IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3aC00y

EMETOH
(EMETON)

Cknao:

0i104a pevoguHa: OHIAHCETPOH;

1 MJI pO3YMHY MICTUTB 2 MTI' OHAAHCETPOHY (y (popMi AUTIAPATY TiAPOXIOPULIY);

O0NOMIdHICHI peyouHI: KUCIOTa TUMOHHA MOHOTIIPAT, HATPIIO UTPAT, HATPIIO XJIOPHUJ, BOAA JUIS
1H’ €KLiH.

Jlikapcbka ¢gopma. Po3uun 1 iH’ €KIiid.
OcHosHi izuko-ximiuni enacmueocmi: Ipo3opa, 6e3dapBHa abo 3jierka 3adbapBiieHa piauHa.

dapmakoTepaneBTHYHA rpyna. [[potu0aroBoTHI 3ac00M Ta mpenaparu, o yCyBalOTh HY/IOTY.
AmnTaronictu penenropis ceporoniny (SHT3). Kox ATX A04A AO1.

Dapmakonoziuni e1acmueocmi.

Dapmaroouramixa.

OHpmaHCeTpOH — CHJIBHOJIIOYMK BHCOKOCENeKTHBHHMN aHTaroHict SHT3(cepoToHIHOBHX)
peuentopiB. Ilpenapar nomepemkye abo ycyBae HyAOTY 1 OJIOBaHHS, L0 CIPHUYUHSIIOTHCS
[IUTOTOKCUIHOIO XIMIOTepaIi€ro Ta/abo MPOMEHEBOIO TEPAITIE0, a TAKOXK MMICISIONEPaIliifHi HY0TY
1 6mroBaHHs. MexaHi3M i1 OHJaHCETPOHY A0 KiHIIS HE 3’ sicoBaHU. MOXIIMBO, Mpenapar 0JIoKye
BUHUKHEHHS OIOBAIBHOTO peduekcy, MPOSIBIISTIOUN AQHTArOHICTHYHY N
B1JIHOCHO SHT3- perientopis, sKi JOKaNi3ylOThCA y HEMpPOHAX SIK epuepuyHoi,
TaK 1 LEHTPaJIbHOI HEpBOBOi cucTemu. [Ipemapar He 3MEHIIyE MCHXOMOTOPHOI AaKTUBHOCTI
MAI[i€HTa 1 HE YUHUTH CETaTUBHOTO €(EKTYy.

Dapmaxoxinemuxa.

O06’em po3noaiay Micis MapeHTepaIbHOIo BBEIEHHS y J0pociux craHoBuTh 140 1. OcHOBHa
YacTHHA BBEAEHOI J03M MIAJAEThCS METa0o0I3My y MediHIl. [3 ceuero y HEe3MIHEHOMY CTaH1
BUBOJUTHCS MeHlIe 5 % mpenapary. [lepioa HaniBBUBEeHHS — NPUOINU3HO 3 rOJUHM (Y XBOPUX
JITHBOTO BIKY — 5 rojuH). 3B’s13yBanHA 3 Oinkamu miazmu — 70-76 %.

VY maii€eHTiB 3 HUPKOBOIO HEJOCTAaTHICTIO IOMIPHOTO CTYIEHs (KJIipeHe KpeaTuHiHy 15-60 Mi/xB)
3MEHIIYIOTHCS SIK CUCTEMHUN KITIPEHC, TaK 1 00’ €M PO3MO/ LTy OHIaHCETPOHY, PE3YIHTATOM YOTO
€ He3HayHe 1 KIIHIYHO He3Hauylle 301bIIeHHS Tepiojly HaliBBUBEICHHS Ipenapary.
@®apMaKOKIHETUKA OHJAHCETPOHY IMPAKTUYHO HE 3MIHIOEThCS Yy TMAlll€EHTIB 3 HHUPKOBOIO
HEJIOCTATHICTIO TSKKOTO CTYIEHs, SIKI 3HAXOAAThCSA Ha XPOHIYHOMY reMojiaii3i. Y HaiieHTiB 3
XPOHIYHOIO TIEYIHKOBOIO HEIOCTATHICTIO TSKKOTO CTYIEHS CHCTEMHUM KIIPEHC OHIAHCETPOHY
MOMITHO 3MEHIIY€ETHCS 31 30UIBIICHHAM Nepioy HamiBBUBeneHH (15-32 roaun).

Kuiniuni XapakTepucTUKH.

Iloxkazanns.

Hynora 1 GiroBaHHs, CIIPUYMHEHI IIMTOTOKCHYHOIO XIMIOTEpaIi€ro Ta MPOMEHEBOIO Tepami€ero.
[TpodinakTrka Ta JTiKyBaHHS MicAsSONepaliiHUX HYJOTH 1 OJIFOBaHHS.

Ilpomunoxazanns.
[TpoTunoka3aHne 3aCcTOCyBaHHS OHIAHCETPOHY pa3zoM 3 arnoMop(diHy TiAPOXJIOPUIOM, OCKIIBKU

i1 9ac X CyMiCHOT'O 3aCTOCYBAHHS CIIOCTEPIraIuCs BUMAKU CUIIBHOT apTepiajbHOI rnoTeH3ii Ta
BTpaTH CB1JIOMOCTI.



[NnepuyTnuBicTh A0 OyIb-IKOTO KOMITIOHEHTA IIpernapary.

B3aemooia 3 inmumu nikapcoKumu 3acodoamu ma inuwii 6UOU 83a€Mo0iil.

Onp1aHCeTPOH HE MPUCKOPIOE 1 HE TaabMye MeTa0o0Ii3M HIIKUX IpenapaTiB MpH OJHOYACHOMY 3
HUM 3actocyBaHHI. CremianbHi JOCTI/DKCHHs TOKa3ajid, IO OHJAHCETPOH HE B3aEMOJIE 3
QJIIKOTOJIeM, TeMa3ernamMoMm, GypocemMiioM, aipeHTaHIIoOM, TpaMaa0JIoM, MOp(]IHOM, JTioKaTHOM,
TiOMEHTaJI0M ab0 MPoIodoIOM.

