IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

EKC®OPXK

(EXFORGE®)

Cknao:
Oitoui peuoguHU: aMJIONUITIHY OeCUsaT Ta BajicCapTaH;

1 TabneTka MicTuTh amnopuminy 6ecunary 6,94 Mr y nepepaxyBaHHi Ha aMJIOTUITIIH OCHOBY 5 MT Ta
80 mr Basicaptany abo amnoguminy 6ecunaty 6,94 Mr y mepepaxyBaHHi Ha aMJIOMUITIH OCHOBY 5 MT Ta
160 mr Bancaprany, abo ammonumniny 6ecunary 13,87 Mr y nepepaxyBaHHI Ha aMJIOfUIIiH 0CHOBY 10
Mr Ta 160 mr BancapraHy;

0ONOMIdCHI peuoBUHU: TIEJTI0JI03a MiKPOKPUCTaIiYHa, KPOCIOBIOOH, MarHilo cTeapaT, KPeMHii0
MioKCUM KOnoigHuM 6e3BOHUM, TTOIieTUeHT iKob (Makporon) 4000, Tanbk, rinpoMenos3a, TUTaHy
miokcun (E 171), 3amiza okcup xkoptuii (E 172), 3amisa okcupg yepBonui (E 172) - nuiiie gns
TabJIeTOK

10 Mr/160 Mmr.

Jlikapcbka ¢popma. TabreTKy, BKPUTI ITIBKOBOIO 000JI0HKOIO.
OcHosBHI (i3uko-xiMiuHi 81aCMuUBOCMI:

mabaemxku 5 m2/80 m2: TeMHO-KOBTi, OKPYTy10i (hopMHU, BKPUTI ITiIBKOBOX 000JIOHKOIO, 31 CKOIIIEHUMU
Kpasmu, 3 HanmucoM «NVR» 3 ogHoro 60Ky Ta «NV» - 3 iHIIIOTO;

mabaemxku 5 m2/160 me: TeMHO-KOBTi, OBaJIbHi, BKPUTI MJTiBKOBOIO 000JIOHKO0, 3i CKOLIIEHUMHU
Kpasmu, 3 HanmucoM «NVR» 3 ogaoro 60oky ta «ECE» - 3 iHIIIOT0;

mabaemxku 10 m2/160 me: CBiTIO-XKOBTi, OBaJIbHi, BKPUTI IJ1IBKOBOIO 060I0HKOIO, 31 CKOLIIEHUMU
Kpasmu, 3 HamucoM «NVR» 3 ogHoro 60Ky Ta «UIC» - 3 iHImoro.

dapmakoTepaneBTHYHaA rpyna. KomGiHoBaHi npenapaTu iHribiTopiB aHrioTeH3uny II.

Kog ATX C09D BO1.

dPapmako102iuHi 8 1acmueocmi.



®apmakoOuHamika.

Excdopk MiCTUTH [Ba aHTUTINIEPTEH3UBHI KOMIIOHEHTH 3 JONATKOBUMU MeXaHi3MaM#i KOHTPOJIO
apTepiasbHOTO TUCKY Y MAlli€HTIB 3 eCeHIiaIbHOI TilepTeH3i€0: aMIOAUIIIH HalleXUTh 00 KJlacy
AHTATOHICTiB KaJlbIlil0, @ BaJICAapTaH - 0 KJIacy aHTaroHicTiB aurioren3uny II. KombiHaris mux
iHrpemieHTiB Ma€e afUTUBHUY aHTUTINEPTEH3UBHUN e(deKT, 3HUKYIOUN apTepianbHUM TUCK OiNbII0i0
MipO10, HiXXK KOXK€EH i3 KOMIIOHEHTIB OKPEMO.

AMa00uniH.

Awmnopunis inri6ye TpancMeMOpaHHe IPOHUKHEHHS 10HIB KaJIbIliio B IIafKi M'sI3U CEPIS i CyauH.
MexaHi3M aHTUTiNEePTEH3UBHOI [Iii aMIoAuIiHy 06yMOBIIeHUN IPSIMUM PeIaKCYI0YUM BIIJIMBOM Ha
rafKi M'sa3u Cy[iuH, 10 3yMOBIIIOE 3MEHIIEHHS IepU(EePUIHOTO CYAUHHOI0 OIIOPY i MPU3BOAUTE [0
3HUKEHHA apTepiaJibHOTrO TUCKY. EXCliepuMeHTalbHI JaHl HiATBEPAXKYIOTh, 1[0 aMJIONUIIIH
3B'3YETHCA B AUTIAPOMIPUONHOBUX i HETIAPOMiPUANHOBUX MicCLSIX 3B'13Ky. CKOPOTIMBI Mpo1iecu
CepleBOro M'si3a i rmagKux M's3iB CyAuH 3anexkaTh Bifl IPOXOAKEHHS IT03aK/IITUHHOTO KaJblIiio B Iii
KJIITUHU Yepe3 crenudiyHi ioHHI KaHaIH.

[Ticns BBeAeHHS TepaleBTUYHUX 003 IallieHTaM 3 apTepiaJbHOI0 rinepTeH3ie0 aMI0AUIIIiH
CIIPUYUHSE Ba30gUIaTallilo, 110 MIPU3BOOUTE A0 3HUKEHHS apTepialbHOT0 TUCKY B IIOJIOKEHHAX
nalfieHTa Jexayu i crtoduyu. Take 3HUXKEHHS apTepiaJbHOr0 TUCKY HE CYIIPOBOIXKYETHCS ICTOTHOO
3MiHOI0 IIBHOKOCTI CepIieBUX CKOPOYeHb a0 PiBHIB KaTexolaMiHiB y IJIa3Mi Ipu TPUBAJIOMY
3aCTOCYyBaHHI.

EdexT Kopenoe 3 KOHIEHTPAL[iIMHU B IJIa3Mi Y MOJIOAUX 1 JTiTHIX MaI[i€HTiB.

Y nami€eHTiB 3 apTepianbHOIO TillePTEeH3i€0 Ta HOPMalbHOI (YHKIIIEI0 HUPOK TepaleBTHUYHI 103U
aMJIO[UIIIHY IPU3BOIATE 10 3HUXKEHHS PEHAJIbHOI0 CYOUHHOTO OIIOPY 1 MiABUINEHHS PiBHSI
TJI0MepYyIApHOi GinmbTpallii, a Takoxk e(heKTUBHOI0 HUPKOBOTO IIOTOKY Ijla3Mu 0e3 3MiH (pakiiii, 110
binbTpyeThest, abo mpoTeinypii.

4K iy pasi 3acTocyBaHHS iHIIMX 0710KaTOPiB KaJbIliEBUX KaHaJliB, BUMipIOBAaHHS reMOIUHAMIKH
ceplueBoi GyHKIII y CIIOKOI Ta Ipu HaBaHTaxeHHi (a6o mpu xonwbi) y maIieHTiB 3 HOpMaIbHOK0
(GYHKITIE€IO MIIYHOYKIB, MPOJIiIKOBAaHUX aMJIOTUITIHOM, B I[iJIOMY ITIOKa3aIu HeBeJIUKe MigBUILIeHHS
cepleBoro iHmekcy 6e3 ictoTHoro BBy Ha dP/dt abo Ha KiHIeBu# miacToniyHuM THUCK, abo Ha 00'eM
JIIBOT'O LITyHOYKA. Y reMOgUHAaMIYHUX JOCIIIIXKEeHHIX aMJIOAUIIIH He BUSBIISAAB HETaTUBHOTO
iHOTponHOTO e(peKTy IpU 3aCTOCYBaHHI B TepaleBTUYHUX [[03aX B iIHTaKTHUX TBApUH Ta JIIONEH,
HaBiTh P CYyMiCHOMY BBefieHHi 3 OeTa-010KaTOpaMu JIIOMSIM.

AwMrofumiH He 3MiHIOE (QYHKIIiI0 CHHYCHO-TIEPEICEPAHOT0 By3ia a0 IepefcepaHo-IIIyHOYKOBOI
IIPOBITHOCTI Y 30OPOBUX TBAapPWH a00 TIOAWHHU. Y KITiHIYHUX OOCITiIXKEHHSIX, B SKUX aMJIOTUITiH
3acTocoByBanu B KoMOiHallii 3 6eTa-610kaTopaMy, y MallieHTiB 3 apTepiaabHOIO TinepTeH3sieio abo
CTeHOKapHi€elo 3MiH ITOKa3HUKIB eJIeKTpoKapaiorpamMu He 0yJ10 Bii3HA4YEeHO.

Cnocrepiranucs MO3UTUBHI KJTiHiYHI eeKTH aMIOAUIIIHY V NALiEHTIB 3 XPOHIYHOIO CTabiIbHOI0
CTEeHOKapi€lo, Ba30CMaCcTUYHOI0 CTEHOKAP/i€to Ta ilmemMiyHO00 XBopo6oIo, 1110 Oy7ia miaTBepaKeHa
a"riorpadigHo.

3acmocyBaHHA nauieHmam 3 apmepiaabHO 2inepmeHsiero

PaHpgoMizoBaHe MOABIMHO CIlile JOCIiAXKEeHHS 3aXBOPIOBAHOCTI 1 CMEPTHOCTI - [TOCTigXKeHH
aQHTUTINePTEeH3UBHOI Ta TiNOJiNieMidyHOl Teparllil nonepeaXXeHHs CepLeBOro Hamnaay
[Antihypertensive and Lipid-Lowering treatment to prevent Heart Attack Trial] (ALLHAT) -



IIPOBEZIEHO 3 METOI0 MOPIBHIHHS HOBUX METOMIB Tepalii: 3aCTOCyBaHHS aMJIOAUIIIHY ¥ 0o3i 2,5-10 Mr
Ha 700y (6710KaTOpa KasbllieBUX KaHamiB) abo misuHompuny y mo3i 10-40 mr Ha moly (iHribiTopy
ATI®) gk nepmiol iiHil Tepamnil y TOPiBHAHHI i3 3aCTOCYBaHHSIM Tia3UAHOTO OiypeTHKa XJIOPTalIiIoHY y
mo3i 12,5-25 Mr Ha o6y IpH Nerkiit Ta moMipHi# apTepianbHiii rinepTeHsii.

Byno parpoMmizoBano 3arasoM 33357 malli€HTIB 3 apTepiaJbHOIO rinepTeH3ier0 BiKOM Bif 55 poKiB 3
TIOJIa/IbIIIUM CIIOCTEPEXEHHSM B CEpPeIHbOMY MPOTATOM 4,9 poKy. Y KoXKHOTo natieHTa 6yB xo4a 0
OJVH OOJaTKOBUYU (HaKTOp PU3UKY PO3BUTKY illleMigHOI XBOpOOU ceplisi, BKII04aloud iHpapKT
MioKapfa 4¥ iHCYJIbT B aHaMHe3i (> 6 MicsLiB J0 BKIIIOUYEeHHS y AOCTiAKeHHS) ab0 JOKyMeHTaIbHO
migTBepaXKeHe iHIlle 3aXBOPIOBAHHS CEPLIEBO-CYAUMHHOI CHCTEMU 3 O3HAKaMU aTEPOCKIIEPO3y (3arasoM
51,5 %), uykpoBut miabet II Tumy (36,1 %), KOHLIIEHTPAIIisT X0JIECTEPUHY JIIMOIPOTEIHiB BUCOKO]
minbHOCTI < 35 Mr/mi, abo < 0,906 mmons/n (11,6 %), rinepTpodist miBoro MUTyHOYKA, AiarHOCTOBaHA
3a JOTOMOTO0I0 efleKTpoKapaiorpadii uu exokapgiorpadii (20,9 %), KypiHHS Ha MOMEHT BK/TIOUEHHS Y
pociimxenusa (21,9 %).

