IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

HOBIHET

(NOVYNETTE)

CKnao:
0itoyi peyosuHU: Ie30TeCTPell, eTUHINIeCTPamion;
1 TabneTka, BKpHTa 000JI0HKOIO0, MiCTUTh Ae3orectpeny 0,15 mr Ta eTuninectpagiony 0,02 mr;

donomidcHi pevoguHu: xinominoBu# xkoBTu# 3 (E 104) C.1. 47005, ansda-Tokodeporn (all-rac-a-
TOKO(epoI1), MarHito cTeapaT, KpeMHil0 TiOKCUA KOJOIIHUYM 0e3BOOHUM, KUCII0Ta CTEAapPUHOBA,
noBifnoH K-30, kpoxmasb KapTOIUIHUY, JTaAKTO3U MOHOTIAPAT;

cKkaa0 0060/10HKU: TIPOIIiJIEHT TiK0Ib, Makporoy 6000, rimpomenosa 2910.

JIikapcbka ¢opma. Ta61eTKy, BKPUTI 000JI0HKOIO.

OcHo8HI (i3uko-ximiuHi 8s1acmugocmi: OMio-KOBTi, KPYTJIi, MBOOMYKIIi TaONeTKU, BKPUTI 000IOHKOIO,
niameTpoM 6/TM3bKO 6 MM, 3 MapKyBaHHSIM «P9» 3 omHOTO 60Ky TabneTku i «RG» - 3 inmoro.

dapmakoTepaneBTUYHA I'PyIia.

FOpMOHaJ'IBHi KOHTPALEIITHBU OJId CUCTEMHOI'0O 3aCTOCYBAHHS, ITPOTE€CTOT€HN Ta €ECTPOT€HH.

Kom ATX GO3A A09.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

KoHTpauenTtuBHa fiig KoMGiHOBaHUX epopanbHux KoHTpanentusiB (KIIK) 6a3yeThcsi Ha B3aeMOfil
pi3HUX (aKTOpPiB, HAWBAXKIUBIIIMMHY 3 IKUX € IPUTHIYEHHS OBYJIAIil i 3MiHM II€pBiKaIbHOI CEKpellil.
Kpim 3amobiranss BaritHocTi, KITK BOMOOit0ThH 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 LKMKITy, MEHCTPYalil mepebiratoTb MeHII 60J1iCHO, 3 MEHIIIOK
iHTEeHCUBHICTIO KpoBoTedi. OcTaHHS 00CTaBUHA MOXKe 3HMXKYBaTU YaCTOTy PO3BUTKY 3asidofgedinury.



Kpim Toro, icCHyI0Th OKa3Hu TOTO, 110 IIpu BuCOoKuX go3ax KIIK (0,05 Mr eTuninmecTpagiony)
3MEHIIYEThCS YaCTOTAa BUHMKHEHHS NOOPOSKiCHUX MYXJIMH MOJIOYHHX 3aJ103, KiCT SI€YHUKIB,
3amnanbHUX 3aXBOPIOBaHb OPTaHiB Ta3a, 103aMaTKOBOl BariTHOCTI, paKy eHJOMETPis i paKy sIEUHUKIB.
Arie 11e He TiATBEPOXKEHO, YU CTOCYETHCA Lie TaK0oXK 3acTocyBaHHSA KIIK y HU3BKUX [03ax.

dapmakoKiHemuxka.
Hesozecmpen

BcMmokTyBaHH4A. [le3orecTper, 10 3aCTOCOBYETHCS MEPOPAIbHO, MIBUAKO Ta MOBHICTIO BCMOKTYETHCS
Ta NMEePETBOPIOETLCS Ha eTOHOrecTpell. [TikoBi KOHIIEHTpAIlil y CHPOBATIN [OCATAIOTHCS IPUOITU3HO
npotsaroMm 1,5 rogunu. bBiogocTynHICTh CTaHOBUTE 62-81 %.

Posmnopin. EToHOrecTpen 3B’s13yeThCs i3 CUPOBATKOBUM ayibOyMiHOM Ta ro0yIiHOM, 110 3B’ A3y€E
ctaTeBi ropmonu (['3CT). Tinbku 2-4 % Bif 3aranbHOI KiIbKOCTI IIpeapaTy B CUPOBATLIi IPUCYTHI ¥
BUTTIAMI BimbHOTO cTepoiny, a 40-70 % cnerudivno 38’a3aHi 3 [3CI'. CupuuyuHeHe
eTuHinecrpagionom 36inemenHs [3CI° BIIMBae Ha PO3MOAIN MiXK GiTKaMid CUPOBATKU KPOBI,
36inbimytouu (pakuito, 38’g3any ['3CT, Ta 3MeHIIy0un PppakKiiiio, 3B8’s13aHy anb0yMmiHoM. O0’eM
PO3IOiNy Ae30recTpeny - 5 JI/KT.

BiotpancdopwMmariis. EToHOTeCTpesn MOBHICTIO PO3MafaEeThCA BifOMUMY IUIIXaMU MeTaboIi3My
crepoinis. IIIBuaKicTs BUBeOeHHs MeTa0O0MiTiB i3 CHPOBAaTKX KPOBi CTAHOBUTH MPUOJIM3HO 2 MJI/XB/KT.
B3aeMmopil eToHOTECTpENy 3 €TUHINIECTPAAiooM, 0 IPUUMAETHCS CYIYTHBO, HE BUSIBIIEHO.

BuBepneHHd. PiBHI eTOHOTeCTpelly B CUPOBATLi KPOBI 3MEHIIYIOThHCS ¥ ABa eTanu. Kiniesuu etamn
BHBE[IEHHS XapaKTepPU3y€eThCsl YacoM HalliBBUBeHeHHs 0nmu3bpKo 30 roguH. [le3orectpern Ta Horo
MeTaboIiTH BUBOASITHCS 3 Cedelo i KOBYIO Y CITiBBiHOIIEHH] 6:4.

PiBHoBaxkHUY cTaH. Ha (papMakokiHeTHKYy eToHOTecTpeny BunuBa€e BMicT [3CI y cupoBatii, SKui
30iNbIIyETHCS BTPUYI IIPHY NIpUiioMi eTuHiNecTpagiony. I1pu ujogeHHOMY IPUOMi piBHOBaXKHUY CTaH
[OCATAETHCA y APYTil MTOJOBUHI LUKy, KOJIX CUPOBAaTKOBA KOHIIEHTPAIlil €TOHOTECTPEeILy
30inbIIy€ETHCS § 2-3 pasu.

EmuHinecmpadion

BcMmokTyBaHHA. [Ticns nepopanbHOro 3aCTOCYBaHHS €THHIIECTPaAios IIBUOKO i MalXkKe MOBHICTIO
BCMOKTYEThCS. MaKcuMasibHa KOHI[EHTPAllisl y T1a3Mi KPOoBi focsATaeThCs MPUOIU3HOo Yepes 1-2
roguHU. AOCOJI0THa 6i0OCTYNIHICTE IpenapaTy BHACIIOK IPECUCTEMHOI KOH 10Tallil Ta epeKTy
TIEPIIIOTO ITPOXOIKEHHS CTaHOBUTE 67113bK0 60 %.

Posmopin. ETuninecTpagion xapakTepu3yeThCs CUTbHUM, ajie HecnelupiyHUM 3B’ SI3yBaHHAM i3
CHUPOBATKOBUM anbOyMiHOM (mpubmu3Ho 98,5 %) i cnpuyuHse migBUIEHHS CHPOBATKOBOI
koHueHTpalil '3CT". OuikyBaHu# 00’€M PO3MOMiNY CTAHOBUTD 5 JI/KT.

BioTpancdopmanig. ETuninectpanion 3a3Hae IpecuCTeMHOI KOH 1orallil ¥ CJIM30Biil 000I0HIIi TOHKOT'0
KHWIIeYHUKY i nevinni. ETuHinecTpamion B 0CHOBHOMY MeTa001i3yeThCS MIJITXOM apOMATUYHOTO
TiIpOKCHUIIOBAHHS, ajie IIPH IIbOMY YTBOPIOIOTHCS i OaraTo iHMMX TiTPOKCUIbOBAHUX i METHITbOBAHUX
MeTaloJIiTiB, SKi BUABNIAIOTHCS y BUTTISA] BITbHUX MeTab0iTiB, @ TAKOXK y BUIJIAA1 KOH IOTOBAHUX
cynbdaTiB Ta rmoKypoHimiB. IIIBUAKiCTE MeTabO0TiYHOTO KIiPpEHCY CTAHOBUTH IPUOIU3HO 5 MII/XB/KT.

In vitro etuninectpapion € obopotauM inribiropom CYP2C19, CYP1A1 ta CYP1A2, a TakoX
HeoOopoTHUM iuriditopom CYP3A4/5, CYP2C8 ta CYP2]2.



BuseneHHs. PiBeHb eTUHiIECTPaALioNy V¥ CHPOBATIIi KPOBi 3HUKYETHCS ABO(A3HO, KiHIIEBUN eTal
BUBEJEHHS XapaKTepPU3yEThCS YaCOM HalliBBUBEe#eHHs nMpuOnu3no 24 ropunu. ETuHinecTpanion He
BUBOJUTLCS 3 OpPraHi3aMy y He3MiHEHOMY BUTJIA[I, 100 MeTabOoMiTh BUBOISTLCS 3 CeUel0 i JKOBYIO Y
criBBigHOMmIEHH] 4:6. [Tepion HamiBBUBeneHHS MeTa0O0JIiTiB CTAHOBUTH MPUOIN3HO OOHY H00Y.

PiBHOBaXHWMIA CTaH. PIBHOBaXKHUM CTaH JOCATAETHCS Yepel 3-4 OHi, KoM KOHLIEHTpallisd npernapary B
cupoBarTili KpoBi mpuOnmu3n0 Ha 30-40 % BuIlla IOPIBHSIHO 3 OIHOPA30BOIO J03010.

KrinigHi xapaKTepHCTHKH.
IToka3zanus.
[TepopanbHa KOHTpaLENIis.

[Tepen mpru3HaYeHHSM NpenapaTy HoBiHET i OLiHUTY HasBHI ¥ XIHKY iHOUBiAyalbHi pakTOopU
PHU3HUKY, 0COOIMBO Ti, III0 CTOCYIOThCSI PU3UKY BeHO3HOI TpoMboeMOostii (BTE), a TakoX HOPiBHATH
PU3KK BEHO3HUX TPoMO0eMOOTiYHUX YCKIagHeHb TPy puiioMi mpenapaty HoBiHeT i3 pu3ukoM mnpu
IpUoMi iHIMMX KOMOiHOBaHUX TOPMOHaIbHUX KOHTpalenTusiB (KI'K) (ouB. po3minu
«IIpoTunoka3zaHHI» i «OCOOIMBOCTI 3aCTOCYBaHHI»).

IIpomunoka3aHHs.

Komb6inoBaHi ropmonanbHi KouTpauentusu (KI'K) He citif 3acToCOByBaTH P CTaHaX, 3a3Ha4eHUX
HuxK4Ye. [Ipy BUHUKHEHH] TaKOro CTaHy Breplie mnifg yac npuiiomy KI'K 10ro 3acTocyBaHHS CIIif
HeramHo IPUIUHUTH.

BcTanoBneHa BariTHiCTs a00 MOKJIMBA BaTiTHICTD.
HasiBHicTh 200 PU3UK BUHUKHEHHS BeHO3HOI TpoMmboeMmOoii (BTE).

0o Benosna Tpom6oem0O07Iis Ha faHUM Yac, 30KpeMa BHACTIIOK Teparlii aHTHKoaryasHTaMu, abo B
aHaMHe3i (Hanpukian Tpom603 rmubokux BeH (TT'B) ab6o TpombGoembonis nereneBoi apTepii (TEJIA).

