IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EKC®OPXK

(EXFORGE®)

Cknao:
Oitoui peyosuHU: aMIIONUIIiHy OecusaT Ta BajiCapTaH;

1 TabneTka MiCTUTEL aMiofuIiny 6ecunaty 6,94 Mr y nepepaxyBaHHi Ha aMJIOOUIIIH OCHOBY 5 MT Ta
80 Mr Basncaprany abo amnoguminy Oecunaty 6,94 Mr y nepepaxyBaHHi Ha aMJIOAUIIIH OCHOBY 5 MT Ta
160 mr Bancaprany, abo amnopumniny 6ecunaty 13,87 Mr y nepepaxyBaHHi Ha aMJIOAUIIIH OCHOBY 10
Mmr ta 160 mMr BajcapTaHy;

0onoMIdCHI pe40BUHU: 1IeII0JI03a MIKPOKPHUCTalliuHa, KPOCIOBIIOH, MarHilo cTeapaTt, KpeMHI0
mioKcum KonoigHui 6e3BOIHUM, TomieTUIeHrikob (Makporon) 4000, Tanek, rinpoMenos3a, TUTaHy
OiOKCH[I

(E 171), 3amiza okcup xoBtuit (E 172), 3aniza okcum yepBorutt (E 172) - nue gns Tabnetok 10
Mr/160 mr.

JIikapcbka ¢opma. TabneTku, BKPUTI ITiIBKOBOIO 060JI0HKOIO.
OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi:

mabaemku 5 m2/80 M2: TEMHO-K0BTi, OKPYTJI0i (popmMu, BKPHUTI MITiBKOBOIO 060JIOHKOIO, 3i CKOIIEHUMHU
KpasMmu, 3 HanmucoM «NVR» 3 ogHOTo 60Ky Ta «NV>» - 3 iHIIIOTO;

mabaemku 5 m2/160 me: TEMHO-3XKOBTi, OBajIbHi, BKPHUTI IJTiIBKOBOIO 060JIOHKOIO, 3i CKOIIIEHUMHU
Kpasmu, 3 HanmucoM «NVR» 3 ogHoro 60Ky Ta «ECE» - 3 iHIIIOTO;

mabaemxku 10 m2/160 me: CBiTIO-KOBTi, OBaJIbHi, BKPUTI IJTiBKOBOIO 000I0HKOIO, 31 CKOLIEHUMU
Kpasmy, 3 HanucoM «NVR» 3 ogHOro 60Ky Ta «UIC» - 3 iHmmoro.

dapmakoTepaneBTHYHaA rpyna. Kom6iHoBaHi npenapaTu iHribiTopis anrioren3uny II.

Kom ATX C09D BO1.

dapmako102iuHi 8 1acmueocmi.

®apmakoOuHamika.



ExcdopxK MiCTUTH IBa aHTUTINIEePTEH3UBHI KOMIIOHEHTH 3 JOIATKOBUMU MeXaHi3MaM¥ KOHTPOJIIO
apTepiasbHOTO TUCKY Y MALi€HTIB 3 eCeHIiaIbHOI rilepTeH3i€0: aMIOIUIIIH HalleXXUTh 00 KJlacy
AHTATOHICTiB KaJbllil0, a BaJIcapTaH - 0 KJIacy aHTaroHicTiB aurioren3uny II. KombiHaris mux
iHTpemieHTiB Mae afUTUBHUN aHTUTINEPTeH3UBHUY edeKT, 3HUKYIOUN apTepialbHUM TUCK OiNbII0i0
MipO10, HiXXK KOXK€EH i3 KOMIIOHEHTIB OKPEMO.

AMa00uniH.

AwmmopuriH iHTiOye TpaHcMeMOpaHHe TPOHUKHEHHS i0HiB Kasbllifo B TTafKi M'S3u Cepllsd i CyouH.
MexaHi3M aHTUTiNEePTEH3UBHOI [Iii aMIoauIiHy 06yMOBIIeHUN IPSIMUM PeIaKCyI0YUM BIIJIMBOM Ha
r7afKi M'a3u Cy[uH, 10 3yMOBJIIOE 3MEHIIEeHHS IIepU(pePUYHOT0 CYAUHHOI0 OIIOPY i IPU3BOAUTE [0
3HUXKEHHS apTepiabHOr0 TUCKY. EKCIIeprUMeHTallbHi faHi MigTBePAXKYIOTh, 1110 aMJIOAUITiH
3B'AA3Y€THCA B QUTIAPOMIPUAUHOBUX I HETIAPOMipUAXNHOBUX MiCLSX 3B'13Ky. CKOPOTIIUBI IpoLecu
CepLeBOro M'si3a i rmagKux M's3iB CyOUH 3aexkaTh Bifl IPOXOAKEHHS IT03aK/IITUHHOTO KaJblIiio B Lii
KJIITUHY 4Yepe3 cnenudivyHi ioHHI KaHaH.

[Ticnst BBeOeHHSI TePalleBTUYHUX 03 MalliEHTaM 3 apTePiabHOIO TiIePTEH31€I0 aMIONUITIH
CIIpUYMHSE Ba30AUIATALllO, 1110 IPU3BONUTE [0 3HUKEHHS apTepialbHOI0 TUCKY B IIOJIOKEHHAX
IalfieHTa JeXxayu i ctod4yu. Take 3HUXKEHHS apTepiaJbHOr0 TUCKY HE CYIIPOBOIXKYETHCSA ICTOTHOO
3MiHOI0 IIBAOKOCTI CepIeBUX CKOPOYeHb ab0 PiBHIB KaTexoJlaMiHiB y IIJIa3Mi IpU TPUBATIOMY
3aCTOCYBaHHI.

EdekT Kopernioe 3 KOHIIEHTPALiIMH B IIJIa3Mi Y MOJIOAUX i JIiTHIX MAIi€HTIB.

Y nani€eHTiB 3 apTepianbHOO TillePTeH3i€0 Ta HOPMabHOK (YHKIIEI0 HUPOK TepaleBTUYHI 103U
aMJIO[UIIIHY IPU3BOMASATH 0O 3HUXKEHHS PeHAJIbHOTO CYOUHHOTO OTIOPY i MigBUIIEHHS PiBHA
TJIOMEPYIIAPHOI GinbTparlii, a TakK0XK ePeKTUBHOI0 HUPKOBOT'O MTOTOKY ITa3Mu 6e3 3MiH ¢pakiiii, 1110
binbTpyeThesi, abo npoTeinypii.

4K iy pa3si 3acTocyBaHHS iHIIMX 6JI0KATOPIB KablliEBUX KaHaliB, BUMIpIOBaHHS reMOAUHAMIKY
cepueBoi GyHKIII y CIIOKOI Ta TpU HaBaHTaxeHHi (abo mpu xonwbi) y maIieHTiB 3 HOpMaIbHOIO
(GYHKITIE€IO MUIYHOYKIB, IPOJIIKOBAaHUX aMJIOTUITIHOM, B I[IJIOMY ITIOKa3aIu HeBeINKe MigBUILleHHS
cepueBoro iHmekcy 6e3 ictotHoro BBy Ha dP/dt abo Ha KiHIeBuY miacToniyHUM THCK, ab0 Ha 00'eM
JIIBOT'O LITyHOYKA. Y reMOgUHAaMIYHUX JOCIIIIXKEeHHIX aMJIOAUIIIH He BUSBIIAB HETaTUBHOTO
iHOTpPOMHOTO e(eKTy IIPH 3aCTOCYBaHHI B TePAleBTUYHUX [103aX B iHTAaKTHUX TBAPHUH Ta JTIOMEH,
HaBiTh IPU CyMiCHOMY BBefleHHi 3 OeTa-010KaTOpaMu JIIOMSIM.

AwmonutiH He 3MiHIO€ QYHKIII0 CHHYCHO-TIepeiCepOHOr0 By3/a abo mepencepaHO-IITyHOYKOBOI
IIPOBITHOCTI Y 30OPOBUX TBAapWH a00 TIOAWHY. Y KITiHIYHUX OOCITIIXKEeHHSIX, B SKUX aMJIOTUITiH
3aCTOCOBYyBaIM B KoMOiHa1lil 3 6eTa-0710KaTopaMy, y MallieHTiB 3 apTepianbHOIO TinepTeH3ieo abo
CTeHOKapi€lo 3MiH IT0OKa3HUKIB eJIeKTpoKapaiorpaMu He OyJI0 Bii3Ha4YeHO.

CnocTepiranmucs mMO3uTUBHI KTiHIUHI eheKTU aMIOJUITIHY y HAlliEHTiB 3 XPOHIYHOI0 CTabiIbHOI0
CTeHOKapHi€lo, Ba30CMacTUYHOI0 CTEHOKAP/i€lo Ta ilmeMigyHO00 XxBopo6oio, 1110 OyJia miaTBepaXKeHa
aHriorpagigHo.

3acmocysaHHA nauieHmam 3 apmepiasnbHO 2inepmeH3ier

PanpomisoBaHe MOOBIMHO CIIille MOCTIIXKEeHHS 3aXBOPIOBAHOCTI i CMEePTHOCTI - JIOCTimXKeHHS
aHTUTINEePTEeH3UBHOI Ta TinoinifgeMiyHoi Teparii monepeaXKeHHS CeplieBOro Hamnaay
[Antihypertensive and Lipid-Lowering treatment to prevent Heart Attack Trial] (ALLHAT) -
IIPOBEIEHO 3 METOI0 MOPIBHAHHS HOBUX METOMIB Tepalii: 3aCTOCyBaHHSI aMJIOAUIIHY ¥ 0o3i 2,5-10 Mr
Ha 100y (6710KaTOpa KambllieBUX KaHamiB) abo misuHonpuny y mo3i 10-40 mr Ha moly (iHribiTopy



ATI®) gk mepoil iiHil Teparmii y TOpiBHAHHI i3 3aCTOCyBaHHSIM Tia3UAHOTO AiypeTHKa XJIOPTaliIoHy y
no3i 12,5-25 Mr Ha no0y npu JerKiit Ta MOMIpHi#i apTepianbHill rinepTeHsil.

