Ckian

diroua pe4osuHda: OHOAHCETPOH;

1 mn po3uuny Mictuts 0,002 r OHOAHCETPOHY (Y BUTJIAAL OHOAHCETPOHY TiAPOXJIIOPURY
[OUTifpaTy);

OONOMIJICHI pe4oB8UHU: KUCIIOTA JINMOHHA MOHOTIApaT, HAaTPilo IUTPAT, HAaTPito
XJIOpu, Boda OId iH €KITiN.

JIikapcbKa ¢opMma

Po3uuH nng iH’exIfin.

OcHo8HiI (pi3uKko-ximiuHi 8sracmueocmi: Ipo3opa O0e30apBHa pigvHa, IMPAKTUYHO He
MICTHUTH MEeXaHI4YHHUX JOMIIIOK.

dapMaKoTepaneBTHYHA I'Pyla

[TpoTtubmioBasnbHi 3aco6u Ta IIpenapaTy, 10 YCyBalOTh HYAOTY. AHTaroHicTu
penenTtopiB cepoToHiny (ODHT3). Oumancetrpon. Kog ATX A04A AO01.

dapMaKoauMHaMiKa

OHOaHCEeTPOH - CUJIbHOOIIOYMY BUCOKOCEIEeKTUBHUM aHTaroHict SHT3
(cepoToHiHOBUX) penenTopiB. [Ipemnapat nomnepenxkye abo ycyBae HyOoOTy i O/II0BaHHS,
III0 CIIPUYUHSIOTHCS TUTOTOKCUYHOIO XiMioTeparrieio Ta/abo MpoMeHeBO0 Tepalli€lo, a
TaKOXK MicJisgomnepaliiiHi HygoTy i 6/1oBaHHsA. MexaHi3M [il OHOaHCETPOHY IO KiHIISA He
3’scoBaHUM. MOXKIMBO, ITpemnapaT 0JI0Kye BUHUKHEHHS 0JII0BaJIbHOTO PedIIeKCy,
IPOSBISAIYM aHTArOHICTUYHY [il0 BIDTHOCHO 5HT3-peHeHTOpiB, sIKi JIOKali3yIOThCS Y
HeWpOHax SIK NepudeprudHol, Tak i IeHTpalbHOl HePBOBO1 cucteMu. [Ipemapart He
3MEHIIIy€ ICUXOMOTOPHOI aKTUBHOCTI MAlli€HTa i He YMHUTh CeJaTUBHOTO e(eKTy.

dapMaKOKiHeTHKa

[Ipu BHYTPIIIHEOM I30BOMY BBEE€HHI MaKCHMaJlbHa KOHIIEHTpPAaLlid y mIa3Mi KpoBi
pocsaraeTbcs npotsaroM 10 xBunuH. O6’€M pPO3MOMiny IIiciig mapeHTepPaaTbHOT 0



BBeeHHs y mopocnux cTaHoBUTH 140 mn. OCHOBHa 4YaCTHHA BBEOEHOI JO3U HiAga€eThCs
MeTaboJi3My y nediHili. [3 ceyero y He3MiHeHOMY CTaHi BUBOOUTLCS MeHIIe 5%
npenaparty. [lepion HammiBBUBeOeHHs - TPUOIM3HO 3 TOOUHU (Y XBOPUX JIITHLOTO BiKY -
5 roguH). 3B’s13yBaHHA 3 Oinkamu mnaa3mu - 70-76%.

Y nailieHTiB i3 HUPKOBOI HEJOCTATHICTIO IIOMIpPHOTO CTYIIeHs (KJIipeHC KpeaTuHiny 15-
60 MJI/XB) 3MEHIIYETHCS SIK CUCTEMHUM KIIipEeHC, TakK i 00’€M pO3MOIily OHAAHCETPOHY,
pe3yIbTaTOM YOTO € He3HayHe i KJIiHiYHO He3HauyIle 30iIblIeHHs ITepiony
HalliBBUBE[EHH npernapaTty. PapMakKOKiHETHKA OHOAHCETPOHY IIPAKTUYHO He
3MIHIOETHCA Yy IALIEHTIB i3 HUPKOBOIO HENOCTATHICTIO TAXKKOI'O CTYIIEHS, SIKi
3HaAXOOATHCSA Ha XPOHIYHOMY reMopianisi (HocaigXKeHHs IPOBOOUIIN Y IIePePBi Mix
ceaHCaMM remMofiani3y). Y maii€eHTiB 3 XPOHIYHOIO IEeYiHKOBOI HEOOCTaTHICTIO
TAXKKOI'O CTyIIeHSI CUCTEMHUU KJIIpEHC OHOAHCETPOHY IIOMITHO 3MEHIIYy€ETHCA 31
30inbIIeHHAM Tepiony HamiBBuBeneHHs (15-32 roguH).

IToxa3zaHHSA

e Hymora i 6/110BaHHS, COPUYNHEHI IUTOTOKCUYHOIO XiMioTepami€o Ta IIpoMeHeBOIO
Teparlli€m.
e IIpodinakTuKa Ta NiKyBaHHS IIiCIsSOIIepallilHUX HYOOTHU i O/TF0OBaHHS.

IIporunnoka3aHHs

e 3aCTOCYBaHHS OHOAHCETPOHY pa3oM 3 arloMOpQiHy TiApOXIOPUAOM
IPOTUIIOKAa3aHe, OCKIIbKU CIIOCTEPIraaucs BUMIaOKW CUJIBHOL apTepiaJabHOl
rimoTeH3sil Ta BTpaTHU CBiHOMOCTI IIifl YaC CyMiCHOT'O 3aCTOCYBaHHS.

e l'imepuyTnusicTh 0O OyAb-IKOIr0 KOMIIOHEHTA IIpelapary.

B3aeMmofisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIiH

OHOaHCETPOH He IIPUCKOPIOE i He rajibMy€e MeTab0J1i3M iHIIUX IIperapariB IIpu
OOHOYACHOMY 3 HUM 3acCcToCyBaHHI. CrelianbHi JOCIIIAXKEHHA ToKa3alu, 110
OHIAHCETPOH He B3a€MOJI€ 3 aJIKOrojieM, TeMa3elaMoM, pypoceMiznom,
andeHTaHizIoM, TpaMamoioM, MOP(}iHOM, JIIrHOKAlHOM, TiolleHTasioM ab0 MpornodoioM.

