IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

Bimopa

(Vidora)

Cknao:
ditoua pevosuHa: drospirenone, ethinylestradiol;

1 6micrep micTuTh 28 TabmeTok (21 aKTUBHY TaONIETKY KOBTOTO KOJIbOPY Ta 7 TableTok
nane6o 6i710ro KoIbopy);

1 TabGneTka, BKpUTa IIiBKOBOIO 000JI0HKOI0, KOBTOT'0 KOJIHOPY MiCTUTh ApocnipeHoHy 3,0 MT Ta
eTuHinectpagiony 0,03 Mr;

donomiscHi peyoguHu: TAKTO3W MOHOTIAPAT, KPOXMalb KYKYPYA3sSHUN, KPOXMallb
nmpexkenaTrhHI30BaHUM, KpocnoBigoH Plasdone XL-10, kpocnosigon Plasdone XL, moBimoH
K-30, monmicop6ar 80, marHito creapaT, Opadry® K0BTHUH (II0JTi€TUIEHT TiKOJIb, CIIUPT
moiBiHiNnOBUY, TUTaHy miokcup (E 171), Tanek, 3amiza okcup xkostuud (E 172)).

1 TabneTka, BKpHTa IJIiBKOBOIO 000I0HKOI0, 6isToro Konbopy (manebo) MiCTUTh:

donomigicHi pewosuHu: TakTo3a 0e3BogHa, moBimoH K-30, marHitoo cteapar, Opadry® II Ginuit
(cupT momiBiHiNOBHU (Tigposni3oBaHa YacTuHa), TuTany giokcup (E 171), makporon 3350, Tanek (E
553D)).

JIikapcbka ¢opma. TabmeTKy, BKPUTI ITiIBKOBOIO 000I0HKOIO.

OcHosHi ¢isuko-xiMiyHi 8aacmusocmi: AKTUBHI TabneTKu: KPyriIi TaOleTKH, BKPUTI MJIiBKOBOIO
000JI0HKOI0, JKOBTOT0 KOJIbopY. TabneTku mnaiebo: Kpyrii TabneTKy, BKPUTI IITiBKOBOIO 000JI0HKOIO,
6i710T0 KOJBOPY.

dapMakoTepaneBTHYHA rpyna. 'OpMoHanbHi KOHTPALEIITUBY AJI CUCTEMHOI'0 3aCTOCYBaHHS.
IpocnipeHoH Ta etuHinectpanion. Kog ATX GO3A Al2.

dapmakono2iuHi eaacmueocmi.
®apmakoOuHamika.

Iupexc Ilepnsi KOHTPAIEITUBHUX HeBHAy [Jis mpenapaTty ctaHoBuTh 0,09 (BepxHi#t mBobiunMM 95 %



moBipuwmii inTepsan (OI) - 0,32).

3aranpHuit ingekc [lepns (KOHTpalleNTUBHI HeBAaYi MOMUNIKY 3 OOKY MAlliEHTOK) [JIs IIpemapaTy
ctanoBuTh 0,57 (BepxHiit gBoOiuHuM 95 % I - 0,90).

[TpotuszamnningHa mist KombGiHOBaHUX opanbHUX KoHTpauenTusiB (KOK) 6a3yeTbcst Ha B3a€MOMil pisHUX
YMHHUKIB, HallBaXKJIUBIIINMU 3 SIKUX € IIPUTHIYeHHS OBYJIALIlL i 3MiHM I[epBiKaJIbHOI CeKpellil.

Jlikapcekuii 3aci6 Bigopa - 11e KOK 3 eTuHinecTpamiosoM Ta IporecToreHoM APOCIipeHOHOM. Y
TepamneBTUYHUX N03aX OPOCIiPEeHOH BUSBIISE aHTHAHIPOreHHI Ta MOMIPHI aHTUMiHEPaTOKOPTHUKOITHI
BJIACTHBOCTi. BiH HE Ma€ eCTPOTEHHOI, ITIOKOKOPTHUKOIMHOI Ta aHTUTTIOKOKOPTUKOITHOI aKTUBHOCTI.
OTXe, IPOCIIiPpEHOH Ma€ CX0XKuM (papMaKoIoriyuuit mpodink i3 TPUPOTHUM ITPOreCTEPOHOM.

3rigHo 3 JAaHUMM [OCIiXKeHb TOMIpHI aHTUMiHEPaTIOKOPTUKOIOHI BIaCTUBOCTI Ipenapaty Bimopa
IPU3BOMATE 4O IIOMIPHOTO0 @aHTHMiHEPaTOKOPTUKOIAHOTO BILIUBY.

dapMaKoKiHemuxka.

[IpocHipeHOH

Abcopbuis. TlepopambHO IPUUHSATUN OPOCIIPEHOH IIIBUIOKO i MTOBHICTIO BCMOKTYEThCS. [TikoBa
KOHIIEHTpAIlis Y CUPOBATIIi, III0 CTAaHOBUTh 38 HI/MJI, MOCATAEThCS IPUOIN3HO Yepe3 1-2
TOAVHY IIiCJISI OHOPA30BOT0 IIePOPAIbHOI0 3aCTOCYBaHHA. biogOCTYIIHICTE OPIBHIOE
npu6bnu3Ho 76-85 %. OgHoYacHe BXKMBaHHS 1XKi He BIJIMBAE Ha 0i0gOCTYyIHICTD
OPOCIIIPEHOHY.

Po3nodia. Tlicns mepopanbHOTO MPUKOMY KOHIIEHTpPAIlig APOCIipeHOHY B CUPOBATII KPOBi
3HUKYETHCS, CEPeHiN KiHIeBUil epio HaMiBBUBEEHHS CTAaHOBUTEL NTPUOMKU3HO 31 romuHYy.
I pocripeHoH 3B’I3y€ETHCS 3i CHPOBAaTKOBUM aibOyMiHOM, ajie He 3B’SI3YEThCS 3 TII0OYIIiHOM,
1m0 3B’s13ye ctaTeBi ctepoigu (I'3CC), i 3 rmobyminoM, 1o 3B’13ye Koptukoinu (I'3K). ¥
BUTJISM1 BiIbHOTO CTEPOINY B CHPOBATII KPOBi HasgBHI TifibKu 3-5 % 3araibHOI KOHIIEHTpallil
npocmipenony. [linsuimennas piBag ['3CC, iHgyKOoBaHe eTHUHIIECTPaaioioM, He BIJIMBA€E Ha
3B’s13yBaHHS APOCHipeHOHYy 3 6inkamMu cupoBaTku. CepenHill yaBHUN 06’€M PO3MOTiLY
IPOCIIipeHOHYy cTaHoBUTh 3,7 + 1,21 m/KT.

Memab6oai3m. TTicns mepopanbHOr0 IPUMOMY IPOCIiPeHOH 3HAYHOI Mipoio
MeTabomni3yeTbcsi. OCHOBHUME MeTaboIiTaMu y Mjia3Mi KPOBi € KUCTIOTHA (popMa
OPOCIIIPEHOHY, 1[0 YTBOPIOETHCS BHACIIIOK PO3KPUTTSA JTAKTOHOBOT'O KiJlbIld, a TAKOX 4,5-
OUTiIpOAPOCIipeHOH-3-CynbhaT, SKui (GOPMY€ETHCI IMUISIXOM TigpaTalil 3 MoAabIIuM
cynbdaTtyBaHHSIM. [[POCIipEHOH TaKOXK € 00’€KTOM OKMCHIOBAJIbHOTO MeTab0/Ii3My, 1110
kaTtanidyerbcss CYP3A4. In vitro mpocmipeHoH Moxe c1aOko abo IOMipHO MPUTHIYYBaTH
dbepmentu mutoxpomy P450: CYP1A1, CYP2C9, CYP2C19 ta CYP3A4.

BusedeHnHsa. MeTabomiuHuil KJTipeHC OPOCIIIPEHOHY i3 CUPOBATKM KPOBi CTaHOBUTH 1,5 = 0,2
MJI/XB/KT. JIxille He3HaYHa KiJbKiCTh APOCIIipEeHOHY EKCKPETYETHCS Y HE3MIHEHOMY BUT IS,
MeTabomiTi ApoCIipeHOHY BUBOASATHCSA 3 KaJIOM Ta CEYel0 y CIiBBITHOIIEHHI MPUOIU3HO
1,2:1,4. Tlepion HamiBBUBeAeHHs MeTa0o0JIiTiB i3 ceyero i Kanom - mpubau3Ho 40 roguH.

PigHosadicHa KoHUeHmpauis. [1ig 9yac UKy Teparil MakcrMaJjibHa PiBHOBaXKHa
KOHIIEHTpAIlis IPOCIIipeHOHY Y CUPOBATII KPOBi mpubau3Ho 70 HI/MJT JOCATAETHCS



npuOnIu3HO Yepel 8 mHiB mikyBaHHS. KOHIIEHTpalis pOCIipeHOHY Y CUPOBATIIi KPOBi
306inbiryBanacs mpuOIu3HO0 ¥ 3 pa3u BHACIIAOK CITiBBiAHOIIIEHHS KiHIIEBOTO IIEpiony
HaliBBUBE[EHHS Ta IHTepBajly JO3yBaHHS.

Ocob.ausi kame20pii x8opux

Bnaus Ha Hupkosy HedocmamHicmb. [Ipu moCSTHEHHI PiBHOBAzKHOTO CTaHY ITif 4ac Teparrii
OPOCIIIPEHOHOM Y TPYIIi XKiHOK i3 HUPKOBOI HEJOCTATHICTIO JIETKOTO CTYIEeHs (K/IipeHC KpeaTuHiHy
50-80 Mn/xB) Ta y rpyIi XKiHOK 6e3 nopylieHHs QYHKII HUPOK CIIOCTEpiraancs aHasoTiuHi
KOHIIEeHTPallil APOCIipeHOHY B CUPOBATIIi KPOBi. Y I'PyIIi XkiHOK i3 HUPKOBOIO HEAOCTATHICTIO
CepemHbOro CTyneHs (kiipeHc KpeaTruHiny 30-50 MJI/XB) CHPOBATKOBI KOHIIEHTpAallil POCIipEeHOHY
Oynu B cepeguboMy Ha 37 % BUILL, HiXK y Tpymi XiHOK i3 HOpMasnbHOW QYyHKIIEI0 HUPOK. Teparmis
OpoCIipeHOHOM Ho0Ope mepeHocuacs XKiHKaMy i3 HUPKOBOI HEJOCTATHICTIO JIETKOT'0 Ta IIOMipHOT0
cryneHs. Teparisi pocIipeHOHOM He ToKa3ana 0yab-KOT0 K/IiHiYHO 3HQYyIIor0 BIUIMBY Ha
KOHIIEHTpALII0 KaJlil0 Y CUPOBATLL KPOBI.

Bnaue Ha neuiHKog8y HedocmamHicmy. Y OOCIifzKeHHi 3aCTOCYBaHHST OJHOPA30BOi M0O3U KITiPEHC
IPOCITIipEHOHY IIPU IePOPabHOMY 3aCTOCYBaHHi 3HUKYBaBCs nmpubau3Ho Ha 50 % B ocib i3 momipHOIO
IIeYiHKOBOI HEJOCTATHICTIO MOPIBHSHO 3i 37I0POBUMHU OOPOBOILIIMHU. BUsiBIeHe BinXuIeHHS
KJIipeHCY OPOCIIipeHOHY B 0Ci0 i3 TOMipHOIO IIe4iHKOBOIO HEOCTaTHICTIO He 06yMOBIIIOBanI0 OyOob-
SIKUX SBHUX BiIMIiHHOCTEH 000 KOHIIEHTpallii Kajilo y cupoBaTii KpoBi. HaBiTk 3a HasBHOCTI
I[YKPOBOTO OiabeTy Ta IpH CYIIyTHbOMY 3aCTOCYBaHHI CITiPOHOJIAKTOHY (IBa (haKTOPH, 110 MOXKYTh
IIPOBOKYBAaTH TilepKasieMilo) He CIIOCTepiraaocs MifBUILIeHHS KOHIIEHTpallil Kajlilo B CUpOBAaTLi KPOBi
BHUIIle BEPXHBLOI MexXi HopMu. OTKe, IPOCIipeHOH J00pe IepeHOCUThCSI 0Co0aMu 3 IeYiHKOBOO
HEIOCTaTHICTIO JIETKOTO Ta IOMIPHOTO CTyIneHd (knac B 3a knacudikauiero Yainga-I1'10).

EmHiuHa npuHasaedcHicmbe. He criocTepiranocs KIiHIiYHO 3HAYYIIOl Pi3HUII ¥ HhapMaKOKiHeTHIII
npocIipeHoHy abo eTHHiIeCcTpamiony v XKiHOK SIMTOHCHKOI HAI[iOHAIBHOCTI Ta €BPOIIEHIIiB.

ETuHinecrpamion

Abcopbuis. [Ipu mepopalbHOMY 3aCTOCYBaHHI €TUHIIECTPAAI0I IIBUAKO 1 IIOBHICTIO
BCMOKTYeThCA. [licnsa 3acTocyBanHa 30 MKT IikoBa cCMpoBaTKOBa KoHIleHTpalisa 100 nkr/mn
OOCATaETHCS MPOTAroM 1-2 roguH. ETuHinecTpamion migmaeThCs eKCTeHCUBHOMY e(heKTy IepIIoro
IIPOXOMKEHHS, 110 3a/Ie2KUTh Bifl iHAMWBiAyalIbHUX BiIMiHHOCTEM.

A6comoTHa 6i0IOCTYMHICTh CTAHOBUTD MPUOMM3HO 45 %.

Po3noogia. OuikyBaHUM 06’'€M PO3NOMiNY €TUHINECTPafioNny CTaHOBUTL MPUONIU3HO 5 JI/KT, a
3B’sI3yBaHHS 3 OiTKaMu Ij1a3Mu KpoBi - mpubausno 98 %. ETuninecTpamion iHAyKye CUHTE3 V
neyiniri rno0yiny, mo 3B’s3ye ctaTeBi ropMmonu (['3CIY), a TakoXK rio0yIiHiB, 10 3B’I3yI0Th
KOPTUKOIHI ropMoHH. [Ipu 3acTocyBaHHi 30 MKT €THHiIECTPaiony MIa3MoBa KOHIIEHTpaIlis
['3CT 36inpmyeThes Bim 70 mo mpubnusno 350 HMOIB/M.

