Ckian

Oitova peuyosuHa: amiodarone;
1 TabrneTka MicTUTh aMmiomapoHny rigpoxmnopuny 200 Mmr;

OONOMIJCHI peuoB8uHU: KpOxXMallb KYKypPyO3sSHUHW; TaKTo3a, MOHOTiapaT; moBigoH (K
90); marHiio cTeapaT; KpeMHil0 HioOKCHU KOJIOIMHUYM 0e3BOIHUYN; KPOXMallb
pezxXelaTUHI30BaHUM.

JIikapcbKa ¢opMma

TabneTku.

OcHOoBHI (pi3uko-ximiuHi 81acmusocmi: Kpyrii TabmeTKu 6iJ1I0T0 KOJIbOPY 3 PO3HiIbHOIO
PHUCKOIO.

®dapMaKoTepalneBTHYHA rpymna
AnTuaputmiuHi npenapatu Il knacy. Kog ATX C0O1B DO1.
®dapMaKoJI0riuyHi BJIaCTHBOCTI

dapmakoduHamika.

Iliroua pe4yoBHHa IIpernapaTy, aMiofapoH, HaJIeKUTh 0 OCHOBHUX IIPENCTaBHUKIB
knacy III mpoTuapuTMiuHuX 3aco6iB (Kac iHTib6iTOPiB penonspu3laitiii).

ITpomuapummiyHi 8aacmugocmi amio0apoHy.

[TomoBxkeHHs (a3u 3 mOoTeHIllaNy Oil MioKapAa, TOJIOBHUM YWHOM BHACIIILOK
inriOyBaHHS KajieBux KaHaJiB (kiac III 3a knmacudgikailiero Boreu-BinbsamMca).

Y1oBiIbHEHHS CEPLEBOT0 PUTMY 3aBOSKY IPUTHIYEHHIO aBTOMaTU3My CUHYCOBOTO
By3na. Llei edeKT He OIIOKYETHCS aTPOIiHOM.

HekonkypeHTHa anbda- Ta 6eTa-aHTUAAPEHEPTIYHA Mis.

YnoBinbHEHHS CMHOATPIiaIbHOIL, IIepeCcePaHOl Ta BY3JI0BO1 IIPOBIAHOCTI, IKe CTa€
OiyTb1lI BUpaXkeHUM ITPU IPUCKOPEHHI CepIieBOro pUTMY.

BigcyTHicTh 3MiH 3 60Ky BHYTPIITHBOIITYHOUYKOBOI IIPOBiAHOCTI.

30inbIIeHHS peppaKTepHOro Iepiogy Ta 3MeHIIIeHHs 30yQJIMBOCTiI MioKapaa Ha
rnepencepgHOMYy, BY3JI0BOMY Ta IIJIYHOYKOBOMY PiBHSAX.



YnoBinnbHEHHS IIPOBIAHOCTI Ta IOOOBXKEHHSA pepakKTepHUX IIEPIOAIB Y JOOATKOBUX
aTPIOBEHTPUKYIAPHUX IIPOBIOHUX IIJIgXaX.

IHIIi BTaCTUBOCTI aMiogapoHy.

3MeHIIIeHHS CIIOXKWBaHHSA KHCHIO Yepe3 MOMipHe 3MEHIIIeHHS IepuhepuyHoro onopy
CYOUH Ta 3MEeHIIEeHHS YaCTOTH CEePIEBUX CKOPOYEHb.

306inblIeHHsT KOPOHAPHOTO KPOBOTOKY 3aBASKM IPSMil il Ha TTafieHbKi M'sI3U CyIuH
MioKappga Ta IMiATpUMaHHS CeplieBOr0 BUKUAY Ha TJIi 3HUXKEHOT'0 apTepiaJbHOIO0 TUCKY
i mepudepruIHOro OIopy CyAHUH Ta IIPU BiICYTHOCTI HETaTUBHUX iHOTPOITHUX e(EeKTiB.

ByB BUKOHaHUU MeTaaHali3 faHuX 13 IPOCIEKTUBHUX, PAHOOMi30BaHUX,
KOHTPOJIbOBAHUX OOCIIAXKEHb, Y IKUX B35JIM y4acTh 6553 mallieHTH, SKi HEIllogaBHO
nepeHecnu iHpapkT Miokapaa (78 %) abo XpoHiUHY ceplieBy HeJOCTaTHICTh (22 %).

CepenHs TPUBAJICTh CIIOCTEPEXKEHHS 3a IallieHTaMu Oysa B miamas3oHi Big 0,4 go 2,5
pokiB. CepenHst moO6oBa migTpUMylo4da [03a nperapaTy BapitoBaia Big 200 go 400 mr.

lleir meTaaHasIi3 IPOAEMOHCTPYBAB, 110 aMioJgapoOH CTaTUCTUYHO 3HAYYIIO 3HUXKYE
3arajbHy KiIBKICTh JIeTalbHUX BUnagkiB Ha 13 % (95 % MIOI: 0,78-0,99; p = 0,030) Tta
JleTaJIbHUX BUIIAOKiB, CHPUYMHEHUX MOPYIIEHHAMU pUTMYy Ha 29 % (95 % IOI: 0,59-
0,85; p = 0,0003).

[TpoTe 1i pe3ynbTaTH CIIif iHTEPIPEeTYyBaTU 3 00€PEKHICTIO ¥ 3B’ SI3KY 3
reTepOoTeHHICTIO Pi3HUX OOCIiIXKeHb (BiIMiHHOCTI IIOB’sI3aHi TOJIOBHUM YMHOM i3
BKJIIOYUEHUMHU y OOCIIIOXKEeHHS IIONYIIALisIMY, TPUBAJIICTIO IIePiofy CIIOCTEPEeXKEeHHA 3a
namieHTaMy, BUKOPUCTAHOI0 METOOJIOTI€I0 Ta pe3yibTaTaMU OOCIiOKEHb).

BigcoTok maliieHTiB, y sKux Oyja 3acTOCOBaHa BigMiHa IIpemnaparTy, B IPyIli IPpUHUOMY
amiomapony OyB Buiuti (41 %), HixK y rpymi miamne6o (27 %).

Y 7 % mnanieHTiB, AKi IpuUMalIy aMiogapoH, PO3BUHYBCS TiIOTUPE03, HOPIBHAHO 3 1 %
y rpymi nnane6o. I'ineptupeos O0yB miarHocToBaHuM y 1,4 % mallieHTiB TPyIIu IIPUNOMY
amiogapoHy nopiBHsiHO 3 0,5 % y rpymni maaie6o.

IHTepcTHUIliiHA THEBMOMaTid po3BuHynacsa y 1,6 % malieHTiB rpynu IpUuruomMy
amiogapoHy nopiBHsSHO 3 0,5 % y rpyni miaie0o.

[TegiaTpyu4Ha NOMYJISINisA.

Cepeq fOiTer He IPOBOOUIIOCH JKOOHUX KOHTPOJIbOBAHUX KIIIHIYHUX OOCIIiAXKEeHb. 3a
OaHUMHU JIiTepaTypu Oe3meKa 3aCTOCYyBaHHS aMioapoHy AociimKyBasacs cepen 1118
OiTeu i3 pi3HUMMU THUIIAaMHU apPUTMIl.



Y pamMKax KJIiHIYHUX OOCIiAXKEeHb Cepeq OiTel 3aCTOCOBYBaslu TakKi 0O3yBaHHSA
pernapary:

e HaBaHTaXyBajibHa mo3a: 10-20 Mr/kr/mo6y BrpomoBxk 7-10 guiB (To6T0 500 MF/M2
/mo0y B IepepaxyBaHHI Ha MJIOIIY ITOBEPXHi Tisna);

e iATPUMYyIOYa A03a: MiHiManbHa edpeKTHUBHA [03a; Ha MifcTaBi iHOUBiAyaTbHOL
BiZITIOBiAi BOHa MOXKe KOJIMBATUCh y MexKaX Bim 5 go 10 mr/kr/moby (To6TO
250 M1"/M2/JI06y B IIepepaxyBaHHI Ha MJIOIILY ITOBEPXHIi Tifa).

dapmakokiHemukKa.

AwmiofgapoH — CIIOJIyKa, OJis KOl BIIACTHBI ITOBiJIbHE TPAaHCIIOPTYBaHHS Ta BUCOKA
TKaHUHHA aiHHICTb.

Horo 0i0OCTYIIHICTh IPHU ITePOpPaIbHOMY IPUUOMIi 3a/1e2KHO Bifl iIHOMBiAyaTbHUX
ocobmuBocTeM nauienTa moxke O0yTu Bifg 30 % mo 80 % (y cepemubomy - 50 %). [Ticns
OOHOPAa30BOT0 IIPUIOMY [03U IpenapaTy MaKCHMallbHi KOHIIEHTpaIlil y IJIa3Mi KPOBi
OOCATAITHCS MPOTATOM 3-7 TOOWH.

TepamneBTHYHA aKTUBHICTh IPOSIBASETHCSA B CEPEIHBOMY IIPOTSATOM OOHOTO TUXKHSA
MIPUKMOMY aMiomapoHy (Bif KiJIbKOX OHIB 40 OBOX TUZXKHIB).

Ilepion HamiBBUBEOEHHS aMiogapoOHy TPUBAJIUU Ta XapaKTEePU3yETHCS 3HAaYHOIO
MiXiHOUBimyanbHOIO BapiabenbHicTiO (Bim 20 go 100 guiB). ITig wac mepmiux gHiB
JIIKyBaHHSA ITpenapaT KyMYyJTIOEThCSA ¥ OiNIbIIIOCTI TKaHUH OpTraHi3My, 0COOJIMBO Y
JKUPOBIiM TKaHMWHI. EniMiHalliss pO3IIOYHMHAETHCS Yepe3 KijlbKa OHIB, 1 CIIiBBIOHOIIIEHHS
HaOXOMXKEeHHS/BUBENEHHS MpelapaTy OOCSaTa€ piBHOBAru IIPOTSATOM OOHOTO abo
KIJIbKOX MICSIIB, 3aJIe2KHO Bif Ialll€eHTa.

Taki xapakKTepuUCTUKH OOT'PYHTOBYIOTh 3aCTOCYBaHHS HaBaHTaXKyBaJIbHUX 03 IJIs
IIIBUIKOTO IOCSATHEHHS PiBHS 3aXOIJIeHHS IIpenapaTy TKaHuHaMU, HeOOXigHOTr o IJist
MIPOSIBYy MOTO TePaIleBTUYHOl aKTUBHOCTI.

YacTuHa MOy BigOisIS€ThCS Bif CIIOJIyKM Ta BUBOOJUTHCS i3 Ce4el0 y BUTISALNL MOOULY;
IIPY 3aCTOCyBaHHiI aMiomapoHy B mo6oBii mo3i 200 Mr BuBegeHHSs MOOy CTaHOBUTD 6
Mr/24 roguHu. Pelita cnonyk#u i, BignmoBigHo, OifbIlla YaCTHUHA MUOOY €KCKPETYETHCS 3
KaJIOM MiCJId IIe4YiHKOBOTO TPaHCIOPTY.

OCKIinBKY i3 ceudelo eJliMiHYyeThCS He3Ha4YHa KiJIbKICTh IIpelnapary, naliesTam i3
HUPKOBOI HELOCTATHICTIO MOXXHa 3aCTOCOBYBaTU 3BUYalHi O3U.

[Ticnsa BimMiHM mIpemapaTy MOTO0 eJliMiHallisl IPOJOBXKYETHCA NPOTATOM KiJTbKOX
MicaniB. Crifg 3a3Ha4uTH, 110 3aJIMIIKOBa aKTUBHICTE IIpernapaTy MOXKe BUSIBISATUCS
IPOTATroM Ilepiony 4dacy Bixg 10 gHiB mo 1 micsaud.



AmiogapoH roJIOBHUM YMHOM MeTalbo0s1i3yeThcs 3a y4acTio nmutToxpomy CYPP4503A4, a
TAaKOXK 3a ydacTio nutoxpomy CYP2C8. AmiomapoH Ta #oro meTaboJIiT,
me3eTuaMiomapoH, B YMOBaxX in Vvitro € MOTEHIIIMHUMHY iHTiOiTOpaMu IIMTOXPOMiB
CYP1A1, CYP1A2, CYP2C9, CYP2C19, CYP2D6, CYP3A4, CYP2A6, CYP2B6 Ta
CYP2C8. AmiomapoH Ta me3eTuraMiofapoH MOXKYTh TaKOXK iHTiOyBaTu (QyHKITifO
TPaAHCHOPTHUX OiNKiB, TaKUX SIK P-TJIiKonpoTeiH Ta opraHiyHUM KaTiOHHUN
TpaHcmopTep 2-ro tuny (OCT2). Pe3ynbTaTy OOHOTO OOCITiAXKEHHS CBig4YaTh IPO
30inbIeHHsT KOHIIeHTpallil KpeaTuHiny Ha 1,1 % (cybctpat OCT2).