OHpaHCceTPOH MeTabo/mi3yeThCsl pisHUMU (pepMeHTaMU UTOXpoMy P450 nevinku:
CYP3A4, CYP2D6 ta CYP1A2. 3aBasiku pisHOMaHITHOCTI ¢epMeHTiB MeTabomi3mMy
OHIOAHCETPOHY raJlbMyBaHHS a00 3MeHIIIeHHS aKTUBHOCTI OIHOTO 3 HUX (HalpuKias
reHetuuyHuu gedinut CYP2DG6) y 3BU4allHUX YyMOBaxX KOMIIEHCYEThCS iHIITUMU



dbepmeHTaMu i He Oyze MaTH BILIMBY a00 BIJIMB Ha 3arajibHUM KITipEHC KpeaTUuHiHy
Oyme He3HAYHUM.

3 06epexXHICTIO CJTi 3aCTOCOBYBaTH OHOAHCETPOH pa3oM 3 JIiKapCbKUMHU 3acobamu,
1110 TOAOBXKYIOTh iHTepBan QT Ta/ab0 CIPUYMHSAIOTH IOPYIIEHHS €JIEKTPOJIiTHOTO
O6anaHcy (ouB. po31ain «Oco6IMBOCTI 3aCTOCYBaHHS»).

AnnoMmopdiH.

3acToCcyBaHHS OHOAHCETPOHY Pa30oM 3 alloMOp(diHy rigpoXJI0puaOM IIPOTUIIOKa3aHe,
OCKIiJILKM CIIOCTEepiraaucs BUMAOKU CHUJIBHOI rimoTeH3il Ta BTpaTH CBiMOMOCTI ITiJT 4ac
CYMICHOTO 3aCTOCyBaHHS.

deHiTOIH, KapOaMa3emniH i pudaMIilH.

Y nmauieHTiB, sKi TiKyHOThCA NOTeHIinHMY iHayKTopamMu CYP3A4 (Hanpukian
deniToinoM, kapbamaseriHoM i pudaMITilTUHOM), KITipE€HC OHOaHCETPOHY
30iJIbIIYETHCS i MOTO KOHILIEHTPALlisl Y KPOBi 3MEHIIIYETHCH.

Cepotoninepreruku (Hanpukaapn, CI33C ta I33CH).

CepoOTOHIHOBUY CUHAPOM (BKJIIOYAIO4YM 3MiHU IICUXIYHOTO CTATyCy, BEereTaTuBHOL
HecTabiNMbHOCTI i HEPBOBO-M'SI30BUX ITOPYIIIEeHb) OYB ONMCAHUM MiC/IsT OMHOYACHOTO
3aCTOCYBaHHS OHOAHCETPOHY Ta IHIIUX CEPOTOHIHEPTIYHUX IIpelapariB, y TOMY YUCJIi
CeJIeKTUBHUX IHTi0iTOPiB 3BOPOTHOrO 3axoIieHHs cepoToHiny (CI33C) Ta iHribiTopis
3BOPOTHOI'O 3aXOMJIEHHS CEPOTOHIHY Ta HopanpeHaniny (I33CH) (guB. po3ain
«OCcOoOIUBOCTi 3aCTOCYBAHHSI»).

Tpamapgoii.

3a maHMMHU HEeBEIHNKOI KiJIbKOCTi KITiHIYHUX OOCHigXKeHb, OHOTAaHCETPOH MOXKe
3MEHIITyBaTH aHaNITeTUUYHUM e(PeKT TpamMamoIy.



3actocyBanHs OHOAaHCETPOHY 3 iHIMUMH JIIKapCbKUMHU 3aC00aMH, IO ITOTOBXKYIOTh
iHTepBan QT, MOXKXe COPUYMHATH OOOATKOBE IMOOOBXKEHHS LIbOTO iHTepBany. CyMicHe
3acTocyBaHHsI OHIAHCETPOHY 3 KapAiOTOKCUYHUMM JTiKapChKUMU 3acoOaMu
(HampuKiam, aHTpalUKIiHaM1) MoxXKe 30iTbIIUTY PU3UK BUHUKHEHHS apUTMil

(muB. po3min «OcobGIMBOCTI 3aCTOCYBaHHS»).

Oc00/1MBOCTi 3aCTOCYyBaHHS

ITpu nmikyBaHHI Mali€HTIB i3 IPOsABaMU TilIepPUYyTJIUBOCTI 0 IHIIUX CEJIEKTUBHUX
aHTarOHICTiB 5HT3-peueHTopiB CIIOCTepiramucs peaxliil rimepyyTIuBOCTi.

Peakirii, moB’s13aHi 3 UXaIbHOIO CUCTEMOIO, JIiIKyIOTh CUMITOMaTU4YHO. MennyHi
MIpaliBHUKY MalOTh 3BEPTATU Ha HUX 0COOIUBY yBary, OCKiJIbKM BOHU € O3HaKaMu
peaxiri migBUIlleHOl YYTJIMBOCTI Ha JIiKapChbKUM 3acio.

OHOaHCEeTpPOH y mo303asiexkHiu ¢popMi mogoBxkye iHTepBan QT (ouB. po3min
«®apMaKoJIOTiYHi BTaCTUBOCTi»). [lomaTKOBO OyJiM ITOBiMOMJIEHHS ITPO BUIIaAKHU
TPEMTIHHSI/MEePEXTiHHS IIITYHOUKIB (Torsade de Pointes) ipu 3aCTOCyBaHHi
OHIaHCeTpoHyY. CJlil yHUKATU 3aCTOCYBaHHS OHOAHCETPOHY V IALIIEHTIB 3 BPOOXKEHUM
cuHapoMoM nomaoBxkeHHS QT. OHIaHCEeTPOH CIIiJl 3aCTOCOBYBATU 3 00EPEeKHICTIO OIS
JIIKyBaHHSA MAalli€HTIB, sIKi Mal0Th ab0 y IKUX MOXKe PO3BUHYTHUCS IIOAOBXKEHHS
iHTepBany QT, BK/II04Yal04u MaIliEHTIB 3 MOPYIIEHHSAM €JIeKTPOJIITHOTO OajaHcy,
3aCTiliHOIO CEPIEeBOI0 HEAOCTaTHICTIO, OpaguapuTMisiMu abo0 IMallieHTiB, IKi TiKyIOThCS
IHIMMMU ITpermapaTaMi, 1110 MOXKYTh CIPUYMHSATHY ITOOOBXKeHHs iHTepBany QT a6o
TMOPYIIEHHS eJIEKTPOoJIiTHOTro OanaHcy. [lepen moyaTKoOM 3aCTOCYBaHHS CJIif
CKOperyBaTH TiloKajlieMilo Ta rimoMartieMio.

