IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

PETYJIOH®

(REGULON®)

Cknao:
0itoyi peyosuHU: Ie30TeCTpell, eTUHINeCTPamion;
1 TabneTka, BKpuTa 000JI0HKOI0, MiCTUTH fe3orectpeny 0,15 Mr ta etuninectpamiony 0,03 mr;

donomidcHi peyoguHu: anbda-Tokodepor (all-rac-a-Tokodepos), MarHiio cteapaT, KPEMHiIO TiOKCHT
KOJIOITHUY 0€3BOMHUI, KMCJIOTA CTEAPUHOBA, MOBIgOH, KPOXMaJslb KaPTOIUISTHUM, JTAaKTO3:U MOHOTIAPAT;

cKa1a0 0060/10HKU: TIPOIIiJIEHTTiK0b, Makporoin 6000, rimpomernosa.

JIikapcbska ¢opma. TabneTky, BKPUTI 000JI0HKOIO.

OcHo8HI ¢i3uko-ximiyHi 81acmueocmi: 0ini abo Maiixke 06ifi, KPyIJIi, OBOOMYKIIi TaOlIeTKU, BKPUTI
000JI0HKOI0, liaMeTpoM ONU3bK0 6 MM, 3 MapKyBaHHAM «P8» 3 ogHOTO G0KYy Tabnetku i «RG» - 3
iHIIorO.

dapMakoTepaleBTHYHA TpyIIa.

FOpMOHaJ'II:Hi KOHTPALEIITUBU OJIsi CHCTEMHOI'O 3aCTOCYBaHH{A, IIPOT€CTOT€HU Ta €CTPOreHH.

Kopm ATX GO3A A09.

dPapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

KonTpanentusHa gis KomOiHOBaHUX nepopanbHux KoHTpanenTuBiB (KIIK) 6a3yeThcst Ha B3aeMofil
pi3HUX (aKTOpPiB, HAWBAXKIUBIIIMMHY 3 IKUX € IPUTHIYEHHS OBYJIAIil i 3MiHM II€pBiKaIbHOI CEKpellil.
Kpim 3amobiranss BaritHocTi, KITK BOnOOitoThH MEBHUMH ITO3UTUBHUMHE BJIACTUBOCTSIMH, SIKi, SIK i
HeraTuBHi eekTH (quB. po3minu «OcobIuBOCTI 3acTocyBaHHSI» Ta «[100i4Hi peakiiii») MOXyTh OyTH
KOPUCHUMM IIPU BUOOPi METOIy KOHTPOJIIO HapOAXKYBaHOCTi. BOHU CIIPUSIOTH BCTAHOBIIEHHIO
PETYIIPHOTO MEHCTPYAJIbHOTO LIKMKITYy, MEHCTpPYyalil mepebiraloTb MeHII 60J1iCHO, 3 MEHIIIOK
iHTeHCUBHICTIO KpoBOTeYi. OcTaHHS 00CTaBMHA MOXKe 3HUXKYBATU YaCTOTY PO3BUTKY 3atizomedilury.

Kpim Toro, icHy10Th fOKa3u TOro, 1o npu Bucokux go3ax KIIK (0,05 mr etuninectpazniony)



3MEHIIYEThCS YaCTOTAa BUHUKHEHHS NOOPOAKICHUX IYXJIMH MOJIOUHUX 3aJ103, KiCT S€YHUKIB,
3amajabHUX 3aXBOPIOBaHb OpPraHiB Ta3a, M103aMaTKOBOL BariTHOCTI, paKy eHIOMETpid i paKy S€4YHUKIB.
Arle 1e He MiATBEPIXKEHO, YA CTOCYETHCSA 1ie TaKOXK 3acTocyBaHHSA KIIK y HU3BKUX [03ax.

dapmakoKiHemuxka.
Hesozecmpen

BcMokTyBaHHA. [le30recTper, 10 3aCTOCOBYETHCS IIEPOPAIbHO, IBUAKO Ta MIOBHICTI0O BCMOKTYETHCS
Ta IEePeTBOPIOETLCA Ha eTOHOTrecTpel. [1ikoBi KOHIIEHTpalil y CHPOBaTII JOCATAIOTLCS IPUOIU3HO
npotaroMm 1,5 ropunu. BiogocTynHIiCTE cTaHOBUTH 62-81 %.

Posnopin. EToHOreCcTpen 3B’s13yeThCS i3 CUPOBATKOBUM ayibOyMiHOM Ta rio0yIiHOM, 110 3B’ A3y€E
crateBi ropMmonru (I'3CT). Tineku 2-4 % Bif 3aranbHOL KiTBKOCTI IpefapaTy B CHPOBATI IPUCYTHI y
BUTTIAAL BimbHOTO cTepoiny, a 40-70 % cnenudiuno 3B’s13aHi 3 '3CT. CnpuunHeHe
eTuHinectpamionom 36inburerHs ['3CIT BIIMBa€ Ha PO3MOMin Mixk GiTKaMu CUPOBATKU KPOBI,
36inmbinytoun ¢pakiuito, 38’g3any ['3CT, Ta 3MeHIIy0un PppakKiiiio, 3B’s13aHy anbOyMmiHoM. O0’eM
po3mopiny ge3orecTpeny - 5 J/KT.

BiorpancdopMmariisi. EToHOTeCTpes MOBHICTIO PO3MafaeThCA BifOMUMH IUIIXaM{ MeTaboIi3aMy
ctepoinis. [IIBuaKiCcTs BUBEOEeHHS MeTa0OJIiTiB i3 CHPOBATKX KPOBi CTAHOBUTL IPUOIM3HO 2 MJI/XB/KT.
B3aeMopil eToHOTECTpEIY 3 €THHINIECTPAAiooM, 110 IPUMUMAETHCS CYIYTHBO, HE BUSBIIEHO.

BuBeneHHd. PiBHI eTOHOTeCTpelly B CUPOBATLi KPOBI 3MEHIIYIOThHCS Y ABa eTanu. Kinnesui etamn
BUBEJEHHS XapaKTepU3yeThCS YacoM HamiBBuBeneHHs 6nmu3bko 30 roguH. [Je3orecTpesn Ta #Horo
MeTaboIiTH BUBOASITHCS 3 CeUelo i JKOBYIO Y CITiBBiIHOIIEHH] 6:4.

PiBHoBaxHMY cTaH. Ha hapmMakokiHeTHKy eToHOrecTpeny BiiuBae BMicT I'3CI y cupoBaTi, Skuit
30iNbIIy€ETHCS BTPUYI ITpU MTpUiioMi eTuHinectpamiony. I1pu ujogeHHOMY IPUOMi piBHOBaXKHUY CTaH
[OCATa€eThCA y APYTid [TOJI0OBYUHI IKKITY, KOJIX CUPOBATKOBA KOHIIEHTpAllisl ETOHOTECTPEeINy
30inbIIyETHCS § 2-3 pasu.

EmuHinecmpadion

BcMokTyBaHH4. [licis nepopajibHOTO 3aCTOCYBaHHS €THUHIIEeCTPaAiol MBUAKO 1 MaliKe II0OBHICTIO
BCMOKTYETHCS. MaKcuMasibHa KOHI[EHTPAllisl y Ia3Mi KPoBi JocsAraeThcs MpPUbIu3Ho yepes 1-2
roguHu. AOcosioTHa 6i0IOCTYTIHICTE IpenapaTy BHACIIOK ITPEeCHCTEMHO] KOH 10Tallil Ta eeKTy
IIEePIIOT0 MPOXOAXKEHHS CTaHOBUTH 0113bK0 60 %.

Posnopin. ETrHiNecTpamion XxapaKTepu3y€eThCS CUIBHUM, ajie Hecllelu(piyHuM 3B’I3yBaHHAM i3
CHPOBATKOBUM anb0yMiHOM (mpubmu3Ho 98,5 %) i cupuuuHse migBUIeHHS CHPOBATKOBOI
koHneHTpauil '3CT. OuikyBaHu# 00’€M PO3NOAiNY CTAHOBUTD 5 JI/KT.

Biotpanchopmariisi. ETuHiTecTpamion 3a3Hae TPeCUCTEMHOI KOH Torallii y cTu30Bi#l 000JIOHIII TOHKOTO
KUIIEeYHUKY i neyinni. ETuHinecTpasion B 0CHOBHOMY MeTa00JTi3y€EThCSA LIISIXOM apOMaTUYHOT O
TiIpOKCHUIIOBAHHS, ajie IIPH ITbOMY YTBOPIOIOTHCS i 6araTo iHMMX TiTPOKCUIIbOBAHUX 1| METHUIIbOBAHUX
MeTaboIiTiB, SIKi BUSBNISIIOTLCS ¥ BUTTISAML BiTbHUX MeTa0O0IiTiB, @ TAKOXK Y BUTJIAMI KOH IOTOBAHUX
cynbaTiB Ta raoKypoHifiB. [IIBuAKicTh MeTabOiYHOTO KITipeHCY CTaHOBUTL IPUOIM3HO 5 MII/XB/KT.

In vitro etuninectpapmion € o6opoTHuM inribitopom CYP2C19, CYP1A1 ta CYP1A2, a TakoX
HeoOopoTHUM iuribiTopom CYP3A4/5, CYP2C8 ta CYP2]2.

BuBeneHHs. PiBeHb eTUHINIECTPAAioNy Y CUPOBATLI KPOBL 3HUXKYETHCS OBOGA3HO, KiHIIEBUM eTall



BUBE[IeHHS XapaKTepPU3yeThCS YacOM HalliBBUBe[eHHS Mpubnu3Ho 24 rogunu. ETuninectpagion He
BUBOJUTLCS 3 OpPraHi3aMy y He3MiHEHOMY BUTJIA[I, 100 MeTaboMiTH BUBOASTLCS 3 CeUel0 i JKOBYIO Y
cmiBBigHOMmEHH] 4:6. [Tepion HamiBBUBeneHHS MeTa0O0JIiTiB CTAHOBUTH MPUOIU3HO OOHY H0O0Y.

PiBHOBaXHUIi CTaH. PIBHOBaXKHUM CTaH [OCATAETHCS Yepel 3-4 [Hi, KoM KOHLIEHTpallisd mpernapary B
cupoBaTii KpoBi mpuOnmu3Ho Ha 30-40 % BHIIa IOPIiBHSIHO 3 OQHOPA30BOI0 T03010.

KriniuHi XxapaKTepHCTHKH.
Iloka3anHus.
[TepopanbHa KOHTpaALEMIis.

Ilepen npu3Ha4YeHHAM IpenapaTy Perynor® ciif oliHWTH HasBHI y XiHKHK iHAMBiAyanbHi pakToOpH
PHU3UKY, 0COOJIUBO Ti, III0 CTOCYIOThCSI PU3UKY BEHO3HO1 TpoMOoeMOortii (BTE), a TakK0XK MOpPiBHATHU
PU3KK BEHO3HMX TPOMO0eMOOIiYHIX YCKIagHeHb IPK IpHUitoMi npenapaTy Perynon® i3 pusukoM npu
npuioMi iHImKUX KOMOIHOBAaHMX TOPMOHaIbHUX KOHTPalenTuBiB (KI'K) (muB. po3minu
«[IporunokasanHsa» i «OCo6IUBOCTI 3aCTOCYBaHHS»).

IIpomunoka3aHHs.

Komb6inoBaHi ropmoHanbHi KoHTpatenTusu (KI'K) He cIifi 3aCTOCOBYBaTH IIpX CTaHaX, 3a3HaUYeHUX
HuxK4e. [Ipy BUHUKHEHH] TaKOro CTaHy Brepiie mifg 4ac npuriomy KI'K 110ro 3acTocyBaHHS CIIif
HeTaVHO [IPUIUHUTH.