0o Bimoma cmagkoBa a6o HaGyTa CXUTBHICTh 40 BEHO3HOI TpoM6G0oeMOoITii, Taka SIK Pe3UCTEHTHICTh 0
akTuBOBaHOro mpoteiny C (y ToMy uucii myTtanis ¢akropa V JleiimeHa), HeOOCTaTHICTh aHTUTPOMOIHY
111, HepocTaTHICTL TpOTEiHYy C, HEAOCTATHICTh IIPOTEIHY S.

0 Bemuke omepaTuBHE BTPY4YaHHS 3 TpHUBasoo iMMobinmizamieto (auB. po3min «Oco6nuBoCTi
3aCTOCYBaHHS»).

0 Bucoxkwii pu3uk BeHO3HOI TPoMO0eMOOIil BHACITIAOK HAsSIBHOCTI MHOXUHHUX (AKTOPIB PUIUKY
(muB. po3min «OcoBIUBOCTI 3aCTOCYBaHHS»).

HasiBHiCTH @60 PU3UK PO3BUTKY apTepianbHol TpoMOoeMbomii (ATE).

0o HasBricTs apTepianbHol TpoMGoeMboii B maHui yac abo B aHaMHe3i (Hanpukiag, iHGapKT
MioKkappa) abo mpoapoManbHUM CTaH (HalpPUKIIam, CTEeHOKapPIis).

o LlepebpoBacKynspHi 3aXBOPIOBAHHS - iHCY/IbT Ha MaHKUU Yac a0o B aHaMHe3i, a0o poapoMasbHUN
CTaH (HaAMpPUKJa, TPAaH3UTOPHA imeMiyHa ataka (TIA)).



o BcraHosneHa cmapkoBa abo HaOyTa CXUIBHICTE IO apTepianbHOl TpoMGoeMOorTil, Taka SIK
rineproMouuCcTeIHeMis Ta HagBHICTb aHTU(HOCHONINIgHUX aHTUTIN (aHTUKAPAIOINiHOBI @aHTHUTINA,
BOBYAKOBHY 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.

HoBiHeT mpoTHIIOKa3aHUM OIS OMHOYACHOTO 3aCTOCYBaHHS 3 JTiKapChKUMH 3acobaMu, III0
MicTaTh oMbiTacBip/mapuTanpeBip/puToHaBip i macabysip, miKapchbKuMU 3aco0aMH, 110 MiCTSATh
rnekamnpesBip/nibperTacsip abo codocOyBip/BenmnaTacBip/Bokcunanpesip (AuB. po3min «B3aemois 3
iHIITMMY NTiKapChbKUMM 3aco0aMu Ta iHIIN BUOYM B3aEMOIiit»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

3acmepeosiceHHA. [17151 BUSIBIIEHHS MOXKJIMBUX JIIKapChKUX B3a€MOLIHU CIIiJ] BpaX0OByBaTH iH(popMaliiio,
[0 MiCTUTHCH B IHCTPYKLISAX OJIS MEOUYHOI'0 3aCTOCYBaHHS iHIIUX IIpenaparTiB, AKi 3aCTOCOBYIOTHCS
OJHOYAaCHO.

d®apMaKomMHAMIUHiI B3aEMOIiI.

B npoueci kniniuHux BUnpoOyBaHb 3a y4acTIO Nalli€HTiB, SKi OTPUMYBaIU OJ1s JTiKyBaHHA iHeKLin
BipycHoro renatuty C (BI'C) mikapchki 3aco6u, 1110 MicTsATh oMOiTacBip/mapuTanpeBip/puTOHaBIp Ta
macabygip, i3 pubaBipuHOM ab0 0e3 HbOTO, HiBUINEeHHS PiBHS TpaHcaMminal (AJIT) GinbIe HiXK y 5
pa3iB BUllle BepXHLO1 Mexi HopMu (BMH) BuHUKAaNI0 3HAaYHO YaCTille Y XIiHOK, fKi 3aCTOCOBYBaIN
JiKapChKi 3ac00w, 10 MiCTSATh ETHHINIECTPAIioN, TaKi SK KOMOiHOBaHi TOpPMOHAIbHI KOHTPAIEIITHBH
(KT'K). ITipBumenHus piBasa AJIT Tak0oX criocTepiranocsi Ipu 3aCcTOCYyBaHHI



rieKanpesBipy/miopeHTacBipy abo codocOyBipy/BenmnaTacBipy/BOKCUIANPEBIPY Y XKIiHOK, SAKi
3aCTOCOBYBaJM JIiKapCchKi 3aco0u, AKi MiCTATH eTuHiNecTpapmion, Taki sk KI'K (nuB. po3gin
«[IpoTunoka3aHHs»). ToMy MallieHTKH, SIKi IPUUMaIOTh JliKapchbKuii 3aci6 HoBiHeT, MOBHUHHI mepenTu
Ha aJbTepPHATUBHUM METOM KOHTpAIleNIlil (HamlpuKiaa Ha KOHTPAIEIiio, 1[0 MiCTUTh TilbKU
nporecTareH, abo HeropMOHa/IbHI METOMM) A0 MOYAaTKY Tepallii uMHA KOMOiHOBAaHUMHU JTiIKapChKUMHU
3acobamMu. 3acToCyBaHHS JiKapchKoro 3aco0y HoBiHeT MokKHa BifTHOBUTH 4Yepe3 2 THUXKHI micns
3aBepllleHHs Teparil 3a TUMU KOMOiHOBaHUMY CXeMaMHU JTiKyBaHHS.

d®apMaKOKiHETUYHI B3aEMOIi1

BnnuB iHmux mikapchbkux 3aco0iB Ha HoBiHeT

MoxrBa B3a€MOZIs 3 JIiKapChbKUMHU 3aco0aMu, 110 iHOYKYIOTh MiKpOCOMalbHi pepMeHTH, B
pe3yibTaTi 40T0o MoXke 30iMbIIyBaTHCS KITipeHC CTaTEBUX TOPMOHIB, III0 MOXKe ITPU3BECTU
HacamIepeq [0 BUHUKHEHHS IIPOPUBHUX KPOBOTEY Ta/ab0 Hee(heKTUBHOCTI KOHTPAIETITUBHOTO
3aco0y.

TakTuka

[upykuis ¢hepMeHTIB MOXKe CIIOCTepiraTucs Bxe Yepes KijbKa OHIB npuiioMy. MakcuMasbHa iHOYKIiS
(bepMeHTIB 3a3BUYail CIIOCTEPIraEThCA IPOTITOM AeKiTbKOX TUXKHIB. [Ticisa BiIMiHU ipenapaTy
iHpykuis pepmeHTiB MoxKe 30epiraTucs g0 4 TUXKHIB.

KOpOTKOCTPOKOBE TiKyBaHHS

2KiHkawm, siKi 3aCTOCOBYIOTh IIpernapaTu-iHAyKTopu hepMeHTiB, JogaTkoBo f0 KIIK pekoMeHAyeThCS
TUMYaCOBO BUKOPUCTOBYBaTH Oap’epHUN MeTO[ KOHTpaleniii abo iHmu# MeTO KOHTPaLenLIil.
Bap’epHuil MeTon KOHTpaNeNIlil C/Iil BUKOPUCTOBYBaTH IPOTArOM BChOTO NEPIOAY CYIyTHHOL Teparil i
I1e IpoTAaroM 28 [OHIB micyd 1l IpUNUHEeHHS. fJKI0 3aCTOCYBaHHS IIpernapaTy-iHAyKTopa TPUBAaE Iicis
npuiiomy octaHHbol TabneTku KIIK 3 mOTOYHOI yIIaKOBKY, CIIifl Mo4YaTu mpuiioM TabieTok 3 HOBOI
yTIaKOBKHY 0€3 3BUYHOI IIepepBH ¥ IPUKOM.

[TOBrOCTPOKOBE JIIKYBaHHSA

KinkaM, SIKi OTPEMYIOTh JOBIOTPHUBAJLYy Tepallilo mpernapaTaMy, 110 iHOYKyIOTb GepMeHTHY CUCTEMY
IIeYiHKH, PeKOMEH0BaHO BUKOPHCTOBYBATH iHIIINN HETOPMOHAIbHUYN HafilHUIM MEeTO[ KOHTPAIELIii.

Y niTepaTypi onucaHi Taki B3a€MOJil.

Cybcmanuii, wo npuszeodsime 00 36iavweHHs KaipeHcy KITK (3HudceHHs epekmusHocmi KIIK 3a
paxyHok iHOyKuii ¢pepmenmia), Hanpukaad: 6apbitrypaTu, 603eHTaH, KapbaMa3seriH, QeHiTolH,
IPUMIiIOH, pudaMITinuH i mpenapart O JIiKyBaHHS Bipycy iMmyHopedinuty mopuau (BIJT) putonasip,
HeBipamiH i epaBipeH3, MOXKIINBO, TaKOX ¢enndaMaT, rpu3eodynbBiH oKcKapOasemiH, Tomipamar Ta
Ipemnapary, 1o MicTsATh 3Bipobiit mpomipsiBnenunit (Hypericum perforatum).

Cyb6cmaHuii, siki maroms 8apiabeavHull epekm Ha kaiperc KITK: mpu 0OgHOYAaCHOMY 3aCTOCYBaHHi 3
KIIK 6arato kom6iHauii inri6iTopiB npoTeasu BIJI i HeHyKIe03ugHUX iHTi6ITOPIB 3BOPOTHOI
TPaHCKPUIITa3H, B TOMY 4uciii KkoMmOiHarii 3 inribiropamu npoteas3u Bipycy rematuty C, MOXYTb
306inmbIyBaTH a00 3MeHIIyBaTH KOHIIEHTPAIlil0 eCTPOreHiB a0o MpOTrecTHHIB y mia3Mi KpoBi. EdekT
X 3MiH MOXke OyTH y IesKUX BUIagKax KIiHIYHO 3HAYYILIUM.

ToMy 11 BUSBJIEHHSI MOKJIMBUX JIIKAPCHKUX B3a€MO[iN 1 ITOB’'A3aHUX 3 LIUM PEKOMEHallid CIIif
BpaxOByBaTHU iH(pOPMaLiio, 1110 MICTUTLCA B IHCTPYKLIAX OJIg MEIUYHOTO 3aCTOCYBaHHS CYIyTHIX



Ipernaparis, Ipu3HadYeHux And nikyBaHHS BlJI-iHdekunii/renatuty C. ¥ pa3si Oygb-IKUX CyMHiBiB
XiHKaM, fKi OTpUMYIOTh iHTi6iTOpU ITpOTea3u abo HeHYKIe03uaHi iHTi6iTopu 3BOPOTHOI
TPAHCKPHUIITA3H, CJIil BAKOPUCTOBYBATH [IOMATKOBUM Gap’€pHUM METOM KOHTPAIETILIi.

Ilitoui peyosuHu, W0 3HUNACYIOMb KAipeHc npenapamy Hosivem (iH2ibimopu pepmermis)
KriniyHa 3HaYyIIiCTh OTEHITINHOI B3aeEMOil 3 iHTribiTopamu (epMeHTIB 3aIuIIaeThC He3 ICOBAHOIO.

OpHOYacCHe 3aCTOCYBaHHS 3 IOTYKHUMU (HaIIpUKIIa[, KeTOKOHA30JI, iTpaKOHA30J1I, KJIapUTPOMILIUH)
a0o0 nomipHUMHM (HallpuKiaf, GiIyKoHA30J, OuiTia3eM, eputpoMinuH) inriditopamu CYP3A4 Moxke
TIPU3BECTH [0 MiBUIIEHHS CUPOBATKOBUX KOHIIEHTpALlill eCTpOoreHiB abo rectareHis, y TOMy 4uCIi
€TOHOTEeCTpPETy.