ITicia omHOYacHOr 0 3aCTOCYBaHHSA OHOAHCETPOHY Ta IHIIUX CEPOTOHIHEPTIYHUX
npenapaTtiB 6yB oNMCaHUM CEPOTOHIHOBUM CUHAPOM (OUB. po3din «B3aemomis 3
IHIMTMMU JTiIKapChbKUMHU 3aco0aMM Ta iHIIN BUOW B3a€MOMili»). LKII0 ogHOYaCHEe
JIIKyBaHHSI OHOAQHCETPOHOM Ta IHIIUMM CEPOTOHIHEPriYHUMU IIpellapaTaMU KIIiHIYHO
OOT'PYHTOBAHO, PEKOMEHYETHCS BiMNOBIAHNUY KOHTPOJIb 3@ ITAlliEHTOM.

OCKIiNTbKY OHIAHCETPOH I10CIab/II0€ MEePUCTAJIbTUKY KUIIIEUHUKY, TOTPiOEeH peTebHuN
Harasy 3a nalieHTaMy 3 O3HaKaMU ITiATOCTPOl HEMPOXiAHOCTI KUIIEYHUKY Mif Jac
3acTocyBaHHS OHOAaHCETPOHY.



Y mauieHTiB, SKUM NPOBOAUTHCS XipypriyHe BTPy4YaHHS B afeHOTOH3UJIIPHINU OUISHII,
3aCTOCYBaHHS OHOAHCETPOHY I NMPOodiTaKTUKU HyOOTU Ta OJII0BaHHS MOXKe
MaCKyBaTh BUHUKHEHHSA KpPOBOTeYi. ToMy Taki XBOpPi HiAJIATalOTh PETEJIbHOMY Harsany
icJist 3aCTOCYBaHHS OHOAHCETPOHY.

OpHa iH’€KIIis JTiIKapCchKOTO 3aco0y MiCTUTH MeHIIe HikK 1 MMoOJb HaTpito (23 Mr) Ha
mo3y, TOOTO € paKTUYHO Oe3HaTPIEBOIO.

Himu

Y mitei, gKi OTPUMYIOTh OHOAHCETPOH Pa30M i3 rermaTOTOKCUYHUMU
xiMioTepaleBTUYHUMU IIperapaTaMu, IOTPiOHO PETETLHO CTEXXKUTH 3a MOXKIUBUMHU
MOPYIIEHHSAMHU (PYHKIIi] IEeYiHKU.

Pesicumu do3yeaHHA

ITpu po3paxyHKy OO3HU 3TigHO 3 MacoOI0 Tijia i 3aCTOCYBaHHI TPhOX O03 3 4-TOOUHHUM
iHTepBasoM 3aranbHa A000Ba mo3a Oyae BUIINOI0, HiXK MMPU 3aCTOCYBaHHI OfHiel o3u
5 Mr/M2 i omHi€el mo3u mpemnapaTy nepopanbHo. [TopiBHANMbHA €(EKTUBHICTh ITUX ABOX
pexXuMiB JO3yBaHHS He OyJla OlliHeHa y KIiHIYHUX OoCimigXeHHIX. [IopiBHIHHS
pe3ynbTaTiB Pi3HUX OOCHIAXKEHb CBIIYUTH ITPO MOAiOHYy e(eKTUBHICTh 000X PEeKUMIB
OO3yBaHHSI.

3maTHiCTh BIUIMBATH HA IIBHIKICTH peakilili mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3ZMaMHu

ITcuxoMOTOpPHI TeCTU ITOKa3ay, 110 OHOaHCETPOH He BIIJIMBA€ Ha 3[aTHICTb KepyBaTu
MexaHi3MaMHU i He YUHUTh CEeJaTUBHOI Mil, ajie CIig MaTHU Ha yBa3i Mpodiib mobiyHUX
[OiV mpenapaTy IIPU BUPIillleHHI IUTaHHS IIPO 30aTHICTh KepyBaTU aBTOTPAHCIIOPTOM
a6o po6oTy 3 iHIIMMU MexXaHi3MaMHu.

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHsI IPyaaio

KIHKM OITOPOOHOTO BIKY.

2KiHKY OiTOPOMHOrO BiKYy, III0 OTPUMYIOTH OHIAHCETPOH, IIOBUHHI PO3TISTHYTU MUTAaHHS
PO BUKOPUCTAHHS KOHTPAIEMIIii.



BaritHiCTE.

Ha migcraBi npoBeneHUX enigeMiooriyHuX OOCIIiaXKeHb, IiN03PIETHCH, 1110
OHIOAHCETPOH CIIPUYUHSIE Badu IIeJIeTTHO-JIMIIbOBOI 00JIacTi Mpu 3aCTOCyBaHHI
IIPOTSATOM IEPIIOr0 TPUMECTPY BariTHOCTi. B 0qHOMY 3 KOTOPTHHUX OOCIiAXKEHbB, 110
BKJIIO4YasIo 1,8 MisibliOHa BariTHOCTEU, 3aCTOCYBaHHSA OHOAaHCETPOHY y IIEePIIOMY
TpUMeCTpPi OyJIO ITOB’I3aHO 3 MiABUIIIEHUM PU3UKOM PO3ILIEIIEHHS Y POTOBil
nopozxkHuHI (3 momaTkoBi Bunagku Ha 10 000 XiHOK, IKi OTPUMYBaJI OHOAHCETPOH;
CKOPUTOBaHMWM BiIHOCHUU pU3UK, 1,24, (95% CI 1,03-1,48)). [JocTynHi emigeMionorigxi
OOCIiAXKEeHHS CeplieBUX Baj IOKa3yIOTh CyIIepeYsInBi pe3yabTaTH.

