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IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y
OHJAHCETPOH
(ONDANSETRON)

Cknao:

diroua pevouHa: OHIAHCETPOH;

1 ™M mpemapary MiCTUTh OHAAHCETPOHY Triapoxiopuay auriapary (y mepepaxyBaHHI Ha
OH/IAHCETPOH) — 2 MT;

OONOMIJICHI peuo8uHU: KUACIOTa JTUMOHHA MOHOTIIpAT, HATPIIO LUTPAT, HATPIIO XJIOPHUI, BOAA IS
1H  €KLIH.

Jlikapcbka ¢opma. Po3umH 115 16’ €I,
OcHosHi izuko-ximiuni enacmugocmi: ipo3opa 6e30apBHa pianHa.

dapmakoTepaneBTH4YHA rpyna. [IporubmoBanbHi 3acobu i mpemapaTH, IO yCyBalOTh HYJIOTY.
AwnTtaronictu SHTs-penenrtopis cepotoHiny. Kog ATX A04A A01.

Dapmaxonoziuni enacmusocmi.

Dapmarxoounamixa.

OnpaHceTpOH — CHJIBHOAIIOYHMA BHCOKOcenekTuBHMM aHTaroHict SHT3; (cepoTOHIHOBHUX)
peuentopiB. Jlikapcbkuil 3acid mnomepemxye abo ycyBae HYIOTY 1 OJIOBaHHS, CHpPUYMHEHI
LUTOTOKCUYHOIO XIMiOTepari€eto Ta/abo MpOMEHEBOIO Tepari€lo, a TAKoX Micsionepariiini Hy1oTy i
OmoBaHHs. MexaHi3M [Iii OHJaHCETPOHY IMOBHICTIO HE 3’sicoBaHUU. MOXIIMBO, mpenapaTr OJ0Kye
BUHUKHEHHS OJIFOBOTHOTO peduieKkcy, MpPOSBISIIOYM aHTAaroHICTUYHY Jit0 BigHocHO SHT3-
pelenTopiB, SKl JOKaNi3yIOThCS Yy HEWpOHax fAK Nepu@epuyHoi, Tak 1 LEHTPaJbHOI HEPBOBOI
cucremu. Ilpenapar He 3MEHIye MCUXOMOTOPHY aKTHBHICTh MAIli€HTa 1 HE YAHHUTH CEJaTUBHOTO
edexTy.

Dapmarokinemuxa.

[Ipu BHYTpPIIIHBOM SI30BOMY BBEJIEHH1 MIKOBA KOHILIEHTPALlid Y TU1a3M1 KPOBI1 10CSATA€ETHCS MPOTATOM
10 xBuimH. OG’eM PO3MOJUTY Micis MApeHTEPaTbHOIO BBEJCHHSA y JOPOCIMX CTaHOBHUTH 140 .
OcHOBHa YacTHMHA BBEJICHOI J03W MiJIa€Thcsl MeTaboMi3My y TediHii. [3 ceuero y He3MiHEHOMY
CTaHl BUBOJIUThCA MeHIe 5 % mpemnapary. Ilepiog HamiBBHBeNeHHSA — mpuOmu3HO 3 roaunu (y
TMAIIEHTIB JITHBOTO BiKY — 5 TOAMH). 3B’ s13yBaHHs 3 OlTkaMu 11a3mu kpoBi — 70-76 %.

VY maui€eHTiB i3 HUPKOBOIO HEJOCTATHICTIO MOMIPHOTO CTyHeHs (KiipeHC kpeaTuHiny 15-60 mi/xB)
3MEHIIYIOTHCS SIK CUCTEMHUN KIIIPEHC, Tak 1 00’ €M pO3MOIITy OHIAaHCETPOHY, PE3yJIbTaTOM YOTO €
HE3HayHe 1 KIIHIYHO He3Hauylle 3O0UIbIIEHHS TMepiojy HaNiBBUBEACHHS Ipernapary.
dapMaKOKIHETHKAa OHJIAHCETPOHY TPAKTUYHO HE 3MIHIOETHCS Yy TAIIIEHTIB 3 HHUPKOBOIO
HEJOCTaTHICTIO TSDKKOTO CTYMEHsI, SKi 3HaXOJSAThCS Ha TOCTIHHOMY TeMOiali3i (IOCHiKeHHS
MPOBOMJIOCH y TIEPEPBI MK CeaHCaMU TreMojiami3y). Y MaIi€eHTiB 3 XPOHIYHOI IEYiHKOBOIO



HEJOCTaTHICTIO TSXKKOTO CTYMEHsI CUCTEMHHH KIIPEHC OHJAHCETPOHY IOMITHO 3MEHIIYETHCS 31
30UIBIIICHHSM TIepioAy HamiBBUBeAeHHs (15-32 rogunm).

KuiniyHi XapakTepucTHKH.

Ilokaszannusa.

Hypnora 1 6;1roBaHHsI, CIpUYUHEH] IUTOTOKCUYHOIO XIMIOTEpaIi€o Ta MPOMEHEBOIO TEPAITIETO.
[IpodinakTrka Ta JiKyBaHHS HiCIsONEpaliiHUX HYAOTH 1 OJIIOBaHHS.

Ilpomunokazanuna.
e [ligBuIeHa 9yTIMBICTh 0 OyAb-sIKUX KOMIIOHEHTIB JIIKAPCHKOTO 3ac00Y;
® CyYMICHE 3aCTOCYBaHHS 3 arloMOp(iHy TiAPOXIOPUIOM.

B3aemooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0ill.

[Ipenapart He ciia 3MilTyBaTH B OJHOMY IIIIPHIL a00 B OAHIN KpaleJbHHUIIl 3 1HIIUMH JIKapChbKUMHU
3aco0aMu, OKpiM 3a3HadeHHUX B po3aim «Crocid 3acTOCYyBaHHS Ta JIO3HY.

