. Ilicns nporo BiaMivyaeThes
rutaronoioHa kounentpaiist ['3CI 13 TeHACHITI€0 0 MiIBUIICHHS 10 BUXITHUX PiBHIB 13 yacoM. CepenHii
ySIBHUH 00’ €M PO3MOJILTY JICBOHOPTeCTPEITy CTAHOBUTH puOiu3Ho 106 1.

Biompancghopmayis. JleBoHOprecTpen MeTadoIi3yeThCsl eKCTEHCUBHO. OCHOBHUMH HOT0 METa0OIITAMH Y TIa3Mi
€ HEKOH I0roBaHa 1 KoH toroBana ¢opmu 3 1, SLI-teTpariaponeBoHoprectpeny. JlocnipkeHss in vitro Ta in vivo
TIOKA3aJIH, [0 OCHOBHUM (DePMEHTOM, 3aTisTHUM Yy MeTaboti3Mi JieBoHoprecTpeny, € CYP3A4

Bugedenns. 3aranbHUM KIIPEHC JIEBOHOPreCcTpeny 3 IUIa3MH CTAaHOBUTH Osin3bko 1,0 MiI/XB/Kr. Y He3MiHeHiH
(bopMi BUIUIAIOTHCS JIUIIE CITIIOBI KITBKOCTI JIEBOHOPTECTpearMeTabomiTH BUAISIOTHCS 13 CEUeI0 1 KoM Y
criBBinHOMIEHH1 6mu3bko 1 [lepion HamiBBUBEIEHHS CTAHOBUTH OJMU3bKO 1 100u.

Jinitinicmo / neninitinicms. DapMakoKiHETHKA JIEBOHOPTECTpey 3aexuThb BiJ koHnentpamii [ 3CI, Ha Ky, y
CBOIO Yepry, BIUIUBAIOTh €CTPOTeHH 1 aHAporeHu. [IpoTsarom nepuoro Micsis 3actocyBaHHs cuctemu Jxaiine®
BimMmivamu cepeae 3HmwkeHHs piBHSA [ 3CI 6m3pko 30 %, M0 MPU3BOANUTE 0 3HIKEHHS KiIJTBKOCTI
JIEBOHOPI€CTPETy B CHPOBATIIi, IKE BKa3y€ Ha HENIHIHY KIHETUKY 3HM)KEHHS! KOHLIEHTpAIlii JeBOHOpPrecTpeiy 3
gacoM. Ockinbpku cuctema Jkaiined® Mae nepeBa)xHO MiCLIEBY [Ii10, HE OUIKy€eThCs OyIb-sIKOTO BIUIMBY Ha ii
e(EeKTUBHICTb.

KuiHivyHI XapaKTepuCcTHKRA
Ilokazannusa.
Kontpaueniis npoTaroM TpboX poOKiB.

Ilpomunokaszanna.

* BarirtHicTs.

* Toctpi abo peruanBHI 3analibHI 3aXBOPIOBaHHS OpPraHiB Majoro Taza abo 3aXBOPIOBAHHSI, IO ACOLIIIOIOTHCS 3
M ABUIIEHAM PU3UKOM 1H(EKIIiT OpraHiB Majoro Tasa.

* Toctpuii nepBinuT a00 BariHIT.

» IliciamonoroBuii eHoMeTpuT a00 1H(IKOBaHUI a0OPT MPOTITOM OCTAHHIX TPHOX MICSIIIB.

* llepBikanpHa iHTpaemiTeNiaabHa HEOIUIA3isl 10 TOBHOT PEeKOHBAJIECIICHITI].

*  3M0SKICHI MyXJIMHU IIUHKA MaTKH a00 MaTKH.

» IIporecroreHn-3anexHi MyXJUHU, B TOMY YHUCII paK MOJIOYHOI 3aJ103H.

* [laTronoriyHi BariHaJbHI KPOBOTEYi, IPUYHMHA SIKUX HE3 sICOBaHA.

*  Bpomxeni abo HaOyTi maTonorii MaTKy, B TOMY YHCIIi JISHOMIOMH, SIKi MOXKYTh TIEPEIIKOIUTH BBEICHHIO Ta/a00
YTPUMAHHIO BHYTPIITHLOMATKOBOI CHCTEMH (HAPUKIIA, SKIIO BOHH JePOPMYIOTh IIOPOKHUHY MAaTKH).

* Toctpi 3axBOprOBaHHA MEYIHKU a00 MyXJIMHU TIEUiHKH.

» [lixBumeHa 9yTIUBICTH A0 AIFOY0T PEYOBHHH 200 710 OYy/1b-SKOT 3 JOMOMIXKHAX PEYOBHH.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.



[Tpu ogHOYaCHOMY 3aCTOCYBaHHI 13 3ac00aMHu, sIKi IHAYKYIOTh IEYiHKOBI MiKpOocOMalbHI (hePMEHTH, 30KpemMa
depmentu muroxpomy P450 (manpukian, Gpenitoin, 6apOiTyparu, mpuMiioH, kKapOamaszenin, pudaMminuH,
pudabyTuH, HeBipariH, edaBipeHil, 003eHTaH, a TAK0K MOXKIIMBO OKCKapOaseriH, Tomipamar, ¢eiadamar,
rpu3eo(yJIbBIH Ta PErapaTH, 0 MICTATh B CBOEMY CKJIaJi 3Bipo0iif), MOXKE 3pOCTaTH METabO0Ii3M
JIEBOHOPIe€CTPEIy, 1110 IPU3BOAMUTH A0 MiJIBUIIEHHS KIIPEHCY CTaTeBUX TOPMOHIB.

BopaHouac pedoBuHH, 110 iHTIOYIOTH (pepMeHTH, Ki OepyTh y4acTh y MeTaboIIi3Mi JIKapChKUX 3ac00iB (HAPHUKIIA],
ITpaKoHa30J1, KETOKOHA30J1), MOXYTb MiJBUIIYBAaTH KOHIICHTPAIIil JICBOHOPTECTPENY Y CUPOBATII KPOBI.
BB nux TikapchKuX 3ac00iB HAa KOHTPALENTHBHY e(heKTUBHICTH cucTemu Jkaiinec® HeBimoMHA, OHAK
BBAXKA€THCS, 110 BiH € HE3HAUHUM 4epe3 MICIIeBUI MeXaHi3M Jii mpenapary.

Maenimna pesonancna momoepagis (MPT)

Hexkniniune qocniakeHHs TPOAEMOHCTPYBao, madesneyHa npouenypa MPT moxinBa Ui naiieHTKY Micis
BBe/ICHHS cucTemu Jxaiinec® 3a TakMX yMOB: CTAaTUYHE MarHiTHE nose 3-Tix abo MeHIne, MaKCUuMaIbHUN
IPOCTOPOBUI IpalieHT MarHiTHOro noiist 720-rayc/cMm ab6o MeHuIe. 3a IUX YMOB MiJ] yac 15-XBUIMHHOT
MpOLEAYPH MaKCUMaJIbHE TEMIIEpaTypHE MiIBUILIEHHS Y MICLI pO3TallyBaHHs cucteMu Jxaiinec® craHOBUIIO
1,8° C. Sxictb MPT-ckanyBaHHs, MOXJIUBO, Oy/i€ AELI0 HIKYOIO, SIKIIO JUISTHKA JOCIIJKEHHS 3HAXOAUThCS Y
TOMY K CAaMOMY MicIIi a00 BiTHOCHO OJIM3BKO JI0 MiCIIe3HaX0pKeHHS cuctemu JIkaiinec®.

Ocobaueocmi 3acmocy8anus.