IocnigKeHHs Ha TBapyUHaX He BKa3yITh Ha IPsIMi YM oloCcepegKoBaHi IIKigIuBi
e(ekTH om0 penpoayKTUBHOL TOKCUYHOCTI. OHOaHCETPOH He PEKOMEHOYETHCS
3aCTOCOBYBaTHU NPOTATOM IEPILIOr0 TPUMECTPY BariTHOCTI.

I'ogyBaHHS I'PyOgio.

ExcnepuMeHTaNbHI OCHIOXKEHHS II0Ka3aJjiy, 1110 OHJOAaHCETPOH IIPOHUKAaE y IpygHe
MOJIOKO TBapuH. Y pa3i HeoOXimHOCTi 3aCTOCYBaHHS IIpenaparTy CIIil IPUIUHUTH
TOLYBAHHSA I'PYLOOIO.

IHopMallis om0 BOJIMBY OHOaHCETPOHY Ha (PEPTUNBHICTh Y TIOOUHU BiACYTHS.
Cnocid 3acTocyBaHHs Ta I03H

Hyodoma i 6,1108aHHA, CnpUu4yUHEeHI XxiMiomepaniero ma npomMeHe8o0 mepaniero.

EMeToreHHUY IOTEHIIial Teparlil paky Bapilo€ 3aje2kHO Bif mo3u Ta KoMOiHalii
pexkuMiB XiMioTeparril Ta MpoMeHeBOl Tepamnii. Bubip pexXuMy nqo3yBaHHS 3alI€XKUTh
Bi[] TAXKKOCTI EMETOT€HHOI'0 BILJIUBY.

ITopocti.

EmemoeeHHa ximiomepanisi ma npoMeHesd mepdanis.




PekoMeHOoBaHa BHYTPilTHbOBEHHA a00 BHYTPIlIHEOM s130Ba M03a OHIAHCETPOHY -
8 MTr y BUTJISII1 MOBiJIbHOIL iH €KIIil BIPOOOBXK He MeHIIe HiXK 30 CeKyHT,
Oe3nocepenHbO Iepen TiKyBaHHSIM.

st mpodimakKTUKY BiICTpoYeHOTro abo TpUBAIOro GIIOBAHHS ITIiCIISA MepHux 24 TOOUH
PEKOMEHOYEThCS IepopasbHe abo peKTaabHe 3aCTOCYBaHHS IIperapary.

BucokoememozeHHa ximiomepanisa (Hanpukaao 8ucoki 003U UUCNAAMUHY).

OHOaHCETPOH MOXKHa NPHU3HAYaTHU Y BUTJISANI OOHOPA30BOI MO3U 8 MT
BHYTPIIIHbOBEHHO a00 BHYTPIIIIHHOM s130BO Oe3IMocepeqHbo Mepel XiMioTeparri€ro.
IHo3u nmoHan 8 Mr (oo 16 Mr) MoxKHa 3aCTOCOBYBATH JIUILE Y BUTJISAOL
BHYTPIiNIHbOBeHHO]1 iHPy3il Ha 50-100 ma 0,9% po3uyuHy HaTpio xmopuny abo iHIIoro
BiATIOBiAHOTO PO3YMHHUKA (OWB. HUXKYeE); iHPY3is Ma€ TpuBaTU HE MeHIe 15 XBUJIMH.
OnmHOpa30By [O3y MOHaa 16 Mr 3aCTOCOBYBaTH He MOXKHa (OuB. po31in «OcobmmBOCTiI
3aCTOCyBaHHS»).

I71s1 BUCOKOEeMeTOoTeHHOo]1 ximioTeparil 8 Mr OHmaHceTpoHY ab0 MEHIIy 103y He
MOTPiOHO PO3BOAUTU Ta MOXKHA BBOOUTH IIIJITXOM MOBIJIbHOI BHYTPIITHEOBEHHOI ab0
BHYTPIITHBOM s130B01 iH’eKI1Iil (He MeHIne 30 cekyHn) 6e3mocepenHbo mnepemn
xiMioTeparri€io 3 IMogaabIIuM OBOPA30BUM BHYTPIITHLOBEHHUM ab0

BHYTPIIITHHOM sI30BUM BBEeIeHHSAM 8 MT 4yepe3 2 Ta 4 roguHu abo IoCTiliHOoI0 iHdYy3i€eo
1 mr/ropuHy npoTtsarom 24 roguH.

EdexTuBHicTh OHOAaHCETPOHY ITPU BUCOKOEMETOTeHHIiN XiMioTepamnii Moxke 6yTu
[igBUIlleHa OOOATKOBUM OOHOPa30BUM BHYTPIITHLOBEHHUM BBeNEeHHSAM JeKCaMeTa30HY
HaTpito pochaty y go3i 20 Mr nepep ximioTepariero.

s mpodimakTUKY BimcTpoyeHOro abo TpuBaioro OII0BAHHS IiCas mepiux 24 roguH
PEKOMEHAYEThCS IepopalibHe abo peKTallbHe 3aCTOCYBaHHS IIpenapary.

ity Ta DimTiTKY (BiKOM Bifm 6 mMicaIiB mo 17 pokiB).




Y nepmiaTtpuunii npaktuli OHOaHCETPOH CIIi BBOOUTHU LIJIIXOM BHYTPIIIIHBOBEHHOI
indys3ii B 25-50 M1 0,9% po3uuHy HaTpito xj1opuay abo iHIIOro BiImoBigHOTO
PO3YMHHUKA (OUB. HUXKYe «[HCTPYyKLil AJ1g 3aCTOCYyBaHHSA») IPOTATOM He MEHIIIe
15 xBunuH.

Ilo3y mpemapaTy MOXHa PO3paxyBaTH 3a IIOIIEI0 MOBEPXHi Tima abo mMacH Tima
OUTHHH.

Po3paxyHokK 0o3u 8i0no8i0HO 00 niouw,i no8epxHi misia OUMuUHU.