OnpanceTpoH  MeTabOMi3yeTbcs — PI3SHOMAHITHUMH  (epMeHTamMu  muToxpomomy  P450
neuinku: CYP3A4, CYP2D6 ta CYP1A2. 3aBusku pi3HOMaHITHOCTI (PepMEHTIB MeTaboIi3My
OHJAHCETPOHY raIbMyBaHHs 400 3MEHIIICHHSI AKTUBHOCTI OJJHOTO 3 HUX (HAIIPUKJIIA, TeHETUIHUH
nedimut CYP2D6) y 3BMUaliHMX yMOBaX KOMIICHCYEThCS 1HITUMU (epMeHTaMu 1 He Oye MaTu
BIUTMBY 200 BILIMB Ha 3arajbHUI KIIPEHC KpeaTHHiHy Oy/1e He3HAYHHM.

3 00EpeXHICTIO CIIiJ 3aCTOCOBYBAaTH OHJAHCETPOH pa3oM 3 JIKApCBKUMHU 3aco0amu, IO
nooBXKyIOTh  iHTepBal QT Ta/ab0 CHPUUYMHSAIOTH MOPYIIEHHS EJIIEKTPONIITHOTO OanaHcy
(muB. po3nin «OcoOIMBOCTI 3aCTOCYBAHHS).

Aniomopdin

3acTocyBaHHS OHJIACETPOHY pa3oM 3 anoMOp(iHy TiAPOXJIOPHUIIOM MPOTHUIOKA3AHE, OCKIIbKU
CTIOCTEpIrajycs BHITQJKHA CHJIBHOI TIMOTEH3ii Ta BTpaTW CBIZOMOCTI IiJ 4Yac CYMICHOTO
3aCTOCYBaHHSI.

deniToin, kapbaMaselriH 1 pudaMIrinug

VY mariieHTiB, sKi JKyHOTbcS noTeHUiHHUME iHAYKTopamMu CYP3A4 (nmanpuknaza, ¢eHitoiHoM,
KapOaMaszemniHoM 1 pudamIiimHOM), KIIIPSHC OHJAaHCETPOHY 30UTBIIYETHCS 1 HOTO KOHIICHTpPAIIis
y KPOBi 3MEHIIY€ThCS.

Ceporoninepreruku (Hanpukiaa, CI33C ta [33CH)

CepoToHIHOBHI CUHIPOM (BKJIIOUAIOYHU 3MIHHU IICUXIYHOTO CTAaTyCy, BEreTaTUBHOI HECTA01IbHOCTI
1 HEpBOBO-M SI30BUX MOPYIICHB) OyB OMMCAHUH IICJI OJHOYACHOTO 3aCTOCYBAHHS OHJJAHCETPOHY
Ta 1HIIUX CEPOTOHIHEPriYHUX MpemnapariB, y TOMY YHCII CEJIEKTHMBHMX 1HTIOITOPIB 3BOPOTHOTO
3axomieHHs1 cepoToHiHy (CI33C) Ta 1HriOITOpiB 3BOPOTHOIO 3aXOIJICHHS CEPOTOHIHY Ta
Hopaapenaniny (I33CH) (aus. po3ain «OcobIMBOCTI 3aCTOCYBaHHSY).

Tpamanon

3a JaHWUMH HEBEJIHMKOI KINIBKOCTI KJIIHIYHHUX JOCTiIKE€Hb, OHJAHCETPOH MOXKE 3MEHIIYBaTU
aHaJITeTUYHUN e(PEeKT Tpamaaoiy.

3actocyBaHHg EMeTOHY 3 IHIIMMH JIIKAPCHKUMHU 3ac00aMH, 1110 MOI0BXKYIOTh iHTepBan QT, Mmoxe
CIIPUYMHATH JIOJATKOBE TOJOBXKEHHS 1boro iHTepBany. CymicHe 3acTtocyBaHHs EmeToHy 3
KapJlIOTOKCHYHUMH JIKapChKUMHU 3aco0aMu (HampuKiaja, aHTPALUKIIHAMH) MOXe 30UIbIINTH
PU3UK BUHUKHEHHS apuTMil (IuB. po3iii «OcoOIMBOCTI 3aCTOCYBAHHS).

Ocobueocmi 3acmocy8amnus.

[Tpu nikyBaHHI MAlLli€HTIB 13 MPOSBAMU TINEPUYTIMBOCTI 10 1HIIUX CEJIEKTUBHUX AaHTArOHICTIB
SHT3-penenTopiB criocTepiraiucs peakuii rinepyyTauBOCTi.

Peakuii, moB’si3aHi 3 JUXaTbHOIO CHUCTEMOIO, JIKYIOTh CHMITOMATHUYHO. MeauyHi MparliBHUKA
MalTh 3BEpPTaTH Ha HUX OCOOJIWBY yBary, OCKUJIBKM BOHH € O3HAKaMH PEAKI TiABUIICHOI
YyTIUBOCTI Ha JIIKAPChKUIA 3aciO.

OnHgaHceTpoH y Ao303alexHiil Gopmi mogosxkye iHTepBan QT (nuB. po3min «Dapmakonorivai
BJAacCTUBOCTI»). Jlo#maTkoBO 3a JaHUMHM  IOCTMAapKETHHIOBOTO  CIIOCTEPEXKEHHS  Oynu
MOBIZIOMJICHHS TIPO BUIAIKU TPeMTiHHsA/MepexTiHHsa nutyHoukiB (Torsade de Pointes) mpwu
3acTocyBaHHI OHJaHceTpoHy. CIliJi YHMKAaTH 3acTOCYBAaHHS OHJAHCETPOHY TMallleHTaM 13
BPOPKEHUM CHHAPOMOM Mo toBkeHHs QT.

OH/1aHCETPOH CIIiJI 3aCTOCOBYBATH 3 OOEPEXKHICTIO JJIS JIIKYBAaHHS IMALlI€HTIB, SKI MalOTh abo y
SKAX MOXE PO3BHHYTHCH IMOJOBXKEHHS iHTepBasmy QT, BKIFOUAIOYM MAIliEHTIB 3 MOPYIICHHIM



€JIEKTPOJIITHOTO OalaHCy, 3aCTIHHOIO CEPLIEBOI0 HEAOCTATHICTIO, OpaaiapuTMisiMu abo MaIlieHTiB,
SK1 JIIKYIOTBCS 1HIIIMMH TIpenapaTamu, 0 MOKYTh CIIPUYUHATH MOOBXKEHHS iHTepBary QT ado
NOPYIICHHSI eNleKTposiTHOro Oanancy. Ilepen modaTkoM 3acTOCYBaHHS CHil CKOpEryBaTu
TINOKaNi€MIIO Ta T1IOMarHieMiro.