Jxaiinec® ciij 3acTOCOBYBATH 3 00EPEKHICTIO Ta Micisl KOHCYJbTAIi1 31 ciemianictoM. Ciifi po3risHyTH
JOIUTHHICTh BUAAJICHHS CHCTEMH 33 HAIBHOCTI OyIb-SKOTO 13 3a3HAYCHUX HIDKYE CTaHIB a00 3aXBOPIOBaHb 200
SKIIIO BOHU BUHUKIIW BIIEPIIIE:

*  MirpeHb, (hoKalbHA MITPEHB, IO CYMPOBOKYETHCS ACHMETPHYHIMHU TIOPYIICHHSIMH 30pY a00 1HITMMHA

CUMITOMaMH, 1110 CBIAYaTh MPO TPAH3UTOPHY 1MIEMi0 TOJOBHOTO MO3KY;

*  HaJI3BUYAWHO CHJIbHHUI TOJIOBHHUI O1/Ib;

*  KOBTSHUIIS;

* 3HaYHE IiJBHIICHHS apTePiaJbHOTO THCKY;

*  CepIlEeBO-CYAMHHI 3aXBOPIOBaHHI TSHXKKOTO CTYIIEHS, TaKi SIK 1HCYIBT ab0 1HpapKT MioKapaa.

Hu3bki 1031 JTIEBOHOPTeCTpeITy MOXKYTh BIUTHHYTH Ha TOJIEPAHTHICTH 10 TIIFOKO3HU, TOMY Y TIAIlliEHTOK, XBOPUX Ha
IyKpOBHI fia0eT, Kl 3aCTOCOBYIOTh cucteMy Jlxkaiinec®, ciii KOHTPOJIIOBATH KOHIIEHTPALIIIO IVIFOKO3H B KPOBI.
[TpoTe 3a3Buuaii HeMae MOTPeOU 3MIHIOBATH TEPANIEBTHYHUI PEKUM JUTSI )KIHOK, XBOPHUX Ha I[yKPOBHH Aia0erT, sKi
BUKOPHUCTOBYIOTH cucteMy Jkaiinec®.
Meouune obcmedicenHsi/KOHCYTbMayis

[Tepen 3acTocyBaHHSIM Ipenapary KiHKY ciia moiHhopMyBaTH PO MepeBaru i pu3HK 3aCTOCYBaHHS CUCTEMHU
Jxaiinec®, BKIIOYAlOYM 03HAKM Ta CUMIITOMH Tiepdopariii Ta pu3HK 1mo3aMaTKkoBoi BariTHOCTI (auB. Hikge). Cirif
npoBecT ¢izukaibHe 00CTEKEHHS MaIll€EHTKH, B TOMY YHUCII OpraHiB MaJoro Ta3a, MOJIOYHHX 3aJ103 Ta aHai3
IIUTOJIOTIYHOTO Ma3Ka 13 MK MaTku. CIij] BAKITIOYHTH HASBHICTh BAariTHOCTI Ta 3aXBOPIOBAHb, IO ITEPEIAOTHCS
CTaTeBUM LULIXOM. [H(eKkiifHI 3aXBOPIOBAHHS CTAaTEBUX ILISAXIB CIIiJ BUIIKYBaTh 10 BctaHoBieHHa BMC. Crin
BU3HAYHMTH PO3TAILIYBAaHHS MAaTKH Ta PO3Mip MOPOKHUHU MaTKU. OCOOIMBO BAXKIIMBO PO3MICTHTH CHCTEMY
Jxaiinec® y miasHIN 1HA MATKH, 100 JOCATTH MaKCUMAallbHOT €)eKTUBHOCTI Ta 3MEHIIUTH PU3UK eKciybeii. Crifg
pETeNbHO TOTPUMYBATHCH IHCTPYKIIIH OO BBEACHHS CHCTEMH.

Crizx 3BepHYTH OCOOJIMBY yBary Ha HaBUaHHS 1 OBOJIOIHHS TEXHIKOIO MPABUJILHOTO BCTAHOBJICHHS CUCTEMHU.
BBeneHHs Ta BUJAIIEHHS CHCTEMH MOXYTh CIIPUYMHUTH 0111 Ta KpoBoTeuy. [Ipomenypa Moxke ClIpUanHSATH
Ba30BaraJibHy peakilito (HalpHuKiIajl, 3aaMopoueHHs abo Hamaj y XBOPUX Ha EMiIETICIIO).

’Kinka moBUHHA NPONTH MOBTOPHE OOCTEKEHHS uepe3 4- 6 THXKHIB MICIISI BBEACHHS CUCTEMH JIJIs1 KOHTPOJIIO
pO3TallyBaHHSI HUTOK Ta CUCTEMH B IIIOMY. Y TOJANbIIOMY PEKOMEHIYIOThCS IJIAaHOBI BI3UTH 110 Jikaps | pa3 Ha
pik a0 Jacrimie 3a HAsIBHOCTI MEMYHUX ITOKA3aHb.

Cucrema J[xaitnec® He mpu3HaueHa AJIsi BUKOPUCTAHHS SIK 3aci0 MOCTKOITaTbHOI KOHTpALICTIIIIi.

3acrocyBaHHs cucteMu J[xaiinec® [uist TiKyBaHHS TSDKKUX MEHCTPYaJIbHHX KPOBOTEY 200 3aXMCTY Bif rimeprurasii
SHIOMETPIs MiJ Yac MPOBEACHHS 3aMIiCHOI Teparii eCTpOreHaMu He BUBYAJIOCh. TOMY HE pEKOMEHIY€EThCS
3aCTOCYBAaHHS CHCTEMH IPH 3a3HAYCHHUX CTaHaX.

llozamamxoea eazimuicmo

VY X0zl KITHIYHUX TOCIIPKeHb 3arajibHa 9acToTa M03aMaTKOBOT BariTHOCTI Y JKIHOK, SIKi 3aCTOCOBYIOTh CUCTEMY
Jbxaiinec®, cranoButh npudauzno 0,11 Ha 100 xiHok Ha pik. [Ipu6nu3HO Mos0BHHA BariTHOCTEH, SIKI BUHUKAIOTh



y JKIHOK 13 BCTAaHOBJIEHOIO cucTeMoro Jlkaiinec®, MoxyTh OyTH mo3aMaTKOBUMH. JKIHKH, SIKI TUIAHYIOTh
KOPHUCTYBaTHUCs cuctemoro J[xaiinec®, MoBHHHI OTPAMATH KOHCYJIBTAIIIIO IIOA0 O3HAK, CHMIITOMIB Ta PU3HKIB
no3amaTKoBoi BariTHocTi. JKiHKY, sika 3aBariTHiJA Mij 9ac 3acTocyBaHHs cucteMu Jxaitnec®, ciaig 00CTeRUTH ISt
BUKJIIOUEHHS 1103aMaTKOBOI BariTHOCTI.

Kinkw, y sikux paniimie Oyja mozaMaTKkoBa BariTHICTb, XipypriuHa omepariisi Ha Tpy0Oax abo iHpekiiiiHe
3aXBOPIOBAHHS OPTaHiB MAJIOTO Ta3a B aHAMHE31, HaJIeKaTh 10 TPYIHU IiIBUIICHOTO PU3UKY MT03aMaTKOBOL
BariTHOCTI. MOXIIMBICTh M03aMaTKOBOI BariTHOCTI CIiJl PO3TJISIHYTH Y pa3i MOsiBH OOJI0 B HUKHIN YacTHHI
YepeBHOI MOPOKHUHHU, OCOOJIMBO 32 BiJICYTHOCTI MEHCTpYaIliid a00 SIKIIO KPOBOTEYi 3’ IBISIFOTHCS Y KIHKH 3
aMEHOPEEIO.

OCKUTBKH 1T03aMaTKOBA BariTHICTh MOKE BIUTMHYTH Ha (PEPTHIIBHICTh Y MaOYyTHROMY, HEOOXIHO pETebHO
BUBYMTH BCl I€pEeBaru Ta pu3MKU BUKOPUCTaHHA cucTeMu [xalinec®, 30kpeMa A JKiHOK, SIK1 1I1e He
HapOJHKYBAIH.