[TepBUHHOIO KiHIIEBOIO TOUKOIO Oy immeMidyHa XxBopobOa ceplis 3 JeTaJlbHUM HaclligkoM abo
HeJleTaabHUY iHQapKT MioKapaa. 3HaUyIIuX BiIMiHHOCTeH y IepBUHHIN KiHIIEBiN TOYI Ipu
MOPiBHSHHI Teparil aMIOgUITIHOM Ta XJIOPTalilOHOM He CIIOCTepiranocs: BigHOIIEHHS pu3ukiB (BP)
cranosuio 0,98, 95 % I (0,90-1,07), p = 0,65. Cepen BTOPUHHUX KiHI[EBUX TOYOK KiIbKICTh
BUIAOKIB PO3BUTKY CEPLIEBOl HEJOCTATHOCTI (KOMIIOHEHT KOMITO3UTHOI KiHIIEBOl TOUYKH BIIJIUBY Ha
CepleBo-CYAUHHY cucTeMy) Oya 3HauyIo OiNblIoio B TPYIIi 3aCTOCYBaHHS aMJIOAUITIIHY ¥ MOPiBHAHHI
3 Irpymor 3acTocyBaHHA xjmopTanigony (10,2 % y mopiBHsHHL 3 7,7 %, BP = 1,38, 95% 11 (1,25-1,52),
p < 0,001). OpHak He 6yi0 BigMiYeHO 3HAUYIIUX BiIMiHHOCTEH 3a TOKa3HUKOM CMEPTHOCTI 3 yCixX
IIPUYKH MiX IpylaMy 3aCTOCYBaHHS aMJIOOUIIiHY Ta ximopTanigony, BP 0,96, 95 % I (0,89-1,02), p =
0,20.

BaacapmaH.

BarncapraH € akTUBHUM, IIOTYKHUM 1 crieniupiyHUM aHTarOHICTOM PELeNTOPiB aHrioTeH3uHny lI, 110
IpU3HaUYeHU! [J15 BHYTPIIIHBOT0 3aCTOCYBaHHS. BiH mie BubipkoBo Ha penenrtopu nigtuny AT, sKi €
PigKO MOIIMPEHNMH i BifNOBifaloTh 3a eekTu aHrioTeH3uny II. [TigBuieHi piBHi anrioteH3uny 11
BHacifoK 61okagu AT,-pelienTopiB BaJicapTaHOM MOXKYTb CTUMYJIIOBATH BifibHI AT,-pelentopu, 1o
BpiBHOBaxkye edpekT AT,-penientopis. BancapTan He Ma€e Oyab-IKOi YaCTKOBOI aKTUBHOCTI aroHicTa
AT,-penieniTopiB i Ma€ HabaraTo Oinbmry (mpudnu3uo y 20000 pasiB) cnopigHeHicTh 3 AT;-
penienTopaMy, Hix 3 AT,-penienTopaMu.

Bancapran He npurHiuye AII®, BigoMul TaK0XK IIif Ha3BOIO KiHiHa3a II, sKuil mepeTBOpIoe
aHrioren3uH I B auriorensuH I i pylinye OpafuKinia. 3 orisny Ha BifCyTHICTh BIuBy Ha AII® Ta
IIOTEHI[II0BaHHS aKTUBHOCTI OpafuKiHiHy un cyOcTaHLil P, 3acTocyBaHHS aHTAroOHICTIB PelLeNTOpPiB
aHrioteH3uHy Il 3a3Bry4ail He CYIIPOBOAXKYETHCS KalljleM. Y KIIIHIYHUX JOCTIIAXKEHHIX, [e BajicapTaH
nopiBHIOBaBCA 3 iHribiTopoMm AII®, yacToTa BUIAAKiB CyX0OT0 KaluTio Oyjia 3Ha4YHO MeHIo0 (P <
0,05) y namieHTiB, sIKi TiKyBauCcs BaJicapTaHOM, HiX y TallieHTiB, sKi mpuiimanu inriditop AT (2,6
% mopiBHSHO 3 7,9 % BifmoBigHO). Y mailieHTiB, sfKi paHiie nikyBanucs iHriditopom AII®, po3BuBaBcs
cyxu¥ Kaiens. [Ipu JiKyBaHHI BaJicapTaHOM Ile YCKIafHeHHs 0yIo Big3HaueHo y 19,5 % Bumapkis, a
IIpY JIIKyBaHHI Tia3ugHUM OiypeTUKoM - ¥ 19 % BUNaAAKiB, TOOL K y TPYIIi XBOPUX, Ki OTPUMYyBaIu
nikyBaHH4 iHri6iTOpoM AII®, Kamens cnoctepirascs y 68,5 % Bunapkis (P < 0,05). BancapTan He
BCTyTIa€ y B3a€MOMII0 i He 6JI0Ky€E PeIeNnTopH iHIIMX TOPMOHIB a0 i0HHI KaHasu, SKi, IK BifoMo,
BifirpaioTh BazKJIMBY POJIb y peryisiiii GyHKIiH ceplieBo-CyqUHHOI CUCTEMH.

[Ipu3HayeHHs Npenapary nalieHTaM 3 apTepiajbHO0 TiepTeH3i€l0 IPU3BOAUTh 10 3HUXKEHHS



apTepiaanoro THUCKY, HE BIIJIMBAIOYHX IIPU IIBOMY Had YdCTOTY IIYIIBCY.

Y GinbINOCTi malieHTiB micis Npu3HaYeHHS BHYTPIIIHBO PAa30BO1 J03U IIpenapaTy 04aToK
AHTUTINEPTEH3UBHOI aKTUBHOCTI Bifl3HA4Ya€THCS B MeXkKax 2 TOANH, @ MaKCUMajlbHe 3HUXKEHHS
apTepiasbHOrO0 TUCKY AOCATAETHCA B Mexkax 4-6 rofuH.

AHTUTinEpTEH3UBHUM eeKT 30epiraeTscs Oinbile 24 TOOUH IiCas TPUXOMY Pa30BOl NO3U. 3a YMOBH
PEeTyIapHOTO 3aCTOCYBaHHS MpenapaTy MaKCHMaJlbHUM TepalleBTUYHUY e(eKT 3a3Budai
[OCATAETHCS NMPOTATOM 2-4 THUXKHIB 1 yTPUMY€ETHCA Ha OCATHYTOMY DPiBHI B XOZi TPUBAJIOl Tepamil.
PanToBa BimMiHa BajicapTaHy He NMPU3BOAUTH [I0 BiMHOBIIEHHS apTepiasibHOI rineprensii abo mo iHmux
MMOOIYHUX KITIHIYHUX SBUIII.

BcTaHOBIIEHO, 1110 BajicapTaH 3HAaYHO 3HUXKYE PiBeHb I'OCIiTali3allil IalieHTiB 3 XpOHIYHOIO CEPIIEBOIO
HepocTaTHICTIO (NYHA knacy II-1Y). Binbin 3Hauynmi egekT gocsaraBcs y NallieHTiB, Ki He
oTpuMyBanu inridiTopu AII® abo GeTta-610KaTOpu. TaK0K BCTAHOBJIEHO, 1110 BajiCapTaH 3HUXKYBaB
CEpIEBO-CYAUHHY CMEPTHICTH Y KITiHiYHO cTabiIbHUX Malli€HTIB 3 TATOJIOTIEI0 TiBOT0 MITyHO4YKa abo
JIiBOIIUTYHOYKOBOIO AUCOYHKIII€EIO Tics iHpapKTy MioKapaa.

Y nmBOX BENMKMX PAHIOMi30BaHUX KOHTPOnIboBaHuX gochimxkeHHsx (ONTARGET - I'mobanbHe
OOCIiI?KeHHS, 1110 TPHUBAE, 31 BCTAHOBJIEHHS KiHIIEBUX TOYOK IIPU 3aCTOCYBaHHI TelIMicapTaHy K
MOHOTeparii Ta y KoMm0Oinariii 3 paminpunom [ONgoing Telmisartan Alone and in combination with
Ramipril Global Endpoint Trial]) Ta (VA NEPHRON-D - [locnigxeHHsa HedppomnarTili Ipu IIyKPOBOMY
niabeti, cnoHcoBaHo MiHicTepcTBoM 3i cripaB BeTepaHiB [The Veterans Affairs Nephropathy in
Diabetes]) BuBuanu 3actocyBanHsg KoMOiHatiil inribitopy AII® ta APA.

Hocnipxenass ONTARGET mpoBofuiiocst 3a y4acTIo IallieHTiB i3 ceplieBo-CyquHHUM abo
11epeOpPOBaCKYIISIPHUM 3aXBOPIOBaHHSIM abo0 IIyKpoBuM fmiabetoM II Tumy 3 migTBepaKeHUM
ypaXKeHHSIM opraHiB-mimeHel B anaMHe3i. [locnigxkernHss VA NEPHRON-D npoBogunocs 3a y4acTio
nauieHTiB 3 nykpoBuM giabetoM II Tuny Ta giaGetuyHOIO HedpomaTieo.

YV maHux mocmigKeHHSX IPY IMOPIiBHSIHHI 3 MOHOTeparielo He 6y/I0 BUSIBIEHO 3HAUYIIUX ITO3UTUBHUX
BiIMiHHOCTEH IO BIJIUBY HA HUPKHU Ta/ab0 CeprieBO-CyOgUHHY CUCTEMY Ta CMEPTHICTD, TOMi SK OYyB
BCTAQHOBJIEHUY IiABUIIEHUN PU3UK PO3BUTKY TilepKaieMil, TOCTPOTo ypaxKkeHHSI HUPOK Ta/abo
rinoTeHaii. 3 ornsAgy Ha NomiOHICTH papMaKOKiHETUUHUX BIACTUBOCTEH, aHi pe3y/bTaTi TaK0XK
perneBaHTHI s iHmuX iHri6iTopiB AIT® Ta APA.

Takum 4mHOM, He CJifi cymicHO 3acTocoByBaTtH iHTribiTopu AII® Ta APA marieHTaMm i3 giabeTHYHOIO
HedpormarTiero.

ALTITUDE ([DocnigxeHHs 31 BCTAHOBJIEHHAM KiHIIEBUX TOYOK CEPILEBO-CYAUHHUX 3aXBOPIOBAHb Ta
XBOpPOOM HUPOK IIpY 3aCTOCYBaHHi aliCKipeHy y XBopux Ha Ifykposuii miabet II tumy [Aliskiren Trial in
Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints]) - mocmifxeHHs, METOI0 KOO
OyJi0 BUSIBJIEHHSI KOPUCTI JofaBaHHs alicKipeHy o cTaHOapTHoI Teparmii inribitopom AII® yu APA 'y
MallieHTiB 3 MyKpoBUM miabetoM II THUITy Ta XpPOHIYHOI0 XBOPOOOI0 HUPOK, CEPIIEBO-CYTUHHUM
3axXBOPIOBAHHSAM YM IOE€NHAHHAM OCTaHHIX. [locmimxkeHHs Oy/i0 MPUIIMHEHO Ha paHHiU cTafii yepe3
IiABUINEHNY PU3UK BUHUKHEHHS YCKIagHEeHb Teparii. CMepTh 3 MPUYUHY CEPIeBO-CyIUHHOI
IIaTOJIOTil Ta IHCYIbTH YUCeNIbHO OyIu OiNbII YaCTUMHU Y TPYIi 3aCTOCYBaHHS ajlicKipeHy, HiX y rpymi
n1ane6o, Ipu ILOMY y TPYIIi 3aCTOCYBaHHS ajliCKipeHy IOPiBHSAHO 3 TPYIOI0 mianebo Takoxk OibI
YacTo MOBiIOMIISITIOCS IIPO PO3BUTOK HeOaXkaHUX SIBUII Ta CEPHO3HUX HeOakaHUX SBUI 0COOIUBOTO
3Ha4YeHH4 (rinepkasniemis, TinoTeH3isa Ta NOpyLIeHHA QYHKII1 HUPOK).



BaacapmaHn/amaoduniH.

Kowmbinanist amnoguniny i Bazicaprany 3a0esnedye q0303ajie’kHe afuTUBHE 3HUKEHHS
apTepianbHOTO TUCKY Y BCbOMY iHTEPBAJIi TepalleBTUYHUX 103. [i0TeH3uBHA [is MiCJIsg IpUiioMy
pa30Boi 103u KoMOiHallil 306epira€Tbcs NpoTAroM 24 TOOUH.

Bineime wixk 1400 mauieHTiB 3 apTepianbHOIO TinepTeH3ieio 3acTocoByBanu Exchopx 1 pa3 Ha moby
y OBOX I171a11e60-KOHTPOJIbOBAHUX OCTIIKEHHSIX.,

Excdopxk BUBYaABCS y X0fi ABOX I1anie60-KOHTPOIbOBaHUX OOCIIAXKEHb 3a y4acTIO Malli€HTiB
3 HEYCKJIaJHEHOI0 eCeHIlia/IbHOIO TinepTeH3ielo 1erkoro abo moMipHoro CTyneHs (cepenHin
OiaCTOJIiYHUM THCK B CUOAYOMY MOJI0KeHHI = 95 ta < 110 MM pT. CT.).