OHJIaHCeTPOH HE MPHUCKOPIOE Ta HE rajbMye€ MeTa0oJi3M IHIIMX TpenapariB Mpu OJHOYACHOMY
3acrocyBaHHI. OHIAHCETPOH HE B3AEMOJIE 3  AlPeHmMaHiiom, mpamadoiom, Mmoppinom,
JIOOKATHOM, emAaHOIOM, MeMA3enamom, hypocemioom, mioneHmaiom Ta nponopoiLom.
OnpanceTpoH MeTaboIi3yeThcs (PepMeHTHOW cucteMoro muroxpomy P450 medinku CYP3A4,
CYP2D6 ta CYP1A2. 3aBnsku pi3HOMAHITHOCTI (epMeHTIB MeTaloii3My OHIAHCETPOHY
rajbMyBaHHS a00 3MEHIICHHS AaKTUBHOCTI OJHOTO 3 HUX (HAampUKIaA, TEHEeTHYHHHA Jedimut
CYP2D6) y 3BuuaiiHuX yMOBaxX KOMIIEHCYIOTbCS 1HIIUMHU (hepMEeHTaMHu 1 He OyJe MaTh 3HAYHOTO
BIUIMBY Ha 3arajibHUH KIIIPEHC Mperapary.

Cain Oyt OOEpeXKHMMH IPH OJHOYACHOMY 3aCTOCYBaHHI OHJIAHCETPOHY 3 TpenapaTamu, M0
moIoBXyr0Th iHTepBall QT Ta/ab0 BUKIIMKAIOTH MOPYIICHHS €IEKTPOJITHOTO OaylaHCy (IUB. PO3.IiT
«OcobIMBOCTI 3aCTOCYBaHHS).

3acTocyBaHHS OHJAHCETPOHA 3 MperapaTaMu, 0 MOAOBXKYIOTh iHTepBan QT, Moxe puU3BeCTH 10
nonatkoBoro mnojxoxeHHs QT. OgHo4acHe 3acTOCYBaHHsS OHJIQHCETPOHY 3 KAPOIOMOKCUUHUMU
npenapamamy (HAIPUKIIAA, aHmpayuxiinamu (0okcopybdiyut, oayHopybiyun) abo mpacmy3ymao),
anmubiomuxamu (epumpomiyun), npomucpudKosuUMU  npenapamamu (kemokoHaszon),
anmuapummivHumMu npenapamamu (amiooapon) i 6ema-onroxamopamu (amenonon abo mMuMoJOIL)
MO>Ke 30UIBIIUTH PU3UK BUHUKHEHHS apUTMIiH.

Cepomouninepeemuxu (nanpuxnad, CI33C ma I33CH). CepOTOHIHOBUN CHHAPOM (BKJIIOUYAIOUU
3MIHU TICUXIYHOTO CTaTyCy, BEreTaTUBHOI HECTaOUIbHOCTI Ta HEPBOBO-M’SI30BHX IMOpPYIIEHb) OYyB
ONMMCAaHUN TICISI OJHOYACHOTO 3aCTOCYBAHHSA OHJAHCETPOHY Ta IHIIUX CEPOTOHIHEPTIYHHUX
mpemapaTiB, y T.4. CEIEKTUBHUX iHTiOITOpiB 3BOpoTHOro 3axoruieHHs cepoToHiny (CI33C) ta
IHT101TOPIB  3BOPOTHOTO 3axXOIUICHHsS cepoToHiHy Ta HopaapeHaniny (I33CH) (muB. posain
«Oco0IMBOCTI 3aCTOCYBAHHS).

3acTOCyBaHHS OHJIAHCETPOHY pPa3oM 3 anoMop@iny 2iopoxaopudom TPOTUIIOKA3aHE, OCKUIBKH
CIOCTepirajncs BUMAJIKH BUPAKEHOI apTepialbHOI rNoTeH31i Ta BTpaTh CBiIOMOCTI.

Crig norpumyBatucs 00epeXHOCTI PU OJTHOYACHOMY 3aCTOCYBaHHI:

— 3 inayktopamu (epmentiB CYP2D6 1 CYP3A4 (6apbimypamu, xapbamaszenin, xapu3zonpoooi,
2NIOMemumio, epuzeoqhyivein, 3aKuc azomy, nanasepum, QeHinbymasoH, ¢enimoin, pughamniyun,
mon6ymamio) KINipeHc OHJTAHCETPOHY 30UIBIITYETHCS 1 HOTO KOHIIEHTPALlisl Y KPOBI 3MEHIIY€EThCS,

— 3 1inribitopamu ¢epmertiB CYP2D6 1 CYP3A4 (anonypunon, maxponiowi ammudbiomuxu,
anmuoenpecanmu (ineioimopu MAQ), xnopamghenikon, yumemuouH, ecmpo2eH8MicHi nepopaibHi
KOHmpayenmueu, ounmiazem, OUcyib@ipam, QuyKonason, pmopxinoionu, i3oHiazud, KemoKoOHA3011,
JI08ACMAMUH, MEMPOHIOA30]l, OMENPa3oi, NPONPAHOLON, XIHIOUH, XiHIH, 6epanamii).

OHJaHCeTPOH MOXKE 3HKYBATH aHAITETUYHUN eDeKT mpamaoony.

Ocoonusocmi 3acmocy8anus.
[Ipu nixyBaHHI MAaLi€HTIB 13 NMPOSBAMHU TIMEPUYYTJIMBOCTI JO IHIIMX CEJIEKTUBHUX AHTArOHICTIB
SHTs-penienTopiB criocTepiraiucs peakiiii TinepyyTIUBOCTI.



[Ipu mpu3HAYeHHI Mpenapary MalieHTaM 3 MOMIPHUMM Ta BUPAKCHUMHU HMOPYIICHHSAMH (QYHKIIT
MEYIHKN HE PEKOMEHAYETHCS TEPEeBUIYBaTH 103y 8 Mr Ha no0y. [Ipu BuUpakeHOMY OJFOBaHHI y
pe3yabTari XiMmioTepamii e(eKTUBHICTh Mpernapary MOXKHAa MiJBUINUTH IIISIXOM Pa30BOTO
BHYTPIIIHBOBEHHOT'O BBE/IEHHS ITIIOKOKOPTUKOIIIB (Hampukiiaz, 20 Mr iekcaMeTa3oHy) 10 Io4aTKy
ximioTeparnii.