BukopucranHs xKiHKaMH, sKi He HapokyBanu.Crucrema /xaiinec® He € METOAOM KOHTpPALENIIii Mepioro
BHOOPY JUTSI JKIHOK, SIKI HE HAPODKYBAIIM, OCKUTEKH KITIHIYHUH JTOCBIJ] 3aCTOCYBaHHS CHCTEMH B JIAHOT TPYIIH KIHOK
€ OOMEXEHUM.

Bnaue na xapakmep mencmpyanvnoi kpogomeui

BrnuB Ha iHTEHCHBHICTh MEHCTPYaJIbHOT KPOBOTEUI € OYIKYBAaHUM Yy OUIBIIOCTI MAIIEHTOK, K1 KOPUCTYIOThCS
cuctemoro JIxaiinec®, 1 po3rIsIaeThCsl SIK pe3yIbTaT MPSIMOI i1 JICBOHOPTECTPEITY Ha €HIOMETPil, BiH MOXKE HE
KOPEJIOBAaTH 3 AISUTBHICTIO SI€YHUKIB.

VY mepuri MicsIi KOPUCTYBaHHS 9aCTO CIIOCTEPITaloThCsl HEPETYIISIPHI KPOBOTEU1/KpOBOMa3aHHs. 3r0JJOM CHJIbHA
cympecis AisNIbHOCTI €HOMETPis MPU3BOAUTH A0 3MEHILEHHS TPUBAJIOCTI Ta 00’ €My MEHCTPYaIbHUX KPOBOTEY.
HesHnauHi KpoB’THUCTI BUAUICHHS 9aCcTO TPAHCPOPMYIOTHCS B OJITOMEHOPEI0 a00 aMEHOPETO.

Kniniyni 1ani cBig4aTh Ipo Te, [0 HeYacTi KpoBOTEUi Ta/abo aMeHOpes MOKYTh MOCTYTIOBO PO3BUBATHUCS
npubimmzno y 22,3 % 1 11,6 % xiHok, 1o kopuctytoTbest BMC, BiamoBiaHo. SKmio y skiHKK yepe3 6 THKHIB Mmicis
OCTaHHBOT MEHCTpYallii He HaCTa€ HOBa MEHCTPYallisl, CJIiJl PO3TJISIHYTH HMOBIPHICTh BariTHOCTI. SIKIIO HE
CIIOCTEpIraroThCs 1HIII CHMIITOMHU BariTHOCTI, IOTPEOH y MIPOBEACHH] ITOBTOPHOTO TECTY Ha BATiTHICTh Y KIHOK 3
aMEHOPEEI0 HEMAE JI0 TUX P, MOKU He 3’ ABIATHCA 1HIII O3HAKH BAariTHOCTI.

SIKm10 3 9acoM, KpoBOTEeHi 30UTBIITYIOTECS 1/a00 CTAIOTh OLTBI HEPETYISIPHUMH, CITIJT PO3TIISTHYTH TOUUITBHICTD
MIPOBEJICHHS BIAMOBITHUX JIarHOCTUYHUX 3aXO0/1B, OCKIIBKUA HEPETYISPHI KPOBOTEUI MOXKYTh OyTH CHUMIITOMOM
MOJIIMIB €HJOMETpis, Tinepruiasii ado paky. TsKKi KpoBOTEYl MOKYTh CBIUUTH MPO HETIOMiueHy ekcyibciro BMC.
Inghexyiiini 3axeoprosants opeanie masa

Cucrema J[xaiinec® Ta BBigHA TpyOKa € CTEPHILHIMH, aJie¢ BOHU MOXKYTh CTaTH BEKTOPAaMH IS IEPEHECEHHS
MIKpOOPTaHi3MiB Yy BEpXHI CTaTeBl IIISXH Yepe3 OakTepialibHe 3a0pyAHEHHS ITi]] 4aCc BBECHHS CHCTEMHU.
[ToBimomsToCh PO 1HQEKIHI 3aXBOPIOBAHHS OPTaHiB MAJIOTO Ta3a i/ Yac KOPUCTYBaHHs Oyb-sikumu BMC
a00 BHYTPIIIHLOMATKOBUMU MpUCTPOsMU. KIiHIUHI JOCTiKEHHS TPOAEMOHCTPYBAIH, 10 1H(DEKIiiHI
3aXBOPIOBAHHS OPTaHiB MAJIOTO Ta3a HaifyacTille CIIOCTEPIraloThCs Ha MOYAaTKy BUKOPHCTAHHS CUCTEMHU
JDxaiinec®, 1110 CIiBBITHOCUTHCS 3 JAaHUMH 111010 BUKOPUCTAHHS MITHUX BHYTPILIHBOMATKOBUX MPUCTPOIB.
Haii0inpmmii pu3uK BUHUKHEHHS iHQEKIIITHUX YCKIIaJHEHb CIIOCTEPITaeThCsI MPOTATOM MEPIITNX TPHOX THKHIB
TiCJIsl BBEICHHS CUCTEMHU, MOTIM PU3HK 1H(EKIIT 3HUKY€ETHCS.

[Tepen moyaTkoM BUKOpUCTaHHS cucTeMu Jkaiiaec® mamieHToK CItiJl OOCTEKHUTH 1 OIIHUTH HAsBHICTH (PaKTOPIB
PHU3UKY PO3BUTKY 1H(EKIIIHUX 3aXBOPIOBAHb OPTaHiB Ta3a (HApHUKJIaA, HAsBHICTh KiJIbKOX CTATeBUX MapTHEPIB,
iH(DEKIIIH, 0 epeIalOTHCS CTATEBUM IUISIXOM, 3allalibHi 3aXBOPIOBAHHS OPraHiB MAJIOTO Ta3a B aHAMHE31).
[Hdekuiiini 3aXBOpIOBaHHS Ta30BUX OPTaHiB, TakKi K 3aMalbHi 3aXBOPIOBAHHS OPraHiB MaJoro Ta3a, MOXYTh
MIPU3BECTH JI0 CEPHO3HUX HACII/IKIB, BILIMHYTH HA PENPOAYKTHBHY (YHKIIIFO 1 TIABUIIUTH PU3UK BUHUKHEHHS
[103aMaTKOBOI BariTHOCTI.

SIK 1 mpu IPOBEICHHI 1HIIMX T1THEKOJIOTTYHUX UM XipYPTIYHUX MAHIMYJISIIH MOKIMBHIA PO3BUTOK TKKUX 1H(PEKITIH
YU CeTNCUCY (BKIIIOYAIOUYH CETICHUC, €TI0NOTTYHUM YMHHUKOM SKOT'0 € CTPENTOKOK IpyIu A) Ipu BBEAEHHI
BHYTPILIIHBOMAaTKOBOI'O IIPUCTPOIO, X04a BIPOT1IHICTh JaHUX YCKJIQJHEHb € BKpail Majoro.

SIKII0 y )KIHKM CIIOCTEPIraeThCsl pelMIuB €HIOMETPUTY a00 3amajbHOr0 3aXBOPIOBAHHS OPIraHiB MaJIOro Ta3a 4u
rOCTpE 3aMajeHHs TSHKKOTO CTYTEeHs a00 3armajieHHs, 10 He MiIaeThCs JIIKYBaHHIO MPOTITOM JEKiTBKOX JTHIB,
cuctemy Jlxaiiaec® ciij BUAATUTH.

Heo0xigHO poBecTr 0aKTepioNoTivHI JOCTIKEHHS, a TAKOK PEKOMEHIOBAHO PETEIHHII MOHITOPUHT CTaHy
MAIIEHTKY 32 HAsIBHOCTI HABITh OKPEMUX CUMIITOMIB iH(EKIIIHOTO ypaKeHHS.