Etopukokcub y mo3ax Big 60 1o 120 Mr/no0y mpomeMOoHCTPYBaB MMifBUIIEHHS M1JTa3MOBUX
KOHIIeHTpaliil eTuHinecTpagiony y 1,4-1,6 pa3a BigoBigHO IPKU OGHOYACHOMY 3aCTOCYBaHHI i3
KOMOiHOBaHMM rOpPMOHA/IbHUM KOHTpaLenTHBOM, 110 MictuTh 0,035 Mr eTuHinectpapmiony.

Brnnus npemnaparty HoBineT Ha iHImi mikapchbKi 3aco6u

[TepopanbHi KOHTPALENTHBY MOXKYTh BIJIUBATH Ha MeTa001i3M iHIMX TiKapchKuX 3aco0iB.
BipmoBigHO y mnasmi Ta B TKAaHWHAX 1X KOHIIEHTPAllil MOXYTh SK MigBUAIIyBaTUCS (HapUKIIaZ,
IIUKJIOCIIOPYH), TaK i 3HUKyBaTUCS (HApUKIIaL, JaMOTPUAXKHUH).

Kniniyni mani cBiggath mpo Te, 10 eTUHiNecTpanion mpurHiyye kiipeHnc cyocrpatiB CYP1A2, 1o, y
CBOIO Yepry, BUKIUKaE caabKe (HampuKiaz, IPU 3aCTOCyBaHHI Teodisniny) abo nmoMipHe (Hampukiaf,
IIPY 3aCTOCYyBaHHI TU3aHIAWHY) MiABUILIEHHS IXHIX I71a3MOBUX KOHIIEHTPALIil.

11 B3aemogmil

J1abopaTopHi TECTH

3acToCyBaHHSI CTEPOIIHUX KOHTPALIETITUBIB MOXKe BIIJIUBATU Ha Pe3y/IbTaTH OKpPeMUX 1abopaTOpHUX
aHaumiziB, TaKuX K OioxiMiuHi MoOKa3HUKU QYHKIII MeYiHKY, IKUTOBAOHOI 321031, HAIHUPKOBUX 3aJ103
i HUPOK, a TaKOXK PiBHi TpaHCIOPTHUX OiNIKiB IJ1a3MU, TaKUX K KOPTUKOCTEPOI3B’ I3yBaIbHUN
rno0yiiH Ta gpakuil mimifgiB/IinonpoTeiHiB, TOKa3HUKY BYTJIEBOOHOTO 00MiHY, Koarymislil Ta
GbibpuHomNi3y. 3a3BUYail 3MiHM 3HAXOAATHCS Y MeXKaX HOPMaJIbHUX 3HAUYeHb JTabopaToOpHUX
IIOKA3HUKIB.

Oco6.1ueocmi 3acmocyeaHHsi.
ITonepedaceHHA

[Tpu HasiBHOCTI OyOb-SIKOTO i3 3a3HaYeHUX HUXKYEe CTaHiB a60 paKTOPiB PU3UKY 3 KIiHKOIO CIIif
00roBOpPUTH OOI'PYHTOBAHICTh HEOOXITHOCTI 3aCTOCYyBaHHS IpenapaTty HoBiHeT.

Y pagzi 3arocTpenHs mepebiry abo mpu mposiBax Oymb-sIKuX CTaHiB a00 GaKTOpiB pU3UKY XKiHKAM
PEKOMEHIYEThCST 3BEPHYTUCS IO CBOTO JIiKaps i 00TOBOPUTH 3 HUM MOXKJIUBICTh MTPUITUHEHHS
3aCTOCyBaHH4 IpernapaTty HosiHeT.

1. [TopyweHHs 3 6OKY cucmemu Kpogoobizy

PHU3WK BHHUKHEHHSI BeHO3HOI TpoMOoeMoOoiii (BTE)



3acTocyBaHHs KOMOiHOBaHMX rOpMOHaNbHUX KOHTpauenTusiB (KI'K) migBuilye pusuk pO3BUTKY
BeHO3HOI TpoMboeMOonii (BTE) y mattienTiB, ski mpuitMaloTh iX, OPIiBHSAHO 3 TUMU, XTO He TIPUMMaE I1i
Ipenapary.

3acTocyBaHHs penaparis, 0 MiCTATH JIEBOHOPrecTpesI, HOprecTuMar abo HOPETHCTEPOH,
NOB’si3aHi 3 HH2KYUM pU3UKOM BUHHKHeHHs1 BTE. Inmii npenapaTu, Taki sik Hosiner,
MOKYTh BABidi 30i1bmuTH pu3uK po3BUTKY BTE. PileHHs Ipo 3aCTOCYyBaHHA Npenapary,
SIKHHM He Ha/IeKUTh 10 3aC00iB i3 HaMMeHIIUM PU3HKOM BUHHKHeHHs1 BTE, ciin npuiiMaTh
TiTbKH micis 0ecigu 3 kiHkKo10. Heo0XximHO nmepeKoHaTHCs, 110 BOHA YCBiTOMITIOE PU3HK
BuHUKHeHHs1 BTE, moB’si3aHu# i3 3acTocyBaHHsM npenapaty HoBiHeT, cTyniHb BIUTHUBY
HasIBHUX y Hel (paKToOpiB pU3MKY Ha piBeHb BHINEe3a3HAUYEHOr0 PU3HKY i ToH ¢akT, 110
pu3uK BUHHKHeHHsI BTE € HaWBHIIMM MPOTSITOM IEPIIOro POKy 3aCTOCYBaHHsI Mpemapary.
Kpim TOro, icCHyIOTH IaHi, [0 PU3HUK MiIBHINYETHCS IIPH IOHOB/ICHHI IPUHOMY
KOMOiHOBaHHUX rOPMOHAILHUX KOHTPAlleNITUBIB MiC/Is1 mepepBH TPUBAJIiCTIO 4 THXKHI i
oinbure.

3a pik BTE po3BuBaeThcs mpubnu3no y 2 i3 10 000 HeBariTHUX i TUX XKIiHOK, SIKi He 3aCTOCOBYIOTh
KT'K. OpHak iHguBigyanbHUM PU3UK KiHKM Moxke OyTH HabaraTo BUINWIA, 3 OTJISIAY Ha HasgBHI y Hel
(baxTopu PU3MKY (OUB. HUKYE).

3a oninkoio', i3 10000 XiHOK, sAKi 3actocoByroTh KT'K, 110 mMicTaTh ge3orectpern, y 9-12 3 Hux
IIPOTATOM POKY p03BUBAEThCA BTE (MOPiBHAHO IPUOIM3HO 3 6° BUIagKaMy cepef XiHOK, Ki
3acTocoBy0Th KI'K, 1110 MiCTATh JIEBOHOPTECTPE).

B o60x Bunaakax Kinbkicte BTE 3a pik BUSIBISIETHCS MEHINOI0, HiXK KilbKiCTh, 04YiKyBaHa y mepiof
BariTHOCTI abo y micnsanosnorosul nepioa. BTE Moxe mpr3BecTy 4o JeTanbHOTO KiHLd B 1-2 %
BUIIAMKiB.

'Taki 3HaYeHHA YaCTOTH OTPUMaIM LIIIAXOM aHali3y CyKyIHOCTI JaHUX ellifleMioorigHux
LOCIIiAKEeHb, BUKOPUCTOBYIOUU BiTHOCHI PU3UKY [JIg PI3HUX [IperaparTiB IIOPIBHAHO 3 TAKUMU [JIS
KTK, 1110 MiCTSATH TEBOHOPTE€CTPEI.

*Mepiana giana3zony 5-7 Ha 10000 XiHKO-POKiB IPYHTYEThCS Ha BifHOCHOMY pu3uKy and KT'K, mo
MiCTSTh JIEBOHOPTECTPEJ], TIOPIBHSIHO 3 TUMH, SIKi iX He 3aCTOCOBYIOTh, i CTAHOBUTD IIPHUOIN3HO
2,3-3,6.

Kinskicts BunagkiB BTE Ha 10000 xkiHOK y pik

KTK, 110 micTsaTh me3orectpen (9-12 Bumagkis)
KT'K, 110 MiCTSTh T€BOHOPTreCTPEN

(5-7 BumagKiB)

XKinkwy, ski He 3acTocoBy0Th KI'K (2 Bumagkm)
Kinpkicts Bunankis BTE



Y moomMHOKMX BUIMIaAKaX MOBIIOMIISAIOCS PO PO3BUTOK Y XKIiHOK, 5Ki mpuiiMaioTs KI'K, TpoMO03y
iHIIKX CyauH (HampuKiaf, Me4iHKOBUX, Me3eHTepiabHUX, HUPKOBUX ab0 peTUHaIbHUX BEH i
apTepin).

®aKTOPH PU3HKY PO3BHTKY BeHO3HOI TpomMooeMobotii (BTE)

Ha tri 3acTocyBanus KI'K pu3uk po3BUTKY BEHO3HUX TPOMO0eMOOITiYHUX YCKIagHEHb MOXKe 3HAaYHO
30inbIIyBaTUCS Y XKIHOK 3 JOOATKOBUMH (haKTOpaMy PU3UKY, 0COOIMBO IIPY HAIBHOCTI MHOXKUHHUX
daxTopiB pu3ukKy (muB. Tabmuiio 1).

[IpenapaTt HoBiHeT npoTUNIOKa3aHUM KiHKaM i3 HagBHICTIO MHOXKUHHUX (PaKTOPiB PU3UKY, Ha
mificTaBi SKUX il MOXKHA BifHECTH 10 TPYIIU BUCOKOT'0 PU3UKY PO3BUTKY BEHO3HOT'0 TPOMOO03y (IUB.
po3min «IIpoTunoka3aHHa»). AKI0 XKiHKa Mae Oinbille OGHOTO (paKTOpa PU3UKY, 3POCTaHHS PUIUKY
Moxke OyTH OilbIINM, HiZK CyMa PU3MKiB, acOLiM0OBAHMX i3 KOXKHUM OKPeMUM (PaKTOpPOM, Y TAKOMY
BUIIAJKY CJIiJ BpaXOBYBaTU 3arajpHui pusuk po3BuTKy BTE. KT'K He cif npu3HayaTy, AKIIO
CITiBBiTHOIIIEHHST KOPUCTH/PU3UK OLIIHIOETHCS K HeraTHBHE (IUB. Po3Oin «IIpoTUOKa3aHHI»).

Tabmuig 1
®akTOpHU PU3HKY PO3BHTKY BeHO3HOI TpomMboeMoOotii (BTE)
DaKTOp PUUKY [TpuMiTKa
OxupiHHs (iHmeKC MacH Tina OinbIme PH3KK 3HAYHO MiIBUINYETHCS MPU 30iNbIIeHHI
30 xr/™M%). iHImeKCcy MacH Tina.

Oco6nuBo OTpebye yBaru Ipyu HasIBHOCTI
PKiHOK iHIIKMX (paKTOPiB PU3HUKY.
TprBana iMMoGisi3allis, BevKe omepaTuBHe [V Takux BuIlafikax peKOMEHIYETHCS

BTpydaHHS, Oymb-sKa oneparis Ha HUKHIX IPUNUHUATYA 3aCTOCYBaHHSA

KiHIliBKax ab0 Ha opraHax MaJioro Tasa, M71acTUPY/TabIeToK/BariHaibHOT0 Kinbis (y

Helpoxipypriuxi BTpydyaHHs a00 BeluKi pa3i JIAaHOBOTr'0 OIIEPaTUBHOIO BTPY4YaHHS - HE

TPaBMH. MEHIIe HiX 3a 4 THXKHi) i He BiTHOBIIOBATH
3aCTOCYBaHHS paHillle HiXK Yyepes3 2 TUXKHI

[TpuMiTKa: TUM4YacoBa MoOimi3ailis, ITiCJIs TIOBHOT'O BiTHOBJIEHHS PYXOBOI

BK/II0YAIOYH MOBITPSAHUY IepeiT Oinbiiie akTHBHOCTI. [Il06 yHUKHYTH HebaxKaHOi

4 ToOuH, TaKOXK MoXke 0yTH (paKTOpOM PU3UKY [BariTHOCTI, HEOOXigHO 3aCTOCOBYBATH iHIIIi

BTE, oco0nmBO o151 XKIiHOK 3 iHIITUMHA METOIM KOHTPAIIEIIIil.