[ToGiuni peakmii, TOB’SA3aHI 3 AMXAJbHOK CHCTEMOIO, JIKYIOTb CHMITOMAaTHYHO. MenuuHi
NpaliBHUKA MAlOTh 3BEpTAaTH Ha HUX OCOONMBY yBary, OCKUIBKM BOHH € O3HaKaMH peakiii
IT1JIBUIIICHOT YyTIMBOCTI Ha JIIKAPCHKHM 3aciO.

Onpancerpon mnonoBxkye iHTepBan QT 3amexxHo Bim go3u. lloBimOMIISUIOCS TPO BHITAJIKU
TpEeMTIiHHS/MepeXTiHHA nuryHouKiB («torsade de pointesy») mpu 3acrocyBanui oHmancerpony. Comif
YHUKATH 3aCTOCYBaHHS OHJAHCETPOHY MAI[lEHTaM i3 BPOKEHHM CHHIPOMOM mojoBxeHHs QT.
OHJaHCETPOH CJIiJ] 3aCTOCOBYBATH 3 0OCPEKHICTIO JJIs JIIKYBaHHS MAIlI€HTIB, SIKI MAalOTh a00 Y SKHX
MOX€E PO3BHHYTHCA TOJOBXEHHA iHTepBany QT, BKIIOYAIOUM TMALIEHTIB 3 TOPYIICHHSIM
€JIEKTPOJIITHOTO OaJlaHCy, 3aCTIHHOIO CEPIIEBOI0 HEAOCTATHICTIO, OpaaiapuTMisIMH a00 MAIli€HTIB,
AK1 JIKYIOTBCS IHIIMMH TIpenapaTaMu, 0 MOXYTh COPUYHHATH MONOBXEHHs iHTepBaimy QT abo
NOPYUIEHHsI eNeKTposliTHOro ©OanaHcy. Ilepen mowyaTkoM 3acTOCyBaHHSI CliJl CKOPEryBaTH
TiMOKaIieMIIO Ta TIOMarHieMilo.

[ToBigoMJsIOCs MPO BUMAAKHU imIeMii MIOKapAy y MaIi€HTIB, SKi OTPUMYBAJIUM OHIAAHCETPOH. Y
JESIKMX TAIi€HTiB, OCOOIMBO y pa3i BHYTPIIIHBOBEHHOTO BBEACHHS, CHMIITOMHU 3 SIBUIIACS OJpa3y
Micis BBEIEHHs OHAaHceTpoHy. [lamieHTIB chif momepeAuTH MPO O3HAKU Ta CHUMITOMH imiemii
MioKap/a.

[Ticas ogHOYACHOTO 3aCTOCYBAaHHS OHAAHCETPOHY Ta IHIIMX CEPOTOHIHEPTiYHUX MperapaTiB OyB
OTMCaHWN CEPOTOHIHOBHH CHHAPOM (AMB. po31in «B3aeMosis 3 IHIIUMHU JIIKAPCHKUMHE 3aC00aMu Ta
IHIII  BUAM  B3aeMoOAii»). SIKmio oaHOYacHe JIIKYBaHHS OHJAHCETPOHOM Ta  IHIIUMHU
CEpOTOHIHEPTIYHMMHU TIperapaTaMd  KIiHIYHO OOIPYHTOBaHO, PEKOMEHAYETHCS BiJIMOBIIHE
CIIOCTEPEIKEHHS 3a MAL[IEHTOM.

VY  namieHTiB, SIKUM TPOBOJUTHCS XIpypridHe BTpPYYaHHS B aJ€HOTOH3WISAPHIN JUISHI,
3aCTOCYBaHHS OHJIAHCETPOHY Ui NPOQUIAKTUKM HYJOTH Ta OJIOBaHHS MOXE MAacKyBaTH
BUHUKHEHHS KPOBOTEUI.

OCKINBbKM  OHJIAHCETPOH TIOCNIA0IIOE TEPUCTANBTUKY KHIIEYHUKY, CHiI HpPU  3aCTOCYBaHHI
npenapary peTelbHO CIIOCTepiraTd 3a TMallleHTaMH 3 O3HAaKaMH IArOCTPOi HEMPOXiTHOCTI
KHUIIEYHUKY.

JiTsM, SKI OTPUMYIOTH OHJAHCETPOH pa3oM 13 TENaTOTOKCMYHUMH XIMIOTE€parneBTUUHUMU
Ipernaparamu, CJIiJi peTebHO KOHTPOJIIOBATH (DYHKIIIIO MEYiHKH.

1 mu mpenapatry mictuth 0,039 MMonb HaTpito y BUIJISAI HATPIKO LUTPATy Ta HATPIIO XJIOPUAY
(3,6 Mr). Crmig Oyti OOepe)KHMM TIpH 3aCTOCYBaHHI MAlli€HTaM, $Ki JOTPUMYIOTBCS [I€TH 3
KOHTPOJIbOBAHUM BMICTOM HATPIIO.

Peowcumu oosysanns

[Ipu po3paxyHKy JO3H 3TiIHO 3 Macolo Tijia 1 3aCTOCYBaHHI TPhOX 703 3 4-TOJJMHHUM 1HTEpPBAJIOM
3arajqpHa J1000Ba J03a OyJe BMIOI, HDK IMPH 3aCTOCYBaHHI OJHIET 03U 5 mr/M® i ommiei mo3u
npemnapaty nepopaibHO. [lopiBHSUIbHA €(EeKTHBHICTH LMX JBOX PpEXHMIB J03yBaHHS He Oyia
OILIHEHA Yy KIIIHIYHUX JOCHiTkeHHsIX. [IopiBHSIHHS pe3yabTaTiB pPi3HUX JOCITIIKEHb CBITYUTH MPO
o110y e(heKTUBHICTh 000X PEXHUMIB 103yBaHHS.