IaHi gocnmim»KeHb in vivo cBiguaTh IIPO B3AaEMO/IiI0 MiXK aMiolapoHOM Ta cyOCTpaTaMu
CYP3A4, CYP2C9, CYP2D6 Ta P-rmikonmpoTeiny.

[legiaTpy4yHa OMYJISLIiS.

Cepepn giTel He IPOBOAUIIOCH KOOHUX KOHTPOJILOBAHUX KJTIHIYHUX OOCIIiOXKEHb.
HasaBHi oOMexXkeHi maHi He cBimyaTh IIPO BiIMiHHICTh Yy (papMaKOKiHETUYHUX
nmapaMeTpax MiXK OOPOCJIMMU Ta OiTbMU.

ITaHi OOKITIHIYHUX OOCIHIiI>KEeHb.

PesynbTaTé 2-piyHOrO OOCHIAXKEHHS KaHILIEPOTeHHOCTI ¥ TBApUH IIOKa3ally, 110
aMiomapoH MPU3BOAUTH OO 30iMbIIeHH KiTbKOCTi QOIKYIAPHUX IMyXIUH ITUTOBUIHOL
3a03u (afmeHoM i/abo KapIimHOM) YV TBapuH 000X CTaTel IIPH KIIIHIYHO 3HAUYIINUX
€KCIO3UIIisX.

OCKiNnbKYM pe3ynabTaTH OOCIiAXKEeHHS MyTareHHOCTi Oyl HeraTUBHUMH, PO3BUTOK
IIbOTO TUITY IYXJIMH IIOSICHIOETHCS IIBUMIIE €IIIr€eHeTUYHUM, a He TEHOTOKCUYHUM
MeXaHi3MOM.

Pe3ynbTaTué mocnigKeHb Ha TBApUHAaX He CBigYaTh MPO PO3BUTOK OyOb-TKUX
KapIWHOM, IIPOTe Bif3Hadajach Ho303ajiexkHa (POoJIiKynsapHa rinepia3lis IUTOBUOHOL
3ano3u. [laHi edeKTH Ha NIUTONOAIOHY 3a/103y Y TBapUH, MOXKJIUBO, OyJIM 3yMOBJIEHI
BIIMBOM aMiOlapoOHy Ha CUHTe3 i/ab0 BUBINbHEHHS TUPEOIOHUX rOpMOHiB. 11i maHi
MaITh HU3bKY 3HAUYYILIICTh OJI1 3aCTOCYBaHHS IIpenapary y JIIofOen.

IToxa3aHHSA

[TpodimakTKa peruonBiB:

e IIJIYHOYKOBOI Taxikapil, sKa CTAHOBUTH 3aTrpo3y [OJIs XKUTTS XBOPOTo (JIiKyBaHHS
CJIif TTOYMHATU B YyMOBax CTalliOHapy IIPY HassBHOCTI IIOCTIMHOTO KOHTPOJIIO 3a
CTaQHOM IIalli€HTa);

e CUMIITOMATUYHOI IIJIYyHOYKOBOI TaxiKapmil (JOKyMeHTaIbHO ITiATBEPOXKEHO1), IKa
IPU3BOOUTH [0 Hempale3gaTHOCTI;



e CYIIPaBEHTPHUKYJISIPHOI TaxikKapfil (HOKyMeHTa/JIbHO IMiATBEPAXKEHOI), 1110 ITOTPedye
JIIKyBaHHS, Ta Yy TUX BUNAIKaX, KOJIU iHII 3aco0u He BUSBIISAIOTh TEPA€BTUYHOIO
edekTy abo mpoTUNIOKa3aHi;

e (hiOpHUISAIIil HITYHOYKIB.

JIikyBaHHS CyIIpaBEeHTPHUKYJIIPHOI TaXiKapmil: yIIoBiIbHEHHS a00 3MEeHIIIeHHS
di6punsiii abo TPimoOTiHHS ITepencepb.

[mmemiyHa xBopoOa ceplid Ta/abo mopyueHHsa QyHKIIil TiBOro IIIyHOYKa (OUB. PO3Mimn
«®apMaKoOuHaAMIiKa»).

IIporunnoka3aHHs

Bigoma migBuIilieHa 4y TIMBICTH OO MOMY, aMiogapoHy abo [0 iHIIMX KOMIIOHEHTIB
npermnapary.

CunycoBa Opagukapisi, CHHoaTpianbHa OJI0Kama ceplls, 3a BUHSITKOM BUITAIKIiB
HasBHOCTI IMIIJITAaHTOBAHOT' O KapHAiOCTUMYJIITOpPA.

CunHapoM cinabKOCTi CHHYCOBOTO By3Jj1a (PU3UK 3YIUHKN CUHYCOBOTO By3Jjia), 3a
BUHSITKOM BUIIaJKiB HasIBHOCTI iMIIJTaHTOBAHOTO KapAiOCTUMYJIATOPA.

TsKKi MOPYIIEeHHS aTPiOBEHTPUKYIISIPHOI IIPOBIAHOCTI, 3a BUHSITKOM BHUIIAIKiB
HasABHOCTI IMIIJITaHTOBAHOT O KapAiOCTUMYJISITOpPA.

lNmepTupeos.

OpHOo4YacHe 3aCTOCyBaHHS 3 IpernapaTaMy, 3TaTHUMU BUKJIMKaTHU IIapPOKCU3MaJIbHY
IIJIYHOYKOBY TaxikKapgito tuny torsades de pointes (3a BUHSATKOM IIPOTHUIIapa3uTapHUX
3aco0iB, HEMPOJIENITUKIB Ta METAA0HY):

aHTHApPUTMIiYHi 3acobu la kKmacy (XiHigwH, rigpoxiHiguH, OU3oIipamin);
aHTHapuTMiuHi 3acobu III kimacy (cotamon, godbeTunin, iOyTumin);

iHIIi MiKapchKi 3aco0u, TakKi SIK CIIOIYKW MUII IKYy, OEIIPUONII, IIU3allpu, [IUTaaolpam,
ecouTanonpam, nudemMaHin, golaceTPOH B/B, JOMIIEPUOOH, OPOHEOAPOH, EPUTPOMIIINH
B/B, TeBoGIOKCAIIUH, MeXiTa3uH, Mi30JIaCTHH, BiHKaMiH B/B, MOKCU(IIOKCAIINH,
MIPyKaJoIIpu, CIlipaMilluH B/B, TopeMideH, BiHKaMiH B/B (OuB. po3Oin «B3aemomis 3
IHIMMMU JTiKapChbKUMHU 3aco0aMu Ta iHIIN BUOU B3a€EMOIIl»).

OnmHOYacHe 3aCTOCYBaHHS 3 TelanpeBipoM, KOOiIuCTaToOM.

IT Ta III TpuMecCcTpU BariTHOCTI.



[lepionm rogyBaHHS I'PYAOIO.
B3aemonisi 3 iHIIMMH JTiKapChbKHMH 3aC00aMu

AHmuapummiuHi 3acobu.

barato anTuapuTMiuHMX 3ac00iB IPUTHIYYIOTh CEPIIEBUM aBTOMAaTHU3M, IPOBIOHICTh Ta
CKOPOTJIUBICTh MioKappa.

OmHOYacHe 3aCTOCYBaHHSI aHTHAPUTMIiYHUX 3aco0iB, IKi HalexkKaTh 10 Pi3HUX KJIACiB,
MOzKe OyTU KOPUCHUM, ajle HaldacTille JIiKyBaHHS TaKOi0 KOMOiHalli€lo moTpebdye
PETENBHOT0 KJIIHIYHOTrO MOHITOPUHTY Ta MOHITOpuHTY EKI'. OmHO4YacHe 3aCTOCyBaHHSA
aHTHMapUTMiYHUX 3ac00iB, SKi MOXKYTh iHOIYKyBaTH BUHHKHEHHS ITapOKCHU3MallbHOl
IITYHOYKOBOI TaxiKapmil Tuny torsades de pointes (Takux K aMiojapoH, AU30IipaMif,
XiHIIWHOBI CIIOJIyKH, COTAJIOJN Ta iHIIi), IPOTUIIOKa3aHe.

OpmHouYacHe 3aCTOCYBaHHS aHTHAPUTMiUYHUX 3ac00iB OQHOIO i TOTO XK KJjlacy He
PEKOMeH0BaHe, OKPiM BUHSITKOBUX BUNAIKiB, OCKiJIbKU TaKe JIiKyBaHHS 30i/IbIIyE
PU3UK BUHUKHEHHS KapaialbHUX ITOOIYHUX e(eKTiB.

OpmHO4YacHe 3aCTOCYBaHHS aMiofjapoHy 3 JIiKapChbKUMM 3aco0aMu, sIKi YUHATH
HeraTHUBHY iHOTPOIIHY [ito, cripusie OpaguKapmil Ta/ab0 yIIOBiIbHIOE
aTPiOBEHTPUKYJIIPHY IPOBiAHICTH, TOMY NIOTPEOY€E PETENBHOTO KIiHIYHOT O
MOHITOPUHTY Ta MOHITOpUHTY EKT'.

3acobu, w,o Moxcyms iHOyKysamu po38uUmMoK NapoKCu3MaabHOI WAYHOYK08O1
maxikapdii muny torsades de pointes.

Llg cepiio3Ha apuTMisi Moxke OyTH iHOyKOBaHa OesIKMMMU JIiKapChbKMMU 3acob0aMiy,
He3aJIeXkKHO BiJl TOT0, Y¥ HajlexXaTh BOHU [0 aHTHAPUTMIYHUX IIpellapaTiB, Yu Hi.
CupusitTnuBuMU aKTOpaMHU € rinokasieMist (QuB. migpo3nin «3acobwu, 1110 3HUKYIOTh
BMIiCT Kasito»), Opagukapmisa (ous. mimpo3min «3acobu, 1110 YIIOBiIbHIOIOTh CEPIIeBUM
puTM») ab0 Bpo[aKeHe 41 HaOyTe MOoIepeaHbo iCHyloUe MoaoBxKeHHs iHTepBany QT.

ITo mikapchKuX 3aco0iB, IKi MOXKYTh 00yMOBIIIOBAaTH PO3BUTOK ITapPOKCHU3MaIbHOI
IIJTYHOYKOBOI TaxikKapmil Tuny torsades de pointes, HanexaTb, 30KpeMa,
aHTHapUTMiuHi npenapaty la i III ky1aciB Ta gesiki HeuponenTuku. [ gojraceTpoHy,
€PUTPOMILIUHY, CIIipaMilliHy Ta BiHKaMiHy TaKa B3a€MO[isd BUHUKAE TiJIbKU IIPU
3aCTOCyBaHHI JIiIKapChKUX (HOPM OJIs1 BHYTPIIITHEOBEHHOT O BBEIEHHSI.

OmHoO4YacHe 3aCTOCYBAHHS IBOX JIiIKapChKUX 3aC00iB, KOXKEH 3 SIKUX € IpeIrapaToM, IIIo
crpusie BAHUKHEHHIO torsades de pointes, 3a3BU4al IPOTUIIOKa3aHe.



[TpoTe MeTagmoH, MpoTUNapa3uTapHi npenapatu (ragodaHTpUH, TIOMepaHTPUH,
MMeHTaMiuH) Ta HEUPOJIENITUKY, 3aCTOCYBaHHS SKUX BBasKa€ThCsA abOCOJIIOTHO
HeoOXimHUM, He IPOTUIIOKa3aHi, ajle He peKOMEHIOYIOThCS A0 3aCTOCyBaHHA
OOHOYACHO 3 iHIIIMMU JIiIKapChbKUMU 3acob0amMu, 10 CIIPUSIOTh BUHUKHEHHIO torsades de
pointes.

3acobu, w0 ynoeginbHIOHMb cepueasull pumm.