ETuHinecTpanion y HeBenuKil KinTbKOCTI BULOINAETHCS y TpygHe MoJioKo (0,02 % mo3u).

Memabousizm. ETuHiNECTpamion 3HayHOI0 Mipoio MeTabonizyeTbes y LIKT Ta mpu mepuiomy
IIPOXOKEHHI 4epe3 nedinKy. ETHHiNecTpafion rooBHUM YUHOM MeTab0/Ii3yeThCs IIISTXOM
apoOMaTUYHOI'0 TiAPOKCUIIOBAaHHSA i3 (HOPMyBaHHSIM BeJIHKOl KiTbKOCTI TiIPOKCHAIBOBAaHUX Ta
eTHJIbOBAaHUX MeTa0oJIiTiB, IKi HasBHi K BibHI MeTabO0IiTH Ta KOH I0TaTH 3 I'IIOKYPOHigaMu
Ta cynbdaTamu. MeTabomiyHu I1a3MOBUM KITipEHC eTHHINIeCTPaiiony CTaHOBUTh



npuOIM3HO 5 MI/XB/KT. In vitro eTuHinectpamion € 3BopoTHUM iHTiGiTOopoM CYP2C19,
CYP1A1 ta CYP1A2, a Tak0oX Ha OCHOBi MexaHi3My fil - iHribitopom CYP3A4/5, CYP2C8 ta
CYP2]2.

BueedenHs. ETuHiNneCTpanion He BUBOOUTHCS Y HE3MIHEHOMY BUTJIANL Y 3HAYHINU KIJIBKOCTI.
MeTabomiTu eTUHiTECTPamioNny BUBOOSITHCS i3 ceuyero Ta JKOBYIO Y CIIiBBigHOIIEHHi 4:6.
[lepion HamiBBUBeNEHHS MeTabO0MITiB CTaHOBUATH Tpubu3Ho 1 go0y. [lepion HamiBBUBEAEHHS
MeTaboJTiTiB cTaHOBUTE 20 TOOUH.

PigHosadtcHa koHueHmpauyis. PiBHOBaXKHa KOHIIEHTPAIlis OCATAETHCS MPOTITOM APYTol
IIOJIOBUHU IIUKJTy Teparlil, CHpOBAaTKOBHUI PiBEHb €THHINIECTPaMioy 30iIbIITyEeThCS TPUOIU3HO
B

1,4-2,1 pa3a.

ITokniHIuHI OaHi 3 6be3neku

Y nabopatopHux TBapuH eheKTH APOCIipeHOHY Ta eTHHilecTpamiony Oymu oOMexXeHi TUMH, SKi
acoIriroBaaucs 3 BiloMo0 (hapMaKOJIOTiYHOIO Hi€l0. 30KpeMa, OOCTiIXKeHHS 3 BUSIBIIEHHS
PENpPOAYKTUBHOI TOKCUYHOCTI ¥ TBapUH I0Ka3aju HasBHICTh BUAOCIEU(pIYHOTO eMOPiOTOKCUYHOTO
Ta (ETOTOKCUYHOTO BIINUBY. [Ipu eKCII03uIlii, 1110 TIEPEBUIIYE TaKy V TBAPHH, SIKUM 3aCTOCOBYBaJH
npenapat Bigopa, y mesiKux BUOIB TBapHH CIIOCTEPiraau BIIJIUB Ha CTaTeBY AudepeHIialliio.
HocnigKeHHs 3 OL[IHKY €KOJIOTIYHOI'0 PU3UKY [10Ka3aJlH, 110 eTUHIJIEeCTPaaioll Ta ApOoCHipeHoH
IIOTEHIINHO MOXKYTb CTAaHOBUTH 3arpo3y [Jis BOOHOTO cepemoBuIa (auB. po3min «OcobnuBi 3axonu
0e3mneKm»).

KiiniyHi xapaKTepHUCTHKH.
Iloka3anns.

OpasnbHa KOHTpaLemniis.

IIpomunoka3aHHs.

Komb6inoBaHi ropmoHanbHi KoHTpauenTusu (KI'K) He ciIifl 3aCTOCOBYBaTH 3a HAsIBHOCTI Xx04a 6 OMHOT0O
3 HUK4Ye3a3HaYeHUX CTaHiB. Y pasi gKio Oyab-sIKul i3 1[UX CTaHiB BUHHUKAE BIEPIIE IIif Yac
3acrocyBaHHS KI'K, mpuiioMm npemnapaTy Clif HeraiHo NPUIIAHUTH.

HasiBHiCTH @60 PU3UK PO3BUTKY BeHO3HOI TpoMboeMOoil (BTE):

o BTE Ha maHuit yac, 30KpeMa BHACIIIOK Tepallii aHTUKoarynsiHTaMu, abo B aHaMHe3i (HallpuKiag,
Tpom0O03 rubokux BeH (TT'B) abo TpomOoeMmOortist mereneBoi aptepil (TEJIA));

0 Bigoma cmapgkoBa a6o HaOyTa cxunbHIiCTh 1o BTE, Taka SIK pe3UCTEHTHICTh 10 aKTUBOBAHOI'O
npoteiny C (y Tomy uucii myTallis ¢pakropa V Jleiimena), meginut antutpom6iny-III, medinut
npoteiny C, nedinut mpoTeiny S;

0 BeJIMKi OTIepaTHBHi BTPyYaHH i3 TpuBasoo iMmmobinisailieio (quB. po3min «Oco6auBOCTI
3aCTOCYBaHHS»);



0o Bucokul pusuk BTE yepe3 HasBHICTh MHOXKUHHUX (HAKTOPIB PU3UKY (AUB. po3min «OcobauBOCTi
3aCTOCYBaHHS»).

HasBHicTh a0 PU3UK PO3BUTKY apTepianbHOl TpoMOoeMbomil (ATE):

o HasBHicTs ATE Ha mauu# 4ac abo B aHaMHe3i (HampuKiag, iHpapKT Miokapaa) abo HasgBHICTb
IIPOOPOMaIbHUX CUMIITOMIB (HalpuKiaf, CTeHOKapHis);

0 IOpPYIIEeHHS MO3KOBOTO KpOBOOOIry Ha maHui 4ac abo B aHaMHe3i, HasiBHICTh IPOAPOMabHUX
CUMIITOMIB (HallpuKiaf, TPaH3UTOPHA imeMiuHa aTtaka (TIA));

0 BigoMa cmapgkoBa abo HaOyTa cxuibHICTE 10 ATE, Taka K rieproMouucTeiHeMisl Ta aHTUTINIa 10
dbocdominigiB (aHTUTINIA 10 KapOioMimiHiB, BOBUAKOBUY aHTUKOATYJISHT);

0 MirpeHsb i3 BOTHHUILIEBUMY HEBPOJIOTIYHUMHU CUMIITOMaMM B aHaMHe3i;

0 BuCOKuM pu3uk ATE depe3 HasiBHICTh MHOXUHHUX (PaKTOPiB pU3UKY (AUB. po3min «OcobnuBocTi
3acToCyBaHHS») ab0 4epe3 HasgBHICTb OHOTO CEPH03HOTO (haKTopa PU3UKY, TAKOTO IK:

- IIyKpOBUii fiabeT i3 CyAMHHUMH yCKJIaHEHHSIMUY;
- TsIKKa apTepiaiibHa TinepTeHsis;
- TSI2KKa [UCIIMONPOTeIHeMis.

HasiBHICTb TSKKOT'0 3aXBOPIOBAHHS IeYiHKU Ha JaHUU yac abo B aHaMHe3i, TOKU
IIOKa3HUKY (PYHKIIl IeYiHKU He IOBEPHYIUCS B MeXi HOPMU.

HasiBHUMI paK MOJIOYHOI 327103, IOTOUHMM ab0 B aHaMHe3i, AKUi Moxe OyTH
TOPMOHOUYYTIHUBUM (IUB. Po3[in «Oco0IMBOCTI 3aCTOCYBAHHS», MiAPO3Oin «3mMosKicHi
HOBOYTBOPEHHS»).

HupkoBa HEIOCTATHICTh TIKKOTO CTyIeHs abo rocTpa HUPKOBa HEJOCTATHICTh.

HastBHICTb MyX/IMH Tedinky Ha aHuM 4ac abo B aHaMHe3i (moOposkicHux abo
37I0SIKICHUX).

Bigowmi abo migo3pioBaHi 3M0KiCHI MyXIUHY (HAIPUKJIIAM, CTAaTEBUX OPTaHiB), 110 €
3aJIe’KHUMH Bifl CTaTEBUX T'OPMOHIB.

BarinanbHa KpoBOTe4a He3'sICOBaHOI €Ti0Oril.
[TigBuIneHa YyTIUBICTH [0 Ail0UMX PedoBHH a00 0o OyOb-IKOTr0 3 KOMIIOHEHTIB IIpemapary.
[Tino3pioBaHa abo migTBepAXKeHa BariTHICTE.

Jlikapcekuii 3acib Bigopa npoTunokasaHui Ipyu 0HHOYACHOMY 3aCTOCYBaHHi 3 TiKapChbKUMU
3acobamu, 1m0 MicTaTh oMbiTacBip/napuTanpeBip/puToHaBip Ta facalyBip abo TiKapChKUMU
3acobamu, 10 MIiCTSATh IieKanpeBip/miopenTacsip abo copocOyBip/BenmaTacBip/BoKcinanpesip (OuB.
po3min «B3aeMomist 3 iHIMMMY JTiIKApPCHKUMHU 3ac00aMM Ta iHIi BUOW B3aEMOIIN»).

Oco0;1MBi 3ax0oaHu 0e3mneKH.

Lleit mikapchbKui 3acib6 Moxke CTaHOBUTH HeGe3MeKy I HaBKOJIUIITHLOTO CEPENOBHINA (OUB. PO3Min



«PapMaKoIOTiuHi B1aCTUBOCTI»). Byob-IKUi HEBUKOPUCTAHUM TiKapChKUii 3acib abo Bigxomu ciif
YTHUIi3yBaTH BigIOBIAHO [0 JIOKAIbHUX BUMOT.

B3aemodis 3 inwumu aikapcokumu 3acobamu ma inwi eudu e3aemMo0ill.

Cnig o3HaoMuTHCS 3 iH(opMalliero U100 TiKapChKOro 3aco0y, I10 3aCTOCOBYETLCS OMHOYACHO, OIS
BUSIBJIEHHS IOTEHIIIMHNX B3aEMOMIIN.

e BrmuB iHmuMx nmikapchKux 3aco0iB Ha nmpemnapatT Bimopa

B3aeMopii MOXJKBi 3 JTiKapChbKUMU 3aco0aMu, 10 iHOYKYI0Th MiKpocoMasbHi pepMenTH. Lle
mpu3Bene 10 30iNbllIeHHs KIipeHCY CTaTeBUX TOPMOHIB, 110 3i CBOTO 00Ky BUKJIMKAE 3MiHU XapaKTepPy
MEHCTPYaJIbHOI KpOBOTeYi Ta/a00 BTpaTH e()eKTUBHOCTI KOHTPALIETITUBY.

Tepanis

[HOyKLUig eH3UMiB MoxKe OyTH BHSIBIIeHa Yepe3 [eKifbKa OHiB JTiKyBaHHS. MaKcuMalbHa iHAYKIiS
(hepMeHTIB 3arajioM CIIOCTEPIraeThCA Yepe3 meKinbkKa TuxKHiB. [Ticisa BiTMiHM TiKyBaHHS iHOYKIIis
(bepMeHTiB MOXKe TPUBATH MPUOIU3HO 4 TUXKHI.

Kopomkocmpokose niKye8aHHs

2KiHKY, IKi IpUIMaloTh JIiKapChKi 3aco0u, 110 iHOYKYIOTh PEePMEHTH, IIOBUHHI TUMYACOBO
BUKOPUCTOBYBaTH Oap’epHUM MeTon abo iHIIui MeTon KoHTpameniil mogatkoBo no KOK. Bap’epuuit
MeTO[I CJIi BUKOPUCTOBYBATH IIPOTATOM YChOI'0 TEPMiHY JIIKYBaHHS BiAIIOBIIHUM IIpeniapaToM i Iie
IIPOTAroM 28 [OHIB IMiC/Ig NPUIIXHEHHS UOr0 3aCTOCYBaHHA. KIO Tepalis pOo3I0YMHAETHCS Y IIepiof
3acTocyBaHHS ocTaHHixX Tabnetok KOK 3 ymmakoBKH, TO IpHiioM TabIeToK 3 HacTymHol ynakoBku KOK
CJIif ToYaTH ofpa3sy Miciis monepefHbol 0e3 3BUYHOT0 iHTepBaty 6e3 3aCToCyBaHHS TaOIEeTOK.

Lloseocmpokoge niKy8aHHA

KiHKaM IIpy AOBTOCTPOKOBIiM Tepallil Jil0UMMU PeYOBUHAMH, IO iHAYKYIOTh (EPMEHTH IIE€YiHKH,
peKoMeHayeThcsl Oap’epHuUii abo iHIIMI BiAMOBIAHUIM HETOPMOHAIBHUM METOM KOHTpPALeIIii.

Huxxue3asHaueHi B3aeMoii Oyu 3adikcoBaHi 3rigHO 3 0ny0IiKOBAHUMY TaHUMU.

Miroui pevosuHu, wo 36iavwyoms KaipeHc KOK (3HudcenHs epexkmusHocmi KOK uepe3 iHOyKUit0
(hepmeHmig), HANPUKAAO:

6apbitypaTu, 603eHTaH, KapOaMa3eliH, GeHiTOIH, MPUMiToH, pudaMIIilliH; MpenapaTH, 110
3acTOoCOBYIOThCS IpHu BIJI-iH(ekii: pruToHaBip, HeBipariH Ta edaBipeHIl; TaK0XK, MOXKJIIKBO,
¢denbamat, rpu3eodyabBiH, OKCKapOa3eliH, TomipaMar i pOCIMHHI TiKapchKi 3aco0H, 110 MiCTATh
eKCTPakT 3BipoOoi (Hypericum perfiratum).