Bukmoyanucs naui€HTU 3 BUCOKMM PU3UKOM CEPIIEBO-CYIUHHUX MOPYIIEHb: CEPLIEBOIO
HEeJ0CTaTHICTIO, yKpoBuM miabGeToMm I Tumy i cmabo KOHTPOIBOBAaHUM ITYKPOBUM fiabeToMm II Tumy,
HasIBHICTIO B aHaMHe3i iHdapKTy Miokapaa abo iHCYNbTy IPOTSITOM OFHOTO POKY.

Y MyIbTUIIEHTPOBOMY PaHZOMi30BaHOMY IOABIMHO CIIiIOMY aKTUBHO KOHTPOJIbOBAHOMY [OCIIiAKEHH]
B [TapaJieIbHUX I'PyllaX BCTAHOBJIEHO HOPMaJli3allilo apTepiabHOT0 TUCKY (0 BCTAHOBIIEHHS
miacTomigHOro TUCKY < 90 MM pT. CT. y KiHIIi BUIPOOYyBaHHA) y Nalli€eHTiB, apTepiallbHUN TUCK STKUX
He KOHTPOJIIOBaBCS HaJIeKHUM YMHOM MOHOTepaIli€lo BajicapTaHoM y 1o3i 160 Mr. AprepianbHui
THCK HOpMaJli3yBaBCs ¥ 75 % mali€eHTiB, gKi 3actocoByBanu 10 Mr/160 Mr ammoauminy/sancapTasy, y
62 % marlieHTiB, AKi 3acTocoByBaiu 5 Mr/160 Mr amyioguminy/BajgcapTaHy, OPiBHIHO 3 53 %
IalfieHTiB, AKi 3acTocoByBanu 160 mr BajcapraHy. [logaBaHHs 10 MI Ta 5 MI aMJIOJUIIIHY
00yMOBJTIOBAJIO IOAATKOBE 3HUKEHHS CHUCTOIIYHOT0/iacTOiYHOTO TUCKY Ha 6/4,8 MM pT. CT. i
3,9/2,9 MM pPT. CT. BiANOBITHO IOPIBHAHO 3 TAKUMU IIPU 3aCTOCOBYBaHHI TibKX 160 Mr BajcapTaHy.

Y MynbTUIIEHTPOBOMY PaHAOMi30BaHOMY IOABIMHO C/IIIOMY aKTUBHO KOHTPOJILOBAHOMY [AOCTiAKEHHI
B [TapaJieIbHUX I'PyllaX BCTAHOBJIEHO HOPMaJli3allilo apTepiaJbHOr0 TUCKY (0 BCTAHOBIIEHHS
miacTomigHOro TUCKY < 90 MM pT. CT. y KiHIli BUNIPOOyBaHHA) y Malli€eHTiB, apTepiaJlbHUN TUCK STKUX
He KOHTPOJIIOBABCS HaJIe’KHUM YMHOM MOHOTeparie aMJIoAuIiHoM y 0o3i 10 Mr. ApTepianibHuN TUCK
HOpMaJli3yBaBcs y 78 % maiieHTiB, sgKi 3acTocoByBanu 10 mr/160 Mr amsoguminy/sajacapTany,
IIOPIBHAHO 3 67 % malieHTiB, SKi IPOMOBXKYBald 3aCTOCOBYBaTH TiMbKU 10 MI aMIOgUIIHY.
HonaBanHs 160 Mr BajicapTaHy 3yMOBJIIOBAJIO JOAATKOBE 3HUKEHHS CUCTOIIYHOI0/IiaCTOIIYHOT O
TUCKY Ha 2,9/2,1 MM DPT. CT. NOPIBHSAHO 3 TAKUMU IIPU 3aCTOCOBYBaHHI Tiibku 10 MI aMJIOQUIIIHY.

Excdopxk BUBYABCS B aKTUBHO KOHTPOJILOBAHOMY HOCIigKeHHi 3a ydyacTio 130 mallieHTiB, XBOpUX Ha
eCeHIlialbHy TillepTeH3ii0, 3 CepeaHiM AiaCTOIIYHUM THCKOM Y MONIOXKeHHi cuggyu = 110 MM pT. CT.
i <120 MM pT. CcT. YV UbOMY HOCTiAXKeHH] (T0YaTKOBUY apTepianbHu TUCcK 171/113 MM pT. cT.)
3actocyBaHHS Ekcdopxky y mo3i Big 5 Mr/160 mMr go 10 mr/160 Mr 3HKKYBajIoO CTalui apTepianbHUN
TUCK Ha 36/29 MM pT. CT. OPiBHAHO 3 32/28 MM PT. CT. IIpU 3aCTOCYBaHHI
JIi3WHONPUIY/TigpoxiopoTia3uay y mo3i 10 mr/12,5 mr go 20 mr/12,5 mr.

Y [BOX HOBrOTPHUBAJIKX HOCIigKeHHSIX Oy10 noBemeHo, 110 ehekT Excdopxky 36epiraBcs 6inmbiie
OIHOTO pOKy. ParnToBa BiiMiHa IIperapaTy He IPU3BOAKUIIA [0 WIBUAKOTO MMiABUIIEHHS apTepialbHOr0
THCKY.

Y nami€eHTiB, y AKMX apTepialbHUANU TUCK afleKBaTHO KOHTPOIIETHCS aMJIOAUIIIHOM, [IPU
HENpUMHSATHUX HaOpsiKax KOMOiHOBaHa Teparis Moxke 3a0e3nednT aHalIOTiYHIN KOHTPOJIb
apTepiaybHOTO TUCKY 3i 3MEHIIeHHSIM HabpsKiB.

Bik, ctaTh, pacoBa IpHHAIEXKHICTh Ta iHAEKC MacH Tina (= 30 Kr/M*, < 30 Kr/M°) mauieHTa He



BIUTMBAJIM Ha KJTiHIYHY BiAMOBi#b mpu 3acTocyBaHHI EKCchHOpKY.

HocnigxeHHs EKcopxKy 3a ydyacTio allieHTIiB iHIIKUX MONYJIALii, KpiM XBOPUX Ha apTepialbHy
rinepTeHsiio, He IPOBOAUNUCS. ICHYIOTh OOCTIAXKEHHS BaJiCapTaHy 3a y4acCTIO Malli€HTIB i3 CepleBOi0
HEJOCTATHICTIO Ta y OCTiH(apKTHOMY nepiozi. [IpoBemeHO HoCTigKeHHS aMIOAUIIHY 3@ y4acTIo
TAIEHTIB i3 XPOHIYHOIO CTabiTbHOI0 CTEHOKAPIi€l0, BA30CIAaCTUYHOIO CTEHOKAPMIIEI0 Ta
aHriorpadiyHo migTBepPaKeHO iMeMiYHOI XBOP00OO0I0 CepIls.

dapmakoKiHemuxka.

JIiHitiHiCMb.

BancapraH i aMIOfUIIiH TPOSBASAIOTH JIiIHINHICTh (papMaKOKiHETUKHY.
AMao0uniH.

BcemoxkmyeaHHA. ITicnisg BHYTPIMIHBOI0 3aCTOCYBaHHS TepaleBTUYHUX 103 aMJIOLUIIIHY OKPEMO
MaKcuManbHa KoHleHTpalisd (C,,,) B a1a3Mi KpOBi JOCITaeThCA MPOTATOM 6-12 rogus. Po3paxoBaHa
abcomoTHa 6iomoCTymHICTE CTaHOBUTD Bif 64 1o 80 %. BxXuBaHHS 1Xi He BI/IMBa€E Ha 0i0OCTYIIHICTD
aMJIOAUIIIHY.

Po3nodin. O6'eM po3mofiny CTaHOBUTEL NPUOIKU3HO 21 1/KT. YV OOoCHigKeHHSIX aMJIOfUIIIHY in vitro
IOBe[ieHo, III0 B MAIliEHTiB, XBOPUX Ha eCceHIlialbHY TinepTeHsiio, npubnu3no 97,5 % UKUpPKYII0I0Y0To
Ipernapary 3B'a3yeThCs 3 OiKaMu Ia3Mu.

FiompaHcgopmauia. Amnonutin iHTeHcuBHO (mpubnu3no 90 %) meTabomi3yeThCs B MEUiHIIi 10
HEeaKTUBHUX MeTa0OoIIiTiB.

BuesedeHHs. BuBefeHHS aMIOUIIiHY 3 IJIa3Mu ABo(da3He, 3 TepiofoM HalliBBUBeeHHS IPUOIN3HO
30-50 rogun. PiBHOBaXKHi piBHI B M1a3Mi JOCATAIOTHCS IiCNISA TOCTIMHOTO BBEAEHHS IIPOTATOM 7-8
nHiB. 10 % nmoyaTkoBoro amnoguminy i 60 % mMeTabomiTiB aMIOAUIIiHY BUBOASTHCS i3 cedero.

Baacapma-H.

BcmoxkmyeaHHA. Tlicns npuiioMy npenapaTty BHYTpimHb0 C, . BajcapTaHy B IJIa3Mi JOCATA€ThCI
npotsiroMm 2-4 roguH. CepenHs BenuurHa abCoOMIOTHOI 6i000CTYIHOCTI IpemapaTy CTaHOBUTE 23 %.
Ixa 3HUKYE €KCIT03uIlilo, 5K mokadye AUC (KOHIIeHTpallis B IJIa3Mi - 4ac), BaJicapTaHy IpubIu3HO
Ha

40 %, a C,,,, - Ha 50 %, xo4a yepe3 8 roguH micjg 3aCTOCYBaHHS KOHILIEHTpAllisl BajicapTaHy B I1a3Mi
OIHAKOBa [JId IPYIH, fKa IpuKMalia lpernapar HaTile, 1 TPyIIy NallieHTiB, dKa IpuiiMara IpenapaT
nicns inu. 3HuKeHHS AUC He CyIIPOBOIXKYETHCS KITIHIYHO 3HAUYIIUM 3HUKEHHSAM TepParneBTUYHOTO
eekTy, TOMy BajicapTaH MOXKHa IPUUMaTH He3alekHO Biff IpUHoOMY 1XKi.

Po3nodia. PiBHOBaxkHUY 00'€M PO3IOMiNy BajcapTaHy Iic/is BHYTPIIIHbOBEHHOT'O BBEIEHHS
CTAHOBUTH NMpubIM3HO 17 71, 10 BKA3ye Ha Te, 10 BajicapTaH PO3MOMiNIETLCS B TKAaHUHAX
HeiHTeHCHBHO. Baycaptan moOpe 3B'si3yeThes 3 Gimkamu mma3mu (94-97 %), TONIOBHUM YMHOM i3
CUPOBATKOBUM aIb0yMiHOM.

BiompaHcgopmauia. BancapTad 3HaYHOIO MipoIo He TPaHCHOPMYETHCS, OCKINNBbKY Tinbku 20 % mo3u
IIepeXONUTh B MeTabostiTu. YV mna3Mi B HU3bKUX KOHIleHTpauisx (MeHue 10 % AUC BancapTany)
imeHTH(IKOBAHUY TigpPOKCUMEeTa0O0IIiT, IKHUK € (apMaKOJIOTiYHO HEAKTUBHUM.

BusedeHHs. [In1g BajicapTaHy XapakKTepHa 0araToeKCloHeHIlialbHa KiHeTUKa BUBEIeHHS (Yac



HamniBBuBeneHHA T,,, < 1 rogunu i T,,, npubnusso 9 ropguH). BancapTad BUBOOUTHCS [OJIOBHUM
YUHOM B He3MiHEeHOMY CTaHi 3 KanoM (mpubnusnao 83 % mo3u) i ceuero (6mu3bko 13 % mo3wm). Ilicns
BHYTPIIIHEOBEHHOTO BBefIeHHS KJIipeHC BajicapTaHy B IJIa3Mi CTaHOBUTH IPUOJIU3HO 2 JI/TOM, a Horo
peHanbHUY KiipeHc - npubnausuo 0,62 n/rop (mpubnusno 30 % 3aranbHOTO KiipeHcy). [lepion
HalliBBUBEJeHHS BajicapTaHy - 6 TOOUH.