Po3unH oHmaHceTpoHy A iHY31MHOTO BBEIEHHS TOTYIOTh 0€3M0CEpPEeIHbO Mepe]] BBEACHHIM. Y
pa3i HeoOX1AHOCTI MOoro MoxkHa 30epiraTi O MOBHOI'O BUKOPHUCTAaHHSA He Oinbiie 24 TOAMH IpH
temneparypi 2-8 °C. Ilig yac mpoBeneHHs 1HQY3i1 Jikapchbkuil 3acid He moTpedye 3aXHCTy BiX
CBITJIa MIPH MPUPOJHOMY OCBITJICHHI.

ITpu HEOOX1AHOCTI TPUBAIOro 30epiraHHs IMpenapary pO3YMHEHHS CIiJ MPOBOJUTH Y BiINOBITHUX
ACENTUYHUX YMOBAX.

Crepuizaltist aMys1 B aBTOKJIaBi 3a00pOHEHa.

3acmocysanus y nepiod gacimuocmi abo 200y8anHs 2pyooio.
Axmo JxiHKa JITOPOJAHOTO BIKY 3aCTOCOBYE OHJIAHCETPOH, MOTPIOHO PO3MIISIHYTH MUTAHHS PO
BUKOPUCTAHHS KOHTPALEMIIii.



3a pe3ynapTaTaMH TPOBEACHHUX EIMiIEMIOIOTIYHUX JIOCHIKEHb, OHJAHCETPOH MOXKE CIPUYUHSATH
BaJIM IICJICTTHO-JIMIILOBOI TIJISTHKH TIPU 3aCTOCYBAHHI MPOTATOM NEPIIOrO TPUMECTPY BariTHocTi. B
OTHOMY 3 KOTOPTHHUX JOCHIJKeHb, M0 BKIOYamo 1,8 MinbiloHAa BariTHOCTEH, 3aCTOCYyBaHHS
OHJIAHCETPOHY Y IMEPIIOMY TPHUMECTpi OyJI0 MOB’S3aHO 3 MiABHIIEHUM PU3HKOM PO3IICIUICHHS Y
poroBiii mopoxuuHi (3 momatkoBi Bumaaku Ha 10 000 XiHOK, SKi OTPUMYBAJIH OHAAHCETPOH;
CKOpUroBaHMM BigHOCHUU pusuk, 1,24, (95 % noBipuuii intepBan: 1,03-1,48)). HoctymHi
MiIeMiOJIOTI4HI TOCTI/KEHHS CEePLIEBUX BaJ MOKA3YIOTh CYNEPEWINBI pe3yiabTaTu. JlocmimKeHHs
Ha TBapuMHaX HE BKa3yIOTh Ha MPSAMI YM OMOCEPEIKOBaHI MIKIAMBI €PEeKTH 010 PENPOTYKTUBHOL
¢ynkuii. OHIaHCETPOH HE CIIiJI 32CTOCOBYBATH MPOTITOM MEPIIOT0 TPUMECTPY BariTHOCTI.

B ekcrnepuMeHTalbHUX JOCHTIDKEHHAX OyJIo TOKa3aHO, IO OHJAHCETPOH IPOHUKAE Yy TPYyIHE
MOJIOKO TBapuH. Y pa3i HeoOXiJHOCTI 3aCTOCYBaHHS Mpenapary >KIHKaM CIiJ TPUIUHUTH
TOYBaHHS TPYIIIO.

30amuicms enausamu Ha WBUOKICMb peaxyii npu KepysaHHi A8MOMpAHCNOPMoM abdo IHUUMU
MexauizMamu.

[IcuxoMOTOpPHI TeCcTH MOKa3aJHu, Kl OHJAHCETPOH HE BIUIMBAE HA 3[]aTHICTh KEPYyBaTH MeXaHI3MaMu
1 HEe YMHUTH CEJAaTHBHOI Aii, ane ciixg Opatu 10 yBaru npodinb MOOIYHHX il Mpemapary mpu
BUPIIICHH] MUTAaHHS PO MOXIIUBICTh KEPYBaTH aBTOTPACIIOPTOM a00 1HIIMMHU MEXaHi3MaMH.

Cnocio 3acmocysanna ma 0o3u.

Jlikapcpkuii 3aci0 BBOAWTH BHYTPIIIHBOM S30BO a00 BHYTPIIIHBOBEHHO NUISXOM OJHOPA30BOI

MOBUIBHOI 1H €K1l a00 musaxoM iHQy3ii. [ mpuroTyBaHHs po34MHY OHJIAHCETPOHY JUIs 1HGY31T

MokHa 3actocoByBatu 0,9 % po3unH HaTpiro XJopuay, 5 % pO3YWH TIIOKO3HW, po34yMH PiHrepa.

Po3unH oHpaHceTpoHy Ui 1H(Y31HHOro BBEAEHHS I'OTYBAaTH O€3MOCEpEAHbO Mepesl BBEICHHSM;

OJTHAaK y pa3i HeOOXiTHOCTI Oro MoXkHa 30epiraTu 10 TOBHOTO BUKOPHUCTaHHS HE Oinbiie 24 roauH

npu Temnepatypi 2-8 °C. Ilig yac npoBeneHHs iHdy3ii mikapcbkuil 3acid He MOTpedye 3aXUCTY BiA

CBITJIa IIPU NPUPOJHOMY OCBITJICHHI.

Hyooma i brosanns, cnpuuuneni xiviomepaniero ma npomeHneso mepanicio.

EmerorenHuil morteHuian Tepamii paky Bapilo€ 3alie)KHO BiJ J03M 1 KOMOIHAlii peXHUMIB

ximioTepamii Ta mnpomeHeBoi Tepamii. BuOip pexumy [03yBaHHS 3al€XKHUTh BIJ] TSXKKOCTI

€METOTEHHOTO BILIUBY.

Ememocenna ximiomepanis ma npomenesa mepanis

Hopoci.

[Tpu3HayaTu po3unH y 1031 8 MI' BHYTPILIHBOM SI30BO 200 BHYTPIIIIHBOBEHHO MOBLIBHO, BIPOIOBXK

He MeHIe Hix 30 cekyH, 0e3mocepeIHbO TIEpel MPOBEACHHIM XiMiOoTepalTii.