(hakTOpaMu PU3UKY. Y ToMy BUIIQ[IKy, SKIIO IIPUKAOM IIpenapary

HoBiHeT He OyB NpUNMHEHW 3a3aneriab,
PO3TISIOal0Th MOXKIIMBICTL TPOBEOEHHS
QHTUTPOMOOTHYHOI Teparrii.

CiMelHMI aHaMHe3 (BUIIaJKH BEHO3HUX K110 BUHUKAE Mif03pa Ipo CIagKoBy
TpoMO0eMOOJIiN Y HalOMUXKINX POTUUIB - CXUJIbHICTD, XKiHKa IIOBMHHA OyTH HaIlpaBlieHa
OpaTiB, cecTep abo 6aThKiB, 0COONMUBO Y Ha KOHCYJIbTalliio 70 GaxiBls 00 MPUUHSITTS

BiTHOCHO MOJIOfOMY Bitli, To6TO y Bitli go 50 pileHHs Tpo BUKOPHUCTaHHS Oynb-skoro KI'K.
POKiB).
[m11i cTanu, noB’s3aHi 3 BTE. Pak, CHCTeMHUY YEePBOHUY BOBYAK,
CeMOJIITUKO-YPEeMIYHUY CUHAPOM, XPOHIYHe
3alajbHe 3aXBOPIOBAHHS KHUIIEYHUKY (XBopoba
KpoHa a00o BUpa3KOBUY KOJIIT) Ta
CcepronomiOHOKITITUHHA aHeMis.

30inbIIeHHS BiKY Oco6nrBo oHax 35 POKiB.

HeMae equHOi MyMKH LION0 MOXKJIMBOTO BIIIMBY BAPUKO3HOTO PO3UIMPEHHS BEH Ta IIOBEPXHEBOTO
TpoMO0debiTy Ha po3BUTOK ab0 IMporpecyBaHHS BEHO3HOTO TPOMOO3Y.



Cnip TakoX BpaxOByBaTH, 110 PU3UK TPOMO0eMOOTiUHNX YCKIagHEeHb 30iIbIIyETLCSA ¥ IIEePiofn
BariTHOCTI Ta y mepuri 6 TUXKHIB MiCyIsA MOMOTiB (AUB. po3Min «3acToCyBaHHA Y Iepion BariTHOCTI a6o
TOyBaHHS T'PYAOIO»).

CuMITOMH BeHO3HOI TpoM0oeM0ostii (BTE)

2Kinku 1oBuHHI OyTH 10oiHGOPMOBaHi IIpo Te, 110 B pa3i BUHUKHEHHS cuMmnToMiB BTE iMm crin
3BEPHYTUCH 3a HEBIOKJIaAHO MEOUUYHOI0 AOIIOMOI00 1 ITOBIOMUTY MEIUYHOMY IIpAlliBHUKY IIPO
3actocyBaHHsa KI'K.

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

. onHOGiuHMIT HAOPSIK HOTH Ta/abo cTomy abo [miMTHKY Y3[MOBXK BEHU Ha HO3i;

. 6inb abo mifBHUINIEHA YYTIUBICTh Y HO3i, 110 MOXKe Bif4yBaTUCS TiMbKU IIPU CTOSHHI ab0
x0nb0i;

. BiI4yTTH Xapy B ypaXKeHil HO3i; MOYepBOHIHHA a00 3MiHa KOJIbOPY IIKipH Ha HO3i.
Cumnmomamu emboii nezeHesoi apmepii (EJIA) moxcymbv 6ymu:

. parToBa 3afuilKa 3 HEBimoOMOl IpUYNHYU a0 IPUCKOPEeHe NUXaHHS;

. parnToBuil Kauieas 6e3 04eBUAHOI IPUYUHY, MOXKIIUBO 3 KPOB'I0;

. rocTpui 6inb y rpyoHiN KITiTiii;

. nepegHeNIPUTOMHUM cTaH ab0 3a1aMOPOYEHHS;

. yacTe a0 HEPUTMiuHe CeplebuTTs.

IesKi 3 IIUX CUMIITOMIB (HallpUKJIa[ 3aQulllka, Kallle/lb) € HeCIeIU(PiYHUMU i MOXKYTb OyTH
TIOMUJIKOBO NIPUUHATI 3a Ginbi mommpeni abo MeHII TSXKKi 3aXBOPIOBaHHS (HanpuKiaf, iHGekIil
OUXANbHUX LIISAXIB).

[HmIi 03HaKU eM007Tii CyIMH MOXKYTh BKJIFOUATH: PAITOBU 6inb, HAOPSK Ta HE3HAYHE MTOCUHIHHS
KiHITiBKH.

Y pasi em06o71il CyAMH 0OKa CUMIITOMU MOXKYTh BapifoBaTH Bifl HeuiTKOCTi 30py (6e3 60IH0BUX
BigUyTTiB), IKa MOKe IIPOTPeCcyBaTy [0 BTPaTH 30py. IHOII TOBHa BTpaTa 30py PO3BUBAETHCS MalkKe
MUTTEBO.

Pu3HK pPO3BHUTKY apTepianibHoi TpoMOoemoOo01ii (ATE)

PesynwraTy enifneMiosiorivyHux HOCIiIXKeHb JO3BOJIAIM acolitoBaTu 3acTocyBaHHsa KI'K 3 migBuinieHuM
PU3UKOM PO3BUTKY apTepianbHUX TpoMO0oeMOOoTiuHNX YCKnagHeHb (iHhapKT Miokapaa) abo
TIOPYLIEHHSM MO3KOBOT0 KPOBOOOIry (Hampukiaf, TPaH3UTOPHE MTOPYIIEHHS MO3KOBOT'O KPOBOOGITY,
iHcynbT). Bunapku aprepianbHoi TpoMO0eMO0JTil MOXKYTh TPU3BOJUTH [I0 JIeTaIbHUX HACTiOKIB.

®akTOpH PU3HKY PO3BUTKY apTepiaibHOol TpoMOoeMoO01ii (ATE)

Pusuk po3sutky ATE a6o nopyieHs MO3KOBOT'0 KpoBooGiry mpu 3actocyBaHHi KI'K 3pocTa€e y xKiHOK
i3 ¢pakTopamMu pu3uKy (muB. Tabnuio 2). [Ipenapat HoBiHeT NpoTUIOKa3aHuM XKiHKaM 3 OQHUM



cepio3HuM (PaKTOpPOM PU3UKYy a00 MHOXKUHHUMHU (pakTopaMu pu3uKy po3BUTKY ATE, Ha OCHOBI SKuX
ii MO2KHa BiTHECTH [I0 TPYIIHX BUCOKOTO PU3UKY PO3BUTKY apTepianbHoi TpoMOGoemOo7Iil (DUB. po3min
«[IpoTUnoKa3aHHs»). AKIIO XKiHKa Ma€ OinbIile 0ogHOTO GaKTOpa PU3UKY, 3POCTAHHS PUIUKY MOXKE
OyTu OiMbIMM, HiXK CyMa PU3HUKIB, aCOI[iNOBaHUX i3 KOKHUM OKpeMuM (HaKTOpPOM, TOMY CIIif
BpaxoByBaTHu 3arajbHuid pu3uk po3BuTKy ATE. KT'K He ciif npu3HayaTy, SKIIO CIiBBITHOIIEHHS
KOPUCTh/PU3UK OI[IHIOETHCS K HeTaTUBHE (OUB. PO30in «IIpoTuoKa3aHHSI»).

Tabmnuig 2

®aKkTOpH PU3HKY PO3BHUTKY apTepianbHOl TpoMO0oeMOo01ii (ATE)

DaKTOp PUUKY

[TpuMiTKa

30inbIIIeHHS BIiKY

Oco6nmBo noHap 35 POKiB.

[laminusg

PKiHKaM crif peKOMeHyBaTHA BiIMOBUTHUCS Bif
MaTiHHs, SKII0 BOHK 0aXXaloTh 3aCTOCOBYBATH
KI'K. 2Kinkam BikoM Bifi 35 pOKiB, gKi He
BiIMOBMIINCS Bil IaIiHHS, CHIiI HAIIOJIETINBO
PEKOMEHOYBATH iHIINI MeTO[ KOHTPAIeIii.

ApTepianbHa rinepTeHsis

OxupiHHs (iHmeKc MacH Tina OinbImne
30 kr/M?)

PU3UK 3HAYHO IiABUINYETHCS IPH 30iNMbIIeHH]
iHIeKCy MacH Tina.

Oco6muBo OTPebye yBaru Ipu HasIBHOCTI Y
PKIHOK JIOMATKOBUX (PAKTOPIB PU3HKY.

CimeVHUN aHaMHe3 (BUIIaJKU apTepiaabHOL
TpoM60oeMOoJTil ¥ HaOIHKINX POTUYIB -
OpaTiB, cecTep abo 6aThKiB, 0COONIHUBO Y
BiTHOCHO paHHBOMY Billi, TOOTO Y Biui mo 50
POKIB)

[Tpu migo3pi Ha CIafKOBY CXUJIBHICTH XKiHKA
MOBUHHA OyTH HalpaBjieHa Ha KOHCYJIbTallilo
no (axiBIs 10 IPUUHATTS PillIEeHHS LI0J0
3acTocyBaHHs 6ymb-gkoro KI'K.

MirpeHs

[TimBuUIleHHST 4aCTOTH a0 TSAKKOCTI mepediry
MirpeHi mig 9ac 3actocyBanHsg KI'K (110 moxke
OyTU MTPOBICHUKOM ITOPYIIEHHS MO3KOBOT'O
KPOBOO0OIry) Moxke CTaTu OOTPYHTYBAHHSIM [JIsI
HeramHOr0 IPUNUHEHHS 3aCTOCYBaHHS
pernapary.

[HIIi cTaHy, acolliioBaHi 3 HeGaXKaHUMHU
peakuisiMu 3 00Ky CynuH

LlykpoBuii miabeT, TimeproMouucTeiHeMis,
Ba[I¥ KJIallaHiB ceplls i Giopumnsiis
mepencepb, TUCIMONPOTeIHEMis Ta

CHCTEMHUY YePBOHUI BOBYAK.

CumnTomMu aprepianbHol TpoMooeMoOotii (ATE)

2Kinku moBuHHI OyTH 10iHGOpPMOBaHi IIPo Te, 110 B pa3i BAHUKHEHHS HUX4Ye3a3HaueHUX CUMIITOMIB
1M CITii TepMiHOBO 3BEPHYTHUCS 3a HEBIIKIAaAHOI MEAUYHOIO NOIIOMOI0I0 i IOBIZOMUTY MEeIUYHOMY

IIpaliBHUKY IIpo 3acTtocyBaHHd KI'K.

Cumnmomamu nopyweHHs MO3K08020 Kp0800bi2y Moxicymbs bymu:

. panToBe OHIMiIHHS 001MYYst, ca0dKicTh abo OHIMIHHS KiHITIBOK, 0COGIMBO OMHOOIYHE;

. parToBe MOPYILIEHHS XOOH, 3allaMOPOYEHHS, BTpaTa piBHOBar# abo KoopauHaliii;

. parnToBa CIUIyTaHICTb CBiOMOCTi, MOPYILIEHHS MOBJIEHHS a00 PO3yMiHHS;




. parnToBe MOTipIIeHHs 30py Ha ogHe ab0 00uABa 0Ka;

. PanToOBUM CUNIbHUM a00 TpUBAIUM IoJTOBHUM Oinb 663 BU3HAYEHOI IPUYUHY;

. BTpaTa CBigoMocTi abo HEMPUTOMHICTE i3 cygomaMu abo Ges.