BaacapmaHn/amaoouniH.

[Ticna mepopanpHOTO 3acTocyBanHd Exchopxky C,., BalcapTaHy i aMJIOAUIIIHY B IIJ1a3Mi KPOBi
mocaraeThes 3a 3 i 6-8 ropuH BignosigHO. IBUAKICTE i CTymiHE BCMOKTYBaHHS EKCHOPXKY
eKBiBaJIeHTHi 0i040CTYIHOCTI BajicapTaHy Ta aMJIOAUIIIHY IIpH iX MpH3Ha4YeHHi IK MOHOITperaparis.

Oco6auBi momysiii.

Himu

IaHi mpo hapMaKOKiHETUKY IIpenapaTy y JiTed BiiCyTHi.
ITauienmu aimHb020 BiKY (8ikoM 8i0 65 pokKia)

Yac pocsaraenss C,,, aMJIOOUIIIHY B IIJ1a3Mi KPoBi Mpu0IM3HO OAHAKOBUH Y MALliEHTIB MOJIOAIIOTO
BiKY 1 MALli€HTIB JIITHBOTO BiKYy. Y IaAIi€HTIB JIITHLOr'O BiKy KJIipeHC aMJIOAUIIIHY Ma€ TeHOEHI[i0 [0
3HUKEHHS, 1110 IPU3BOOUTE 00 3pocTaHHsA AUC i mogoBXKeHHd Nepiony HamiBBuBeeHHs. CepenHs
cuctemHa AUC BascapTaHy B 0ci0 niTHbOro BiKy Ha 70 % BHIIa, HiXK y IAlLliEHTIB MOJIOAIIOTO BiKY,
TOMY HeO0OXiTHO TOTPUMYBaTHCS 00epeKHOCTI IIPY IiABUIIEHH] TO3H.

Hupkosa HedocmamHicme.

[TopyieHHs QYyHKII HUPOK iCTOTHO He BIIMBAIOTh Ha (apMaKOKiHETHKY aMJIOAUMIHY. AK i
OUiKyBaJIoCs [JIsl CIIOJTyKH, HUPKOBUH KITipeHC K01 cTaHOBUTD juiiie 30 % 3arajabHOTO I1JIa3MOBOTO
KJIipeHCY, KOopensilil MiK cTaHOM (YHKIIil HUPOK i CHCTEMHOI0 eKCIIO3UIIi€I0 BajicapTaHy He
Bif3Hay4asocs.

ITopyweHHA pYyHKUII neviHKu.

Y manieHTiB 3 IeYiHKOBOK HEJOCTATHICTIO 3HUXKYETHCA KIIIPEHC aMJIOAUIIIHY, 110 IIPU3BOAUTH 10
nigsuimerHs AUC npu6nussno Ha 40-60 %. Y cepegHbOMY Y MAIli€HTIB i3 TETKUMU i TOMipHUMU
XPOHIYHUMU 3aXBOPIOBAHHSMU IIeYiHKYU €KCII03ULlisl (BU3HavyeHa 3a 3HadeHHAMU AUC) BajicapTaHy B
CepemHbOMY B[IBiUi TePEBHUIIYE TaKy Y 3HOPOBUX HOOPOBOJIBIIB (BigibpaHi 3a BiKOM, CTATTIO Ta MaCOI0
tina). [TalieHTH, IKi MalOTh 3aXBOPIOBaHHS IEYiHKHU, MOBUHHI OyTH 00€peXKHUMHU IIPU 3aCTOCYBaHHI
IIpernapary.

KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

EcenuianbHa rinepTeH3isa y JOPOCINX MAalli€eHTiB, apTepiaJbHUU TUCK SIKUX HE PETyJIIETHCS 3a
IOTIOMOT'00 MOHOTEpaIil aMJIoguITiHoM a00 BaicapTaHOM.



IIpomunoka3aHHs.

e [limBuIlleHa YYTIMBICTH 10 aKTUBHOI CyOCTaHIil, MOXiIHUX AUTigpomipuauHy abo mo Oymb-SKOi 3
IOTOMIXKHUX PEYOBUH IIpemnapary.
e Tsaxki nopymenHs QyHKIi nevyinky, 6imiapHuil 1upo3 nediHKy abo xojecTas.

e CymyTHE 3aCTOCYBaHHSI aHTArOHICTIB peleNTOpiB aHrioTeH3uHy (APA), BKII04ar0uy BajicapTaH,
abo iHri6iTOPiB aHTi0TEH3UHIIEPETBOPIOBAILHOTO (pepMeHTy (ATID) 3 amickipeHOM MalfieHTaMm 3
IlyKPOBUM fiiaGeToM a60 3 mopyumenHaMy Gyukil Hupok (IIK® < 60 mr/xs/1,73 M°).

e BariTHicTb Ta mIaHyBaHHS BariTHOCTI (IUB. po3[in «3acTOCYBAaHHS y Iepiox BariTHOCTI abo
TONyBaHHS I'PYALIO»).

e TsaxKa rinoTeHsis.

e [Tlox (BKII0YaOUM KapaiOTeHHUH IIO0K).

e OOCTpPYKIIis BUBIIHOTO TPAKTY JIiBOT0 LIIYHOYKa (HalmpHKiap rineprpodiuia o0CTPyKTUBHA
Kapaiomionaris i CTEHO3 aOpTU TAKKOTO CTYIIEHS).
e 'eMonuHaMiuyHO HecTalilbHA ceplieBa HEIOCTATHICTD IiC/st TOCTPOTro iHGapKTy MioKapaa.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Midcaikapcovki 83aemo0il

HocnifKeHHS MiXKJTiKapChKUX B3a€MOfiil npenapaTy Excdopxk 3 iHIIKUMHU JTiKapChbKUMU 3aco0aMu He
IIPOBOIUJIUC.

Jlikapcuki 3acobu, npu cynymHbOMY 3dCMOCYBAHHI AKUX CAi0 Oymu Y8aHCHUMU

IHwi 2inomeH3uBHI npenapamu

YacTo 3acTOCOBYBaHI TilOTEeH3WBHI IpenapaT (Hanpukiaz anbda-010KaToOpH, AiyPeTUKH) Ta iHIIi
JiKapChKi 3ac00H, IKi MOXKYTh BUKITUKATH IOSIBY TiMOTEeH3WBHUX HeOaKaHUX SBUII (HAITPUKIaL
TPUIUKITIYHI aHTHOETIPEeCAHTH, anbda-0710KaTopH, 10 3aCTOCOBYIOTHCS IJIS JIIKYBaHHS T0OPOSKiCHOI
rinepmnmnasii mepegMixypoBoi 3a71031), MOXKYTb ITOCUIIOBATH TilTOTEH3UBHY MHif0 KOMOiHAIlil.
B3aemo0ii, nog’A3aHi 3 amao0uniHom

CynymHe 3acmocyB8aHHs He peKOMEeHO08dHe
I'petingppym abo epetinppymoaull cik

He pekoMeHOy€eThCS 3aCTOCYBaHHS aMJIOAUIIHY i3 TpednpyTOBUM COKOM abo i3 rpedndpyTom,
OCKIiIbKY Y IesKUX MallieHTiB 610M0CTynHICTE MOXKe OyTH 30ibIleHa, 1110 TPU3Bee N0 IOCUTIEHHS
TiNOTEH3UBHOIO eeKTy Ipenapary.

Jlikapcuki 3acobu, npu cynymHbOMYy 3dCMOCYBAHHI AKUX CAi0 Oymu Y8aHCHUMU

IHeibimopu CYP3A4

CymyTHE 3aCTOCYBaHHS aMJIOOUIIiHY 3 OilbIl Y¥ MeHII MOTyKHUMHU iHTibiTopamu CYP3A4
(inribiTopamMu mpoTea3u, a30JI0BUMH TPOTUTPUOKOBMMHU, MaKpPOJIiflaMy, TaKUMHU SIK epUTPOMIIINH abo
KJIapUTPOMILIMH, Bepanamin abo gunTiazeM) MOXke IIPU3BECTU 40 3HAYHOTO ITOCUJIEHHS CUCTEMHOTO



BIIJIUBY aMJIOuUIIiHYy. KITiHiuHI IposBu Takux papMakOKiHETUYHUX 3MiH MOXKYTb OyTH ITOCUTIEHUMHU Y
NaLEHTIB MTHBHOTO BiKy. MOXYyTh OyTH HEOOXiIHUMMU KITiHIYHUY MOHITOPUHT Ta KOPEKIis 403.

Inoykmopu CYP3A4 (npomucydomHi npenapamu (Hanpukaad kapbamaseniH, peHobapbimani,
(eHimoiH, pocgpeHimoin, npumiooH), pugpamniuuH, 38ipobitl 38uuatiHutl (Hypericum perforatum))

[Ipu cynyTHBOMY 3aCTOCYyBaHHI BifomMux iHOyKTOopiB CYP3A4 KOHIIEHTpAllid aMJIOQUITiHY B I1J1a3Mi
Moxke 3MiHoOBaTuca. OTXKe, CJIif KOHTPOJIIOBAaTU apTepialbHUM TUCK i peryoBaTy JO3yBaHHA IIif dyac
i micnsg cymyTHBOTO 3aCTOCYBaHHS, 0CO0MMBO ¥ pa3i noTyxHuux iHgykTopiB CYP3A4 (Hanpukian
pudamminuny, Hypericum perforatum).

CumsacmamuH

BaraTtopa3soBe 3actocyBanHs 10 Mr ammoguniny 3 80 Mr cuMBaCTaTUHY IPU3BOAUTD [0 30iNbIIEHHS
€KCIIO3UIIil CUMBaCTaTUHY Ha 77 % MOPiBHAHO i3 3aCTOCYBaHHSM TiJIbKM CUMBACTATHHY.
PekoMeH0BaHO 3HUKYBATU f000BY 003y CUMBAcCTaTUHY [0 20 MT s MAIli€HTiB, IIJ0 3aCTOCOBYIOTh
AMJIOJMIIIH.

[lanmposeH (iH@ya3ii)

Y TBapuH CIloCTepiranucs yeTaabHi BUMTAaAKU BEHTPUKYIIPHUX GQiOpUsIii Ta KapaioBaCKyIspHUX
KOJIAIICiB ¥ 3B’AA3KY 3 rilepKaslieMi€ero IIic/IA 3aCTOCyBaHHSA BepallaMijly Ta JaHTPOJIEHY
BHYTPIIIHEOBEHHO. Uepe3 pU3UK TinepKasieMil peKOMEeHIY€EThCS YHUKATU CYIyTHHOT'O0 3aCTOCYBaHHS
0J10KaTOpiB Ka/IbI[iEBUX KaHAJIB, TAKUX SK aMJIOOUIIiH, alliEHTaM, CXUJIbHUM 00 PO3BUTKY 37T0SKiCHOI
rineprepmii, Ta IpY JiKyBaHHI 3/I0SKiCHUX Til€PTEPMIil.

Jlikapcuki 3acobu, npu cynymHbOMY 3dCMOCYBAHHI AKUX CAi0 Oymu y8adCHUMU

THwi

Y xopi KJiHIYHUX OOCHiAKeHb aMJIOJUIIiH He BIIMBaB Ha (h)apMaKOKiHETHUKY aTOPBACTaTUHY,
miokcuHYy, BaphapuHy ab0 HUKIIOCIIOPUHY.

B3aemodii, nos’sa3aHi 3 s8asicapmaHom

CynymHe 3acmocyB8dHHsA He peKoOMeHO08dHe
JIimit

[Tpu ogHOYACHOMY 3aCTOCYBaHHi niTio 3 iHri6iTopamu AII® abo aHTAaroHicTaMu PeIEenTopiB
aHrioTeH3uny I, BK/II04al04YX BajicapTaH Bil3aHayasnocs 000pOTHE MigBUIIEHHS CHPOBATKOBUX
KOHIIEHTPALIi} JIiTi0 1 10r0 TOKCUYHOCTI. CyIlyTHE 3aCTOCYBaHHS BaJicCapTaHy i JIiTii0 He
PEeKOMeHOY€EThCS. FAKIO0 XK 3aCTOCyBaHHS TaKol KoMOiHallil HeoOxigHe, CIlig peTelbHO KOHTPOIIOBATH
piBeHb MiTii0 B cupoBaTii KPOBi. PU3uK mifBUllleHHS TOKCUYHOCTI MTiTil0 Moxe 6yTu Hapati
IiABUIIEHNY IPU CYyMICHOMY 3acTOCyBaHHI 3 ExcdopxkeM Ta miypeTuKaMu.