BcTaHnosneHa BariTHicTb a00 MOXKJIHMBA BariTHICTB.
HasiBHicTh 200 pU3UMK BUHUKHEHHST BeHO3HO1 TpoMOoeMOorii (BTE).

o BeHo3Hna TpoMGoeMOoIlis Ha JaHUM Yac, 30KpeMa BHACJIiIOK Teparlil aHTHKoaryasHTaMu, abo B
aHaMHe3i (Hanpukiag TpoM603 rinubokux BeH (TI'B) abo TpombGoembonis nerenesoi apTepii (TEJIA).

o Bimoma cnagkoBa a6o HaOyTa CXHIBHICTh 40 BEHO3HOI TpoM6G0eM0oJTil, Taka SIK Pe3UCTEHTHICTh 10
akTrBoBaHoro npoteiny C (y ToMy umciii MmyTanis ¢daktopa V JlelifeHa), HeIOCTATHICTh aHTUTPOMOIHY
I1I, sHepgocTaTHIiCT mpoTeiny C, HeHOCTaTHICTL IPOTEIHY S.

0 Benuke omepaTuBHe BTPy4aHHS 3 TPUBaIow iMmoOinizalieio (auB. po3min «Oco6auBOCTi
3aCTOCYBaHHS»).

0 Bucoxkwuii pu3uK BeHO3HOI TPOMO0eMOO0Iil BHACIIAOK HAsBHOCTI MHOKUHHMX (aKTOPiB PUIUKY
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

HasBHicTh ab60 PU3UK PO3BUTKY apTepianbHol TpoMboeMbomil (ATE).

o HasBHicTs apTepianbHoi TpoMO0eMO0JTil B faHu Yac abo B aHaMHe3i (HampuKiag, iHpapKT
Miokapzaa) abo mpompoManbHUM CTaH (HalpUKIIaf, CTeHOKapMis).

o llepebGpoBackynsapHi 3aXBOpPIOBaHHS - iHCY/IbT Ha AaHUX Yac abo B aHaMHe3i, abo IpopoMabHUAN
CTaH (HampuKiaf, TpaH3UTOPHA imeMiyHa aTtaka (TIA)).



o BcraHosneHa cmapkoBa abo HaOyTa CXUIBHICTE IO apTepianbHOl TpoMGoeMOorTil, Taka SIK
rineproMouuCcTeIHeMis Ta HagBHICT aHTU(HOCHONINIgHUX aHTUTIN (aHTUKAPAIOINiHOBI @aHTHUTINA,
BOBYAKOBHI aHTUKOATYJISIHT).

0 HasBHICTh B aHaMHe31 MirpeHi 3 BOTHUILIEBUMY HEBPOJIOTIYHUMY CUMIITOMAaMHU.

0 Bucoxkuit pu3uk po3BuTKy ATE BHaCTiIOK HasiBHOCTI MHOXUHHUX (HAKTOPiB PUIUKY (OUB. PO3MiN
«0OcobmuBOCTi 3acTOCyBaHH») ab0 HaSABHICTh OIHOTO 3 HACTYIIHUX CEPHO3HUX (PAKTOPiB PU3HUKY:

. IIYKPOBU fiabeT i3 CYIMHHUMU YCKIIagHEHHSIMU;
. Ts2KKa apTepiajbHa rineprensis;
. TSI2KKa OUCIIIOMPOTEeIHEMIS.

HasiBHiCTh MaHKPeaTUTY Ha JaHUM 4ac abo B aHaMHe3i, T0B’I3aH0T0 3 TIKKOI0
rinepTpuriinepueMiero.

HasiBHICTH TSIKKOTO 3aXBOPIOBAHHS IEYiHKY Ha MaHWH 4ac abo B aHaMHE3i, TOKY ITOKAa3HUKHI
GbYHKIII Te4iHKY He TOBEPHYTHCS [0 HOPMU.

HasiBHiCTH MyXJIMH MEeYiHKY Ha faHUX Yac abo B aHaMHe3i (MoOposKicHUX abo 370SIKiCHUX).

Bimowmi a6o migo3pioBaHi 3/M0KiCHI MyXIUHY (HAIPUKJIIAM, CTAaTEBUX OPTraHiB a0 MOJIOUHUX
3a/103), SKi € 3a71eKHUMH Bif] CTAaTEBUX T'OPMOHIB.

lnepmnnasis eEqoMeTpis.
BariHanbHa KpoBOTe4a HEBCTAHOBIIEHOI €Ti0JIOTiI.

[TigBuIeHa YyTIUBICTH [0 AiI0UUX PedoBUH a00 Ho OYOb-SKO1 3 OIMOMIXKHUX PEUYOBUH
mpernapary.

Perynos® npoTHIOKa3aHUI A7 OGHOYACHOTO 3aCTOCYBAHHS 3 TiKapCHKUMHU 3aC00aMH, 110
MicTSTh oMbiTacBip/mapuTanpeBip/puToHaBip i macabysip, MiKapChbKUMU 3aco0aMH, 110 MiCTSATh
rnekamnpesBip/nibpenTacsip abo codocOyBip/BenmnaTacBip/Bokcunanpesip (IuB. po3min «B3aemois 3
iHITUMYM JTiKapChbKUMM 3aco0aMu Ta iHIIN BUOY B3aEMOIii»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

3acmepeosiceHHA. [1151 BUIBIIeHHS MOXKJIMBUX JIIKapChKUX B3a€MOLIH CIIiJ] BpaX0OByBaTH iH(popMaliiio,
110 MICTUTHCA B IHCTPYKIIAX [OJI MEOUYHOIO 3aCTOCYBaHHS IHIINUX [IPenaparis, AKi 3aCTOCOBYIOTECSI
OOHOYAaCHO.

d®apMakomMHaAMIUHiI B3aEMOIil.

B nporieci kniniyHux BUNpoOyBaHb 3a y4acTIO MAalli€eHTiB, SKi OTpUMYyBaIu [ TiKyBaHHS iHMeKIin
BipycHoro rematuty C (BI'C) mikapchki 3aco6u, 1110 MicTSITh OMOiTacBip/lapuTanpeBip/puToHaBip Ta
macabygip, i3 pubaBipuHOM ab0 0e3 HbOTO, HiIBUINEeHHS PiBHS TpaHcaMmiHal (AJIT) GinmbIe HiXK y 5
pasiB Bullle BepXHLO1 Mexi HopMu (BMH) BuHMKAaI0 3HAaYHO YaCTille ¥ XIHOK, SKi 3aCTOCOBYBaIN
JIiKApChKi 3ac00w, 10 MiCTSATh ETHHINIECTPAIioN, TaKi SK KOMOiHOBaHi TOPMOHAIbHI KOHTPAIEIITHBH
(KT'K). ITipBumenus piBasa AJIT Tak0oX criocTepiranocsi Ipu 3aCcTOCyBaHHI



rieKanpesipy/miopeHTacBipy abo codocOyBipy/BenmnaTacBipy/BOKCUIANPEBIPY Y KIiHOK, AKi
3aCTOCOBYBaJM JIiKapCchKi 3aco0u, AKi MiCTATH eTuHiNecTpapmion, Taki sk KI'K (nuB. po3gin
«IIpoTHOKa3aHHs»). ToMy HALi€HTKH, SKi IPUAMAIOTh JIiIKapChKuii 3aci6 Perynon®, moBuHHi
IIepelTH Ha albTePHATUBHUN METOJ KOHTpAIlemnilil (HanpuKiag Ha KOHTPAIIEIIilo, 0 MiCTUTh TiJIbKU
nporecTtareH, abo HeropMoHaIbHI METOMIM) A0 MTOYATKY Tepallii MMy KOMOiHOBAHUMHU JTiIKapChKUMHU
3aco6aMu. 3aCTOCYBaHHS JIiIKapChKOro 3aco0y Perynon® MoXHa BiTHOBUTH 4epe3 2 THXKHI MiCsa
3aBepllleHHs Teparil 3a UMY KOMOiHOBaHUMHU CXeMaMHU JTiKyBaHHS.

®apMaKOKiHETUYHI B3aEMOIi1

BrnauB iHmMuX giKapChKKX 3ac0o0iB Ha Pel"yJ'IOH®

Mox1Ba B3a€MOfIis 3 JIiKapChKUMHU 3acobamu, 110 iHAYKYI0Th MiKpocoMasibHi (epMEeHTH, B
pe3ynbTaTi 40Tro Moxke 30iMbIIyBaTHCS KITipeHC CTaTEBUX TOPMOHIB, 1[0 MOXKe ITPU3BECTH
HacaMIlepe 10 BUHUKHEHHS TPOPUBHUX KPOBOTEY Ta/ab0 HeePeKTUBHOCTI KOHTPALENITHBHOTO
3aco0y.

TaKTHKa

[HAyKIig GepMEeHTIB MOXKe CIIOCTepiraTucs BxKe yepes KiflbKa [HiB IpuioMy. MakcuMabHa iHAYKIIiS
(hepMeHTIB 3a3BUYal CIIOCTEPIraeThC NMPOTATOM AEeKiIbKOX THXKHIB. [licnsa BifMiHM nmpenapaTy
iHgykis pepmMeHTiB Moxke 30epiraTucs mo 4 TUXKHIB.

KOpOTKOCTPOKOBE JIiKyBaHHA

KinkaM, sIKi 3aCTOCOBYIOTh IIpenapaTU-iHAyKTopu (pepMeHTiB, ogaTtkoBo Ao KIIK peKoMeHayeThCs
THMYacOBO BUKOPUCTOBYBATU Oap’€pHUI METOM KOHTpaIenii abo iHIINK MeTon KOHTpaIeIIlil.
Bap’epHuit MeTO[ KOHTpPAIEIIil C/Til BAKOPUCTOBYBATH IIPOTSITOM BChOT'O IIEPIOAY CYMyTHBLOI Teparrii i
I1e IPOoTAroM 28 mHiB micis 1l IpUNUHEHHS. JKII0 3aCTOCYBaHHS IIpenapaTy-iHAyKTopa TPUBAE MiCIisa
npuiiomMy octaHHbol TabneTku KIIK 3 mOTOYHOI yIIaKOBKY, CHIif MoYaTu mpuiioM TabieToK 3 HOBOI
yIIaKOBKY 0€3 3BUYHOI IIepPepBH Y IPUHOM.

IJOBrOCTPOKOBE JIIKYyBaHHS

KiHkaM, sIKi OTPUMYIOTb JOBIOTPUBAJY Tepallilo mpernapaTaMy, 110 iHOYKYIOTb GepMeHTHY CUCTEMY
IIeYiHKY, PeKOMEeHI0BaHO BUKOPHUCTOBYBATH iHIINY HETOPMOHAIbHUM Ha[iMHUY METOM KOHTPAIeMIIil.

Y niTepaTypi onucaHi Taki B3a€MOJil.

Cybcmanuii, wo npuseodsime 00 30iavweHHs KaipeHcy KITK (3HudceHHs e(pekmusHocmi KIIK 3a
paxyHok iHOyKuii pepmenmia), Hanpukaad: 6apbitrypaTu, 603eHTaH, KapOaMa3seriH, GeHiToiH,
IPUMIiIOH, pudaMITilivH i mpenapart Oy IiKyBaHHS Bipycy iMmyHomedinuty mogunu (BIJT) putoHasip,
HeBipamiH i edaBipeH3, MOXKIIHUBO, TaKOX ¢endaMaT, rpu3eodynbBiH oKcKapOaseliH, Tomipamar Ta
Ipernapary, o MicTSATh 3Bipo6iit pomipsaBnenuit (Hypericum perforatum).

CybcmaHuii, siki maroms sapiabeavHull epekm Ha kaiperc KITK: mpu 0OMHOYAaCHOMY 3aCTOCYBaHHi 3
KIIK 6arato kom0iHatiit inribitopiB nporea3u BIJI i HeHyK/I€03UAHUX iHTi0iTOPiB 3BOPOTHOI
TPaAHCKPHUIITa3y, B TOMYy YuCJIi KoMOiHalil 3 inribiTopaMu mpoTeasu Bipycy renatuty C, MOXKYThb
36inbIryBaTi a60 3MEHIyBaTH KOHIIEHTPAIliI0 eCTPOreHiB abo mporecTUHiB y mina3Mi KpoBi. EdekT
IIUX 3MiH MOXke OyTH y IesIKuX BUIagKaX KJIiHIYHO 3HAYYIIUM.