Litoui peuosuHU 3 HenocmiuHuUM 8nau8oM Ha KaipeHc KOK:

[Tpu ogrouyacHOMy 3actocyBaHHi 3 KOK Benuka KinbkicTh KoMmOiHamiit iHri6iTopis BIJI-mpoTea3u Ta
HEHYKJIEO3UHUX iHTi0iTOPiB 3BOPOTHOI TPaHCKPHUIITa3H, BK/II0OUal0yy KoMOiHalii 3 inribiTopamu
Bipycy renatuty C (BI'C), MoXyTh migBuIlyBaTH a00 3HWXKYBaTH KOHIIEHTPALIil0 eCTPOreHy abo
IIPOTEeCTUHIB ¥ ma3Mi KpoBi. CyKyNHUM BIJIUB TAKUX 3MiH MOXKe OyTH KITiHIYHO 3HAUYIIUM Y OeTKUX
BUIIAKaX.



ToMmy [71st BUSIBJIEHHSI TIOTEHIIMHUX B3a€MOMIN Ta OyOb-IKUX iHIIUX PEKOMEHMAIlN CTif
03HAMOMHUTHCS i3 iHpopMalli€ro M0N0 MeIUYHOTO 3aCTOCYBaHHS JTiIKapChKOT0 3ac00y s JIIKyBaHHS
BIJI/BI'C, 110 mpuiMa€ETbCS OMHOYACHO. 3a HaIBHOCTI Oyb-sIKUX CYMHIBiB )XiHKaM JOaTKOBO
CJIiI BUKOPHUCTOBYBaTU Oap’€pHUM METOM KOHTpPAIEMNIii Mpy Teparii iHridiTopaMu npoTeasu
abo iHribiTopamMu HeHYKI€03UIHOI 3BOPOTHOI TPAHCKPHUIITA3H.

Iitoui pevyosuHu, w,o 3Huxicyroms kaiperc KOK (inzibimopu pepmeHmis)
KniniyHa 3HaUyLIiCTh IOTEHIIINHOI B3a€MOZIi 3 iHriGiTopamMu pepMeHTIB 3aMuIIaeThCs He3’ ICOBaHOIO.

OpHoYacHe 3aCTOCYyBaHHS CUJIbHUX iHTiIOiTOPiB CYP3A4 MOXKe IigBUINUTH 11J1a3MOBI KOHIIEHTpAIlil
ecTporeHy abo mporectury, abo 000X KOMIIOHEHTIB.

Y mocnimkeHHi 6araTopa3oBux 003 KoMOiHallil mpocripeHoH (3 Mr/no0y)/eTruHinecTpamion
(0,002 mr/mo0y) Ta cunbHoro iHriditopa CYP3A4 KeTOKOHA3011y, 1[0 3aCTOCOBYBABCS OOHOYACHO,
npotsaroM 10 pHiB 30inburyBanocs 3adeHHss AUC, 4, APOCIIPEHOHY Ta €THHINIECTPaAiony y

2,7 ta 1,4 pa3a BimoOBimHO.

ETopukokcub y go3ax Big 60 no 120 Mr/mo6y mpomeMOHCTPYBaB MigBUINEHHS I171a3MOBUX
KOHIIEHTpallii eTuHiNecTpapiony y 1,4-1,6 pa3a BignoBigHO Ipu OfHOYaCHOMY 3acTocyBaHHI 3 KOK,
mo Mictuth 0,035 Mr eTuHiNeCcTpagiomny.

e BriiuB npemnapaty Bigopa Ha iHmi nmikapchki 3aco6u

OpasbHi KOHTPALEITUBY MOXKYTh BIUIMBATH Ha MeTa00Ii3M [IesKUX [Iil0UurX pe4oBUH. BimmoBinHo,
KOHIIEHTpAIlil y JIa3Mi KPOBi Ta y TKAHWHAX MOXYTh ab0 MigBUIIyBaTUCS (HAIPUKIIA[,
ITUKJIOCIIOPHH), @60 3HUKYBATUCS (HAIPUKIIA[, TaMOTPUMKHUH).

Ha migcTaBi mocmimkeHb B3aEMO{Iii in vivo y XKiHOK-TOOPOBOJIBIIIB, SIKi 3aCTOCOBYBAJIA OMEIPA30JI,
CHMBACTaTHH Ta Miga3oyaM SK cyOCTpaTU-MapKepH, BCTAHOBIIEHO, 10 KJIiHIYHO 3HAYYIa B3aEMOIis
IPOCIIipEHOHY B [103i 3 MI' 3 iHIIIMMU aKTHBHUMU CyOCTaHIIIsIMHU, 110 iHOYKYIOThCS UTOXpoMoM P450,
MaJIOMMOBipHa.

Kniniyni mani cBiggath mpo Te, 110 eTUHiNecTpagion mpurHivye kiipenc cyocTpatiB CYP1A2, 1o 3i
cBoro 60Ky BUKIUKaE cabke (Hanpukiap, Teodinid) abo moMmipHe (HanpuKiaf, TU3aHIOUH)
TiABHUINEHHS 1X TIa3MOBUX KOHIIEHTPAIIIH.

d®apMakogMHAMIYHiI B3aEMOi1

[Tig yac KMiHIYHUX DOCTiAXKEHD i3 3a/ly4eHHSM TAIliEHTIB, SKi OTPUMYBaJIU JiKapchKi 3ac00U OIS
nikyBaHHS iH@eKIi# BipycHoro rematuty C (HCV), mo micTaTs oMOiTacBip/mapuTanpeBip/puToHaBip i
naca0OyBip 3 pubaBipuHOM abo 6e3 HbOT0, OyI0 BUSIBIEHO MigBUIIeHHS TpaHcaMiHa3u (AJIT) Ginblme
HiX y 5 pa3iB Buille BepxHboi Mexi Hopmu (BMH). Le BinGyBanocs 3i 3Ha4HO 6inbII00 YaCTOTOI Y
XKIiHOK, SIKi 3aCTOCOBYBa/IHU JTiKapCchKi 3aco0H, II0 MiCTSITh €TUHiIeCTPaios, 30KpeMa i KoMOiHOBaHi
ropmoHasnbHi KoHTpatenTusu (KI'K). Kpim TOro, TakoXK y MallieHTiB, AKi OTpUMYBaJIX JIiKyBaHHS
riekanpeBipoM/mibpeHTacBipoM a6o codocOyBipoM/BenmnaTacBipoM/BOKCinampeBipoM,
crocTepirasnocs mifBuilleHHs nmoka3Huka AJIT y XKiHOK, fKi IpriiMany JTiKapchKi 3aco0H, 110 MiCTITh
eTuHinectpapgion, taki 9k KI'K (guB. po3ain «IIpoTunoka3aHHI»).

Tomy kiHKaM, 5IKi 3aCTOCOBYIOTH JlikapChKuii 3aci6 Bimopa, HeoOXimHO BUKOPUCTOBYBATH
anbTepHATUBHUM METON KOHTpPallenlil (Hanpukiaz, KOHTPalelTUBHY, 1[0 MiCTATh TiJIbKU
mporecTareH, abo HerOPMOHAaIbHI METO[IM) IIepe[] TOYaTKOM Tepallii i3 3aCTOCYBaHHSIM 3a3Ha4eHO0l



KoMOiHa1ii JikapchKux 3aco6iB. 3acToCyBaHHS JIiKapChKOTo 3aco0y Bimopa MoxkHa BiTHOBUTH depe3 2
TUXKHI TTiC/Is1 3aBeplIeHHs Tepallil 3a3HaueHo10 KoMOiHali€ro.

Y matieHTiB i3 HOpMaIbHOIO PYHKIIEI0 HUPOK ONHOYACHE 3aCTOCYBAHHS OPOCIiPEHOHY Ta iHTiOiTOpiB
aHTioTeH3UHIIepeTBOpIOBabHOTO hepmeHTy (AIID) a6o HECTEPOINHUX MPOTH3aaIbHUX IIperapaTiB
(HII3II) He moka3aso 3HAYYLIOT0 BIIMBY Ha PiBEHb KaJlilo CUPOBATKU KpoBi. OMHAK OgHOYaCHE
3aCTOCyBaHHS ITpenaparty Bimopa Ta aHTaroHicTiB anbgocTepoHy abo Kanii30epiraiouux aiypeTHKiB
He JOCIigXKyBanocs. Y 1[bOMy BUIIa[IKy piBeHb KaJlilo ¥ CHpOBATIli KPOBi MOTPIOHO [OCTiAXKyBaTH
IIPOTSITOM TIEPIIOro UXKIY JIiKyBaHHSA (OUB. TaK0XK Po3Tin «OcoO0IMBOCTI 3aCTOCYBaHHS»).

THwi popmu 83aemo0ii
JlabopamopHi aHanaisu

3acToCyBaHHS KOHTPALIENITUBHUX CTEPOIMiB MOXKe BIIMBATU Ha PE3y/IbTATH AESIKUX T1a00paTOPHUX
aHaumiziB, Takux SIK GioxiMiuHi mapameTpu QyHKIII MeyiHKy, MKUTOBUOHOL 321031, HAIHUPKOBUX 3aJ103
i HUPOK, Ha KOHIIEHTpallilo y 1a3Mi TPAaHCIIOPTHUX OiNKiB, TaKUX K T700YJIiH, 10 3B’ I3y€
KOPTHUKOCTEPOINY, Ha KOHIIEHTpallilo y mi1a3Mi (pakiii JinifiB/minonpoTeidiB, Ha TOKa3HUKU
BYTJ1€BOJHOT0 00MiHy, Koarynsiii Ta ¢iopuHonizy. 3a3Buyait Taki 3MiHu nepebyBaioTh y Mexkax
HOpPMaJIbHUX 3HAYEHb.

IpocmipeHoH 30iNbIlye aKTUBHICTL PEHIHY Ta albOOCTEPOHY B IJIa3Mi, IO iHAYKYEThCS HOT0
IIOMiIpPHOIO0 aHTUMiHEPAIOKOPTUKOIIHOI0 aKTUBHICTIO.

Oco6 1ueocmi 3acmocy8aHHs1.

PimeHHs mpo Ipu3HavYeHHs MpernapaTty Bigopa Ciif npuiiMaTy 3 ypaxXyBaHHSIM iHAWBIAyaIbHUAX
(akTOpiB pU3UKY XKIHKH, 110 iCHYIOTh Ha JaHUU MOMEHT [JId XIiHKH, Y TOMY 49HUCJIi (haKTOpiB
pu3uKky po3Butky BTE, a Takox pusuky BTE, noB’sg3aHoro 3 npuiioMoM Ipenaparty Bigopa,
nopiBHgHO 3 iHmmMu KT'K (guB. po3minu «IIpotunokasanusa» Ta «OcoOnMMBOCTI
3aCTOCYBaHHS»).

IlonepenxenHus

3a HasIBHOCTI Oymb-IKUX CTaHiB ab0 (aKTOpiB pU3UKY, 3a3HAaUYEHUX HUXKYE, CJIii 0OTOBOPUTH 3
JKIHKOIO JOILIIbHICTh 3aCTOCYBaHHS Ipenapaty Bigopa.

Y pagi 3arocTpeHHs a0 Ipu NMePIIKUX NPosgBax Oyab-IKUX i3 BKa3aHUX CTaHiB abo (hakTopiB
PU3UKY XKiHKaM PeKOMEHAYETHCS 3BEPHYTHUCS IO JiKaps Ta BU3HAUYUTU HEOOXigHICTh MPUNUHEHHS
IpuioMy Ipenaparty Bimopa.

Y pagzi nigo3proBanoi abo migTBepaxkenoi BTE a6o ATE cyim npunuHuTH 3acTocyBanHs KI'K.
fKI10 po3noyaTa aHTUKOATYISTHTHA Teparis, ciig 3a0e3meYuTy abTePHATUBHY aJleKBaTHY
KOHTPALIEIIil0 Yyepe3 TepaTOTeHHUM BIIJIUB aHTUKOATYJISHTIB (KyMapyuHu).

LIupKyISTOPHI po3/1agu.
Pu3uk po3sutky BTE

3acrtocyBanHs Oymb-skux KI'K migBuriye pu3uk po3Butky BTE y XkiHOK, 5IKi iX 3aCTOCOBYIOTH,
IIOPIiBHSIHO 3 TUMH, IKi IX He 3aCTOCOBYI0Th. [IpenapaTH, 1o MiCTAThH TI€BOHOPrecCTpe,



HOpPrecTuMaT ab00 HOPEeTHUCTEPOH, aCONiIITHCA 3 HHKYUM pu3uKoM BTE. 3acTrocyBanHs
iHmux gJiKapchbKHX 3ac00iB, Takux siK Bimopa, Moxke NMpU3BOTHUTH 0 MiIBHUIEHHS PHU3HKY
yaBiui. PilmeHHs Mpo 3aCTOCYyBaHHA NpenapariB, OKPiM THX, III0 MalOTh HAMHUKYHH PH3UK
po3BuTKYy BTE, ci1ig npuiMaTH jIHIIIe Mic/Is 00roBOpeHHd 3 XKiHkoio. HeooxigHo
NMepeKOHATHCsI, [0 BOHA YCBimoM/Iio€ pu3uK po3BuTKYy BTE, aconiiioBanui i3
3aCcTOCYBaHHSIM npenapary Bigopa, cTynmiHb BIUTHBY HasiIBHHX Y Hel (paKTOpPiB PU3HKY Ta
TOH (pakT, o pu3uK BTE € HaUBHIIIUM IMPOTSATOM IMEPIIOr0 POKY 3aCTOCYBaHHA. 3a
nesaskuMu JaHUMH pu3uK BTE Moxke 3pocraTtu npu BimHOBIeHHi 3acTocyBaHHA KT'K micis
nepepsH y 4 THXKHi a00 goBIIe.

Y 213 10 000 xinoK, ski He npuiimaiTs KI'K Ta He € BariTHuUMHU, po3BUBaEThCSA BTE mpoTarom poky.
OnHak y KOXKHOI 0KpeMol XKiHKM PU3UK MOXKe OyTH 3HAYHO BUIIMH 3a/IeXKHO Bif HasgBHUX Y Hel
(baxTopiB pU3UKY (HUB. HUKYE).