TumMYacoBiCTh CUMIITOMIB MOXKe CBIIYUTH IIPO TPaH3UTOPHY imeMidHy aTaky (TIA).

Cumnmomamu iHpapxkmy miokapda moxcyms 6ymu:

. 6inb, mUCKOMMOPT, TUCK, TAXKKICTh, BiIUYTTS CTUCKAHHS ab0 PO3MUPAHHS Y TPYOSX, PyLi abo

3a TPYOUHOIO;

. nucKoM@OPT 3 ippamialli€ro y CIuHy, HUXKHIO IEJIENy, TOPJI0, PYKY, IITYHOK;
. BiIUyTTS [IepPeNOBHEHHS IITYHKA, OPYLIeHHS TpaBjleHHs abo Anyxa;

. IocUJieHe IIOTOBUMINIEHHS, HyI0Ta, O1I0BaHHSA a0 3a1aMOPOYeHHS;

. CcUJIbHA CJ1a0KiCTh, HECIIOKiY ab0 3auIlKa;

. mBugKe abo HepUTMiuHE ceprebuTTs.

2. IlyxauHu

Bimomo, 110 TprBaie 3aCTOCYBaHHS IIePOpaibHUX KOHTPALENTUBIB € (aKTOPOM PU3UKY PO3BUTKY
paKy WINUKY MaTKHU y KiHOK, iH(piKoBaHUX BipycoM namninomu moguau (BILJI). ITpoTe ne TBepOKeHHSA
BCe IIle 3a/IMIIA€EThCS CYylIePedYIMBAM, OCKIJIBKYA OCTATOYHO He 3’'ICOBAHO, HACKIJIbKY Pe3yIbTaTu
MOCIi?KeHb BPAaxOBYIOTh BIJIMB CYIyTHIX (PaKTOPiB PU3UKY (HANIPUKJIIaA, BIAMIHHOCTI y KiTbKOCTi
CTaTeBUX MMapPTHEPIB ab0 BUKOPUCTAHHS METOMiB Oap’€pHOI KOHTpAIemIIii).

Merta-aHasi3 54 MiXXHapOOHUX OOCIiAXKEeHb BKa3ye Ha He3HayHe I[iBUIIEHHS BiIHOCHOI'O0 PU3UKY
(BP = 1,24) po3BUTKY paKy MOJIOYHOI 3a/I03H y XKiHOK, sKi 3acTocoByioTh KI'K. Lle# migBuieHui
PHU3UK IIOCTYIIOBO 3HUKAE NpoTaroM 10 pokis micis npunuHeHHsS 3acTocyBaHHS KI'K. Ockinbku pak
MOJIOYHOI 3a/103H Y XKiHOK BikoM 110 40 POKiB 3ycTpidyaeThCs pifKo, 30ibIIeHHS KiTbKOCTi BUTIAKIiB
NiarHOCTUKU paKy MOJIOYHOI 3aJI034 Y XKiHOK, SIKi 3aCTOCOBYIOTh HUHI a00 HEI0AaBHO 3aCTOCOBYBAJIU
KI'K He3HauHe 00 PiBHS 3arajbHOI0 PU3UKY paKy MOJIOYHOI 3aj103u. Pe3ynbTaT IUX AOCTIAXKEHD
He HaflaloTh NOKa3iB iCHyBaHHS MIPUYMHHO-HACIIAKOBOTO 3B sA3KY. [IiMBUIIIEHHS PU3UKY MOXKe OyTH
3yMOBJIeHE SIK Oi/lbII PaHHBOIO AiarHOCTUKOIO PaKy MOJIOYHOI 3aJI031 Y XKiHOK, SIKi 3aCTOCOBYIOTh
KIIK, Tak i 6iomoriunoio mieto KIIK abo moeguanHsIM 060X pakTopiB. [IoMiueHO TEHIEHIIIO, 110
3/105IKiCHi IyXJIMHU MOJIOYHOI 3aJ103H, BUSIBJIEH] Y XKiHOK, gKi Konmu-HeOynb npuiimanu KIIK, 3a3Budai
KJIIHIYHO MEeHII BUpaXkeHi, HiX y XIiHOK, sKi HiK0o/IHX He 3acTocoByBanu KIIK.

Y moomuHOKMX BUIIAAKaX Y XKiHOK, sIKi 3acToCcoBY10Th KIIK, croctepiranucs moOposiKicHi, a mie pigie
— 3JI0SIKICHI IyXJIMHY MEYiHKU. Y OKPeMUX BUMAAKAaX ITi MyXJIMHYU CIIPUYUHSIN HeOe3MeuHy s
JXKUTTSA BHYTPIIIHbOYEPEBHY KPOBOTEUY 13 3arp03010 [JIs KUTTA. Y pa3i BUHUKHEHHS CKapr Ha
cunbHUY 0iNlb B emiracTpanbHil HingHil, npu 30inblIeHH] IediHKy abo 03HaKaX BHYTPILTHbOUYEPEBHOI
KPOBOTeUi ITpu mudepeHItianbHiil JiarHOCTHII CIil BpaxOBYBaTH MOKJIMBICTh HASIBHOCTI IMyXJIMHU
IIeYiHKY y XKIHOK, s1Ki npuiMatoTh KIIK.

3. JHWi cmaHu.

IenpecuBHUM HACTPIil i gemnpecis € YacTUMU MOOIYHUMY PeakLisiMU IIPX 3aCTOCYBaHHI



TOPMOHATbHUX KOHTPALeNTUBIB (IuB. po3min «ITobiuHi peaknii»). [Jenpecis Moxe OyTH TSIXKKOIO i €
BimoMuM (paKTOPOM PU3UKY CyilMOaNbHOI IOBeHiHKK Ta camory6cTBa. 2KiHoK cifm iHpopMyBaTH mpo
HeoOXiIHICTh 3BEPHYTUCS [0 JIiKaps Y pasi nmepemnapiB HaCTPOIO i CUMIITOMIB fiempecii, HaBiTh SKIIO
BOHU BMHUMKAIOTh HEBMOB3I IIiC/IS II0YATKY JIIKYBaHHS.

EK30reHHi eCTPOTeHH MOXYTh iHAYKyBaTH a00 ITOCUIIOBAaTH CUMIITOMY CIIaAKOBOT'0 Ta HabyToro
AHTiIOHEBPOTUYHOT'0 HAOPSKY.

Y xiHOK i3 rineprpurminepuneMieio abo ciMeHUM aHaMHE30M TinepTpuriinepuneMii mpu
3acrtocyBaHHi KI'K crig BpaxoByBaTu MOXKJIMBUY IIiABUILIEHNN PU3UK PO3BUTKY ITaHKPEATHUTY.

Xoua y 6araTthbox XkiHOK, 5iKi 3acToCcoBy0Th KIIK, Oys10 moMiueHo He3HaYHe MiBUIIEHHS
apTepiasbHOTO TUCKY, KJIIHIYHO 3HaYUMe IIiBUIIEHHS Bi3HAYAETHCS PiK0. B3aeM03B 43Ky Mix
3acrocyBaHHAM KIIK Ta K/TiHIYHO 3HA4YII0I0 apTepialbHOK rinepreH3sieo He BUusABIeH0. OfHaK y pasi
KJTIHIYHO 3HAUYYyII0l apTepianbHOl rinmepTeH3il, 0 TPogoBXKYeThCSA Ha Tii 3acTocyBaHHS KIIK,
morineHO BigMiHUTH 3acTocyBaHHA KIIK i po3nouaTy mikyBaHHS apTepianbHOl rineprensii. [Ipu
HeobOximHOCTi mpuitom KITK Moxke OyTH ITOHOBJIEHUH, SKIIO 3a [OIOMOI00 TilTOTEH3UBHOI Tepatil
BIAJIOCS OOCATTH HOPMaJIbHUX 3HAYEeHb apTepialbHOTO TUCKY.

[ToBimoMnsiiocs: Mpo BUHUKHEHHS a0 3ar0CTPEHHS 3a3HauYeHUX HUXK4Ye 3aXBOPIOBaHb Y Iepion
BariTHOCTI Ta npu 3actocyBaHHi KIIK, ane ix B3aem03B’130K i3 3acTocyBaHHAM KIIK He € ocTaTo4HO
IOBe[IeHUM: KOBTSIHHUIIA Ta/abo cBepOixK, OB A3aHi 3 X0JIeCTa30M; YTBOPEHHSI KaMEeHIB y 2KOBYHOMY
Mixypi; mopdipisi; cucTeMHUI Y4ePBOHUYM BOBYAK; F€MOIITUKO-yPEMIYHUY CUHPOM; XOpes
CupgeHraMa; repriec BariTHUX; BTpaTa CIyXy, IOB'g3aHa 3 0TOCKIEPO30M.

Toctpi abo xpoHivyHi nopyieHHs QyHKII] IeYiHKY MOXKYyTh BUMaraT# BigMinu KI'K, MoKy IOKa3HUKU
GYHKIIII TediHKU He TOBEPHYTHCS OO0 HOPMU. PellnauB XoecTaTUYHOL 2KOBTSHUILII, 1[0 BIIepIle BUHUK
y Iepiofl BariTHOCTi abo IIpu NonepefHbOMY 3aCTOCYBaHHI CTAaTEBUX CTEPOIAHUX TOPMOHIB, BUMarae
npunvHeHHd 3actocyBaHHsa KIIK.

He3Baxarouu Ha Te, mo KI'K MoXyTh BriBaTH Ha nepudepruyHy iHCYTiHOPE3UCTEHTHICTD i
TOJIEPAHTHICTh [0 TJIIOKO3U, HEMA€E JaHUX 100 MOTPeOu 3MiHIOBATH TepaleBTUYHUM PeXUM Y KiHOK
XBopux Ha miabet, ski npuiimaioTs KITK. [IpoTe XiHku, xBopi Ha miabeT, siki mpuiimaioTh KIIK,
TOBUHHI OyTH i MUIHHUM MEOUYHUM HaTJISIOOM.

I3 3acTocyBanHsaM KIIK Gyna moB’si3aHa migBUIlleHa HMOBIpPHICTh PO3BUTKY HecrenudigHoro
BHPa3KOBOTO KOMITYy Ta xBopobu Kpona.

[HOmi MoxKe po3BUBATUCS XJI0a3Ma (0COOIMBO Y KiHOK i3 XJI0a3MOI0 IIifi 4Yac BariTHOCTi B aHaMHe3i).
2KiHKaM 3i CXUIBHICTIO [0 XJI0a3MU CJIifi YHUKATU BIUIMBY COHAYHUX IIPOMEHIB abo
ynbTpadioeTOBOro BUNPOMIHIOBaHHS Mif Yyac 3acTocyBaHHS KI'K.

[Tpu BubGopi MeToxy (iB) KOHTpPALEIIii CITil BpaXOBYyBaTH BCIO HaBeMleHy BUIIE iH(pOpMallito.
MeoduuHe obcmediceHHA/KOHCYAbmayis

IIo mo4aTKy 3acToCyBaHHS ab0 IIOBTOPHOTO IIpU3HAUYeHHs IpenapaTty HoBiHeT ciig mpoBecT:
peTenbHUM 30ip aHaMHe3y (BKJII0Ual04Yu CiMelHUN aHaMHe3) i BUK/IIOYUTH BariTHicTh. HeoOxigHO
BUMIpSTH apTepialbHUN THUCK, IPOBECTH (pisuKanbHe 00CTekKeHHS, KepyI4uCh iHpopMaIli€ Ipo
IPOTHUIIOKA3aHHS (quB. po3min «IIpoTUoKa3aHHI») Ta 0COONIMBUMY BKa3iBKaMH i 3amo0iKHIMHI
3axomaMu (OuB. Po3min «OcoOMMBOCTi 3aCTOCYBAHHS»).