ToMy Oyis BUSBIIEHHSI MOKJIMBUX JIIKAPCHKUX B3a€MO/iN 1 ITOB’I3aHUX 3 IIUM PEKOMEH[allid CIif
BpaxoByBaTH# iH(pOpMaLio, 0 MiCTUTHCS B IHCTPYKLIAX OIS MEOUYHOTO 3aCTOCYBaHHS CyIyTHIX



Ipernaparis, Ipu3HadYeHux And nikyBaHHS BlJI-iHdekunii/renatuty C. ¥ pa3si Oygb-IKUX CyMHiBiB
XKiHKaM, fKi OTpUMYIOTh iHTi6iTOpU ITpOTea3u abo HeHyKIe03uaHi iHTi6iTopyu 3BOPOTHOI
TPAHCKPHUIITA3H, CJIil BAKOPUCTOBYBATH [IOMATKOBUM Gap’€pHUM METOM KOHTPAIETILIi.

Iitoui pevosuHu, W0 3HUMNCYIOMb KaipeHc npenapamy Peayion® (iHeibimopu ¢pepmenmis)
KniniyHa 3Ha4yLIiCTh IOTEHIINHOI B3a€MOZIl 3 iHriGiTopamMu (pepMeHTIB 3aMUIIaeThCs He3’ ICOBAHOIO.

OpHOYacCHe 3aCTOCYBaHHS 3 IOTYKHUMU (HaIIpUKIIa[, KeTOKOHA30JI, iTpaKOHA30J1I, KJIapUTPOMILUH)
a0o nomipHUMHM (HallpuKiaf, GpIyKoHA30JI, OuiTia3eM, epuTpoMinuH) inriditopamu CYP3A4 Moxke
IIPU3BECTH [0 IiIBUINEHHS CHPOBATKOBUX KOHIIEHTpPAIli# eCTPOreHiB abo recTareHis, y TOMy YUCIIi
€TOHOTECTPey.

Etopukokcub y mo3ax Big 60 mo 120 Mr/no0y mIpomeMoHCTPYBaB MMigBUIIEHHS [1JTa3MOBUX
KOHIIeHTpaliil eTuHinectpagiony y 1,4-1,6 pa3a BigoBigHO IPX OQHOYACHOMY 3aCTOCYBaHHI i3
KOMOiHOBaHMM rOPMOHA/IbHUM KOHTpaLenTHBOM, 110 MictuTh 0,035 Mr eTuHinectpapmiony.

Bronus nmpemapaty Peryn0H® Ha iHIi JiKapcheKi 3acobu

[TepopanbHi KOHTPALENTHBY MOXKYTh BIIJTUBATH HAa MeTa00J1i3M iHIITKX JTiKapChKUX 3aC00iB.
BipmoBigHO y mna3mi Ta B TKaHMHAX 1X KOHIIEHTPAllil MOXKYTh SK MigBUAIIyBaTUCS (HapUKIIaZ,
IIMKJIOCIIOPYH), TaK i 3HUKyBaTUCS (HapUKIIal, TaMOTPUAXKHUH).

Kniniuyni mani cBiggath mpo Te, 10 eTUHiNecTpanion mpurHivye kiipeHnc cyocrpatis CYP1A2, o, y
CBOIO YepPry, BUKIUKaE caabKe (HampuKiaj, IPU 3aCTOCyBaHHI Teodisniny) abo nmoMipHe (Hampukiaf,
IIPY 3aCTOCYBaHHI TU3aHiAWHY) MiIBUILIEHHS IXHIX II7Ja3MOBUX KOHIIEHTPALIil.

Iu11i B3aemogmil

J1abopaTopHi TeCTH

3aCcTOCYBaHHS CTEPOIIHUX KOHTPALIEITUBIB MOXKe BIJIMBATHA Ha PE3yJIbTAaTH OKPEeMUX JTa00paTOPHUX
aHaumi3iB, TakuX K OioxiMiuHi MOKa3HUKY QYHKII MeYiHKy, MUTOBUOHOI 321031, HAIHUPKOBUX 3aJ103
i HUPOK, a TaKOXK PiBHi TpaHCIOPTHUX OiNIKiB IJ1a3MU, TaKUX K KOPTUKOCTEPOIN3B’ I3yBaIbHUN
r1o6yiH Ta $paxiiil ninifis/ninonpoTeinis, TOKa3HUKY BYTJIEBOSHOTO 00MiHY, KOoarynisiil Ta
GibpuHomizy. 3a3BUyUal 3MiHM 3HAXOASATHCS Y MeKaxX HOPMaIbHUX 3Ha4eHb JTab0paTOPHUX
ITOKa3HUKIB.

Oco6.1ueocmi 3acmocy8aHHs1.
ITonepedaceHHA

[Tpu HasiBHOCTI OyAb-SKOTO i3 3a3HaYeHUX HUXKYe CTaHiB ab0 (paKTOPiB pU3UKY 3 KIiHKOIO CIIif
06roBOpPUTH OGIPYHTOBAHICTh HEOOXIMHOCTI 3aCTOCYBaHHS NpenapaTty Perynos®.

Y pagzi 3arocTpeHHs mepebiry abo npu nposiBax O6ymb-sIKuX cTaHiB a00 (paKTOpiB pU3UKY KiHKaAM
PEKOMEHIYEThCST 3BEPHYTUCS OO CBOTO JIiKaps i 00TOBOPUTHU 3 HUM MOXKJIUBICTh MPUITUHEHHS
3aCTOCYBaHHs Ipenapary Perymon®.

1. ITopyweHHs 3 60Ky cucmemu Kpogoobizy



Pu3uK BHUHHKHEHHSI BeHO3HOI TpoMooemMoO0s1ii (BTE)

3acTocyBaHHsI KOMOiHOBaHUX TOpMOHaIbHUX KOHTPanenTtusiB (KI'K) migBuriye pusuk po3BUTKY
BeHO3HOI TpoMOoem6bortii (BTE) y mairieHTiB, sKi MpuiMaloTh iX, IOPiBHSIHO 3 TUMH, XTO He IIPUUMAE ITi
Ipenapary.

3acTocyBaHHS NpenaparTiB, 10 MiCTSTh JIEBOHOPrecTpesi, HoprectuMaT abo HOPETHCTEPOH,
NOB’si3aHi 3 HUKYHMM PH3HKOM BHHMKHeHHs BTE. Inmii npemapars, Taki sik Perynon®,
MOXKYTh BABiui 30i1bmuTH pu3uk po3BUTKYy BTE. PilenHsi mpo 3acTocyBaHHsI Mpenapary,
SIKHH He Ha/IeXKHUTh 0 3aC00iB i3 HaHMeHIIHM pU3uKOM BUHUKHeHHs1 BTE, ciig mpuiiMmaTtu
TiNbKH micist 6ecigu 3 XkiHko10. HeoOximHO mepeKoHaTHCs1, [0 BOHA YCBiTOMIIIOE PH3HK
BuHuKHeHHs1 BTE, noB’si3aHui i3 3acToCyBaHHAM npenapaTy Perynon®, CTymiHb BIUIMBY
HasIBHHUX Y Hei ()aKTOpPiB PU3HKY HA piBeHb BHIIE3a3HAUEHOr0 PU3HKY i TOH ¢akKT, 1m0
pu3uK BUHHKHeHHs1 BTE € HaHBHIIMM IIPOTSITOM IEPIIOro POKY 3aCTOCYBaHHsI Ipemapary.
Kpim TOTrO0, iCHYIOTH laHi, 10 PU3HK MiIBHIIYETHCSI IIPH MIOHOB/ICHHI IPHHOMY
KOMOiHOBaHHX rOPMOHA/ILHHUX KOHTPAIENTUBIB MMiC/Isi mepepBu TPHBAIICTIO 4 THXKHI i
Oinbime.

3a pik BTE po3BuBaeThcs mpubnu3to y 2 i3 10 000 HeBariTHUX i TUX XKIiHOK, SIKi He 3aCTOCOBYIOTh
KT'K. OpHak iHguBigyanbHUN PU3UK KiHKK Moxke OyTH HabaraTo BUINWM, 3 OTJISIAY Ha HasBHi y Hel
(dakTOpU PU3UKY (OUB. HUXKUE).

3a ominkow', i3 10000 XiHOK, Ki 3acTocOBYI0T KT'K, 1m0 MicTaTh me3orecTpen, y 9-12 3 Hux
TIPOTATOM POKY p0o3BUBaEeThC BTE (MOpPiBHSAHO IPUOIU3HO 3 6° BUMagKaMy cepef XiHOK, SKi
3acTocoByoTh KI'K, 1110 MiCTATh JIEBOHOPTECTPE).

B o6ox Bumagkax Kinbkicte BTE 3a pik BUSIBISIETHCS MEHINOIO, HiXK KilbKiCTh, 0YiKyBaHa y mepion
BariTHOCTi abo y micnsnosnorosu mepion. BTE Moxke mMpuU3BeCTH OO JIeTanbHOTO KiHIs B 1-2 %
BUIIQOKiB.

'Taki 3HAUEHHSA YACTOTH OTPUMAH IUITXOM aHasi3y CYKyIHOCTI aHUX emigeMioNnoriaHux
OOCIIiAXKEeHb, BUKOPUCTOBYIOYM BiHOCHI PU3UKY [JId PI3HUX IIpernapariB IOPIBHAHO 3 TAKUMU IJIS
KT'K, 1110 MiCTSTh T€BOHOPTECTPET.

*MepiaHa giama3zony 5-7 Ha 10000 XiHKO-POKiB IPYHTY€EThCS Ha BifHOCHOMY pu3uKy And KI'K, mo
MICTSTh JIEBOHOPTECTPEJI, TIOPIiBHSIHO 3 TUMH, SIKi iX He 3aCTOCOBYIOTh, i CTAHOBUTD MPHUOIM3HO
2,3-3,6.

Kinskicts BunagkiB BTE Ha 10000 xkiHOK y pik

KTK, 110 micTtaTh ge3orectpen (9-12 Bumaakis)
KT'K, 1110 MiCTSTh T€BOHOPTECTPEN

(5-7 BunapgKin)

XKiuku, siKi He 3acT0oCcoBYI0Th KI'K (2 Bumagku)
KinbkicTts BunagkiBs BTE



Y nmooguHOKMX BUNAgKaX MOBIMOMIISIIIOCS ITPO PO3BUTOK Y XKiHOK, siKi npuiiMaioTs KI'K, Tpom60o3y
iHImMMX cyouH (HampuKiIal, MeYiHKOBUX, Me3eHTepialbHUX, HUPKOBUX ab0 peTHHAIbHUX BEH i
apTepin).

@®aKkTOpPH PU3HKY PO3BHUTKY BeHO3HOI TpoMboeMobotii (BTE)

Ha tri 3acTocyBanus KI'K pr3uK po3BUTKY BEHO3HKX TPOoMO0eMOOIiYHUX YCKIagHEHb MOXKe 3Ha4YHO
30inbIIyBaTUCA Y KIiHOK 3 TOIaTKOBUMHU (paKTOpaMU PU3UKY, 0COOIMBO NIpX HaBHOCTI MHOXKUHHUX
dakTopiB pu3uKy (muB. TabIUINO 1).

IIpenapat Perynon® mpoTunoKa3aHWi XiHKaM i3 HasgBHICTIO MHOXKWHHUX (aKTOPIB PU3KKY, Ha
migcTaBi SKUX ii MOXKHA BiIHECTH [0 IPYIIH BUCOKOTO PU3UKY PO3BUTKY BEHO3HOTO TPOMOO3Y (OUB.
po3min «IIpoTunoka3aHHs»). KO XKiHKa Ma€e GinbIille 0OgHOTO (paKTOpa PU3UKY, 3POCTAHHS PUIUKY
Moxe OyTH OinbIIMM, HiZK CyMa PU3MKiB, acOLi0OBAHUX i3 KOXKHUM OKPeMUM (PaKTOpPOM, Y TAKOMY
BUIIAOKY CJIiJ] BpaXOByBaTH 3aranbHuil pu3uk po3BuTky BTE. KT'K He cnif npu3HayaTy, AKIIO
CITiBBiTHOIIIEHHST KOPUCTH/PU3UK OLIHIOETHCS K HeraTHBHE (OUB. po3Oin «IIpoTUmoKa3aHHI»).