Kaaniesi 0obaeku, Kaailizbepiearoui diypemuku, 016081 3aMiHHUKU, W,0 Micmsamb Kaill, abo iHwi
npenapamu, Ki MOXCymb nidsuu,y8amu pieeHb Kaniwo

fkro mikapceKi 3aco6u, 110 BIIJIMBAIOTH HAa KaJlieBi KaHaU, TPU3HAYAIOTh Y KOMOiHaIii 3
BaJICApTAHOM, CJlif mependadyuTy YacTUi KOHTPOJIb BMICTY KaJIilo y Iyia3Mi.

Jlikapcuki 3acobu, npu cCynymHbOMY 3dCMOCYBAHHI AKUX CAi0 Bymu Y8aHCHUMU



HecmepoidHi npomusanaavHi npenapamu (HII3I1), 8 momy 4ucai ceaekmusHi iHzibimopu L[OI'-2,
auemuJcaniyuaos8a Kucsaoma (>3 2/0euv) i HecenekmueHi HIT3IT

[Tpu cynyTHBROMY 3aCTOCyBaHHI aHTaroHicTiB anrioteHsuny I i HIT3I1 moxknuBe nocnabieHHS
rinoTeH3uBHOI fil. TaK0X CYyIyTHE 3aCTOCYBaHHS aHTAroHiCTiB aHrioTeH3uny II i HII3II moxe
MigBUIIYBAaTH PU3UK IOTiPIIeHHS HUPKOBUX QYHKIIM Ta MiABUINEHHS PiBHSA KaJlil0 B CHPOBATIII KPOBI.
Tomy Ha mo4yaTKy JiKyBaHHS PEKOMEHIYEThCS KOHTPOJIIOBATY CTaH (PYHKIN HUPOK, @ TaKOXK
3abe3neyyBaTy HaJleXKHUM piBeHb PiIWHU B OpraHi3Mi maljieHTa.

IH2i6imopu nepeHoCHUKA HaKkonuyeHHs (pupamniyuH, 4uka10CNOpPUH) abo ep10KCHO20 NepeHOCHUKA
(pumoHasip)

PesynvpTaTy mocnigxeHs in vitro 3 TKAHUHOIO NIEYiHKY JIIOOUHY I10Ka3aJly, 1110 BajiCapTaH €
cyOcTpaToM IediHKOBOTO nepeHocHNKa HakonndeHHSI OATP1B1 Ta ne4iHkoBOro e(ioKCHOTO
neperHocHnka MRP2. CynyTHe 3acTocyBaHHS iHTiOITOPIB mepeHOCHNKA HAaKONIMYeHHS (pubaMIIinmH,
IIUKJIOCTIOPHH) ab0 e(IIIOKCHOTO TepeHOCHUKA (PUTOHABIP) MOXKYTh 30ibLIyBATU CUCTEMHY
€KCIIO3UIIiI0 BajiCapTaHy.

ITodsitiHa 610kada PAAC 3 APA, iHzeibimopamu ATI® abo asickipeHom

Pe3ynbTaTy KITiHIYHUX OOCHiIKEHb ITOKa3ay, 1110 moaBifiHa 6mokaga PAAC npu koMOiHOBaHOMY
3acTocyBaHHi inribiTopiB AII®, APA uu asnickipeHy Ipu3BOAUTH 40 30ibIIEHHS YACTOTH BUHUKHEHHS
TaKWX HebaXKaHuX SBUII, SIK TiOTeH3is, rimepKamiemis Ta 3HUXKEeHHS QYHKIIII HUPOK (BK/TIOUAI0YH
TOCTPY HUPKOBY HENOCTATHICTh), Y OPiBHSHHI 3 JTiIKyBaHHSIM OJHUM JIiKapCbKUM 3aco00M, II10
BruBae Ha PAAC. Tomy cymyTHe 3acTocyBaHHsS APA - BKiII04alouu BajcapTaH - abo inribitopis ATI®
3 aJliCKipeHOM IIPOTUIIOKA3aHOo MallieHTaM 3 IyKPOBUM AiabeToM abo MopyIneHHIMU (PYHKITI HUPOK
(IIK® < 60 mr/xs/1,73 M?).

THwi

[Tpu MOHOTeparil BaJicapTaHOM He BCTAHOBJIEHI KJIiIHIYHO 3HAUYIIIi JTiIKapChKi B3a€EMOZI] 3 TAKUMH
npernapaTaMu: UUMETUANH, Bapdapul, GypoceMifl, AUTOKCUH, aTEHOJIOJ, iHIOMeTalluH,
TigpoxnopoTia3un, aMIOAUIIiH, Ti0eHKIaMif.

Oco06.1ue8ocmi 3acmocye8aHHs1.
Be3neka Ta eeKTUBHICTh aMJIONUIIIHY IIPY JTiKyBaHH] rinepTeH3WBHOT0 KpU3y He BCTAHOBJIEHI.
ITauieHmu 3 degpiy,umom Hampito i/abo 06'eMy UUPKYAIOOHOI KPOBi.

Y namieHTiB 3 HeyCKIagHEHOI0 apTepianbHoo rineprensieo (0,4 %) cnocTepiranacs HagMipHa
rinoTeH3is npu nikyBaHHI EKkchopkeM y paMKax I1ane60-KOHTPOIbOBaHUX NOCIioKeHb. Y MallieHTiB
3 aKTMBOBAHOI PEHiH-aHTiOTeH3WHOBOIO CHCTEMOIO (3i 3HUKEHUM BMIiCTOM HaTpito i/abo 06'eMoM
ITUPKYII0I0Y0i KPOBi Ta ¥ pa3i oflepKaHHS BUCOKUX 03 OiyPeTHKiB), SKi MpUiMaioTh OJI0KaTOPH
PeLenTopPiB aHTi0TEH3UHY, MOXKe BUHUKATU CUMIITOMaTAYHa IinoTeH3is. PeKOMeH0BaHa KOPEKIis
ITLOT0 CTaHy Iepeq 3acTocyBaHHSIM Ekchopxky abo peTenbHe MeOUYHEe CIIOCTEPEKEHHS Ha IMOYaTKy
Teparrii.

[Ipy BUHUKHEHHI apTepianbHOI TiIOTEeH3i1 TPy 3acTocyBaHHI EKCopXKy malieHTa CIif MOKIacTy Ha



CIIMHY i, SIKII0 He0OXiHO, TPOBECTU BHYTPIIIHEOBEHHY iHQY3iio (izionorignoro po3uuny. Ilicns
crabinizauii apTepiaTbHOr0 TUCKY MOXKHA IPOIAOBXKUTHU JIIKYBaHHS.

I'inepkasniemis.

Crnip 3 06epeXHiCTIO IPOBOAXWTU OAHOYACHE JIiKyBaHHS KalieBUMHU no0aBKaMu, KanilizbepiraiounMu
[iypeTrKaM¥, COJIbOBUMU 3aMiHHMKAMHU, II0 MiCTSTh KaJjlii, abo iHIIMMY IIpemnapaTaMy, SKi MOXYThb
IiBUIIYBATU PiBEHDb KaJiio (remapuH Ta iH.), a TaK0XK HeOOXiIHUM YacTuit KOHTPOJIb BMICTY KaJlito.

CmeHo3 HUpko8oi apmepii.

Excdopx crig 3acTocoByBaTH 3 00€peXkKHICTIO OJ1s JTiKyBaHHA TilepTeHs3il y MallieHTiB 3 OTHOOIYHIM
abo mBOGIYHKMM CTEHO30M HUPKOBOI apTepii abo CTEHO30M ENMHOI HUPKY OCKiIbKY PiBHI CEUOBUHU Ta
KpeaTUHIHYy B CUPOBATIi KPOBi MOXKYTh 30i/IbITyBATUCH.

TpaHcnaaHmauisa HUpPKU.

Hocsix 6e3neuynoro 3actocyBaHHsl ExcdopxKy mauieHTaM 3 HeJJaBHO IIEPEHEeCEHOI0 TPaHCIITIaHTalliel0
HUDKY BiICYTHiH.

ITopyweHHA pYyHKUII neviHKu.

BancapTtas BUBOOUTHCSA T'OJIOBHUM YHMHOM B HE3MIHEHOMY CTaHi 3 2K0BYI0. [lepiof HalliBBUBEIEHHSA
aMJIOAUIIIHY MOJ0BXKY€EThCA Ta MOKa3HUK AUC (KOHLIEHTpallis B IIJIa3Mi - 4ac) MiABUIIYETHCI Y
NallieHTiB 3 MOPYLUIEHHSIMU (PYHKII1 IeYiHKY; peKOMeHAallil MoA0 403yBaHb He BCTAHOBJIEHI.
OcobnuBa 00epexkHiCTh HeoOxigHa mpu 3acTocyBaHHI EKchopXKy naiieHTaM 3 nopylIeHHIM QyHKIi
IIEeYiHKHY JIETKOTO abo MOoMipHOTO CTyneHs ab0 00CTPYKTUBHUMU 3aXBOPIOBAaHHSIMU KOBYHOTO MiXypa.

MakcumasnbHa peKOMeHI0BaHa [03a [JIsd MallieHTiB 3 IeTKUMU ab0 TOMipHUMHY IOPYIIEHHSIMU
¢byHKLil meuinku 6e3 xonectady cTaHOBUTL 80 MT BajicapTaHy.

ITopyweHHA PYHKUII HUPOK.

[MarienTaM 3 IOPyIIEHHAME QYHKIIiI HUPOK JIETKOT0 abo MOMIipHOTO CTYIIEeHs
(IIIK® > 30 mn/x8/1,73 M*) KOpeKIis 703 He HoTpiOHa. [Ipy MOMipHUX MOPYIIEeHHIX HUPKOBUX
GyHKIII peKOMEHAYEThCA KOHTPOJIIOBAaTH PiBHI KaJlilo i KpeaTUHIHY B KPOBI.

CymyTHE 3aCTOCYBaHHSI aHTArOHICTIB pelleNnTOpiB aHTi0TeH3UHY, BKII0Yal04YX BajicapTaH, abo
iHri6iTOpiB aHTiOTEH3UMHIIEPETBOPIOBAILHOTO (ePMEHTY 3 a/TliCKipeHOM MPOTUII0KAa3aHo MallieHTaM 3
nopyieHHaMu ¢yHKii HupoK (IIK® < 60 mr/xs/1,73 ™).

ITepguHHull 2inepanb00CMepPOoHi3M.

[TarienTaM 3 NEPBUHHUM TilepabIo0CTEPOHI3MOM He CIIifl IPUUMAaTH aHTaroOHiCT aHrioTeH3uny II
BaJiCapTaH, OCKiJIbKY 1X peHiH-aHTi0TeH3WHOBA CHUCTeMa I0pyIleHa BHACIIigOK OCHOBHOTO
3aXBOPIOBAHHS.

AHzioHespomuy4HUll HAOPSK.

Habpsik KBiHke, y ToMy 4ucyi HaOpsIK ropTaHi Ta roJI0COBOI IIIIMHM, 1[0 MOXKe IIPU3BECTH [I0
0OCTpPYKIIil AUXambHUX HUISAXIB i/a60 HaOpsKy o0nuyys, ry6, rI0TKY i/abo si3KMKa, CIIocTepirascs y
NallieHTiB, SIKi 3aCTOCOBYBa/IM BajicapTaH. [leski 3 WX MaIlieHTiB Manu B aHaMHe3i Habpsak KBinke
IIPY IPUNOMI iHIIKX MperapaTiB, Y TOMY YHUCJIi iHTi6iTOPiB aHTi0TEH3WHIIEPETBOPIOBAILHOTO



depmenTty (AII®). 3actocyBanHg EKCcopKy Clil HerallHO IPUINHUTH NIPY BUHUKHEHHI HaOpIKy
KBiHKe; TIOBTOpPHE 3aCTOCYBaHHS HE PEKOMEeH[I0BaHe.