BaxX7TMBO 3BEPHYTHU yBary XKiHOK Ha PU3UK BUHUKHEHHS BEHO3HOT'O Ta apTepialibHOTO TPoM6O3y,



BKJIIOYAl04YU PU3UK 3aCTOCyBaHHA Npenapaty HosineT nopiBHaHO 3 iHmmuMu KI'K, Ha cumntomu BTE
ta ATE, a Tak0X Ha BCTaHOBJIEHi ¢GaKTOpU PU3UKY Ta HeoOXifHi Aii y pasi mimo3pu Ha pO3BUTOK
TpoM603y. HeobxigHo, 11100 KiHKa YBaXKHO IIPOYHXTaIa iHCTPYKIIiO [AJIsT MEIUYHOI'0 3aCTOCYBAHHS i
OOTPUMYyBaJjlacs 3a3Ha4eHUX y Hill peKoMeHpaui. YacToTa i xapakTep OIJIsIfiB ITIOBUHHI
I'DYHTYBaTHUCS Ha iCHYIOUWX HOPMaX MeIUYHOl IPaKTUKY 3 ypaxXyBaHHSAM iHOUBIIyaIbHUX
0CO0TMBOCTEN KOXKHOI XKiHKHU.

Cnip monepenuTH XKiHKY, 10 TOPMOHAJIbHI KOHTPAIeNTUBY He 3axuiaioTh Bif BIJI-iHdekil (CHIOy)
Ta iHIIMX 3aXBOPIOBAHb, 110 ITEPEJa0TLCS CTATEBUM IIJISIXOM.

3HudceHHA e(pekmusHOCMI KOHMpauenuii

EdexruBHicTh KI'K MOKe 3HUKYBATHUCS Y BUIIQMIKy IIPOIYCKY IIPUoMy TaOlIeToK, po3JafiiB
IIJTYHKOBO-KUIIKOBOT'O TPaKTy (OuB. po3min «Croci6 3acTocyBaHHS Ta 0o3u») ab0o Ipu 0MHOYACHOMY
3aCTOCYBaHHi iHIMX JTiKapCchKuX 3aco0iB (OUB. po3min «B3aemopis 3 iHIMKUMU TiKapChKUMU 3acobaMu
Ta iHI BUOY B3aEMOMIN»).

Y 3B’13Ky 3 pU3UKOM 3MEHIIIEHHS KOHIIeHTpallil mpemnapaty HoBiHeT y mi1a3Mi KpoBi, a TakKoXK
3HUXKEHHS KITiHIYHUX e(eKTiB, CIif yHUKATH MOTO OMHOYACHOI'0 3aCTOCYBAHHS 3 POCITUHHUMU
IIperapaTaMy, 10 MIiCTSTh ¥ CBOEMY CKJafi 3Bipo6itt (Hypericum perforatum) (ouB. po3min
«B3aeMopmis 3 iHIMMMH JTiKapChbKUMK 3aC00aMM Ta iHIIII BUAM B3aEMOIii»).

KoHmpoab MeHCmMpyaabHo20 UUKAY

Ha i 3acTocyBanHs Oynb-sikux KI'K MOXYTh CliocTepiraTucst HeperynspHi KpoBoTedi (Maxyyi
KPOB'STHUCTI BUIiIeHHS ab0 IMPOpHUBHA KPOBOTEYa), 0COOIMBO MPOTSATOM IEPIINX MiCSIIiB
3acTocyBaHHS. ToMy oIiHKa Oyb-IKUX HEPeTyIsIpHUX KPOBOTEY € 3HAUYIIOIO TilIbKU IiCIIs mepiody
ajlanTaiiii, Mo CTaHOBUTh MPUONIU3HO 3 HUKIIH.

Y pagzi, SKIIo HeperyasapHi KpoBOTeYi IOBTOPIOIOTLECS a00 pO3BUBAIOTHCS IiCIIS MOIIEPEHIX
PeryispHUX LUKIIIB, CJIif 3BEPHYTU yBary Ha HerOpMOHaJIbHI IIPUYUHHU I[UX CTaHIB 1 BUKJIIOYUATH
3J105IKiCHI HOBOYTBOPEHHS a00 BariTHiCTh. MoxKe OyTH IPOBEIEHO JiarHOCTUYHUHN KIOpeTaX.

Y meskux XKiHOK MOXKe He HaCTaTUd MeHCTpya/ibHa KpOBOTeYa IIif Yac [IepepBu Y IpUuiomi
IepopaibHUX KOHTpalenTuBiB. fAKIo xkiHka 3actocoByBasia KI'K 3rifHO i3 BKa3iBKamMu, OUCaHUMU Y
po3mini «Croci6 3acTocyBaHHS Ta OO3U», TO MaJIOMMOBIpHO, 1110 B Hel HacTaHe BariTHICTh. IIporTe,
Ko 3actocyBaHHs KI'K 3milicHIOBanoCs HEPETYIIPHO [0 BiCyTHOCTI IepIIol KPOBOTEYi BiTMiHH
abo fAKIo MeHCTpyasibHa KpOBOTeYa BifICYTHS NPOTATOM OBOX LIUKIIIB, Iepe]] IIPOLOBXKEHHIM
3actocyBaHHS KI'K HeoOXimHO BUKITIOYUTH BaTiTHICTb.

HogsineTt micTuTh nakTo3y. 2KiHKaM i3 TaKUMU PiIKICHUMU CIIaJIKOBUMU 3aXBOPIOBAHHAMU, K
HeIIepPeHOCHMIiCTh TajlaKTO3M, II0BHA JIaKTa3Ha HEeJOCTAaTHICTh a00 CUHAPOM TIII0K030-TaJlaKTO3HO1
MasibabcopO1iil, He crifg IpuiMaTH el JiKapchbKui 3acio.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyd0to.
Bazimuicmo.

[IpenmapaTt HoBiHET He 3aCTOCOBYETHCA y IIePiof BariTHOCTI. [0 M0YaTKy 3aCTOCYBaHHS IIpenapaTy
HogineT cif BUKTIOYUTY HasIBHICTh BariTHOCTI. K10 BariTHICTh HAcTasla Ha TJIi 3aCTOCYBaHHS
npenapaTy HoBiHeT, 10r0 3aCTOCYBaHHS CIIiJ] HeTalHO PUIIUHUTH.



BigmoBigHO D0 pe3ynbTaTiB emigeMionoTiYHuX OOCTiAXKEeHb, 4aCTOTa PO3BUTKY BPOAKEHUX aHOMAJIIX
y HOBOHaAPOAXKEHUX, MaTepi SKUX MIpUMaJsiy epopasbHi KOHTPALeNTUBY J0 BariTHOCTI, He
IIepeBUIIyE HOPMaJIbHOTO PiBHS, KPIM TOTO, Y pa3i 3aCTOCYBaHHS IIepOpabHUX KOHTPALleIITUBIB Ha
PaHHIX TepMiHaX BaTriTHOCTi TepaTOreHHOT0 e(eKTy Bif 1X MPUIOMY He CIIOCTepiranocs.

[Tpu oBTOPHOMY ITpH3HaYeHHi penapaty HoBiHeT cy1im BpaxoByBaTH 30ibIIIEHHS PU3UKY PO3BUTKY
BTE y micnsinmonmoroBoMy nepiofi (muB. po3ninu «Croci6 3acTocyBaHHS Ta [K0o3u» Ta «OcobIuBOCTI
3aCTOCYBaHHS»).

ITepiod 200ysaHHA 2pydoH0.

[IpuiioM nepopajbHUX KOHTPALEIITUBIB MOXKe 3MEHIIIYBaTU KiJIbKICTh I'PYIHOTO MOJIOKA Ta
3MiHIOBATH MOT0 CKJaf, Oi/blll TOTO, ISl TPyIla IIpeliapaTiB MIPOHUKAE y TPYAHE MOJIOKO (IpoTe HeMae
MoKa3iB HeGaXKaHOoT0 BIUJIMBY Ha 3[I0POB’S AUTHHU), V 3B’A3KYy 3 IIUM 3aCTOCYBaHHS IIpernapaTry
Hosinet Xi"kaMm, fKi roOnyoOTh I'PYALI0, He PEKOMEHIYETHCS.

Mari KimbKOCTi CTepoigHuX TOPMOHIB Ta/abo iXx MeTabOoJIiTiB MOXKYTh IIPOHUKATH § TPYAHE MOJIOKO,
OJHaK JoKa3iB He0akaHOTO BIJIUBY Ha 3[0POB’SI OUTHHU HEMAE.

30amuicmb 8niusamu Ha weudKicmb peakuyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

Brnnusy KIIK Ha 3maTHICTE KepyBaTH aBTOTPAHCIOPTOM a0o0 iHIIMMU MeXaHi3MaMHy He BUSBIIEHO.

Cnoci6 3acmocyeaHHss ma do3u.
03u

[Tpuiiom TabeToK PO3MOYKMHATH 3 IEPIIOro JHSI MEHCTPYaJbHOTO LUKy i mpuiiMaTul o 1 tabnerii
Ha go0y mpoTsroMm 21 gHs 6e3 mepepBH, Y pa3i MOKJIMBOCTI - B ONMH i ToM ke yac mobu. [ToTim crin
3po0uTH 7-mEeHHY IepepBy, I Yac Kol BinOyBaeThCSI KpoBOTeYa BimMiHu. Ha HaCTynHUN OeHb MicIisa
7-meHHOI TepepBu (Yepe3 4 TUXKHI Mics MpuioMy Mepioi TabIeTKH, V TOM XKe OeHb TUXKHS)
BiHOBIIIOIOTH IIPHUUOM IIpeNapaTy 3 HaCTyIHOI O/1iCTePHOI YIIAaKOBKH, 1[0 TaKOXK MIiCTUTE 21 TabeTKy,
HaBiTh SKII0 KPOBOTeYa He IPUNUHUIIACE. TaKol cCXeMu IIPUMOMY CIIifl IOTPUMYBaTUCS, IIOKY iCHYE
HeoOXiHiCTh y KOHTpauentil. [Ipy qoTpuMaHHi BKa3iBOK JTiKaps KOHTPALEITUBHUYN e(pEKT
36epiraeTbcs i Ha yac 7-IeHHOI IIepepBu y npuiioMi TabneToK.

TabneTku HeoOXiMHO MPUUMATU BHYTPIILIIHBO, Y IOPSAAKY, 3a3Ha4eHOMY Ha OIiCTepHiil yIaKoBIIi.
ITepwuti nputiom npenapamy HogiHem
AKWw,0 paHiwe 20pMOHANbHI KOHMPAUenmueu He 3acmocosy8aaucs (8 0CMAHHIU MiCAUb).

[Tputiom nepiuoi Tabnetkyu HoBiHET CITif po3nmoYMHATH 3 TIEPIIOTO AHS MEHCTPYalIbHOTO LUKITY, Y
IIbOMY BUIIQ[IKy He TIOTPiOHO BUKOPUCTOBYBATH [NOAATKOBI METONX KOHTPAI[ETILIi.

[Tpuiiom TabneToK MOXKHa PO3MOYMHATH i 3 2 0 5 IHS MEeHCTpYyallii, ajie B I[bOMY BUIIQMIKy Y
IIepIIOMY IIMKJIi BUKOPUCTAHHS IIpernapaTy CJIifi 3aCTOCOBYBaTH [OaTKOBI (6ap’epHi) MeToou
KOHTpaleniil y mepuri 7 gi6 npuiioMy TablIeToK.



fAKio mpono 6inbie 5 OHIB Micg MOYaTKy MEHCTPYallii, MOTPiOHO BiIKIaCTH IOYaTOK IIPUAOMY
npenapaty HoBiHeT 1o HaCTymHOI MeHCTpYyallil.