Tabmuig 1
®akTOpHU PU3HKY PO3BHTKY BeHO3HOI TpomMboeMoOotii (BTE)
QaKTOp PUIUKY [TpumiTKa
OxupinHg (iHmekc Macu Tina Oinblne PU3MK 3HAYHO MiBUIIYETHCS MPU 36inbIIeHH]
30 xr/™M%). iHIeKCy MacH Tina.

Oco6nuBo moTpedye yBaru Mpu HAsIBHOCTI y
DKIHOK iHIIKMX (paKTOPiB PU3HUKY.
TprBana iMMoGini3allis, BeKe omepaTuBHe [V Takux BuUMafikax PeKOMEHAYETHCS

BTpydaHHS, Oymb-sKa onepalis Ha HUKHIX [IPUIIMHUTYA 3aCTOCYBaHHSA

KiHIliBKax ab0 Ha opraHax Masioro Ta3a, M71aCTUPY/TabIeToK/BariHaibHOTO Kinbls (y

HelpoXipypriu#i BTpydyaHHsS a00 BeIuKi pa3i IJIaHOBOT'O OIIEPaTUBHOIO BTPy4YaHHS - HE

TPaBMHU. MeHIIe HiXK 3a 4 TUXHi) i He BiJHOBIIIOBATH
3aCTOCYBaHHS paHillle HiXK yepes3 2 TUXKHI

[TpumiTKa: THM4YacoBa MoOimi3allig, ITiCJIs TIOBHOT'O BiTHOBJIEHHS PYXOBO1

BKJIIOYAIOYY [TOBITPSIHUY IepeTIiT Oinblie akTUBHOCTI. [IJ00 yHUKHYyTH HebaxkaHOl

4 TOIVH, TAKOX MOXe OyTH (aKTOpOM PU3UKY [BariTHOCTI, HEOOXiIHO 3aCTOCOBYBATHU iHII

BTE, oco0nuBO OIS XiHOK 3 iHIITUMHA METOIU KOHTPAIIEIIil.

(hakTOpaMu pU3UKY. Y ToMy BUIIQ[IKy, SIKIIO IIPUKAOM IIpenapary

PeryJIOH® He OyB MpUNMHEHUH 3a30aeriab,
PO3TTISIal0Th MOXKIIMBICTh IPOBEIEHHS
QHTUTPOMOOTHYHOI Tepairii.

CimeVHUY aHaMHe3 (BUIIaJKU BEHO3HUX K110 BUHUKAE MTif03pa PO CIagKOoBy
TpoMO0oeMO0 il y HalbIUKIUX POTUYIB - CXUIBHICTD, KiHKA [TOBUHHA OyTH HalpaBieHa
Oparti, cecTep abo GaTbKiB, 0COOIUBO Y Ha KOHCYJIbTAllilo 10 GaxiBIs 00 IPUNHATTS

BiTHOCHO MOJIOIOMY Billi, To6TO Y Biui mo 50 pilleHHs PO BUKOPUCTaHHS 6yab-aKoro KI'K.
POKIB).
[HIIII cTaHu, MoB's13aHi 3 BTE. Pak, CHCTeMHU} YePBOHUY BOBYaAK,
reMOJIITUKO-YPEMiUHUN CHHAPOM, XPOHIUHE
3arajbHe 3aXBOPIOBAaHHS KUIIEYHUKY (xBopoba
KpoHa ab0o BUpa3KOBUM KOJIT) Ta
CeprnonofiOHOKIIITHHHA aHeMis.

30inbIIeHHS BiKY Oco061mB0o ToHA[ 35 POKiB.




HeMae eguHOi [yMKH LI00 MOXKJIMBOT'O BIIMBY BAPHKO3HOT0 PO3LUINPEHHS BEH Ta II0OBEPXHEBOT0
TpoMO0dediTy Ha po3BUTOK ab0 MPOrpecyBaHHS BEHO3HOT'O TPOMOO3Y.

Crnip TakoX BpaxOByBaTH, 110 PU3UK TPOMO0eMOOTiUHNX YCKIagHEeHb 30iIbIIyETLCA ¥ IIEPiof
BariTHOCTI Ta y mepuIi 6 TUXKHIB MiCysA MOIOTiB (AUB. po3in «3acToCyBaHHA y Iepion BariTHOCTI a6o
TOOyBaHHS I'PYALIO»).

CuMnTOMH BeHO3HO1 TpoM0oem0ostii (BTE)

2Kinku 1oBuHHI OyTH 10oiHGOPMOBaHi IIpo Te, 110 B pa3i BUHUKHEHHS cuMmnToMiB BTE im crin
3BEPHYTUCH 3a HEBIOKIIaAHO MEOUUYHOI0 AOIIOMOTI00 1 ITOBIOMUTY MEIUYHOMY IIPAlliBHUKY IIPO
3actocyBaHHsa KI'K.

Cumnmomamu mpomb0o3y 2aubokux eeH (TI'B) moxcymsv 6ymu:

. onHOGiuHMI HAOPSIK HOTH Ta/abo cTomy abo [miNTHKY Y3[MOBXK BEHU Ha HO3i;

. 6inb abo mifBHUINEHA YYTIUBICTh Y HO3i, 110 MOXKe Bif4yBaTUCS TiMbKU IIPU CTOSHHI ab0
X0nb0i;

. BiIUyTTS XKapy B ypaXKeHiit HO3i; moyepBOHiHHS a00 3MiHa KOIhOPY IIKipU Ha HO3i.
Cumnmomamu emboii nezeHesoi apmepii (EJIA) moxcymb 6ymu:

. parToBa 3afyilKa 3 HEBimoOMOl IpUYNHYU a0 IPUCKOPEeHe NUXaHHS;

. parnToBuil Kauienas 6e3 0UeBUAHOI IPUUKUHY, MOXKIIUBO 3 KPOB'I0;

. rocTpuit 6inb y rpyOHiN KITiTiIi;

. nepegHeNPUTOMHUM cTaH ab0 3aIaMOPOYEHHS;

. yacTe abo HEPUTMiuHe ceprebuTTs.

IesKi 3 IIUX CUMIITOMIB (HallpUKJIa[ 3aQulllka, Kallle/lb) € HeCTIeIUPIiYHUMY i MOXKYTE OyTH
TIOMUJIKOBO NMIPUUHATI 3a Ginbi nommperi abo MeHII TAXKKi 3aXBOPIOBaHHS (HanpuKiaf, iHGekIil
IUXANbHUX LISAXIB).

[HmIi 03HaKU eM00JTii CyIMH MOXKYTh BKJIFOUATH: PAIITOBU 6inb, HAOPSK Ta HE3HAYHE MTOCUHIHHS
KiHIIIBKH.

Y pasi em0o71il CyAMH 0OKa CUMIITOMU MOXKYTh BapifoBaTH Bifl HeuiTKOCTi 30py (6e3 60IH0BUX
BiOUyTTiB), IKa MOXKe IIPOTPeCcyBaT A0 BTPaTH 30py. IHOII TOBHa BTpaTa 30py PO3BUBAETHCS MalKe
MHUTTEBO.

Pu3HK pPO3BUTKY apTepianibHoi TpoMOoemoOo01ii (ATE)

PesynwTaTy enifeMiosiorivyHux HOCIiAXKeHb JO3BOJIAIM acoLitoBaTu 3acTocyBaHHA KI'K 3 migBuIinieHuM
PU3KUKOM PO3BUTKY apTepiaabHUX TpoMO0eMOOoTiuHNX YCKnagHeHs (iHhapKT Miokapaa) abo
TIOPYLIEHHSM MO3KOBOTO KPOBOOOIry (Hampukiaf, TPaH3UTOPHE MOPYIIEHHS MO3KOBOT'O KPOBOOOITY,
iHcynbT). Bunapku aprepianbHoi TpoMO0eMO0JTil MOXKYTh IPU3BOOUTH [0 JIeTaIbHUX HACTIOKIB.

®aKkTOpHU PU3HKY PO3BHTKY apTepianbHoi TpomooeMoOotii (ATE)



Pusuk po3sutky ATE a6o nopymeHs MO3KOBOT0 KpoBoobiry npu 3actocyBauHi KI'K 3pocTae y xKiHOK
i3 pakTOpaMu pu3MKy (muB. Tabnuio 2). [Ipenapat Perynon® NpoTuoOKa3aHuii KiHKaM 3 OMHAM
Ccepro3HUM (HaKTOPOM PU3UKY a00 MHOKUHHUMU GaKTopaMu pu3uKy po3BUTKY ATE, Ha OCHOBI SIKUX
ii MOKHa BiHECTH IO TPYNU BUCOKOTO PU3UKY PO3BUTKY apTepianbHOi TpomMboeMOortii (IuB. po3min
«[IpoTunoka3zaHHs»). AKIIO XKiHKa Mae Oinbille OGHOTO paKTOpa PU3UKY, 3POCTAaHHS PUIUKY MOXKE
OyTu OiMbIIMM, HiXK CyMa PU3HUKIB, aCOI[iOBaHUX i3 KOKHUM OKpeMuM (HaKTOPOM, TOMY CIIif
BpaxOByBaTHU 3arajbHuil pu3uk po3BuTKy ATE. KT'K He ciif npu3HayaTy, SKIIO CHiBBITHOLIEHHS

KOPHUCTH/PU3UK OLIHIOETHCS K HeraTUBHE (OUB. Po3ain «IIpoTUmnoka3aHHs»).

Tabnuns 2

®aKTOpH PU3HKY PO3BUTKY apTepiaibHOl TpoMO0oeMOo01ii (ATE)

DaKTOp PUUKY

[TpuMiTKa

30inbIIeHHS BiKY

Oco061uB0 OHA[ 35 POKiB.

[lamiausg

PKiHKaM CJIil peKOMEeHIOyBaTh BiAMOBUTHUCS Bif
nasiHHsA, K10 BOHU 0aKal0Th 3aCTOCOBYBATU
KI'K. 2KinkaMm BikOM Bifi 35 pOKiB, sKi He
BiTMOBMINCS Bif MaJIiHHS, CHIiI HAIOJIETIUBO
PEKOMEHIYBaTH iHIMNI METON KOHTPALleNIIil.

ApTepiasibHa rinepTeH3sis

OxupiHHs (iHmeKc MacH Tina OinbIme
30 kr/™?)

PU3UK 3HAYHO IiABUINYETLCS IPH 30iNMbIIeHH]
IHIEeKCy MacH Tija.

Oco6nrBo TOTPebye yBaru Ipyu HasIBHOCTI Y
PKIHOK JJOMATKOBUX (PAKTOPIB PU3UKY.

CiMeliHUY aHaMHe3 (BUIIAOKX apTepialabHOl
TpoM60eMO0JTil ¥ HabIHKINX POOUYIB -
OpaTiB, cecTep abo 6aThKiB, 0COONMUBO y
BiTHOCHO paHHBOMY Billi, TO6TO y Bitli go 50
POKiB)

[Ipu migo3pi Ha CllagKOBY CXUJIBHICTD XKIiHKa
MOBMHHA OyTU HaIlpaBlieHa Ha KOHCYJIbTAIIilo
no ¢axiBUs 10 MPUUHATTS PillleHHS II0O0
3acTocyBaHHS Oynb-skoro KI'K.

MirpeHb

[TimBuIlleHHST YaCTOTH a00 TSIKKOCTI mepebiry
MirpeHi nif yac 3actocyBasHs KI'K (1o moxe
OyTH MIPOBICHUKOM IIOPYIIEHHS MO3KOBOT'O
KPOBOOOITy) MOXe CTaTu OOTrPYHTYBaHHSAM OJIsT
HeTralHOI'0 IPUMIMHEHHS 3aCTOCYBaHHSA
npenapary.

[HIIi cTaHy, acoljiiioBaHi 3 HeOaXKaHUMHU
peaxkiriaMu 3 00Ky CyauH

LlykpoBuii miabeT, rineproMoIucTeineMis,
Ba[Y KjiallaHiB cepld i Gpibpumnsmis
mepencepb, OUCIIMIONPOTEeIHEMIs Ta

CHCTEeMHUY YEePBOHU BOBYAK.