Excnynocia

VY Xoni KIHIYHUX JOCIIPKEHb YaCTOTa €KCITyJIbCii (MUMOBUIFHOTO BUMAIiHH) cucTeMu [[xaiinec® Oyna HU3BKOIO
1 3HaXoAMIacs B TOMY X Jiamna3oHi, o 1 npu 3actocyBanHi iHIIMX BMC a00 BHYyTpIIIHBOMAaTKOBUX MIPUCTPOIB.
CuMnToMaM# 4acTKOBOI a00 MOBHOI eKcIyJibeii cuctemu Jxanaec® mMoxyTh OyTu 61116 1 kpoBoTeya. [Ipote
cucTeMa MOK€ BUHTH 3 MOPOKHUHU MAaTKH ¥ HETIOMITHO JUIsl KIHKH, IPU3BOJSYHU J0 3HIKEHHS a00 BTpaTH
KOHTPALENITUBHOTO 3axucTy. Ockiibku cuctema Jxaiinec® 3 4acoM 3HMKYE KUIbKICTh MEHCTPYAJIbHUX BUJIIEHD,
X mocusIeHHs Moke OyTH O3HAKOIO €KCITYJIbCIi.

Cucremy JIxaiinec®, 1110 4aCTKOBO 3MICTHIIACS, CJIIJ BUAAIUTHU. Bingpasy micis ii BUJjaJleHHs MOKHA BBECTU HOBY
CHUCTEMY 332 YMOBH BUKIIFOUEHHS IMOBIpPHOCTI BariTHOCTI.

JKiHKy cniJl IpOKOHCYJIBTYBATH, SIK IEPEBIPATH HASBHICTh HUTOK cucTeMu Jxkaiinec® Ta 3B’g3aTHCS 3 JIIKApEM,
SKILO HUTKU CUCTEMHU HE BiTUyBAOThCS.

Ilepghopayis

VY NOOJMHOKUX BUIIAJKaX, Ha4acTillIe il 4ac BBEACHHS, BHYTPIIIHBOMATKOBUH KOHTPALIEITUB MOKE
CIPHYUHUTH 1epdopallito (IPOTKHYTH) TLIO MaTKU a00 MUHKY MaTKH, X04a I1e¢ MOXe OyTH HEBHSBICHUM
HPOTSTOM JESIKOT'0 Yacy, 10 MOXKE 3HU3UTH KOHTPALENTUBHY e(heKTUBHICTh cucteMu Jxaiaec®. Skio e
TPYAHOILI IPY BBEACHHI CHCTEMH Ta/a00 He3BHUYHMIA 01J1b 200 KpOBOTEYA POTATOM 200 IMicisi BBEICHHS, CITiJ
HETalHO BXKUTH BIAMOBIIHUX 3aXO0/IB, TAKHX SK T1THEKOJOTIYHE 00cTexkeHHs Ta Y3 /], 3 METOIO BHKIIIOUCHHS
iMOBipHOCTI epdoparii CTiHKK MaTKu. Taky cuctemy ciig BuaanuTa. Moxe OyTH HeoOXiTHUM XipypriuHe
BTPY4YaHHS.

V¥ X071 NpOCIEKTUBHOTO MOPIBHSUIBHOTO HEIHTEPBEHLIHHOTO KOTOPTHOTO JOCIIIKEHHS Y KOPUCTYBAYiB 1HIIMX
BHYTpilIHbOMAaTKOBUX NpucTpoiB N = 61448 xiHoK) yactoTa nepgoparniit cranosuna 1,3 (95 %mnoBipunit
inTepsait: 1,1-1,6) na 1000 BBeieHb Y BCbOMY KOTOPTHOMY nociikenHi; 1,4 (95 YaoBipunii intepsan: 1,1-1,8) Ha
1000 BBeneHs iHmMX JIeBoHOprecTpenoBmicHux BMC y koropri Ta 1,1 (95 YmoBipunii intepsai: 0,7-1,6) va 1000
BBEJICHb BHYTPIIIHHOMATKOBUX MPUCTPOIB, 1110 MICTITh MiJlb.

Jlani qocmikeHb BKa3yloTh Ha Te, 1110 B 000X BUIIA/IKaxX BBEIEHHS y MepioJ] TO{yBaHHs TPYJI0 Ta BBEJICHHS Y
nepion 10 36 THXKHIB MICIIS TOJIOTIB MOB’sI3aHE 13 MiABUIEHHM pU3UKOM niepdopartii (auB. Tabmmimro 2). Li
(bakTOpH pU3UKY HE 3aJIeXKaJIH BiJl TUITy BBEIEHOI'O BHYTPIIIHBOMAaTKOBOI'O IIPUCTPOIO.

Ta0muus 2
[NomyBaHHs rpyaar0 y mepiof BincyTHicTh romyBaHHS TPYITIO Y
BBEJICHHS 1epioJ] BBEACHHS
BBenenns < 36 5,6 1,7
THXKHIB MMiciisg nojoriB | 95 % mosipuwmii iHTepBait: 3,9-7,9; 95 % nosipunii inTepBai: 0,8-3,1;
n = 6047 BBeneHb n =15927 BBeneHb
Benenns > 36 1,6 0,7
THXKHIB Ticis monoriB | 95 % mosipunii intepsar: 0,0-9,1; 95 % nowipuuii inTepsain: 0,5-1,1;
n = 608 BBelIeHD n=41910 BBeneHDL

Pusuk nepdopariii Moke MmiIBUIYBATUCS Y KIHOK 13 (P IKCOBaHUM 3arHHOM MAaTKH.

Crix mpoBecTH MOBTOPHE OOCTEKEHHS MICIIsl BBEICHHS 3T1IHO 3 PEKOMEHIAIISIMU, BUKJIAICHUMU Y TIAPO3 /i
«Menuune 00CTEeKEHHS/KOHCYIbTallis», IKE MOXKE OYyTH aJanToOBaHE 3a KIIIHIYHUMH MMOKa3aHHIMH JIJIs AKIHOK 13
baxTopamu pu3nKy nepdoparii.

Biocymui numxu

SIKII0 i 9ac 4eproBoro Oriisay HUTKA BUAAJICHHS BI3yaJIbHO HE 11eHTH(IKYIOThCS Y IMIHUNII MAaTKHU, CIij
BHUKJTIOYUTH €KCITYJIbCiI0 200 MMOBIPHICTh BariTHOCTI. HUTKM MOTJIHM 3aTATTHCS B MAaTKy a00 KaHaJ IIUHKUA MaTKH
Ta TOTIM 3HOBY 3’ IBUTHCS TiJ] YaC HACTYITHOI MEHCTpyaIlii. SKIo BariTHICTh BUKIIOYEHA, MiCIIe3HAXOKCHHS
HUTOK MOYKHA BU3HAYUTH 00CPEKHUM 30HIyBaHHSIM KaHATy IIMWKHA MATKH 32 JJOITOMOTOIO BiIITOBITHOTO
1HCTpYMeHTa. SIKII0 3HAUTH HUTKHU HE BAAETHCS, CIIIJ PO3TISIHYTH MOKIIMBICTh niepgopariii abo excmysbcii. 106
YIIEBHUTHUCH Y MPABHIILHOMY PO3TallyBaHHI CHCTEMH, MOXHA MIPOBECTH YIBTPA3BYKOBE JOCIIKCHHS. SIKIII0
MOJKITUBOCTI ITPOBECTHU YIHTPA3BYKOBE OOCTEIKEHHS HEMae, a00 BOHO HE 1o OaKaHUX Pe3yNIbTaTiB, s
BU3HAYCHHS po3MillleHHs cucteMu J[kaiiec® Mo)KHA CKOPUCTATHCS METOIOM PEHTT'CHIBCHKOTO JIOCIIIKEHHS.
Kicmu seunuxis / 30invuentss oniKynie seuHuKie