BcraroBneno', mo i3 10 000 xiHOK, siKi 3acTocoByoTh KI'K, 1m0 MicTaTh ApocmipeHoH, y 9-12 XiHOK
po3BuHeTsCs BTE mpoTAroM 0gHOTO POKYy. lle mOpiBHIOETLCS 3 HOKa3HUKOM 6° Y XKiHOK, SKi
3actocoByoTh KT'K, 1110 MICTATE JIEBOHOPTeCTPEL.

B 060x Bunapkax KinbkicTs Bunagkis BTE 3a pik Oysa MeHIIIO00, HiX 3a3BUYail 04iKyeThCS IIPOTATOM
BariTHOCTi a0 y MiC/IsAI0oI0roBOMY IIepiofi.

BTE Moxke npu3BOAUTHU [0 JieTaJlbHUX HACiAKiB y 1-2 % BUMAfKIB.

KinbkicTs BumnaakiB BTE #Ha 10 000 xkiHOK 3a 0guH pik

Lli moxa3HUKU OTPUMAHO Ha OCHOBI BCiX JaHUX eMifleMionoriYHIX JOCTinkKeHb 3 ypaxyBaHHIM BiTHOCHUX
PU3UKiB, OB A3aHUX i3 npuitoMoM pizaux KI'K, mopiBasAHO i3 3acTocyBanusaM KI'K, mo MicTATh
JIEBOHOPTeCTpe.

2 . . . . .

Y cepenaromy 5-7 BunagkiB Ha 10 000 XiHKO-DPOKiB Ha OCHOBI pO3paxyHKy BiIHOCHOTO PU3HUKY 3aCTOCYBaHHS
KT'K, 110 MiCTSITh IEeBOHOPTECTPET, IIOPIiBHSHO 3 TAKMM Y XKiHOK, SIKi He 3acTocoBytoTh KI'K (mpubmusuo 2,3 -
3,6 BUMIAOKY).

Hap3BryaliHo pigKo MOBiMOMIISIOCS IIPO BUHUKHEHHS TPOMOO3Y B iHIIMX KPOBOHOCHUX CYOMHAX,
HallpUKJIa[ apTepidax i BeHax IIeYiHKYU, HUPOK, Me3eHTepialbHUX CyIuHaX, CyOUHAaX I'OJIOBHOTO MO3KY
abo CiTKiBKH, y XKiHOK, 5IKi 3aCcTOCOBYIOTh KT'K.

®axTopu pu3uKy po3BUTKY BTE

Pu3uK po3BUTKY BEHO3HUX TPOoMO0OeMOOiYHUX YCKITagHEHD Y XKiHOK, gKi 3acTocoByioTh KI'K, Moxe
OyTu 3HaYHO BUIIUM 3a HasSBHOCTI [OaTKOBUX (PAaKTOPiB PU3UKY, 0COOIMBO MHOKUHHUX

(muB. Tabmumo 1).

3acTocyBaHHA IIpenaparTy Bimopa nmpoTunoka3aHe XiHKaM i3 MHOXKUHHUMU (GaKTOpaMU PU3UKY, IO
MOXKe MiIBUIIUTH PU3UK PO3BUTKY BEHO3HOT0 TPOMOO03y (OuB. po3min «IIpoTunokasaHHs»). AKII0
J)KiHKa Mae Oinbile ogHOTO paKTOpa PU3UKY, 3POCTAaHHSA PU3UKY MoxKe OyTH OiNbLUIuM, HiK cyMa
PHU3UKIB, acOIlili0OBaHUX i3 KOXKHUM OKpeMuM (HaKTOpPOM, TOMY CJIifi BpaxyBaTU 3arajibHUN PU3UK



po3Butky BTE. {KIo CniBBigHOIIIEHHS KOPUCTH/PU3UK HECIPUATINBE, He Ciif npu3Hadatu KI'K
(muB. po3min «IIpoTUnoKasaHHI»).

Tabnuis 1
dakTopu pu3uUKy po3BUTKY BTE
DaxTOp PUBUKY [TpuMmiTka
OxwupiuHS (iHOeKC Macu Tina Pu3uK 3HAYHO MiABUIIYETHCS IPU 30iNbIIEHH] iHOEKCY
nepesumye 30 Kr/m’) MacH Tifa.

Oco6nuBo moTpebye yBaru 3a HasiBHOCTI iHIITUX
(hakKTOpiB PU3UKY.

TpuBasna immo0ini3atiisi, Benuke Y Takux cuTyaligx peKOMEHIYEThCS IPUIIUHUTU

omepaTHBHE BTPy4YaHHs, OIlepallid Ha 3aCTOCyBaHHS IpenapaTy (y pasi IIJIaHOBOTO

HUKHIX KiHIIiBKax a00 opraHax Ta3a, OIepaTUBHOTI'0 BTPY4YaHHS L[OHaMeHIIe 3a 4 TUXKHI) Ta

Helpoxipypriyui BTpydyaHHs abo He BITHOBJIIOBATU 3aCTOCYBaHHS PaHillle HiXK 4yepes 2

o0IITMpPHA TPaBMa. THZKHI ITiC/IS TOBHOTO BifHOBJIEHHS PYXOBOi aKTUBHOCTI.
3 MeTOo10 YHUKHEHHS HeGaxKaHoi BariTHOCTI CJIif

[TpumMmiTKa: TUMYacoBa iMMo06isni3alisi, 3aCTOCOBYBaTH iHIII METOOX KOHTPAIEIILIi.

y TOMY YHCJIi IEPEIbOTH > 4 TOOuH,

TaK0XK MOXKYTh OyTH paKTOpPOM Crnip po3TNSIHYTH OOLIIbHICTh @HTUTPOMOOTHUYHOI

pu3uKky po3BuTtky BTE, oco6muBoy  Teparil, SKIIO 3aCTOCYBaHHS Npenapaty Bimopa He 0yrio

XKIHOK 3 iHIKUMU (HaKTOpPaMU PU3UKY. NPUIKMHEHO IOIEepPeqHEO.

Cimeiinust anamues (BTE y koroch i3 YV pa3si HasgBHOCTI CIIafKOBOI CXHUJIbHOCTI IIepef

poxuyiB abo 6aThKiB, 0COOIUBO Y 3acTocyBaHHSIM Oymb-akux KI'K xKiHkam

BITHOCHO MOJIOIOMY Billi, HAIIpUKJIa PEKOMEHOYETHCI IOPAfUTUCS 31 CIeliaiCTOM.

no 50 poxkiB).

IHmi crauy, noB’si3aHi 3 BTE Pak, cucTeMHUI YePBOHUY BOBYAK, T€MOJIITUKO-
YPEMIUHUY CUHAPOM, XPOHiIYHE 3allajbHe 3aXBOPIOBAHHSA
KHUIIeYHUKY (xBopoba KpoHa a00 BUpa3KOBUii KOJIT) Ta
CepronogiOHOKITITUHHA aHEeMis.

Bix Oco6mnuBo y Billi moHax 35 poKiB

HeMmae equHOI yMKH 00 MOKJIMBOT'O BIIMBY BAPUKO3HOTO POIIIMPEHHS BEH Ta ITOBEPXHEBOTO
TpoMO0debiTy Ha PO3BUTOK Ta MPOrpPecyBaHHS BEHO3HOT'0 TPOMOO3Y.

Heo0ximHo 3BepHYTH yBary Ha MigBUINEHUNM PU3UK PO3BUTKY TPpoMOoeMOOil iyl yac BariTHOCTI,
0CO0O/IMBO MIPOTATOM 6 THKHIB ITiciis mosoriB (iHpopMarito 100 BariTHOCTI Ta mepiofy rogyBaHHS
TPYOAI0 OUB. Y PO3MiNi «3acToCyBaHHS y IIepiof BariTHOCTiI abo rogyBaHHS TPYLII0»).

Cumnromu BTE (TI'B Ta TEJIA)

KiHKaM CJIif MopafuTH y pa3i I0gBU HUKUYEBKa3aHUX CUMIITOMIB HEraiHO 3BEPHYTHUCS [0 JIiKaps Ta
MIOBITOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTH KT'K.

Cumnromamu TI'B MoxyTh OyTu: oqHOGIYHNI HAOPSIK HOTU Ta/abo CTymHi abo0 HiNAHKY Y3[0BXK BEHU
Ha HO3i; 6iy1b a60 migBUIlleHa YYTIHUBICTh Y HO3i, III0 MOXKe BiTYyBATHUCS TiJTbKU IPHU CTOSTHHI ab0
xonb0i, BiZuyTTS XKapy B ypaxKeHil HO3i; moyepBOHiHHS a00 3MiHa KOIhOPY IIKipU Ha HO3I.

Cumnrtomamu TEJIA MoxyTh GyTH: pamnToBa 3aguIlKa He3'siCOBaHOI eTionorii abo mpuckopeHe
IUXaHHS; PalTOBUY KallleJlb, MOXKJIMBO 3 KPOB'I0; PAaNTOBUM OiNib y IPYAHIN KTIiTII;
TIepeIHEeNIPUTOMHUY CTaH a00 3allaMOPOYEHHS; IBUAKE a00 HEPETYIsIpHEe CepreOuTTs.

IesiKi 3 X CUMIITOMIB (HaIpPUKJIaf, 3aMUIIIKa, Kallleb) € Hecrenu@ivHuMU ab0 MOXKYTh OyTH
HeIIPaBUIbHO iHTePIPEeTOBaHi K OiNbII momupeHi abo MEeHII TSIXKKi SBUINa (HAIPUKIaL, SK iHpeKil



OUXaIbHUX IISXIB).

[H1Ii TPOSIBU BaCKYJIIPHOIL OKJII03ii MOXKYTh BKJIIOUATH PANTOBUY 0ifib, HAOpPSK, TOCTPUY KUBIT Ta
He3HayHe IIOCUHIHHS KiHITiBKH.

[Tpu oK103i1l CyouH OKa M0YaTKOBOI CUMIITOMATHKOI0 MOXKe OyTH HEeUiTKiCTh 30Dy, 110 He
CYTIPOBOMXKYETHCS OOTLOBUMU BifUYTTSIMU i SKa MOXKe IPOTrpecyBaTH 4O BTpaTH 30py. IHKOIM BTpaTa
30py PO3BUBAETHCS MalizKe MUTTEBO.

Pu3uk po3Butky ATE

3a MaHUMU eMifieMioToTiuHMX [OCTiIKeHb 3acTocyBaHHs Oymb-skux KI'K acoritoeTbes i3 migpuineHuM
PU3KUKOM apTepianbHoi TpoMboeMOoil (iHpapKT Miokapaa) abo 11epebpoBacKyISIPHUX TIOMiH
(TpaH3uTopHa imemiyHa aTtaka (TIA), incynbT). ApTepianbHi TpoM60eMOOITiYHI SBUIIa MOXKYTh MaTH
JIeTaIbHUM HaCJIiIOK.

®axkTOopu pU3UKY PO3BUTKY ATE

[Tpu 3actocyBanHi KI'K pr3uK po3BUTKY apTepianbHUX TPoMO0eMOOiYHNX YCKIafHEHDb ab0
11epe0pPOoBaCKyIIPHUX MOfiX 3p0OCTae y KiHOK i3 (haKTopaMu pU3uKy (OuB. TaOIUIO 2). 3aCTOCYBaHHS
npemnapaty Bigopa npoTunokasaHe, SKIIO XKiHKM MalOTh ONUH CEPHO3HUMN a00 MHOXKUHHI (aKTOpH
pu3uKy po3BUTKYy ATE, siKi MOXYTh MigBUIIUTH PU3UK PO3BUTKY apTepiaibHOr0 TPoMOO03y (IuB.
po3gin «IIpoTunoka3aHHs»). AKIIo XkiHKa Mae Oinbiie 0qHOTO (paKToOpa PU3UKY, 3POCTAHHS PUIUKY
Moxe OyTu OinbIIMM, HiZK CyMa pPU3UKiB, acOLiM0BAHUX i3 KOXKHUM OKPEMUM (PaKTOPOM, TOMY CIIif
BpaxyBaTH 3arajbHUX PU3MK. fAKIIO CHiBBIGHOIIEHHS KOPUCTH/PU3UK HECIPUATIINBE, HE CIIif
npusHavdaTyd KI'K (guB. po3min «ITpoTumnoka3aHHI»).

Tabmuig 2

dakTopu pu3uky po3BUTKy ATE

®akTOp PU3UKY [TpumiTka
30inbieHHS BiKY Oco6nuBo y Billi moHapg 35 pokiB
[Taninusa XKinkaM, gKi KOpUCTy0ThCSI KI'K, peKoMeHyeThCs

yTpUMyBaTUCA Bif naninHg. 2KiHKaM BiKOM Bif 35 pOKiB,
SIK1 IPOJOBXKYIOTh IAJIUTH, HACTIMHO PEKOMEHAYEThCSA
BUKODPUCTOBYBATHU IHIINY METOL KOHTpAIEIIil.
AprtepiasnbHa rinepreH3sis
OxwupinHa (IHOEeKC Macu Tila Pu3uK 3HAYHO MiBUIIYETHCS NpHU 30ibIIEeHH] iHOEKCY
nepesumye 30 Kr/m°) MacH Tina.
Oco6muBo OTpedye yBaru 3a HAsSIBHOCTI y XKiHOK iHIITMX
(baxToOpiB PU3UKY.
Cimevinnst aHamHe3 (ATE y korock Y pasi HasiBHOCTI CIIafKOBOL CXUJIBHOCTI ITepef
i3 ponuuiB abo 6aThKiB, 0cO6IMBO y 3acTocyBaHHAM Oynb-sikux KI'K kKiHKaM peKOMeHIY€EThCS

BiZHOCHO MOJIOZOMY Billi, IIOPAgUTUCA 31 CIIeliaiCToOM.
HaIlpukiaf, y Bili 7o 50 pokiBs).
Mirpess 3pOCTaHHS YaCTOTH BUHUKHEHHS ab0 TSXKKOCTI mepeliry

Mirpesi nipg yac 3actocyBanHsa KI'K (MoxX/IuBi
IIPOAPOMaJIbHI CTAaHU Iepes PO3BUTKOM
11epeOpoBaCKyISPHUX MOiN) MOXKYTb CTATU IPUYNHOIO
HeravHOro npunuHeHHs npuroMy KI'K.
[HmIi cTAHy, OB’ sI3aHi 3 LlykpoBuii miabeT, rimeproMouucTeineMisi, Baau KilamnaHiB
HeOaXaHUMU peakliaMu 3 00Ky  cepus, GiOpunsiis nepencepnb, QUCTIIONPOTeIHEMIis Ta
CYOUH. CACTEMHUY YepPBOHUY BOBYAK.