CuMnTOMH apTepiaabHoi TpoMO0oeM60s1ii (ATE)

2KiHKY 1ToBMHHI OyTH moiH(GOpPMOBaHi IIpo Te, 110 B pa3i BAHUKHEHHS HUX4Ye3a3HaueHUX CHMIITOMIB
iM cJTim TepMiHOBO 3BEPHYTHCS 3@ HEBIAKIIa[HOI METUYHOIO TOIIOMOT010 i TOBIIOMUTY MEAUYHOMY

IpaniBHUKY Ipo 3acTocyBaHHsS KT'K.

Cumnmomamu nopyweHHs M03K08020 Kp0o800bi2y Moxcymbs bymu:

. panToBe OHiIMiHHS 0071MYYst, ca0dKicTh abo OHIMIHHS KiHITIBOK, 0COOIMBO OMHOOIYHE;

. parToBe MOPYIIEHHS XOOH, 3allaMOPOYEeHHs, BTpaTa piBHOBar# abo KoopauHalii;




. parnToBa CIUIyTaHICTb CBiOMOCTi, MOPYLIEHHS MOBJIEHHS a00 PO3yMiHHS;

. parToBe MOTipIIeHHs 30py Ha ogHe abo o0uaBa OKa;

. PanToOBUY CUIbHUM a00 TpUBAIUM I'OJTOBHUM Oinlb 663 BU3HAYEHOI IPUYUHY;

. BTpaTa CBioMocCTi a0 HEMPUTOMHICTE i3 cymomaMu abo Ges.

TrM4YacoBiCTh CUMIITOMIB MOXKe CBIIUUTH IPO TPAH3UTOPHY inleMiuHy ataky (TIA).

Cumnmomamu iHpapxkmy miokapda moxcyms 6ymu:

. 6inb, mUCKOMMOPT, TUCK, TAXKKICTh, BIIUYTTS CTUCKAHHS ab0 PO3MUPAHHS Y TPYOSX, pyLi abo

3ad I'PYOUHOIO;

. oucKoMGOPT 3 ippafialli€lo y CIUHY, HUXKHIO LeJlelly, TOPJIO0, PYKY, LIIYHOK;
. BiIUyTTS [IePENOBHEHHS IITYHKA, IOPYLIEHHS TpaBieHHs abo Anyxa;

. IocuJieHe IIOTOBUMINIEHHS, HyI0Ta, O110BaHHS a0 3alaMOPOYeHHS;

. CHU/IbHA CN1abKicTh, HeCTOKil abo 3auIIIKa;

. mBuUgKe abo HEPpUTMiUHE CepreOUTTS.

2. IlyxauHu

Bimomo, 110 TprBajie 3aCTOCYBaHHS ITepPOpaibHUX KOHTPALIENITUBIB € (aKTOPOM PU3UKY PO3BUTKY
paKy WINKWKY MaTKU Y KiHOK, iHpiKoBaHUX BipycoMm namimomu moguau (BILJI). [TpoTe ne TBepOKeHHSA
BCe IIle 3a/IUIIA€EThCS CYyllePedIMBAM, OCKIJIbKYA OCTATOYHO He 3’'ICOBAHO, HACKIJIbKU Pe3yIbTaTu
MOCIiI?KEeHb BPAaxOBYIOTh BIJIMB CYIyTHIX (PaKTOPiB PU3UKY (HANIpUKJIIaA, BiIMIHHOCTI y KiTbKOCTi
CTaTeBUX MMapPTHePiB ab0 BUKOPUCTAHHS METOMiB Oap’€pHOI KOHTpPAIemIIii).

Merta-aHasi3 54 MiXXHapOOHUX OOCIIiAXKEeHb BKa3ye Ha He3HayHe IMiBUIIEHHS BiIHOCHOI'O PU3UKY
(BP = 1,24) po3BUTKY paKy MOJIOYHOI 3a/103H y XKiHOK, sKi 3acTocoByioTh KI'K. Lle#t migBuieHuit
PHU3UK OCTYIIOBO 3HUKAE NpoTaroM 10 pokiB micns npunuHeHHs 3acTocyBaHHS KI'K. Ockinbku pak
MOJIOYHOI 3a/1034 y XKiHOK BikKoM 710 40 pOKiB 3yCcTpidaeThCs pigKo, 30iMbIIeHHS KiTbKOCTI BUNIA[KiB
MiaTHOCTUKM paKy MOJIOYHOI 3aJI034 Y XKiHOK, SIKi 3aCTOCOBYIOTh HHHi a00 HEI0HaBHO 3aCTOCOBYBAJIU
KI'K He3HauHe IOJ0 PiBHS 3arajJbHOr0 PU3UKY paKy MOJIOYHOI 3aj103u. Pe3ynbTaT X AOCTIAXKEHD
He HaflaloTh NOKa3iB iCHYBaHHS MIPUYMHHO-HACIIAKOBOTO 3B sA3KY. [IiMBUIIIEHHST PU3UKY MOXKe OyTH
3yMOBJIEHE SIK OiNbIll paHHBOIO AiarHOCTUKOIO PaKy MOJIOYHOI 3aJI031 Y XKiHOK, SIKi 3aCTOCOBYIOTh
KIIK, Tak i 6iomoriunoio mieio KIIK abo moeguanHsIM 000X pakTopiB. [IoMiueHO TEHIEHIIIIO, 110
37I09KiCHI IyXJIMHU MOJIOYHOI 3aJI03H, BUABJIEHI y XKiHOK, gKi Konu-HeOynp npuiimanu KIIK, 3a3suyaii
KJIIHIYHO MeHIII BUpaXkeHi, HiX y XIHOK, sKi HiK0oIH1 He 3acTocoByBanu KIIK.

Y moomuHOKMX BUIIAAKaX Y XKiHOK, sIKi 3acTocoBY10Th KIIK, croctepiranucs moOposiKicHi, a e pigire
— 3JI05IKiCHI IyXJIMHY TeYiHKU. Y OKpeMUX BUMaAKax Li MyXJIUHU COPUYUHSAN HeOe3neuny s
JXKUTTSA BHYTPIIIHbOYEPEBHY KPOBOTEUY i3 3arp030I0 [AJIs KUTTA. Y pa3i BUHUKHEHHS CKapr Ha
cunbHUY 0iNb B emiracTpasnbHi minsgHil, npu 30inblIeHH] mediHKy ab0 03HaKaX BHYTPILIHbOUYEPEBHOI
KPOBOTeUi IIpy AudepeHIlianbHii AiarHOCTUIIl C/Iii BPaXxOByBaTH MOXKJIUBICTh HAsIBHOCTI IIyXJIMHU
IIeYiHKY y XKIHOK, s1Ki npuiMaioTh KIIK.

3. JHWi cmaHu.



IenpecuBHUM HACTPIll i genpecis € YacTUMU MOOIYHNMY PeakLisiMU IIPX 3aCTOCYBaHHI
TOPMOHA/TbHUX KOHTpALENTUBiB (ouB. po3nin «I1o6iuHi peakirii»). [lempecis Moxe OyTH TSXKKOIO i €
BimoMuM paKTOPOM PU3UKY CYyilMaanbHOI IOBediHKM Ta camory6cTBa. 2KiHoK cim iHpopMyBaTH 1po
HeoOXiIHICTh 3BePHYTUCS [0 JIiKaps y pasi nepemnayiB HaCTPOIO i CUMIITOMIB fieIpecii, HaBiTh SKIIO
BOHU BMHUMKAIOTh HEBMOB3I IIiC/IA II0YATKY JIIKYBaHHS.

EK30reHHi eCTpOTeHN MOXYTh iHAYKyBaTH ab0 ITOCUII0BAaTH CUMIITOMY CIIaAKOBOT'0 Ta HabyToro
AHTiIOHEBPOTUYHOT'0 HAOPSKY.

Y XiHOK i3 rimepTpurminepumeMicio abo CiMeHHIM aHaMHE30M TilepTpuriinepunemii mpu
3acrocyBaHHi KI'K crig BpaxoByBaTu MOXKJIMBUY IMiABULIEHNN PU3UK PO3BUTKY [TaHKPEATHUTY.

Xoua y 6araTthbox XKiHOK, 5iKi 3acTocoByi0Th KIIK, Oys10 moMiueHo He3HaYHe MiBUIIEHHS
apTepiasbHOTO TUCKY, KJIIHIYHO 3HaYUMe IIiJBUIIEHHS Bi[3HAYAETLCA PiIK0. B3aeM03B' 43Ky Mixk
3acrocyBaHHAM KIIK Ta K/IiHIYHO 3HA4YILIOI0 apTepiaybHOK rinepreH3sieo He BUuABIeHO. OfHaK y pasi
KJTIHIYHO 3HA4YyII0l apTepianbHOl rinepTeH3il, o IPOgoBXKYeThCSA Ha Tii 3acTocyBaHHS KIIK,
mouinbHO BigMinuTy 3actocyBaHHsA KIIK i po3moyaTu nikyBaHHS apTepianbHOI rinepreHsii. [Ipu
HeobOximHOCTi mpuiioMm KIIK Moxke OyTH ITOHOBIIEHUH, SKIIO 3a [OIIOMOT00 TilTOTEH3UBHOI Tepatil
BIAJI0CS AOCATTA HOPMa/IbHUX 3HAUYEHb apTepiaibHOrO TUCKY.

[ToBimoMnsnocs Mpo BUHUKHEHHS a0 3aT0CTPEHHS 3a3HaueHUX HUXK4Ye 3aXBOPIOBaHb Y IIepion
BariTHOCTI Ta npu 3actocyBaHHi KIIK, arne ix B3aeM03B 530K i3 3acTocyBaHHaM KIIK He € ocTaTo4HO
IOBe[leHNM: JKOBTSIHHUIIA Ta/abo cBepOiXK, OB 3aHi 3 X0JIeCTa30M; YTBOPEHHSI KaMeHiB y 2KOBYHOMY
Mixypi; mopdipis; cUCTeMHNI Y4ePBOHUY BOBYAK; F€MOJIITUKO-yPEMIYHUY CUHIPOM; XOpes
CupeHraMa; repriec BariTHUX; BTpaTa CIyXy, I0B'3aHa 3 0TOCKIEPO30M.

T'octpi abo xpoHiyHi mopyienHs QyHKLil Tevinky MOXYyTh BuMaraTu BigMinu KI'K, moku moka3HUKA
GyHKII1 Ie4iHKY He TTOBEPHYTHCS OO0 HOPMU. PelluauB X0meCTaTUYHOl KOBTSIHUIII, 1110 BIIEPIle BUHUK
y nepion BariTHOCTI abo mpu MMomepefHbOMY 3aCTOCYBaHHI CTAaTEBUX CTEPOITHUX TOPMOHIB, BUMarae
npunvHeHHd 3actocyBaHHda KIIK.

HesBaxarouu Ha Te, mo KI'K MoXyTh BryiuBaTH Ha nepudepruyHy iHCYTiHOPE3UCTEHTHICTD i
TOJIEPAHTHICTh [0 TJIIOKO3U, HEMA€E JaHUX 100 MOTPeOu 3MiHIOBATU TepaleBTUYHUM PeXKUM y KiHOK
XBOpuX Ha miabet, ski nputimaioTs KITK. [IpoTe XiHku, xBopi Ha miabeT, siki mpuiiMaioTsh KIIK,
MOBUHHI OyTH IiJ MUIBHUM MEOUYHUM HaTJISIOOM.

I3 3actocyBanusaM KI'K Gyna moB’si3aHa migBUIlleHa HMOBIPHICTh PO3BUTKY HECIEIU(PIiIHOTO
BUPa3KOBOTO KOJIiTy Ta xBopoOu KpoHa.

[HOmi MoKe po3BUBATUCS XJI0a3Ma (0CO0IMBO Y KIiHOK i3 XJI0a3MOI0 IIifi 4ac BariTHOCTi B aHaMHe3i).
2KinkaM 3i CXMJIBHICTIO 0 XJI0a3MH CJIifl YHUKATH BIIJIUBY COHSTYHUX ITPOMEHIB abo
ynbTpadioneToOBOro BUMIPOMiHIOBaHHS IIif yac 3acTocyBaHHS KI'K.

