Ckian

diroua pe4osuHda: OHOAHCETPOH;

1 M1 pO34YUMHY MICTUTh: OHOAHCETPOHY TiAPOXJIOPUAY Ourigpary - 2,49 wmr, 110
€KBiBaJIEHTHO OHJAHCETPOHY - 2MT;

OONOMIJICHI pedyo8UHU: HaTPilo XJIOpud; KMCIOTa JIMMOHHA, MOHOTiApaT; HaTpiio
LHYUTpaT, AUTigpaT; BoAa AOJid iH' €KIIiu.

JIikapcbKa ¢opMma

Po3uuH nng ig’exIriu.

OcHOBHI (i3uko-ximiuHi 81acmueocmi: Ipo3oputii, 6e36apBHUN POIUUH.
®apMaKoTepaneBTUYHA Irpymna

[TpoTuOMIOBOTHI 3aco0U Ta IIpemapaTy, 1[0 yCyBaloTh HYAOTY. AHTaroHicTu
penentopiB cepoToHiHny (OHT3). Kog ATX A04A AO01.

dapmMakoguHaMiKa

OHOaHCETPOH - CUJIbHOOIIOYMH BUCOKOCEJIEKTUBHUU aHTaAroHict SHT3
(cepoToHiHOBUX) penenTopis. [Ipemnapat nomnepenxye abo ycyBa€e HydoTy i O/II0BaHHS,
III0 CHPUYUHSAIOTHCS XiMioTepalieo Ta/abo IpoOMeHeBOIO Tepalli€lo, a TaK0XK
micnsioniepalitidi HygoTy i 6/toBaHHS. MexaHi3M il OHOaHCETPOHY [0 KiHIIS He
3’sicoBaHUM. MOXKIIUBO, ITpenapaT 6JI0Kye BUHUKHEHHs 0J110BaJIbHOT0 PedIIeKcy,
BUSABJISIIOYU aHTAaroHIiCTUYHY Oil0 BigHOCHO SHT3-penenTopis, Kl TOKaIi3yIOThCA Y
HeWpoHax K nepudeprudHol, Tak i IeHTpalbHOlI HEPBOBOI cucTteMu. [Ipemapar He
3MEHIITY€E ICUXOMOTOPHOI aKTUBHOCTI IalliEHTa i He YMHUTH CEHaTUBHOTO e(eKTy.

dapMaKOKiHEeTHKA

[Ipu BHYTPIIIHEOM I30BOMY BBEOEHHI IIiKOBa KOHIIEHTpAaLlid y IJla3Mi KpOBi
pocsiraeTbCcs mpoTsaroM 10 xBunuH. O6’€M pPO3MOAINY Mics ITapeHTeparbHOTO
BBeeHHS y mopocnux cTaHoBUTh 140 1. OcCHOBHa YaCTHHA BBEAEHOI JO3U MiIHaeThC
MeTaboJIi3My y nediHili. [3 cedero y He3MiHEeHOMY CTaHi BUBOOUTHCS MeHIIe 5 %
npenapaty. [lepion HamiBBUBeOeHHS - MPUOIN3HO 3 TOOUHU (Y XBOPUX JIITHBOTO BiKY -
5 roguH). 3B’s13yBaHHs 3 Oinkamu miaa3Mu - 70-76 %.



Y nailieHTiB 3 HUPKOBOI HEOOCTATHICTIO IOMIPHOI'O CTyleHs (KJIipeHC KpeaTUuHiHy 15-
60 MJI/XB) 3MEHIIYIOThCS IK CUCTEMHUM KIIipeHC, Tak i 06’eM po3nominy
OHIAHCETPOHY, Pe3yJIbTAaTOM YOTO € HE3HAYHE i KIIiHiYHO He3HauyIlle 30i/blIeHHsS
Iepiony HaliBBUBEOEHHS IpenapaTry. PapMaKOKiHETUKa OHOaHCETPOHY IIPaKTUYHO He
3MIHIOETHCA Yy IALIEHTIB 3 HUPKOBOI HEOOCTATHICTIO TSAXKKOI'O CTYIIE€Hs, Kl
3HAXOOSATHCS Ha XPOHIYHOMY reMofianisi (DoCmiaKeHHS MPOBOOUIIOCh Y IepepBi Mixk
ceaHCcaMU reMofiani3dy). Y maili€HTiB 3 XpPOHIYHOIO MEeYiHKOBOIO HEOOCTATHICTIO
TS2KKOTO CTyIIE€HSI CUCTEMHHUU KJIIPEHC OHOAHCETPOHY IIOMITHO 3MEHIIYETHCA 3i
30inbIIeHHAM Tepiony HamniBBuBeneHHS (15-32 roguH).

IToxa3aHHSA

Hypora i 6/1t0oBaHHS, CIPpUYMHEHI XiMioTepami€lo Ta MPOMEHEBOIO Tepali€lo.

[MpodinakTuKka Ta JIIKYBaHHS ITiCISONepPaliiHUX HYOOTH i OJTI0BaHHS.
IIporunoka3aHHs

lnmepuyTnuBicTh A0 OyOb-IKOTO KOMIIOHEHTA ITpenapary.

3acTocyBaHHS OHOAHCETPOHY Pa30oM 3 alloMOpP(}iHy TigpoXJI0pHUAOM IIPOTUIIOKa3aHe,
OCKIJIbKY CIIOCTEPIirajancs BUMIAAKM CUIBHOI apTepianabHOI IrinoTeH3il Ta BTpaTu
CBIIOMOCTI ITifT 4aC CYMiCHOI'0 3aCTOCYBaHHSI.