Cumuaromu ATE

KiHKaM CJIif MopafuTy y pa3i I04BU HUK4Ye3a3HayeHUX CUMIITOMIB HEraiHo 3BEPHYTHUCS [0 JIiKaps
Ta IIOBIJOMUTH IIPO Te, 110 BOHU 3aCTOCOBYIOTH KI'K.

CumnToMamu 11epe6pPOBaCcKyISIPHOTO PO3JIafy MOXKYTh OyTU: panToBe OHIMiHHS 001u4Ys, clnabKicTh
abo oHiMiHHA KiHITIBOK, 0c00/TMBO OHOGIYHE; PalTOBE MOPYIIEHHS X0Ob0H, 3alTaMOPOYEeHHS, BTpaTa
piBHOBaru abo KoopAuHallii; panToBa CITyTaHICTh CBiJOMOCTI, TOPYIIEHHS MOBJIEHHS a00 PO3yMiHHS;
parToBe MOTipIIeHHs 30py Ha ofHe ab0 00MABa OKa; PANTOBUM, CUJIbHUM a00 TPUBaIUi TOJIOBHUM
6inb 6e3 BU3HaYEHOI IPUYMHY; BTpaTa CBifoMocTi abo 30MITiHHS i3 cymomaMu abo 6e3 HUX.

TpaH3UTOpHUM XapaKTep CUMIITOMIB MOXe cBiguuTu mpo TIA.

CuMmnroMaMu iHpapKTy MioKapa MOXYTh OyTu: 0inb, IUCKOMOOPT, BigUyTTs CTUCHEHHS a0
TAKKOCTI V¥ TPYAHIM KITiTIli, pywi abo HUXK4Ye IPyOHUHHU; OUCKOM(OPTHE BiIUyTTS, 110 Biifa€ y CIUHY,
IIeJIetny, TOP/Io, PYKY, IIUIYHOK; BifUyTTs IEePEMOBHEHHS IITYHKA, IIOPYIIEHHS TPaBlleHHS abo aayxa;
TIOCUJIEHE TIOTOBUMiNIEHHS, HyHoTa, 6/1i0BaHHs a0 3amaMOpOYeHHS; Hafi3BUYaiHa C1a0KiCTh,
TPUBOXKHUU CTaH ab0 3aiUIIKa; MIBUAKE a00 HeperyaspHe CepueduTTs.

31105IKiCHI HOBOYTBOPEHHS

PesynbrTaTy mesaKux emnifeMioNIoriyHuX JOCIiAXKeHb BKa3yI0Th Ha N0JaTKOBE IIiIBUIIIEHHS PU3UKY
PO3BUTKY paky IIKUUKYU MaTKU IIPK OOBroTpuBasoMy 3actocyBaHHi KOK (> 5 pokiB), mpoTe 1e
TBEPIKEHHS 3aJIAIIAEThCI CYIIEPEeYIMBUM, OCKIIbKM OCTATOYHO He 3'SCOBaHO, HAaCKINTbKU Pe3ybTaTh
OOCITiI?>KeHb BPAaXxOBYIOTh CYIyTHI (PaKTOPH PU3UKY, HAIPUKIIAL CTaTEeBY IMOBEAIHKY, Ta iHIIi (haKTOpH,
HalpUKJIaf MalijoMaBipyCHY iH(EKI0 TI0OUHH.

MertaaHasni3 Ha mifcTaBi 54 emigeMiooriYHUX OOCTigXKeHb BKa3ye Ha He3HauHe MiABUILEHHS
BigHOCHOTO pU3uKy (BP = 1,24) p0o3BUTKY paKy MOJIOYHOI 3aJI034 y XKiHOK, gKi 3acTocoByI0Th KOK.
ey mipBullleHUY PU3UK IIOCTYIIOBO 3HUKAE MPOTAroM 10 poKiB mmicns 3aKiHYeHHS 3aCTOCYBaHHS
KOK. OckinbKy pak MOJIOYHOI 3aj1031 Y KiHOK BiKoM 0 40 poKiB 3ycTpidaeThCcs pigko, 30i/blIeHHS
KiJIbKOCTi BUIIQJKiB AiarHOCTUKU PaKy MOJIOYHOI 3a/I03H y XKiHOK, SKi 3aCTOCOBYIOTh HUHi a0
HelogaBHO 3acTocoByBanu KOK, He3HauHe I0JI0 PiBHS 3arajbHOr0 PU3UKY pPaKy MOJIOYHOI 3aJ103M.
PesynbpTaTy nux OOCHigXKeHb HE HaJalOTh J0Ka3iB iCHyBaHHS MPUYUHHOTO B3a€EMO3B’ SI3KY.
[TinBuIeHHS pU3UKy MoxKe OyTH 00yMOBJIeHe K OilbIll pAHHBOIO AiarHOCTUKOIO PaKy MOJIOYHOI
3aJ1034 Y XiHOK, 5iKi 3acTocoByioTh KOK, Tak i 6ionoriunoio mieto KOK abo moemHaHHSIM 060X
¢daxTopiB. BigMiueHO TeHEHIIi0, 1[0 paK MOJIOYHOI 3aJ103H, BUSBJIEHUN Y KiHOK, IKi KOMU-HEOYOb
npuvimanu KOK, KJiHIiYHO MeHII BUpaXKeHU!, HiX Y TUX, XTO HiKonu He 3acTocoByBaB KOK.

Y nmoopmuHOKUX BUTIafKaX Y XKiHOK, 5Ki 3acTocoByi0Th KOK, crocTepiranucs 0oOposKicHi, a e piniire
- 37I0SIKICHI MMyXJIMHY MEeYiHKY, [0 B OKPEMUX BUIA[IKaX IPHU3BOOUIU J0 HeOe3MeUHOI IS XKUTTS
BHYTPIIIHbOUYEPEBHOI KPOBOTEUi. Y pa3i BUHUKHEHHS CKapT Ha CUJIbHUY Oifb B emiracTpanbHii
minstHIl, 30imbIneHHs meviHKy a0 03HaKKM BHYTPIITHROYEPEBHOI KPOBOTEYi TPy AU(EepeHITiiH i
OiarHOCTHULI CJIif BpaXxOByBaTU MOXKJIMBICTh HAsIBHOCTI yXJIMHU IIeYiHKU IIpu 3acTocyBaHHI KOK.

3actocyBanHsg KOK y Bucokux go3ax (50 MKr eTHHiIeCTpamiony) 3HUXKY€E PU3UK PaKy eHJIOMeTpis Ta
SIEYHUKIB. 3alUIIAE€ThCA MIATBEPAUTH, YU 11l faHl MOXYTh CTOCYBaTUCA 1 HU3bK0m030BuxX KOK.

Pak Mo1i04HOi 3a5103u. (3acTepekeHHsT onpuIonHeHi [IeHTPOM OITiIHKY Ta NOCIiIXKEeHHS JTiIKapChKUX
3aco6iB (CDER) FDA).

IpocmnipeHoH; eTUHINIECTPAIioN MPOTUIIOKAa3aHU XKiHKaM, SKi MaloTh 3apa3 a00 Maiyu B MUHYJIOMY



PaK MOJIOYHOI 3aJ71031, OCKIJIbKY paK MOJIOYHOI 3a1031 MOXKe OyTH TOpMOHAJIbHO YyTJIUBUM (OUB.
po3pin «[IpoTunoka3aHHs»).

EnigeMiosoriuni mocnigkeHHsT He BUSBUIIU MTOCITiJOBHOTO 3B’SI3KY MiX 3aCTOCYBaHHSIM KOMOiHOBaHUX
opanbHuX KoHTpalenTuBiB (KOK) Ta pu3uKOM paky MOJIOUHOI 3a103u. [JOCTIiIKEHHS He
ITOKa3yI0Th 3B’93Ky MiX 3acTtocyBaHHSIM KOK (HuHi a00 B MUHYJIOMY) Ta pU3UKOM PaKy
MOJIOYHOI 3a7103H. [TpoTe mesiKi oCigKeHHs IOBiIOMISIOTE PO HeBEIHKe IMiIBUIIEHHS
PH3UKY PaKy MOJIOYHOI 3aJI031 Cepefl TUX, XTO 3apa3 a0o HelogaBHO MpuiiMaB (< 6 MicsIliB
3 MOMEHTY OCTaHHBOTO 3aCTOCYBaHH:), i TUX, XTO paHime npurMas KOK (mus. po3gin
«[Tob6iuni peakmii», migpo3min «[TocTMapKeTUHTOBI JaHi»).

IHIIi cTaHu

[TporecTHOBUI KOMIIOHEHT IIpenapaTy Bimopa € aHTaroHicToM anbIOCTEPOHY 3 Kasi3bepiraiounmu
BJIACTUBOCTSIMU. Y OiNIbIIOCTI BUMIAAKiB 3aCTOCYBaHHS HE OUiKYETHCS MiIBUILIEHHS PiBHSA KaJilo. Y
IIPOLIeCi KITiIHIYHUX OOCTIAXKEeHb Y JAeIKUX MallieHTiB i3 IeTKOI0 Ta MOMipHOI HUPKOBOIO
HEOOCTaTHICTIO Ta OMHOYAaCHUM 3aCTOCYBAHHSIM Kauniii30epiraodux ikapcbKux 3aco0iB piBeHb KaJlito
B CHPOBATLIi KPOBI [IeI0, ajie He CYTTEBO, MiABUIYBaBCA IIifl 4aC 3aCTOCYBaHHS APOCHipeHoHY. ToMy
PEKOMEHAYETLCSA KOHTPOJIb PIBHSA KaJlilo IIif] Yac MepLIoro UKITy JiKyBaHHS allieHTKaM i3 HUPKOBOIO
He[oCTaTHICTI0. BKa3aHuM IallieHTKaM TaK0XK PEKOMEHI0BaHO IIeper I10YaTKOM 3aCTOCYBaHHSA
IIpernapaTy yTPUMYyBaTH piBeHb KaJlilo CUPOBaTKU KPOBi He BHUIIle BEPXHLOI MeXKi HOPMH, 0COOIHBO
IIPpY OMHOYACHOMY 3aCTOCYBaHHI Kajiii30epiraoyux mikKapchKux 3aco0iB (IuB. po3min «B3aemofis 3
iHIMMY TiKapChKUMU 3aco0aMu Ta iHIII BUOU B3AEMOMIl»).

Kinku 3 rineprpurininepunemieio abo ciMmeltHIM aHaMHE30M III0fI0 LIbOTO MOPYIIEHHS CTAHOBISATh
TPyIy PU3UKY PO3BUTKY IIAHKPEaTUTy Ipu 3acTocyBaHHI KOK.

Xoya MmoBioMIISIIOCS ITPO HE3HAYHE IMigBUIIEHHS apTepiallbHOTO TUCKY Y 6araThox XKiHOK, SIKi
npuvmanu KOK, kiiHi4HO 3Hauylle MifBUIIeHHS apTepialbHOT0 TUCKY CIIOCTEPITAETLCI Y
IIOOAMHOKKX BUMagkax. Heraine npununenHs npuiiomy KOK HeobxigHe nuiile y IUX ITOOAUHOKUX
BUTIAKaX. Y pa3i TpuBasoi apTepianbHOI rimepTeH3il abo HEMOKIMBOCTI KOHTPOJTIOBATH ITOKA3HUKH
apTepianbHOTO TUCKY 3a JOTIOMOTI0I0 aHTUTiNepTeH3UBHUX 3ac0o0iB, KiHkaMm, sgKi npuiiMaiots KOK,
CJIii IPUNIMHUTH 1X 3aCTOCYyBaHHS. FKIIO 1ie JouiibHO, 3acTocyBaHHSI KOK MOXKHA BigTHOBUTH MiCTIA
IDOCATHEHHSI HOPMOTOHII 3a JOTIOMOTOI0 aHTUTIIePTEH3UBHOI Teparil.

[ToBimoMIIsinocs Mpo BUHUKHEHHS a00 3aTOCTPEHHS 3a3HauYeHUX HUXKYEe 3aXBOPIOBaHb ITifl Yac
BariTHOCTI Ta npu 3actocyBaHHi KOK, arne Ix B3aEMO03B’S130K i3 3aCTOCYBaHHSIM
€CTPOTeHiB/IIPOreCTHHIB OCTATOYHO He 3'SCOBAHUM: JKOBTSIHHUIIS Ta/ab0 cBepOixK, OB I3aHUH i3
X0JIeCTa30M, YTBOPEHHS KOBUYHUX KaMeHiB, TOpQipisi, CUCTEMHUIN YePBOHUYM BOBYAK, T€MOJIITUKO-
ypeMiuHu cuHAPOM, xopes: CimeHxaMa, repliec BariTHUX, BTpaTa CIyXy, OB I3aHa 3 0TOCKJIEPO30M.

Y XKiHOK 3i CITaIKOBUM aHTi0HEBPOTHYHUM HaOPSIKOM €K30TeHHi eCTPOTeHU MOXKYTh iHOYKyBaTH a0
IIOCUTIOBATHA CUMIITOMU aHTiOHEBPOTUYHOTO HaOPSKY.

MeTabo71i3M CTepOigHNX TOPMOHIB MOXkKe OyTH ClTabKUM Y TAIliEHTIiB i3 MOPYIIeHHIMHU QYHKIIii
neuinku. ['ocTpi abo xpoHiyHi po3nagu GyHKIII TeYiHKY MOXKYTh TOTPeOyBaTh MPUINHEHHS
3actocyBaHHS KOK, moku moka3HuKY QyHKIIil TeYiHKY He TOBEPHYTHCS B MeXKi HOPMU Ta NPUUYUHHUN
3B's130K i3 KOK Oyne BUK/TIOUEHMUIA.

[Tpu peuuOuMBi X0IECTATUYHOI KOBTSIHUII Ta/a00 cBepOexy, IT0B’s13aHOI'0 3 X0JIECTa30M, III0
paHime BUHUKAIHK ITi[l YaC BariTHOCTi a00 MmomepeaHboro MpUAMaHHS CTaTEBUX TOPMOHIB,
3acrocyBaHHA KOK crif npunuHuTH.