[Ticist omHOYACHOTO 3aCTOCYBAHHS OH/IAHCETPOHY Ta IHIIUX CEPOTOHIHEPTIYHUX MpenapariB OyB
OTMCAaHUN CEPOTOHIHOBHM CUHIPOM (IIMB. po3ia «B3aemois 3 iHIIMMH JIKapCHKUMH 3ac0o0aMu
Ta IHII BHUIM B3AEMOAIN»). SIKIIO oOIHOYAcCHE JIKYBaHHS OHJAHCETPOHOM Ta IHIIUMH
CEpPOTOHIHEPIIYHUMH TperapaTaMu KJIIHIYHO OOIPYHTOBAHO, PEKOMEHIYETHCS BIIIMOBITHUN
HAarJs1 3a TMali€eHTOM.

OCKUTBKH OHJJAHCETPOH TOCTA0NIOE IEPUCTATBTUKY KAIICYHUKY, MOTPIOHUN pETeIbHHUIA HATJIS
3a TMalli€eHTaMH 3 O3HAKaMM MIiATOCTPOl HEMPOXiTHOCTI KHUIIEYHUKY IMiJf 4Yac 3aCTOCYBAaHHS
Emerony.

VY nmaumieHTiB, SKAM TPOBOAMUTHCS XIpypriuHe BTPY4YaHHA B aJCHOTOH3WISAPHINA MiJISHII,
3aCTOCYBAaHHSI OHJAHCETPOHY ISl MPOQUIAKTHKH HYAOTH Ta OJIOBAaHHS MOXE MAacKyBaTH
BUHUKHEHHS KpoBOTedi. TOMy Taki XBOpI MiJIATAI0Th PETEIbHOMY HarJsiy Micis 3aCTOCYBaHHS
OHJITAaHCETPOHY.

Opnna in’exnist EMeToHy MicTHTh MeHIe HiX | MMOJb HaTpito (23 Mr) Ha 1103y, TOOTO € (PaKTHIHO
Oe3HaTPiEBOO.

Jimu

VY nite#, sKi OTPUMYIOTh OHJAHCETPOH PAa30M i3 TEMAaTOTOKCHUYHMMHU XiMiOTEpPAIleBTUYHUMU
npenapaTamu, HOTpiOHO PETENBHO CTEKUTH 32 MOXKIMBUMH MTOPYIICHHAMHU (YHKIIIT IEUiHKH.
Peoicumu 0osysanns

[Ipu po3paxyHKy I03HM 3TiJHO 3 MacOr0 TiJla 1 3aCTOCYBaHHI TPhOX 103 13 YOTHPUTOJHHHUM
1HTEpBaJIOM 3arajibHa J000Ba /J03a Oyle BHILOI0, HIXK MPU 3aCTOCYBaHHI OJHIET A03H 5 mr/m? i
OJTHI€T 103U Tpenapary nepopaibHo. [opiBHsIIbHA €PEKTHBHICTh IUX JBOX PEXKUMIB J103yBaHHS
He Oyna OliHEHA Yy KIIHIYHUX MOCHi/KeHHAX. [IopiBHSHHS pe3ynbTaTiB Pi3HUX AOCHTIIKEHb
CBIAYUTH MPO MOAIOHY €(hEeKTUBHICTh 000X PEKHMMIB JJO3YBAHHS.

3acmocysanus y nepiod eazimnocmi abo 200y6ants epyooo.

Kinku 0imopooHo2o 8iKy

JKiHku AiTOpOAHOTrO BIKY, SIKI 3aCTOCOBYIOTH OHJIQHCETPOH, MOBUHHI PO3IJISTHYTH NMUTaHHS MPO
BUKOPUCTAHHS KOHTPAIIEMIIii.

Bazimuicms

Ha mingcraBi mpoBeaeHHX €migeMIONOTIYHUX JOCTIHKEHb TMPUITYCKAaIOTh, IO OHIAHCETPOH
CIPUYMHSAE BaJM LIENEMHO-IUIEBOI JUISHKU MPU 3aCTOCYBaHHI Mpenapary MpoTAroM MEepLIoro
TPUMECTPY BariTHOCTI. B olHOMYy 3 KOropTHHX JOCHIKEHb, 110 BKIO4amo 1,8 MinbiioHa
BariTHOCTEH, 3aCTOCYBAaHHS OH/IAHCETPOHY Y MEPIIOMY TPUMECTPi OYJ10 OB’ A3aHO 3 MiABULLIEHUM
PH3UKOM PpO3IIEIIEHHs y poTOBii mopokHuHi (3 momarkoBi Bumagku Ha 10000 xiHOK, sKi
OTPUMYBAJIM OHJIAHCETPOH; CKOPUTOBAHHH BiTHOCHUI pu3uK, 1,24, (95 % CI 1,03-1,48)).
JlocTymHi eniieMi0JIOTIYH1 AOCHIKEHHS CEpLEBUX BaJl TOKa3yIOTh CYNEPEUWINBI pe3ybTaTu.
JocnimkeHHs: Ha TBapuHAX HE BKA3YIOTh Ha MpsMi a00 OmocepeIKoBaHi MKiATNBI €PEeKTH MI0A0
PETPOYKTUBHOI TOKCHYHOCTI.

OH1aHCETPOH HE CJIiJ1 3aCTOCOBYBATH MPOTITOM IMEPIIOr0 TPUMECTPY BariTHOCTI.

B excniepuMeHTaNbHUAX TOCTIKEHHAX OyJj0 TOKa3aHo, IO OHIAHCETPOH IMPOHHUKAE Yy TPYIHE
MOJIOKO TBapuH. Y pa3i HEOOXiTHOCTI 3aCTOCYBaHHS IpenapaTy CiiJl TPUIIMHUTH TOJyBaHHS
TPYIUTIO.