BaraTto nikapchkux 3aco0iB MOXKYyTh 00yMOBJTIOBAaTH OpafuKapmiio, 30KpemMa
aHTHApPUTMIi4Hi mpenapaTtu la Kiacy, 6eTa-6/10KaTOPH, OesKi aHTUAPUTMIidHi
npenapatu III Knacy, gesiki 6;il0KaTopu KasblliEeBUX KaHalliB, IpenapaTyd HallepPCTSIHKY,
MiJIOKapPIIiH Ta aHTUXOJIIHEeCTepa3Hi penaparTu.

EdexTn amiomapoHy Ha iHIIi JTiKapchKi 3aco0u.

AwmiopapoH i/abo 1ioro MmetaboiiT, ge3eTtunamiogapoH, inrioyrors CYP1A1, CYP1A2,
CYP3A4, CYP2C9, CYP2D6 Ta P-rnikompoTeiH Ta MOXKYTb 30iIbIITyBaTH €KCIIO3HUIIiI0
ixHix cyOcTpaTiB. BpaxoByiouu OOBTY TPUBaIiCTh eheKTy aMiogapoHy, TaKi B3aeMofil
MOXKYTb CIIOCTEPIraTUCA BIPOMAOBXK KIJIBKOX MICALIB ITIC/IA IPUIIMHEHHS JIIKyBaHHSI
aMiomapoOHOM.

EdekTu iHIIMX TiKapchKuX 3aco0iB Ha aMioapoH.

[uribiTopu CYP3A4 ta CYP2CS8 noTeHUiHO MOXKYTh IIPUTHIUyBaTU MeTab0J1i3M
aMiomapoHy i, TaKUM YMHOM, 30i/IbIITyBaTH MOT0 €KCIIO3ULIiO.

[uri6iTopu CYP3A4 (Hanmpukiam, rpedndpyToBul CikK Ta OesKi JTiKapchKi 3acobu)
3a3BMYayr He 3aCTOCOBYIOTH Mi[] Yac JIIKyBaHHS aMiOogapOHOM.

IMpoTunoka3aHi KoMOiHaIil (OuB. po3min «ITPOTHUIIOKA3aHHSI»).

JIikapchbKi 3acobu, sIKi MOXKYTh iIHIYKYBaTU BUHUKHEHHS ITAapPOKCU3MaJIbHOI
IIJTYyHOYKOBO1 Taxikapphil Tumy torsades de pointes (3a BUHATKOM IIPOTUIIapa3uTapHUX
IpernapariB, HEUPOJIEIITUKIB Ta MEeTaOoOHY; OUB. Higpo3ain «He pekoMeHOOBaHI
KOMOiHaIIii»):

e aHTUAPHUTMIiUHI 3acobu Ia Knacy (xiHiOuH, 2i0poxiHiOuH, du3onipamio);

e aHTHMapuTMiuHi 3acobu III kmacy (dopemusio, ibymuaio, comanon);

e iHIITI JTiKaApPCBHKi 3acobu (cnoayku muw’saky, 6enpudus, yusanpud, Lumasaonpam,
ecuumanaonpam, ougpemaHisa, 0oaacempoH 8/8, domnepudoH, OPOHEeOAapoH,
epumpomMiuuH 8/8, 1e80(10KCAUUH, MeXima3uH, Mi30/1ACMUH, BIHKAMIH 8/8,
MoOKcugroKkcauuH, npykaaonpud, cnipamiyuH e/8, mopemigeH).

30inbIlIeHHS PU3UKY PO3BUTKY IITYHOYKOBUX apUTMil, 0cOONMUBO torsades de pointes.



Tenanpesip. Po3snagu aBTOMaTu3My Ta OIPOBIAHOCTI KapOiOMIiOIIUTIB i3 pU3UKOM
BUHUKHEHHS HagMipHOl Opagukapmii

Kobiyucmam. € pu3uk 30iIbIIeHHS YaCTOTH aMiomapOHiHOYKOBaHUX ITOOIYHUX
e(dekTiB BHACIiOK 3HUXKEHHSA MeTaboIi3My.

He pexomeHOoBaHi KoM0OiHalril (muB. po3aisn «Oco0IMBOCTI 3aCTOCYBAHHSI»).

Cogpocbyeip. OmHOYacHe 3aCTOCYBaHHS aMiogapoHy 3 JIiKapChbKUMH 3aco0aMu, SKi
MiCTSATH cOpoCcOyBip, MOKe CIPUUYUHUTHU TAKKY CUMIITOMAaTUYHY Opamukapmito. Crig
3aCTOCOBYBAaTH JIMIIIE y Pa3i BIACYTHOCTI aJlbTEPHATUBHUX METOMIB JIIKyBaHHS.
PeTenpHNY MOHITOPHUHT PEKOMEHOOBAHUU IIPU OOHOYACHOMY 3aCTOCYBaHHI IIUX
JIiKapchbKux 3aco0iB (guB. po3ain «OcoOIUBOCTiI 3aCTOCYBaHHS»).

Cybcmpamu CYP3A4. AmiomapoH € inri6itopom CYP3A4 Ta migBulllye KOHIIEHTpPAIIii
cyoctpatiB CYP3A4 y nna3Mi KpoBi, 10 TPU3BOAUTH 10 MOTEHIIMHOT0 30iTbIIIeHHS
TOKCUYHOCTI IIUX CyOCTpaTiB.

LlukaocnopuH. 30iNbIIIeHHS IJTa3MOBUX KOHIIEHTPALIiM ITUKIIOCIIOPUHY Yepe3
3HUKEHHS 1oro MeTabo0J1iaMy B MediHIli, i3 pU3UKOM MPOsSiBY HEPPOTOKCUYHUX
edeKTiB.

ITig yac niKyBaHHSA aMiOgapOHOM CJIiZl IPOBOOUTH KIJIBKiICHE BU3HaYE€HHA
KOHIIeHTpallil IUKJIOCIIOPUHY B IIJIa3Mi KPOBi, MOHITOpyBaHHS HMPKOBO1 (QYHKIIil Ta
KOPUTYBaHHS OO3U LIUKJIOCIIOPUHY.

Huamiazem 015 iH e€Kyil. PU3UK PO3BUTKY OpafuKapil Ta aTpioBEeHTPUKYIIIPHOI
OJIoKamu.

Axkio 3acTocyBaHHS 1€l KOMOiHallil YHUKHYTH He MOXKHa, CJIif 3OiCHIOBAaTHU
peTeNnbHUM KITiHIiYHUY Harnsag Ta 6e3nepepBHuM MoHiTOpuHT EKT.

®@iH201imM00. TloTeHIIiIOBaHHS iHOYKOBaHUX OpaguKkapaieio epeKTiB, MOKIIMBO, 3
jleTaabHUM HaciaigkoM. Oco6JIMBO 1le aKTyanabHO It 6eTa-6710KaTOPiB, SAKi iHTiOYIOTh
MeXaHi3MU aJipeHepriuHol KoMreHcaliii. [Ticiis 3acTocyBaHHS MEPIOl M03U IIpernapary
TIOBUHEH 3OiMCHIOBATHCS KITIHIYHUY HATA Ta 0e3nepepBHuil MoHiTOpuHTr EKT
BIIPOOOBXK 24 rOOuH.

Bepanamin 015 iH’ ekuit. Pu3uK po3BUTKY OpaguKapmil Ta aTpioBEeHTPUKYJIIAIPHOL
O0710Kanm.

Ao 3acTocyBaHHA i€l KoMOiHallil yHUKHYTU He MOXKHa, He0OXimHO 3[iliCHIOBAaTU
peTenbHUM KITiHIYHUY Harnasan Ta 6e3mepepBHe MOHiTOpyBaHHS EKT.



[IpoTunapasuTapHi IpenapaTty, IKi MOXYTh iHOyKyBaTu torsades de pointes
(2eanopparHmput, aromepaHmpuH, neHmamiouH). 30iIbIIeHHST PU3UKY PO3BUTKY
IIJTYHOYKOBUX apUTMil, 0co0IuBO torsades de pointes. fAKI10 MOXKJIUBO, CJIifT
BiIMIiHHUTHM OOUH i3 OBOX ITpellapaTiB. fAKIIO 3aCTOCYBaHHS IIiel KOMOiHallil YHUKHYTHU He
MO2KHa, He0oOXigHO BUKOHATH ITONepenaHIo olliHKy iHTepBany QT Tta moHiTopuHr EKT'.

HeuiponenTuky, siKi MOXKYTh IHOYKYBaTHU IIapPOKCU3MaJIbHY LIJIYHOUYKOBY TaXiKapaito
TUILy torsades de pointes (amicyabnpud, XxA10pNPOMA3UH, uiamemasuH, dponepudoa,
¢daynenmukcon, paypeHasuH, 2aaonepudos, 1€80MenpomMa3uH, nimo3uo,
ninamnepoH, ninomia3uH, cepmuHOo0/, cyabnipud, cyibmonpuod, mianpuo,
3yK/i0neHmukco). 30iJIbIIIeHHS PU3UKY PO3BUTKY HIJIYHOYKOBUX apUTMili, 0COOIIUBO
torsades de pointes.

MemadoH. 36inbllIeHHsST PU3UKY PO3BUTKY IIJIYHOYKOBUX apUTMiil, ocoOnuBo torsades
de pointes.

®mopxiHO/A0HU, 3a BUHATKOM JIEBO(JIOKCAIUHY Ta MOKCU(IIOKCAIIMHY (IPOTUIIOKa3aHi
KoMOiHa1ril). 30inbIIeHHST PU3UKY PO3BUTKY IIJIYHOUYKOBUX apUTMil, 0COOIMBO
torsades de pointes.

Cmumyatroroui nocaabarorodi 3acobu. TTinBuilieHUH pU3UK BUHUKHEHHS IIITYHOYKOBUX
apuTMil, 0cOOIMBO MIJTYHOYKOBOI Taxikapii torsades de pointes (mpu boMy
MIPOBOKYIOYMM (paKTOPOM BHUCTYIIA€ rinokamniemis). [lepen 3acTocyBaHHSM IIpenapaTy
MMOTPiOHO MPOBECTHU KOPEKIIiI0 Oyab-sIKOl rimokasieMii Ta 30ifiCHIOBAT! MOHiITOPUHT
EKI' Ta KITiHIYHUY HATJIS0 pa30M i3 KOHTPOJIEM PiBHIB €1€KTPOIIITIB.

didakcomiyuH. [TigBullleHHS KOHIIeHTpallil pimfakcoMillmHy B IIJ1a3Mi KPOBI.

KombiHalrii, siki BUMaralmTh 3alI00i2KHUX 3aX0OiB IPHU 3aCTOCYBAHHI.

Cybcmpamu P-2aikonpomeiny. AMiogapoH € iHribitopom P-riikomporeiny.
OuikyeThCs, 110 ITPU OMHOYACHOMY 3aCTOCYBaHHI i3 cyOcTpaTtamMu P-riikompoTeiny
Oyme 30inmbIIyBaTHCS 1IX KOHIIEHTpPAIlis Y IIJ1a3Mi KPOBi.

IIpenapamu HanepcmsHKu. [IpurHidyeHHs aBTOMaTU3My (HagMipHa Opagukapmisi) Ta
MMOPYILIEHHS aTPiOBEHTPUKYIAPHOI TPOBiTHOCTI.

[Tpu 3acTOCyBaHHI UTOKCUHY CIIOCTEPIra€ThCs 30iNbIIeHHS PiBHS AUTOKCUHY B KPOBI
yepes3 3MeHIIEeHHS KIIipeHCy OUTOKCUHY, 110 ToTpebye MoHiTopyBanHsa EKI Ta
KJIiHIYHOTO CcTaHy. AKIIo HeoOXimHO, CIIim MOHITOPYBaTH PiBEHb MUTOKCUHY B IJTa3Mi
KPOBIi Ta KOPUT'yBaTU UOT0 OO3Y.

IlabiecampaH. 30inbIlIeHHS MIa3MOBUX KOHIIEHTpAIliM mabiraTpaHy i3 migBUIIIeHHSIM
PU3UKY reMoparigyHux sBull. AKiio gabiraTpald 3aCTOCOBYIOTH ITiCJISI IPOBEOEHHSA



XipypriyHoro BTpy4YaHHs, MOTPiOHO IPOBOOUTH KJIiHiYHE MOHITOPYBaHHS Ta
KOpPUTYBaHHS 03U gabiraTpaHy 3a HeoOXigHOCTI, ane He Buille 3a 150 Mr/mo0y.