Byno panpoMizoBano 3aranoM 33357 MallieHTiB 3 apTepialbHO rinepTeH3ielo BiKOM Bifl 55 pOKiB 3
TIOJaIBIIIUM CIIOCTEPEeKEHHSIM B CepeIHbOMY MPOTAToM 4,9 poky. Y KoXKHOTo marieHTa OyB xo4a 0
OIVH OOJATKOBUY (HAaKTOP PUIUKY PO3BUTKY illleMigHOI XBOpOOU Ceplisi, BKII0Yayy iHpapKT
MioKapfa 4¥ iHCYJIbT B aHaMHe3i (> 6 Mics1iB J0 BKIIIOUEeHHS V AOCTiAXKeHHs) ab0 JOKyMeHTaIbHO
IigTBEpAKEHE iHIIle 3aXBOPIOBaHHS CEPIEBO-CYIMHHOI CHCTEMU 3 03HAKaMU aTEPOCKIIepPo3y (3arajaoM
51,5 %), nykposuii giabet II Tuny (36,1 %), KOHIIEHTpPALlis X0JIECTEPUHY IIONPOTEiHiB BUCOKO]
minbHOCTI < 35 Mr/mi, abo < 0,906 mmons/n (11,6 %), rineptpodist miBOTO IITyHOYKA, JiarHOCTOBaHA
3a OOMOMOTOI0 efleKTpoKapaiorpadil uu exokapaiorpadii (20,9 %), KypiHHS Ha MOMEHT BK/IIOUEHHS Y
gocaimxeHHs (21,9 %).

[TepBUHHOO KiHIIEBOIO TOYKOIO Oynu inmemiuHa xBopoba cepls 3 JieTalbHUM HacligkoM abo
HeJleTaJlbHUY iHGapKT MioKapaa. 3Ha4YyLIUX BiIMIHHOCTE! y IEPBUHHIN KiHILIEBiM TOYIi IIPH
MOPIBHSHHI Teparnil aMIoOgUITIHOM Ta XJIOPTAIiIOHOM He CIIOCTepiramocs: BigHOIIeHHS pu3ukis (BP)
cranosuio 0,98, 95 % [II (0,90-1,07), p = 0,65. Cepen BTOPUHHUX KiHI[EBUX TOYOK KilIbKIiCTh
BUTIAOKiB PO3BUTKY CEPLIEBOI HEJOCTATHOCTI (KOMIIOHEHT KOMITO3UTHOI KiHIIEBOI TOUYKM BIIJIUBY Ha
CEepIEBO-CYAUHHY CUCTeMY) OyJia 3HauyIIo OibIIO0 B TPYIIi 3aCTOCYBaHHS aMJIOAUIIIHY Y TOPiBHSAHHI
3 rpynow0 3acTocyBaHHA xyiopTanigony (10,2 % y nopiBHaHHI 3 7,7 %, BP = 1,38, 95% [I (1,25-1,52),
p < 0,001). OpHak He 6y0 BigMidyeHO 3HAUYIIUX BiIMiHHOCTEH 3a MOKA3HUKOM CMEPTHOCTI 3 yCixX
IIPAYMH MiX I'pyllaMy 3aCTOCYBaHHS aMJIOOUIIIHY Ta xjopTanigony, BP = 0,96, 95 % 11 (0,89-1,02), p
=0,20.

Basacapma-s.

BarncapraH € akTUBHUM, IIOTYKHHUM i crieniupiyHUM aHTaroOHiCTOM PeLeNTOPiB aHTioTeH3uHy II, 110
IpU3HAUYeHUH [ BHYTPIIIHBOI'O 3aCTOCYyBaHHs. BiH mie BubipkoBo Ha penenrtopu nigtuny AT, sKi €
PiKo IOUIMPEHUMH i BifNIOBiaioTh 3a edekTy anrioten3uny lI. [ligsummeHi piBHi aHrioTeH3uny 11
BHACiIOK 61okamu AT,-pelenTopiB BaJicapTaHOM MOXKYTb CTUMYJIIOBATH BiibHI AT,-perentopu, 1o
BpiBHOBaxye epekT AT,-penentopis. BancapTan He Mae Oygb-IK0l Y4aCTKOBOI aKTUBHOCTI aroHicTa
AT,-penieniTopiB i Ma€e HabaraTo Ginbmry (mpubnuzuo y 20000 pasiB) cnopigHeHicTh 3 AT;-
penentopamy, Hix 3 AT,-peLiennTopaMu.

Bancapran He npurHiuye AII®, BifoMuy TaKoXK IIif Ha3BOIO KiHiHa3a I, KU epeTBOpIOE
aHrioTeH3uH I B aHrioten3us Il i pyiinye Opagukinin. 3 ornsany Ha BifcyTHiCTh BBy Ha AII® Ta
IIOTEHIIiIOBAaHHS aKTUBHOCTI OpafuKiHiHy uu cyOcTaHIil P, 3acTOCyBaHHS aHTarOHICTiB PeIeNnTopiB
aHrioteH3uHy Il 3a3Buy4ail He CYIIPOBOAXKYETHCS KalljieM. Y KITIHIYHUX JOCTIAKEHHIX, e BajJicapTaH
nopiBHIOBaBCA 3 iHribiTopoM ATI®, gacToTa BUIAAKiB CyX0ro Kauuto OyJia 3HaYHO MeHIIo0 (P <
0,05) y mauieHTiB, fKi TiKyBaJIKCs BajJicapTaHOM, HiX y MmalieHTiB, fKi npuiimManu inribirop AII® (2,6
% mopiBHSHO 3 7,9 % BimmoBigHO). Y marlieHTiB, sfKi panime nmikyBanucs iHriditopom AII®, po3BuBaBcs
cyxui Kaiesnb. [Ipu nikyBaHHi BajJicapTaHOM Iie YCKJlafHeHHs 6yo Big3HaueHo y 19,5 % Bumnapgkis, a
IIpY JIiKyBaHHI Tia3ugHUM OiypeTUKOM - ¥ 19 % BUMaAKiB, TOAL K y TPYIIi XBOPHUX, SIKi OTPUMYyBaIu
nikyBaHHS iHTiOiTOopoM AII®, Kamens crocTtepirascs y 68,5 % sunapgkis (P < 0,05). Bancapran He
BCTYTIA€ y B3a€MOMII0 i He GJIOKY€E PEIeNTOPH iHIIMX TOPMOHIB a0 i0HHI KaHasH, SKi, IK BimoMo,
BifirpaioTh BaXKJIUBY POJIb y peryislil QyHKIIN CEepIeBO-CyTUHHOL CUCTEMH.

[Tpu3HayeHH MpenaparTy MallieHTaM 3 apTepialbHOIO rinepTeH3i€l0 TPU3BOAUTD 00 3HUKEHHS
apTepiaybHOTO TUCKY, HE BIIJIMBAIOYY IIPU IIbOMY Ha YaCTOTY IYJILCY.



Y GinbIIOCTi malieHTiB Mics NpU3HaYeHHS BHYTPIIIHBO PA30BO1 J03U IIpenapaTy I049aToK
AQHTUTINEPTEH3UBHOI aKTUBHOCTI Bifl3HAYa€THCS B MeXKaXx 2 TONNH, @ MaKCUMalbHe 3HUXKEHHS
apTepiasbHOr0 TUCKY HOCATAETHCA B MeXkax 4-6 rofuH.

AHTHTiepTeH3uBHUM edeKT 30epiraeThest Oinbiie 24 TOOUH MiCIIsS TPUHOMY Pa30BOi O3U. 3a YMOBH
PEeTyIapHOTO 3aCTOCYBaHHS IpenapaTy MaKCHMaJlbHUM TepalleBTUYHUY e(eKT 3a3Budai
[OCATAETHCS MPOTATOM 2-4 THXKHIB 1 YTPUMY€ETHCS Ha NOCATHYTOMY PiBHI B XOAi TpUBasol Teparil.
PanToBa BimMiHa BajicapTaHy He IPHU3BOAUTH 10 BiMHOBIIEHHS apTepiasibHOI rinepTensii abo mo iHmux
IIOOIYHMX KITIHIYHUX SBUII.

BcTraHOBIIEHO, 1110 BajicapTaH 3HaYHO 3HUXKYE PiBeHb TOCIiTali3allil IallieHTiB 3 XPOHIYHOIO CEPIIEBOIO
HepocTaTHicTio (NYHA knacy II-1Y). Binbin 3Hauynmi eeKT mocsaraBcs y MallieHTiB, SKi He
otpuMmyBanu inribitopu AII® a6o GeTa-6okaTopu. TaKoK BCTAaHOBJIEHO, 10 BaJicapTaH 3HUXKYBaB
CEepIEBO-CYAUHHY CMEPTHICTH Y KJIiHiYHO cTa0iIbHUX Malli€HTiB 3 ITAaTOJIOTIEI0 JIiBOT0 MITyHOUYKa abo
JIIBOIIUTYHOYKOBOIO AUCOYHKIII€EIO Iics iHpapKTy MioKapaa.

YV 1BOX BENTMKUX PaHAIOMi30BaHUX KOHTPONboBaHUX mochimkeHHsIX (ONTARGET - I'mo6anbpHe
OOCIIIIKEeHHS, 1110 TPUBAE, 31 BCTAHOBJIEHHS KiHIIEBUX TOYOK IIPY 3aCTOCYBaHHI TelMicapTaHy K
MOHOTeparii Ta y kom0iHarril 3 paminpunom [ONgoing Telmisartan Alone and in combination with
Ramipril Global Endpoint Trial]) Ta (VA NEPHRON-D - [MocnigxkeHHs HedpomnaTii Ipu IyKPOBOMY
niabeti, cnoHcoBaHo MiHicTepcTBOM 3i cripaB BeTepaHiB [The Veterans Affairs Nephropathy in
Diabetes]) BuBuanu 3actocyBanus KoMOiHatlii inribitopy AIT® ta APA.

Hocnipxkenass ONTARGET npoBofguiiocst 3a y4acTIO IallieHTiB i3 cepiieBo-CyquHHUM abo
11epe6POBACKYITPHUM 3aXBOPIOBAHHSIM a00 1IyKpoBUM miaberom II TNy 3 migTBepaKEeHUM
ypaXeHHSIM opraHis-mimeHei B anaMHe3i. [JocnigxenHs VA NEPHRON-D nposopgunocs 3a y4acTio
nalieHTiB 3 nykpoBuM miabetom II Tumy Ta miabeTuyHOIO Hedpomarieo.

Y maHuX OOCTiAXKEeHHSIX IIPU MOPiBHAHHI 3 MOHOTepaMielo He OyJI0 BUSIBJIEHO 3HAUYIIUX TO3UTUBHUX
BiIMiHHOCTEH II0A0 BIJIMBY HA HUPKHU Ta/ab0 ceprieBO-CyOUHHY CUCTEMY Ta CMEPTHICTD, TOMi SIK OYyB
BCTQHOBJIEHUY IMiABUIIEHUN PU3UK PO3BUTKY TilepKaieMil, TOCTPOTo ypaxKeHHSI HUPOK Ta/abo
rinoTeHail. 3 ornsAgy Ha NOXiOHICTH papMaKOKiHETUUHUX BIACTUBOCTEH, IaHi pe3y/bTaTH TaK0XK
perneBaHTHI s iHmux iHri6iTopi AIT® Ta APA.