IHdopmartis 1m0/10 BIJIMBY OHIAHCETPOHY HA (DePTUIIBHICTD Y JIFOJUHH BiJICYTHS.

30amuicms eniugamu Ha WBUOKICMb peakyii npu Kepy8aHHi A8MOMpPAaHCnOPmMomM abo iHuUMU
Mexarnizmamu.



OHpaHCeTpOH HE BIUIMBAE HA 3/IaTHICTh KEPyBaTH MeXaHi3MaMH i HE YHHUTH CEJAaTUBHOI Iii,
OJTHAK CJI1]] BpaxoBYyBaTH MPod ik MOOIYHMX 1 TperapaTy Ipyu KepyBaHHI aBTOTPAHCIIOPTOM 200
1HIIMMH MEXaHI3MaMH.

Cnocio 3acmocysannsa ma 003u.

Hyodoma i brosanns, cnpuyuneni Xxiviomepaniero ma npomeHnegor mepanicio

EMerorennuii moteHIian Tepamii paky Bapiio€ 3aJeKHO BiJ JO3M Ta KOMOIHAIll peXUMIB
ximiorepamnii Ta HpoMmeHeBoi Tepamii. Bubip pexumy M03yBaHHS 3aJ€XKHTh BiJ TIKKOCTI
€METOIreHHOI'0 BILIUBY.

Jlopocii

Ememocenna xinmiomepanis ma npomenesa mepanis

PexkomenioBaHa BHYTpIIIHHOBEHHA a00 BHYTPIIIHBOM s30Ba 032 EMeToHy — 8 Mr y Burisai
MOBLILHOI 1H €KITIT BIpoAoBk He MeHIe 30 cekyH 1 Oe31ocepeIHbO Tepe ] JIIKyBaHHSIM.

Jns npodinakTUKd BiACTPOYEHOTO abo0 TpPUBAJIOro ONIOBaHHS Micis mepmux 24 TroauH
PEKOMEHIYEThCS TIepopalibHe a00 PeKTaIbHE 3aCTOCYBAHHS Ipenapary.

Bucokoememocenna ximiomepanis (nanpukiao, 8UCOKi 003U YUCHAAMUHY)

Emeron Mo’kHa mpHU3HA4aTH Yy BUIJISAI OJHOPA30BOI J03M 8 MI BHYTPIIIHBOBEHHO a00
BHYTPIIITHBOM 5130BO Oe31mocepeHpo nepes ximiorepamieto. Jlo3u nmonan 8 mr (o 16 mMr) moxHa
3aCTOCOBYBATH JIMILIE Y BUIJIsLI BHYTPIIIHBOBEHHOI 1H(Y31i Ha 50-100 mi 0,9 % po3unny HaTpito
xJiopuay abo 1HIIOTO BiAMOBIAHOTO PO3YMHHHKA (IUB. HIKYE «[HCTPYKIIS 711 3aCTOCYBaHHS»);
iH(y3ia Mae TpuBaTtu He MeHIIe 15 xBunuH. OgHOpa30By 103y Outbie 16 Mr 3acTocoByBaTH He
MO>KHA (IUB. po31ia «OCcOOIUBOCTI 3aCTOCYBAHHS).

Jlns BucokoemeToreHHoi ximioteparnii 8 Mmr EMeToHy abo MeHIITy /103y He MOTPiIOHO PO3BOAUTH Ta
MOYKHA BBOJUTH IIUISIXOM TTOBUTBHOT BHYTPIITHHOBEHHOI a00 BHYTPIIIHBOM S30BO1 1H €Kil (He
menme 30 cekyHna) Oe3mocepelHbO Tepel XIMIOTepamield 3 MOJAlbIIMM JABOPA30BUM
BHYTPIIIHROBEHHUM a00 BHYTPIIIHBOM SI30BMM BBEJCHHAM 8 MTI 4epe3 2 Ta 4 roguHu ado
nocTiitHOO 1HOY31€0 1 MI/rouHy IpoTIAroM 24 roiuH.

EdextuBHicth EMeTOHYy mnpu BHCOKOEMETOreHHINM XiMioTepamii Moxe OyTH MiJIBHIEHa
JIOJJAaTKOBUM OJTHOPA30BUM BHYTPIIIHBOBEHHUM BBEJIEHHSIM JIeKCaMETa30Hy HaTpito (ocdary y
1031 20 Mr niepe]; XiMi0TEpaIi€lo.

Jnis mpodinakTUKM BiACTPOYEHOTo abo TpHUBAJIOro OJIIOBaHHS Michas mepmux 24 ToJuH
PEKOMEHAYEThCS IepopaibHe a00 peKTalbHE 3aCTOCYBAHHSI ITPETapary.

Jlitu BikoM Bij1 6 MicAliB 10 17 pokiB

VY neniatpuuHii npakTuil EMETOH ciil BBOAUTH HUIIXOM BHYTPIIIHBOBEHHOI 1H(DY31i B 25-50 M
0,9 % po3unHy HaTpito XJIOpULY 200 IHIIOTO BiAMOBIIHOTO PO3UMHHUKA (TUB. HUXKYE «[HCTpYKITis
JUTSL 3aCTOCYBaHHS») MPOTATOM He MeHme 15 xBunuH. Jlo3y mpenapaty MOKHA po3paxyBaTH 3a
TUTONICI0 TTOBEPXHI Tijia a00 MacH Tila TUTHHH.

Pospaxynok 0o3u 32i0no 3 nrowero nosepxui mina oumuHu

Emeron ciify BBoauTu Ge3mocepeHbo nepest XiMioTepartielo MUIIXOM pa30BoOi BHYTPIITHbOBEHHOT
1H €Kil y 1031 5 MI/M?, BHYTPIIIHbOBEHHA 7032 HE Mae€ nepeBuinyBatu 8 mr. Yepes 12 roaun
MOYKHa PO3MOYMHATH MEpopalbHe 3aCTOCYBAaHHS Ipernapary, ske Moke TpuBaTu e 5 aHiB. He
NIEPEBUIIYBATH J03Y JUIS JOPOCIIHX.