OcCKinbKHY aMiogapoOH Ma€ TPUBaIMHU I1epio HaliBBUBEOEHHS, TO BUHUKHEHHS
B3aEMOi MOXKe CIIOCTepPiraTucs BIPOOOBXK OEKiIbKOX MiCAIIB ITiICIS IPUIHHEHHS
JIIKyBaHHS aMiofapOHOM.

Cybcmpamu CYP 2C9. AmiogapoH 30inbIllye KOHIIEHTPAallil peYOBUH, SIKi €
cyoctpatamu CYP 2C9, Takux K aHTaroHictu Bitaminy K abo ¢heHiTOIH, 3a paxyHOK
NpurHideHHs pepmeHTiB nuToxpomy P450 2C9.

AnmazoHicmu eimaminy K. [TocunernHs edeKTiB aHTaroHicTtiB BitaMmiHy K ta
HIABUIIIEHHS PU3UKY KPOBOTeYi. MOHITOPUHT MiXKHapOOHOI'O HOPMaJIi30BaHOI'0
BimHOIIeHHS (MHB) HeoOxigHO 3pilicHIOBaTH 4dacrTimie. [1o3y aHTaroHicra Bitaminy K
CJIiI KOPUTyBaTH IIif YacC IiKyBaHHS aMiogapOHOM Ta BIPOHOOBXK 8 OHIB micis
3aBepIleHHs JIIKyBaHHS.

®eHimoiH (wasaxom ekcmpanoasyii - makooc i pocgpeHimoiH). 30inbIIeHHS
IJIa3MOBUX KOHIIEHTpallil (eHiTOIHy 3 03HaKaMu Iepego3yBaHHs, 0COOIUBO
HEBPOJIOTIYHUMHU O3HaKaMU (IPpUTrHidveHHs MeTabo0s1iaMy GeHiToiHy B newinii). Cmifg
IIPOBOAUTH KIIiHIYHUU MOHITOPMHT, MOHITOPYBaHHS KOHIIEHTpallil (eHITOIHY B IJIa3Mi
KPOBIi Ta, K0 HEOOXimHO, KOPUT'yBaTH O03y HEHITOIHY.

Cybcmpamu CYP2D6:

e ;dseKaiHiO. AMiomapoH MigBUIIYE IMIa3MOBiI KOHIIeHTpallil (pieKalHigy IIIIX0M
iHrioyBanHs uutoxpoMmy CYP2D6. Tomy ciifg mpoBOOUTY KOPEKIIil0 HO3U
dbnekainigy.

Cybcmpamu CYP3A4. AmiomapoH € inri6itopom CYP3A4 Ta migBuIllye KOHIIEHTPALIil0 y
IIa3Mi cy0CTpaTiB JaHOT O IIUTOXPOMY, SIK Pe3ynbTaT — IIiABUIIYE TOKCUYHY Mif0 LIUX
cybcTparis.

e ;CmamuHu (cumeacmamuH, amopgsacmamuH, noeacmamut). Ilpu ogHOYacHOMY
3acTOCyBaHHi aMiolapoHy Ta CTaATHHIB, sIKi MeTab0i3ylI0ThCS 3a HOIIOMOT 00
CYP3A4, Takux IK CHMBaCTaTHWH, aTOPBaCTaTHUH Ta JIOBAaCTATUH, MiABUIIYETHCS
PU3UK BUHUKHEHHS M’sI30BOl TOKCUYHOCTI (Hampukiamn, padgomionis). [Tpu
OOHOYACHOMY 3aCTOCYBaHHI 3 aMiofapOHOM PEKOMEHOOBAHO 3aCTOCOBYBATHU
CTaTUHHU, IKi He MeTaboi3yloThCsa 3a momomorow CYP3A4.

[H1m1i ;TikapchKi 3acobwu, 1m0 MeTaboni3yioThcs 3a yuacTio CYP3A4 (ni0oKaiH,
cuposimyc, makpoaimyc, cuiadeHagin, mioazoaam, 0uz2idpoep20mamiH, ep2omamiH,
KosaxiyuH, mpia3osnam). AMiogapoH € iHrioitopom CYP3A4 Ta migBuIllye KOHIIEHTpPalIil
IIMX MOJIEKYJI y IIJTa3Mi KPOBI, 1110 IPU3BOAUTE A0 IIOTEHI[IMHOTO ITiABUINEHHS 1XHbOI1



TOKCUYHOCTI.

JlidokaiH. Pu3uk 306inbIlIeHHS IJ1a3MOBUX KOHIIEHTpAlIlill TifoKaiHy, SKUM MOXKe
ITPU3BECTH OO0 HEBPOJIOTIYHUX Ta KapOialbHUX MOOIiYHUX e(eKTiB BHACIIIOK
MIPUTHIYEeHHS aMioJapOHOM MedYiHKOBOro Metaboniamy. Ciif IpOBOOUTHU KITiHIUHUMN
MOHITOPHHT Ta MOoHiTOpuUHT EKI', a TaK0K, Ipu HEOOXiOHOCTI, KiTbKiCHEe BU3HAUYEHHS
IJTa3MOBUX KOHIIEHTPAlliX JTigoKainy. Y pa3i HeoOXimHOCTI - KOPUT'yBaHHS O0O3U
JIiJOKalHy Ha TJIi JIIKyBaHHS aMiogapOHOM Ta ITiCJI UOTr0 BiIMiHU.

Takpoaimyc. 30inbllIeHHSI KOHIIEHTPAallil TaKpoJIiMyCy B MJjia3Mi KpOBi yepe3
MIPUTHiYeHHS 1oro MeTabomiaMy amiogaporHoM. CJiif IpOBOAUTH KiNlbKiCcHE
BH3HAYEHHS KOHIIEHTpaAIlil TaKPOIiMyCy y MJjia3Mi KpOBi, MOHITOpPYBaHHS (QPyHKITi1
HUPOK Ta KOPUTYBaHHSA JO3U TAKPOJIIMyCy IIPU OOJHOYAaCHOMY MOT0 3aCTOCYBaHHI 3
aMiomapoHOM Ta Mic/Is BiOMIHM OCTAHHBOTO.

Bbema-6.10kamopu, okpim comanaoay (npomunokasaHa KombiHauis) ma ecmoaony
(kombiHauis, AKa sumaezae 3anobixncHUX 3axo0i8 npu 3acmocyeaHHi). IlopylieHHs
aBTOMATH3MY Ta IIPOBIOHOCTI (IPUTHIiYEeHHS KOMIIEHCATOPHUX CUMIIATUYHUX
MeXxaHi3MiB). PeKoMeHOOBaHNY KITIHIYHUNW MOHITOPUHT Ta MOHiTOpUHT EKT.

bema-6a10kamopu, siKi 3acmocosyiombscs npu cepuesgill HedocmamHocmi (biconposaoa,
Kapseou.0.1, Memonpoaoa, Hebigoso0.). TlopyllieHHsT aBTOMAaTU3MYy Ta IPOBITHOCTI
MioKappaa 3 pU3UKOM HaaMipHOI Opagukapmaii. 30imbllIeHHS PU3UKY PO3BUTKY
IIJTYHOYKOBUX apUTMil, 0coOIUBO torsades de pointes. PekoMeHIOBaHUM KITIHIYHUU
MOHITOPUHT Ta MOHITOpUHT EKI'.

Ecmonaoa. TlopyllleHHSI CKOPOTJIMBOCTi, aBTOMaTU3My Ta IIPOBITHOCTI (IpUTHIYEeHHSA
KOMIIEHCAaTOPHUX CUMIIaTUYHUX MexXaHi3MiB). PeKoOMeHOOBaHUU KIIiHIYHUMT
MOHITOPUHT Ta MOHITOPUHT EKT'.

Huamiazem 015 nepopasibHO20 3aCMOCYB8AHHA. PU3UK PO3BUTKY Opagukapmaii abo
AV-610Kanu, ocoOIUBO y IMAIliEHTIB MiTHHOTO BiKy. PeKOMeHOOBaHUM KITiHIYHUN
MOHITOPUHT Ta MOHITOpUHT EKI'.

Bepanamia 045 nepopaavHo20 3acmocy8aHHA. PU3UK po3BUTKY OpaguKapmil Ta
AV-670Kanu, ocoOIMBO Y MAIliEHTIB TiTHHOTO Biky. PeKOMeHIOBaHUM KITiHiYHUHT
MOHITOPUHT Ta MOHITOPUHT EKI'.

Ieski makpoaiou (a3umpomiluH, KAAPUMPOMIUUH, POKCUMPOMIUUH). 30inbIlIeHHS
PU3UKY PO3BUTKY IIIIYHOUYKOBUX apUTMiil, 0cOO/IHUBO torsades de pointes.
PekoMeHOoBaHUM KIiHIiYHNUY MOHITOPUHT Ta MOoHiTOpuHr EKI' Ha Tii omHOYaCcHOTO
3aCTOCyBaHHS LIMX IIpenaparisb.



[Tpemapaty, 110 3HUXKYIOTH BMICT KaJlilo: JiypemuKu, Wo 3HUNCYIOMb 8MiCM Kasito
(i3on1vo08aHO abo y kombiHayii), cmumyarordi NPOHOCHI, ampomepuuuH B (npu e/8
88e0€eHHI), 21I0KOKOpMuKoidu (npu cucmemMHOMY 3aCMOCYB8AHHI), mempako3akmuo.

30inbIlIeHHS PU3UKY IIIJTYHOYKOBUX apUTMil, 0coOnIuBoO torsades de pointes
(rinokamniemis € cipustnuuM pakTopom). HeoOXigHO yCYHYTH TimoKasieMito Io
MMpU3Ha4YeHHs JTiKapChKoro 3acol0y Ta 3miicHioBaTu MoHiTOopyBauHsa EKT, BmicTy
€JIEKTPOJIITIB Ta KJIIHiYHEe MOHITOPpYBaHHS.

3acobu, w,o ynoegiavbHOIOMb cepuesulli pumm. 30iTbIITEHHSI PU3UKY PO3BUTKY
IIJTYHOYKOBUX apUTMil, 0coO/IUBO torsades de pointes. PekoMeHIOBaHUM KITIHIYHUU
MOHITOPUHTI Ta MOHITOpUHT EKI'.

Opaicmam. PU3uK 3MeHIIIeHHS [1J1a3MOBUX KOHIIEHTpallil aMiogapoHy Ta WOro
aKTHUBHOTO MeTaboiTy. PEKOMeHOOBaHUM KITiHIYHUN MOHITOPUHT Ta, IPU
HeoOximHocTi, MmoHiTOPpUHT EKT .

Tamcyno3uH. Pusuk nocuneHHs HebaxkaHuX e(PeKTiB, 3yMOBJIEHUX TaMCYyJIO3UHOM,
BHACJIIJOK ITPUTHiYeHHS 1oro MeTabosiaMy B nedinmi. Ciig TpoOBOOUTU KITiHIYHUN
MOHITOPHUHT Ta, y BUIMIaAKy HeOOXigHOCTi, TOTPiOHO MPOBECTU KOPEKITiIO J03HU
TaMCYJIO3UHY ITifl Yac JIiKyBaHHS iHTi6iTOpoM DepMeHTYy Ta ITic/isa IPUIINHEHHS HoTro
3aCTOCyBaHHA.

Bopukona3soa. IligBunieHui pu3nK BUHUKHEHHS IIJTYHOYKOBUX apUTMil, 0COOJINBO
IIJTYHOYKOBOI Taxikappil torsades de pointes, OCKiIbKM MOZKe Bil3Ha4aTUCh 3HUKEHHA
MeTaboniaMy amiomapony. [ToTpiOHO 3ailicHIOBATU KITIHIYHUM HaATJISA[d Ta MOHITOPUHT
EKT Ta, y BUnnagKy HeoOXimHOCTI, ITPOBECTU KOPEKIIiI0 03U aMiofapoHy.

Komb6iHarrii, siki 1oTpeOdyIoTh 0COOINBOI YBAru.

ITinokapniH. PU3uUK pO3BUTKY HagMipHOl Opagukapmii (aguTuBHI ebeKTH nmpelaparis,
sIKi YIIOBiJIbHIOIOTh CEPIIEBUM PUTM).

Oc006/1MBOCTi I1I0J0 3aCTOCYBaHHS

Egexmu 3 60Ky cepus.