Jns  mpo¢idakTUKM BiACTpOYeHOro albo TpUBANOro OJIOBaHHS Iicas Mepmux 24 ToauH

PEKOMEHAYETHCS TIepopasibHe a00 peKTallbHE 3aCTOCYBaHHS MpeTapary.

Bucoxoememoceenna ximiomepanis:

® 0JIHOPa30Ba /1032 8§ MI' BHYTPIIIHBOM sI30BO a00 BHYTPIIIHHOBEHHO, MOBUIBHO, Oe3mocepeIHbo
nepes MpOBEACHHSIM XiMIOTepamii; IpH BBeIEHHI Ipenapary y 1031 noHag 8 Mr OHJaHCeTpOH
HeoOXiqHO po3unHUTH y 50-100 M 0,9 % po3umHy Hatpito Xjopuay abo iHIIOTO CYMICHOTO
PO3YMHY I BHYTPIIIHHOBEHHOTO BBEJCHHS Ta MPOBOAUTH 1H(Y3it0 HE MeHIe 15 XBUIIUH.
OpnnHopa3oBy o3y Oinmbiry 3a 16 Mr 3actocoByBaTHM He MOKHa (quB. po3ain «OcoOIMBOCTI
3aCTOCYBaHHA);

e 103y 8 Mr abo MeHIIy /103y HE MOTPiOHO PO3BOJUTH Ta MOKHA BBOJUTH MUISIXOM MOBLIBHOI
BHYTPIIIHBOBEHHOI 200 BHYTPIIIHEOM 5130BO1 1H €Kil (He MeHII HiX 30 cexyHn) 6e3nocepeHbo
nepe TMPOBENECHHAM Kypcy XimioTepamii, MOTIM 1€ [JBiYl BHYTPIIIHBOM sI30BO ab0
BHYTPIIIHBOBEHHO TOBUIBHO, Yy J031 8 MI' 3 iHTepBajoM 2-4 TOAMHU ab0 BHYTPIIIHbOBEHHO
KPAIUIMHHO Y 1031 1 Mr/ron mpoTsaroM 24 rofuH.

Bubip pexxumy 103yBaHHS BCTAaHOBJIOE JIKAp 1HIAMBIAYaIbHO, 3aJI€KHO BiJ CTYNEHS BHPAXXEHOCTI

€METOTEHHOTO e(DEeKTYy.

EdexTuBHiCTh mpemapaTy MNpH BHCOKOEMETOTeHHIM XimioTepamii Moxke OyTH migBUIIEHA

JIOTATKOBUM OJTHOPA30BUM BBEICHHSIM JIeKcaMeTa30HYy Harpilo (ocdary y mosi 20 mr mepen




ximiorepamiero. Jns mpodisakTUKK BiAcTpoueHOro abo TpHBajoro ONIOBaHHS MICIS TMEPIINX
24 ToIMH PEKOMEHTYEThCSI TIEpOpaAIbHE 3aCTOCYBAHHS MPEMapary MpoTsATroM 5 IHIB.

JliTy Ta mijutiTky (BikoM Bijt 6 micsiB 10 17 pokiB).

VY neniatpuyuHiil npakTuili OHIAHCETPOH CJIiJl BBOJUTH IUISIXOM BHYTPIITHBOBEHHOT 1HDY31i y 25-
50 mut po3uuny 0,9 % HaTpito xJopuay a0 1HIIOTO BiAMOBIIHOTO POZUYMHHUKA IIPOTSATOM HE MEHIIIE
15 xBunuH. Jlo3y mpenapaTy MOKHa pO3paxoOBYBAaTH 3a IUJIOLICIO MOBEPXHI Tu1a abo Macu Tiia
TUTHHU.

Po3spaxynok 003u 6ionogiono 0o niowi nosepxui mina OUmMmuHu

OHpaHCeTpOH  CIIiJi BBOJUTH OE3MOCEPEIHBO Tepea  XiMIOTepami€ro MUIIXOM — Pa3oBOi
BHYTPIIIHHOBEHHOT 1H €Ki y 1031 5 MI/M°, BHYTPIIIHBOBEHHA /1032 HE Ma€ IMEPEBUIIYBaTH 8 M.
UYepes 12 roauH MOXHA pO3MOYMHATH MEPOpAIbHE 3aCTOCYBAHHS Mpemnapary, SKe MOXKe TPHUBATH
mie 5 nHiB. He nmepeBuiyBatu 103y Ui JOPOCIUX.

Po3spaxynox 003u 8i0nogiono 0o macu mina OUmuHu

OHJaHCEeTPOH CHIiJI BBOAUTH  OE3MOCEpPEHBO TEpel  XIMIOTepami€o  IUIIXOM  Pa3oBOi
BHYTPIIIHBOBEHHOI 1H €Kil y 1031 0,15 mr/kr. BHyTpinmHbOBEHHA /1032 HE Ma€ TEPEBHUIYBATH 8 MT.
VY nepummii AeHb MOXKHA BBECTH 1€ 2 BHYTPILIHBOBEHHI 03U 3 4-TOAMHHUM iHTepBaioM. Yepes
12 roquH MOXHa PO3MOYMHATH TEpOpalIbHE 3aCTOCYBAaHHS Ipenapary, SIKe MOXe TPHBATH WIe
5 nuiB. He nepeBuiyBatu 103y 1)1 AOPOCIIUX.

[lamieHTH JITHHOTO BIKY

[TamienTam BikOM Bif 65 pOKiB BCi J03U JUIsi BHYTPIIIHBOBEHHUX 1H €KIINA CIiJ PO3UMHATH Ta
BBOJIUTH MPOTATOM 15 XBHIIMH, IPH TOBTOPHOMY 3aCTOCYBaHHI iHTEpBaJ MK 1H €KIIIMU TOBHHEH
OyTH He MeHlIe 4 TOJUH.