OHIaAHCETPOH CJIifm BBOOUTHU Oe3mocepenHbo Iepel XiMioTepamnieo IsIxoM Pa3oBol
BHYTPIIIHHOBEHHOI iH €Kil Yy 1031 5 MI/M?, BHYTPIIlIHLOBEHHA [103a HE Ma€
nepesuiyBatu 8 Mr. Yepes 12 roguH MOXXHa PO3MOYUHATH IIepopajibHe
3aCTOCYBaHHJ IIpernapary, ssKe Moxe TpuBaTu e 5 OHiB. He nepesulnyBatu 03y 014
OOPOCIIUX.

Po3paxyHok 0o3u 8i10no8i0HO 00 macu misaa OUmMuHuU.

OHIOaHCETPOH CJIig BBOOAUTH O0e3IocepeaHbo Imepeq XiMioTepari€eio IIIsixoM pa3oBol
BHYTPIIIHbOBEHHOI iH’'€K1il y mo3i 0,15 mMr/kr. BHyTpillHbOBEHHA [03a HE Mae€
nepeBulllyBaTy 8 Mr. Y mepilinuy JeHb MOXKHa BBECTH IIle 2 BHYTPIIIHbOBEHHI J03U 3 4-
TOOUHHUM IHTepBasioM. Yepe3 12 roguH MoxKHa PO3NOYUHATHU IIepopalbHe
3aCTOCYBaHH4 IIpenapary, sKe MOoXe TpUuBaTu 1ie 5 OHiB. He nmepeBuiysatu 003y Oy
OOPOCIIUX.

[TalfieHTH TITHBOTO BiKY.

[TamienTaM BiKOM Bifl 65 POKIiB BCi J03U [Jid BHYTPIIIHbOBEHHUX 1H €KIIIU CIIif
PO3YUHATU Ta BBOOUTHU NPOTATrOoM 15 XBUJINH, IPU IIOBTOPHOMY 3aCTOCYBaHHI IHTepBall
MiX iH €KIiIMU TOBUHEH OyTH He MeHIe 4 TOOUH.

II71s nmalieHTiB BiKOM Biff 65 0o 74 pOKiB I1o4YaTKOBa [J03a OHOAHCETPOHY CTaHOBUTH
8 Mr a60 16 Mr, BBOOUTH LIJIIXOM BHYTPIIlIHbOBEHHOI iHQY3il mpoTtsaroMm 15 XxBunuH,
SIKY MOZKHa ITPOOOBXKUTU BBEOEHHSAM [BOX OO03 10 8 MI IPOTATOM 15 XBUJIMH 3
iHTepBanoM MiX iHQy3iIMu He MeHIIe 4 TOOUH.



Y manieHTiB BIKOM Bifi 75 pPOKiB MOYaTKOBa BHYTPIIIHbOBEHHA 1H €KI[II OHOAHCETPOHY
He IIOBMHHA IIepeBUIllyBaTy 8 MT 3 iH(QY3i€l0 BIPOOOBXK He MeHIIe 15 xBunuH. [licns
IMOYaTKOBOI 103U Yy 8 MT' MOKHA ITPOAOBXKUTU 3aCTOCYBaHHS BOMAa J03aMU I10 8 MT,
BBOOUTH LIISAXOM iH(Y3il mpoTAroM 15 XBUIMH 3 iHTEPBaIOM MiX iHQy3isaMu He
MeHIe 4 TOOuH.

[TalieHTH 3 HUPKOBOIO HEAOCTATHICTIO.

HeMmae HeoOXigHOCTI ¥y 3MiHI pekXuMy 003yBaHHSA ab0 HIISXy NpU3HaYeHHS IIpenaparTy
nalfieHTaM 3 MMOPYIIeHHSAM QYHKIII HUPOK.

ITamieHTH 3 DeYiHKOBOIO HEJOCTATHICTIO.

Y nmaui€eHTiB 3 TOMIpHUMU 1 TAXKKUMU IIOPYIIEHHIMHU (PYyHKITi] TEeYiHKYU KITipEHC
OHpaHCEeTPOHY 3HAYHO 3HUXKYETHCS, a IIepioJ HalliBBUBEOEHHS 13 CUPOBATKU KPOBI -
3pocrtae. [I715 TakKuX XBOPUX MaKcuMabHa J000Ba [03a nperapaTy He Ma€
IIepeBUlyBaTu 8 MT.

INarieHTH 3 TOPYIIEeHHsSIM MeTabo0JIi3My crapTeiHy/meOpHuCcoKBiHY.

[lepion HamiBBUBENEeHHS OHOAHCETPOHY y MAIliEHTIB 3 MOPYIIEHHSIM MeTaboIi3My
crapTeiny i meOpHUCOKBiIHY He 3MIiHIOEThCS. Y TaKUX ITAIiEHTIB IIOBTOPHE BBEIEHHS
MMPU3BOOUTH OO TAKOIl K caMOl KOHIIeHTpallil ITpemnapary, 1o ¥ Y XBOPHUX i3
HemnopylieHuM MeTabosniamMoMm. ToMy 3MiHa J03yBaHHS ab0 4acTOTU BBEOEHHS He
moTpidHa.

ITicasionepauitiHi Hydoma i 61108aHHA.

[Topociii.

[I1a mpodimakTUKU micisgonepaniiHuX HyOoTH i O/1I0BaHHS PEeKOMeHIoBaHa mo3a
OHOaHCETPOHY CTAHOBUTH 4 MT' y BUTJIALI OMHOPA30BOl BHYTPIIIIHBOM 130B01 ab0
MIOBIJILHOI BHYTPIIITHBOBEHHOI iH €KIIil ITiJT YaC BBEAEHHS y HapKO3.