Cepuesa HeOocmamHicme/cmaH nic/as nepeHeceHo20 iHpapkmy Miokapda

BHacnigok NpurHideHHS peHiH-aHTi0TEeH3WH-aIbI0CTEPOHOBOL CUCTEMH y YyT/IMBUX IAlli€HTIiB
MOXKJIMBI IOPYINEHHST QYHKIIiM HUPOK. Y MAIliEHTIB 3 TSIKKOIO CEPIIEBOI0 HEAOCTATHICTIO,  IKUX
GYHKIII HUPOK MOXYTh 3ajIeKaTH Biff aKTUBHOCTI PEeHiH-aHTi0TEH3UH-aIbI0CTEPOHOBOL CUCTEMH,
3aCTOCYBaHHS iHTiOITOPIB aHTiOTEH3WHIIEPETBOPIOBAIbHOTO (hepMeHTY (AIID) i aHTaroHicTiB
pellenTopiB aHTi0TeH3UHY CIIPUUMHSIIIO PO3BUTOK OJIirypil Ta/abo mporpecyiodoi a3oremil, a Takox (y
pifKicHUX BUIAAKax) rOCTPOl HUPKOBOI HEJOCTAaTHOCTI Ta/abo cMepTi. [TofiOHi pe3ynbTaT
BiI3HAYa/MCs NIPU 3aCTOCYBaHHI BajicapTaHy. [lalfieHTaM i3 cepiieBoi HeJOCTaTHICTIO abo micns
nepeHeCceHoro iHpapKTy MioKapAa CJIifi OI[iHIOBaTH (PYHKI[il0 HUPOK.

Y moBrocTpokoBoMYy IInale00-KOHTPOIboBaHOMY HocuimxkenHi (PRAISE-2) aMmmonuIiny B Halli€HTIB i3
CeplLeBO0 HelOCTaTHICTIO HeilleMidyHOro noxomxxeHHd Kiacy 11 i IV 3a knmacudikariero NYHA (Hsto-
HMopkcbkoi Kappionoriunoi acomiamnii) mpy 3acToCyBaHHI aMIONUITIHY YaCTOTa BUIAMKIB PO3BUTKY
HaOPSKY JereHb Oyja BUILOIO IMTOPIBHSIHO 3 TAaKOIO IIPX 3aCTOCYBaHHi mtalebo, ofHaK He 6y10 3Ha4YHOI
pi3HUII Y IOSIBI UM MOTipIeHHi ceplieBoi HefocTaTHOCTI. [TamieHTaM i3 3aCTiiiHOI0 CepIieBOI0
HEeJOCTaTHICTIO 0JI0KaTOPH KaJbI[iEBUX KaHaJliB, BKJII0UAl0YM aMJIOAUIIIH, C/Iifl 3aCTOCOBYBATH 3
00epeKHICTIO, OCKiTbKY BOHU MOXYTh ITiABUIIYBATH PU3UK CEPLIEBO-CYIUHHUX MOMiN Ta JIeTaTbHUX
BUIIaMKiB.

CmeH03 aopmu i MImMpaabHO20 KAANAHA

4K i npu niKyBaHHI iHIINMYU Ba3oguIaTaTopaMy, 0CO0IMBO 00epeKHUMY ITOBUHHI OyTU MTallieHTH, Y
SKUX KOHCTATOBaHUM CTEHO3 MiTpaJIbHOTO KjlallaHa a00o BUpakeHUi CTEHO3 a0pPTH HEBUCOKOTO
CTyIIeHS.

ITodsitliHa 6.10Kada peHiH-aHziomeH3uH-a1b0ocmepoHoeoi cucmemu (PAAC)

IcHYIOTB faHi, 0 cymicHe 3acTocyBaHHS iHTiOiTOpiB AII®, APA abo0 anicKipeHy MiiBUIyEe PU3UK
PO3BUTKY TiOTeH3i], rinepkaiiemil Ta 3HUXKEHHS (QyHKIII HUPOK (BK/II0UAI0YU FOCTPY HUPKOBY
HEeJoCTaTHICTh). TOMy He peKOMEHMIYEThCS TPOBORUTHU MOABINHY Onokany PAAC mmsaxoM
KoMOiHOBaHOTO 3acToCcyBaHHS iHribiTopiB AII®, APA a6o amickipeHy.

fAxmro moaBiitHa 6710Kama € aOCoMOTHO He0OXimHOo0, 1i CITi MPOBOMUTH BUKJIIOYHO ITifl HATISIAOM
cIierfiasicTa 3i 3[[iCHEHHSM 4acTOTO PEeTEIbHOI0 MOHITOPUHTY (PYHKIIil HUPOK, KOHIIEHTPaLii
eJIeKTPOJIiTiB Ta apTepianbHOTo TUCKY. He ciig cymicHo 3acTocoByBaTH iHTibiTopu AITI® Ta APA
malfieHTaM 3 giabeTUYHOIO HedpomaTi€ero.

He BuBuYanocs 3acTocyBaHHS npemnapaty Ekchopx y mamieHTaM 3 iHIIKMY 3aXBOPIOBAHHAMH, KpiM
apTepianbHOI rinepreHaii.

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

JlikapceKui 3aci0 IPOTHUIIOKa3aHO 3aCTOCOBYBATH BariTHUM a0o0 KiHKaM, AKi MJIaHyIOTh 3aBariTHITH.
fAK1uro mim yac nmiKyBaHHS UM 3ac000M MiATBEPIKYETHCS BariTHICTb, HOT'0 3aCTOCYBAHHS HEOOXigHO
HeravHO MPUNUHUTHY i 3aMiHUTH iHIIKM JTiKapChbKUM 3aC000M, HO3BOJIEHUM [0 3aCTOCYBaHHS



BaTriTHUM.

aHi emigeMionoriyHuX OOCigKeHb PU3UKY TePaTOTeHHOCTI Mics eKcrno3utlil inriditopis ATI®
IIPOTSATOM TIEPIIOTO TPUMECTPY BaTiTHOCTI He OyIu IIePeKOHIUBUMY; ITPOTE HEBENIMKE 3POCTAHHS
PU3UKY BUKJII0YaTH HEe MOXKHAa. X04a [aHi KOHTPOJIbOBaHUX eMifieMiONOTiYHUX AOCHIAKEHb
aHTaroHicTiB penenrtopiB anriotren3uny II (APAII) BigcyTHi, momibHUM PU3KUK MOXKEe BUHUKATHU MIPU
3aCTOCYBaHHI IIpernapaTiB LbOr0 Kjacy.

Excnosunia APAII B ipyroMy i TpeTbOMY TPUMECTPI, K BiOMO, YNHUTH TOKCAYHY [il0 Ha IIJIif y
JIIOOWHU (3HM2KEHHS HUPKOBO1 (QYHKIIi], OJIirorifipaMHioH, 3aTpuMKa ocHdikallil KiCTOK dyeperna) Ta
HOBOHAPOOKEHOT0 (HUPKOBa HEMOCTATHICTh, apTepiabHa TilOTeH3is, TilepKamieMis).

Axmo APAII 3acTOCOBYBaIu MOYUHAKOYY 3 OPYTOr0 TPUMECTPY BariTHOCTI, pEKOMEHAYEThCS
yJIbTPa3BYKOBe [OCHIiIKeHHS HUPKOBOI (GYHKIIII Ta KiCTOK Yeperna IJIofa.

HeMmoBnsaTa, MaTepi skux npuiimany APAII, moBuHHI nepeOyBaTH il peTeIbHUM HaTJISIOOM LI00
PO3BUTKY apTepianbHOI TimoTeH3ii.

[lepion rogyBaHHA TPYOOI0

AMTOIUTIIH BUBOOUTHLCS B IPYAHE MOJIOKO. YacTKa MaTEPUHCHKOI 103U, OTPUMAaHOI HEMOBIISM,
OLIHIOETHCS 3 IHTEPKBAPTUJIBHUM fiana3oHoM 3-7%, MakcumyM 15%. Brnue amMmnogumniny Ha
HEMOBJIAT HEBiJOMUH.

Ockinpku iH(GOPMaIis IpPo 3aCTOCyBaHHA IIpenapaTy EKcopxK y nepion rogyBaHHS IPYAII0 BiICYTHS,
IpernapaT He PeKOMEeHAYEThCS 3aCTOCOBYBATH B IIePiof rOfyBaHHS rpyaaio; 6axkaHo 3aCTOCOBYBaTH
aTbTEPHATHBHI IIpenapaTy 3 BUBYEHUM Mpodinem 6e3meku, 0Co6IMBO B pa3i TomyBaHHS TPYIAI0
HOBOHaApOIXKeHUX ab0 HeOHOIIEHUX [iTeH.

®epTUNLHICTD

Kniniyni gocnifgkeHHS BIJIMBY Ha (PePTUILHICTE HE TPOBOTUIIUCS.
Basacapman

BascapTaH He CIpu4uHSB HebaXaHUX peakifiii 3 00Ky pelponyKTUBHOL CUCTEMH y CaMIliB Ta CaMOK
IIypiB IIPU IIepOopaIbHOMY 3aCTOCyBaHHi y fo3ax go 200 mr/kr Ha moby. [JaHa mo3a y 6 pasiB
TIepeBHIlye MaKCHMasbHy PEeKOMEHIOBAaHY [03y AJIs JIIONUHH y IepepaxyHKy Ha Mr/M’ (y
po3paxyHKax BUKOPUCTOBYBasacs go3a 320 Mr Ha 0oOy [Jisd epopajbHOro MPUHOMY MallieHTOM 3
Macolo Tina 60 Kr).

Amao0uniH

Y mesikux TMallieHTiB, SKi TPOXOOUIHY JTiKyBaHHS OJI0KaTOpaMu KaJlbI[iEBUX KaHalliB, IOBiHOMIISIIIOCS
PO BUMagku 060poTHUX GioxiMiyHMX 3MiH Yy rojiBKax crnepMaTo30ifiB. KmiHiYHUX aHUX 3 TPUBOAY
BIIJIUBY aMJIOMHUITIHY Ha (PepPTUIBHICTS HEJOCTATHBO. B OMHOMY 3 [OCITiIZKeHb Ha IIypax Oyiu
BUSIBJIeHI HebaxKaHi peakilil 3 60Ky GepTUIbHOCTI CaMIIiB.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHisMamu.



Y marieHTiB, 1110 3aCTOCOBYIOTh EKC(hHOPXK, MOKEe BUHHKATH 3allaMOPOYEHHS YM BimuyTTs Cl1aOKOCTI
micyIs mpuiioMy IpemnapaTy, TOMY BOHM ITOBHHHI BPaXOBYBATH IIe IIifl 4YaC KepyBaHHS
aBTOTPAHCIOPTOM Ta POOOTH 3 MOTEHIIHHO HeOe3MeYHNMH MeXaHi3MaMHu.

Awmnopurnin Moxe cyabko a6o TOMipHO BIIJIMBATH Ha 30ATHICTh KePYBaTH aBTOTPAHCIOPTOM abo
IIpaloBaTy 3 IHIMUMU MeXaHi3MaMu. fAKINo NalieHTy i Yac 3aCTOCYBaHHS aMJIOAUIIIHY Bif4yBalOTh
3allaMOpPOY€eHHs, TOJI0BHUY 6intb, BTOMY a00 Hy[OTY, IX peakilis MOXe ITOPYIIyBaTUCS.

Cnoci6 3acmocyeaHHss ma do3u.

[NanieHTH, y KX apTepiaJbHUM TUCK HeafleKBaTHO PETyII0EThCSI MOHOIIperapaTaMy aMJIOAUIIiHY
abo BaycapTaHy, MOXYTh OyTH IlepeBefieHi Ha KoMOiHOBaHY Tepariio mpenapaToM Ekcdopix.
PekoMenpoBaHa no3a - 1 Tabnerka Ha no6y. TabmeTku Ekchopk MoXKHA IpUNAMATU He3alexkHO Bif
IpuiioMy 1Xi. PekoMeHyeThCs mpuiiMaTy EKCcOpK, 3anuBaryu H0ro HEBEIUKOIO KiJIbKiCTIO BOLH.

[TamienTiB, sIKi 3aCTOCOBYIOTh BaJiCapTaH i aMJIOAUIIIH OKpeMO, MOXKHa IepeBecTu Ha Ekchopx, AKui
MICTUTB Ti X caMi HO31 KOMIIOHEHTIB.