UYepes Te, 1110 KOHTpaLenTUBHUN edekT cuctemu [[kaiiec® roJoBHUM YHHOM Peai3y€eThCsl MUISIXOM MiCcIeBOi Jii
y MaTIli, 3arajioM He BiI0yBa€THCS KOTHOI 3MIHU OBYJISIIi1, 30KpeMa, BiI0OyBA€THCS PETYIISIPHE AO3PiBaHHS
domnikymna, BUXiJ SHIIEKIITUHHU (0OIMTA) B pe3yJbTaTi pO3pUBY 3piioro ¢oiikyia Ta aTpesis QoiKyna y KiHOK
PETpOIYKTUBHOTO BiKy. [HOI aTpesist GomiKyia 3aTpUMY€EThCA, 1 pO3BUTOK (OJTiKyJIa MOXKE MPOJAOBXKYBaTHCA. Taki
301bIIeH] (HOMIKYTU KITIHIYHO HE MOXKHA BIJIPI3HUTH BiJ KICT S€YHHUKA, 1 BOHU A1arHOCTYBATHAIPUOIU3HO Y

13,2% kiHOK, sIKi 3aCTOCOBYIOTh cucteMy /xaiiaec®. binbiicTs Takux QomikyTiB € 6€3CHMITOMHUMH, X04a JEsKi
MOKYTh CYIPOBOKYBATHCS OOJIIMU B JUISHII Ta3a a00 AUCTIAPEYHIEIO.

VY Oinpiocti BUNaAKiB 3011bMIeH] (PONIKYIH 3HUKAIOTh CIIOHTAHHO MPOTSATOM JIBOX-TPHOX MICAIIIB CIIOCTEPEKECHHSI.
Sxio domikynu He 3HUKAIOTh, PEKOMEHY€THCS IOCTIHHUHN YIBTPa3ByKOBHI MOHITOPUHT a00 1HIII 11arHOCTUYHI
/TepamneBTHYHI poueAypH. Y MOOAMHOKUX BUIIAIKAX MOXKE TIOTPpeOyBaTUCS XipypriuHe BTpyYaHHS.

3acmocyeanns 6 nepiod sacimnocmi abo 200y8anHs 2py0oio.

Bacimnicms. 3acrocyBanHs cucteMu Jlkaiiiec® BariTHUM KIHKaM MPOTUIIOKA3aHe (IUB. pO3/LIT
«IIpotunokaszanss»).

S0 JKiHKa 3aBariTHiIa IpU BCTaHOBIIEHIN cucteMi [xalinec®, peKoOMeH1y€eThCsl BUIATUTH CUCTEMY, OCKITIBKU
Oy/ab-sSKUi BHYTPIITHHOMATKOBHI KOHTPALIETITHB, [0 3AJIMIIAE€THCS B MATII ITiJ] YaC BariTHOCTI, 301IbIIY€E pU3UK
BUKHU/IHS Ta MepeIdacHux nojoriB. Bunanenns cuctemu Jxaiinec® abo 30HIyBaHHS MAaTKU TaKOX MOXeE
MPU3BECTH JI0 CIIOHTAHHOTO abopTy. CItiJi BUKIIOUUTH HMOBIPHICTh 1T03aMaTKOBOI BariTHOCTI. SIKIO skiHKa Oakae
30eperT BariTHICTh, @ BUJAJIUTH CUCTEMY HEMAE MOXIIUBOCTI, 11 ¢i1if moiHGOpMyBaTH MPO PU3UK 1 MOXKITUBI
HACJIIJIKH TIepeTYacHHX TIOJIOTIB 1 HapOKEHHs HeJoHomeHoi quTHHH. [Iepebir Takoi BariTHOCTI moTpedye
peTenbHOro crnoctepexeHHs. JKiHi cii iHhopMyBaTH JiKaps Mpo BCi CAMITOMH, 110 MOXYTh OyTH TIOB’A3aHi 3
YCKJIAJJHEHHSIMU BariTHOCTI, HANPUKJIAl CYAOMHHIA OUTb y YepeBHIH MOPOKHUHI 3 MiIBUIIEHHIM TEMIIEPATYPH.
Yepes BHYTPILIHBOMATKOBE BBEACHHS Ta JIOKAIbHUMN BIUIUB JIEBOHOPreCTpely, ClliJl BpaXOBYBAaTH HMOBIPHICTh
Bipmiizanii y urona. Kiinigauii mocBix BaritHocTe# i3 cuctemoro J[kaiinec® € 00MeXeHUM uepe3 BUCOKY
KOHTpALICNITUBHY e(PEeKTUBHICTH cucTeMu. OIHAK XKIHII CIIiJ] TTOB1IOMHUTH, 0 HA CHOTOHI HEe OYyJIO BUSIBICHO
YKOJTHHUX BPOJDKCHHX BaJl Y AiTEH BHACIIIOK BUKOPUCTAHHS MaTepsMu cucteMu [kaiinec® y BUmagKax, KOJIU
BariTHICTh TPHBaJa MPOTArOM HOPMAJIbHOTO TEPMiHY NpH BcTaHOoBJIeH1H BMC 3 neBoHOprecTpesnom.

Jlaxmayis. 3aranom, »KOJHOTO IIKiUTMBOTO BIUTUBY Ha PICT 1 PO3BUTOK TUTHHU HE OYJI0 BUSBICHO MPH
3aCTOCYBaHHI 3ac00Y, 1110 MICTUTh TUIBKH IIPOr€CTOreH, Yepe3 IIICTh THKHIB Miciis nojoris. BMC 3
JIEBOHOPIeCTPEJIOM HE BIUIMBAE HA KUIBKICTh UM SIKICTh TPYJIHOT0 MoJjoKa. [Iporectorenu y He3HauHil KUTBKOCTI
(6:mm3bko0 0,1 % neBoHOprecTpeny) NOTPAIUISIOTh Y TPYAHE MOJIOKO JKIHOK.

@epmunvuicms. Bukopuctanas BMC 3 ieBoHOprecTpesom He BIUIMBAE Ha MalOyTHIO GpepTuiibHICTh. [licis
BunaneHHs BMC QepTuibHICTh y )KIHOK BITHOBIIOETHCA (AUB. po3ain «PapMakoguHAMIKay).

Himu.
Besmneka Ta e(heKTUBHICTH 3aCTOCYBaHHS CUCTEMH HE AOCIHIDKYBAINCS Y KiHOK 10 18 pokiB. Hemae mokaszans aist
3acToCyBaHHA cuctemMu [xaiinec® 10 HacTaHHS MEHApXe.

30amuicmo eniueamu Ha WEUOKICMb peakyii npu KepyeanHi agmompancnopmom abo pobomi 3 iHuumMu
MexaHismamu.
Cuctema J[xaiiec® He BIUIMBA€ HA 3aTHICTh KEpyBaTH aBTOMOOL1eM abo MpaloBaTy 3 MeXaHi3MaMH.

Cnocio 3acmocysannsa ma 0o3u.

BryTpimaroMaTkoBa cuctema J[xaitnec® BBOIUTHCS B TIOPOKHUHY MATKHU Ta JIi€ TIPOTATOM TPHOX POKIB.
Beeoenns i suoanenns/zamina

Pexomenayetncs, mob cucremy Jkaiinec® BBOJMB TIILKU JTIKAP/MEIUIHUH CITIBPOOITHUK, SKHIA Ma€ JTOCBIT
BBenieHHs: BMC Ta/abo mpoiiiioB HaBYaHHS 13 BBeJeHHs cucteMu J[kaiiaec®.

Jxaiinec® MoHaA BBOAUTH Y MTOPOKHUHY MATKU MIPOTITOM CEMU JHIB BiJl MOYAaTKy MeHCTpyarlii. [IpoBectn
3amiHy cuctemu Jlxkalinec® Ha HOBY cHCTEMYy MOXHa B OyIb-SKHI YaC MEHCTpYaIbHOro UK. CHCTeMy TaKoX
MOJKHA BBOAMTH OJ[pazy IMicisi a0OPTy y MEePIIOMY TPUMECTP1 BariTHOCTI.