AmiopapoH iHOyKye 3miHu EKI'. Lli 3MiHM BKJII04alOTh ITOJOBXKEHH iHTepBany QT
BHACJIIJOK ITOIOBXKEHOI pernosipu3aliii 3 MokKJIuBOIO nosiBoio 3y01s U. Lle € o3HakKo:0
TepamneBTUYHOI [ii TpenapaTy, a He B0r0 TOKCUYHOCTI.

Y nmailieHTiB JIITHBOTO BiKy Ha TJIi IPUUOMY aMiOofapOHy MOXKe ITOCUJIIOBATUCS
CIIOBiJIbHEHHS YaCTOTU CEPLIEBUX CKOPOYEHbD.



3adikcoBaHO BUIIaAKU PO3BUTKY HOBOI apuUTMil ab0 IOTipIIeHHS BXKe iCHYI040i apuTMil
(muB. po3min «ITob6iuHi peakirii»). Takui mTpoapuTMOreHHUM e(PeKT MOxKe
CIIocTepiraTuch 0COOIUBO 3a HAABHOCTI (aKTOPiB, SIKi CIIPUSIIOTh MOIOBXKEHHIO
inTepBany QT, 30KpeMa 3acTOCyBaHHS ITeBHUX KOMOiHalli¥ TikapChKUX 3ac00iB Ta
rinmokarmiemis (guB. po3ginu «I[1o0iyHiI peakiIlii» Ta «B3aeMomist 3 iHIIUMU JTiIKapChKUMU
3acobaMu Ta iHIIII BUOW B3a€EMOMIN»).

Pu3uk nmosiBM iHIyKOBaHOI IPUIOMOM IiKapChKUX 3ac00iB Taxikapmii torsades de
pointes Ipu 3aCTOCYBaHHI aMiofjapOHy BBaXKa€TbCA HUXKYUM IIOPIBHAHO 3 IHIIIUMU
QHTUApPUTMIYHWMU [IpelapaTaMy y Nali€HTiB 3 OOHAKOBUM CTyII€HEM MOOOBXEHHS
inTepBany QT.

[Tepen 3acTocyBaHHSAM mpemnaparty ciig 3pooutu EKT.

Y pa3i po3Butky AV-6mokanu II abo III ctynensi, cuHoaTpianmbHOI 6/10Kagu abo
OidacuuKynsspHOl 6JI0Kaay CIIi IPUIMHUTY 3aCTOCYBaHHS ITpenapary. Po3BuTok AV-
6mokamu I cTyneHs BUMarae IOCUJIEHHS HarJIsIAy 3a Nalli€HTOM.

ITopyweHHs 3 6OKY WUMOBUOHOI 3a/103U.

AmiofgapoH MOKe COPUYMHATH IIOPYIIEeHHS QPYyHKIII] U TOBUAHO] 3aJI031, OCOOIUBO Y
MalieHTiB 3 11 AUCPYHKITi€EI0 B aHaMHe3i.

PekomeHOy€eThCA 3OiUCHIOBATU KUIBKICHE BU3HAaYEHHS BMICTYy TUPEOTPOIIHOI'O TOPMOHY
(TTT) nepern 3acTOCyBaHHSM IIpemnapary, a HOTiM PeryJspHO Mif Jac JIIKyBaHHSA Ta
IPOTATOM KiJIBKOX MICHIIiB ITiC/IS BiIMIiHU IIpemnapaTy, a TaKOX y BUIIaAKy KJIIHIYHOI
Migo3pu Ha AUCPYHKITiIO IIUTOBUAHOIL 3a03u (OuB. po3min «ITo6iuHi peakiiii»).

[IpenapaT MiCTUTB MO, YV 3B’A3KYy 3 YUM BILJIMBA€E Ha Pe3y/IbTaTU OEeSIKUX ITOKA3HUKIB
GyHKITI MU TOBUOHOI 3aJ103U (IIOTJIMHAHHS PalioaKTUBHOTO Moy, piBHI 0iTKOBO-
3B’sI3aHOT0 Moay). Asie MOKa3HUKU QYHKIII IMUTOBUAHOL 3aino3u 13, T4,
BUCOKOUYT/IHMBUM aHasli3 Ha TTT 3anuiaioThCs IHTEPIPETOBaHUMU.

ITopyweHHs 3 OOKY ne2eHis.

[TosiBa 3aguiKu ab0 HEIPOOYKTHUBHOTO KAIIl/TI0, SIK i30JIbOBAHUX, TaK i aCOIilOBaHUX 3
MOTipIIeHHSIM 3arajibHOTO CTaHy, IOBUHHO PO3TJ/IgaTUCs 1K MOXKJIMBa O3HaKa
JiIereHeBOl TOKCUYHOCTI aMiojapoHy, HallpuKJag PO3BUTKY iHTEPCTUITIaIbHOTO
ITHEBMOHITY, Ta BUMara€ peHTreHOoJIOTiYHOT0 00CTeXKeHH MallieHTa (OUB. po3[in
«IToGiuHi peaxkiii»).

ITopyweHHs 3 6OKY nediHKU.

PerynspHuii MOHITOPUHT QYHKII1 ITeYiHKM PEKOMEHOOBaHUM Ha ITOYaTKY
3aCTOCYBaHHA IIpenapary Ta Jajil IIeplOAUYHO IIPOTATOM JIIKyBaHHS aMiofgapOHOM



(muB. po3min «ITobiuHi peakiIrii»).
Hepeoso-m’sa3081 noOpyweHHA.

AmiofgapoH MOXKe COPUYUHATHU IepudepudHy CEHCOPHO-MOTOPHY abo 3MimiaHy
HeMpomnarTiio i mionarTito (muB. po3ain «ITo6iuHi peakiii»).

ITopyweHHs 3 BOKY opaaHia 30py.

Y pa3si po3BUTKY ITil Yac 3aCTOCYBaHHS IIpenapaTy HOTipIIeHHs YiTKOCTi 30py abo
3HUKEHHS TOCTPOTH 30pPYy CJIi HeTallHO IIPOBECTHU IMOBHE 0P TAaIbMOJIOTiYHE
00CTeKeHHS, Y TOMY 4YUCIIi 0pTaIbMOCKOITi(0. Y pa3i po3BUTKY HelponarTii abo
HEBPUTY 30POBOT0 HEPBa, 0OYMOBJIEHMX aMiOoapOHOM, CIIiZl TPUNUHUTY 3aCTOCYBaHHS
pernapaTy, OCKiJIbKY IIPOSOBXKEHHS JIIKyBaHHS MOXKe IIPU3BECTHU [0 IIPOrpeCyBaHHA
MMOpPYILIEeHb ax o ciinotu («ITobiyHi peakiii»).

TA2CKi WKIpHI peakuil.

[Tig yac 3acToCcyBaHHS aMioapOHy MOXKYTh BUHUKATU HeOe3IeyYHi s XKUTTS abo
HaBIiTh JIeTaJbHIi IIKipHI peakilil, Taki sk cuagpom CriBeHca-II>XK0HCOHA a00 TOKCUYHUN
elnigepManbHUM HEKPOJIi3. Y pa3i pO3BUTKY CUMIITOMIB, sIKi BKa3ylOTh Ha PO3BUTOK ITUX
CTaHiB (HaIpuKia[ Nporpecylpode MIKipHe BUCUIIAHHS 3 IyXUpsMHu ab0 ypaKeHHS
CIU30BUX 000JIOHOK), CITi HETaWHO MPUIIMHUTH 3aCTOCYBaHHS ITpemnapary.

ITopyweHHs1, nos’si3aHi i3 83aemodiero 3 copocbysipom (pusuk msaxckoi bpadukapdii)

Y nanieHTiB, sKi nmpuiiManu amiogapoH y kom06iHatii i3 codpocOyBipomM okpemo abo y
KoMOiHalril 3 iHmMMu 3acobaMu IPsSIMOI TPOTUBIPYCHOI Ail Ois iKyBaHHS remaTtuty C,
TAaKMMH SIK JaKJIlaTacBip, cuMenpeBip abo megunacBip, IOBiHOMIISIIIM PO BUHUKHEHHS
TS2KKOI, MOTEHLIMHO HeOe3neyHol OJid XXKUTTSA OpaguKapAil Ta TSIKKHUX ITOPYIIEHb
ceplieBol IIpoBigHOCTi. bpagukapmgis 3a3Bu4yail BUHHKAaIa IIPOTSITOM Iepiody Bifm
OEKIIbKOX TOOWH [0 OEeKiJIbKOX OHIB, IPOTe CIIOCTEepiraanucs BUMagKU IOSIBU
CUMIITOMIB Yepe3 JOBIIMH 4Yac, 34e0iIbIIOro IPOTATOM 2 TUXKHIB MiCJIsA MOYaTKy
NPOTUBIPyCHOTO NiKyBaHHA rematuty C (BI'C).

[MauienTH, AKi OTPUMYIOTH JIiKyBaHHS IIpemapaTaMy, 110 MiCTATh copocOyBip, TOBUHHI
IpUIMaTU aMiofapoH JHIIe Y pa3i HellepeHOCUMOCTi ab0o IPOTUNIOKa3aHH [0 1HIITUX
AHTHAPUTMIYHUX 3aCO00iB.

SIKIII0 OMHOYACHEe 3aCTOCYBaHHS aMiofapoHy 3 IIUMH JIiIKapCbKUMU 3aco0aMu €
HeoOXigHUM, MalliEeHTaM PeKOMEeHOYEThCS KapAiOMOHITOPUHT B YMOBaX CTallioHapy
IPOTATOM Iepiuux 48 roguH OQHOYACHOTO 3aCTOCYBAHHS LIMX MEOUYHUX IIpenaparis,
ITicJIg Yoro HeoOXimHO 3[iliCHIOBAaTH MOHITOPUHT aMOyTaTOpPHO ab0 MpPOBOAUTH
CaMOCTIMHNY MOHITOPHUHT YaCTOTH CEPILIEBUX CKOPOUYEHBb IIOOHS IMTPOTSITOM



IIIOHAUMEHIIe IeplInX 2 TUXKHIB JIIKyBaHHS.

Yepes TpuBainy nepioq HaliBBUBEOEHHS aMiogapOHY BiAIOBIAHUN MOHITOPUHT
IIOBMHEH TaKOXK 3[IMCHIOBATUCH Yy IALIEHTIB, Kl IPUIUHUIIN IPpUUMATU aMiogapoH y
MezKaX KiTbKOX MiCSIIiB mepen IoYaTKOM JIiKyBaHHS codocOyBipoM oKpeMo abo y
KoMOiHaIil 3 iHIIMMU JTiKapChbKUMHU 3aco0aMu IPsMOl IPOTUBIPYCHOI mil.

INamieHTH, siKi OTPUMYIOTH OaHi JTiKapChKi 3acobu Oy niKyBaHHA rematuty Cy
KoMOiHaIil 3 amiogapoHOM, He3a/JIeXHO Bifl ITpuioMy iHIIIKUX ITpemnaparis, 110
3HUXKYIOTh YaCTOTYy CEPIIEBUX CKOPOYEHb, IIOBUHHI OyTHU MOIepeaXeHi IIpo CUMIITOMH,
sIKi BUHUKAIOTh IpU OpaduKapmil Ta TSIXKKUX IMOPYIIEHHSIX CeplieBol MPOBiMHOCTI, Ta
IMOBUHHI OyTH MOBiHOMIIEHI IIPO Te, 10 Y BUNAAKY 1X ITOSIBU HEOOXiIHO 3BEPHYTHUCS 3a
HeBiOK/IagHOIO MEeOUYHOIO JOIIOMOTOI0.

ITopyweHHs, no8’s13aHi i3 83aemM00isiMu 3 THWUMU AIKAPCbKUMU 3acobamu.

OpmHo4YacHe 3aCTOCyYBaHHS Ipenaparty CIif Po3rjsagaTy JIulle Ojis IpodinakKTuKu
HeOe3MeuyHUX OJI XKUTTS HIJTYHOYKOBUX apPUTMill 3 HACTYIIHUMHU JIiKaPChbKUMHM
3acobaMu:

O6eTa-6710KaTOPHU, OKPIM cOTasiony (IpoTUnoKa3laHa KoMOiHaIlisI) Ta €CMOIONTy
(koM0OiHallisl, Ka BUMarae 3amno0izKHUX 3aXO0MAiB IPU 3aCTOCYBaHHi), BepamaMin Ta
OUJITia3eM.