[Tepen mepexomoM Ha KoMOiHaIli0 GpiKCOBaHMX M03 PEKOMEHAYEThCS iHOUBIiAyanbHUM MigOip m03u 3
KOMITOHEHTaMH (TOOTO aMJIOUIIIHY i BascapTaHy). Y pasi KiiHiuHOI He00XigHOCTI MOXKHA PO3TISHYTH
MOXKJIMBICTb O€31M0CcepeiHbOI 3aMiHM MOHOTEpaIril Ha KoMOiHaIlio 3 ¢hikCOBaHUMHU T03aMHU.

MakcumanbHa fo60Ba go3a - 1 Tabnetka Exkchopxky 5 mr/80 mr abo 1 Tabnetka Excdopxky
5 Mr/160 wmr, abo 1 Tabnetka Excdopxky 10 Mr/160 mMr (MakCUMaIbHO JHOIYCTUMI 1031 KOMIIOHEHTIB
npenaparty - 10 mMr 3a BMicToM amnoputniny, 320 Mr 3a BMIiCTOM BajicapTaHy).

[To3yBaHHA [/1d OKPEMUX I'PVYII ALliEHTIB
ITopyweHHA PYHKUIT HUPOK

Hemae moCTynHUX KITiHIYHUX JaHUX IIOA0 3aCTOCYBAaHHS MalliEeHTaM 3 TSIXKKUMU MTOPYIIeHHIMU
GyHKIII HUPOK.

[TamieHTaM 3 MOPYIIeHHSIMHU (YHKIIII HUPOK JIETKOTO a00 MOMIPHOTO CTYIIeHs TSXKKOCTi KOPEKIIist
Mo3H He MOoTpiOHA. V MallieHTiB 3 MOpyIIeHHIMU QYHKIIIi HUPOK TOMIiPHOTO CTYTIeHs PEKOMEHIYEThCS
KOHTPOJIOBATH PiBHI KaJlito i KpeaTUHIHY B KPOBI.

CynyTtHe 3acTocyBaHHS EKCOpKY 3 anicKipeHOM MPOTUIIOKAa3aHO MallieHTaM 3 IOPYIIEeHHSIMHI
dynkuii Hupok (IIK® < 60 mr/xs/1,73 M°).

Llykposuti diabem
CynyTtHe 3acTtocyBaHHs Excopxky 3 aickipeHOM MPOTUIIOKA3aHO MallieHTaM 3 IIyKPOBUM [iabeToM.
IMopyweHHA pyHKUII neviHKu

[TpenmapaT Excdopxk NpoTHUIIOKa3aHul NallieHTaM 3 TIKKUMH MTOPYIIeHHIMA (DYHKIIII MeYiHKH.



3 o6epexkHICTIO Cif 3acTocoByBaTH EXCOpK mallieHTaM 3 MOPYIIeHHAMY (QYHKI] IediHKu abo
0OCTPYKTUBHUMMU 3aXBOPIOBAHHSIMU KOBUHUX HUISXiB. [I715 Malli€eHTiB 3 NOPYIIEHHAME QYHKIII
IIe4iHKY jIeTKoro abo moMipHOro CTymeHs 6e3 XonecTa3y MakcuMalibHa PeKOMeHJ0BaHa [[03a
ctaHoBUTh 80 Mr BajcapTaHYy.

PekoMeHnpanii 3 o3yBaHHSI aMJIOAUIIIHY AJIS MMAILli€EHTIB 3 IETKUM 4Y¥ IIOMipHUM IOPYIIEHHAM (QYHKIIi1
meviHKy He po3poOieHi. [Ipu nepeBeeHHi TaKuX MalliEHTIB 3 apTepiaIbHOIO TinepTeH3ielo (TuB.
po3min «IToka3aHHsA») i mopyuIeHHAM QyHKII neyinky Ha amnogumid abo Ekchopxk HeoOXimHO
Ipu3HavyaTHd HaliMeHIy 3 peKOMeH0BaHUX 103 aMJIOAXIIIHy B MOHOTepaIlil abo y ckiapi
KoMOiHOBaHOI Teparrii.

ITauienmu aimHb020 BIiKY (8ikoM 8i0 65 pokKia)
[Ins miTHIX mallieHTiB peKOMeHO0BaHi 3BUYalHi 1030Bi CXeMH.
Cnip goTpuMyBaTHCcs 00epeKHOCTI IIpU MiBUIIIEHH] 03U IIpelapaTy MallieHTaM JIiTHhOTO BiKY.

[Tpu mepeBefleHHI TaKUX IMAIliEHTIB 3 apTepPialbHOIO TinepTeH3ieio (quB. po3min «IToka3aHHS»)
i mopymeHHAM QYHKIII MediHKy Ha aMyofumid a6o Ekcdopxk HeoOXifmHO mpu3HadyaTd HalMEeHIY 3
PEKOMeHJ0BaHUX 03 aMJIOJUIIIHy B MOHOTeparil abo y ckiafi KoMOiHOBaHOI Teparrii.

ITediampuyHa nonyaauia

Besneka Ta epekTUBHICTH 3acToCyBaHHS EKCchOpxKy miTaMm (BikoM mo 18 pokiB) He mocnigxeHi. [aHi
BI[ICYTHI.

Himu.

HocmigxeHHs JTiKyBaHHS IIUM IIpemapaToM giTel (BikoM mo 18 pokiB) He mpoBogunocs. Tomy mo
oTpuMaHHS 6inbin moBHOI iHdopMartrii Ekcdopk He peKOMeHAYEThCS 3aCTOCOBYBATH IJISI JIIKYBaHHS
OiTeH.

Ilepedo3yeanHsi.
Cumnmomu

HoTtemnep BifcyTHiN nocBig nepeno3yBanHs Excdopxky. OCHOBHUM CUMIITOMOM IIepefo3yBaHHS
BajiICapTaHy, UMOBIPHO, € BUpaXKeHa apTepiajbHa TiloTeH3is i3 3arraMopoyeHHSAM. [Iepeo3yBaHHSA
aMJIOOUITIHY MOXKe IIPU3BECTHU OO0 HapOCTal4ol nepudepudHol Ba3oguaTallii i, “MOBipHO, OO
pednekTopHOl Taxikapmil. [ToBimoMIIsAIM PO 3HAYHY i MOTEHIIINHO IPOJIOHTOBaHy CUCTEMHY
TiOTEeH3i10, ax [0 ILIOKY 1 JIeTaJIbHOI'0 HACJIigKYy.

JIiky8aHHA

fAKI10 npenapaT TPUMHSATO HEIIOAaBHO, CTiJ BUKJIUKATH OJII0BAHHS a00 MPOMUTH IITYHOK.
BcMOKTYBaHHS aMJIOAUIIIHY 3HAYHO 3HUXKYETHCS IIPU 3aCTOCYBaHHI aKTHBOBAHOT' O BYTIJIJIS Bigpa3y X
a00 BIPOOOBXK OBOX FOJOUH IIC/IS IPUIOMY aMJIO[UIIIHY.

KriniyHO 3HauyIlla apTepiaibHa TinoTeH3is, CIpuYMHeHa epeno3yBaHHaM EkcdopxKy, BUMarae
aKTHBHOI IiATPUMKHU CTaHy CEPIEBO-CYIMHHOI CHCTEMH, BK/II0UAl0YH YaCTUN KOHTPOJIb CEPIEBOI i



IUXanbHOI PYHKIIN, MifioM KiHIIIBOK, yBaru [0 00'eMy IIUPKYII0I040l PiAWHY i ce4oBUITyCKaHHS. [7d

BiTHOBJIEHHS CYAMHHOTO TOHYCY i apTepialbHOr0 TUCKY MOXKHA 3aCTOCYBaTH CYAUHO3BYXKYyBaIbHUMI
Ipernapar IIpU BifCYTHOCTI IPOTUIIOKA3aHb AJIf MOr0 3aCTOCyBaHHA. [Ipy CTIMKOMY 3HUXKEHHI
apTepianbHOTO TUCKY, SIKe € HACNigKoM Ol0Kagyu KajbI[ieBUX KaHaiB, Moxke OyTH OOLiTbHUM
BHYTPIITHEOBEHHE BBEJEHHS KaJlbllil0 TJIIOKOHATY.

BuBenenHs BasicapTaHy i aMJIOOUIIHY 3a AOIIOMOTO0 reMofiani3y MajJ0iMOBipHO.

ITo6iuni peakuii.

Besneka Excdopxy Oyrna olliHeHa y X0fAi 5 KOHTPOILOBaHUX KIIHIYHUX OOCTiAXKEeHb 3a y4acTio 5175

nauieHTiB, 2613 3 FKUX OTPUMYBaJIU BajcapTaH y KoMmOiHatrii 3 amnopuninom. [To6iyHi peakuii, 1110
cnocTepiranucs HaubinmbIn yacTo abo 6y 3HAYHUMH YU TSAKKUMU: Ha30(apUHTITH, TPUII,
rinepyyTnuBIiCTh, TOJIOBHUY 6iflb, HEIIPUTOMHICTh, OPTOCTATHYHA TiOTeH3is1, HaOpsIKYU, HAOPSKU
M’SIKUX TKaHUH, HAOpsSKYU o0muyyst, nepudepryuni HabpsaKy, MigBuilleHa BTOMIIOBAHICTD,
IIOYEPBOHIHHSA 00/IMYYS, aCTeHis Ta MPUILIUBH.

[Tpu ouiHIOBaHHI YaCTOTH BUHUKHEHHS IOOIYHUX peakKIliii BAKOPHUCTAHO TaKi KpUTepii: gyxKe JacTo
(=1/10); gacro (=1/100, <1/10); meyacto (=1/1000, <1/100); pizko (=1/10 000, <1/1000); omy=xe

pigKo

(<1/10 000); HEBimOMO (4acCTOTy He MOXKHa OLIIHUTH 3a HaSIBHUMU JaHUMHU).

Knac cuctremu oprauiB [[Io6iuHa peaxiiis [JacToTa

MedDRA Exchopx Amiopunin  |Bancapras

[HdeKIil Ta iHBa3il Ha3zodapuHrit YacTto -- --
['pun YacTo -- --

[TopyuieHHS 3 60Ky 3HUKEHHS PiBHS reMorno0iny |- -- Hesigmomo

KPOBIi Ta NMiMpaTu4yHOl [i FeMaTOKPUTY

CHCTeMHu JTerikomeHis -- [lyxe pigko |-
HeuTponeHis -- -- Hesigomo
TpoMOOIUTONEHIS, iIHKOMK 3 |- [lyxe pigko |Hesigomo
[IyPIypOI0

[TopyuieHHs 3 60Ky [inepuyTauBICTh Pinko [lyxe pigko |He BigoMo

IMYHHOL CHCTEMU

[TopylueHHSI Xap4yyBaHHA|AHOPEKCis Heyacto -- --

Ta MeTaboismy linepKablieMis HeuacTo - -
[inepriikeMis -- [lyxe piggo |-
[neprimigemis HeuacTto -- --
[inepypukeMis Heyacto -- --
[inokasniemis YacTo -- --
[inmoHaTpieMis Heuacto -- --

[TopyuieHHs 3 60Ky [lenpecis -- Heuacto --

[ICUXIKH Tpusora Pinko - -
be3CoHHA / po3nagu CHY -- Heuacto --
[lepenagu HaCTPOIO -- HeuacTo --
CIIIyTaHICTh CBiJOMOCTI -~ Pinko --