[Tpu Bubopi MeToxy (iB) KOHTpALEMNLil C/li BpaX0BYBaTH BCIO HaBe[leHY BUIlle iHhopMalliio.
MeoduuHe obcmediceHHA/KOHCYAbmayis

Ilo moyaTKy 3acToCyBaHHS a0 IOBTOPHOIO IpU3HaYeHHs IpenapaTy Perymor® ciif mposectu
peTenbHUY 30ip aHaMHe3y (BKJ/II0Ual04Yy CiMelHUYN aHaMHe3) i BUK/IIOYUTH BariTHiCcTh. HeoOxigHO
BUMIpSITH apTepialbHUN THCK, TPOBECTH (isuKanbHe 00CTeKEHHS, KEePYIOYHUCh iHGHOPMAIIiE0 PO
IIPOTUIIOKA3aHHA (quB. po3min «IIpoTUoKa3aHHI») Ta 0COONMMBUMY BKa3iBKaMH i 3amobiKHIMU
3axomaMu (ouB. po3min «OcoO6nMMBOCTi 3aCTOCYBAHHS»).



BaxnBo 3BepHYTH yBary KiHOK Ha pU3UK BUHUKHEHHS BEHO3HOTO Ta apTepiaJbHOTO TPoM603y,
BKJIIOYAIOUl PU3KK 3aCTOCYBaHHs Ipenapaty Perynos”® nopisusaHo 3 inmmmu KI'K, Ha cummntomu BTE
ta ATE, a TakoX Ha BCTaHOBJIEHI haKTOpU PU3UKY Ta HeoOXifHi Aii y pasi mimo3pu Ha pO3BUTOK
TpoM603y. HeobxigHo, 11100 KiHKa YBaXKHO IIPOYHKTala iHCTPYKIIiO [AJIsT MEIUYHOI'0 3aCTOCYBAHHS i
OOTpUMYyBajacsd 3a3HauyeHUX Y Hill peKoMeHpalii. YacToTa i XxapakTep OrJIsAfiB IIOBUHHI
I'PYHTYBATUCS Ha iCHYIOUMX HOpMaX MeJUYHOI ITPaKTUKY 3 YpaxyBaHHSAM iHOUBiTyanbHUX
0COOTMBOCTEN KOXKHOI XKiHKH.

Cnip monepenuTH XKiHKY, II0 TOPMOHAJIbHI KOHTPAIeNTUBY He 3axuiaioTh Bif BIJI-iHdekil (CHIOy)
Ta iHIIKMX 3aXBOPIOBaHb, 0 IePeaalThCd CTAaTEBUM IIITXOM.

3HudKceHHA epekmusHOCMi KoHMpauvenuii

EdexruBHicTh KI'K MOKe 3HUKYBATHUCS Y BUMIQMIKy IIPOIYCKY IIPUoMy TaOlIeToK, po3JafiiB
IIJTyHKOBO-KUIIKOBOT'O TPaKTy (OuB. po3min «Cmoci6 3acTocyBaHHS Ta fo3u») ab0o Ipy 0MHOYACHOMY
3aCTOCYBaHHI iHIIMX JiKapCchKuUX 3aco0iB (OUB. po3min «B3aemMopis 3 iHIIMMU TiKapChKUMU 3acobaMu
Ta iHII BUOU B3aEMOMIN»).

V 3B’13Ky 3 PH3UKOM 3MeHIIeHHs KOHIeHTpallil npenapaty Perynor® y mma3mi KpoBi, a TakoxX
3HUXKEHHS KITiHIYHUX e(eKTiB, CIiJ yHUKATH MOTO OMHOYACHOI'0 3aCTOCYBAHHS 3 POCITUHHUMU
IIpernapaTaMy, 10 MIiCTSTh ¥ CBOEMY CKJafi 3Bipo6itt (Hypericum perforatum) (ouB. po3min
«B3aeMopmis 3 iHIMMH JTiKapChbKUMK 3aC00aMM Ta iHII BUAM B3aEMOIii»).

KoHmpoab MeHCmpyaabHo20 LUKy

Ha i 3acTocyBanHs Oymb-sikux KI'K MOXYTb CliocTepiraTucst HeperynspHi KpoBoTeui (Maxyu4i
KPOB'STHUCTI BUiNIeHHS ab0 IMPOpuBHA KPOBOTEYa), 0COOIMBO MPOTSATOM IIEPIINX MiCSIIiB
3acTocyBaHHS. ToMy OIiHKa Oyb-IKUX HEPETyIsIpPHUX KPOBOTEY € 3HAUYIIOIO TilIbKU IiCIIs mepiody
ajlanTaiiii, 1o CTaHOBUTh MPUONIU3HO 3 HUKIIH.

Y pagzi, SKIIo HeperyasapHi KpoBOTeYi IOBTOPIOIOTLECS a00 PO3BUBAIOTHCS IIiCIIS MOTIEPEHIX
PeryispHUX LUKIIIB, CJIif 3BEPHYTU yBary Ha HerOpMOHaJIbHI IIPUYUHU IIUX CTaHIB 1 BUKIIIOUUTH
3J105IKiCHi HOBOYTBOPEHHS a00 BariTHiCTh. MoxKe OyTH IPOBEIEHO JiarHOCTUYHUMN KIOpEeTaX.

Y meskux XKiHOK MOXKe He HaCTaTUd MeHCTpya/lbHa KpOBOTeYa IIif Yac [IepepBu y Ipuiiomi
IepopaibHUX KOHTpalenTuBiB. fAKIo xkiHka 3actocoByBasia KI'K 3rifHO i3 BKa3iBKamMu, OMCaHUMHU Y
po3mini «Croci6 3acTocyBaHHS Ta 4O3U», TO MaJIOMMOBIpHO, 1110 B Hel HacTaHe BariTHICTh. IIporTe,
aKio 3actocyBaHHs K['K 37iliCHIOBanoCs HEPETYIIPHO [0 BiCyTHOCTI IepIIol KPOBOTEYi BiTMiHM
abo fAKIIo MeHCTpyasibHa KpOBOTeYa BifICYTHS NPOTATOM OBOX LIUKIIIB, Iepe]] IIPOLOBXKEHHIM
3actocyBaHHS KI'K HeoOXimHO BUKITIOYUTH BaTiTHICTh.

Peryn0H® MICTUTH 1akTO3y. KiHKaM i3 TaKMMHU PiAKICHUMU CIIafKOBUMU 3aXBOPIOBAHHSIMMU, IK
HeTIePeHOCHMIiCTh TajlaKTO3M, II0BHA JITaKTa3Ha HEeJOCTAaTHICTh a00 CHHAPOM TITI0K030-TaJlaKTO3HOI
MasnbabcopOiiii, He crlifg mpuiMaTH el JiKapchbKuil 3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BaeimHicme.

[Ipenapat Perynos® He 3aCTOCOBYETHCS Y EPiof BAriTHOCTI. [I0 I0OYaTKy 3aCTOCYBaHHS IperapaTy
Perymnon® cJtify BUK/IIOYKATH HasBHICTh BaTiTHOCTI. K10 BAariTHICTh HAacTala Ha TiIi 3aCTOCYBaHHS



npenapaty Peryion®, #oro 3aCTOCyBaHHS CIIifi HeraiHo IPUIHHATH.

BipmoBigHO 00 pe3ynbTaTiB emifeMioNoriYHuX AOCIIAXKEeHb, 4aCTOTa PO3BUTKY BPOMXKEHNX aHOMAJIil
y HOBOHAPO[XKEHUX, MaTepi AKUX IpUUMalIy IepopasibHi KOHTpaleITUBY [0 BaTriTHOCTI, He
IIepeBUIIyE HOPMaJIbHOTO PiBHS, KPIM TOTO, Y pa3i 3aCTOCYBaHHS IIepOpabHUX KOHTPALEIITUBIB Ha
PaHHIX TepMiHaX BariTHOCTI TepaTOTeHHOTr0 edeKTy Bifl IX IPUUOMY He CIIOCTEPIramocs.

[Ipu OBTOPHOMY IpH3HAYEHHI IpenapaTy Perynos® ciif BpaxoByBaTu 306iNbIIeHHS PU3UKY PO3BUTKY
BTE y micnsimonmoroBomy nepiofi (muB. po3minu «Cmoci6 3acTocyBaHHS Ta mo3u» Ta «OcobIuBOCTI
3aCTOCYBaHHS»).

ITepiod 200ysaHHA 2pydoHo.

[TpuiioM nepopaabHUX KOHTPALEIITUBIB MOXKE 3MEHIITYBaTH KiIbKiCTh TPYIHOTO MOJIOKA Ta
3MiHIOBATH MOT0 CKJaf, Oilbll TOTO, 1151 TPyIa IpelapaTiB MIPOHUKAE Y TPYIHE MOJIOKO (TpOTe HeMae
moKa3iB HebaXKaHOT0 BIUIMBY Ha 3[I0POB’Sl AUTUHU), V 3B’A3KYy 3 IIUM 3aCTOCYBaHHS IIpernapary
Peryn0H® XKiHKaM, SKi TOOyI0Th I'PYAAI0, HE PEKOMEHAYETHCH.

Mari KimbKOCTi cTepoigHuX rOpMOHiB Ta/abo ix MeTa0oJIiTiB MOXKYTh IIPOHUKATH ¥ TPYAHE MOJIOKO,
OJHAaK JoKa3iB He0azkaHOTO BIIJIUBY Ha 3[0POB’SI IUTHHU HEMAE.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

Brnuy KIIK Ha 3maTHICTE KepyBaTH aBTOTPaHCIOPTOM a0 iHIIMME MeXaHi3MaMu He BUSIBJIEHO.

Cnocib 3acmocyeaHHsi ma do3u.
03u

[Tpuiiom TabeTOK PO3MOYKMHATY 3 IEPIIOr0 JHSI MEHCTPYAJIbHOTO IIUKIY i mpuiiMaTu 1o 1 tabnerii
Ha go0y npoTsaroMm 21 mHs 6e3 mepepBH, Y pasi MOKJIUBOCTI - B OAMH i TOM ke yac mobu. [ToTim crmif
3pobuTH 7-mEeHHY NePepBy, Mif Yac K01 BiIOyBa€eThCI KPOBOTeYa BifMiHu. Ha HacTynHUN OeHb MiCNsa
7-meHHOl TepepBu (depe3 4 TUXKHI Mic/sa IpUioMy Iepiuol TabIeTKH, y TOU XKe OeHb TUXKHS)
BiIHOBJTIOIOTH IPUIOM IIpernapaTy 3 HaCTYIHOI O/1iCTepHOI yIIaKOBKH, 110 TaKOXK MIiCTUTL 21 TabneTky,
HaBiTh SKIII0 KPOBOTEYA HE MPUIKUHUIACE. TaK0l CXeMHU IIPUNOMY CIIifl JOTPUMYyBATHUCS, IIOKH iCHYE
HeoOXiiHiCTh y KoHTpauemnitil. [Ipu qoTpuMaHHi BKa3iBOK lTiKaps KOHTPALENTUBHUN ePeKT
30epiraeThbcs i Ha Yac 7-mIeHHOI TepepBH y MpuiioMi TabIeToK.

TabmeTKy HeoOXimHO MpHUKMAaTH BHYTPIIIHLO, V IOPSIAKY, 3a3Ha4eHOMY Ha OJTicTepHill yIakoBIli.
Iepwutl nputiom npenapamy Pezyaon®
SAKWw,0 paHiwe 20pMOHANbHI KOHMPAUENmMueu He 3aCmocosy8aauCh (8 0CMAHHIU MicAUDb).

IIpuiiom nepiuoi TabneTku Perynon® i po3M0YMHATH 3 IEepLIOro AHS MEHCTPYaIbHOTO IUKITY, ¥
IThbOMY BUIIQ[IKy He MOTPiOHO BUKOPUCTOBYBATH [OAATKOBI METOAYM KOHTPALEIIii.

[Tpuitom TabIeTOK MOXKHAa PO3MOYUHATH i 3 2 10 5 JHS MEHCTPYallil, ane B IIbOMY BUIAJKY Y



IIepIIOMY ITMKJIi BUKOPUCTAHHS IIpernapaTy CJIifi 3aCTOCOBYBaTH JONaTKOBI (6ap’epHi) MeToou
KOHTpauemnil y nepiui 7 gi6 mpuiiomy TabaeTox.