Takum 4mHOM, He CJIif cymicHO 3acTocoByBaTtH iHribiTopu AII® Ta APA marieHTaMm i3 giabeTUYHOIO
HedpomarTiero.

ALTITUDE ([DocnigxeHHs 31 BCTAHOBJIEHHAM KiHIIEBUX TOYOK CEPLEBO-CYAUHHUX 3aXBOPIOBAHb Ta
XBOpOoOM HUPOK IIPU 3aCTOCYBaHHi alicKipeHy y XBopux Ha IykpoBu# piabert II tumy [Aliskiren Trial in
Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints]) - mocmigxeHHs, METOI0 SKOTO
Oy710 BUSIBJIEHHST KOPUCTI IOMaBaHHS aliCKipeHy 0o cTaHmapTHOI Teparrii inribiTopom ATI® yu APA y
NallieHTiB 3 HyKpoBUM miabeToM II THITy Ta XpOHIYHOI0 XBOPOOOI0 HUPOK, CEPIIEBO-CYIUHHUM
3axXBOPIOBAHHSAM YU IIOENHAHHAM OCTaHHIX. [locmigxkeHHs 0ysi0 IPUIMHEHO Ha paHHiU cTafii yepe3
IiABUINIEHNY PU3UK BUHUKHEHHS YCKIagHEHb Tepalil. CMepTh 3 IPUUYUHU CEPIEeBO-CyIUHHOI
TIaTOJIOTIi Ta iHCYNbTH YuCeMbHO Oyau OiNbII YaCTUMU Y TPYIIi 3aCTOCYBaHHS alicKipeHy, HiX y rpymi
nnane6o, Ipu bOMY Y TPYIIi 3aCTOCYBaHHS ajliCKipeHy IMOPiBHSIHO 3 TPYIIO0 Ijane6o TaKoX OibI
YacTO MOBIIOMJISIOCS IIPO PO3BUTOK HeGaxkKaHUX SBUIL Ta CEPUO3HUX HebaxKaHUX SBUIL 0COOIUBOTO
3HaueHH (TimepKasiemis, rimoTeH3is Ta MopyueHHs QYHKIII HUPOK).

Baacapmaun/amaoduniH.



Komb6inamist ammomuminy i BaicapTany 3a0e3nevye n0303alexkHe afuTHBHE 3HUKEHHS
apTepianbHOTO TUCKY Y BCbOMY iHTEpBasli TepaneBTUUHUX [03. [iT0TeH3uBHa Aid MiCHsA IpUoMy
pa30Boi m03u KoMOiHallil 36epira€Tbcs ITPOTIrom 24 ToguH.

Binbure Hixk 1400 namieHTiB 3 apTepianbHOIO TinepTeH3ieio 3acTocoByBanu Ekchopx 1 pa3 Ha goby
y IBOX I11a1le60-KOHTPOJIbOBAHUX [OCTIIXKEHHSIX.

Excdopzk BUBYABCS y XOMi IBOX IJ1aneb0-KOHTPOIbOBAHUX NOCITiIKEHb 3a Y4aCTIO Malli€HTiB
3 HEYCKJIQIHEHOI0 eCeHIlialbHO TilmepTeH3i€lo 1erkoro abo moOMipHOTo CTyneHs (cepenHii
[iaCTOJIiYHUM TUCK B CUOAYOMY IOJI0OKEHHI = 95 ta < 110 MM pT. CT.).

Bukmoyanucs naui€HTU 3 BUCOKMM PU3UKOM CEPLIEBO-CYIUHHUX MIOPYIIEHb: CEPLIEBOIO
HEeJI0OCTaTHICTIO, yKpoBuM miabetom I Tumy i cmabo KOHTPOIROBAaHUM IIyKPOBUM fiabeToMm II Tumy,
HasIBHICTIO B aHaMHe3i iHdapKTy Miokapaa abo iHCY/IbTy IPOTITOM OFHOTO POKY.

Y MynbTUIEHTPOBOMY PaHAOMi30BaHOMY IOABIMHO CIIIIIOMY aKTUBHO KOHTPOJILOBAHOMY [OCTiAKEHHI
B [TapaJieJIbHUX I'PyllaX BCTAHOBJIEHO HOPMaJli3allilo apTepiaJbHOT0 TUCKY (0 BCTAHOBIIEHHS
[iacToM4HOro TUCKY < 90 MM DPT. CT. ¥ KiHIli BUIpoOyBaHH4) V TAlli€HTIB, apTepiaJlbHUM TUCK SIKUX
He KOHTPOJIIOBaBCSA HaJIeXKHUM YMHOM MOHOTepalli€lo BajicapTaHoM y fo3i 160 Mr. AprepianbHuU
THCK HOpMaJli3yBaBcCs ¥ 75 % mamieHTiB, gKi 3actocoByBanu 10 Mr/160 Mr ammoauminy/saicapTasy, y
62 % marieHTiB, AKi 3acTocoByBaiu 5 Mr/160 Mr amnoguniny/BajgcapTaHy, OPiBHIHO 3 53 %
MaIl€HTIB, sKi 3acTocoByBanu 160 Mr BancapTany. [logaBarHsa 10 Mr Ta 5 Mr aMIofuIiHy
00yMOBJTIOBAJIO OAATKOBE 3HMKEHHS CHCTOIIYHOT0/iacTOiYHOTO TUCKY Ha 6/4,8 MM pT. CT. i
3,9/2,9 MM DPT. CT. BiANOBITHO IOPIBHAHO 3 TAKUMU IIPU 3aCTOCOBYBaHHI TifibkU 160 Mr BajcapTaHy.

Y MynbTUIEHTPOBOMY PaHAOMi30BaHOMY IOABIMHO CIIIIIOMY aKTUBHO KOHTPOJILOBAHOMY AOCTiAKEHHI
B [TapaJie/IbHUX I'PyllaX BCTAHOBJIEHO HOPMaJli3allilo apTepiaJbHOr0 TUCKY (0 BCTAHOBIIEHHS
miacToigHOro TUCKY < 90 MM pT. CT. y KiHIIi BUNPOOYBaHHS) y Malli€eHTiB, apTepiaJlbHUN TUCK SIKUX
He KOHTPOJIIOBABCS HaJIe’KHUM YMHOM MOHOTeparie aMJIoguIiHoM y 0o3i 10 Mr. ApTepianbHul TUCK
HOpMaJli3yBaBcs y 78 % malieHTiB, sKi 3acTocoByBanu 10 mr/160 Mr amnoguminy/BaacapTany,
IIOPIBHAHO 3 67 % malieHTiB, sKi IPOMOBXKYBaIXA 3aCTOCOBYBaTH TiMbKU 10 MI aMIOgUIIHY.
HonaBanHs 160 Mr BajicapTaHy 3yMOBJIIOBaJIO JOAATKOBE 3HUXKEHHS CUCTOIIYHOI0/A1aCTOIIYHOT O
TUCKY Ha 2,9/2,1 MM DPT. CT. IOPIBHAHO 3 TAKUMU IIPU 3aCTOCOBYBaHHI Tiibku 10 MI aMJIOQUIIiHY.

Excdopxk BUBYABCS B aKTUBHO KOHTPOJILOBAHOMY HOCIigXKeHHi 3a ydacTio 130 mallieHTiB, XBOpUX Ha
eCeHIliallbHy TillepTeH3ii0, 3 CepenHiM AiaCTOIIYHUM THCKOM Y MOJIOXKeHHI cugdayu = 110 MM pT. CT.
i <120 MM pT. CT. Y IbOMY JOCTiAKeHHi (ToYaTKOBUM apTepianbHuid THCK 171/113 MM pT. CT.)
3acrocyBaHHS EkcopxKy y mo3i Big 5 Mr/160 mr go 10 mr/160 Mr 3HKKYBajo CTalui apTepialbHUN
THCK Ha 36/29 MM pT. CT. HOPiBHAHO 3 32/28 MM pT. CT. IpU 3aCTOCYBaHHI
Ji3WHONPUIY/TigpoxyiopoTia3uay y go3i 10 mr/12,5 mr go 20 mr/12,5 mr.

Y [BOX DOBrOTPUBAJIKX HOCHTigKeHHSIX Oy10 noBeneHo, 110 ehekT Excdopxky 36epirascs Ginbiie
OIHOTO POKY. PamToBa BigMiHa mpemnapaTy He MPU3BOAUIA OO MIBUOKOIO MigBUIIEHHS apTepiaTbHOTO
THUCKY.

Y mallieHTiB, y SIKUX apTepianbHUN TUCK aJeKBaTHO KOHTPOJIOETHCS aMIOAUIIIHOM, IPU
HETPUMHSATHUX HaOpsKax KoMOiHOBaHA Teparis Moxke 3a0e3NeUYnT aHaAIOTiYHUN KOHTPOIIb
apTepianbHOTO TUCKY 3i 3MEHIIIeHHSIM HaOPSIKiB.

BiK, cTaTh, pacoBa IpHHAJIEXKHICTh Ta iHAEKC MacH Tina (= 30 Kr/M°, < 30 Kr/M°) maIfieHTa He
BII/IMBAJIA Ha KJIiHIYHY BiIIOBigb IpX 3acToCyBaHHI ExchopxKy.



Hocnipxenus ExcopxKy 3a y4acTio MAI[iEHTIB iHIMX MOMyIALil, KPiM XBOPUX Ha apTepianbHy
rinepTeHsiio, He MPOBOOUNUCS. ICHYIOTh OOCTIAXKEHHS BaJiCapTaHy 3a y4aCTIO Malli€HTIB i3 CepLieBOi0
HeIOCTATHICTIO Ta y MOCTiHpapKTHOMY Iepiomi. [IpoBefeHO HOCTigXKEeHHS aMJIOAUIIIHY 3a y4acTIO
MAITiEHTIB i3 XPOHIYHOIO CTabiTbHOI0 CTEHOKAPIi€l0, BA30CIAaCTUYHOIO CTEHOKAPMIE0 Ta
aHriorpadiyHo migTBepPAKEeHO iMeMiYHOI XBOP0OOOI0 CepIls.

dapmaxoKiHemuxka.

JIiHitHICMb.

BancapraH i aMIOOUIIiH IPOABASAIOTH JIiHIMHICTE (papMaKOKiHETUKHY.
AMa00uniH.