I7s1 iKyBaHHS MicsionepaliiHuX HyOOoTH i 67110BaHHS peKOMeHA0BaHa pa30Ba f03a
OHOaHCETPOHY CTAHOBUTH 4 MT y BUTJISALI BHYTPIIIHbOM 130B01 a00 IOBiIbHOL
BHYTPIIITHbOBEHHOI iH’€KIIil.

ity Ta oimmiTKY (BikoM Bim 1 micsaiis mo 17 pokiB).

s mpodimakTUKY i TiKyBaHHS ITicIsionepaliiHuX HyOOTH i OJTIOBaHHSA Y OiTel, SIKUX
OIIEPYIOTH IIil 3arajibHOI0 aHecTe3iero, OHgaHCeTPOH MOXKHa BBOOUTHU Yy 0o3i 0,1 Mr/kKr
MacH Tina (MakKCUMaJlbHO - 0O 4 MT) IIJIIXOM ITOBiJIbHOI BHYTPIITHLOBEHHOI iH €KIIil (He
MmeHine 30 ceKyHM) 00, ITi Yac, ITicjid BBeJeHHs Y HapKo3 abo ITicyis omepariil.

[TalfieHTH TiTHBOTO BiKY.

Ioceig 3acTocyBaHHSA OHOAHCETPOHY OJIA NPOQIIaKTUKY i JTiKyBaHHS
micnsionepauiiHuX HyOOTHU i O/1I0BaHHS Yy JIIOJEH JTiTHBOTO BiKy 00MeXKeHUM, OOHaK
OHOmaHCeTPOH moOpe IMepeHOCUThCSI XBOPUMHU BiKOM Bifl 65 POKiB, IKi OTPUMYIOTh
XiMioTepariito.

[TaiieHTH 3 HUPKOBOIO HEJAOCTATHICTIO.

HeMmae HeoOXxigHOCTI ¥y 3MiHiI pekuMy 003yBaHHS ab0 IIISXy NpU3HaYeHHs IIpenaparTy
nalmieHTaM i3 mMopyIIeHHSIM QYHKI[l HUPOK.

TTamieHTH 3 IeYiHKOBOIO HENOCTATHICTIO.

Y naui€eHTiB 3 IOMiIpHUMHU i TAXKKUMU IIOPYIIeHHIMHU (PYyHKITi] Te4YiHKM KITipeHC
OHIaHCETPOHY 3HAYHO 3HUXKYETHCS, a Iepiof HaliBBUBEOEHH 13 CUPOBATKU KPOBI -
30inbiyeThes. 711 TaKUX MalliEHTiB MaKcuMaibHa 1000Ba [03a nperapaTy He Ma€
IIepEeBUIIyBaTU 8 MT.

IMTa1ieHTH 3 MOPVIIIEeHHSIM MeTab01i3My criapTeiny/meOpuCcoKBiHY.

[lepion HamiBBUBEOEHHS OHOAHCETPOHY Yy Cy0’€KTIB 3 MOPYIIEHHSIM MeTaboIi3mMy
crapTeiny i meOpPHUCOKBiIHY He 3MIHIOEThCS. Y TaKUX ITAIiEHTIB IIOBTOPHE BBEIEHHS



IMPU3BOOUTH MO TAKOI K KOHIIEHTPAIlil mperapary, 110 ¥ Y XBOPHUX 3 HENOPYIIeHUM
MeTabonizmMom. ToMy 3MiHa J03yBaHHS a00 YaCcTOTHU BBeOEeHHS He MOTpPiOHa.

IncmpyKkuia 044 3acmoCcy8aHHA.

Awmnynu i3 OHDaHCEeTPOHOM He MICTSITh KOHCEPBAHTIB i 1X HE0OXiIHO BUKOPHUCTOBYBATHU
HeranHo ITiCJII PO3KPUTTS; PO3UMH, M0 3aJTUIINBCS, ITOTPIOHO 3HUIIUTH.

Amnynu 3 OHgaHCEeTPOHOM He MOXKHa aBTOKJIaByBaTH.

CyMiCHICTB 3 iIHIIMMHU PigMHaMH OJII BHYTPINIHLOBEHHUX iH’ €KITIN.

Po3uymHM 0711 BHYTPIIIHBOBEHHOT'O BIMBaHHS ITOTPIOHO rOTyBaTH 6€3I0CEPETHBO
nepeq iHdy3ieto. [IpoTe BCTaHOBIIEHO, 110 PO3YUH OHOAHCETPOHY 30epirae
cTabinbHICTh IPOTATOM 7 OHIB IIpU KiMHaTHiN TeMnepaTypi (mo 25 °C) npu meHHOMY
CBiTi ab0 y XOJIOOUJILHUKY IIPU PO3UYMHEHHi B TaKuX cepemoBuiiax: 0,9% po3dyuH
HaTpilo XJIOPUAY, PO3YHUH I'JIFOKO3U 5%, po3uuH MaHiToNny 10%, po3uun Pinrepa, 0,3%
po3uuH Kajiw xmopuny i 0,9% po3uuH HaTpito xnopuny, 0,3% po3duH Kajio xjaopuny i
PO34uH I'moK0o3u 5%.

BcTaHOBJIEHO, 1110 OHOAHCETPOH 30epirae cTabibHICTh TAaKOXK ITPU BUKOPUCTAHHI
MIOJIieTUIEHOBUX i CKNIIHUX (pr1akoHiB. Bysio moka3aHo, 1110 OHOAHCETPOH, PO3BEeOEeHUN
0,9% xmopumoM HaTpito abo 5% riroKo03010, 30epirae cTabiNbHICTD ¥
MOJIIMTPOITiJIEHOBUX IINpPHUIlaxX. [JoBeJeHO TaK0XK, 110 CTa0iIbHICTh Y IOJIIIPOIIiIEHOBUX
IIMIpUIlax 30epiraeTbCcs Mpu Po3BeIeHHI OHIAaHCEeTPOHY iHIITMMU PEeKOMEeHIOBaHUMU
PO34YMHaMMU.

Y pa3si HeoOxigHOCTI TpuBanoro 30epiralHs mpenapaTry PO3YMHEHHS CJIif IPOBOOUTHU Y
BIIIOBIOHUX aCENITUYHUX YMOBaX.

CyMiCHICTB 3 IHIIMMHU IIPenapaTaMu.