Axmo mpoiino Oinbille 5 OHIB micag MOoYaTKy MEeHCTpPYyalil, MOTPiOHO BiAKIACTH II0YaTOK IPUUOMY
npenapaty Peryion® no HacTymHOI MeHCTpYyaIlil.

ITpu nepexodi 3 KOMOIHOBAHO20 20PMOHANbHO20 KOHMpauenmuasy (KoMb6iHO8aH020 NepopPaLbHO20
koHmpauenmusy (KIIK), eaziHanbHo20 Kiavysa abo mpaHcoepmaabHO20 niacmupa)

BaxaHo, 106 XiHKa [o4aJia IpuioM TabeToK Perynon” Ha HaCTYIHHUN NEHb MiCIIs IPUAOMY
OCTaHHBOI aKTHBHOI TabneTku monepeansoro KIIK; y Takux BulafKax npuiioM TabneTok Perynon® e
CJIiT PO3TMOYMHATH Mi3Hillle HACTYITHOT0 OHS IIiC/Is 3BUYHOI ITepepBH y mpuitoMi Tab1eTok abo
npuiioMy HeaKTUBHUX TabneTok monepenuboro KIIK. TIpu nepexopi 3 BariHanbHOTO Kinblg abo
TPaHCOEepMasbHOr0 IIACTUPY PUoM TabeTok Perynon”® 6axkaHo po3IOYMHATH B [JeHb BUNAJICHHS
IIOTIEPETHBOTO 3ac0o0y; ¥ TaKUX BUIIAAKaX MPUOM TabIeTOK Pel"y}'IOH® CITIii PO3IMOYMHATH He Ii3HilIe
3alJIaHOBaHOI MPOLENYPH 3aMiHH.

[Ipu HamekKHOMY 3aCTOCYBaHHI IIOIIePEeHBOr0 METONY KOHTpPAIENIIil, a TaKOXK IIPHU MiATBEPAXKEHHI
BiZICYTHOCTI BariTHOCTi 3MiHa MeTOMy KOHTpAlleNIlil Moxe IIPOBOOUTHUCS ¥ OyOb-AKUil JeHb IUKITy. He
CJIi[l IepeBUIIyBaTH TPUBAJIiCTh PEKOMEHI0BAHOI IIepePBY B IPUIOMI paHillle BUKOPHCTOBYBaHOTO
IJIs KOHTPAIEMIIil Tpermapary.

ITpu nepexo0i 3 iHWUX npenapamis, AKi Micmsamb Auwe npo2ecmazeH («MiHi-niai», iH’ eKyii,
iMnaaumu) abo 8HyMPiWHLOMAMKOBOI cuCMeMU 3 NPO02eCMO2eHOM

XiHKa, gKa NpuuMae «MiHi-mini» (IpenapaTy, U0 MICTATh TiIbKY IPOTeCTEPOH), MOXKe [T04YaTh
npuiioM npenapaTy Perynon® y 6ynb-aKuii eHs; Y pasi iMmiadTa abo BHYTPIIHbOMATKOBOI CHCTEMH
— Yy OeHb IX BUJaJeHHS; Y BUIaAKy 3aCTOCYBaHHS iH €KIIIM — 3aMiCTh HACTYIIHOI iH'€K1Iil, IPOTe Y BCiX
IIUX BUIIQMIKaX y mepii 7 OHiB MpuitoMy TablIeTOK PEKOMEHOYEThCSI BUKOPUCTOBYBATH [IOMATKOBUIM
MeTo[ KOHTpAIleHIIil.

Hicas abopmy 8 I mpumecmpi 8azim+ocmi. 3acTocyBaHHs Ipenapaty Perynor® ciif po3noyaTu
HeralHo B TOM e JIeHb Iicys omepalril abo BUKUOHSA. Y TaKOMY BUIIAAKy HEMAE HeOOXimHOCTI
3aCTOCOBYBaTH AOOATKOBI 3aC00M KOHTPAIEILIi.

ITicas nonozie abo abopmy y II mpumecmpi eazimHocmi

[IpuiioM nepopajbHUX KOHTPALIEIITUBIB KIiHKaM, K1 He TOAYIOTh I'PYALI0, C/Iii PO3I0YMHATHY Ha
21-28-1 mens nicns nojoris abo abopty y II TpuMecTpi. 3acToCyBaHHS JOaTKOBHAX METOIB
KOHTpAaIlenIlil ¥ I[bOMy BUIIQ[IKy He IIOTPiOHO.

V pasi, Ko 3acToCcyBaHHs npenapaty Perynor® 6yio po3modaTo misHime, y nepumi 7 gi6 mpuioMy
CJIil BUKOPUCTOBYBaTH [OAATKOBI METOMX KOHTPAIEIIIi.

Y pagzi, SKIIo micis moJoriB BxKe O0yB CTaTeBUM KOHTAKT, IPUoM TabIeTOK CIIifl BigK/IaCTH OO MepIIol
MeHCTpYyaliil.

[TpuMmiTKa: XKiHKaM, SIKi TOAYIOTh rpyaato, He ciig npuiMmatu KITK, ocKinbKy 1je MoXKe MPU3BECTH OO
3MEHIIEeHHS KiJTbKOCTi 'PyOHOTO MOJIOKa (OUB. PO3[in «3acToCyBaHHS y epiof] BariTHOCTI abo
TONYBaHHS IPYLOI0»).

ITpuiiom nponyuweHux ma6.1emok



AKII0 micysg IPOMycKy nIpuiioMy TabaeTKu MUHYIIO He Oiabwe 12 200uH, TpOTU3aIITigHA Tis
npernapary He mocnabmoeTsesi. HeoOximHO sKHaUIIBUALIE IPUMHSATY IIPOMYIIeHy TableTKy, a fati
IIPOOBXKUTHU IPUKOM IIpernapaTry y 3BUYHHUU dac.

K10 micnsg mpomycKy TabneTKy mpouuuio 0isbwe 12 200uH, MpoTU3aIUTligHa Ais IpemapaTy Moxe
nocymabuTuck. Y pasi npomnycky HeoOXimfHO BpaXOBYBaTH ABa OCHOBHUX ITPaBUJIa:

1. He npununsitu npuiioM tabneTok Oinblle HiX Ha 7 OHIB.

2. [Ins mOCSATHEHHS HOCTATHLOTO NMPUTHIYEHHS Till0TanaMo-Timodi3apHO-1€YHUKOBOI CUCTEMHU
HeoOXimHO 7 gHiB 6e3MepepBHOr0 3aCTOCYBaHHS IIpemapary.

BipmoBimHO 0o mboro mpu mpuiioMi TabneToK HeoOXigHO KEPYBATUCS HACTYITHUMM PEKOMEHIAIliIMU.
TuowcOeHy 1

[ToTpibHO STKHAWIIBHIIE IPUNHSTH IPOIYIIeHy TableTKy, HaBiTh SKIIIO Ile 03HaYaTUMe IIPUAOM
nBOX TabyeTOK ogHOYACHO. [10TiM CITif TPOOOBXKUTHU PETYNISIPHUN NIPUIMOM y 3BUYHUY Yac fobu. [Ipu
IIbOMY IIPOTSITOM HaCTyIHUX 7 [i0 IOTPiOHO BUKOPUCTOBYBATH AOAATKOBHM Oap’€pHUIN METOf
KOHTpaIlemIil (HampuKiam, mpe3epBaTuB). fAKIo y monepenHi 7 mi6 BinOyBcst cCTaTeBUN KOHTAKT, CIIif
BPaxOBYyBaTH MOXKJIMBICTh HaCTaHHA BariTHOCTI. YuMm Oinblire npomnyieHo TabneTok i uuM 01muxye 1o
nepepBu Oy/u MIPOMYCKU, TUM BUINKM PU3UK HAaCTAHHS BaTriTHOCTI.

TusicOeHb 2

[MToTpibHO TKHAUIIBUIIE IPUMHATH IPOMYIIEeHy TableTKy, HaBiTh SKIIO Ile 03HaYaTUMe IIPUiioM
nBoX TabeToK ogHOYACHO. [T0TiM CITig TPOOOBXKUTH PETYISIPHUN MPUOM y 3BUYHUH Yac mobu. 3a
YMOBH NIPaBUJILHOTO 3aCTOCYBaHHS MPOTAToM 7 [ib 0 IMPOmycKy TabneTKu HeoOXimHOCTI y
IOIaTKOBUX 3axofax KOHTpallenllii HeMae, ajie B iHIIOMY BUNIafIKy a00 SKIO0 IIponylieHo Oinbire 1
TabJIeTKH, CJIif 3aCTOCOBYBATH NOJATKOBUN METOM KOHTpPAIEMNIIil mpoTsiroM 7 mib.

Tuowcoers 3

Pusuk nocnabreHHs IPOTHA3AIUIHOI il HEeMUHYYMH 3 OTJIsIMy Ha ONIM3bKICTh ITepepBy Yy NpuiioMi
tabneTok. OfHaK IIbOMYy MOXKHAa 3arno0irTi KOpUryBaHHSIM PeXUMYy IPUHOMY TaOlIeToK. 3a YMOBH
IIPAaBUJIBHOTO NIPAMOMY BCiX TaOIETOK MPOTATOM 7 [i0 [0 IPOMyCcKy TabneTKu, HeoOXiTHOCTI y
IOOATKOBHX 3ax0fax KOHTpAIEeNlil HeMae, IKII0 BUKOPHUCTOBYETHCS ONUH i3 IBOX HaBeNEeHUX HUKYE
BapiaHTiB. V iHIIOMY BUIIaAKY XKiHI[I PEKOMEHIYETHCS KEPYBATUCS IIEePILIXM BapiaHTOM i OIHOYAaCHO
3aCTOCOBYBaTH NOOATKOBUYM METOM KOHTpaleMIlil mpotsaromM 7 mib.

1. dxHaWmBUINE TPUAHSITH IPONIYIEeHy TaOIeTKy, HaBiTh SKIIO Ile 03HAaYaTUMe IIPUIOM OBOX
Tab7eToOK omHOYacHO. II0TiM CIIifl MPOMOBXKUTY PETYIIPHUN IPUNOM ¥ 3BUUHMM Yac nobu. HeobxigHo
II0YaTH 3aCTOCYBaHHS TableTOK i3 HOBOI 6J1icTepHOI yIIaKOBKU Ofpa3y IicJisg IPUHOMY OCTaHHbBOI
TabJIeTKH 3 ITOTOYHOI OJTiCTEPHOI YIIaKOBKH, TOOTO He POOUTH IIEPEPBH ITiC/s MPUKOMY TablIeToK i3
nornepenHboi 6icTepHol yIakoBKU. HacTaHHS MEHCTPYaAJIbHOI KPOBOTEYi 0 3aKiHYEHHS ITPUHOMY
IpYyToi yIIaKoBKY TabeTOK MaIOMMOBipHe, aje Iif 9ac MpuitoMy TablIeTOK MOXKYTh 3’ SIBJISTUCS
Maxyui BUieHHs ab0 ITPOPUBHI KPOBOTEUI.

2. ZKiHITi MOXXHa TAaKOXK MTOPAOUTH IPUIIMHUTY IPUIOM TabIeTOK 3 IOTOYHOI 6JI1iCTepHOl yITaKOBKU. Y
ITbOMY BUIAAKY CJIifl BATPUMATH 7-IeHHY IIepepBy, BKII0Yalouu Ti qHi, KO BOHA 3a0yiia MpUNHHATI
TabneTKy, i 1OoTiM movyaTu mpuiioM TabeTok i3 HOBOI 6/1iCTEePHOI yIIaKOBKH.

Ao xkiHka 3a0yna IpuiHSATHA TabIeTKH, i MOTIM MeHCTpyasibHa KpOBOTeYa IIif] Yac MepIiol IepepBu



y mpuiioMi Tab€TOK He HAacTasa, CJIi BPaxOByBaTH MOXKJIMBICTh HACTAHHS BaTriTHOCTI.
PexkomeHOauii npu wayHKOBO-KUWKOBUX P031adax

Y pasi TAKKUX NUTYHKOBO-KUIIKOBUX PO3JIafliB BCMOKTYBaHHS IIperapaTy Moxe OyTH HEeTIOBHUM, Y
IIbOMY BUIAAKY CJIifi 3aCTOCOBYBaTH [OAATKOBI METOOX KOHTPAIEILIi.