Pospaxynok 0o3u 32i0n0 3 macorw mina oumunu

Emeton ¢ BBomUTH O€3MOCEpPETHBO TIEpeT XIMIOTEPAITIEI0 MIJITXOM Pa30BOi BHYTPIITHEOBEHHO1
i’ ekuii y 1031 0,15 Mr/kr. BHyTpilIHbOBEHHA 71032 HE Ma€ MEPEBUIYBATH 8 MI. Y MepIInii 1eHb
MO’KHA BBECTH 1I1I€ /1Bl BHYTPIIIHbOBEHH1 /103U 3 YOTUPUTOJUHHUM iHTepBajioM. Uepes 12 rogun
MOYKHa PO3MOYMHATH MEpopalbHE 3aCTOCYBAaHHS Ipenapary, ske Moke TpuBatu Ie 5 aHiB. He
NIEPEBUIIYBATH J03Y ISl TOPOCITHX.

XBOpI JITHBOTO BIKY




[TamienTam BikOM Big 65 pOKIB BCi 03U N7l BHYTPIITHROBEHHHUX 1H €KIINA CIiJ] PO3UMHATH Ta
BBOJIUTU TIPOTATOM 15 XBWIMH, NMPH TOBTOPHOMY 3aCTOCYBAaHHI IHTEpBAJI MDK 1H €KIIISIMU
noBHHEH OyTH He MeHIIe 4 TO/IMH.

VY marieHTiB BIKOM Bif 65 10 74 pOKiB TOYAaTKOBA /1032 OHAAHCETPOHY CTAHOBHUTH 8 MT a00 16 mr,
BBOJIUTH LUIIXOM BHYTPIIIHbOBEHHOI 1H(]Y3ii mpoTsarom 15 XBHUIHMH, SIKy MOXHa HPOJOBXUTH
BBEJICHHAM 2 7103 TI0 8§ MT ITPOTAToM 15 XBUJIMH 3 iHTEpBAJIOM MK 1H(]Y31IMU HE MeHIIIE 4 TOIUH.
VY namieHTiB BIKOM Bif 75 pOKIB MOYaTKOBa BHYTPIIIHBOBEHHA iH €Ki OHIAHCETPOHY HE
MOBUHHA MEPEBUILYBaTU 8 Mr 3 iH(DY3i€r0 yrnpoaoBx He MeHie 15 xBunuH. [licna modatkoBoi
7031 y 8§ MI' MOXHA MPOJOBXKHUTH 3aCTOCYBAHHS ABOMA JI03aMH I10 8 MT, SIKi BBOJUTH IUISIXOM
1H(]y31i mpoTarom 15 XBUJIMH 3 IHTEPBAJIOM MiX 1H(Y31IMU HE MEHIIE 4 TOIHH.

[NaiieHTH 3 HUPKOBOIO HEJIOCTATHICTIO

Hemae HeoOXiTHOCTI Y 3MiHI peKHUMY JI03yBaHHs a00 MIIAXY MPU3HAYEHHS IIpenapary narieHram
3 MOpYLIEHHAM (YHKIIi1 HUPOK.

[arieHTH 3 MEYiHKOBOK HEJIOCTATHICTIO

VY nauieHTiB 3 HOMIpHUMH 1 TSDKKUMHU TOPYIIEHHAME (QyHKIIT neuinky kiipeHc EmeTony 3HaqHO
3HIKYETHCS, a IEepioJl HANiBBUBEIEHHS 13 CHPOBAaTKH KpOBI — 3pocTae. JlJis TakuX XBOPHX
MaKCHMaJibHa J00OBa 1032 IpenapaTy He Ma€ MEePEBUILYBAaTH 8 MT.

[MarieHTH 3 MOPYIIEHHSIM METa00i3My CIapTeiHy/1e0OpUCOKBIHY

[lepion HamiBBUBENECHHS OHAAHCETPOHY Yy TALI€HTIB 3 MOPYIIEHHSAM METa0oJi3My crapTeiny i
NeOpUCOKBIHY HE 3MIHIOEThCA. Y TaKHUX MAIll€HTIB MOBTOPHE BBEACHHS MPU3BOAUTH A0 TaKOI kK
camoi KOHIICHTpaAIlil Ipemnapary, mo i y XBOpUX 13 HEMOpylmeHuM MeradomiizMom. Tomy 3miHa
JI03yBaHHS a00 YaCTOTH BBEACHHS HE MOTPIOHA.

Licnaonepayitini nyooma i 61106aHHs

Jlopocni

Jns mpodinakTHKK miciasonepaniiHux HyAZOTH 1 ONMoBaHHS peKOMeHIoBaHa 1032 EmeTony
CTaHOBUTH 4 MI' y BUTJISIAI OJIHOPA30BOi BHYTPIIIHBOM S30BOi 200 MOBLIBHOT BHYTPIITHLOBEHHOT
1H €K1 i1 Yac BBEJICHHS B HAPKO3.

Jlns AikyBaHHS HicisoNepalifHuX HyAOTH 1 OJroBaHHS peKOMEHJ0BaHa pa3oBa jao3a Emerony
CTaHOBUTH 4 MI' y BUIJISI/II BHYTPILIIHBOM 130B01 400 OBUIBHOT BHYTPIIIHBOBEHHOT 1H  €KIIIi.
Himu sixom 6i0 1 micays oo 17 pokis

Jlns npodIaKTUKH 1 JIIKYBaHHS MICIsI0NEpaliiHuX HyJOTH 1 OJIFOBaHHS y JITEH, SIKUX ONEPYIOTh
MiJ] 3arajJbHOI0 aHecTe3iero, EMeToH MoxHa BBoauTH y 1031 0,1 MI/Kr Macu Tina (MakCHMalbHO —
710 4 MT') IJISIXOM MOBLIILHOI BHYTPIIIHBOBEHHOT 1H’ €K11ii (He MeHIe 30 cekyH[) A0, M1 Yac 1 mics
BBEJICHHS y HapKo3 a0 Mmicls omepartii.

Xeopi 1imuboeo 8iKy

Hocsig 3acrocyBanHsi EMeToHy aist mpodilakTUKK 1 JIKyBaHHS HicHsoNepauifHuX HYJIOTH 1
OJIfOBaHHS Yy JIOAEH JIITHROTO BiKy oOMexeHHH, ogHak EMeToH 100pe nepeHOCUThCS XBOPUMU
BIKOM BiJ1 65 pOKiB, sIKI OTPUMYIOTH XiMiOTEpatilo.