ITpu nepexodi 3 KOMOIHOBAHO20 20PMOHAILHO20 KOHMpayenmusgy (KomMb6iHO8AHO20 NepPopPabHO20
koumpauenmuasy (KIIK), 8az2iHanbHo20 Kiavusa abo mpaHcoepmaabHO20 naacmupa)

Baxawno, 1100 XiHKa 1nodasa npuiioM Tabnetok HoBiHET Ha HACTYyIHUY OeHb MiCNIS IPUUOMY
OCTaHHBOI aKTUBHOI TabneTku nomnepenusoro KIIK; y Takux BUNagkax npuitoM tabaeTok HoBiHeT He
CJIi[l pO3TIOYMHATH Mi3Hillle HACTYITHOT'O OHS IIiC/Isl 3BUYHOI ITepepBH y npuitoMi Tab1eTok abo
IpuoMy HeaKTUBHUX TabneTok nonepeguboro KITK. [Tpu nepexoni 3 BariHanbHOTO KinbIs abo
TpaHCepMabHOTO IIIaCTUPY puiioM TabneTok HoBiHeT 6akaHO pO3MOYMHATH B JeHb BUalIeHHS
OIIePeqHbOT0 3aco0y; y TaKUX BUIaKax IpuiioM TabineTok HoBiHET citig po3mounHaTy He Mi3Hile
3alJIaHOBaHOI POIENYPHU 3aMiHMU.

[Tpu HanmexKHOMY 3aCTOCYBaHHi IONIEePeAHLOT0 METOY KOHTPALEMIlil, a TaK0XK P MiATBEpAKEHHI
BiZICYyTHOCTI BariTHOCTi 3MiHa METOy KOHTpalleMNIlii MOXKe ITPOBOJUTHUCS YV Oyab-aIKUM OeHb UKy, He
CJIif] IepeBUILlyBaTH TPUBAJIICTh PEKOMEH0BAHOI IEPEPBY B IPUIOMI paHillle BUKOPUCTOBYBAHOT O
[J1s1 KOHTpAllelil Ipenapary.

ITpu nepexodi 3 iHWUX npenapamis, AAKI MicmAamMb AuWe npo2ecmazeH («MiHi-niai», iH’ €Ki,
imMnaaHmu) abo BHYyMpiWHLOMAMKOB0I cucmemu 3 NPo2ecmo2eHoOM

XKiHKa, SKa MpUUMa€E «MiHi-mimi» (IpenaparTy, 10 MICTSITh TiIbKU IPOTECTEPOH), MOXKE IT04YaTh
npuiioM npemnapaty HoBinet y 6ynb-siKui IeHb; y pasi iMmianTa abo BHYTPIIIHbOMATKOBOI CUCTEMHU —
y meHb IX BUaJIeHHS; Y BUIagKy 3aCTOCYyBaHHS iH €KIIiMl — 3aMiCTh HACTYIIHOI iH €KIIil, TPOTe y BCiX
IINX BUIafiKax y IeplIi 7 OHiB MpuiloMy TabJIeTOK PEKOMEHAYETHCS BUKOPUCTOBYBATH IOMATKOBUM
MeTOJl KOHTpAIeIii.

ITicas abopmy 8 I mpumecmpi sazimHocmi. 3acTocyBaHHs npemnapaTty HoBiHeT ciig po3moyartu
HeraHO B TOM Xke IeHb IIicis onepallii abo BUKUAHS. Y TaKOMYy BUIIaAKy HeMa€e HeoOXimgHOCTI
3aCTOCOBYBATH NOOATKOBI 3aC00M KOHTpAIEIIIIii.

ITicas nosnozie abo abopmy y II mpumecmpi eazimHocmi

[IpuitoM nepopanbHUX KOHTPALENITUBIB XKiHKaM, sKi He TOOYI0Th I'PYAAI0, CJIif PO3NOYUHATH Ha
21-28-i1 mens micns nosoriB abo abopTy y II TpuMecTpi. 3acTocyBaHHS OOOATKOBUX METOMIB
KOHTpAIEIIil y IIboMY BUIIAAKYy He IOTPiOHO.

Y pasi, gxio 3actocyBaHHs npemnapaty Hosinet 6yio po3nouato nmi3Hiile, y mepiri 7 fi6 npuitomy
CJIil BUKOPUCTOBYBATH AOOATKOBI METOAM KOHTPALIEIIIil.

Y pasi, gxio micns monoris Bxke 6yB cTaTeBUN KOHTAKT, IIPUIOM TaOJIeTOK CIIif BifK/IaCTH [0 IepIIoi
MeHCTpYyallil.

[IpuMmiTKa: XKiHKaM, fKi FOAyTh rpynnato, He ciif npuimatu KIIK, oCKinbKY 1ie MOXKe IPU3BECTU [0
3MEHIIEeHHS KiTbKOCTi 'PYOHOTO MOJIOKa (IUB. PO3[in «3acTOCyBaHHS y Iepiof BariTHOCTI abo
TOyBaHHS I'PYAOI0»).

ITpuiiom nponyuweHux mab.1emok

AIKII0 micyIsg TPOMyCKy IpuiioMy TabIeTKu MUHYIIO He Oinbwe 12 200uH, TPOTU3AIITigHA Tis
npernapary He mocnabmoeThesi. HeoOximHO SKHaUIIBUAIIE IPUMHSATY IIPOIYIIeHy TabneTKy, a Jati
IIPOIOBXKUTHU IPUKOM IIpenapaTy y 3BUYHHUU dac.



fAkmo micns mpomycky TabneTku mpoiino diabwe 12 200uH, TPOTH3ATIIiIHA [Iis IpernapaTy Moxke
nocnabuTuck. Y pasi nponycky HeoOXigHO BpaXOByBaTH IBa OCHOBHUX ITpaBUIa:

1. He nmpununsaTy npuiioM TabneTok Oifbine HiX Ha 7 OHIB.

2. [17151 DOCSAATHEHHS HOCTATHHOI'O IPUTHIYEHHS TioTanaMo-Tino¢hizapHO-9€YHUKOBOL CUCTEMU
HeoOximHO 7 mHiB Oe31epepBHOT0 3aCTOCYBaHHS IIperapary.

BigmoBigHO o 1IbOTO IIpU IpuoMi TabIeToK HeoOXiMHO KePyBaTHUCS HACTYITHUMK PEeKOMeH/allisTMHu.
Tuocoeny 1

[ToTpibHO STKHAUIIBUAIIE IPUMHSATHU MIPOMYIIEHy TabIeTKy, HaBiTh SKIIO 1le 03HaYaTHMe IIPUIOM
nBOX TabJIeTOK OMHOYACHO. [I0TiM CITif MPOJOBKUTY PETYISIPHUN IIPUOM Y 3BUYHUN yac nobu. [Tpu
ITbOMY IIPOTSITOM HACTYIHUX 7 [i0 mOTPiOHO BUKOPUCTOBYBATHU MONATKOBHI Oap’epHUN METOf
KOHTpallenilil (HampuKiaf, pe3epBaTuB). Ko y monepenHi 7 mib BinOyBcsl cTaTeBUM KOHTAKT, CIIif
BpPaxoOByBaTH MOXKJIMBICTh HaCTaHHS BariTHOCTI. YuM Oinblie mpomyiieHo TabneTok i yuM Onmuxkde 10
nepepBu Oy/u MPOMYCKU, TUM BUIIKWM PU3UK HaCTAHHS BaTriTHOCTI.

Tuowcoens 2

[ToTpibHO IKHAUIIBUIIE IPUUHATY IPOMYIIeHy TableTKy, HaBiTh SKINO Ile 03HaYaTUMe IIPUioM
nBOX Taby1eTOK ogHOYACHO. [10TiM CITiff TPOOOBXKUTH PETYISIPHUN NPUOM y 3BUYHUY Yac fobu. 3a
YMOBH NIPaBUJILHOTO 3aCTOCYBaHHS IPOTATOM 7 Hib [0 MpOmycKy TabneTKu HeoOXimHOCTI y
MIOaTKOBUX 3aX0fax KOHTpAlleMNllii HeMae, ajie B iHIIIOMY BUIIafIKy a00 SKIIO0 MpomyieHo Ginbire 1
TabNeTKH, CJIil 3aCTOCOBYBATH JOJATKOBHM METO[ KOHTpAIeIii mpoTsirom 7 mib.

TusicoeHb 3

Pusuk nocnabneHHsT MPOTU3AILTIIHOIL Oil HEMUHYYUY 3 OTJIAAY Ha OJTM3bKiCTh TepepPBU Y puiiomi
tabneTok. OfHaK 1[bOMY MOXHa 3alo0irTé KOPUTYBAHHIM PeXUMY IpuiioMy TabIeToK. 3a YMOBH
IIPaBUJIBHOTO IPUIOMY BCix Tab1eToK mpoTaroM 7 mib mo mpomycky TabieTku, HeoOXigHOCTi y
NOJAaTKOBUX 3aXx0fiaX KOHTpallelllil HeMa€, AKI0 BUKOPUCTOBYETHCS OAMH i3 JBOX HaBeeHUX HUXKYE
BapiaHTiB. Y iHIIOMY BUINIAJKY XKiHI[I pPEKOMEHYETLCA KEPYBATUCA IIePIIUM BapiaHTOM 1 OHHOYaCHO
3aCTOCOBYBaTH AOOATKOBUI METOM KOHTpALeNIil mpoTaroM 7 mil.

1. dxHaMimBuUIIe TPUUHITH IPONYIIeHy TaOIeTKy, HaBiTh SKIIO Ile 03HaYaTUMe IIPUIOM OBOX
TabJIeTOK OgHOYaCcHO. [I0TiM CIIifi MPOMOBXKUTY PETYIIPHUN IPUNUOM ¥ 3BUUHUM Yac foou. HeobxigHO
TI0YaTH 3aCTOCyBaHHS TabJIeTOK i3 HOBOI G/TiCTEepHOI YIIaKOBKY 0fpa3y IiC/s MPUHOMYy OCTAaHHbBOI
TabneTKH 3 MOTOYHOI 6J1iCTePHOI yITaKOBKH, TOOTO HE POOUTH MepPepBH IIiciisg IpuioMy TablIeTox i3
norepeaHboi OicTepHOl yIakoBKU. HacTaHHS MEHCTPYasibHOI KPOBOTEYi 0 3aKiHUeHHS IIPUHOMY
IpyTol yIaKoBKY TabJIeTOK MaJIOMMOBIpHe, ajie IIifi 4ac IpUuiioMy TablIeTOK MOXYTh 3'IBISATUCI
Maxydi BUTieHHs ab0 TPOPUBHi KPOBOTEUI.

2. XKiHIli MOXXHa TaK0X MTOPagUTH IPUIMHUTY IPUIOM TabIeTOK 3 IOTOYHOI OJIiCTepHOl YIIaKOBKHU. Y
IThOMY BHITIQ[KY CJIifl BATPUMATH 7-I€HHY IIEPEPBY, BKIIIOYAIOYH Ti [Hi, KO BOHA 3a0ysa MPUAHATH
TabNeTKy, i TOTiM moYaTH IpuiioM TabieToK i3 HOBOI O6/TiCTEePHOL yIIaKOBKH.

Axmo xkiHkKa 3a0yna IpuiHATHA TabeTKH, i MOTiM MeHCTpyasibHa KpOBOTeyYa IIif] Yac MepIiol IepepBu
y mpuiioMi Ta61eTOK He HacTasla, CJIifl BpaXOBYBaTH MOKJIMBICTh HACTAHHS BariTHOCTI.

PexkomeHOauii npu wayHKOB0-KUWKOBUX P031adax



y pa3i TAXKKHUX HITYHKOBO-KUIIKOBUX p03naniB BCMOKTYBaAHHA IIPEIIapaTy MOXKe 6YTI/I HEIIOBHUM, Y
ObOMY BHUIIQOKY cIifm 3aCTOCOBYBATH OOMAaTKOBI METOOHU KOHTpaI_[el'[LIﬁ.