Y pagi 61t0BaHHS, 1110 BUHUKIIO IPOTATOM 3—4 ToguH micis mpuiioMy TableToK, CIlif KepyBaTUCs
PEeKOMeHJalisIMH II0A0 MPOIYCKY NMpuitoMy TabeToK, 3a3HaYeHUX ¥ MyHKTi «[IpomnyieHi TabneTku»
(muB. BUIIE). fAKIINO XKiHKa HE X04Ue 3MiHIOBAaTH 3BUYHUY IIPUIOM IIperaparTy, il CIi MpUuiHITA
momaTKoBY TabneTky (-u) 3 iHIIO0i 6/IicTEPHOI YIIaKOBKH.

Sk 3micmumu abo gi0mepmiHygsamu MeHCMPYaabHull YUK/

BigTepMiHnyBaHHSI MEHCTPYa/IbHOTO LIUKJTy He € IOKa3aHHAM [JI1 3aCTOCYBaHHS AAHOT0 IIpenapary.
[TpoTe, AKIIO ¥ BUHATKOBUX BUIIaAKaX MOTPIOHO BigTepMiHYBaTU MEHCTPyalbHUM LMK, XKiHKa
TIOBMHHA IIPOJOBXUTH IPUIOM TabIeTOK 3 HOBOI GIiCTEpHOI yIIaKoBKHM mpemnapaTy Perymnon® 6e3
nepen0adeHol mepepBy y npuiioMi. BinTepminyBaHHS M0oXe TPHUBATHU CTiIbKH, CKiNTbKY OaXka€ XKiHKa,
IIOKY He 3aKiH4yaThcsl TabreTKu 3 gpyroi OicTepHOl yrakoBKYU. Ha Tiii BinTepMiHyBaHHS MeHCTpYyalii
y XKIiHKM MOXKYTb BHHUKATH MaxXydi BumineHHs a0o mpopuBHi KpoBoredi. Hapmami, micns
TJIaHOBOI 7-TIeHHOI IepepBH, PeryapHuil IPUiioM Ipenapaty Perynon® Moxe GyTy IPOFOBKEHHIA.

[ITo6 3MicTUTH Yac HaCTaHHS MEHCTpYyallil Ha iHIIUHN IeHb TUXKHS, PeKOMEHIYEThCS CKOPOTUTH
TPUBAJIiCTh TePepPBY Ha GaxkKaHy KilbKicTh gHiB. YuM KOpOTIIOIO Oyie mepepBa, TUM BUIIUN PU3UK
TOTO, II0 KPOBOTEYa BifMiHU He PO3BUHETHLCS, @ Ha TJIi IPUUOMY HaCTYIHOI yIaKOBKY OyAyTh
BUHUKAaTH MaXydi BUiJIEHHS i IPOPUBHI KpoBOTeUi (y Iepiof BifKlameHol MEeHCTpyaltil).

Iimu. Be3neka i epeKTUBHICTh Oe30TeCcTpeny y MiAiTKiB BikoM 0 18 pokiB He BCTaHOBNeHa. [JaHUX
HeMa.

Ilepedo3yeanHsi.

I[Tpo cepiio3Hi MO6GiYHI peakiiil, 1[0 pO3BUBAIOTHCS IIPU NEePEf03yBaHHi TepopalbHIX KOHTPAIlENTHBIB,
He MOBigOMIISIIOCs. MOXIUBUMYU CUMIITOMaMU y TaHOMY BHUIIQKy MOXKYTh OyTH: HygoTa, O/II0BaHHS,
a TAaKOXK He3HayHa BariHajibHa KPOBOTEYa Y MOJIOOUX AiBYaT. TaKUM YMHOM, [1I€pef0o3yBaHHS
Ipernapary JIiKyBaHHS He BUMarae. [IpoTe Ipu BUSIBIIEHHI IIepeio3yBaHHs IPOTITroM 2—3 roguH abo
IIPU IPUKOMI BeJIMKOI KilTbKOCTi TabneToK Moxe OyTU POBefeHO IPOMUBAaHHS IUTyHKA.
CrneunudiyHoro aHTUAOTY HeE ICHYE, CIiM IPOBOOUTH CUMITOMaTUYHY TEPAIIio.

ITo6iyHi peakuii.

Omuc oKpeMux MobiYHNX peakilin

30iibIIeHHSI PU3UKY PO3BUTKY apTepiaJbHUX i BEHO3HUX TPOMOOTUYHUX i TPOMOOEMOOTiYHIX
yCKJIafHEeHb, BKJII0OUal4u iH()apKT MioKapAa, iHCy/IbT, TPaH3UTOPHI ilMeMidHi aTaku, BEHO3HUU
TpoM0603 i TpoMOoeMOoITito JTereHeBol apTepii, 6y10 Big3HAuYeHO y XKiHOK, SIKi 3aCTOCOBYIOTh
KoMOiHOBaHi mepopasbHi KOHTpalenTHBU. binbil geTanbHa iHdopMallis BUKIafeHa Y po3mini



«OCco6IMBOCTi 3aCTOCYBAHHS».

Kpim Toro, npu 3actocysanHi KIIK cmocrepiranucs inini HeOaxkaHi gBUIlla, Taki K apTepiaibHa
rinepTeH3is, TOPMOHO3aJIeXkKHi TyX/INHY (HaIpPUKIIaf, MyXJIUHU Ie9iHKY, MOJIOYHOI 3aJI031), XJI0a3Ma,
PO 110 JOKJIATHO OMKUCAHO V Po3mini «OcoOnMMBOCTi 3aCTOCYBAHHST».

4k i mpu 3actocyBanHi Oymb-akux KITK, Moxe crmocTepiratucst 3MiHa XapakTepy MeHCTPYyaIbHOl
KPOBOTEYi, 0COOIMBO y MEPIIN MicsAIb 3aCTOCYBaHHS. MOXKYTb CIIOCTEPiraTUCs 3MiHM 4aCTOTH
KPOBOTeY (IIOBHE 3HUKHEHHS, 3HUXKEHHS ab0 36ibIIeHHsS YaCTOTH), iIHTEHCUBHOCTI (3HUXKEHHS a0
30inbIIeHHs) a0 TPUBAJIOCTI.

MoxmuBi mo6iuHi peakilii, onucani y XkiHok, siki mputiManu KIIK, mo mictsaTs 0,15 Mr me3orecTpeny i
0,03 Mr eTuHinecTpagiony (gK y npemnapati Perynon®), a Takox 3aransHi msa KITK mo6iusi peakuii
HaBeqeHi B Tabnuni Hux4de’. Bei mobiuni peakiii knacudikoBaHi 3a cCTeMaMy OpraHiB i 3a 4aCTOTOI0
BUHUKHEHHS: AyxKe 4dacTi (= 1/10), gacti (= 1/100 — < 1/10), HeuacrTi (= 1/1 000 — < 1/100),
moomuHOKi (= 1/10 000 — < 1/1 000) Ta yacToTa HeBigoMa (HEMOXKJIMBO BU3HAYUTHU 3a HAIBHUMU

OaHUMH).

MOJIOYHHUX 3aJI03

3aJI03aX

Knacu cucrtem YacTi HeugacTi [TooguHOKI YacToTa HEBiZOMa
OpraHis
Po3napu iMyHHOI [inepuyTnusicts |[locuneHHA
CHCTEMU CUMIITOMIB
CIIagKOBOTO Ta
HalbyToro
AHTIOHEBPOTUYHOTO
HaOpAKy
Po3napu 06MiHy 3aTpUMKa PiguHU
PEYOBHH i
Xap4yBaHHSI
[TcuxiuHi mopyieHHs [[I[pUurHiveHui SHUXKeHHS nioigo ([[TigBuIeHHA
HaCTpik 1i6imo
3MiHa HaCTPOIO
Po3nagy HEPBOBOI "o10BHUH 0iNTh MirpeHn
CHCTEMU
Po3stafgu oprasis 30py| HemnepeHocumicThb
KOHTAKTHUX JTiH3
CynuHHI po3nagu Benos3Ha
TpoMOoeMOoITist
(BTE)
ApTepianbHa
TpoMOoeMOoITist
(ATE)
Posnapu mimyHkoBo- |Hymora boBaHHSA
KUIITKOBOT'O TPAKTy  |Bisib y XKUBOTI Hiapes
Posnagu wKipu Ta BucumnaHHsa By3nukoBa
MigIIKipHOI Kponus’'gsHKa epuTeMa
KJTITKOBUHU MynbTr(opMHa
epuTeMa
Po3mnanu Bomo4gicTs 30iJIbIIIeHHS BarinanbHi
PENpPONYKTUBHOI MOJIOYHHX 34103 |MOJIOYHMX 3aJi03 |BUiIEHHS
CHICTEMHU Ta bBinb y MOJIOYHUX Buninenus 3

MOJIOYHHMX 3aJI103




3arasbHi po3nagyu Ta [30inMbIIEHHS Macu 3MEHIIIeHHSI MaCH
peaktii y mMicti Tina Tina
BBEIEHHS

*Ilna onucy KOHKPETHHX MOOIYHUX peaklliii HaBeleHo HaiOinb Bigmosinauii Tepmin MedDRA.
CunoHiMu abo noB’si3aHi 3 TOOIYHOIO peakllielo CTAaHU He 3a3Ha4eHi, OOHaK iX CJIifi BpaXoByBaTH.

Bzaemooii

[TpopuBHi KpoBOTedi Ta/ab0 HeePeKTUBHICTh KOHTPALEITUBHOTO 3aC00y MOXKYTh OyTH pe3yabTaTaMu
B3a€EMO[Iii TepopasbHUX KOHTPALENTHBIB 3 iHIIMMU JTiKapChbKUMU 3aco0aMy, Ki iHIYKYIOTh
MikpocoManbHi hepMeHTH (OUB. Po3Min «B3aemopnis 3 iHIMMMU TiKapchbKUMU 3aco0aMu Ta iHIII BUOU
B3aEMOMIN»).

[ToBigoMIIeHHS PO Him03pIoBaHi mo6ivHi peakirii

[ToBimoMIsITH TIPO MiMO3PIOBaHI MeOUKaMeHTO3Hi mo6iuHi peakiili He06XigHO HABITH IiCJIS TOTO, SIK
OTPHMMAaHO peecTpalliiHe NOCBiquYeHHs. Lle m03B0JIsi€ IPOOOBXKYBAT! MOHITOPUHT CIIiBBIAHOIIEHHS
KOPHUCTH/PU3UK IJIS1 JAHOT0 JIiKapCchKoro 3acoby. IIpalliBHUKIB chepu 0XOPOHHU 300POB S IIPOCITh
TIOBIIOMJISITH TIPO BCi Migo3pioBaHi no0iYHi peakilii, BAKOPUCTOBYIOUM HallioHAJIbHY CUCTEMY
inbhopmMyBaHHS.

Tepmin npudamuocmi.

3 POKH.

YmMmoBH 30epirannsi. 30epiratu npu TeMiepatypi He Butze 30 °C.

30epiratu y HEJOCTYIIHOMY OJIS1 OiTeM MiCIi.

YnakoBka. [To 21 (21x1) tabmetni y 6mictepi; mo 1 (21x1) abo mo 3 (21x3) 6ricTepu y KapTOHHIH
yIIaKOBIIi. Y KapTOHHY YIIaKOBKY BKJIa[leHO IIJTACKU KapTOHHUM QyTasap fams 36epiranus GiicTepa.

Kareropis Bigmycky.

3a pelemnToM.

BupoOHHK.

BAT «I'emeon Pixtep».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCusi IPOBaJIXKeHHs MOro JisIbHOCTI.



H-1103, BynanerT, Byn. Oempei, 19—-21, YropmuHa.

3asiIBHHUK.

BAT «I'emeon Pixtep».

Micne3HaxomXKeHHsS 3asiBHHKA.

H-1103, Bymanemr, Byn. Jempel, 19-21, VropmuHa.