[TopyuieHHS 3 60Ky [TopyuieHHST KOOpAWHALIil HedacTo -- --
HEPBOBOI CUCTEMH JanaMopoYeHHs HeuacTo HacTo --
[TocTypanbHe 3anraMopoYeHHs [HeyacTo -- --
I1rcres3ia -- HeyacTo --
ExcTpamnipaMifHuii CHHOIPOM |- HeBizmoMo --
[onoBHUM Oinb [HacTo JacTo --
[inepTeH3is -- [lyxe pigko |-
[TapecTesisa Heuacto Heuacto --
[TepudepuyHa HeBpomarTis, |- [lyxe pigko |-
HeBpOIaTis
COHJIUBICTH Heyacto HacTo --
HenpuToMHICTE -- HeuacTto --
[I'pemop -- Heuacto --
[inecTesisa -- HeuacTo --
[TopyiuieHHs 3 60Ky [Topy1lieHHS 30py Pigko Heyacto --
OpraHiB 30py OcrnabeHHsT 30Py Heyacto HeyacTo --
[TopyueHHS 3 00Ky [llym y Byxax Pinko Heuacto -
zgg?;;{%l yxy1 3arraMoOpo4YeHHs HeuacTto - HeuacTto
[TopyuieHHS 3 60Ky BiguyTTs ceprieOuTTA HedacTo HacTo --
cepis HenpuToMHICTB Pinko -- --
Taxikappis HeuacTto -- --
AputMii (y ToMy 9uci - [lyxe pigko |-
OpapuKapmis, IITyHOYKOBa
Taxikapmis, Gibpunsaiis
rmepencepnb)
[HbapKT MioKapaa -- [lyxe pigko |-
[TopyiuieHHs 3 60Ky [inepemist -- JacTo --
Cyn¥H [inoTOHIA Pinko HeuacTto --
OpTOoCTaTHYHA TiOTEeH3isa HeuacTo -- --
BackyJit -- [lyxe pigko |HesigomMo
[TopyiuieHHs 3 60Ky Karesnp Heyacto [lyxe pigko |lyxe pigko
DIMXaJIbHOl CUCTEMH SamuInkKa - HeuacTto --
dapuHronapunreanbHuil 0iny [Hedgacto -- --
PuHIT -- HeuacTo --
FacTpoiHTecTHHaNMbHI  [AOmoMiHanmbHMYM AuCcKoMboOpT [HewacTo HacTo HeuacTo
[IOPYILIEeHHS Ta 0inb y BepXHiX OiMTHKaX
DKIBOTA
3MiHa puTMYy medekaril -- HeuacTto --
3amnop HeugacTo -- --
[liapes HeuacTo HeuacTo --
CyXiCcTb y poTi Heyacto Heyacto --
[ucmencis -- HeugacTto --
[acTpur -- [lyxe pigko |-
[ineprmnasis sceH -- [lyxe pigko |-
Hyporta HeuacTto YacTo --
[TankpeaTut -- [lyxe pigko |-
b1roBaHHA -- Heuacto --




[TopyuieHHS 3 60Ky ATHTIOBI TpoOu QyHKIIIi -- [yxe pigko* |[HeBimomo
remnaTobimiapHol MeYiHKY, BKITIOYAI0YU
CHCTEMH MigBUIeHHS PiBHA OinmipyOiHy
B KPOBI
[emmaTtuT -~ [lyxe pigko |-
BHYTPIIHBOIIEYiHKOBUYI - [lyxe pigko |-
X0JIeCTa3, KOBTSHUIIS
[TopyueHHS 3 00Ky Aronenis -- Heuacto --
IKipY | MiAIKIPHUX AHTiIOHEBDOTWYHHI HAOpAK |- Iyxe pigko [Hesigomo
TKaHWH Bynb0O3HMM JePMATUT = -- Hesimomo
Eputema HeuacTto -- --
MynbsTu(OpMHa epuTeMa -- [lyxe pigko |-
Ex3anTeMa Pinko HeuacTo --
['imeprigpos Pinko HeuacTto --
CBITJIOUYT/IUBICTE -- HeuacTto --
CBepbix Pigxo HeyacTo Hesigomo
[Typnypa -- HeuacTo --
Bucum HeuacTto HeuacTto HeBizoMmo
3HebapBIIEHHS WKipH -- Heuacto --
Kpomnus'gHKa Ta iHmi Gpopmu |- [lyxe pigko |-
BHCUILY
ExcdomiaTuBHUM OepMaTUT |- [lyxe pigko |-
Cunngpom CTiBeHCa -~ [lyxe pigko |-
-II>KOHCOHA
Habpsk Kinke -- [lyxe pigko |-
TOKCUYHMY elifjepMabHUA |- Hesigomo --
HEKPOJIi3
[TopyuieHHS 3 00Ky ApTpanris HeuacTo HeuacTo --
KiCTKOBO-M'5130B01 Binb y couHi Hewacto HewacTo -
CHCTEMH [Tpunyxnicts cyrinoba HeyacTo -- --
M's130Bi cymomu Pigko HeuacTo -~
bine y M'a3ax -- HeuacTo HeBizoMmo
[IpunyxmicThb -- HacTo --
TOMiJIKOBOCTOITHOTO Cyryo0a
BigyyTTs TSKKOCTI Pigxo -- --
[TopyueHHS 3 00Ky 30inbIIeHHS PiBHS KpeaTUHIHY|- -- HesigoMo
HUPOK i CEUOBUINBHOL (B KPOBI
CACTEMHU Po3j1afi CEYOBUIYCKAHHS -- HeuacTo --
HikTypia -- Heyacto --
[Tonmiakiypis Pinko HeuacTto --
[Toniypisa Pinko - --
HupKkoBa HEIOCTATHICTS i -- -- HeBizoMmo
nopyuIeHHsS QYHKI HUPOK
[TopylueHHS [IMIIOTEHIIis -~ HeuacTto --
PEIPONYKTHBHOL EpekTuibHa OUCHYHKIIIS Pinko -- --
CACTEMU

['iHekKoMacTis

HeuacTo




3aranbHi nopyiieHHss  |ACTeHis YacTo HeuacTo --
[JruckoMdopT, HE3OYKAHHSI -~ HeuacTto --
[limBHuIlleHa BTOMJIIOBAHICTE  [HacTo HacTo HeuacTo
Habpsk o6muyus YacTto -- --
['inepeMist, TPUIIUBU Hacto -- --
Binb y Ipynsx, He 0B’ g3aHUM |- HeuacTto --
i3 cepueM
HabGpsiku [HacTo HacTo --
[lepudepnyni HaOPSAKU YacTto -- --
bine -- HeugacTto --
Habpsk M'SIKUX TKaHUH [HacTo -- --
TTocigxkeHHsa 36inbIIeHHs PiBHS KaJlilo B -- -- Hesigomo
KPOBI
30i/IbIIIEHHS MaCH Tina -- HeugacTto --
SMeHIIeHHS MacH Tila -- HeuacTo --

* B OCHOBHOMY I10B’13aHO 3 X0JIeCTa30M.

ITodamxkoea iHpopmauis w000 KoMbiHAUII.

[Tepudepnynuii HabpAK, BifoMul moGiYHKM eeKT aMIOAUIIHY, Y MAI[iEHTIB, IKi 3aCTOCOBYBaJIA
KoMOiHallito aMIOUITiH/BasicapTaH, B IiJIOMY Big3HayaBCs 3 MEHIIOI YaCTOTOIO, HiXK Ha TIi
3aCTOCYBaHHS aMJIOOUIIIHY OKPeMO. Y XOAl IPOBeAeHHS MOOBIMHUX CIIINMNX KOHTPOJIbOBAHUX
KJTIHIYHUX [OCTIiIXKEeHb CepeqHs 4acToTa nepudepuyHoro HabpsKy, piBHOMIPHO PO3MoilieHa B
yChOMY iHTepBai 0o3, craHoBuia 5,1 % mns koMmOiHaMii amnaoguminy/BaacapTaHy.

ITodamkoea iH(popmauisn u,000 KomnoHeHmMis npenapamy.

HebazxkaHi peakxiiii, 1110 paHilie Bif3Ha4YaauCcs IPU 3aCTOCYBaHHI OMHOTO 3 KOMIIOHEHTIB IIpenapary
(amnopmuminy abo BajicapTaHy), MOXKYTh TaK0XK BUHUKATH i MPX 3aCTOCYBaHHi mmpemnapaTy Exchopx,
HaBiTh AKIIO BOHU He Oy/u BiIMideHi y XO[i MPOBeeHHS KITiIHIYHUX NOCTigXKeHb abo B
IIOCTMapPKETUHIOBUY IIEPio.

AMnonumis.

Yacmo COHNUBICTH, 3alITaMOPOYEHHS, Bif4yTTsa cepuebuTTs, abgoMiHanbHUM 6i/ib, HYyIOTA,
MIPUNYXJIiCTh B OiIISHII IIUKOIOTKH.

Hevyacmo Be3conHs, 3MiHM HaCTPOIO (BK/II0Yal0UYM 3aHEIIOKOEHHS), eIpecis, TpeMOp,

OVCTeB3isl, HEIPUTOMHICTB, TilleCTe3is, MOPYIIeHHS 30py (BKII04YaKyy OUIIIOII0),
IIyM B ByxXaX, TillOTeH3is, JUCIHOe, PUHIT, O/II0BaHHS, AUCIEICis, alonenis, Iypuypa,
3MiHa 3abapBieHHS MIKipH, Tineprigpos, cBepOixk, eK3aHTeMa, Mianris, M’ s130Bi
cymom#, Ginb, ce4oBi opymieHHs, 30iIbIIeHHS YaCTOTH CEUOBUIMIYCKaHHS,
iMIIOTeHIIisg, TiHeKOoMacTis, Oinb y TPyAHiM KITiTIi, 3arajibHe He3qyKaHHS, 30i/IbIIeHHS
a00 3MeHIIIeHHs MacH Tija.

Pioko CronyTaHiCTh CBiIOMOCTI.



Lyoce pioko JleMKoOIUTONEHiS, TPDOMOOLMTONEHIs, allepriuHi peakilil, TiepriikeMis, TinepToHis,
nmepudepryHa HEBpPoONAaTis, iHhapKT MiokapAa, apuTMis (BKJIo4aioyu OpafuKapiio,
BEHTPUKYISPHY Taxikapfilo Ta QpiOpumnsiiio nepencepns), BaCKyJIiT, TaHKPeaTHT,
TacTPUT, TillepIiadis SiCeH, TelaTUT, KOBTSIHUIA, MiABUIIIeHHS PiBHIB (pepMeHTIB
MIeYiHKH, 3a3BUYal IOB’sI3aHe 3 X0JIeCTa30M, aHTi0HEBPOTUYHUY HaOpSIK,
MyNbTHU(OPMHa epuTeMa, KPOIUB' THKA, eKCPOiaTUBHUN NePMaTUT, CHHAPOM
CriBeHca - [I;xoHCOHa, HabpaK KBiHke, GOTOUyTIUBICTE.

Hesidomo TokcuuyHuMY emnifjepMaabHUK HEKPOJIi3

Big3Havanucs oOKpeMi BUNIAJKU €KCTpalipaMifHOro CUHAPOMY.

Bamncapras.

Huxxue3as3HaueHi JomaTKOBi m0o6GiuHi SBHUIA Big3HAYAIHN B XO[i KJTiHIYHIX BUITPOOYBaHb MIpH
MOHOTEepAIlil BaJicapTaHOM He3aJIexKHO Bifi TPUYMHHO-HACIIIIKOBOTO 3B'I3KY 3 IIpelapaToM, 110
BUBYAETHCS.

Hegidomo 3HUKEHHS PiBHSA TeMoriobiny, 3HUXKEHHS PiBHSA reMaTOKPUTY, HENTPOIIEHis,
TPOMOOIMTOIIeHis, MABUIIIEHHS PiBHS KaJlilo B CUPOBATII KPOBi, MiABUIIEHHS
3HaYEHHS NeYiHKOBUX P00, y TOMY YUCIi KOHUIeHTpalii 6inipy6iny B cupoBaTIii
KPOBi, HUPKOBa HEJOCTATHICTH 1 MOPYIIEHHS HUPKOBUX QYHKIIY, MiABUIIEHHS PiBHA

KpeaTHHIHY B CHPOBATIi KPOBi, aHTi0HEBPOTUUHUIM HaOPSAK, Mianris, BacKyJIiT,
peaxilil rimepyyTaIuBOCTi, y TOMY YHUCJI CUpPOBaTKOBa XBopoba.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epirannsi. 30epiratu npu TeMiepatypi He Buine 30 °C, B opuTiHasbHili yIAaKOBII, B
3axuIeHOMY Biff BOJIOTH, HEJOCTYIIHOMY AJISI JiTed MicCIii.

YnaxkoBka. [1o 14 tabneTok y 6mictepi; o 1 abo mo 2 6icTepu B KOpoO1Ii.

Kareropis Bignmycky. 3a perenrtom.

BupoOHHUK.

HogsaprTic ®apma C.m.A.

Micue3HaxoaKeHHsI BUPOOHHKA Ta ajfipeca Micls MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

ByJ. [Iposinuiane Ckito 131, 80058 M. Toppe AuHyHIMaTa (mpoBiHiil Heanomns), ITamis