BcmoxkmyeaHHA. ITicnst BHYTPIIHBOTO 3aCTOCYBAHHS TePANeBTUYHUX 003 aMJIOOUIIIHY OKPEMO
MaKcuManbHa KoHleHTpalis (C,,,) B 1a3Mi KpoBi JOCSATaeThCA MPOTATOoM 6-12 rogus. Po3paxoBaHa
abcomoTHa 6iomOCTyIHICTE CTAaHOBUTD Bif 64 10 80 %. BxXuBaHHS 1Xi He BI/IXBa€E Ha 0i0JOCTYIIHICTh
aMJIOLUIIIHY.

Po3nodin. O6'eM po3mofiny CTaHOBUTEL NPUOIKU3HO 21 1/KT. YV DoCHigKeHHX aMJIOfUIIIHY in vitro
IOBeNleHoO, IO B MAIli€HTIiB, XBOPUX Ha eCeHIlia/lbHY TinepTeHsiio, npubnau3no 97,5 % UUpPKYII0I0Y0To
mpernapary 3B'sS3y€eThCs 3 OiTKaMu IIa3MH.

BiompaHcgopmauia. Amnoputin inTeHcuBHO (mpubnusuo 90 %) meTabomi3yeThCs B MEUiHIT 0
HEaKTHBHUX MeTaboJiTiB.

BuesedeHHs. BuBemeHHS aMIOOUIIiHY 3 IJIa3Mu ABo(da3He, 3 IepiofoM HaliBBUBeIeHHS IPUOIU3HO
30-50 ropuH. PiBHOBaXKHi piBHI B IJ1a3Mi JOCATAIOTHCS MIiCJIA IOCTIMHOTO BBEIEHHS NIPOTIAroM 7-8
nHiB. 10 % nmoyaTkoBoro amnofguminy i 60 % mMeTabomiTiB aMIOAUIIiHY BUBOASTHCS i3 cedelo.

BaacapmaH.

BcmoxkmyeaHHA. Tlicns npuiioMy npenapaTty BHYTpimHbB0 C, . BajicapTaHy B IJIa3Mi JOCATA€ThCI
npotsirom 2-4 roguH. CepeqHs BenuurHa abCoMIOTHOI 6i000CTYIHOCTI IpemapaTy CTaHOBUTE 23 %.
[xa 3HUKYE €KCI03uIlilo, 5K mokadye AUC (KOHIIeHTpallig B IIJIa3Mi - 4ac), BajicapTaHy IpubIn3HO
Ha

40 %, a C,,,, - Ha 50 %, xo4a yepe3 8 roguH micig 3aCTOCYBaHHS KOHILIEHTpAllisl BajicapTaHy B Ia3Mmi
OJIHAKOBa [JJId I'PyIH, IKa IIpHiiMalia IIpenaparT HaTile, i FPyNy Nalli€HTiB, SKa IpuiMaa npemnapaT
nicns igu. 3HuKeHHS AUC He CYIIPOBOAXKYETHCS KIIHIYHO 3HAYYIIUM 3HUXKEHHSAM TePaleBTUYHOTO
edekTy, TOMy BaJicapTaH MOXHa IIPUUMaTH He3alekKHO Biff IPUUOMY 1XKi.

Po3nooin. PiBHOBaxKHUY 00'eM PO3IOAiNy BajacapTaHy Iic/is BHYTPIIIHLOBEHHOTO BBEIeHHS
CTAHOBUTH NpuONU3HO 17 171, 0 BKa3ye Ha Te, L0 BajicapTaH PO3NOAINIIETLCS B TKAHUHAX
HeiHTeHCHBHO. BancapTan noOpe 3B'si3yeThes 3 Ginmkamu ma3mu (94-97 %), TONIOBHUM YMHOM i3
CUPOBATKOBUM aylbOyMiHOM.

BiompaHcgopmauia. BancapTad 3HaYHOIO MipOI0 He TPaHCHOPMYETHCS, OCKINTBbKY Tinbku 20 % mo3u
IepexoauTh B MeTaboiTh. Y mi1a3Mi B HU3bKUX KoHIeHTpalisx (MenIne 10 % AUC BancapTany)
imeHTH(iKOBAaHUY TigpoKcuMeTaboIiT, IKU € hapMaKOJIOTiYHO HEAaKTUBHUM.

BusedeHHs. [Ing BajicapTaHy XapakKTepHa 0araToeKCloOHeHIlianbHa KiHeTUKa BUBEIeHHS (4ac
HamniBBuBeneHH T,,, < 1 rogunu i T,,, npubnusHo 9 ronguH). BarcapTad BUBOOUTHCS [OJIOBHUM
YUHOM B HE3MiHEHOMY CTaHi 3 KanoM (mpubnu3Ho 83 % mo3u) i ceuero (6mu3bk0 13 % mo3wm). ITicis



BHYTPIIITHEOBEHHOTO BBEIEHHS KITipEHC BaJIcapTaHy B IJIa3Mi CTAHOBUTHL IPUOIU3HO 2 JI/TOf, a HoTo
peHanbHUM KiipeHc - mpubausno 0,62 n/roxn (mpubmusno 30 % 3arambHOTO KitipeHcy). Ilepion
HalliBBUBEJEeHHS BaJcapTaHy - 6 TOOMH.

Basacapman/amaoduniH.

[Ticnsa nepopanbHOro 3acTtocyBaHHsa Exkchopxy C,,, BalicapTaHy i aMIOAUIIHY B IIJ1a3Mi KPOBi
nocsraeThes 3a 3 1 6-8 rogun BignmoBigHO. [IIBUAKICTE i CTymiHb BCMOKTYBaHHS EKCHOpKY
eKBiBaJIeHTHi 0i040CTYIHOCTI BajicapTaHy Ta aMJIOAUIIIHY IIpH iX IpH3Ha4YeHHi IK MOHOIIperaparis.

Oco06nuBi MOMYISIII.

Himu

IaHi mpo hapMakKOKiHETHKY IpenapaTy y AiTed BiICYTHi.
ITauieHmu aimHb020 BiKYy (8iKkoM 8i0 65 pokKiae)

Yac pocaraesHs C,,, aMJIOAUIIIHY B IJ1a3Mi KPOBi MpUOIN3HO OAHAKOBUM Y MAlliEHTiB MOJIOALIOTO
BiKY 1 ITaIli€eHTIB JIITHHOI'O BiKy. Y IAIi€HTIB JIITHHOIO BiKYy KJIIpEHC aMJIOAUIIIHY Ma€ TEHAEHIII0 10
3HUXKEHHS, 1110 IPU3BOAUTH [0 3pocTaHHs AUC i nofoBXKeHHS IepioAy HamiBBuBe#eHHA. CepenHs
cuctemHa AUC BajicapTaHy B 0ci0 niTHbOTO BiKy Ha 70 % BHUIIa, HiXK y IalLliEHTiB MOJIOAIIOTO BiKY,
TOMY HeoOXiTHO JOTpUMYBaTHUCS 06ePeKHOCTI IIPY MiBUIIIEHH] [03M.

Hupxosa HedocmamHicmb.

[MTopymieHHs QYHKIII HUIPOK iCTOTHO He BIJIMBAIOTh Ha (hapMaKOKiHETUKY aMJIOAUIIHY. K i
OUiKyBaJIoCs sl CIIOJTyKX, HUPKOBUH KJTipeHC K01 CTaHOBUTS julie 30 % 3arajapbHOr0 I1JIa3MOBOTO
KJIIpeHCY, KOpeslil MiK CTaHOM (YHKIIil HUPOK i CHCTEMHOI0 eKCIIO3UIII€I0 BajcapTaHy He
Bifi3HA4anocs.

ITopyweHHA pyHKUII neviHKu.

Y nari€eHTiB 3 IeYiHKOBOK HENOCTATHICTI0 3HUXKYETHCS KIIIPEHC aMJIOOUITIHY, 10 IPU3BOOUTE [0
nippuienss AUC npu6nu3no Ha 40-60 %. Y cepenHbOMY Y MALli€HTIB i3 IETKUMU i TOMipHUMU
XPOHIYHMMH 3aXBOPIOBaHHSIMU II€YiHKYM €KCIO3UIlis (BU3Ha4YeHa 3a 3HadeHHAMU AUC) BasicapTaHy B
CcepelHbOMY B[IBiUi ITePEBHUIIYE TaKy Y 3OPOBUX NOOPOBOIIBIIIB (BigibpaHi 3a BikOM, CTATTIO Ta MacoI0
tina). [1alieHTH, IKi MalOTh 3aXBOPIOBaHHSA IEYiHKHU, MOBUHHI OyTH 00epeKHUMHU IIPU 3aCTOCYBaHHI
nmpernapary.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

EceHnmianbHa rinepTeH3is y AOPOCUX MallieHTiB, apTepialbHUAN TUCK SIKUX He PETYII0ETHCS 3a
IOTIOMOT'0I0 MOHOTEpaIil aMIoguIiHoM a0o BajiCapTaHOM.

IIpomunoka3aHHs.

e [limBuIlleHa YYTIMBICTH 10 aKTUBHOI CyOCTaHIIil, MOXimHUX AUTigpomipuauHy a0 mo OyAb-SKOI 3



IOMOMIKHUX PEe4YOBUH IIpemnapary.
TsxKi mopyimenHs: QyHKIil nevinky, 6imiapuuit 1upo3 nevyinku abo xomecras.

CynyTHE 3aCTOCYBaHHS aHTarOHICTIB pelenTopiB aHrioTeH3uHy (APA), BKIl0oUarOyy BajicapTaH,
abo iHribGiTOpiB aHTioTEH3UHIIEPETBOPIOBAIbHOTO pepMeHTy (ATI®) 3 amickipeHoM malfieHTam 3
IIyKpoBuUM [fiabeToM a6o 3 nmopyureHHsAMu QyHKIl HUpoK (IIK® < 60 mr/x8/1,73 ™).

e BariTHicTh Ta myaHyBaHHS BariTHOCTI (OUB. po3[in «3acToCyBaHHS y Iepiof] BariTHOCTI abo
TONYBaHHS IPYLOI0»).

Ts2KKa rinmorensis.

[IIok (BKIIOYar4yu KapAiOreHHUN II0K).

OOGCTpPYKIIisg BUBIHHOTO TPAKTY JIiBOTO IIJTYyHOYKA (HAMPUKJIA[ rineptpodiyHa o6CTPyKTUBHA
Kapgiomionarisi i CTEHO3 aOpTU TAKKOTO CTYIIEHS).
F'emogmHaMiuHO HecTabillbHa ceplieBa HEOCTATHICTE IIiC/Is TOCTPOTro iHpapKTy MioKapaa.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Midcaikapcoki 83aemo0ii

HocnimKeHHS MiXKJTiKapChKUX B3a€MOfiit npenapaTy Excdopxk 3 iHIIKMU NTiKapChbKUMU 3aco0aMu He
IIPOBOJUIIHCE.