Tayienmu 3 HupKko8oio HedocmamHicmio

Hemae HeoOXiTHOCTI y 3MiHI peKUMY J03yBaHHs a00 IIJISAXY BBEACHHS Ipenapary MauieHTaMm i3
NOpYyIEeHHAM QYHKIIT HUPOK.

Tayienmu 3 nevinko80i0 HEOOCMAMHICMIO

VY nami€eHTiB 3 TOMIPHHUMHU 1 TSHKKUMU TOPYIIEHHSAMHU QYHKIIT EUiHKH KilipeHc EMeTony 3HauHO
3HWXKYEThCS, a MEepiojl HANiBBUBEAEHHS 13 CHPOBAaTKU KpoOBi — 3pocrae. s TakuxX XBOPUX
MaKCHMalibHa J0OOBa 1032 IpenapaTy He Ma€ MEePEeBHUIYBAaTH § MT.

Tayicumu 3 nopywenHsam memabonizmy cnapmeiny/0edpucoxkeiny

[lepion HamiBBUBEAECHHS OHJAHCETPOHY Y CYO’ €KTIB 3 MOPYIIEHHSM METa0oJi3My CHapTeiHy i
NeOpHCOKBIHY HE 3MIHIOETHCS. Y TaKMX Malll€HTIB MOBTOPHE BBEJEHHS MPHU3BOIUTH JI0 TAKOI X
KOHIIEHTpaIlii mpemapary, Mo ¥ y XBOpPHX 13 HEYIIKOJKEHUM MeTaboiizmMoMm. Tomy 3MiHa
JI03yBaHHS a00 YaCTOTH BBEACHHSI HE OTPIOHA.

Inecmpykyis ona 3acmocyeanms




Awmnynu i3 EMeToHOM He MICTATh KOHCEPBAHTIB 1 iX HEOOXi1AHO BUKOPHCTOBYBATH HEratHO MicCIIs
PO3KPUTTS;, PO3UYHH, 1110 3aJTUIITUBCS, TOTPIOHO 3HUIITUTH.

Awmrynu 13 EMETOHOM He MOXHa aBTOKJIaBYBaTH.

CyMICHICTb 3 IHIIMMHU PIAMHAMU JJI BHYTPIITHbOBEHHHUX 1H €KIIIH

Po3unmHM 11 BHYTPINIHBOBEHHOTO BIMBaHHS TOTPIOHO TroOTyBaTH O€3MOCEpeTHBO Mepen
iHpy3iero. I[Ipore BcTaHOBIEHO, IO PO3YMH OHJIAHCETPOHY 30epirae CcTabLIBHICTH MPOTITOM
7 nHiB mpH KiMHaTHIA Temmeparypi (1o 25 °C) npu AeHHOMY CBiTJi a00 B XOJIOAWIBHUKY TPU
PO3UYMHEHHI B TakuX cepenoBuiiax: 0,9 % po3uuH HATPirO XJIOPHULY, PO3UUH TIHOKO3HU 5 %, pO3YHH
maniTony 10 %, pozuun Pinrepa, 0,3 % po3unH kamnito xmopumay i 0,9 % po3uuH HATPIIO XJTOPUAY,
0,3 % po3umnH Kanio XJIOPUAY 1 PO3UHH IIIOK03U 5 %.

BceranoBneno, 1m0 oHgaHceTpoH 30epirae  cTaOiIBHICTD TaKOX TPH  BHUKOPHCTaHHI
MOJTIETHJICHOBUX 1 CKIITHUX (i1akoHiB. Bimomo, mo oHmanceTpoH, po3seaeHuit 0,9 % xmopumaom
HaTpiro abo 5 % riroK03010, 30epirae CTabiIBHICTh Y MOMIMPOMICHOBUX Impuiiax. JloBeaeHo
TaKOX, IO CTaOUIBHICTh Y TOJIMPOMIJICHOBUX IIIPHUIAX 30epiraeThCs IPH PO3BEIACHHI
OHJIAHCETPOHY IHIIMMH PEKOMEHIOBAHUMHU PO3UYNHAMH.

Y pa3i HEOOXiTHOCTI TpUBAJIOro 30epiraHHs Mpenapary PO3YMHEHHS CJIiJ MPOBOAUTH Y
BiJITOBITHUX aCENITUYHUX YMOBaX.

CyMiCHICTB 3 IHINUMU OperapaTamMu

EmeToH MOXHa mpHU3HAYaTH y BUIJISAL BHYTPIIIHBOBEHHOI 1H(Y3ii 31 MBHUAKICTIO 1 MI/TOIUHY.

UYepes Y-noniOauii iH’e€kTop pa3oM i3 EMeToHOM mpu KOHIEHTparii OHTaHCceTpoHy Bix 16 1o

160 mxr/mn (TooTo 8 Mr/500 mut a6o 8 Mr/50 Mu1 BiIIOBITHO) MOXHA BBOJUTH:

- yucnaamun 'y KoHueHTpaii 10 0,48 mr/mut npotsrom 1-8 roaws;

- S-¢pmopypayun y xonuentpauii g0 0,8 mr/min (manpuknaz, 2,4 ry 3 m abo 400 mr y 500
MIT) 31 MBHAKICTIO He Outbmie 20 mur/ronuHy. BTkl BUCOKa KOHIEHTpaIlis S-propypamuny
MO’K€ CIIPUYMHHUTH IPELHUITITAIII0 OHJJaHCETPOHY. Po3unn nms iHdy3iit S-dTopypariiny Moxe
mictutu 110 0,045 % xyopuay MarHilo Ha JOMOBHEHHS O IHIIMX HAIOBHIOBAYiB, IO €
CYMICHUMUY;

- kapbonnamun 'y konuentpauii Big 0,18 mr/mia 1o 9,9 mr/mn (manpukinaz, Big 90 mr 8 500
w1 10 990 mr B 100 mi) mpoTsirom 10-60 xBummH;