OHOaHCETPOH MOXKHa NpU3HadYaTU y BUTJIAAL BHYTPIIIHBOBEHHO] iH(Y3il 31 MIBUAKICTIO
1 mr/roguny. Yepes Y-nomiOHUM iH’ €eKTOpP pa3oM i3 OHOaHCETPOHOM ITPU KOHIIeHTpaIlil



OoHOmaHceTpoHy Bix 16 mo 160 mkr/mia (To6To 8 Mr/500 M a6o 8 mr/50 M1 BimmoBigHO)
MOZKHa BBOOUTHU:

e yucnaamuH y KoHueHTpaiiil go 0,48 mr/mi, npotsarom 1-8 rogus;

e 5-¢pmopypauus y Kouueratpaiiii mo 0,8 mr/mn (Hanpuknang 2,4 Ty 3 1 a6o 400 mr
y 500 M) 3i mBUOKicTO He Oinbine 20 Mii/roguHy. Binbil BUcoKa KOHIIEHTpPAllis
5-¢pTOopypauuny MoxKe CIPUYMHUTUA NPEeLuIliTallilo OHOaHCeTPOHY. PO34uH O
iHQYy3ii 5-pTopypanuny Moxke Mmictutu mo 0,045% xmopuny MartHiro Ha
OOIIOBHEHHS [0 IHIIINX CYMICHUX HallOBHIOBAUiB;

e KapboniamuH y KoHIleHTparii Big 0,18 mr/mn mo 9,9 mr/mn (Hanpukian Big 90 mr
B 500 M1 mo 990 mr y 100 M) npotsarom 10-60 xBuIuH;

e emono3ud y KoHneHTpaliiil Big 0,14 mr/mn go 0,25 mr/mn (Hanpukinag Bifg 72 Mr B
500 M go 250 mr B 1 1) mpotsiroMm 30-60 XBUJIUH;

e uepmasudum y no3i Big 250 Mr g0 2 T, pO3BeOeHUN Y BOAIL AJid iH €Ki
(manpuknazn 2,5 mi Ha 250 Mr a6o 10 M Ha 2 T nedprazugumy) y BUTTIAOI
BHYTPIIITHbOBEHHO1 O0JIIOCHOI iH’€KIIil MPOTATOM 5 XBUJINH;

e yuxkaogocgpamio y go3si Big 100 mr mo 1 r, po3BemeHu# y BoOi ois iH’ekiin (5 M
Ha 100 Mr nukmnodochaminy), y BUTTIAOI BHYTPIITHBOBEHHOI OOTIOCHOI iH’€KITil
IIPOTATOM D XBUJIUH;

e JokcopybiyuH y mo3i Bim 10 mr go 100 Mr, po3BeneHu# y Boai aast in’ek1tixt (5 M
Ha 10 Mr goKcopyOillMHY), Y BUTISOI BHYTPIITHLOBEHHOI OOIIOCHOI iH’€KITil
OPOTSATOM 5 XBUJIUH;

e JekcamemasoH y 0o3i 20 Mr, y BUTJISAL] MOBiIbHOI BHYTPIIIHBOBEHHOI iH’€KITil
MIPOTSITOM 2-5 XBUJIUH (ITPY OMHOYACHOMY BBefieHHi 8 Mr a6o 16 Mr
OHIAHCETPOHY, Po3unHeHOro ¥ 50-100 M iH’€KIIMHOTO PO3YHNHY), IPOTATOM
npubnusHo 15 xBunuH. OCKIiNTbKY OaHi MperapaTy € CYMICHUMM, 1X MOXXHa
BBOJWTHU Yepe3 OOHY KpalleIbHULIO, IIPU IbOMY B PO34YMHI KOHIIEHTpalil
nekcaMeTa3oHy pocdaty (v dopMmi HaTpieBoi comi) OyOyTh CTAHOBUTH Bif 32 MKT
mo 2,5 mr B 1 MJ1, a OHOaHCEeTPOHY - Big 8 MKr o 1 mr B 1 ML

itk

3acTocoByBaTH OiTSIM BiKOM Bif 6 MicsiliB (rmpu xiMmioTeparrii) Ta BikoM Bixg 1 micsiis
(mnmst mpodinakTUKY i MiKyBaHHS MicasonepalliiHuX HYOOTHY i O/TFOBaHHS).

Ilepeno3yBaHHs

[Manux npo nepeno3yBaHHS OHIAHCETPOHY HEOOCTATHHO. Y OiNbIIOCTI BUMIAIKIB
CUMIITOMHU CXOXKI Ha Ti, III0 OIIMCaHl y Ialll€eHTiB, AKUM BBOOWUJIM PEKOMEHI0BaHl I03u
(muB. po3min «I1ob6iuHi peakirii»).



OnpaHceTpoH nomoBxkye iHTepBan QT y mo3o3anexkHil popmi. Y Bunagky
nepeno3yBaHHS PEKOMEHOYeEThCs IpoBegeHHss EKI'-MOHITOPUHTY.

Cepeq IposBiB Iepeno3yBaHHs IOBIOOMIISAIU IIPO 30POBI PO3J1agu, 3arop TIXKKOT0
CTYIIEHS, TiMOTeH3il0, Ba3oBaraJjibHi ITPOSBHU i3 TpaH3UTOPHOIO AV-06J10Kai00
IT ctynersd. YV Bcix BUnazkax Iii sBUIlla [TIOBHICTIO MUHAJIU.

CneuudivyHOro aHTUAOTY HE iCHY€E, TOMY V BUIIagKaX Ilepego3yBaHHs He0OXigHO
3aCTOCOBYBATH CUMIITOMATUYHY Ta MiATPUMYIOYy TepaIriio.

3acToCcyBaHH4 illeKaKyaHU [Jisd JIIKyBaHHS IIepefo3yBaHHSA OHOaHCETPOHY He
PEKOMEHYETHCS, OCKINIBKMY 1i i1 He MOXK€e BUSIBUTHUCS Yepe3 aHTUEMETUYHUM BIIJIUB
OHOaHCETpPOHY.

IiTH: IpO CEepOTOHIHOBUY CUHOPOM IIOBIIOMJISAIN ¥ HEMOBJIAT Ta OiTeN BIKOM Bif
12 mics1uiB 4o 2 POKIiB IiCas BUIIagKOBOTO Iepeao3yBaHHS IIpenapary Ojis
IIepOopaabHOT0 3aCTOCYBAHHS (HO3M IIePEeBUIIyBald PEKOMEHOOBaHUY PiBeHb 4 MT/KT).