Jlikapcuvki 3acobu, npu cynymHbOMY 3dCMOCYBAHHI AKUX CAi0 6YmMu Y8AHCHUMU

IHwi 2inomeH3uBHI npenapamu

YacTo 3acTOCOBYBaHI rimOTEeH3UBHI penapaTy (HanpukiIag anbda-6710KaToOpH, OiypeTUKH) Ta iHi
niKapchKi 3ac00H, SKi MOXKYTh BUKIUKATH MOSIBY TilIOTEH3WBHUX HeOaxKaHUX SIBUI (HAIIPUKIIaL
TPUIMKITIUHI aHTHOENPecanTH, anbda-0710KaTopH, 110 3aCTOCOBYIOTHCS IJIS JIiKyBaHHSA [0OPOSKiCHOI
rineprnasii mepegMixypoBoi 3a71031), MOXKYTb ITOCUJIIOBATH TiIOTEH3UBHY Hil0 KOMOiHaIIil.
B3aemo0ii, nog’si3aHi 3 amsao0uniHom

CynymHe 3acmocy8aHHs He peKkomMeHO008dHe

I'petingppym abo epetingppymosuli cik

He pekoMeHOy€eThCSI 3aCTOCYBaHHS aMJIOUIIIHY i3 TpedndpyToBUM COKOM abo i3 rpeindpyTom,
OCKIiJIbKM ¥ IeIKHX TNallieHTiB 6i00CTYHICTh MoxKe OyTH 30inbieHa, 1110 IpU3Bene OO0 MOCUJIEHHS
rimoTeH3uBHOT0 e(PEKTY Ipemapary.

Jlikapcwki 3acobu, npu cynymHb0MYy 3dCMOCYBAHHI AKUX CAi0 bymu Y8aAHCHUMU

IH2i6imopu CYP3A4

CymyTHE 3aCTOCYBaHHS aMJIOAUIIHY 3 OiNbIN YM MeHIN NOTyxKHUMHU iHribiTopamu CYP3A4
(inribiTopamMu poTea3u, a30JI0BUMH ITPOTUTPUOKOBUMHU, MAKPOJIilaMi, TAKUMHU SIK ePUTPOMIIINH abo
KJIapUTPOMILIMH, BepanaMin abo guiTiazeM) MoxkKe IIPU3BECTU N0 3HAYHOTO IIOCUTIEHHS CUCTEMHOTO
BIIJIUBY aMJIOfuUIIiHy. KmiHiuHi MposBu Takux papMakOKiHETUYHUX 3MiH MOXKYTb OyTH ITOCUTIEHUMHU Y



NallieHTIB IITHHOTO BiKy. MOXKyTb OyTH HeOOXiTHUMY KITiHIYHUIM MOHITOPUHT Ta KOPEKIis [03.

IHoykmopu CYP3A4 (npomucydomHi npenapamu (Hanpukaad kapbamaseniH, peHobapbimai,
(eHimoiH, pocgpeHimoin, npumiooH), pugpamniuuH, 38ipobitl 38uyatiHutl (Hypericum perforatum))

[Tpu cynyTHBROMY 3acTOCyBaHHI BimoMmuXx iHayKTOpiB CYP3A4 KOHIIEHTpALis aMIOAUIIHY B IIJ1a3Mi
MoXKe 3MiHoBaTuCca. OTXKe, CJIi KOHTPOJIIOBAaTU apTepialbHUM TUCK i peryIBaTy JO3yBaHHA Iif yac
i micns cymyTHBOTO 3aCTOCYBaHHS, 0CO0MMBO ¥ pa3i moTyxHuux iHgykTopiB CYP3A4 (Hanpukian
pudamminuny, Hypericum perforatum).

CumsacmamuH

BaraTtopa3oBe 3actocyBanHs 10 Mr ammoguniny 3 80 Mr cuMBaCTaTUHY IPU3BOAUTD [0 36iNbIIEHHS
€KCIIO3UIIil CUMBacTaTUHY Ha 77 % MOPIBHAHO i3 3aCTOCYBaHHSM TiIbKY CUMBACTaTUHY.
PekoMeH0BaHO 3HUKYBATH J000BY 003y CUMBACTaTUHY [0 20 MT s MAIli€HTiB, 1110 3aCTOCOBYIOTh
AMJIOOUIIIH.

LanmpoaseH (iHpy3ii)

Y TBapuMH cIloCTepiranucs eTaabHi BUMTAAKA BEHTPUKYIIPHUX GiOpUsIii Ta KapaioBaCKyISIPHUX
KOJIAIICiB y 3B’SI3KY 3 TilepKaslieMi€ero IIiclisl 3aCTOCyBaHHSA BepallaMily Ta JaHTPOJIEHY
BHYTPIIIHEOBEHHO. Yepe3 pU3UK TinepkasieMii peKOMeHIYEThCS YHUKATU CYIyTHHOT'O 3aCTOCYBaHHS
6710KaTOPiB KabllieBUX KaHAJliB, TAKUX K aMJIOAUIIIH, TallieHTaM, CXAJIbHUM [0 PO3BUTKY 3JI0SIKiCHOI
rineprepmii, Ta Ipu JiKyBaHHI 3/I0SKiCHUX TilePTEPMiid.

JIikapcubki 3acobu, npu cynymHboMYy 3dCMOCYBAHHI AKUX CAi0 bymu Y8aAMCHUMU

THwi

Y xopi KiHIYHUX OOCHiAKeHb aMJIOJUIIiH He BIJIMBaB Ha (h)apMaKOKiHETHUKY aTOPBACTATUHY,
MioOKCUHY, BapdaprHy a00 IIUKIOCIOPUHY.

B3aemo0ii, nog’sa3aHi 3 eaacapmaHom
CynymHe 3acmocy8aHHsA He peKoMeHO0o8aHe
JIimit

[Tpu omHOYACHOMY 3aCTOCYBaHHi miTio 3 iHri6iTopamu ATI® abo aHTaroHiCTaMu PELENTOPiB
aHrioTeH3uHy I, BK/II04al04YX BajicapTaH Bil3Ha4yaocs 000POTHE MigBUIIEHHS CHPOBATKOBUX
KOHIIEHTPALIi} JIiTi0 i 10r0 TOKCUYHOCTI. CyIyTHE 3aCTOCYBaHHS BaJiCapTaHy i JIiTii0 He
PEeKOMeHOYeThCs. AKIO XK 3aCTOCyBaHHS TaKol KoMOiHallil HeoOxifgHe, Cllif peTebHO KOHTPOIIOBATH
piBeHb JIiTiI0 B CUPOBATIi KPOBi. PU3UK MigBUINEHHS TOKCUYHOCTI JIiTil0o MoXkKe OyTU HamaJli
IiABUIIEHUY IPU CYyMiCHOMY 3acToCyBaHHI 3 ExcdopkeM Ta miypeTuKaMu.

Kaniesi 0obasku, kaailizbepizaroui diypemuku, c0a1b08i 3aMiHHUKU, W,0 Micmamb Kaail, abo iHwi
npenapamu, iKi MOXCymb nidsuw,ygamu pieeHb Kaniwo

fAxkmo nmikapceKi 3aco0H, 110 BIIJIMBAIOThL Ha KaJlieBi KaHasy, TpU3HavaloTh y KoMOiHalii 3
BaJICAPTAHOM, CJlif mependadyuTy YacTUi KOHTPOJIb BMICTY KaJIilo y Iia3Mmi.

JIikapcubKi 3acobu, npu cynymHboMYy 3dCMOCYBAHHI AKUX CAIQ bBymu Y8AMCHUMU

Hecmepoioui npomusananavHi npenapamu (HIT3I1), 8 momy uucai ceaekmugHi iHzi6imopu L[OI-2,



auemuJscaniyuaosea Kucaoma (>3 2/0eHb) i HecenekmueHi HIT3IT

[Tpu cynyTHBOMY 3aCTOCyBaHHI aHTaroHictis auriotren3uny I i HIT3IT moxnuBe nocnabieHHS
rinoTeH3uBHOI Ail. TaK0XK CYyIyTHE 3aCTOCYBaHHS aHTAroHicTiB aHrioten3uny II i HII3II moxe
IiABUINYBATU PU3UK IOTipUIEHHS HUPKOBUX (QYHKIIY Ta MiIBUIIEHHS PiBHS Kajlilo B CUPOBATIII KPOBI.
Tomy Ha mo4YaTKy JiKyBaHHSI PEKOMEHIYEThCS KOHTPOJIIOBATY CTaH (PYHKII1 HUPOK, @ TaKOXK
3abe3neyyBaTy HaJleXKHUM piBeHb PiIWHY B OpraHi3Mi maijieHTa.

IH2i6imopu nepeHoCHUKA HaKkonuyeHHs (pupamniyuH, yuka0cnopuH) abo ep10KCHO20 NepeHOCHUKA
(pumoHasip)

PesynbTaTy mocnigxeHsb in vitro 3 TKAHUHOIO NIEYiHKY JIIOOUHY 10Ka3aJjly, 1110 BajiCapTaH €
cyOCcTpaToM Ie4iHKOBOTO nepeHocHUKa HakonudeHHSI OATP1B1 Ta neyiHkoBOro e(oKCHOT0
nepeHocHrka MRP2. CynyTHe 3acTocyBaHHS iHTiOITOPIB IepeHOCHNKA HAaKOMYeHHS (pubaMITinmH,
ITUKJIOCTIOPUH) a00 e(ITI0OKCHOT0 IIEPEeHOCHKKA (PUTOHABIP) MOXKYTb 30ibIITyBaTH CUCTEMHY
€KCIIO3UIIiI0 BajiCapTaHy.

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

Pe3ynbTaTy KIiHIYHUX OOCTigKeHb IT0Ka3aiy, 110 nofsiliHa 6;1o0kaga PAAC npu koMOiHOBaHOMY
3acTocyBaHHi iHTi6iTOpiB AII®, APA 4u anickipeHy IpHU3BOAUTH [0 30ibIIIEHHS YaCTOTA BUHUKHEHHS
TaKUX HeOaXKaHUX SBUII, SIK TiOTeH3is, rimepKamiemis Ta 3HUXKEeHHS QYHKIIII HUPOK (BKIIIOUAIOYH
TOCTPY HUPKOBY HEJIOCTATHICTH), ¥ MOPIiBHSHHI 3 JIIKyBaHHSIM OOHUM JIiKapCHKUM 3ac000M, 110
BruBae Ha PAAC. Tomy cynyTHeE 3acTocyBaHHsS APA - BKTI04alouu BajcapTaH - abo inribitopis ATI®
3 aJTlicKipeHOM IIPOTUIIOKA3aHOo MallieHTaM 3 IyKPOBUM Hia0eToM abo MmopyIneHHIMU PYHKINI HUPOK
(IIK® < 60 mr/xs/1,73 M?).