- emono3ud y konuentpauii Big 0,14 mr/ma no 0,25 mr/mu (Hanpuxnan, Big 72 mr B 500 mu
10 250 mr B 1 1) mpotsirom 30-60 xBuIHH;

- yegpmaszuoum y no3i Big 250 Mr g0 2 r, po3BeeHUN y BOJII AJis1 1H €KIIH (Hanpukiamu, 2,5
MJT Ha
250 mr a6o 10 ma Ha 2 r nedrazuauMy), y BUIIISAI BHYTPIIIHBOBEHHOI OOIIOCHOI 1H €Ki
MPOTATOM 5 XBUJIHH;

- yuxnoghocgpamio y no3i Bix 100 mr o 1 1, po3Benennii y Boi 1yist in’ekiii (5 M Ha 100 mr
nukinodochaminy), y BUTIISII BHYTPIITHLOBEHHOT OOTIOCHOT 1H €KIIT TPOTATOM 5 XBUJIMH;

- ookcopybiyun y 1031 Big 10 mr no 100 mr, po3Beaenuii y Boai 1uist iH’exuii (5 mi Ha 10 Mr
JIOKCOPYOIIMHY), Y BUTJIA/Il BHYTPIIITHHOBEHHOT OOIIOCHOT 1H €KIIiT TPOTATOM 5 XBUIINH;

- Ooexcamemason'y no3i 20 Mr, y BUIJSAAl TOBUIBHOI BHYTPIIIHHOBEHHOI 1H €KIIT
MPOTATOM 2-5 XBWIUH (TIpH OJJTHOYACHOMY BBEICHH1 § MT 200 16 MI OHIaHCETPOHY,
PO3YMHEHOTO Y 50-100 M iH’€KmiHHOTO PO3YMHY), MPOTATOM NPUOIU3HO 15
xBUIMH. OCKUTBKM JaHl TpemapaTH € CYMICHHUMH, IX MOXHA BBOJUTH 4Yepe3 OJIHY
KpamnelbHULI0, MPH IIbOMY B PO3UMHI KOHIEHTpauii gekcamerazoHy docdary (y dopmi
HATPi€BOI coJli) OyAyTh CTAHOBUTH BiJ 32 MKT 10 2,5 MTr B | MII, 2 OHJAHCETPOHY — BiJ 8 MKT
no 1 mrs 1 M.

Jimu.
[Ipemapat npu3HayaTu AITSIM BIKOM Bia 6 MicCAIIB MpH XimioTepamii Ta BikoM Bij 1 micsms ams
npodIIaKTUKH 1 JTIKYBaHHS MicAs0NepaliiHuX Hy10TH 1 OJIr0BaHHS.



Ilepeoosysanns.

Jlanux mpo nepeno3yBaHHs OHAAHCETPOHY HEAOCTATHBO. Y OUTBIIOCTI BUITAIKIB CHMIITOMH CXOXKI
Ha Ti, 110 ONHUCAHI y MAIli€HTIB, SKUM BBOJAWIM PEKOMEHIOBaHi 03 (auB. po3nin «[lobiuni
peaxiiin).

Onpancerpon nopomxye iHTepBan QT y mozozanexHiii ¢opmi. Y BUMAAKy mepeno3yBaHHS
pexkoMeHayeTbes npoBeneHnss EKI'-moniTopuHTy.

Cepen mposiBiB Imepeo3yBaHHs TMOBIJOMIIUIA MPO 30pOBI PO3JIaad, 3alOp TSHKKOTO CTYIEHS,
TiMOTEH3110, Ba30BarajabHi MPOSBH 13 TpaH3UTOPHOIO AV-0sokanoro Il crymens. Y Bcix Bumaakax
1l SBUIIA [TOBHICTIO MUHAIIH.

[ToBimoMIsUTM TIPO BHUMNAJAKKA CEPOTOHIHOBOTO CHHAPOMY Y JITEH MOJOMAMIOTO BIKY IICIs
NEPOPATBHOTO MEePeI03yBaHHS.

CrnernudiyHOTO aHTHIIOTY HE ICHYE, TOMY Yy BHUIAJKaX MEpea03yBaHHsA HEOOX1THO 3aCTOCYBaTH
CHUMIITOMAaTUYHY Ta MiATPUMYBaJIbHY Tepariio.

[Tonanpiie BeleHHSI XBOPUX CJIIJI TPOBOJUTH 32 KIHIYHUMH MOKa3aHHAMH a00, IO MOXJIUBOCTI,
3TiHO 3 PEKOMEHIAIISIMUA HAIlIOHAJILHOTO [IEHTPY HIOAO OTPYEHb.

3acTtocyBaHHs iMEKaKyaHU JUIsl JIIKyBaHHS NEPeN03yBaHHS OHJIAHCETPOHY HE PEKOMEHIYEThCH,
OCKUTBKH 11 JTisl HE MOKE TIPOSBUTHUCS YepPe3 aHTUEMETHYHUHN BIUIMB OHIAHCETPOHY.

JiTu: mpo cepoTOHIHOBHUI CUHIPOM MOBIIOMIISLIIA Y HEMOBJIAT Ta JiTel BikoM BiJl 12 MmicsIiB 10
2 POKIB IiCIIS BUITAJIKOBOTO IEPEI03yBaHHS MIPEnapary IJis MepopaIbHOro 3aCTOCYBaHHS (103U
MepeBUIIYBaId PEKOMEHIOBAaHUHN PiBEHBb 4 MI/KT).

Hoo6iuni peakuii.

[ToGiuna nist, iHopMarlist mpo Ky HaBeACHa HIKYE, Kilacu(pikoBaHa 3a OpraHaMH 1 CHCTEMaMH Ta
32 4acTOTOIO 1i BUHUKHEHHS. 3a 4aCTOTON BMHHMKHEHHS IMOOIYHI peakilii po3moJIijieH0 Ha TaKi
Kareropii: ayxe gacro (>1/10), gacro (>1/100 Ta <1/10), megacro (>1/1000 Ta <1/100), pinko
(>1/10000 Ta <1/1000), nyxe piako (<1/10000).

3 6oky imynnoi cucmemu:

piKO: peakiii rinepuyTIMBOCTI HETAHHOTO TUITY, IHKOJM TSKKI, aX 10 aHa(IaKcii.