[TicnsimonoroBe BBEACHHS CIiJ BIIKIACTH 10 MOBHOI 1HBOJIOLIT MAaTKH, IPOTE HOTO MOYKHA MPOBOJIUTH HE paHillie
HiX gepe3 6 THKHIB IMiCIIs TIOJIOTIB. SIKIIO 1HBOJIIOIIS HACTAE 3aHAITO MOBLIHHO, JOIIIHFHO TIPOBECTH BBEACHHS
cuctemu yepe3 12 THKHIB MiCIIs MOJIOTIB.



SIk110 € TpyAHOIII MPH BBEACHHI CUCTEMH Ta/a00 HE3BUUHUI O1JIb UM KpOBOTEYA MiJ Yac abo Micis BBEACHHS, CIIiJT
HETaiiHOo MpoBecTH (izukanbHe 00cTexkeHHs 1 Y3/ 3 MeTOI0 BUKITIOUSHHS miepdopailii.

di3ukanbHe 00CTEKEHHS MOXKE OyTH HEJOCTATHIM JJIsl BUKITIOUEHHS YaCTKOBOI mepdoparii.

Cucremy JIxaiinec® mosxHa BigpizauTH Bij iHmmx BMC 3a Bizyauizartiero cpioHoro kbl Ha Y3/, T-moaionmii
Kopiyc cucreMu Jxaiinec® mMicTuTh Oapito Cyabdart, 0 Bi3yali3yeTbCsl pEHTTEHIBCHKUM METOIOM.

Cucremy /Ixaiinec® BHIANAIOTH, 00EPEKHO MOTATHYBIIH 32 HUTKH XipypridHUM MIHIETOM. SIKII0 HUTKA
HETOMITHI, @ CHCTEMa 3HaXOAUTHCS Y IOPOXKHHUHI MaTKH, i1 MOXKHA BUHHSITH 3a JJOIIOMOTOI0 BY3bKHX XIpypriuHUX
B, [e Moske moTpedyBaTH MPOBEACHHS TUIIATAIlli IIEPBIKATHPHOTO KaHATy a00 XipypriYHOTO BTPYJYaHHS.
CucteMy ciii BUAATUTH HE Mi3HIILIE 3aKIHUEHHs TPUPIYHOTO nepioAy. SKIo namieHTka 6akae MpooBKYyBaTH
KOPUCTYBATHUCS MM METOJIOM, HOBY CHCTEMY MOYKHA BBECTH BiJpa3y MicIsl BUIAICHHS IMONEPEIHBOT CUCTEMH.
S0 BariTHICTh He OakaHa, BUAAJICHHS CUCTEMH CITiJl MPOBOAUTH MPOTATOM CEMH JIHIB BiJl TOYATKy MEHCTpYallii,
SKIO y KIHKY 1€ € PErYJSIpHI MEHCTpyamii. SIKIo cucTeMa BHIAISETHCS Y IHITNA 9ac MEHCTPYAIBHOTO IUKITY, a Y
JKIHKU TIPOTSATOM THOKHSI IO BUJIAJICHHSI CUCTEMU OyJIH CTaTeBi CTOCYHKH, ICHYE PU3UK 3aBariTHITH, SKIIO MICHs
BUJIQJICHHSI CUCTEMH He OyJia BiJjpa3y BBEJCHA HOBA CHCTEMA.

[Ticnsa Bupanenus cucremy Jlxaiinec® ciijy OrisHYTH, 1100 MEPEKOHATUCS, 1110 BOHA HE MOIIKOKEHA.
Jooamxkosa ingpopmayis w000 3acmocysants 6 OKpemux NOnYaayiax nayicumis

Iayienmku nimnvoeo 6iky. 3acTocyBaHHs cucteMu [xaiinec® »xiHkaMm BIKOM IOHaA 65 poKiB HE BUBYAJIOCS.
Hemae nokasanb [u1st 3actocyBaHHs cucteMu Jlkaiiaec® jkiHKaM y IOCTMEHOMay31.

Tayienmxu 3 neuinkosoio Heoocmamuicmio. 3acTocyBaHHs cucteMu [Pxaiinec® xiHKam 3 MOPyIMEHHSIMU QYHKIIT
MEYIHKU HE BUBYAJIOCA. 3aCTOCYBaHHS cucTeMu Jkaiaec® >KiHKaM 3 TOCTPUMHU 3aXBOPIOBAaHHSIMU MEYIHKH a00
MyXJIMHAMHU MEYIHKU TpoTUNoKa3aHo (auB. po3ain "[Iportunokazanusa").

Tayienmxu 3 Huprogoto Hedocmamuicmio. 3acrocyBanHs [xaiinec ® xiHKaM 3 MOPYIICHHAMHU (QYHKIIIi HUPOK HE
BUBYAJIOCH.

Crocib 3acTocyBaHHS

Cuctema J[xaiinec® npusHaueHa JUlsl BBECHHS JiKapeM B aCENTUYHUX YMOBaX.

Cucrema J{xaiinec® nocradyaeTbesi y CTEpUIBHOMY MAKET1, SKUI HE CI1/1 PO3KPUBATH JO MOMEHTY BCTAHOBJICHHS
cucremu. He crepuinizyBatu. Tilbku A1 OAHOPA30BOr0 BUKOPUCTAHHS. SIKIIO 3aXUCHUI 1Iap CTepUIIbHOT
YIaKOBKU PO3ipBaHUi a00 MOILIKOAKEHUH, CUCTEMY 3aCTOCOBYBAaTH HE MOkHa. He BUKopucToByiiTe micis
3aKiHYEHHS TEPMiHY IPUIATHOCTI, 3a3HaYEHOT'0 HAYMAKOBIIL

Bynp-siknit HEBUKOPHUCTaHHUIA IPOIYKT a00 BiJIXOH CIIiJ] YTHIII3yBaTH 3T1/THO 3 JOKAJTbHUMHA BUMOTaMH.

Ilioecomosxa 0o 66edents

* OOcTeXTe MaIlieHTKY 3 METOI0 BCTAHOBIICHHS PO3MIpY Ta MOJOKEHHS MaTKH, BUSIBJICHHS 03HAK TOCTPHUX
1H(EKIIITHNX 3aXBOPIOBAHb CTATEBUX OPraHiB a00 1HIINX MPOTHUIIOKAa3aHb 10 BBEJCHHS cucTeMu J[xaiinec® i
BUKJIFOUEHHS BariTHOCTI.

* BcraBTe q3epkaio, OTIISIHBTE MIUHKY MaTKH, MICIIS YOTO PETEIHHO 00p00iTh MUHKY MAaTKH 1 MiXBY BiIIOBITHIM
AHTUCENITUYHUM PO3YHHOM.

* 3a HEOOXITHOCTI CKOPHCTANUTECS JIOTIOMOT OO0 ACUCTCHTA.

* 3axomiTh NepeaHo ry0y MHUWKK MaTKH Ja4acTUM MIHIIETOM ab0 1HIIUMU MIUMISIMHU T ikcallii MaTKu.
SIK1Io MaTka 3arHyTa, MoXe OyTH OiIbII JOIITEHIM 3aXOMUTH IIUIISIMH 33IHIO TYOY IIUHKNA MAaTKH.
OO6epeXkHUMH pyXaMU BIATSTHITH IIUIMII TSI BUIPSMIICHHS LIepBiKalbHOTo KaHany. [lumii noBuHHI
3JIMIIATHACS HA MICITi, 00EPEKHO BIATATYIOUH IUHKY MATKH MPOTSITOM BCI€l MPOIETypH BBEICHHS CHCTEMHU.