THwi

[Ipu MOHOTeparIil BaJicapTaHOM He BCTAHOBJIEHI KJTiIHIYHO 3HAUYII JTiIKapChKi B3aEMOZI] 3 TAKUMH
IpernapaTaMyu: DUMEeTUANH, Bapdapul, GypoceMisi, AUTOKCUH, aTEHOJIOJ, iHIOMeTalluH,
rigpoxyopoTia3um, aMIOOUIIiH, TIi0eHKIaMif.

Oco6.1ueocmi 3acmocyeaHHs1.
Besneka Ta e(peKTUBHICTh aMJIOAUIIIHY IIPH JIiKyBaHHI TiePTEH3UBHOTO KPU3y HE BCTaHOBJIEHI.
ITauienmu 3 degiyumom Hampito i/abo 06'eMy LUPKY1H0I0YOT KPOBi.

Y namieHTiB 3 HeyCKIagHEHOI0 apTepianbHoo rineprensieio (0,4 %) cnocTepiranacs HagMipHa
rinoTeHsis npu nikyBaHHI EkchopkeM y paMKax Iamne60-KOHTPOIbOBAaHUX NOCIioKeHb. Y MallieHTiB
3 aKTMBOBAHO PEHiH-aHTiOTEH3WHOBOIO CHCTEMOIO (3i 3HMKEHUM BMICTOM HaTpito i/abo 06'eMoM
IIMPKYJII0I0401 KPOBi Ta ¥ pa3i omepkKaHHSI BUCOKUX 103 OiyPETHKIB), SKi MpUiMaioTh 0JI0KAaTOPHU
peLenTopPiB aHTi0TEH3UHY, MOXKe BUHUKATU CUMIITOMaTHAYHa TinoTeH3is. PeKOMeH0BaHa KOPEKIIis
IIbOT'O CTaHY Iepen 3acTocyBaHHsAM Excdopxky abo peTenbHe MeIUYHE CIIOCTEPEXKEHHS Ha II0YATKY
Teparril.

[Ipy BUHUKHEHHI apTepialbHOl TimoTeH3il Tpyu 3acTocyBaHHI EKCopXKy malieHTa CIif MOKIacTy Ha
CIIMHY i, SIKII0 He0OXiIHO, ITPOBECTH BHYTPIIIHbOBEHHY iHOY3ito (dizionoriynoro po3uuny. Ilicus



crabimizalil apTepianbHOr0 TUCKY MOXKHAa TPOAOBXKUTH JTiKyBaHHS.
I'inepkaniemis.

Cnip 3 06epeXHiCTIO IPOBOAXUTH ONHOYACHE JIiKyBaHHS KalieBUMHU nobOaBKaMu, KanilizbepiraiounmMu
[iypeTrKaMu, COJIbOBUMU 3aMiHHMKAMH, II0 MiCTSTh KaJjlii, abo iHIIMMH IIperapaTaMy, SKi MOXYThb
MigBUITYBAaTH PiBEHb KaJlilo (TellapyH Ta iH.), a TaKOXK HeoOXigHWM YaCTUX KOHTPOIIb BMICTY Kallilo.

CmeHo3 Hupkosoi apmepii.

Excdopx crig 3acTocoByBaTH 3 00€peXkKHICTIO IJIs JTiKyBaHHA TilepTeHs3il y mallieHTiB 3 OMHOOIUHIM
a00 mBOOIYHUM CTEHO30M HUPKOBOI apTepil abo CTeH030M EOUHOI HUPKHU OCKiIbKY PiBHI CEYOBHUHU Ta
KpeaTHHIHY B CUPOBATIi KPOBi MOXKYTh 30i/IbIITyBATUCH.

TpaHcnaaHmauisa HUpPKU.

ocgin 6e3neyHoro 3acTocyBaHHs EKcGhopXKy MallieHTaM 3 HelaBHO IIePEHECEeHOI0 TPaHCIIaHTalli€0
HUDKY BiICYTHiH.

ITopyweHHA QYyHKUII neviHKu.

BancapTtas BUBOOUTHCSA T'OJIOBHUM YMHOM B HE3MIHEHOMY CTaHi 3 2K0BYI0. [lepiof HalliBBUBEIEHHSA
aMJIOOUIIIHY ITOA0BXKY€EThCA Ta MoKa3HUK AUC (KOHIIEHTpAllid B IIJ1a3Mi - Yac) MiABUIIYETHCA Y
MAIiEHTIB 3 MOPYIIEHHSAMH QYHKIII IeYiHKY; peKOMeHOallil 11010 [03yBaHb He BCTAHOBJIEHi.
OcobuBa 00epexkHiCTh HeoOxigHa mpu 3acTocyBaHHI EKchopXKy naiieHTaM 3 nopyueHHaM QyHKIIii
MIEeYiHKHY JIETKOTO ab0 MOMipHOTO CTyIeHs a00 00CTPYKTUBHUMU 3aXBOPIOBAaHHSIMU KOBYHOTO MixXypa.

MakcuMasnbHa peKOMeHIoBaHa [03a [J1s MMallieHTiB 3 TerkuMu abo MOMipHUMHU MOPYILIEHHSIMU
¢byHK1ii meuinku 6e3 xonecrasy cTaHOBUTL 80 MI BajicapTaHy.

ITopyweHHA pyHKUII HUDPOK.

[MarienTaM 3 OPyILIEHHAME QYHKIIIi HUPOK JIETKOT0 ab0 MOMIpHOTO CTYIIEeHS
(IIIK® > 30 mn/x8/1,73 M) KOpeK1isa 1034 He NOTpPiOHa. [Ipx HOMIpHHEX MOPYIIEHHSIX HUPKOBHUX
GyHKIII peKOMEeHAYEThCA KOHTPOJIIOBATH PiBHI KaJlilo i KpeaTUHIHY B KPOBI.

CymyTHE 3aCTOCYBaHHS @HTATrOHICTIB PellenTOpiB aHTi0TeH3UHY, BKII0Ual04Yy BajicapTaH, abo
iHri6iTOpiB aHTiOTEH3UMHIIEPETBOPIOBAILHOTO (hePMEHTY 3 a/TiCKipeHOM MPOTUIIOKAa3aHo MNallieHTaM 3
nopymeHsHaMY GyHKLil Hupok (IIK® < 60 mr/xs/1,73 M°).

ITepguHHull 2inepanb00CMepPOHi3M.

[TamieHTaM 3 IePBUHHUM TillepajibIOCTePOHI3MOM He CJIif IPUUMaTH aHTaroHIiCT aHrioTeH3uHy Il
BaJsiCapTaH, OCKiJIbKY 1X peHiH-aHTiOTeH3WHOBA CUCTEeMa II0pYyIIeHa BHACIigOK OCHOBHOIO
3aXBOPIOBaHHS.

AHeioHespomuyuHull HabpSK.

Ha6psxk KBinke, y ToMy 4ucii HaOpsIK TOPTaHi Ta Ir'OJI0COBOI IIiTMHY, 1[0 MOXKe IIPU3BECTHU 0
0OCTPYKIIil AuxambHUX HUIAXIB i/a00 HaOpsKy o6nuyys, ry6, rI0TKY i/abo si31MKa, CIIocTepirascs y
NallieHTiB, SIKi 3aCTOCOBYBa/IM BajicapTaH. [lesKi 3 WX MallieHTiB Manu B aHaMHe3i Habpsak KBinke
IIPY IPUHOMI iHIIKX IperapaTiB, Y TOMY YUCJI iHTi6iTOPiB aHTi0TEH3WHIIEPETBOPIOBAIEHOTO
depmenTy (AII®). 3actocyBanHg EKcopxkKy Clifl HerallHO IPUINHUTH NIPY BUHUKHEHHI HaOpIKy



KBiHKe; TOBTOPHE 3aCTOCYBaHHS HE PEKOMEHIOBaHE.
Cepuesa HedocmamHicmb/CmaH nicaa nepeHeceHo20 iHpapkmy miokapoa

Bracnigok npurHideHHs peHiH-aHTi0TEeH3WH-aIbI0CTEPOHOBOI CHCTEMH Y UYTIMBUX IAlli€HTIB
MOXKJIMBI IOPYIIeHHS (YHKI[i HUPOK. Y MAIli€HTIB 3 TSIKKOIO CEPIIEBOI0 HEJOCTATHICTIO, ¥ AKUX
GYHKIIII HUPOK MOXYTh 3ajIeKaTH Biff aKTUBHOCTI PEeHiH-aHTi0TEH3WH-aIbI0CTEPOHOBOL CUCTEMH,
3aCTOCYyBaHHS iHTi0iTOPIB aHTiOTEH3MHIIEpeTBOPIOBaIbHOTO hepMeHTy (AIID) i aHTaroHicTiB
PelenTopiB aHTiI0TeH3UHY CIIPUYMHSIIIO PO3BUTOK OJIrypil Ta/abo mporpecyiodoi a3oremil, a Takox (y
piKicHUX BUIAAKax) rOCTPOI HUPKOBOI HENOCTATHOCTI Ta/abo cmepri. [TofiOHi pe3ynbTaT
Bifl3HaYaucCs IIpU 3aCTOCYBaHHi BajicapTaHy. [lallieHTaM i3 cepiieBo HeJoCTaTHICTIO abo micis
nepeHeceHoro iHpapKTy MioKapAa CJIifi OI[iHIOBaTH (PYHKI[iI0 HUPOK.

Y moBrocTpokoBoMy mane60-KOHTponboBaHOMY mociigxkenHi (PRAISE-2) amonuminy B mali€eHTiB i3
CepIIeBOI0 HEMOCTATHICTIO HeileMiuHoro noxomxkeHHs kiacy 111 i IV 3a knacudikaniero NYHA (Hsio-
HMopkceKoi Kapaionoriunoi acomiamnii) mpy 3acToCyBaHHI aMIONHUITIHY YaCTOTa BUMAMKIB PO3BUTKY
HaOPSKY JlereHb Oyja BUILOIO IMOPIiBHSIHO 3 TAKOIO IIPX 3aCTOCYBaHHI mtale0o, omHaK He OyI0 3HaYHOI
Pi3HHUII y ITOSBI YX MOTIipIIEHH] ceplieBOl HeJOCTaTHOCTI. [TallieHTaM i3 3aCTilHOIO CEPLIEBOI0
HEeJOCTaTHICTIO 0JI0KATOPH KaJbI[iEBUX KaHaJIiB, BKJII0UAI0YX aMJIOAUIIIH, C/Iifl 3aCTOCOBYBATH 3
00€epexkKHiCTIO0, OCKIJIbKM BOHM MOXKYTb IigBUIIYBaTH PU3UK CEPIIEBO-CYANHHUX TOLIN Ta JIeTaJIbHUX
BUIIAMKiB.