3 60Ky Hepeosoi cucmemu:

Jy’Ke€ 4acTo: TOJIOBHUH O1ITb;

HEYACTO: CYJOMH, PYXOB1 TOpPYIIEHHs (BKJIIOYAIOUM EKCTpamipamigHl peakilii, Taki sK
OKYJOTIpHUH KpU3, TUCTOHIYHI peakiii i TUCKiHe31s 0e3 CTINKUX KIIHIYHUX HACTiAKIB);

PiAKO: 3aTTaMOpOYEHHS EPEBAXKHO i1 9ac MIBUIKOTO BHYTPIIIHHOBEHHOTO BBEICHHS ITPETIapary.
3 6oxy opeanis 30py:

PLIKO: CKOPOMHMHYIII 30pOBI po3iaau (IMOMYTHIHHS B Ouax), IOJOBHHUM YMHOM IIiJ dac
BHYTPIIITHLOBEHHOT'O BBEJICHHS;

Jy’Ke PIAKO: MUHYIIA CIINOTa, TOJJOBHUM YMHOM I11J1 YaC BHYTPIIIHBOBEHHOI'O 3aCTOCYBaHHS. Y
OUIBIIIOCTI BUMAJKIB CIIMOTa MUHAE MPOTITOM 20 XBUJIHH.

3 boky cepys.

HEeYacTo: apuTMmii, 611k y Tpy/isx (3 menpeciero cermenta ST abo 6e3 Hel), Opaaukapais;

pinko:  monoBxkeHHs  iHTepBany QT (BKIIOWalOYM  TPEMTiHHS/MEPEXTiHHS  IIIYHOUKIB
(Torsade de Pointes)).

3 6oky cyoun:

4acTo: BIAUYTTS TerJia abo NPUILIKBIB;

HEYacTo: TIoTeH31s.

3 6oxy ouxanvhoi cucmemu ma opeanie epYOHOI HOPOICHUHIL:

HEYacTO: THKaBKa.

3 60ky mpagnozo mpakmy:

9acTo: 3arop.

3 boxy eenamobiniaproi cucmemu:

HEYacTO: 0€3CMMITOMHE MIABUIIICHHS MTOKAa3HUKIB (PYHKITIT TEYI1HKH.



L1i BUMagKy CrIOCTEPIiraloThCsi TOJIOBHUM YMHOM Y XBOPHX, K1 JIIKYIOTbCS XIMIOTepaneBTHYHUMU
npenapaTamH, 10 MiCTSATh [IACIUIATHH.

3 6oxy wKipu ma niOwKipHoi K1iMmKOGUHU:

JTy’K€ PIKO: TOKCUYHI BUCHUITH, B TOMY YHCJIl TOKCUYHUHN €IiepMaIbHUN HEKPOJIi3.

3acanvhi poznaou:

YacTO: MICIEBI peaKIlii y JUISHII BHYTPIIIHHOBEHHOTO BBEICHHS.

3a JaHUMU MiCIAPEECTPALIMHOTO CIIOCTEPEKEHHS BIZIOMO PO TaKi MOOIYHI peaKiii.

3 boxy cepyeso-cyounnoi cucmemu: 611 Ta TUCKOM(OPT y TPYAAX, EKCTPACUCTOIIN, TaXiKapIis,
BKJIIOYAIOYM IIIYHOYKOBY Ta HAJAUUTYHOYKOBY Taxikapmito, (piOpuisimiro nmepeacepap, BiAUyTTs
cepuedurts, cuakone, 3minu EKT.

Peaxyii cinepuymausocmi: aHapiTaKTUYHI peakilii, aHTIOHEBPOTHYHUN HAOpsK, OpOHXOCMA3M,
aHa(UIaKTUIHHH 110K, CBEPO1K, MIKIPHI BUCHUTIAHHS, KPOITUB SHKA.

3 60oky Hepsosoi cucmemu: TIOPYIIEHHS XOJIHU, XOpesi, MIOKJIOHYC, HEBFaMOBHICTb, BIIUYTTS
TICYIHHS, IPOTPY3is SA3UKA, JUILIOIIS, TapecTe3isl.

3acanvui nopywenns ma micyesi peaxyii: MiJBUIIEHHS TeMIepaTypu Tija, Oi1b, MOYEPBOHIHHS,
MIEYiHHS Y MICIIi BBEJACHHS.

Tnwe: Timokamiemis.

Tepmin npuoamnocmi. 2,5 poKu.
HeBukopucTaHuii BMICT aMITyJIM CJiJl 3HUIIUTH, HOTO HE MOXHA 30epiraTv Ui MOJAIBIIOTO
3aCTOCYBaHHSI.

YmoBu 30epiranus.
30epiratu B OpuTiHAJIBHIN yIaKoBIi P Temiieparypi e Buiie 25 °C.
30epiratu y HEOCTYITHOMY TSI IITEH MICITi.

Hecymicnicme.
OHpiaHCeTpOH He CIiJl 3MillyBaTH B OAHOMY IINpuli abo iH(Qy3iiHOMY pO34MHI 3 1HIIUMH
JTKapChbKUMU 3ac00aMu, 32 BUHATKOM 3a3Ha4eHUX y po3/iii «Croci0 3acTOCYBaHHS Ta I03H».

YnakoBka. [1o 2 M a6o 1o 4 M B ammynax Ne 5.
Kareropis Binmycky. 3a peuenrom.

BupoOnuk.
JEMO CA ®APMACBIOTIKAIJI IHIACTPI (nepozpacosanuii npodykm, nepsunna ynakosxa,
6MOPUHHA YNAKOBKA, KOHMPO.Ib).

TOB «HIKO»(koumponw, sunyck cepii).

Micue3naxoaxeHHs1 BAPOOHUKA Ta ajpeca Micls NPOBAKeHHs HOro AiAIbHOCTI.
21-it xm Hauionanenoi loporu Adinu-Jlamis, Kpionepi Attuka, 14568, I'peris.
Ten.: +30 210 8161802

E-mail: info@demo.qgr

VYkpaina, 61068, M. Xapkis, Byn. deceHKiBCbKa, 4A.
Ten.: +38 (095) 282-66-10
E-mail: office@nikopharm.com.ua
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