[TamienTam BikoM Bij 65 10 74 pOKiB OYaTKOBA 7032 OHJAHCETPOHY NTOBHHHA CTAHOBUTH 8 MT' 200
16 mr, ii cnig BBOOUTH HUISXOM BHYTPIINIHHOBEHHO! 1H(DY3ii mpoTsaroM 15 XBHIIMH, Ky MOXHA
MIPOJOBKHUTH BBEICHHAM 2 103 MO 8§ MI' MPOTIAroM 15 XBWIMH 3 iHTEpBAJIOM MiXK iHQY3isIMH He
meHme 4 roauH.

[TamienTam BikOM Bia 75 pOKIB MOYaTKOBAa BHYTPIIIHBOBEHHA 1H €Ki OHJIAHCETPOHY HE MOBHHHA
NepeBUILYBaTH 8§ MT 3 iH(QY3i€r0 BIPOAOBK He MeHIle 15 xBunauH. Ilicias moyaTkoBoi 103U y 8 mr
MO>KHa IMPOJOBXKUTU 3aCTOCYBaHHS 2 J103aMHU IO 8 M, SIKI BBOJUTH LUIIXOM 1HQY31l IpOTAroM
15 xBuiIMH 3 iHTEpBAJIOM MiX 1H(Y31IMH HE MeHIIIe 4 TOTUH.

Licnaonepauitina Hyooma i 611068anHs

Hopocni. ]Ina npodinakTHKy miciusonepamniiioi Hy10TH Ta OJI0BaHHS MOXJIMBE NMPU3HAYCHHS 4 MI
y BUIJISI/II MOBUIBHOIO BHYTPIIIHBOBEHHOTO BBE/IEHHS a00 BHYTPIIIHBOM SI30BOi 1H €KLII Mif 4ac
iHAyKil aHectesii. Jlns yikyBaHHS micisonepauiifHoi HYIOTH 1 ONIOBaHHS PEKOMEHIYEThCS
OJIHOPA30B€ BBEJEHHS 4 MI' BHYTPIIIHBOM SI30BO 200 BHYTPILIHLOBEHHO MOBUIBHO.

Himu ma nionimku (8ikom 6i0 1 miCaysa oo 17 pokig). g NpodiJakTUKU Ta JIIKyBaHHS
TicisionepaniifHoi Hy10TH Ta OJtoBaHHS Ipu3HauaTH npemapar y no3i 0,1 Mr/kr (MakcuMaiabHO
4 Mr) y BUIJISAAl MOBUIbHOI BHYTPIIIHBOBEHHOI 1H’ekIii (He MeHie 30 cekyHn) 1o, mig 4ac abo
TicJsl BBEAICHHS B HApKO3, a00 Mmiciis oneparti.

Iayienmu 1imHb020 BIKY.

JocBin 3actocyBanHsa OHIaHCETPOHY 7S MPOGITaKTUKY 1 JTIKYBaHHS MicIsSONepaiiHuX HyI0TH Ta
ONMOBaHHS y JIIOJIH JIITHBOTO BIKYy oOMexeHHi, omHak OHAaHCETpPOH M00pe MEepPeHOCUTHCS
MalieHTaMH BIKOM Bij 65 POKiB, sIKI OTPUMYIOTH XIMIOTEparilo.

Jlnisa BCix BUAIB Tepamii

Tayienmu 3 HUpKOBOIO HEOOCMAMHICIIO

Hemae HeoOXITHOCTI y 3MiHI peXKUMY J103yBaHHs a00 HUIAXY BBEAEHHS Ipernapary MaiieHTaMm 3
MOpYIIEHHAM (QYHKIIT HUPOK.

Tlayicumu 3 nevinko6oi HedoCmamHuicnmio

[Ipy noMipHMX 1 TSKKUX TMOPYIIEHHAX (YHKIIT NEYIHKH KIIPEHC OHJAHCETPOHY 3HAuHO
3HWXKYETbCS, a IepioJ] HaIlliBBUBEJICHHS 13 CHPOBAaTKM KpoOBi — 3pocrae. [ TakMX Malli€HTIB
MaKcuMalibHa 1000Ba 7032 mpenapaTy He Ma€ MEePEeBUIYBATH 8 MT.

Iayienmu 3 nopywienuam memaoonizmy cnapmeiny/0eopucoxeiny

[lepion HamiBBHBEACHHS OHJAHCETPOHY Y TAIIEHTIB 3 TMOPYIICHHSAM METa0O0MI3My CHapTeiHy 1
NeOpPUCOKBIHY HE 3MIHIOETHCS. Y TaKUX TMAIIE€HTIB MOBTOPHE BBEJACHHS MPU3BOIUTH IO TAKOi K




KOHIIGHTpalli mpemapary, IO W Yy Mali€eHTIB 3 HEMOpyUIeHHMM MeradomismMoM. ToMy 3MiHa
J03yBaHHS a00 YaCTOTH BBEJCHHS HE MOTPiOHA.

Cymichicmb 3 iHWUMU npenapamamu.

[Ipenapar y Burisal iHGY31HHOTO PO3YMHY MPU KOHIEHTpaIlii oHaaHceTpoHy 16-160 MKr/mi
(mampuxuiaz, 8 mr/500 mi abo 8 mMr/50 M BiAMOBIAHO) MO>KHA BBOAUTH uepe3 Y-1oai0OHMI KaTeTep
3 TAaKUMH TIperapaTamMu:

— yucnaamun 'y KoHnenrpanii go 0,48 mr/mu (Hanpuknazn, 240 mr/500 mut) mpoTsirom 1-8 ronus;

— 5-¢pmopypayun y xonuentpamii no 0,8 mr/mn (mampukiazn, 2,4 /3 1 a6o 400 mr/500 mu) 31
mBuAKicTIoO He MeHie 20 m/rox (500 mn/24 ronun). [Ipu koHIEHTpaIil S-GTopypanuty MoHaI
0,8 Mr/mn Moxe BimOyBaTHCS TPEIUIIITallls OHIAHCETPOHY. Poszuun S-¢pmopypayuny onsa ingy3ii
mooice micmumu He oinvwe 0,045 % maenito x1o0pudy Ha 00NoBHeHHs 00 THUUX HANOBHIOBAYI8, WO €
CYMICHUMU,;