Y pagsi 6:1t0BaHHS, 1110 BUHUKIIO IPOTATOM 3—4 ToOuH micisa npuiioMy TablIeToK, CJliff KepyBaTUCs
PEKOMEeHAIisIMHU III0H0 MPOIYCKY IMpuitoMy TabeToK, 3a3HaYeHUX Y MyHKTi «[IpomyieHi TabneTku»
(muB. BuIIE). fAKINO XKiHKa HE X04Ye 3MiHIOBAaTH 3BUYHUY IIPUMOM IIpemnaparTy, i Cif IpUNHITA
momaTKoBY TabneTky (-u) 3 iH1I0i GIiCTEPHOI YIIaKOBKH.

Sk 3micmumu abo giomepmiHysamu MeHCmMpyaabHull YUK/

BigTepMiHyBaHHS MEHCTPYaJIbHOTO LIMKIIY HE € ITOKa3aHHAM [JIs 3aCTOCYBaHHS JaHOI0 Ipemnapary.
[Tporte, SIKIIO Y BUHSATKOBUX BUIIAAKaX IOTPiOHO BiiTepMiHYBaTH MEHCTPYANbHUM HUKJI, KiHKa
TIOBUHHA MPOMOBXKUTY IPUNOM TabIeToK 3 HOBOI OicTepHOI yrakoBKU npenapaty HoBiHnet 6e3
nepen0adeHol TepepBy y npuiioMi. BinTepmMinyBaHHS M0XKe TPHUBATH CTiIbKH, CKiNTbKY OaXKa€ XKiHKa,
IIOKM He 3aKiH4yaTbCs TaOneTKu 3 mpyroi OmicTepHol ynakoBku. Ha Tii BimTepMiHyBaHHS MeHCTpYyallii
y XKIiHKM MOXKYTh BUHMKATH MaxXyui BumineHHs abo mpopuBHi KpoBoTeui. Hapami, micms
IIJIAHOBOI 7-I€HHOI IIepepBH, PETYISPHUN IpuiioM npemnapaty HoBiHeT Moxke OyTH ITPOOOBKEHUH.

[ITo6 3MicTUTH Yac HACTAHHS MEHCTPYallil Ha iHIUHN IeHb TUXKHS, PEKOMEHIYEThCS CKOPOTUTH
TPUBAJIICTh NTepepBU Ha 6axKaHy KiNnbKicTh gHiB. YuM KOpOTIIIOIO Oye mepepsa, TUM BUIIUN PU3UK
TOTO, 1110 KPOBOTEYa BiTMiHM He PO3BMHETHLCS, a Ha TJIi IPUUOMY HACTYIIHOI YIIaKOBKY OYAYThb
BMHUKATH MaXydi BUIiJIeHHS i TPOpUBHI KpoBOTeUi (y mepiof BigkiiafeHol MeHCTpYyallii).

[imu. Be3neka i ehpeKTUBHICTh le30TeCTpey Y MigIiTKiB BikoM 0 18 pokiB He BcTaHOB/IEHA. [laHUX
HeMa.

Ilepedo3yeanHns.

I[Tpo cepito3Hi mob6ivHi peakilii, 1[0 pO3BUBAIOTHCS IIPU ITEPEI03YBaHHI TepopaIbHUX KOHTPAIIENTHUBIB,
He MOoBigoMIsgnocs. MOXIMBUME CUMIITOMaMU y IaHOMY BUIIAIKy MOXKYTb OyTH: Hy[IOTa, O/II0BaHHS,
a TaKOXK He3HayHa BariHajibHa KpPOBOTEeYa Y MOJIOOUX AiBYaT. TaKUM YHHOM, ITIepef0o3yBaHHS
Impenapary JiKyBaHHS He BUMarae. [IpoTe mpu BUSBJIEHHI ITepeqo3yBaHHs MPOTIroM 2—3 roguH abo
IIPU IPUHOMi BEJTUKOI KiTbKOCTi Tab1eToK Moxke OyTH IPOBeNeHO IIPOMUBAHHS IIITYHKA.
CroenudiyHOT0 aHTUAOTY He iCHYE, CJIif TPOBOAUTH CUMIITOMATUYHY TepaIlilo.

ITo6iuni peakuii.

Onuc okpeMux mo6iYHUX peaKiIrin

30inbIIeHHST pU3UKY PO3BUTKY apTepialbHUX i BEHO3HUX TPOMOOTUYHUX i TpoMOoeMOOTiyHIX
yCKJIagHEHb, BKIII0Yal4yy iH(papKT MioKapaa, iHCyIbT, TPAaH3UTOPHI illleMiyHi aTaKy, BEHO3HUU
TpoM003 i TpoMOoeMOoIIiI0 JTereHeBol apTepii, 6y10 Big3HauYeHO Y KiHOK, SIKi 3aCTOCOBYIOTh
KoMOiHOBaHi mepopasbHi KOHTPAIenTHBU. binbIl geTanbHa iHGopMallis BUKIafgeHa y po3miii
«0OCc06IUBOCTI 3aCTOCYBAHHS».

Kpim Toro, npu 3actocyBanHti KIIK crmocTepiranucs inmi HeGaXkaHi sIBUIlla, TaKi K apTepianbHa
rinepTeH3isl, TOPMOHO3aJIeXkKHi TyX/INHY (HaIpUKIIaf, NyXJINHU Ie9iHKY, MOJIOYHO! 3aJI031), XJI0a3Ma,



TIPO 110 MOKJIaMHO OIMKCAHO ¥ POo3ini «OcoOMUBOCTI 3aCTOCYBaHHS».

4k i npu 3actocyBaHHi Oyab-akux KIIK, Moxe crocTepiratucsi 3MiHa XapakTepy MeHCTpyalbHOl
KPOBOTEYi, 0COOINBO y MEPIINH MicSAlb 3aCTOCYBaHHSA. MOXKYThb CIIOCTepiraTucs 3MiHM 4aCTOTH
KpPOBOTeY (TIOBHE 3HUKHEHHS, 3HUKEHHS a00 306inbIlIeHHS YaCTOTH), iHTEHCUBHOCTI (3HMKEHHS a0
30inmbIneHHs) a00 TPUBAIOCTI.

MoxnuBi mobiyni peaxkiiii, onucani y xiHok, ki mpuiimanu KIIK, mo mictsats 0,15 Mr ge3orecTpeny i
0,02 mr eTtuninectpagiony (gx y npemnapati HoBiHeT), a Takox 3aranbHi ans KITK no6iuni peakiii
HaBeIeHi B Tabnul Huxue’. Bei mobivni peaktil knacudikoBaHi 3a CHCTeMaMH OPTraHiB i 3a YaCTOTOIO
BUHUKHEHHS: AyxKe 4dacTi (= 1/10), gacti (= 1/100 — < 1/10), HeuacrTi (= 1/1 000 — < 1/100),
mooguHOKi (= 1/10 000 — < 1/1 000) Ta yacToTa HeBigoMa (HEMOXKJIMBO BU3HAUUTHU 34 HAIBHUMU
OAHUMH).

Knacu cucrtem YacTi HeuacTi [TooguHOKI JacToTa HeBigoMa

OpraHis

Po3nagu iMyHHOL linepuytnusicte |[locuneHHs

CACTEMH CAMIITOMIB
CIIafIKOBOT'0 Ta
Ha0yTOro
AHTIOHEBPOTUYHOTO
HaOPSKY

Po3nagu 06MiHy 3aTpuMKa piguHU

PEYOBHH 1

Xap4yyBaHHS

[Tcuxiuni nopyurenss [[Ipuruivenuu 3unkeHHs nidigo |[ligBulieHHS

HaCTpin mioigo

3MiHa HaCTPOIO
Po3nagy HEPBOBOI [ComoBHUH 0iNtb MirpeHn

CHCTEMU
Po3stagy oprasis 30py| HemepeHOCUMICTh
KOHTAKTHUX JTiH3
CynuHHI po3nagu BeHO3Ha
TpoM6GoeMOoTis
(BTE)
ApTepianibHa
TpoM6GoeMOoTis
(ATE)
Posnanu mmyHKoBo- |Hymora broBaHHSA
KUIITKOBOT'O TPAKTy  |Bisib y XKUBOTI [liapes
Posnagu mKipu Ta BucumnaHusa By3nukoBa
MigIIKipHOI Kpomnup'sHKa epuTeMa
KJTITKOBUHU MynsTUQOpMHA
epuTeMa
Po3mnanu bomnouicts 30iIbIIeHHS BarinanbHi
PETPOTYKTUBHOL MOJIOYHUX 3aJ103 |MOJIOYHUX 3aJI03 |[BUIIJIEHHS
CHCTEMHU Ta BiIb y MOJIOYHUX Buninenus 3
MOJIOYHUX 3aJ103 3a7103ax MOJIOYHUX 3aJ103
3arasnbHi po3nagu Ta [30inblIeHHS MacH 3MeHIIeHHS Macu
peaxiril y mMicii Tina Tina

BBEOEHHS




s OTINCY KOHKPETHUX NO0IYHUX peakIliii HaBefleHO HauOinbi BigmoBiguui TepMin MedDRA.
CuHoHiME abo 1OB’g3aHi 3 MOGIYHOIO Peaklli€lo CTaHU He 3a3HaueHi, OOHaK iX CJIiff BpaXxOByBaTH.

B3zaemooii

[TpopuBHi KpoBOoTedi Ta/ab0 HeePeKTUBHICTh KOHTPAIEITUBHOTO 3aC00y MOXKYTh OYTH pe3yiabTaTaMu
B3a€EMO[il TepopanbHUX KOHTPALENITUBIB 3 IHIIMMHU JTiIKApCHbKUMHU 3aco0aMu, SIKi iHIYKYIOTh
MikpocoManbHi hepMeHTH (IUB. Po3ain «B3aeMopisa 3 iHIIMMY JTiKapChbKUMU 3acobaMu Ta iHIIi BUAK
B3aEMOJIIN»).

[ToBimomIeHHS PO Mimo3poBaHi mMo6iYHi peakirii

[ToBimoMIISITH TIPO MifO3pIOBaHi MEOUKAMEHTO3Hi M00iYHiI peakilii HeoOXiTHO HaBITh IiCNIS TOTO, SIK
OTPHUMaHO peecTpalliiHe MOCBigUYeHHs. Lle m03B0OIsI€ MPOOOBXKYBAaT! MOHITOPUHT CIIiBBIAHOIIEHHS
KOPHUCTH/PU3UK IJIST JAHOT0 JIiKapChKOoTro 3acoby. IIpaliBHUKIB chepu 0XOPOHU 30OPOB’S IIPOCSTh
TIOBIIOMJISITH TIPO BCi Migo3pioBaHi mo0iyHi peakilii, BAKOPUCTOBYIOUM HalliOHAJIbHY CUCTEMY
iHpopMyBaHHS.

Tepmin npudamHocmi.

3 POKH.

YmMmoBu 30epirannsi. 30epiratu npu TeMnepatypi He Buiie 30 °C.

30epiratu y HEJOCTYIIHOMY IJISI OiTe# MicIi.

YmakoBka. [To 21 (21x1) tabmeti y 6mictepi; mo 1 (21x1) abo mo 3 (21x3) 6ricTepu y KapTOHHIH
YIIaKOBIN. Y KapTOHHY YIIaKOBKY BKIAOeHO MJIACKUN KapTOHHUN QYTIsp oy 30epiranus OimicTepa.

Kareropis Bigmycky.

3a pelenTom.

BupoOHUK.

BAT «T'emeon PixTep».

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca MicIsl MPoBadKeHHsI HOT0 TisIbHOCTI.

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



3asiBHHUK.

BAT «I'emeon Pixtep».

Micue3HaxoaKeHHsI 3asiBHHKA.

H-1103, Bymaneurr, Byn. Tempei, 19-21, VropmuHa.