IToGiuni peakii

3 60Ky iMyHHOI cucmemu: peaxliil TiepyYyTIUBOCTi HETAWHOTO TUMY, iIHKOJIN TSXKKI,
ax 1mo aHadimakcii.

3 60Ky Hepsosoi cucmemu: TOIOBHUM Oillb; CYIOMHU, PYXOBi ITIOPYIIIEHHS (BKITIOYAI0YHU
eKCTpalipaMinHi peakiiii, Taki SIK OKyJIOTipHUM KpU3, DUCTOHIYHI peakilil i AucKiHe3is
0e3 CTIMKUX KITIHIYHUX HACJIiOKiB); 3allaMOPOYEHHS IIepeBaxkHo Mif Yyac IIBUAKOTO
BHYTPIIIIHBOBEHHOTO BBE€HHS IIperapary.

3 60Ky opaaHie 30py: CKOPOMUHYIII 30POBi po3jiagu (MOMYTHIHHS B 04YaX), TOJIOBHUM
YUHOM IIiJ] YaC BHYTPIILIHBOBEHHOI'0 BBEIEHHS; MUHYIIla CJIiIIOTa, TOJIOBHUM YMHOM IIif
4ac BHYTPIIITHbOBEHHOT'O0 3aCTOCYBaHHs. Y OiNIbIIIOCTI BUNIA[KiB C/IiOTa MUHAE
npotsarom 20 XBUIIUH.

3 60Ky cepusi: aputMii, 6inb y rpynasx (3 memnpecieto cermeHTa ST abo 6e3 Hel),
Opagukapmisi; momoBxkeHHs iHTepBany QT (BKI0YaloYu TPEMTiHHS/MepPeXTiHH S
ITyHOUKiB (Torsade de Pointes)).



3 60Ky cyOuH: BiguyTTs Temsa abo IMPUIMINUBIB; TimOTEeH3is.

3 60Ky OuxasnvHOI cucmemu ma opaaHie 2py0HOI NOPOHCHUHU: TUKABKA.

3 60Ky mpasHo20 mpakmy: 3amop.

3 60ky 2enamobiniapHoi cucmemu: 6€3CUMITOMHE ITiABUIIIEHHS MOKAa3HUKIB QYyHKIIi1
neyvinku. Lli BUmagKu CIioCTepiraroTbCs rOJIOBHMM YMHOM Y IALlIEHTIB, SIKi JIIKYIOTHCS
XiMioTepaneBTUYHUMU IIpelapaTaMy, 110 MICTATh LIUCIIJIATHUH.

[ToBimoMIisiyiv IPO BUMIAAKM ITEYiHKOBOI HEIOCTAaTHOCTI Y XBOPUX Ha pak, sKi
OTPUMYBAaJId CYIIyTHE JIIKyBaHHS, BKJIIOYal04U IIOTEHIINHO renaTOUTOTOKCUYHY
ximioTepariio Ta aHTUOIOTUKH.

3 60Ky wKipu ma niowkKipHOI KAIMKOBUHU: TOKCUYHi BUCUTIAHHS, ¥ TOMY YHCITi
TOKCUYHUU emifepMalbHUN HEKPOIIi3.

3azanvHi po3aadu: MiCIIeBi peakliil y mifisSHIll BHYTPiITHBOBEHHOTO BBEOEHHS.

3a JaHUMHU ITiCJIIPEeECTPALifHOIO CIIOCTEPEXKEHHS IOBIHOMIISIIU PO TaKi mobiuHi
peaxirii.

3 60Ky cepueso-cyOuHHOI cucmemu: 6inb Ta AUCKOMPOPT y TPYOSAX, EKCTPAaCUCTOJIIH,
TaxiKap[isi, BKJII04Yal04yy IIJIYHOYKOBY Ta HaAIIIJIYHOYKOBY TaxiKapmiio, Gibpunsirio
rnepencepnb, BiMuyTTs: cepiieOuTTsI, cuukone, 3minu EKT.

Peakuii einepuymausocmi: aHapimakKTU4YHi peakilil, aHTiOHEBPOTUYHUUN HAOPSK,
OpoHxocma3M, aHagiTaKTUYHUY 10K, CBepOiXK, IIKipHi BUCUTIaHHS, KPOIIUB THKA.



3 60Ky Hepsosoi cucmemu: TIOPYIIIEeHHS X0IU, Xopesi, MiOKJIOHYC, HEBIraMOBHICTb,
BIiIUyTTH II€4YiHHSA, IPOTPY3id A3UKa, OUILJIONIA, ITapecTe3id.

3aezanvHi nopyweHHsA ma Micuesi peakuii: MigBUILIEHHS TeMIepaTypu Tina, Oinb,
IIOYEPBOHIHHSA, II€YiHHS Y MiCIli BBEIEeHHS.

IHwe: rinokamieMis.
TepMmin npuagaTHOCTI
2 POKH.

VYMoBH 30epiranas

30epiraTty y HeJOCTYIIHOMY OJIS OiTe¥ MicCIli B OpuUTiHaNIbHIN yIaKOBIIi ITpU
TeMmnepatypi He Buile 30 °C.

YnakoBKa

ITo 2 mnt abo 4 M B amnyJi; o 5 a6o 100 amnyn y mautii, abo mo 5 amnyn y 6mictepi,
o 1 6micTepy B mayiii.

Karteropis Bignycky

3a penemnTomMm.

BupoOHUK

[TpuBaTHe aKlLiOHEPHE TOBAPUCTBO «JIeKXiM-XapKiB».

Miciie3Haxo/dKeHHsI BHUPOOHHMKA Ta HOro aJgpeca MicIisi IpoBaJaXKeHHSI
IisIITBHOCTI

YVkpaina, 61115, XapkiBcbka 0071., MicTo XapKiB, Bynuilss CeBeputa [10TOLBKOTO,
OynuHOK 36.

[Ixepesno iHCTPpYyKIil

[HCTpYKIIito TiKapChKOro 3aco0y B3sTO 3 0illiiHOTO mKepesia — [lepKaBHOTO PEECTPY
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JIiKapCchKuX 3ac00iB YKpaiHu.
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