— kapbonniamun 'y konuentpaii g0 0,18-9,9 mr/mn (manpuknam, 90 mr/500 M a6o 990 mr/100 M)
BBOAUTH NpoTsirom 10-60 XBUIIUH;

— emono3uo y konuentpamii 1o 0,14-0,25 mr/mn (manpukiian, 70 mr/500 mut a6o 250 mr/1000 o)
BBOAUTH MpOTsirom 30-60 XBUIIUH;

— yegpmazuoum y no3i 250 Mr-2 T i3 JOAaBaHHIM BOJM IS 1H €KIIH BBOJUTHU BiJIIOBIAHO [0
peKoMeHalid BUPOOHMKA Yy BUIVISIAI BHYTPIIIHBOBEHHOI OOMIOCHOI iH’eKkuii (HampuKIia,
250 mr/2,5 mit a60 2 1/10 mMi1) MPOTATOM 5 XBUJIHH,

— yuxnogocamio y no3i 100 mr-1 r i3 gomaBaHHSAM BOAU NS 1H €KIIM BiIMOBIAHO [0
pexoMeHaliii BUpOOHNWKA BBOJANUTH Y BUTIISIAI BHYTPIITHHOBEHHOI O0mrocHO] 10 ekiii (100 mr/5 mi)
MPOTITOM 5 XBUJIHH,

— doxcopyoiyun 'y 1031 10-100 Mr i3 gogaBaHHSAM BOIM JJIS 1H €KIIH BiIIOBIIHO 1O peKOMEHIAIIIH
BUPOOHUKA y BUTIIAAI BHYTPIIIHbOBEHHOI OomtocHOi in’ekuii (10 Mr/5 mi1) BBOAUTH MPOTATOM
5 xBuiuH,

— OexcamemasoH — MOXIIUBE BBeJCHHs 20 MI' JeKCaMEeTa30Hy MOBILJIBHO MPOTATOM 2-5 XBUIIMH Y
BUIJISI/II BHYTPIIIHBOBEHHOT 1H’ €K1Iii uepe3 Y-1moai0Hui Karerep, yepes SKUil MpuOIN3HO MPOTArOM
15 xBunuH npoxoauTh 8-16 Mr oHmaHceTpoHy, po3senaeHoro y 50-100 mit ocHoBHOTO iH(Y3iiiHOTO
PO3UHUHY.

Jimu.
Jlikapcekuit 3aci® 3acTOCOBYBATH JITSM: NPH XiMio- 1 MpOMEHEeBiil Teparii — BIKOM BiJ 6 MICSALIB;
JUTst PpO(UTAKTHKY 1 JTIKYBaHHS MICJISIONIEPAIlIiHAX HYIOTH 1 OJIF0OBaHHS — BIKOM Bij 1 Micsiis.

Ilepeoo3ysanns.

JlaHuX Mpo nepeio3yBaHHs OHAAHCETPOHY HEJOCTaTHBO. Y OUIBLIOCTI BUIMAKIB CUMIITOMH CXOXI
Ha Ti, 110 OMHCaHI y TAIl€HTIB, SIKUM BBOAWIM PEKOMEHJO0BaHl1 103U (AuB. po3aun «IloOiuHi
peaxiii»).

OnpancerpoH mnozoBxkye iHTepBan QT y noszo3anexHid ¢opmi. Y BuUMagKy MNepeno3yBaHHS
pexoMenayeTbes mpoBeneHHs: EKT -MoHiTOpUHTY.

Cumnmomu: TOPYIIEHHS 30Dy, 3amop TSKKOTO CTYIEHsS, apTepiajibHa TIMOTEH3is, Ba30BarycHi
MOPYUICHHS 13 TPAaH3UTOPHOIO aTPIOBEHTPUKYIApHOIO Oiokanoro Il crymens. ¥V Bcix BUmagkax i
SIBUILA TTOBHICTIO MUHAIH.

Jimu: MOBIIOMJIATIOCA PO CEPOTOHIHOBHM CHHAPOM Yy HEMOBJIAT Ta AiTeH BIKOM BiJ 12 MicsiiB
70 2 pOKIB MIiCJsl BUIIAJKOBOIO IEpeo3yBaHHS Ipenapary sl MepopaibHOr0 3aCTOCYBaHHS
(1031 mepeBUIIYBATT PEKOMEH0OBAHUHN PiBEHb 4 MI/KT).

Jlixyeanusa: BIAMIHA Tpenapary, CHMIITOMaTHYHa Ta MIATpUMYIOuYa Tepamis. 3acTOCyBaHHS
iMeKaKyaHu He PEeKOMEHIYETbCS depe3 MPOTHOMIOBOTHY Ai0 caMmoro mpenapary. CreunpigHoro
aHTHUJIOTY HEMAE.

Io6iuni peaxuii.

Imynna cucmema: peakuii TINEPUyTIMBOCTI HETralfHOro THUIY, YacoOM TSDKKI, MOXKJIMBI
aHa(UTaKTUYHI peakilii, aHTIOHEBPOTUYHUN HAOpAK, aHaPUIAKTHYHUN IIOK, KPOMHB’SHKA,
OpoHxocna3m, cBepOiXk, IIKIPHI BUCHIIH.



Hepesosa cucmema: Ton0BHUHN Oi7b, CYIOMH, PYXOBI MOPYIIEHHS (BKJIIOYAIOYM MOPYLICHHS XOJH,
eKCTparipaMiHi peakilii, Takl K OKYJOTIpHHH KpW3, TUCTOHIYHI peakiii 1 I[I/ICKiHGSi?I)l, xope,
MIOKJIOHYC, HECHOKIii, MpoTpy3is s3HMKa, IUIUIONIA; 3alaMOPOYEHHS IiJ Yac IMIBUIKOTO
BHYTPILIIHBOBEHHOT'O BBEJIEGHHS IpernapaTry; MpPUTHIYEHHS LEHTPaJbHOI HEPBOBOI CHUCTEMH,
napecTesii.