Xoua KOK MoxyTh BIIJIMBaTH Ha NepudepryHy iHCYTiHOPE3UCTEHTHICTh Ta TOJIEPAHTHICTD [0
TJII0KO3Y, HEMAa€E JaHUX LI0A0 NOoTpeOu 3MiHIOBaTH TEPaNeBTUYHUN PEXKUM XKiHKaM i3 miabeTom, siki
npuiiMaoTh Hu3bkomo3oBaHi KOK (<0,05 Mr etuHinectpapiony). [IpoTe XKiHKH, SIKi CTpaXkaaloTh Ha
IIyKpOBUii fiabeT, MOBUHHI peTebHO 00CTeKyBaTUCS MPOTIroM 3actocyBaHHs KOK, oco6nuBo Ha
[I0YaTKy JIIKyBaHHS.

Bunagku 3arocTpeHHs eHJ0TeHHOI fernpecii, eminerncii, xBopobu KpoHa Ta BUPa3KOBOI'0 KOJIITy
TaAKOXK CIIOCTepiranucs mifg dyac 3actocyBanHs KOK.

[TpurnHiyeHuit HaCTpPi¥ Ta menpecisa € mobpe BifoMuMHU MOOGIYHUME SBUIIAMU, SKi MOXKYTh BUHUKHYTU
Ha TJIi 3aCTOCYBaHHS TOPMOHA/IbHUX KOHTpALeNnTHBIB (OuB. po3min «I[TobiuHi peakuii»). [lempecis
Moxke OyTH Cepiio3HUM CTAHOM Ta € fo0pe BifoMuM (HaKTOPOM PU3UKY CYIIUAAILHOL TOBENIHKY Ta
camory6cTBa. 2KiHKaM CJIifi MOpafiluTH 3BEPHYTUCS M0 JTiKaps Ipu 3MiHax HaCTPOIO Ta IOSBi
CHUMIITOMIB fieTIpecii, B TOMy 4KCIIi He3a0apoM Iic/s MoYaTKy IPUHoMY.

IHOMi MOXKe BUHHUKATH XJI0a3Ma, 0COOJIMBO Y KiHOK i3 XJ10a3MOI0 BariTHHUX B aHamMHe3i. 2KiHKH,
CXUJIbHI 10 BUHUKHEHHS XJ10a3MH, IOBUHHI YHUKATH [ii MIPSIMUX COHAYHUX IIPOMeEHiB abo
ynIbTPagioneTOBOr0 OIIPOMiHIOBaHHS IIif 9ac 3acTtocyBaHHSI KOK.

1 TabneTka npenapaTy MiCTUTh 46 MT TaKTO3U. 3a HasIBHOCTI PiIKiCHUX CIIafKOBUX CTaHiB
HeTlePeHOCHMOCTI TajlakTo3y, AedinuTy maktasu Jlanna a6o manbabcopOilil ITI0K03U-TalakTo3y, ¥
pa3i nepeOyBaHHs Ha 0e3/7aKTO3Hil Ji€Ti CMifg BpaXoByBaTH 3a3Ha4eHY KiJIbKiCTh JTaKTO3MU.

KoHcynbTallil/MequyHe 00CTeXKeHHS

[Tepen moyaTtkoM a0 BifHOBJIEHHSM IIpUiioMy IpemnapaTy Bigopa pekoMeHyeThCs 3i6paTu MOBHUM
MeIWYHHM aHaMHe3 (BK/TI0YalyHu CiMerHWI aHaMHe3), IPONTH ITOBHE Mequ4YHe 00CTeXXEeHHS Ta
BUKJTIOUMTH BariTHiCTh. HeoOXimHO BUMIPSTH apTepialbHUM TUCK Ta IPOBECTH MeIUYHe 00CTEeXKEeHHS,
BPaxOBYIOUM IIPOTUINIOKa3aHHs (OuB. po3min «[IpoTumnokasaHHs») Ta 0COOIUBOCTI 3aCTOCYBaHHS (IUB.
po3min «Ocob6auBOCTI 3acTOCyBaHHS»). CIIil 3B€PHYTHU yBary XkiHKM Ha iH(opMalio Iog0 BeHO3HOT0
Ta apTepianbHOro TPoMO03y, Y TOMY YKCITi Ha PU3UK, SIKUH OB’ I3aHUY i3 3aCTOCYBAaHHSIM IIpernapaTy
Bifopa, mopiBHsHO 3 TakuM npu 3actocyBanHi iHmux KT'K, mono cumntomiB BTE Ta ATE, Bimomux
(baxTopiB PU3UKY Ta Oil, SKi He0OXiMHO 3MIMCHUTH IIPH Mifo3pi Ha TpoMOO03.

[TamieHTKaM PEKOMEHAYETHCS YBaKHO IPOYUTATU iHCTPYKIIiIO AJI MEAUYHOI0 3aCTOCYBaHHSI
TiKapchKOro 3acofy Ta JOTPUMYyBATUCS PEKOMEHTAll, Kl MiCTAThCA Y Hil.

YacToTa i XxapakTep OIJISILiB TOBMHHI I'PYHTYBATUCS Ha iCHYIOUUX HOpPMaX MEOUYHOI TPAKTUKH 3
ypaxyBaHHSM iHOUBiAyanIbHUX 0COOTMBOCTEH KOKHOI KiHKH.

[TarieHTOK mOTPiOHO IMOmePEeqUTH, 110 TOPMOHAIbHI KOHTPAIENITUBY He 3aXUINA0Th Bifl 3apaKeHHs
BlJT-indexkuieto (CHIoM) Ta Oyab-IKUM iHIIMM 3aXBOPIOBAHHSM, IO ITEPENAETHCS CTATEBUM IIISIXOM.

3HnXKeHHS eeKTUBHOCTI

EdektupnicTs KOK MoxXe 3HHKYBATHUCh Y Pasi MPOmycKy npuitoMy TabmeTku (OUB. po3min «Crociod
3aCToCyBaHHS Ta mo3u»), po3nafiB KT (guB. po3min «Cmocib 3acTocyBaHHS Ta 0o3u») abo

IIpY OOJHOYACHOMY 3aCTOCYBaHHi iHIIUX JTiKapChKuUX 3ac00iB (IUB. po3min «B3aeMopmis 3 iHIIUMHU
JMiKapChKUMU 3aco0aMu Ta iHIIT BUAM B3a€MOMii»).

[IopyleHHS UKy



[Tpu nputiomi KOK M0oXyTh ciocTepiraTucs HeperyaspHi KpoBoTedi (KpoBoMa3aHHS ab0 IPOPUBHIi
KPOBOTEYi), 0COOIMBO IPOTITOM MEPIINX KiTbKOX MicsIiB. AKIIO micis 3 MEHCTPYalbHUX HUKJIIB TaKi
KPOBOTEYi IPOAOBXKYIOTHCS, 1X CIIifl BBaXKaTH CEPUO3HUMHU.

AKI1I0 HeperyIsipHi KPOB THUCTI BUAiNIEHHS 30epiratoTbcsi a00 3’'IBNISIOTHCS IICHS MePiofy PEryIsIpHUX
KPOBOTEY, MOTPIOHO PO3TISHYTH HETOPMOHAIbHI IPUYMHU KPOBOTEY Ta BiAMOBiAHI MiarHOCTUYHI
3axofu, BKIII0Yal0Yu 00CTeXKEHHS 3 METOI0 BUKJTIOUEHHS HasIBHOCTI IIyXJIMH Ta BariTHOCTI. [0
OiarHOCTUYHUX 3aXOMiB MOXKHA BKIIOUNTH KIOpPeTax.

Y meskux XKiHOK MOXKe He HaCTaTX KpOBOTedYa BigMiHHU IIifi Yac IepepBHU y IPUKXOMIi ITpenapary. Y pasi
npuiiomy KOK BifmoBigHOo 70 BKa3iBoK po3fminy «Crocib 3acToCcyBaHHS Ta J03W» BaTiTHICTH
MasonMoBipHa. [Tpore sikio npuitoMm KOK BinOyBaBcs HepeTyasSpHO [0 BiACYTHOCTI mepIol
KpOBOTeYi BigMiHM ab0 SIKII0 KPOBOTEYi BiIMiHU BifICYyTHI MPOTSATOM OBOX LIUKIIIB, IEpeN
IpoaoBxKeHHAM 3acTocyBaHHSI KOK He0oOXiqHO BUKITIOUUTH BaTiTHICTS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

BaritHicTe. [IpenapaT IpoTUNIOKa3aHUM [0 3aCTOCYBaHHA Yy N1EPION BariTHOCTIL. Y pa3i BUHUKHEHHS
BariTHOCTI ITiff 9ac 3aCTOCYBaHHS IpenapaTty Bimopa #oro mpuitoM HeoOXimHO IPUIUHUTHA HEraHo.
[IpoTe pe3ynbTaTy €migeMiooriYHUX OOCIIIAXKEeHb He BKa3yl0Th Ha MiIBUAILLEHHS PU3UKY [10SIBU
BPOMXKEHUX Baf y OiTel, MaTepi akux npurManu KOK go BariTHOCTI, Tak caMo, fIK i Ha iCHyBaHHS
TepaTOTeHHOI1 Ail npu HeHaBMuCHOMY npuiioMi KOK mpoTarom BariTHOCTI.

HocmifKeHHS Ha TBApXHAaX IT0Ka3asly HasBHICTh HeOaxkaHUX e(eKTiB IPOTATOM BariTHOCTI Ta
mepiomy rogyBaHHS rpyanto (ouB. po3min «@apMakKooriuyHi BMacTUBOCTI»). Ha 0CHOBI 1iux
IOCTimKeHb Ha TBAapUHAX He MOXKHA BUKJTIOYATH HeOaxkaHi e(eKTH BHACTIIOK TOPMOHAIBHOI il
aitounx peyoBuH. OgHakK 3arajbHUU JOCBiA 3acTocyBaHHA KOK Iif yac BariTHOCTI He CBITUUTH IIPO
icuytounit HeOaKaHUY BIIJIUB y TIOAUHU.

HasiBHi maHi oo nmpuitoMy mpemnapary IIif 9ac BariTHOCTi 3aHaATO oOMezKeHi [AJIst TOTo, 11100
3po0uTH BUCHOBKY IIIO[I0 HETAaTUBHOT'O BIIJIUBY IIpelapaTy Bigopa Ha mepebir BariTHOCTI, 3TOPOB’s
IIJI0Jla Ta HOBOHAPOMXKEHOro. [oTemnep HeMa€e XXKOOHUX BiiTIOBIIHUX eIigeMioNoriYHuX JaHuX.

[Ipu BigHOBIIEHH] 3aCTOCYBaHHS IIpenapaTy Bifopa ciig BpaxoByBaTH IMiIBUIIEHHS PU3UKY PO3BUTKY
BTE y micnsinonoroBoMy nepiofi (muB. po3ainu «OcobnuBoCTi 3acTocyBaHHsA» Ta «Crmocib
3aCTOCYBaHHS Ta AO3W»).

[Nepion rogyBauHs rpyanio. KOK MoXyTh BIIMBATH Ha TOAYBaHHS T'PYALI0, OCKIIBKY Tifl iX BIJINBOM
MOXKe 3MEHIIYBaTUCS KiJIbKICTh TPYAHOTO MOJIOKA, @ TaKOXK 3MiHIOBATUCS MOT0 CKJIaf. 3BaXKawydu Ha
11e, KOK He pekOMeHAyeThCa IpUUMaTH y Iepiof ronyBaHHs rpynno. HeBenuki KinbKOCTI
KOHTPAIENTUBHUX CTEPOifiB Ta/abo ix MeTabomiTh MOXKYTh IIPOHUKATH Y TPyAHE MOJIOKO IIifl Yac
3acrocyBaHHA KOK. Ili KiTbKOCTi MOXYTb BIUIMHYTU Ha OUTUHY.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi aeBmompaHcnopmom abo iHwumu
MexaHiamamu.

He npoBopguny focnigkeHb MO0 BIUIMBY Ha 3[aTHICTh KepyBaTH aBTOTPAHCIOPTOM abo IIpalfoBaTh 3
iHmMMUMY MexaHi3MaMu. Y XkiHOK, 5Ki mpuiiMaioTh KOK, He 3adikcoBaHO BIIJIUBY Ha 30ATHICTh
KepyBaTH aBTOTPAHCIOPTOM abo IpallfoBaTH 3 iHIIMMEU MeXaHi3MaMH.



Cnocid 3acmocyeaHHsi ma do3u.
[TepopaneHoO.
llo3ysaHHA

TabmeTKu crtifg TpuiMaTH pPeryaspHo MpuOIU3HO B ONUH i TOM caMu¥ 4Yac, 3alMBal0O4yy Ipu
HeoOXiITHOCTI HeBEIMKOIO KiTbKiCTIO PiduHY, Y MOPSOKY, 3a3HauyeHoMy Ha Oimictepi. [Ipenapat
npuiMaioTh o 1 tabnetii Ha Ho0y nmpoTsaroM 21 mHs mocmink. ITpuiioMm TabIeTOK 3 KOXKHOI HACTYITHOI
YIIaKOBKH CJIifi PO3MIOYMHATH IIiC/IS 3aKiHUEeHHS 7-[IeHHOI IepepBy y IPUIoMi Iipemnapary, Iif yac
SIKOI 3a3BMYail HACTAa€ KPOBOTeYa BimMiHN. 3a3BUYall BOHA IOYMHAETHCS Ha 2-3-i [IeHb IicCIIs
IPUHOMY OCTaHHbBOI TaOIETKY i MOXKe He 3aKiHYUTHCS [0 MOYaTKy NMpUitoMy TablIeTOK 3 HaCTYIIHOI
yIIaKOBKH.

fx posnouamu 3acmocysaHHA npenapamy Bidopa

['opMOHamnbHI KOHTPALENTUBY Y IIONEePEeNHiN Mepiof (MUHYIUN MiCSAIb) He
3aCTOCOBYBaJIUCS

[Tpuiiom TabeToK CyIif po3mouynHaTH y 1-¥ IeHb IPUPOIHOTO UKy (To6TO ¥ 1-f meHb
MEHCTPYaJIbHOI KPOBOTEYi).