*  MarkoBuii 30H1 BBOJSTH Uepe3 IepBiKaNIbHUN KaHaJ 10 THA MaTKH JAJIsl BUMIPIOBAaHHS TTTHOMHU Ta
BHU3HAYCHHS HAPSIMKY XOJy MMOPOKHHHUA MATKH, a TAKOX JIJISl BUKITIOYCHHSI Oy Ib-IKHX BHYTPIITHHOMATKOBUX
MaTOJOT1H (HaMpUKIIaa, IEPEeropoika, MmiAcan30Ba MioMa) ab0 paHilllie BCTABJICHOTO 1 HE BUJATIEHOTO
BHYTPIIIHBOMATKOBOI'O KOHTpALENTHBA. SIKII0 pH MPOCYyBaHH1 30H/1a BITUYBA€ETHCS OIIp, CIi PO3IIISHYTH
JOLLTBHICTh AWJIaTallii IepBIKaIbHOTO KaHay. SIKIIo € moTpeba y AunaTalii MUHKU MaTKH, CITiJl PO3TJISTHYTH
MO>KITUBICTh 3aCTOCYBaHHS aHAIBIETHKIB 1/a00 MmaparepBikaibHOT OJ0KaIH.

Bseoenns
1. CrnoyaTKy HOBHICTIO BIAKpUIHTE CTEPUIIbHY yHakoBKY (Mai. 1). Jlami MaHIMysIs1it0 MPOBOJIATH 3
JOTPUMaHHSM IMPABHJI ACENITHKH Y CTEPHIBHUX PyKaBHUKaX.



Mamnrosoxk 1

- t
pe TESESEEE Hxaitnec® TTOB3YHOK X
1 Tpy6Ka wis S Pyuka 3 HITKAMH
Dikcyrounit  ppenenns 3 BCEPEIHEHI
aneus NOPIIHEM Ta
HIKATOH0

2. HaTucHiTh Ha MOB3yHOK BIiepe/ MantoHok 2
y HampsMKY CTPUIKH 70 AaJdbHBOT &' 3
HO3HUI1, 1100 BBECTU CUCTEMY
Jlxaiinec® y TpyOKy 1/ BBEICHHS ""'#‘3'-":-_;-2:_: “‘%:_,- S S

(ma. 2).

 CpibHe kinbye./
b A

YBAT A! He TATHITh TOB3YHOK BHU3, OCKUTBKH 1€ MOKE IMPU3BECTH JI0 TIEPEIACHOTO POZKPUTTS CHCTEMHU
Jxaitnec®. SIkmio 1ie craneTbes, cucreMy Jkaiinec® Bke HE MOXKHA OyJ1e TOBTOPHO BBECTH B TPYOKY JIJIst
BBEJICHHA.

3. TpuMarouu MOB3yHOK y JAJIbHbOMY Mamnionok 3
MOJIOXKEHH1, BCTAHOBITH BEPXHiii KiHelb (aHIs
BIAIIOBIAHO 10 INIMOMHM MAaTKH, BU3HAYEHO]I 3a
JIOTIOMOTOF0 30Ha (MaJl. 3).

4. YTpuMyr0uu MOB3yHOK y AAJbHbOMY Mamntonok 4
MOJIO’KEHH1, MPOCYBaTe MPUCTPIiil 17151 BBEACHHS

4yepe3 MUHKY MaTKH JIOTH, TTOKU (IaHelb He

3adikcyeTbes Ha BiACTaHi mpubau3Ho 1,5-2 cM Bix

HIMHKY MaTKu (Madl. 4).



YBATI'A! He npocyBaiiTe mpuCTpiii jIs1 BBEICHHS CUJIOI0. 32 HEOOX1THOCTI TPOBEAITh TUJIATAIlIIO IIEPBIKATHFHOTO
KaHaly.

MamnroHok 5
3. YTpumyrouu npucTpiil 1y BBEJCHHS, L
NOTSATHITH MOB3YHOK /10 MITKM JJI1 PO3KPUTTS —
TOPU30HTAJIBHUX IUTIIYOK cucteMu Jxaiinec® :
(man. 5). 3auekaiite 5-10 cexyHa 10 TOBHOTO LAY
PO3KPUTTS TOPU30HTAIBHUX TUTIYOK. &

6. O06epekHO MTPOCYBANTE MPUCTPIH AJIs MamtoHnok 6
BBCJ/ICHHS Y HAaIIpSIMKY [HA MaTKH, IOKHU (JiaHelb

He TOPKHETHCS IUINKN MATKUA Y 1IEd MOMEHT

cucrema J/xaiinec® po3ranioBaHa y IUISHII JHA

MaTku (Mai. 6).



7. YTpumyouu npucTpiil 1y BBECHHS,
poskpuiite cuctemy JIxaitnec®, nOTATHYBIIU
NMOB3YHOK BHM3 10 ynopy (Mai. 7). YTpumyouu
MOB3YHOK Y HIDKHIH MO3UIIi1, aKypaTHO BUIMITh
HPUCTPIN A7 BBEIEHHS, 00€pEKHO BUTATYIOUN
fioro HazoBHi. [liApikTe HUTKH, 3ATUIINBIIHA

BUIMMI KIHYMKHU JOBXUHOK OJIM3BKO 2-3 CM Io3a
MAaTKOIO.

Maimronok 7

YBAT'A! Slkmo BU mi1o3pro€eTe, M0 CHCTEMa He 3HAXOIUTHCS Y MPABIIILHOMY ITOJIOKEHHI, IepeBipTe ii
po3MilieHHs (HanpuKIIaz, 3a JOTIOMOTO0 yIbTPa3BYKOBOTO JIOCHTIKEHHs). BUamiTe cucreMy, sSIKIIIO BOHA HE
po3TanioBaHa MPaBMIILHO y MMOPOKHUHI MaTKU. BuaneHny cucreMy MoBTOPHO BBOJUTH HE MOKHA.

Buoanenns/zamina
Jlnst BUnaneHHs/3aMiHu AUB. 1HGOOPMALIIIO B MiIPO3ALTI «
Beeoenus i euoanenns/zaminm.
Cucremy [Ixaiinec® BUIANISAIOTh, IOTATHYBIIN 32 HUTKH
miHIeToM (Mar. 8).
HoBy cucremy Jlxkaiinec® moxHa BBECTH BiJipa3y MHicis
BUJIAJICHHS TTOTICPEHBOI CUCTEMH.
[Ticis Bupanenus cucremu Jxaiiaec® 11 HeOOX1THO
MIEPEBIPUTH HA MPEAMET MOKIUBOTO ITOIIKOKCHHSI.

Mamronok &



Hlo6iuni peakuii.
VY OUIBIIOCTI )KIHOK XapaKTep MEHCTpyaIliii 3MiHIOBaBCS MIC/s BBeIeHHs cucteMu [xaiinec®. 3 yacoM KUTbKICTh
BUMAJIKIB aMeHOpeT 1 PiIKUX MEHCTpyalliil 301IbIIYETHCS, @ TPUBAIHX 1 YACTUX MEHCTPYaIliil - 3SMEHIy€ThCS. Y
KIJIIHIYHUX BUTIPOOyBaHHsIX cucteMu [[xaitnec® crocTepiraaucs Taki 0COOJUBOCTI MEHCTPYAJIBHOTO IUKITY.
Tabmuus 3
3MiHU XapakTepy nepediry MEHCTPYai|IIo CIOCTePITAINCS Y X0/l KIIIHIYHUX AOCTiHKCHb

Jxaitnec® [Tepmmi 90 nuiB | Hactymui 90 | Kinens 1-ro poky | Kinenp 3-ro poky
JTHIB

AMeHopest <1% 3% 6 % 12 %

Pinki MmeHCTpYyarii 8 % 19 % 20 % 22 %

Yacti MeHCcTpyauii 31 % 12 % 8 % 4 %

Tpusaai MeHcTpyarii’* 59 % 17 % 9 % 3%

* JKiHKH 3 TPUBAIMMH MEHCTPYALSIMH TaKOK MOXYTh BKJIIOUATHCS B OJIHY 3 IHIIMX KaTeropii (3a BUHATKOM
ameHopef).