CmeHo3 aopmu i MimpaﬂbHOZO KaandauHa

4K i pu niKyBaHHI iHIIMMHK Ba3oguIaTaTopaMu, 0COOIMBO 00epeXHUMY ITIOBUHHI OyTH TMaIlieHTH, Y
SIKUX KOHCTATOBAHUY CTEHO3 MIiTPaJIbHOIO KilanaHa abo BUpaXKeHUM CTEHO03 a0OPTH HEBUCOKOTO
CTYIIEHS.

IToositliHa 610Kada peHiH-aHziomeH3uH-a1b0ocmepoHoeoi cucmemu (PAAC)

IcHYIOTD faHi, 0 cymicHe 3acTocyBaHHs iHTiOiTOpiB AII®, APA abo anickipeHy MiiBUILyEe PU3UK
PO3BUTKY TinoTeH3i], rinepkaiiemil Ta 3HWKEHHS QYHKIIII HUPOK (BK/II0YAI0YX FOCTPY HUPKOBY
HEeJoCTaTHICTh). TOMy He peKOMEHMYEThCS TPOBOAUTHU MOABINHY Onokany PAAC mmsaxoM
KoMOiHOBaHOT0 3acTocyBaHHs iHTi6iTOpiB AII®, APA a6o amickipeny.

fko moaBiitHa 6710Kama € abCOMIOTHO HeoOXiMHOIO, 11 CITi MTPOBOOUTH BUKIIIOYHO ITiJ] HATJISIAOM
cIierfiasicTa 3i 3[[iCHEHHSIM 4aCTOTO PEeTENIbHOT0 MOHITOPUHTY (PYHKIIil HUPOK, KOHIIEHTPalil
eJIeKTPOJIITiB Ta apTepianbHOro TUCKY. He crmig cymicHo 3acTocoByBaTH iHTibiTopu AITI® Ta APA
malfieHTaM 3 giabeTUYHOI0 HedpomIaTiero.

He BuBuYanmocs 3acTocyBaHHS npemnapaty Ekchopx y mamieHTaM 3 iHIIKMY 3aXBOPIOBAaHHIMH, KpiM
apTepianpHOI rinepreHaii.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTb

Jlikapcekui 3acib IPOTHUIIOKa3aHO 3aCTOCOBYBATH BariTHUM abo0 XKiHKaM, SKi MIaHyIOTh 3aBariTHITH.
fAkmo mig 4ac JikyBaHHS UM 3aC000M IIiATBEPAXKYETHCS BaTiTHICTD, OTO 3aCTOCYBaHHS HEOOXiIHO
HeralHo NMPUNUHUTY i 3aMiHUTH iHIIKUM JIiIKApCHKUM 3ac000M, JO3BOJIEHUM [I0 3aCTOCYBaHHS
BariTHUM.



IaHi enmigeMiooTiYHUX JOCTiAXKEeHb PU3UKY TePATOTeHHOCTI micys eKcrno3uilil inribitopis ATT®
IIPOTSITOM TIEPIIOr0 TPUMECTPY BaTriTHOCTI He Oy/K MePeKOHIMBUME; ITPOTE HEBEJIUKE 3POCTAHHS
PU3UKY BUKJIIOYaATH HE MOXKHA. X04a [aHi KOHTPOJIbOBaHUX EMifieMiONIOTIYHUX AOCHIAKEHb
aHTaroHicTiB penenrtopiB anrioren3uny II (APAII) BigcyTHi, momiOHUM pU3KUK MOXKe BUHUKATHU MIPU
3aCTOCYBaHHI IIpernapaTiB LbOro Kiacy.

Excrnosunia APAII B ipyroMy i TpeTbOMY TPUMECTPI, K BilOMO, YAHUTH TOKCAYHY [il0 Ha I Y
JIIONVHY (3HUKEHHST HUPKOBOI1 (PyHKIII, omirorifpamMHioH, 3aTpuMKa ocudikaIllil KicTOK yepera) Ta
HOBOHAPOAXKEHOT0 (HUPKOBa HEJOCTATHICTh, apTepiaibHa TiMOTeH3is, TilepKamieMis).

Axmo APAII 3acTOCOBYBaIv IOYUHAKOYU 3 APYTOTr0 TPUMECTPY BariTHOCTI, pEKOMEHAYEThCSA
yNIbTPa3BYKOBE AOCTiAKEeHHS HUPKOBOI (PyHKIIII Ta KiCTOK 4Yepena IJIofa.

HeMmoBnsaTa, MaTepi skux npuiimanu APAII, noBuHHI nepeOyBaTH IIifi peTeIbHUM HaTJISIA0M L[0J0
PO3BUTKY apTepiaibHOI TiMnoTeHa3ii.

[lepion rogyBaHHSA TPYOOI0

AMTOUIIIH BUBOOUTHLCS B IPyAHE MOJIOKO. YacTKa MaTEPUHCHKOI 03U, OTPUMaHOi HEMOBIISM,
OLIIHIOETHCS 3 IHTEPKBAPTUJIBHUM [iana3oHoM 3-7%, MakcumyM 15%. Brnus aMnogumniny Ha
HEMOBJISIT HEBiJOMUM.

OckinbKy iHGOpMallis Mpo 3acTocyBaHHS Mpenapaty Ekcdopx y nepion rogyBaHHs I'PYAMIO BiACYTHS,
IpenapaT He PeKOMEHAYEThCS 3aCTOCOBYBATH B IIepiof rofyBaHHS rpyAaio; 6axkaHo 3aCTOCOBYBaTH
ambTEPHATHBHI IIpenapaTy 3 BUBYeHUM Npodinem 6e3meku, 0CoOIMBO B pa3i romyBaHHS TPYIAI0
HOBOHAPOOXKEHUX a00 HEJOHOIIEHUX IiTeH.

DepTUNLHICTD

Kniniyni gocnifgKeHHS BIJIMBY Ha (PEePTUIBHICTL HE TPOBOTUIIUCS.
Baacapman

BascapTaH He cIpu4uHSB HebaXaHUX peakiliii 3 00Ky pelpooyKTUBHOL CUCTEMH y CaMIliB Ta CaMOK
IIypPiB MpH IIepOpasbHOMY 3aCTOCyBaHHi ¥ mo3ax mo 200 mr/kr Ha moby. [TaHa mo3a y 6 pasiB
TIepeBHIlye MAaKCHMasbHy PEeKOMEHIOBAHY [03y AJIs JIO[UHY y IepepaxyHKy Ha Mr/M’ (y
po3paxyHKax BUKOPUCTOBYBasiacs fo3a 320 Mr Ha 0oy [Jis epopajbHOro MPUHOMY MallieHTOM 3
Macoio Tina 60 Kr).

Amao0uniH

V mesikvx MAIli€HTIB, SKi MPOXOOUIH JIiIKyBaHHS 6710KaTOPAMH Ka/IbIliEBUX KaHaIiB, IIOBiqOMIISITIOCS
PO Bunagku 060poTHUX 6ioxiMiyHUX 3MiH y rojiBKax crnepMaTo30ifiB. KIiHiYHUX OaHUX 3 TPUBOAY
BIIJIUBY aMJIOJHUITIIHY Ha (pepTUIbHICTS HEJOCTAaTHHO. B OMHOMY 3 [OCITifIZKeHb Ha IIypax Oyiu
BUSIBJIEHI HebaxKaHi peakilil 3 60Ky GepTUIbHOCTI CaMIIiB.

30amuicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

Y marnieHTiB, 110 3aCTOCOBYIOTh EKC(HOPK, MOXKEe BUHMKATH 3allaMOPOYEHHS M BimuyTTs cl1aOKOCTI
IIiCJIs IPUMOMY IIpenapaTy, TOMY BOHU IIOBHHHI BpaXxOBYBaTH Iie IIifl YaCc KepyBaHHS



aBTOTPAHCIIOPTOM Ta POOOTH 3 TOTEHININHO HeOe3MeUHNMH MeXaHi3MaMH.

AwmropumiH Moxe cnabko abo MOMipHO BIJIMBATH Ha 3[aTHICTh KEPyBaTHA aBTOTPAHCIOPTOM abo
IpaloBaTy 3 IHIMMMU MeXaHi3MaMu. AKIIO Mali€HTH i Yac 3aCTOCYBaHHS aMJIOOUITIHY Biq4yBalOTh
3arraMOpPOYEeHHS, TOJIOBHUM 0itb, BTOMY a00 HYIOTY, X peakiiis MOoXke IOPYIIyBaTUCS.

Cnocib 3acmocyeaHHsi ma do3u.

[TamienTy, y AKUX apTepialbHUAN TUCK HeageKBaTHO PETYIIIOEThCSA MOHOIIPellapaTaMyi aMJIOAUIIiHY
abo BajcapTaHy, MOXKYyTh OyTU TepeBefieHi Ha KoMOiHOBaHy Tepariio npemnapaToM Ekcdopx.
PekxomeHnpnoBaHa fno3a - 1 TabneTka Ha mo0y. TabneTku Ekchopk MoxKHa IpUUMaTH HE3ATEXKHO Bif
npuiiomy ixi. PekoMennyeTtscsa npuiiMat Ekchopk, 3anuBanydy 10ro HEBEIUKOO KiTbKiCTIO BOOH.

[TarienTiB, sIKi 3aCTOCOBYIOTh BaJICapTaH i aMJIOUIIIH OKpeMO, MOXKHa ImepeBecTu Ha Ekchopxk, AKuit
MICTUTB Ti X caMi D034 KOMIIOHEHTIB.

[Tepen mepexomoM Ha KoMOiHaIl0 GpiKCOBaHMX 103 PEKOMEHAYETHCS iHOUBIAyaIbHUY MiAOip 03K 3
KOMIIOHeHTaMu (To6TO aMJIOAUIIIHY i BajsicapTaHy). Y pa3i KitiHiuHOl He00XiTHOCTI MOXKHa PO3TJITHYTH
MOXKJIUBICTb Oe3mocepeHbol 3aMiHM MOHOTeparii Ha KoMOiHaIliio 3 ¢pikCOBaHUMHU H03aMHU.

MakcumarnbHa go6osa go3a - 1 tabnetka Exchopxky 5 mr/80 mr a6o 1 Tabnetka Excdopxky
5 mMr/160 mr, abo 1 Tabnetka Excdopxky 10 Mr/160 Mr (MakCUMaIbHO JAOIYCTUMIi 1031 KOMIIOHEHTIB
npenaparty - 10 mMr 3a BMicToM amnopuminy, 320 Mr 3a BMiCTOM BajicCapTaHy).