IMepexipg i3 KOK, BariHaibHOTO KibIlst a00 TpaHCOEePMalIbHOI CHCTEMHU

BaxaHo MPUUHSATY MEPILY TabNeTKy IpemnapaTy Bigopa HaCTymHOTO gHS MiC/Is IPUIOMY OCTAaHHBOI
aKTUBHOI TabneTKu (TabeTKy, 10 MiCTUTD Hil0Yy PEYOBUHY), ajle He Mi3Hillle HaCTYIIHOT O
IHS TiCysg IepepBy y npuiioMi TabneTok. Y pa3i BUKOPUCTAHHS BariHaJbHOTO Kifbllg abo
TPaHCAePMaJbHOTO IaCTUPY CJIif po3movYaTy IpuiMaTy IpernapaT Bigopa y meHb BUmaneHHS
3aco0y, aje He Ti3Hime [HsA, KOJIX HeoOXigHe HaCTyIHe 3aCTOCYBaHHS LIUX IIperaparis.

[Tepexin i3 MeTopy, 1110 Oa3yETHCS Ha 3aCTOCYBaHHI THUIIE IPOTeCTOTeHY («MiHi-mimi»,
in’exnii, iMmnmanT) a60 BHYTPIITHEOMATKOBOI CUCTEMU 3 IIPOTe€CTOT€HOM

MoxHa po3moyaTyu NpuiioM mpenaparty Bimopa y Oynb-sKuii feHb IMiC/Is MPUNUHEHHS 3aCTOCYBaHHS
«MiHi-nini» (y BUapKy iMnnaHTy abo BHYTPIITHBOMATKOBOI CUCTEMHU - y OEeHb IX BUaleHHS, Y
BUTIAOKY iH'€KIil - 3aMiCTh HacTymHOI iH’eKIril). OgHaK y BCiX BUITafKaX PEKOMEHIYETHCS NOIaTKOBO
BUKOPKCTOBYBaTH Gap’€PHUM METOM KOHTPAIEMNIIil IPOTIroM MEePIIUX 7 OHIB IPUIAOMY
Ipenapary.

[Ticnis aGopTy B IEPIIOMY TPUMECTPi BariTHOCTI

MozKHa MOYMHATY IPUHUOM IIpenapaTy ogpa3y kK. Y TaKOMYy BUIIAOKYy HeMae HeoOXimHOCTi
3aCTOCOBYBaTH NOMATKOBI 3aC00M KOHTpAIEMIIil.

[Ticns mosoriB a6o abopTy B ApyromMy TpUMecCTpi

PeKOMEHIYEThCS PO3MOYMHATY IIPUioM mpemnapary Bimopa 3 21-28-ro gHs micisg monori abo
abopTy B IpyroMy TpuMecTpi BariTHOCTI. [1pu mi3HiNIOMy mo4aTKy MpuiomMy TablIeTok
PEKOMEHAYETLCS AOAAaTKOBO BUKOPUCTOBYBATH Oap’€pHUM METO[ KOHTPAIEMNLii MPOTATOM IepIInX 7
[HiB mpuiioMy TabneTok. [IpoTe KI0 CTaTeBUM akT yXkKe BigOyBcs, TO Iepef I04YaTKOM



3aCTOCYBaHHS IIPeIapaTy CJlif BUKITIOUUTY MOXKJIMBY BaTriTHICTL a00 oYeKaTHUCS HAaCTaHHS IEePIIol
MeHCTpYyallil.

Ilnist XKiHOK, sIKi TOMYIOTh TPYAMIO0, OUB. PO3MiN «3aCTOCYBaHHS Yy MEepPiof BariTHOCTI abo
TOOYyBaHHA T'PYOOIO».

Lo pobumu y sunadky nponycky nputiomy mabiemxu

AKio 3ami3HeHHs y npuiiomi Oyab-siKoi TabneTKy He nepeBuInye 12 roguH, KOHTpaleNTUBHA [Iis
Ipenapary He 3HUXKYETbCA. [Iponyiieny TabneTKy MoTpiOHO MPUNHATH Ofpa3y, SK TiJIbKY 11e
3’sicyBanocsi. HactymHy TabmeTKy 3 Ili€i yImakoBKY HeoOXigHO MpUMaTH Y 3BUYHUH Yac.

AK1o 3ami3HeHHs 3 TPUHOMOM TabeTKy mepeBUIIYy€E 12 roguH, KOHTPAIeNTHBHUM 3aXUCT MOXKEe
3HU3UTUCA. Y TAKOMY pa3i MOXKHa KepyBaTUCS IBOMa OCHOBHUMU IIPaBUJIaMU:

1. TlepepBa y npuiioMi TabIeTOK HiKOJIH He MOXKe CTAaHOBUTH Oifbllle HiXK 7 OHIB.

2. ApnexkBaTHe MPUTHIYEHHS CUCTEMHU TilOTarIaMyC-Timodi3-I€YHUKN JOCATAEThCSI
0e3mepepBHUM IIPUHOMOM TaOIETOK IIPOTSATOM 7 OHIB.

BiamoBigHO 00 L[BOT0 Y MOBCAKAEHHOMY XKUTTI CJIi[ KEPyBaTUCS HUX4Ye3a3HayeHUMU
pPeKoOMeHaaliaMu:

§ 1 -1 mudicOeHb

CJ'IiJI HprIHHTPI OCTAHHIO IIPOIIYITEHY Ta@J‘IeTKy AKOMOT'a IIBUAIIIE, HaBiTh AKIIO OOBEeOeThCA
IPUUHATH OBi TaOIeTKU 0OOqHOYACHO. ITic/s bOT0 MPOJOBKYIOTh IPUIMATH TaOIeTKY Y 3BUYHUM Yac.
Kpim Toro, mpoTsrom HacCTyIHUX 7 [HIB CIIil BAKOPKCTOBYBaTH Gap’€PHUM METOM KOHTpPAIeIli],
HampuKIag IIpe3epBaTUB. Y pasi AKIIO0 y monepenHi 7 mHIB BigOyBCsS CTaTeBUU aKT, CIIif
BPaXOBYBAaTH MOKJIMBICTh HAaCTaHHS BaTriTHOCTi. YuM 6inblile TaOIETOK IPOIMYIIEHO i YUM
OnMK4Ye ImepepBa y MpuiioMi mpernapary, TUM OifibIIni pU3UK BaTiTHOCTI.

§ 2-U muotOeHb

Cnip npuUWHSATH OCTAHHIO IPOIyIIeHy TabJeTKy SIKoMora LIBUAIIe, K TiMbKM XKiHKa 3rafga€ mpo
IIPOIYCK, HaBiTh SKIIO JMOBEOEThCS MPUUHSATH [OBi TabIeTKKU OMHOYACHO. [TicyIs IIOr0 MPOIOBKYIOTh
npuiiMaTy TabeTKX y 3BUYHUYN Yac. 3a YMOBH IIPaBUJIBHOTO IIPUiOMY TaOlIEeTOK IIPOTATOM 7 OHIB
mepeq MPOIyCKOM HeMa€E HeoOXiMHOCTI BUKOPHUCTOBYBATH JOJATKOBI MpOoTU3aIIifHi 3acobu. OmHak
IIPU IIPOIYCKY Oinblile HiXK ofHiel TabneTK PEKOMEHAYETHCS JOJATKOBO BUKOPUCTOBYBATH
Gap’€pHUM METOH KOHTpPAIEMNIlil IpoTIroM 7 OHiB.

§ 3-1 muowoeHb

Pu3uK 3HUKEHHS HaOilHOCTI 3p0CTaE Ipu HAOIUKeHHi 7-IeHHOI TepepBy y puiioMi TabIeToK.
OpHak Npy JOTPUMaHHI HUXKYe3a3HaueHol CXeMH MpHuioMy TabIeTOK MOXKHA VHUKHYTH 3HUKEHHS
KOHTPALIENITUBHOTO 3aXUCTy. AKII0 JOTPUMYBATHCS OOHOTO 3 HUKYeHaBe[IeHUX BapiaHTiB, TO He
BUHUKHE HEOOXiMHOCTI BUKOPUCTAHHS NOJaTKOBUX KOHTPALEIITUBHUX 3aC00iB 3a YMOBHU ITPaBUILHOTO
IpuioMy TabeTOK IIPOTIToM 7 OHIB [0 IPOIMYCKY. fAKIIO I1e He TaK, PEKOMEeHAYEThCS
OOTPUMYBATUCS MEPLIOTO 3 HUK4YEHaBeJeHUX BapiaHTiB i BUKOPHUCTOBYBATH JOAATKOBI 3aCTepexkHi
METOAY NIPOTATOM HaCTYIIHUX 7 [OHIB.

1. Crnig IpUWHSTU OCTAHHIO MPOMYIIEHY TabIeTKy SKOMOra IIBU/IIE, K TiTbKY XKiHKa



3rajla€ ImIpo IPOIYCK, HaBiTh SIKIIO IOBEIETHCS MPUNHSATH OB TaONETKHU OgHOYACHO. [Tic/s mboro
IIPOOBXKYIOTh IPUMMATH TabIeTKH V 3BUYHUM Yac. TabneTKH 3 HACTYITHOI YIIaKOBKY CJIifl TOYaTH
IpUUAMaTH OOpa3y XK IIiCis 3aKiHYeHHS MoNepenHbol, TOOTO He TTOBUHHO OYTH ITepPepBH y MpuitoMi
TabIeTOK i3 JBOX YIIaKOBOK. ManoiMOBipHO, 110 ¥ KiHKU ITOYHETHCS KPOBOTEYA BiAMiHU 10
3aKiH4YeHHS NpuiioMy TabJIeTOK 3 OPYrol YIaKOBKH, X04a IiJ 4ac IpuiioMy TabIeToK MoXKe
CIIocTepiraTucs KpoBoMa3aHHs ab0 MpopuBHA KPOBOTEYa.

2. MoxHa TaK0X IPUIMHUTH IIPUIoM TabIeTOK i3 IOTOYHOI yIIakKoBKH. B TakoMy pasi
IlepepBa y 3aCTOCYBaHHI IIpenapaTy IIOBUHHA CTAHOBUTHU A0 7 OHIB, BKIIIOYAlOYU [HI IIPOIYCKY
npuioMy TabIeToK; IpuiioM TabIeTOK CJIifl MoYaTy 3 HaCTYIHOI yIIaKOBKH.

AKII0 micys TpomycKy B mpuiiomi TabneToK BigCyTHSI KPOBOTeYa BifMiHM IPOTSTOM IIEPIIO] IJIaHOBOI
IIepepBU B IPUUOMI ITpenapary, TO UMOBipHa BariTHICTb.

PexomeHOauii y pasi po3aadie 3 6oky IIIKT

V pasi Tssxkux posnapmis 3 60ky [IIKT (Takux sK O0M0BaHHS a00 miapes) MOXK/IMBe HETIOBHE
BCMOKTYBaHHS IIpemnapaTy; y TaKoOMy paasi CJlif 3aCT0COBYBaTH NOAATKOBI 3aco0u
KOHTpAMeIIIil. Ko 6/I10BaHHS PO3I0YalIocs YIIPONOBXK 3-4 TOOUH IIiCIIs MPUIOMY IIperapary,
SIKHaWIBUIIEe HeOOXiIHO IPUMHATY HOBY (3aMicHy) TabnmeTKy. HacTymHy TabneTKy, SIKIII0 MOXKJIUBO,
CHifl TPUMHSATH IPOTSIToM 12 roguH y paMKax pexkuMy 3BUYaMHOI0 IpuitoMy TabneTku. AKI0 MUHYIO
Oinbizie 12 ropuH, IPUMHSATHOIO € PEKOMEHIallis, HaBe[eHa Bulle Y po3aii «Croci0 3acTocyBaHHS Ta
no3u» mignyHKT «[Ilo poOuTH y BUNafKy IPOIYyCKy IpuiioMy TabmeTku». fAKINOo XiHKa He X04e
3MiHIOBaTH CBill rpadik 3acTocyBaHHS TabIETOK, 111 HEOOXIIHO MPUUHATH HOHATKOBY TabneTKy(u1) 3
HACTYIHO! YIIaKOBKHY.

S eidmepmiHyBamu HacmMaHHA Kposomeui 8i0MiHU

[ITo6 3aTpuMaTu KpOBOTEYY BigMiHU, CJIifl IPOMOBXKYBaTH IpUiiMaT TableTKH IpemnapaTy Bigopa 3
HOBOI yIIaKOBKY i He poOUTH epepBU y 3aCTOCYBaHHI Iipenapary. 3a 6axkKaHHAM TEPMiH IPUUOMY
MOXKHA IPONOBXUTH aX [0 3aKiHueHHs Ta0JIeTOK i3 mpyroi ymakosku. [1pu 1[bOMy MOXKe
CIocTepiraTucs IpopuBHA KPoBOoTeda ab0 KpoBOMa3aHHS. 3a3BHUyail 3aCTOCYBaHHS IpenaparTy
Bimopa BigHOBIIOIOTH MiCIIS 7-H€HHOI IIEPEPBU y IPUoMi TabIeTOK.

[ITo6 3MicTHTH Yac HACTAHHS KPOBOTEYi BiIMiHM Ha iHINNWHI IeHb TUXKHS, PEKOMEHIYEThCSI CKOPOTUTH
IIepepBy B IpuiioMi TablIeTOK Ha CTiMbKM [IHIB, Ha CKiNbKY OazkaHo. CIlifg 3a3HAYUTH, 110 YUM
KOpOTILIOI0 Oyfie epepBa, TUM YacTillle CIIOCTePiraEThCs BiICYTHICTh KPOBOTEUi BiIMiHM Ta IPOpPHBHA
KpoBOTeYa ab0 KpoBOMa3aHHS IIPOTSITOM NIPUIOMY TabIeTOoK i3 Apyroi ymakoBKH (K i y pa3i
3aTPUMKU HaCTaHHS KPOBOTEYi BIAMIiHHU).

I[lodamkoea iHhopmauis u,000 ocobausux 2pyn nayieHMox
ITayieHmu AiMHbO20 BIKY.
[IpemapaT He IIpU3HavalOTh IIiCJIA HACTaHHA MEHOIay3u.