OpHo4YacHe 3aCTOCyBaHHS IpenapaTy He PeKOMEHOYEThCSA 3 HAaCTYITHUMU
JIiIKapChbKUMHU 3aco0aMu: TUKJIOCIIOPUH, AUiTiazeM (st iH’ek1liti) abo Bepamamin (Ois
iH’€KIIii), mesKi mMpoTUIlapa3uTapHi 3acobu (ramodadTpuH, ToMedaHTPUH Ta
MMeHTaMinH), OesKi HeUpoJIenTUKM (aMiCy/IbIpup, XJIOpPIIpoOMa3yH, liiaMeMa3uH,
opomnepunoin, GayrneHTUKcos, ¢paydeHa3nH, TaJlonepuaosI, 1eBOMenpoMa3nH, TiMO3HU,
HiraMIepoH, MilloTia3uH, CEPTUHOOI, CYIbHIPUA, CYIbTONPUL, TiallpHUL,
3YKJIOIIEHTUKCOJI), PTOPXiHOMOHU (3a BUHATKOM JIeBOQIIOKCAIlUHY Ta
MOKCH(IIOKCAIIMHY), CTUMYJIIOI04i mocnabioodi 3acobu, MeTagoH abo ¢iHromimop
(muB. po3min «B3aeMomis 3 iHIIMMU JTiKapChbKUMHU 3acoO0aMU Ta iHIII BUOM B3aEMOJIiN»).

EaekmpoaimHi nOpyweHHA.

BaxmuBo BpaxoByBaTU Oyab-IKY CUTYallilo, IIPU SIKiM y mallieHTa Moxke OyTHU PU3UK
BMHUKHEHHS TillOKaJIieMil, OCKiJIbKM TillOKaJIiEMisi MOXKe IPOBOKYBaTH
nmpoapuTMoreHHi edpektu. [imokanieMito He0OXiMHO YCYHYTH [0 ITOYATKy 3aCTOCYBaHHS
nmpemnapary.

3acmocysaHHA nid uac aHecmeasili.



AHecTe3iosior moBHUHEH OyTH ITOIIepeKeHuM mepe onepalli€eio IIpo Te, 110 MallieHT
IpUMa€E aMiogapoH.

[ToGiuHi epeKTU XPOHIYHOTO NiKyBaHHS aMiOolapOHOM MOXK€e ITOCHUJIIOBATH
reMoOMHaMIiUHNN PU3UK, IIOB’I3aHUM i3 3aranbHOI0 abo MiciieBoio aHecTe3i€to. Li
e(ekTH BKIII0OYalOTh, 30KpeMa, OpaguKaphilo, apTepiaabHy TilIOTEH3ii0, 3MeHIIeHHSI
CEepIieBOr0 BUKUAY Ta MOPYIIEHHS CEPIIEBOI IPOBIAHOCTI.

Kpim TOro, mesiki BUnnajKu rocTporo pecuipaToOpHOro JUCTPeC-CUHAPOMY
CIIOCTEpIrajaucs y paHHbOMY IIiC/IsIONepaliiHOMY IIepioai y mallieHTiB, SKi OTpuMyBalu
amiomapoH. Y 3B’SI3Ky 3 IUM PEKOMEHAOBAHUM PETEIbHUY MOHITOPHUHT CTaHy TaKUX
Malli€eHTiB ITif Yac IITY4YHOl BEeHTUNIIil JiereHb (OuB. po3min «I1o6iuHi peakiii»).

TpaHcnaanmauis.

Y peTpoCneKTUBHUX OOCIIAXKEHHIX Y PELUIIEHTIB TpaHCIIJIaHTaTa 3aCTOCYBaHHSA
aMiomapoHYy Iepeq BUKOHAHHSAM TpPaHCIIJIaHTallil cepiis OyJio acollifioBaHe 3
MigBUILIEHHSM PU3UKY II€PBUHHOI AUCYHKIII TpaHciianTaTta (ITOT).

[IOT € HeGe3meyHUM [OJIs1 KUTTS YCKIaOHEHHSIM ITIiCJIg TPaHCIIJIaHTAllil ceplis, siKe
MMPOSBIIIETLCSA y Heplili 24 TOOAWHY ITiCIsA TpaHCHOIaHTallil AUCchYHKIIEIO JIIBOTO
IIIJTYHOYKa, MPaBOro IITyHO4YKa abo 000X HIITYHOUKIB, [JIs IKO1 He MOoXe OyTHu
imeHTHU(iKOBaHa HisiKa BTOpPUHHA IIpUYMHa (AuB. po3gin «OcobnauBoCTi
3acTtocyBaHHsa»). Taxka [1[T moxke OyTu HEOOOPOTHOIO.

Heo0xigHO pPO3TrNISHYTU MOXKJIMBICTh SIKOMOTa OifibIll pAaHHLOTO IPU3HAYEHHS
aJIbTEPHaTUBHOI'O0 aHTUAPUTMIYHOI'O IIpelaparTy nepen TpaHCIIaHTalll€lo allieHTaM,
sIKi O4iKyIOTh OTPUMAaHHS CepPIleBOr0 TpaHCIIJIaHTaTa.

INopyweHHs, no8’a3aHi 3 OONOMIHCHUMU PeYOBUHAMU.

[IpemapaT MiCTUTh 1aKTO3y, TOMY MOT0 He CJIil 3aCTOCOBYBATH ITallieHTaM i3
HeIepeHOCUMICTIO rajlaKTo3u, OedilluToM JakKTa3u abo CHHOIPOMOM MaJjibabcopoiril
TJIIOKO3H i rajlakTo3M (PigKiCHI CIIagKOBi 3aXBOPIOBaHHS).

Hebaxkani epekTy, 3a3HaueHi HUXK4Ye, Hal4acTillle IMOB’I3aHi 3 HaAMipHUM IIPUHOMOM
JIIKapChKOTO0 3aco0y; 1Xx MOKHa YHUKHYTH a00 MiHiMi3yBaTU peTelbHUM OOTPUMaHHIM
MiHiMa/JIbHOl MiATPUMYIOYO01 JO3MU.

Ilig yac jIiKyBaHHA IIpellapaToM IallieHTaM PEeKOMEeHI0BaHO YHUKATU COHAYHOI O
OoITpoMiHeHHsT a00 BXKMBATH 3aXMCHi 3aX0u MPOTU COHSIYHOTO onpoMiHeHHs.be3mneka
Ta e()eKTUBHICTh aMiofapoHy y AiTel He OLIHIOBaJIUCS Yy KOHTPOJIbOBAaHUX KITIHIYHUX
OocHigKeHHsX. Yepe3 MOXKJIMBe MigBUIlIeHHS ITopora aedibpussirii Ta/abo mopora
CTUMYJISI] y IaIliEHTIB 3 iIMIIJIaHTOBAHUMH CepleBUMHU OediOpunsatTopaMu abo



KapaioCTUMynIsiTOpaMu HeoOXigHO IepeBipsaTH 1LIeM Mopir 40 3aCTOCyBaHHSA
aMiomapoHy Ta KiJlbKa pa3iB IIiCJIg II04YaTKy MO0 3aCTOCYBaHHS, a TAKOXK KOXKHOI'0
pa3y Ipu KOpUT'yBaHHI fO3U IIpernapary.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.
BazimHicme.

Y pmocnipgKeHHSX aMioapoOHy Ha TBapuHax He OyJI0 BUSBIEHO XKOOHUX TEPATOTEHHUX
e(dekTiB, TOoMy He OUiKyeThCS e(eKTiB Manb(opMaliil y mogei. [loTenep pedoBUHH, SIKi
CIPUYUHSAKTh BUHUKHEHHS Ba[ PO3BUTKY y JIIOAEN, BUSABUIINCS TEPATOTE€HHUMU Yy
TBApUH Tifg 4ac mobpe MpoBegeHUX OOCHiIKeHb YV JBOX BUMIIB.

BigmoBimHuX KIiHIYHUX MaHUX HEJOCTATHHO OJIS OL[IHKY MOKJIMBUX TepPaTOTeHHUX abo
(eToTOKCHUUYHUX e(PeKTiB aMiofapoOHy IPU MOT0 3aCTOCYBaHHI y JIIKyBaJbHUX A03aX y
nepiop I TpuMecTpy BariTHOCTI.

OCKiIBbKY IIMTOBHOHA 3aji03a IIJIofa II0YMHAaE 3B’ a3yBaTu uop 3 14-ro0 TUXKHSA, HE
OUYiKYEThCS HiSIKOT'O BIIJIUBY Ha eMOpiOHaNbHY IIIMTOBUAHY 3aJ103y, SIKIII0 aMiolapoH
3aCTOCOBYBaJIX [0 ILILOTO Yacy.

HapmipHa KinbKiCTh MOy, III0 HAAXOOUTh 40 OpraHi3My IpU 3aCTOCYBaHHI aMiofgapoHy
MOK€ IPU3BECTU OO0 BUHUKHEHHS TiIoTUPeo3y y myomga abo HaBiTh 10 PO3BUTKY
KJIiHIYHOI KapTUHU TilmoTUpeo3y m1oaa (PO3BUTOK 300a).

BpaxoByrouu BIIJIMB aMiofapoOHy Ha LIUTOBUOHY 3aJ103y IIJiofda, mperapaT
npoTurnokasaHuu 3 Il TpumMecTpy BariTHOCTI.

ITepiod 200yB8aHHA 2pyd010.

AwmiozmapoH Ta 1oro MeTaboJIiTh pPa30oM i3 H0JO0M eKCKPETYIOThCS Y TPyAHE MOJIOKO Y
OinbIIiY KiTbKOCTI, HiK BiH HassBHUY y mJla3Mi MaTepi. BpaxoByl0Uu pU3UK PO3BUTKY
rinoTupeo3ly B HEMOBJIATH, TOOyBaHHA I'PYANI0 IPOTUIIOKa3aHe y IIepiol 3aCTOCyBaHHSA
pernapary.

30amHicmb 8nausamu Ha weuodKicMb peakuii npu kepysaHHi asmompaHcnopmom abo
[HWUMU MexaHi3mamu.

[Tig yac 3acTOoCyBaHHS IIpelapaTy CJiJ BpaXyBaTU MOKJIMBICTh PO3BUTKY ITOOIYHUX
peaxiriii 3 60Ky HepPBOBOI CUCTEMU Ta OPTaHiB 30py.

Cmocid 3acTocyBaHHs Ta I03H

[IpemapaT Ipu3HAYEHUH OJIs TePOPaIbHOr0 3aCTOCYBAHHS.



[Ipemapart ciig 3aCTOCOBYBaTH TiIbKHU 3a IIPHU3HAYEHHSIM JIiKaps.

TabneTku ciig mpuiiMaTU BHYTPIIIHBO IIepe[l BXXUBAaHHSIM 1Ki Ta 3aluBaTH
OOCTaTHBOIO KiJIBKICTIO BOOU.

Ilopocai.
ITouamkoege niKy8aHHA.

3BUYaliHa peKoMeHoBaHa mo3a npemapaty ctaHoBuTh 200 mr (1 TabneTka) 3 pa3u Ha
noOy mpoTsiroM 8-10 mi6.

Y meskux BUIagKax [JI IOYATKOBOIO JIIKyBaHHSA 3aCTOCOBYIOTHCS BUIIL 03U (4-
5 TabneToK Ha no0y), asie 3aBKOM - ITPOTSATOM KOPOTKOI'O IepPioay Yacy Ta mif
KoHTponeM EKI'.

ITiompumyroue niKy8aHHs.

[Ipenapart ciig 3acTOCOBYBaTH y MiHiMasbHIN e(eKTUBHIN H03i. 3a1eXKHO0 Bil peakilil
XBOPOT'O Ha 3aCTOCYBaHHS Ipelnapary MiATpUMyoda J03a AJIS JOPOCINX MOXKe
CTaHOBUTH Bifl 2 TabneTku Ha #o0Oy (1 TabneTka KoxHi 2 mobu) mo 2 TablIeToK Ha
no0y.

Iimu.

Bbe3neka Ta e(eKTUBHICTh 3aCTOCYBaHHS aMiOgapoOHYy AiTSIM He BCTaHOBJIEHI, TOMY
3aCTOCyBaHHS Ipenapary Iii KaTeropil ImaijieHTiB He PeKOMEHOYETHCH.

Ilepeno3yBaHHA

Cumnmomu.