Opeanu 30py: CKOPOMHUHYIII 30pOBi1 Po3yaan (MOMYTHIHHS B O4YaxX) MEPEBAKHO IIiJl Yac IIBUIKOTO

BHYTPIIIHBOBEHHOT'O BBEJICHHS IpETapaTry, TPAaH3UTOPHA CIIINOTa .

Cepyego-cyounna cucmema. BITIYTTsA TeIia a0b0 TMPHUIUIMBIB, apuTMii, OLIb Ta AUCKOMMOPT Y

rpyasx (3 mempeciero cermenta ST abo 6e3 Hel), eKCTpaCUCTONM, OpaarKap/Iis, imeMis Miokapaa

(muB. po3ain «OcoOaMBOCTI 3aCTOCYBaHHS»), apTepialibHa TINOTEH3is, apTepiajibHa TiMepTEH3is,

nanbMiTamist (BiIYyTTs MOCHIECHOTO CePIEOUTTS), CHHKOIIE, TaXiKap/is (BKIIOYAIOYH NITYHOYKOBY

Ta HAANUIYHOYKOBY), GIOpwsimis mepeacepib, MNOoA0oBXKeHHs iHTepBany QT (Bkiroyarouu

TPINOTIHHS/MEPEXTiHHA ILTYHOUKIB («torsade de pointes»)), 3minu EKT.

Juxanvna cucmema ma opeanu 2pyoHoi NOpOICHUHU . TUKABKa, Kallelb.

Tpasnuit mpaxkm: 3amnop, aiapesi, CyXicThb y poTi.

I'enamobiniapna cucmema: OE3CUMNTOMHE MIJBUIICHHS TOKAa3HUKIB  (PyHKIIT nequKI/I3,

HemocTaTHICTh (yHKIIT medinku. [loBimomisiiocss mpo BUMAAKH TEYiHKOBOI HETOCTATHOCTI Y

XBOpUX Ha paK, fAKI OTPUMYBIM CYIYTHE JIKYBaHHS, BKIIOYAlOYM  IOTEHIIHHO

rernaToONUTOTOKCHYHY XiMIOTEpaItiro Ta aHTUO10THKH.

LlIxipa ma niowkipra K1imKo8uHa: TOKCUYH1 BUCUIIH, Y T.4. TOKCUYHHH eMiJepMaIbHUN HEKPOIi3.

3azanvui nopywenns ma micyesi peaxyii: MICIIEBI peakiil y JUISTHII BHYTPIIIHHOBEHHOTO BBEICHHS

(Oimp, TMOYEPBOHIHHA 1 MEYIHHS y Micli 1H €Klii), MiABUIICHHS TEMIIEpaTypu Tija, CIaOKiCTh,

HETMPUTOMHICTb.

IHwi: Tinokamiemis.

1. Croocrepiraerbes 6€3 OCTATOYHUX JTOKA31B CTIMKUX KITHIYHUX HACIIIKIB.

2. Y OLIbIIOCTI BUMAJKIB CIIMOTa MUHAE TPOTIroM 20 XBHIKMH. BilbIicTh Mali€HTiB OTPUMYBAIN
XIMIOTepaneBTUYHI 3aco0u, 0 CKIaay SIKUX BXOAWB HUCIUIaThH. [loBimomussuiocs mpo Aeski
BUIAJIKUA TPAH3UTOPHOI CIIMOTH, SIKi OYJIM KOPTHUKATBHUMH 32 TOXOKEHHSM.

3. IIi BuUmamkm CHOCTEPIralOThCS  TOJOBHUM YMHOM Yy  TAI€HTIB, SKI  JIKYIOTBCS
XiMiOoTepaneBTUYHUMU TpenapaTaMu, 0 MIiCTSITh [UCTLIATHH.

[ToBiToMIEHHS PO Mi03PIOBaH] HebakaHi MOOIYH1 peaKIii

[Ticna peectparii JikapcbKoro 3aco0y Iyke BaKJIMBO MOBIIOMIISATH MpPO MiJ03pPIOBaHI MOOIYHI

peakuii. Ile mae 3mory 3miiicHioBaTH Oe3nepepBHUN MOHITOPUHI CIIBBIJHOILIEHHS KOPHCTI Ta

PH3UKIB, MIOB’SI3aHUX 13 3aCTOCYBAHHAM JIIKAPCHKOTO 3ac00y. MeIuuHUM MpaliBHUKaM HE0O0X1THO

MOBIAOMJISITH PO OyAb-gKl MOOIYHI peakiii 3a JOMOMOrOK HalllOHAJIbHOI CHUCTEMH INepefadl

iHpopMaii.

Tepmin npuoamnocmi. 3 poxu.

YMoBHu 30epiranus.
B opurinanbHiit yrakosiii nmpu temmeparypi ue suiie 25 °C.
30epiraT y HEAOCTYITHOMY ISl AiTE€H MicClii.

Hecymicunicmeo.
[IpenapaT He ciia 3MILIYBaTH 3 IHIIMMH JIKapCHbKUMHU 3ac00aMM B OJHOMY IIMPHIN ab0 B OJHIN

KparnenbHHUIIl, 32 BUHATKOM 3a3HaueHuX y po3aiii «Crocid 3acToCyBaHHS Ta 103W».

YnakoBka.
ITo 2 Mt 260 4 mut B ammysiax; o 5 amMmyJ1 B KaceTi; o 1 KaceTi B mauiii.

Kareropis Binmycky. 3a perientom.



BupooHuk.
[IyOmiune akimioHepHe ToBapucTBO «HaykoBo-BupoOHWuHMii 11eHTp «bopmiariBcekuii  XiMiko-

(bapMarieBTUYHHHA 3aBOI».

Micue3Haxo/:keHHs1 BUPOOHMKA Ta aJipeca Micls NPOBA/KEeHHS HOro AisIbHOCTI.
VYkpaina, 03134, m. Kuis, By;. Mupy, 17.

JaTa ocranuboro neperJsiay. 27.03.2022