ITauieHmKu 3 neuyiHKosow Hedocmamuicmio. Ilpenapat Bigopa npoTunoka3aHui g0 3aCTOCYBaHHS
JKiHKaM i3 TSKKOI0 Ie49iHKOBOIO HEIOCTATHICTIO (AUB. po3minu «I[IpoTunoka3aHHI» Ta
«®apMaKoIoTiuHi BJaCTUBOCTI»).

ITauienmku 3 Hupkosow HedocmamHicmto. [Ipenapat Bigopa mpoTUoKa3aHU# A0 3aCTOCYBaHHSA
JKIiHKaM i3 TSKKOI0 HUPKOBOIO HEIOCTATHICTIO a00 TOCTPOI0 HUPKOBOIO HEIOCTATHICTIO (IUB. PO3Minu



«IIpotunoka3anasa» Ta «®apMaKOJIOTiYHi BIaCTUBOCTL»).

Himu.

[Tpenapat Bimopa moka3aHui A7 3aCTOCYBaHHS TiIbKY IIiC/IS HaCTaHHS Nepiuol MeHcTpyatil. Ha
OCHOBI enifemionoriunux ganux, 3ibpanux 6inbue Hix y 2000 mipmmiTkis BikoM 1o 18 pokis, HeMae
MaHUX, 10 TOKA3yI0Th Pi3HUIIIO I0A0 0e3meku Ta e(peKTUBHOCTI 3aCTOCYBaHHS I1ill TPYIi HalliEHTOK
IIOPiBHSHO i3 XKiHKaMu BiKOM Bif 18 pokis.

ITepedo3yeaHHs.

IoTenep HEMAE XKOMHUX AaHUX KIIHIYHUX OOCITiAKEHb 100 IIepeo3yBaHHs Ta0leToK mpemnaparTy
Bipgopa. Ha mipcraBi 3aransHOro gocsigy 3actocyBaHHsa KOK mpu nepeno3yBaHHI MOXe
CIIOCTepiraTucs HymoTa, 6/II0BaHHS Ta KPOBOTEUYa BimMiHM. KpoBoTeYa BIOMIHU MOXKe
CIIOCTepiraTucd y OiBYaT HaBiTh 1O HACTAHHSA MeHapXe y BUIIaAKy
HEHaBMMCHOI'0/BUIIaIKOBOT'0 3aCTOCYBaHHS JTikapChKOro 3aco0y. CreliabHOT0 aHTUAOTY HE iCHYE,
JiKyBaHHS IIOBUHHO OyTH CUMITOMaTUYHUM.

ITob6iyuHi peakuii.

[ITomo cepito3uux MOOIYHUX Peakllifl y MaIlieHToK, IKi 3acTocoByioTh KOK, guB. TaK0XK po3Min
«Oco6muBOCTi 3acToCcyBaHH». Hux4e3a3HaueHi nobiuHi peakiiii criocTepiranucs mig 4ac
3aCcTOCyBaHHS Ipenaparty Bimopa (muB. Tabmuilio 3).

Tabmuis 3
[To6iuHi peaxkirii, o crocTepiramucs mif Yac 3acTOCYBAaHHS MpenapaTty Bimopa.
[To6iuHi peakxirii 3a 4aCTOTOIO
HacTto HeuacTto Pigko
Krmacu cucrenm (21/100 i < 1/10) (3 1/1000 i <1/100) (312[/10000 i < 1/1000)
oprasis
3 00Ky iMyHHOI [inepYyTIUBICTE,
crucTeMa acTMa
[Ncuxiuni mopymenHs [[IpurunivenHs HacTpoto |[ligBuienHs nibino,
BHUXKEHHS 1i6ino
3 00Ky HEPBOBOI [onoBHUM 0inb
CHCTEMU
3 OOKy OpraHiB CITyXy [inoaky3is
3 00Ky CyOouH MirpeHb ApTepianbHa TilepTeH3id, [BeHO3Ha
apTepianbHa rimorensis  |rpomboembortist (BTE),
apTepianbHa
TpomboemOostist (ATE)
3 60Ky LITYHKOBO- HynoTta btoBaHHSA, Alapes
KUIITKOBOT'O TPAKTy
3 0OKy LIKipu Ta AKHe, eK3eMa, cBepbixk, |BysnmyBaTa epuTeMma,
MigIIKipHOI anonenis MynIbTHDOPMHA
KJTITKOBUHU epruTeMa




3 OOKy MeHCTpyaIbHi 30inblIeHHS MOJIOUHNX  |BupmineHHs i3

PENpPONYKTUBHOL po3nany, 3aJ103, BariHasbHi MOJIOYHHX 3aJ103
CUCTEMU Ta MiXXMEHCTpYyaJIbHi indexkiri
MOJIOYHUX 3aJ103 KPOBOTEYi, 00JTI0UiCTh

MOJIOYHHUX 3aJI03,
HarpyOaHHS MOJIOUHUX
347103, BariHaIbHi
BUIIJIEHHS,
BYJIbBOBariHaJIbHUN
KaHOUI03

3araibpHi po3nagu 3aTpUMKa piiuHY,
301IbIIeHHS MacH Tija,
3MEHIIeHHS MacH Tina

Onuc okpeMux no6iYHUX peakilin

Y xkinok, gki npuiimanu KI'K, crioctepiraBcs mifBuIlleHUIM PU3UK PO3BUTKY BEHO3HUX a00
apTepianbHUX TPOMOOTUYHUX/TPOMO0EMOOTIUHNX SBUII, Y TOMY YHCII iHPapKTy MioKapaa, iHCYJIbTY,
TIA, BeHo3HOTO TpoMOO03y Ta TEJIA, sKi meTamnbHimte onucaHi y po3mini «OcobIuBOCTi 3aCTOCYBAHHS».

Huxue3a3HaueHi cepiio3Hi moOiuHi peakiril cocTepiramucs y XkiHOK, siKi 3acTocoByBanu KOK, 1110
TaK0XK Oy/u onucaHi y po3mini «Oco6IuBOCTI 3aCTOCYBaHHS»:

e BEHO3HiI TpoMbGoeMOoTiuHi po3naau;

e apTepianbHi TPOMOOeMOOIIUHI Po3agy;

* apTepianbHa rinepTeHs3is;

* NyXJINHU [1E€YiHKY;

¢ PO3BUTOK a0 3arOCTPEHHS 3aXBOPIOBaHb, IS IKUX 3B’130K i3 mpuiiomoMm KOK He 3’sicoBaHUM
0CTaTO4HO: xBopoOa KpoHa, HecrienudpiyHamii BUpa3KOBUY KOJIIT, €IiNIencis, MioMa MaTKH,
nop@ipis, cuCTeMHUY YepPBOHUU BOBYAK, repliec BaritHux, xopes CigeHxaMa, reMOJIiTUKO-
YPEMIYHUU CUHOPOM, XOJIeCTaTUYHa KOBTSHULIS;

* XJI0a3Ma;

e ToCTpi ab0 XpoHiYHi po3namu QyHKII MeYiHKy, 10 MOXKYTh OTPeO0yBaTH NIPUIUHEHHS
3actocyBaHHS KOK, moKU OKa3HUKY (PYHKITII TeYiHKY He TOBEPHYTHLCS 10 HOPMU;

e y XKiHOK 3i CITaIKOBOIO CXMJIbHICTIO 10 aHTIOHEBPOTUYHOT0 HAOPSIKY €K30T€HHi €CTPOTeHU
MOXKYTh BUKJIUKATH a00 IIOCUJTIOBATA CUMIITOMU aHTi0HEBPOTUYHOTO HaOPSKY.

[To6iuni peaxiiii, 110 cIIocTepiramucs y MallieHTok, ki 3actocopyBanu KOK: emorrifina mabinbHiCTB,
mermpecis; BTpata nibifo; BeHO3Hi Ta apTepianbHi TpoMb60eMOO0IiuHi SBUINa, 110 BK/II0YA0Th OKJTI03ii0
nepudepuyHuX rIuO0KUX BeH, TpoM003 Ta eM0O0Iiio TereHeBux CyauH, iHpapKT Miokapaa, iHCynbT (y
T.4. FeMopariyuuii, imemiuynui incynst, TIA); epureMa.

[nmi mo6ivHi peakuii, moB’s3aHi 3 rpymoio KOK, Takox 3a3HaueHi y po3minax «IIpoTumnokasaHHS» Ta
«0Oco06nuBOCTi 3acTOCyBaHHS» (Y T.4. BTpaTa CIyXy, IIOB’sI3aHa 3 OTOCKJIEPO30M,
rinepTpuriilnepuneMis Ta NiABUIIEHUN PU3UK PO3BUTKY ITaHKPEATUTY, YTBOPEHHS XKOBYHUX KaMEHiB,
3MiHM TOJIEPAHTHOCTI [0 TII0K03U ab0 BIINIUB Ha NMepudepudHy pe3uCTEeHTHICTDb OO0 iHCYIIiHY,
JKOBTSIHUIIA Ta/abo cBepOixk, MMOB'I3aHUM i3 X07I€CTa30M, peakllil rinepuyyTIuBOCTI, BKJIIOUAIOYH
BHACHUIIaHHS, KPOIIUB THKY).

YacToTa [iarHOCTyBaHHS PaKy MOJIOYHOI 3a/I034 [IeI0 MigBUIIYETLCS Cepefl XKiHOK, SKi
3actocoBytoTh KOK. OCKinbKY paK MOJIOYHOI 321031 Y XKiHOK BiKOM 70 40 pOKiB 3yCTpiYa€eThCS PigKo,
30inbINeHHS KiTbKOCTI BUMAAKIB AiarHOCTYBaHHS PaKy MOJIOYHOI 3271031 y XKiHOK, IKi 3aCTOCOBYIOTh
HUHi ab0 HemoaaBHO 3acTocoByBanu KOK, He3HauHe 11010 PiBHSA 3arajbHOTO PU3UKY PaKy MOJIOYHOI



3ano03u. B3aemo3B’g930K i3 3acTocyBaHHIM KOK HeBimoMuii. [IuB. TaKOXK po3minu «[IpoTunoka3aHHI»
Ta «OCcoONMMBOCTI 3aCTOCYBAHHS».

Bzaemo0ii

[TpopuBHi KpoBOTeUi Ta/ab0 3HMKEHHS KOHTPALIEIITUBHOI [Iii MOkKe BUHUKHYTH BHACJIiIOK B3a€MOZIl
iHMUX TiKapchKUX 3ac00iB (IHAYKTOPIB (hepMEHTIB) 3 OpaJbHUMM KOHTpalenTUBaMu (OUB. PO3Tin
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUTU B3aEMOIIN»).

ITocmmapkemuHeosi OaHi. (3acmepestceHHA onpuatoOHeHi LIeHmpom ouiHku ma 00CAi0HCeHHA

Aikapcbkux 3acobie (CDER) FDA).

[T'aTe DOCHiAXKEHD, Y IKUX IOPiBHIOBAIA PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3271031 MiXK TUMHU, XTO
KOonu-HeOyIb 3aCTOCOBYBaB (Ha maHuii yac abo B munynomy) KOK, i Tumu, xTo He 3actocoByBaB KOK,
IIOBIIOMJISINIM IIPO BiICYTHICTH 3B’s13Ky MiX 3acTocyBaHHAIM KOK Ta pu3uMKOM BUHUKHEHHS paKy
MOJIOYHOI 3a7103H, 3 oliikamu edekTy Big 0,90 mo 1,12.

Y TpBOX HOCHiAXKEHHSAX IIOPiBHIOBAJIA PU3UK BUHUKHEHHS PaKy MOJIOYHOI 3aJI03U MiX THMH, XTO
3apaas npuimMae, i TuMu, xTo HeulopaBHo npuiiMaB KOK (< 6 MicsLiB 3 MOMEHTY OCTaHHbOT'O
3aCTOCyBaHHS), i TUMH, XTO HIKOJIM IX HE 3aCTOCOBYBaB. B ogHOMY 3 ITMX AOCTiAkKEHb IOBigOMIISIIOCS
PO BiACYTHICTD 3B’SI3KY MiXK PU3UKOM BUHUKHEHHS PaKy MOJIOYHOI 3a03u Ta 3acTocyBaHHAM KOK.
IIBa iHIIMX OOCIIXKEHHS BUSBUIHY MigBUINEHUN BigTHOCHUY pu3uk 1,19-1,33 mpu motoyHomy abo
HeI[oJaBHbOMY 3acToCyBaHHi. OOMOBA 11i OCITimXKeHHS BUSBUIM IiIBUIIEHUN PU3UK BUHUKHEHHS
PaKy MOJIOYHOI 327103 IIPX TPUBAJIOMY 3aCTOCYBaHHi, IPUYOMY BiTHOCHUY PU3UK KOIMUBAETHCS Bif
1,03 npu 3actocyBanHi KOK mpoTaroMm MeHIlle 0gHOTO POKY Oo mpubnu3Ho 1,4 mpu 3acTOCyBaHHi
KOK 6inbme Hixk 8-10 pokis.

ITogidomaeHHs npo Nid03pro8aHi nobiuHi peakuyii

[ToBimoMIIeHHS PO Mif03pioBaHi MOGiYHI peakil y mepiof MOCTMapKETUHTOBOTO CIIOCTEPEXKEHHS €
OyXKe BaxX/IMBUMU. Lle mae MOXKIIUBICTD 3[iMCHIOBATH KOHTPOJIb 3a CIIiBBIAHOIIEHHIM KOPUCTH/PU3UK
OJ1s1 JTiKapchbKuX 3aco06iB. MenuyHi IpalliBHUKY TOBUHHI MMOBITOMJISTH PO Migo3pioBaHi mobiuHi
peaxiril.

Tepmin npudamuocmi.

3 POKH.

YmoBH 30epiranssi.

30epiratu y HeJOCTYIIHOMY OJIs1 HiTe Micli mpu TeMmepaTypi He Buille 25 °C.

VnaxoBka.



ITo 28 TabmeTok y GmicTepi (21 TabmeTKa )KOBTOT'0 KOILOPY Ta 7 TabneToK 6iloro KOmbopy), 1Mo
1 abo 3 OmicTepu B KApPTOHHIN KOPOOIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHUK.

JTabopatopioc Jleon ®apma, C.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaJIXKeHHs MOro TisIbHOCTI.

C/Jla Banmnina c/#, ITonirono Ingactpian HaBaTemxkepa, Binmakinam6pe, 24193 Jleos,
Icrianis.