Bunagku rocTporo nepeno3yBaHHSA aMiofapOHy IIPU 3aCTOCYBaHHI BHYTPIIIHBO
HeOOoCTaTHbhO HOKYMEHTOBaHi. 3aiKCcoBaHO KijlbKa BUIIaAKiB BUHUKHEHHS CUHYCOBO1L
Opagukapmii, IUTYHOYKOBUX apUTMil, 0coOnMuBO TUIly torsades de pointes, Ta
ypaxkKeHHS IeYiHKU.

JIIKyBaHHA.

Y pa3si nepeno3yBaHHS CJIig IPOBOOUTHA CUMIITOMATUYHY Tepalliio. BpaxoByrouu
apmakokiHeTHYHUY ITPOQink IIHOTO IpenapaTy, PEKOMEHOOBAHNN MOHITOPUHT CTaHy
naiieHTa, ocob6uBO QYHKIII ceplis, IMPOTSATOM JOCUTH TPUBAJIOTO IIepiomy.

AwmiogapoH Ta #oro MeTaboJIiTH He BUBOOSTHCS 3@ JOIIOMOT OO Aiami3y.

IToGiuni epexTn



[ToGiuHi edpekTH KnacudikoBaHi 3a CUCTEMOIO OPraHiB Ta YaCTOTOI BUHUKHEHHS:

oyxe 4acto (> 10 %); gacto (> 1 %, < 10 %); Heuacto (> 0,1 %, < 1 %); pigko (>
0,01 %, < 0,1%); oyxe pigko (< 0,01 %), HeBimOMO (4aCTOTy He MOXKHA BU3HAYUTHU 3a
HaSIBHUMU OAHUMH).

3 6oky opeaatie 30py.

Iyotce yacmo - MiKpPOIOEeIo3uTH yV POTiBIli, Malike y BCiX DOPOCIHUX 0Ci0, 3a3BUYal Y
MeXKaX OUITHKHY I 31HUlel0, IKi He BUMararTh IPUINHEHHS 3aCTOCYBaHHSA
aMiofapoHy. Y BUKJIIOYHUX BUIIaJKaX BOHU aCOLii0BaHi 3 KOJIbOPOBUMMU rajio B
OCJIIIIII0I0YOMY CBiTIIi ab0 i3 3aTyMaHEHHSIM 30pY.

MiKpomemno3uTH y POriBli MpeAacTaBasI0Th COO0I0 CKIa[Hi JIITiaHI BimKIageHHs Ta
3aBXKOM € TTOBHICTI0O 0OOPOTHUMM ITiCJIsA MPUIIMHEHHS 3aCTOCYBaHHS ITpelapary.

Ilyoice piOKo - HeUpoOIIaTisi 30pOBOTO HEpPBa (HEBPUT 30POBOT0 HEPBA) 3 HEUITKICTIO
30py Ta IOTipIIEeHHAM 30Dy, a TAaK0XK, 3a pe3yJjibTaTaMu OIJIANY OYHOTO OHA, 3
HaOpPsSKOM COCKa 30pOBOT0O HEPBAQ, 1110 MOXKe IIporpecyBaTy A0 OinbIll ab0 MEHII
TS2KKOTO 3HUXKEHHS TOCTPOTHU 30PY. [I[pUYMHHO-HACTIAKOBUM 3B’ 130K IIHOT'0 ITOOIYHOTO
sIBUIIlA 3 IPUKMOMOM aMiofapOHy OOTeIlep He BCTaHOBJIeHUU. IIpoTe y pasi BifCyTHOCTI
IHIUX OYEeBUOHUX MPUYUH PO3BUTKY IIOT0 MOOIYHOTO SIBUIlA PEKOMEHTIOBAHO
IPUOUHUTH 3aCTOCYBaHHS aMiOogapoHYy.

3 60Ky wkKipu ma niOwWKIipHOI KAIMKOBUHU.

Iyoce wacmo - potocencudbinisalisi. PekoMeHOoBaHO YHUKATU BILJIUBY COHSIYHOTO
BUIIPOMiHIOBaHHS (Ta yIbTpadioieTOBOro BUIIPOMIHIOBAHHS Yy LIIJIOMY) Iif 9ac
3acTOCyBaHHS IIpemnapary.

Yacmo - mirMeHTallis IMIKipy CUHIONIHOTO ab0 CUHIOUIHO-CipOT0 KOMhOPY, SKi
BUHMKAIOTh Ha TJIi TPUBAJIOTO IPUNOMY BUCOKUX HJOOOBUX NO3 IIpemnapaTy Ta IOBiIbHO
3HUKAIOTh IIiCJIA IPUONHEHHS 3aCTOCYBaHHS ITpemnaparty (rmporsarom 10-24 micsiis).

Ilyoice pi0ko - epuTeMa Ha TJIi mpoMeHeBoi Teparmil. IIIKipHi BUcuIiaHHs, 3a3BUYau
HecnenudiyHi. EkcdomiaTuBHNUN OepMaTUT, X04a IPUYNHHO-HACIIOKOBUY 3B’ 130K
IIbOTO MOOIYHOT O ABUIIlA 3 MPUIOMOM MIpelapaTy AOTeNep YiTKO He BCTAHOBIEHUU.
Amnormeris.

Hegioomo - ek3eMa. Ts1KKi, iHOZ1 JleTaJbHI MIKipHI peakiil, TaKi SK TOKCUYHUU
enigepManbHUK HEKPOJi3 (cumHApoM Jlarenna) Ta cuagpoM CriBeHca-[I?KOHCOHA.
Bynvo3auu gepmatut. CuagpoMm DRESS (MeguKaMeHTO3He BUCHUIIAHHS 3
€03UHOQIITi€EI0 Ta CUCTEMHUMU CUMITOMaMH).

3 60Ky eHOOKPUHHOI cucmemu.



[To6iuHi epekTH 3 60Ky IIUTOBUOHOI 3aJI03MU.

Iyoice yacmo - 3a BUHSATKOM BUIIA[KiB, KOJIU NIPUCYTHI KIiHIYHI 03HAKM OUCQYHKITIL
IMMTOBUIOHOI 3aJI03M, He MOB’sI3aHi 3 MPUHUOMOM MperapaTry 3MiHu 3 60Ky BMiCTy
TOPMOHIB IIMTOBUOHOI 3aJ103M Y KPOBi (30inbieHut piBeHsb T4, HOpManbHUM abo Oelno
3MeHIIIeHUU piBeHb T3) He BUMararTh IIPUIIMHEHHS 3aCTOCYyBaHHA IIpemnapary.

Yacmo - rinoTupeo3 00yMOBITIIOE TUIIOBI CUMITTOMM: 30i7IbIIIEHHS MacCH Tija,
HeIlepeHOCHUMICThb X0JIOY, allaTilo, COHIUBICTh. 3HaYHe MiaBullleHHS piBHIB TTT
OigTBEePOXKYyeE 1ieu aiarHos. Iliciasa npunrHeHHS 3aCTOCYBaHHS aMiogapOHy HOpMaJibHa
QYHKIIi IIMTOBUAHOL 3aJI03U MOCTYIIOBO BiTHOBIIIOETHCS BIPOAOBXK Iepiony Big 1 go 3
Mics1iB. Bigmina rpemapaTy He 000B’I3K0Ba: Y BUNAAKY, KOJIU 3aCTOCYBaHHSI
amiofapoHy HeoOXigHe, 3aCTOCyBaHHS IIpenapaTy MOKHa IIPOJOBXKXYyBaTH y KOMOiHaIlil
i3 3aMiCHOI0 TOPMOHAJILHOIO TepaMi€o TOPMOHaMU IIUTOBUOHOIL 3a/I03H i3
3aCTOCYBaHHSM JIEBOTUPOKCHUHY. [[031 TIEBOTUPOKCUHY MOXKYTh OyTH BiTKOPUTOBaHi
3as1exHo Bif piBHiB TTT.

lNnepTupeo3 BCTAHOBUTHU BaXKue: CUMIITOMaTUKa MEHIII BUpaXKeHa (He3Ha4yHe
3MEeHIIeHHs MacCH Tina, 10 He Ma€ NPUYKUHY, HeJOCTaTHA e(heKTUBHICTh
aHTHAHTiIHAIbHUX Ta/a00 aHTUAPUTMIUHUX JTIKapChKUX 3aco0iB); y MalliEHTIB MiTHLOTO
BiKy CIIOCTEPIraroThCs INCUXIYHI CUMIITOMU, HaBiTh TUPEOTOKCUKO3.

3HauHe 3HUWXKEHHS PiBHIB BUCOKOUyTauBOro TTT miagTBepaKye e giarHo3. Y TakoMy
BUIIAAKYy He0OXigHO 000B’SI3KOBO IMPUITMHUTHU 3aCTOCYBaHHS IIpenapary, 4oro
3a3BUYal HOCTATHBLO [JIsI HAaCTAaHHS KIIiHIYHOI HOpMaJti3allil npoTtsiroMm 3-4 THUXKHIB.
OCKinbKM CepUO3Hi BUMMAOKU IIHOTO MTOOIYHOTO sIBUIIlAa MOXKYTh OyTU JIeTallbHUMH,
HeoOXigHO HeBigK/JIaJHO PO3MOYaTH HAJIEXKHY Tepalrilo.

Y Bumapgky, KOJIu IIPUYUHOI0 TPO0JIeM € TUPEOTOKCUKO3 (K 6e3mocepeqHbo, Tak i
yepe3 MOoro BIIJIUB Ha Ypa3JIMBY PiBHOBAry Miokappa), BapiabenbHiCTbh e(DeKTUBHOCTI
CUHTETUYHUX aHTUTUPEOIAHUX IIpelapaTiB 00yMOBIIIOE HEOOXiAHICTh PEKOMEHAyBaTU
MIPUMOM BHCOKHX H03 KOPTUKOCTEPOiniB (1 MI/KI') IPOTSTrOM OOCTAaTHHO TPUBAJIOTO
nepiony (3 micsanis). [ToBigoMisiny Npo BUMIAAKU TiIepTUPEO3y TPUBAJIICTIO OO0 KiJIbKOX
MICSIIiB HiCJId IIPUIIMHEHHS 3aCTOCYBaHHS aMiofapoHYy.

[H1m1i eHOKPUHHI po31any.

[yxe pigkicHi Bunnagku CHCAI (cuHApOMYy HeaZeKBaTHOl CeKpellil aHTUOIyPETUUYHOT O
TOPMOHY), 0COOJIMBO SKIIIO aMiolapOH 3aCTOCOBYIOTh OJJHOYACHO 3 JIIKapChbKUMU
3acobaMu, IKi MOXKYTb iHOYKyBaTH TinmoHaTpiemito. Takoxk guB. «Pe3ynbTaT
OOCJIII>KEHb».

3 60Ky pecnipamopHoi cucmemu, op2aHiae 2pyOHOi KaimKu ma cepedoCcmiHHs.



Yacmo - moBigoOMIISI/IN PO BUIIAOKK OU(GY3HOT0 iHTepCTUIiaTbHOTO abo
aJIbBEOJISIPHOTO ITHEBMOHITY Ta 00JIiTepyiouoro OPOHXIONiTY 3 THEBMOHIEIO
CKJIEPOTUYHOI'O TUILY, IHKOJIX 3 JIeTaJIbHUM HacJigkoM. [losiBa 3afuIlKu IpU
(disnuHOMy HaBaHTaxKeHHi ab0 CyXoro KalllJlio, IK i307TbOBaHUX, TaK i acolliioBaHUX i3
MOTiPIIEHHSIM 3arajibHOT0 CTaHy (IIigBUIlleHa BTOMJIIOBaHICTh, 3HUKEHHS MacCH Tijla Ta
HEeBEeNUKe MiIBUIIEHHS TEMIEPATYPHU Tina), ToTpebye PEHTTeHOJIOTiYHOT 0
00CTexXkeHHS Ta, TPU HeOOXiMHOCTI, IPUIIMHEHHS 3aCTOCYBaHHS ITpenaparTy, OCKiJTbKU
Ili 3aXBOPIOBAHHS JIeT€Hb MOXKYTh IIPU3BOOUTH [0 JiereHeBoro ¢iopo3y.