YacroTa mobiuHUX peakiliid, mpo siKi MOB1IOMIISLIIOCS TP 3aCTOCyBaHHI cucteMu Jxkalinec®, HaBeneHa B TaOIUII
HIDKYE. Y KOXKHIN T'PYIIi 32 4acTOTOI0 HebakaHi Mo0iuH1 eheKTH MpeCTaBICH] y MOPSAAKY 3MEHIIEHHS iX CTYTCHS
TSOKKOCTI. Y Tabnuii no6iuHi peakiii mpeacTaBieHi 3a kiacamu cuctem opraniB MedDRA.

YacTora moOiyHMX peakiiiid kiacudikyBagacs TaKUM YHHOM: ayske dacTi (> 1/10), gacti (> 1/100 mo <1/10), HeuacTi
(= 1/1000 no <1/100), mooxuuoxki (= 1/10000, <1/1000), piakicui (<1/10000).

Tabnums 4
YactoTra moOIYHUX peakxiliid, Mo acoITHCA 13 cucTemMoro JIkaiinec®
Kunac cucremu Jy:xe yacTi Yacri Heuacti | [HooguHoki
OpragiB
[lcuxiuni po3naau [TpuraiveHuit
HacTpiil/ nenpecist

Poznanu 3 60ky [NonoBHUi 611h Mirpenn
HEPBOBOI CUCTEMHU
Poznanu 3 60ky AOnoMiHaIbHUI/ Ta30BUI Hynora
TpPaBHOI CUCTEMHU OiTh
Poznanu 3 6oky Axne/cebopest Anonenis [pcytuzm
HIKIpH Ta
MiAmKIpHOT
KJIITKOBHHHU




Po3znanu 3 Goky 3MiHHU XapakTepy Iadexuii BepxHix [epdopartis
PpENPOIYKTHUBHOI MEHCTpyaIliii, BKIIIOYAlOUNd | BIJJIUIIB CTAaTEBUX MaTKu**
CHCTEMU 1 301IBIICHHS 1 3MEHILICHHS [UISAX1B, IUCMEHOpeH,
MOJIOYHUX 3aJ103 MEHCTpyaJIbHUX KPOBOTEY, | OLIb/HANpPYKEHICTh

KpOBOMa3aHHsI, PiAKi MOJIOYHHUX 32103,

MEHCTpyarii eKCIyJibCis (TIOBHA 1

(omiromeHopero) i 4aCcTKOBA) CUCTEMH,

aMEHOPEI0, KiCTa S€EYHUKIB™, | MXBOB1 BUAICHHS

BYJIbBOBATIHIT

* YV KIIHIYHUX JOCTIHKSHHIX MOBIIOMIISIIOCS PO KICTH SE€YHUKIB SIK MOO14HI €PeKTH, SKIIO BOHU HAICKAIHU 10
aHOMAaJIbHOTO, He(DYHKITIOHAIBHOTO TUIY Ta/ab0 Manu aiamerp> 3 cM Ha Y3/1.

** ] yacTOTa IPYHTYETHCS HA JAaHUX KIHIYHUX JOCIIIKEHB, Y TOMY YHCJIi 32 yY9aCTIO )KIHOK, sIKi TOTYIOTh
rpyuI0. Y X0/l MPOCTIEKTUBHOTO MOPIBHSUIBHOTO HEIHTEPBEHLIHHOTO KOTOPTHOTO JOCIII/PKEHHS 32 YUaCTIO JKIHOK,
K1 3acTocoByBaiu iHII BMC i3 1eBOHOprecTpenom Ta BHYTPIITHEOMATKOBI MPUCTPOT, IO MICTAThH Mib,
nepdoparii y ’KiHOK, SKi TOIYIOTh TPYII0 a00 Y SKuX OyJi0 BBEACHHS Y NEpiof 10 36 THXKHIB MICIIS MOJIOTIB,
criocTepiranucs HedacTo (AuB. po3ail «OCOOIMBOCTI 3aCTOCYBaHHS» ).

Onuc okpemux nobiuHux peaxyii

[Ipu BuKOpHCTaHHI IHITUX TOpMOHATEHUX BMC mOBiAOMIISAIIOCS TIPO BUIIAIKH MABUIIICHOT Yy TIUBOCTI,
BKJIIOYAIOYU BHCUIIAHHS, KPOMTUB'STHKY 1 HaOpsik KBiHke.

Sx110 JKiHKa BariTHIE TiJ] 9Yac BUKOPUCTAaHHS cucTemu J[kalinec®, BITHOCHUN PU3HK TT03aMaTKOBOI BariTHOCTI
301TBIIYETHCS (IUB. po3AiT «OCOOIMBOCTI 3aCTOCYBAHHS).

Hutku U1 BUganeHHss CHCTEMH MOXKYTh BiTIyBaTHCS MAPTHEPOM ITiJ] 4aC CTATEBOTO aKTy.

Hwmwxuenepeniueni no6iuHi peakiii Oyyin 3apeecTpoBaHi B 3B 53Ky 13 IPOLIEYPOIO BBEJCHHS a00 BHIATICHHS
cucremu J[xaitnec®: 60JicHI BIAUYTTS BiJl MPOLIETypH, KpPOBOTEY1, BUKIMKAHI MPOIEAYPOIO, Ba30BarajabHl peakKiiii,
OB s13aHi1 13 BBEJICHHSAM CHCTEMH, 3allaMOpPOYEHHs a00 HempuToMHICTh. [Iporenypa Moxe CipoBOKYBaTH Hamaj y
XBOPHX Ha EMJIENCIo.

Bynu moBiOMIICHHS PO BHUITAIKK CENICUCY (BKIIOYAIOYH CETICUC, €TIONOTTYHUM YHHHUKOM SIKOTO € CTPENTOKOK
rpymnu A) micis BBEIEHHS 1HIIMX BHYTPIIIHBOMATKOBUX CUCTEM (IUB. po3aisl «OcoOIUBOCTI 3aCTOCYBaHHS ).
[ToBigOMIICHHS PO MOOIYHI PEeaKIIii.

[TpoBoauTH Ge3nepepBHUI MOHITOPHUHT CITIBBITHOIICHHSI KOPUCTH/PU3HK 3aCTOCYBAaHHS Mpernapary Ta
MOBITIOMJISITH TIPO TM1103PIOBaHI MOOIUHI peakiii micis peecTpaii JiKapchKoro 3aco0y € BKpail BayKJIMBUM.
MenuyHi npamiBHUKH TOBHHHI TOBIAOMIISATH PO Oy Ab-sIK1 Mi03PIOBaH] MOOIYHI peakilii, sKi BUHUKJIA HA T
3acrocyBanHa BMC [[xaiinec®.

Ilepeoosysannas.
Hemosxnuse.

Tepmin npuoamnocmi. 3 poku.

YMoBu 30epiranus.
30epiraTu B HEIOCTYITHOMY JJIS NITEH MiCITi.

YnakoBka.
BryTpimHasoMaTKOBa cHCTEMa, BCTAHOBJICHA HA BEPXHI YaCTHHI MPUCTPOIO /I BBEACHHS, 3allassHa B OKPEMHUMA

Omictep, 0lHa CTOPOHA IOKPUTTS JIETKO 3HIMA€EThCs. | OiicTep y KapTOHHIN mayli.

Kareropis Bignmycky.
3a penenToM.

Bupoonuk.
baiiep Oy, ®innsunuis /Bayer Oy, Finland

Micue3HaxoqxeHHs BHPOOHHKA Ta H0r0 agpeca Micusi MPOBAZKeHHsI AiAJIbHOCTI.
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