[T03yBaHHA [/1d OKPEMUX I'PVII NAlliEHTIB
ITopyweHHA pyHKUII HUPOK

HeMmae mocTynHUX KIiHIYHUX AaHUX MO0 3aCTOCYBaHHSA MalliEHTaM 3 TAKKUMU [IOPYIIEHHIMU
(GYHKIII HUPOK.

[TamieHTaM 3 mOpYIIeHHSIMHU (YHKIIII HUPOK JIETKOTO a00 MOMIPHOTO CTYIIeHS TSXKKOCTi KOPEKIIist
Mo3u He MoTpiOHA. V MallieHTiB 3 mMOpyIIeHHIMU QYHKIIIi HUPOK TOMiPHOTO CTYTIeHsS PEKOMEHIYEThCS
KOHTPOJIIOBATH PiBHI KaJlito i KpeaTUHIHY B KPOBI.

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

Llykposutl diabem

CynyTHe 3acTtocyBaHHsI Excopxky 3 amickipeHOM IMPOTUIIOKA3aHO MallieHTaM 3 IIyKPOBUM [iabeToM.
ITopyweHHA PYHKUiT neviHKu

[TpenapaT Excdopxk NpoTHUIOKa3aHul NallieHTaM 3 TIKKUMH MTOPYIIeHHIMA QYHKIIII MediHKu.

3 0o6epexkHICTIO iy 3acTocoByBaTH EXCcGopXK mallieHTaM 3 IOPYIIeHHAME QYHKIII IediHKu abo
OOCTPYKTHBHUMU 3aXBOPIOBAHHSAMU KOBYHUX IUIAXIB. [I7151 MAIli€HTIB 3 mOpyIIeHHAMY QYHKIIi1
IeYiHKY JIETKOTO a0 MOMIpHOTo CTyIeHs 0e3 Xx0jIecTa3y MaKCUMaJibHa PeKOMeHI0BaHa [j03a
cTaHOBUTH 80 MI BajicapTaHy.

PexomeHpanii 3 4O3yBaHHS aMIOOUIIHY IS MAI[i€HTIB 3 JIETKUM YU IIOMIPHUM MOPYIIEeHHAM (QYHKIIi1



nediHKY He po3po0neHi. [Ipy mepeBeeHH] TaKUX NallieHTiB 3 apTepialbHOIO TimepTeH3ieo (OuB.
po3min «Iloka3aHHs») i mopymeHHsM QYHKIII neyinky Ha amnopumnid abo Excdopxk HeoOXimHO
IpU3HaYaTy HalMeHIy 3 peKOMeH0BaHUX 103 aMJIOAUIIIHY B MOHOTeparii abo y ckimani
KoMOiHOBaHOI Teparrii.

ITauieHmu aimHb020 BIiKY (8iKoM 8i0 65 pokKiae)
[l NiTHIX DamieHTiB peKOMeHI0BaHi 3BU4alHi J030Bi CXEMU.
Cnip goTpuMyBaTHCs 00€peKHOCTI IPU MiABUIIIeHH] 03U IpenapaTy NallieHTaM JIiTHbOTO BiKYy.

[Tpu mepeBefeHH] TakKuUX MalliEHTIB 3 apTepianbHOIO TinepTeH3ieo (OuB. po3ain «Iloka3aHHI»)
i mopymennsm ¢yHkuil neyinku Ha amnoputnin abo Excdopxk HeoOXimHO TpU3HaYaTH HaMEHIY 3
PEKOMEH[I0OBaHUX 103 aMJIOAUIIIHY B MOHOTeparii abo y ckiani kom6iHoBaHOI Teparrii.

ITediampuyHa nonyaauisa

Besmneka Ta eheKTUBHICTh 3acToCyBaHHS EKchopxky miTsaMm (Bikom mo 18 pokiB) He mocnmimxkeni. [ani
BiCyTHI.

Himu.

HocrnigxeHHs NTiKyBaHHSA IIUM IIpenapaTtoM fiTel (BikoM o 18 pokiB) He npoBogunocs. ToMy mo
oTpuMaHH4 Oinbin moBHOI iHdopMatiii Ekcdopk He peKOMeHAYEThCS 3aCTOCOBYBATH AJIS JIIKyBaHHS
miTen.

Ilepedo3yeanHns.
Cumnmomu

HoTemnep BifcyTHiU focBifg nepeno3yBaHHa Excdopxky. OCHOBHUM CUMITOMOM IIepefo3yBaHHSI
BajicapTaHy, UMOBIPHO, € BUpaXXKeHa apTepiajbHa TiloTeH3is i3 3arraMopoyeHHAM. [Iepeno3yBaHHSA
aMJIO[UIIIHY MOXKe TIPU3BECTU 0 HapoCTal4ol nepudepudHoi Bazogunaraliil i, “MoBipHO, [0
pednekTopHoi Taxikapmil. [ToBigoMIgIM PO 3HaYHY i MOTEHILINHO IIPOJIOHTOBAHY CHCTEMHY
TiMOoTeH3i10, ax [0 IIOKY i IeTalbHOr0 HACIIgKY.

JIikysaHHA

fAKI10 mpemnapar NPUUHSATO HEL[oaBHO, CJIifi BUKJIMKATH 6/10BaHHS a00 IPOMUTH IITyHOK.
BcMOKTYBaHHSI aMJIOAUIIIHY 3HAYHO 3HUXKYETHCSA IIPU 3aCTOCYBaHHI aKTUBOBAHOI'0 BYTIJIIA Bigpa3y X
a00 BIIPOMOBIK [IBOX 'OIUH ITiCJISI TPUHAOMY aMJIOOUIIIHY.

KniniyHo 3Hauylla apTepianbHa TinoTeH3is, cipuunHeHa nepefo3yBaHHaM Exkcdopxy, Bumarae
aKTHBHOI IiATPUMKHU CTaHy CEpIeBO-CYIUHHOI CHCTEMH, BK/II0UAI0YX YaCTUU KOHTPOJIb CEPIEBOI i
[uxanbHOI QYHKIUIN, MifioM KiHI[IBOK, yBaru 1o 00'eMy LIUPKYIII00Y01 PifUHY i ceyoBUNyCKaHHS. 115
BiTHOBJIEHHS CYAVMHHOTO TOHYCY i apTepiaJbHOr0 TUCKY MOXKHA 3aCTOCYBaTH CYAUHO3BYXKYyBaJIbHUI
mpernapar IIpU BiICYTHOCTI IPOTUIIOKa3aHb AJIs KOT0 3aCTOCYBaHHSA. [IpH CTIMKOMY 3HUKEHHI
apTepianbHOrO TUCKY, Ke € HACNIigKOM OJI0Kagyu KajbI[ieBUX KaHaiB, Moxke OyTH OOLiTbHUM
BHYTPIIIHEOBEHHE BBEEHHS KaJIblIil0 IJIFOKOHATY.



BuBepneHHS BajicapTaHy i aMJIOOUIIIHY 3a AOIOMOI0I0 TeMOAiai3y MaJo¥MOBipHO.

ITobiuni peakuii.

Beameka Ekchopxky Oyra oliHeHa y X0Ai 5 KOHTPOIbOBAHUX KIIHIYHUX OOCTiAXKeHb 3a y4acTio 5175
nalienTiB, 2613 3 IKUX OTPUMYBa/IM BajicapTaH y KoMOiHallil 3 ammoguninoM. [To6iuHi peaxkiiii, 1m0
crocTepiranucs Haubinb 4acTo a6o Oyau 3HAUHUMU YU TAKKUMU: Ha30(DapuHTITH, TPHUII,
rinepyyTauBICTh, TOJIOBHUY 0ifib, HEIPUTOMHICTh, OPTOCTATAYHA TiNOTeH3is, HabpsaKy, HaOPSAKU
M’'SIKMX TKQHUH, HaOpsku o0nuyudst, nepudepruydHi HaOpsKy, MiIBUIIeHa BTOMJIIIOBAHICTS,
TIOYEPBOHIHHS 00IMYYSI, aCTEeHisl Ta MPUIIIUBY.

[Tpu o11iHIOBaHHI YaCTOTH BUHMKHEHHS MOOIYHUX peakilili BAKOPUCTAHO TaKi KpUTepii: myxKe 4acTo
(=1/10); gacTo (=1/100, <1/10); HEwyacTo (=1/1000, <1/100); pimko (=1/10 000, <1/1000); myxe
pimKo

(<1/10 000); HEBiZOMO (4acTOTy He MOXKHa OLIIHUTHU 3a HasBHUMU JAaHUMHU).

Knac cuctemu oprasiB ([lobOiuHa peakiis HacToTa

MedDRA Excdopx AMnogumiH  |BancapraH

[HdeKIril Ta iHBa3il HazobapuHrit [HacTo -- --
[pum [YacTo " -

[TopyuieHHS 3 00Ky 3HUKEHHS PiBHS reMoriao0iny |- - HesigoMo

KDOBi Ta TiMpaTAYHOI  [i reMaTOKPUTY

CUCTEMU JTefiKomeHis -- [lyxe pigko |-
HerTpomneHis -~ -- HeBizmoMmo
TpomOoruToneHis, iHKOIN 3 |- [lyxe pigko |Hesigomo
[IyPIYDOIO

[TopyueHHS 3 00Ky [inep4yyTIuBICTh Pinko [Tyxe pinko |He Bigomo

iIMyHHOI CUCTEMU

[TopylweHHS XapyyBaHHAAHOPEKCis HeuacTo -- --

Ta MeTaboni3My CinepkamnbIieMis HeuacTo - -
[inepriikemis -- [lyxe pigko |-
[inepninigeMis Heuacto -- --
[inepypukeMis HeuacTo -- --
[inoKasiemis [HacTo -- --
[inoHaTpieMis HeuacTto -- --

[TopyuieHHS 3 00Ky [lenpecisa -- Heuacto -

TICUXIKW TpuBora Pigko - -
be3COoHHS / po3ajgu CHY -~ HeuacTto --
[lepenagu HaCTPOIO -- HeuacTto --
CIIyTaHIiCTh CBIOMOCTI -- Pigxo --




[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,

Hesidomo

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.

TokcuuHUY enifepManbHUN 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

BHUBYAETHCA.

Hesidomo

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.

1. Hosaprtic ®apma lteiin AT, [lIBeiinapis.

2. Hosapric ®apmacriotuka C.A., [crnaHis.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tisi/IbHOCTI.



1. IHaddxaycepmrpacce, 4332 llreiin, [lIBeliapid.

2. Ponpa me CanTta Mapis 158, 08210 bap6epa nent Bannec, bapcenona, Icnanis.