PanHs BigMiHa aMiofjapoHy, pa30oM i3 Ipu3HaYeHHSIM Tepalil KopTukocTepoimaMu abo
0e3 Hel, MPU3BOOATH A0 IOCTYIOBOTO 3HUKHEHHS CUMIITOMaTuKYU. KiTiHiuHi 03HaKuU
3a3BUYal 3HUKAIOTh IIPOTATOM 3-4 THUIKHIB; ITIOKpalllaHHS PEHTTeHOJIOTiYHOl KapTUHU!
Ta JIereHeBoi QyHKIIiI BinOyBa€ThCS MOBiNbHINIE (TPOTSITOM KilTbKOX MiCSIIiB).

3adikcoBaHO KiTbKa BUNAJKiB PO3BUTKY MJIEBPUTY, 3a3BUYall aCOLIIMOBAHOTO 3
IHTEPCTULIIWHOIO ITHEBMOIIATIEIO.

Iyoice pioko - GpOHXOCIIa3M y IMalliEHTiB i3 TOCTPOIO AUXaTbHOI0 HEIOCTATHICTIO,
0COOJIMBO y TMAIli€HTIB i3 OPOHXiabHOI0 acTMO0. [[OCTpU pecripaTOPHUU AUCTPEeC-
CHHIPOM, B OKpeMUX BUIIafKaxX - 13 JIeTaJIbHUM HaCJIIIKOM, 1HOAl Y paHHLOMY IIepiofil
IMiCJIsg XipyprivHOTo BTPy4YaHHS (Iigo3pioBajiacs MOXKJ/INBa B3a€EMOMIiA 3 BUCOKUMU
O03aMM KUCHIO) (OUB. po3min «OcoOIMBOCTI 3aCTOCYBaHHS»).

Hegidomo - mOBimOMJISAIA IIPO BUIIAOKU JIET€HEBO1 KPOBOTEUi, Kl ¥ HeIKUX BUIagKax
MOXKYTh MaHipecTyBaTu KpoBoxapKaHHsM. Lli mereHesi mob6iuHi epeKTHU 4acTo
acolifioBaHi 3 ITHEBMOIIaTi€0, iIHAYKOBAHOI aMiogapOHOM.

3 60Ky Hepsosoi cucmemu.

Yacmo - TpeMop abo iHIlIa eKCcTpallipaMigHa cUMIITOMaTHKa. [IopyIlIeHHs CHY, B TOMY
yucni HiuHi xkaxu. [Tepudepryna ceHCOpHO-MOTOPHA abo 3MilllaHa nepudepudHa
Heupomaris.

Heuacmo - mionaris. IlepudepryHa ceHcopHa, MOTOpHa abo 3MilllaHa HeupomnaTis Ta
MionaTiss MOXYTh PO3BUHYTHUCS 4Yepe3 KijlbKa MICALIB JIIKyBaHHS, ajle iHOOl BOHU
BUHMKAIOTh Yepe3 KibKa pokKiB. Li mobiuHi ssBuIilla 3a3BUYail 000POTHI mics
MIPUNTMHEHHS JTiKyBaHHS aMiomapoHOM. [TIpoTe ofgyzKaHHS MOKe OyTU HEIIOBHUM, IyKe
IIOBIJIBHUM Ta CIIOCTEpPIraTUCs JIMIlE Yepe3 KiJIbKa MICSALIB MHIiC/IsA IPUIIMHEHHS
3aCTOCyBaHHA IIpenapary.

Iyoice pi0Ko - MO304YKOBa aTakcis. [loOposiKicHa BHYTPIilTHbOYEPENHa TilepTeH3is,
rojoBHUM Oinbk. [Tpu BUHUKHEHHI TOJTOBHOTO 000 HEOOXiTHO BUKOHATU 0OCTEXKEHHS
[J1 BU3HAUEHHS 11 MOKJIMBOl IPUYMHHA.



Hegidomo - CHHAPOM MapKiHCOHI3MY, ITapOCMis.
3 60Ky neviHKU ma #co8408uB8ioOHUX WasXi8.

3adikCcoBaHO BUNIaJKU YpaXkKeHHS IEeYiHKY; Il BUIIQKM OiarHOCTYBaJIUCS 3a
HiABUILIIEHUMU PIBHAMM TpaHCaMiHa3 y IJia3Mi KpoBi. [IoBimoMIIsiiv Ipo HaCTYIIHI
nmoOiuHi gBuUMIa:

Iyotce yacmo - 3a3BUYalr IOMipHe Ta i30/IbOBaHe IiABUILIEHHS PiBHIB TpaHCcaMiHa3 (y
1,5-3 pa3u BuUllle HOPMHU), SIK€ 3HUKAJIO IIiCJig 3MeHIIIeHHS 03U aMiofgapoHy abo HaBiTh
CIIOHTaHHO.

Yacmo - rocTpe ypaXXeHHs [IeYiHKY 3 IIiABUIIEHHAM PiBHIB TpaHCcaMiHa3 y mjaa3Mi
KpOBi Ta/ab0 3 KOBTSHUIIEIO, BKJTIOUAIOUH IIe4YiHKOBY HEJOCTATHICTh, iHO] 3
JleTaJIbHUM HaCJIiIKOM, IKe BUMarae IIPUIIMHEHHS 3aCTOCyBaHHSA Ipemnapary.

Ilyoice piOKo - XpOHiIUHE YpaXKeHHS MeYiHKH, SKe BUMara€ TPUBaJIOTo TiKyBaHHS.
licTomoriyHi 3MiHM BiANOBimalOTh KapPTHUHI IICEBO0ATIKOT0JIBHOTO TelaTUTy abo IIupo3y
neuvinku. OCKiIbKY KJIiHIYHI Ta TabopaTOpHi 03HAKM He 4iTKO BUpaxKeHi (BapiabesbHa
rernaToMerasis, MiOBUILlEHHS PiBHIB TpaHcaMiHa3 y I1j1a3Mi KpoBi y 1,5-5 pa3siB Bif
HOPMH), TOKa3aHUM PETYJIIPHUN MOHITOPUHT (QYHKIIil EeYiHKU. Y BUNIAOKY
HIABUIIIEHHS PIBHIB TpaHcaMiHa3 y IJIa3Mi KPOBi, HaBiTh IOMIPHOI'0, 10 BUHUKAE
ITics IpuioMy IIpenapaTy IpoTsAroM Oisnblie HixK 6 Mics1liB, He0OXiTHO 3amimO3pUTH
PO3BUTOK XPOHIYHOTO ypaxKeHHs nmedinku. Lli kiminiuxi Ta 6ionoriuxi 3Minu 3a3Buyan
3HUKAaIOTh IIiCJI IPUIUHEHHS 3aCTOCYBaHHS IIpenapary. 3adikCoBaHO KijlbKa
HeoOOpPOTHUX BUMAOKIB TaKUX 3MiH.

3 6oky cepus.
Yacmo - 6paguKapisi, 3a3BUYai MOMipHa Ta J0303aexKHa.

Heuacmo - mopylileHHS IPOBiOHOCTI Miokapaa (cuHoaTpianbHa O6510Kaga, AV-6j10Kaza
Pi3HOTO CTyHIEHS).

Iyoice pidko - BUpaxKeHa OpafuKapmdisa Ta, Y BUK/IIOYHUX BUITafKaX, BimMoBa
CHUHYCOBOTO By3JIa, IPO SIKi MOBiIOMJISJIOCS ¥ KiTbKOX BUMNaAKax (Ha TiIi AucyHKITi1
CUHYCOBOTO By3Jia, ¥ IAlli€HTIiB JIiTHHOTO BiKy). BUHMKHEHHS ab0 MOoTiplIeHHS
iCHyI04O0l apuTMil, iKa iHOIi CyTPOBOAXKYETHCSA 3YIUHKOIO CEPIH.

Hegioomo - mapokcu3MalibHa IIIYHOYKOBA Taxikapghisa tuny torsade de pointes (OuB.
po3min «OcobIMBOCTI 3aCTOCyBaHHSI», «B3aeMoisa 3 iHIIMMH TiKapChbKUMM 3acob0aMu
Ta iHIII BUOU B3a€EMOMOIN»).

3 60Ky mpasHo20 mpakmy.



Iyotce uacmo - moMipHi po3naau TpaBjeHHs (HymoTa, OJ1I0BaHHS, OUCTeB3is), IKi
3a3BHYay BUHUKAIOTh Ha I0YaTKYy JIiIKyBaHHS IIpelapaToM Ta 3HUKAaIOTh MiCJIsd
3MEHIIIeHHS M0Tro OO3U.

Hegidomo - maHKpPeaTUuT/TOCTPUU MaHKPEaTUT, CyXiCTh y POTi, 3amop.
3 60Ky MO/0YHUX 3d/103 Ma penpooyKmueHoi cucmemu.

Iyoice pidko - emiguouMit. [IpUYMHHO-HACITIIKOBUM 3B’I30K IIHOT0 MOOIYHOTO SIBUINA 3
IPUUOMOM aMiofapoHy HOTeIlep YiTKO He BCTAHOBJIEHUM.

3 60Ky cyOuH.

Iyoice piOKo - BaCKyJIiT.

Pe3yavmamu 0ocaidaHceHb.

PiOoxo - pigKicHi BUIIQAKM TimoHATPieEMil MOXKYTh CBimuuTH n1po po3BuToK CHCAT.
Ilyoice piOKo - ypaKeHHS HUPOK 3 ITIOMIpHUM ITiABUINIEHHSIM PiBHS KpeaTHUHIHY.

3 60Ky Kpoei ma aimpamuuHoi cucmemu.

Iyoice pioko - TPOMOOILIMTOIIEHISI, TEMOJIITUYHA aHeMisl, allJlaCTU4YHa aHeMis.
Hegidomo - HEUTPOIIEHisI, arpaHyIO0LUTO3.

3 60Ky iMmyHHOI cucmemu.

Hegidomo - aHTiOHEBPOTUYHUM HaOPsK Ta/ab0 KPOIUB’ THKA.
AnadinakTuyHa/aHadinakTolgHa peakKllis, i HaBiTh IIOK.

3azanvHi po3aadu.

Hegidomo - rpaHyIbOMH, TOJIOBHUM YHUHOM I'PaHyJIbOMHU KiCTKOBOTO MO3KY.
3 6oky memab0oai3My ma XapuyeaHHs.

HeBimomo - 3HUXKEHHS alleTUTY.

3 60Ky ncuxiku.

YacTo - 3HuKeHH 1i6ino.

HeBimoMo - ciiTyTaHICTBh CBIIOMOCTI, AeJIipiid, raronnHalil.

3 60Ky ckesiemHo-M’ 230801 cucmemu ma cnoAy4YHOoi MKAHUHU.

HeBimomo - 4epBOHUM BOBYAK.



Tpaemu, ompyeHHA Ma YCKAAOHEHHA Npouedyp.

HeBigoMo - mepBUHHa AUCQYHKIIiIA TPaHCHOJIaHTaTa IIiCJId TpaHCIIaHTallil ceplis,
MMOTEHIINHO JieTalbHa (OAuB. po3minn «Oco6IMBOCTI 3aCTOCYBaHHS»).

ITogioomaeHHs npo nido3prosaHi NOGiUHI peakuii

IToBigoMIIeHHS PO MimO3pIoBaHi IMMOOIUHI peakirii, 1110 BUHUKIIM ITiCJISI peecTpaillil
JIiKapchKOTO0 3aco0y, myKe BaxKJuBi. Lle Jae 3Mory MOCTiHO clOCTepiraTu 3a
CHiBBiIHOIIEHHSM KOPUCTI/PU3UKY ITPU 3aCTOCYyBaHHi JTiKapCchKOTO 3aco0y.
[MpalliBHUKY CUCTEMH OXOPOHU 3[IOPOB’SI IIOBUHHI IMOBIIOMJIATH ITPO OyOb-sKi
Imimo3pioBaHi MobiyHiI peakiiii yepes3 HallioHAaIbHY cUCcTEMY apMaKOHATJIAIY.

TepMmin npuagaTHOCTI

3 POKH.

VYMoBH 30epiranus

30epiratu npu Temnepatypi He Bunle 30 °C y HeJOCTYIITHOMY [JIs OiTel MicCIii.
¥YnakoBka

ITo 10 TabneTok y 6micTepi. [To 3 O6micTepu y KapTOHHIM KOPOOIIi.

KaTeropist Biagnnycky

3a penemnTomM.

BupooHuK

PuBodapm CA/
Rivopharm SA.

Micie3Haxo/dKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBaaXKXeHHsI HOr o
IisITBLHOCTI.

Yeutpo IHCema, 6928 ManHo, [IIBeniapis/

Centro Insema, 6928 Manno, Switzerland.