B3aeMmofisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIH B3a€EMOIIiH

OHOaHCETPOH He IIPUCKOPIOE i He rajibMy€e MeTab0JIi3M iHIIUX IIperaparTiB IIpu
OJHOYAaCHOMY 3 HUM 3acTocyBaHHI. CrellianbHi JOCIIiAXKEeHHS TOKa3aly, 110
OHIaHCETPOH He B3a€MOJI€ 3 aJIKOrojieM, TeMa3ellaMoM, pypoceMizoM,
andenTaHizioM, TpamamosioMm, MopdiHOM, JIirHOKaiHOM, TionmeHTasoM abo
mponodoJIoM.

OHpaHCeTPOH MeTaboMi3yeThCs pisHUMU GepMeHTaMu HUTOXpoM P450 nedinku:
CYP3A4, CYP2D6 ta CYP1A2. 3aBasiku pisHOMaHITHOCTi ¢epMeHTiB MeTabomi3mMy
OHJAaHCETPOHY rajibMyBaHHS a00 3MeHIIIeHHS aKTUBHOCTI OQHOTO 3 HUX (HaIllpUKIiang
remetuyHuu gedpinut CYP2D6) y 3BUYariHUX YMOBaxX KOMIIEHCYEThCS iHIITUMU
bepmeHTaMu i He Oyme MaTHU BIUIMBY Ha 3arajibHUM KJIipeHC KpeaTUHiIHY ab0 BIIIUB
Oyme He3HAYHUM.

3 00epekHICTIO CIIiZl 3aCTOCOBYBATH OHIAHCETPOH Pa30M 3 JIiKapChbKUMHU 3acobaMy,
III0 TTOOBXKYIOTh iHTepBaln QT Ta/ab0 CIPUYUHSIOTh ITOPYIIEHHS €JIEKTPOJIITHOTO
6anaHcy (ouB. po3main «Ocob6IMBOCTI 3aCTOCYBaHHS»).



Anomopdin

3acTocyBaHHS OHOAHCETPOHY pPa30oM 3 alloMOp(diHy TiapoXJI0puaoM IIPOTHUIIOKa3aHe,
OCKIIbKHY CIIOCTEpiraaucs BUIIAaJKK CUJIbHOI TiIOTEeH3il Ta BTPAaTH CBiJOMOCTI IIig 4ac
CYMICHOT'0O 3aCTOCYBaHHS4.

deHiTOIH, KapOaMa3emniH i pudamnoilue

Y mauieHTiB, AKi JTIKYIOThCA MOTEeHIIMHUME iHOYKTOpaMu CYP3A4 (Hampukiag
dbeniToiHOM, KapOamMa3emiHoM i pudaMIilMHOM), KJIipeHC OHJaHCETPOHY
30iTbITy€ETHCS i MOTO KOHIIEHTPALlisl Y KPOBi 3MEHIIYETHCH.

Cepotoninepretuku (Hanpukian CI33C ta I33CH)

CepOTOHIHOBUY CUHOPOM (BKJII0YAIOYU 3MiHHU IICUXIYHOTO CTATyCy, BereTaTUuBHY
HecTaOlIbHICTh i HEPBOBO-M'SI30Bi ITOPYIIEHHS) OyB ONMCaHUY ITIiC/IsI OGHOYACHOTO
3aCTOCYBaHHS OHOAHCETPOHY Ta IHINNX CEPOTOHIHEPTiYHUX IIpelapariB, y TOMY YUCIIi
CeleKTUBHUX iHTi6iTOPiB 3BOPOTHOrO 3axomnjieHHs: cepoToHiny (CI33C) ta inribiTopis
3BOPOTHOI'O 3aXOIIJIEHHS CEPOTOHIHY Ta HopaapeHaniny (I33CH) (guB. po3ain
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

Tpamapgon

3a maHWMHU HEBEIHNKOI KiJIbKOCTi KITiHIYHUX OOCHigXKEeHb, OHOAHCETPOH MOXKe
3MEHIIyBaTU aHaJITeTUYHNM e(PEeKT TpaMamoiy.

3acTocyBaHHS 3€TPOHY 3 iHIMMMU JTiIKapChbKUMHU 3aco0aMH, 1110 IIOMOBXKYIOThH iHTepBas
QT, Moxe CIPUYUHUTU OOOATKOBE IIOOOBXKEHHS 1IbOro iHTepBany. CyMicHe
3aCTOCYBaHHS 3eTPOHY 3 KapAiOTOKCUYHUMHU JTiKapChbKUMM 3acob0aMu (HampuKJiag
aHTpalUKIIiHaMM) MOXKe 30iJIbIITUTY PU3KUK BUHUKHEHHS apUTMid (OUB PO3Mia
«OCcOoOIUBOCTi 3aCTOCYBAHHS»).

Oco006/1MBOCTi 3aCTOCYBaHHS

ITpu nmikyBaHHI Ali€HTIB 13 IIPOsABaMU TiIePUYyTJIUBOCTI 0 IHIIUX CEJIEKTUBHUX
aHTaroHictiB SHT3-pelieniTopiB cnocTepiraaucs peaxiiili Tinep4yTIUBOCTI.

OHOaHCEeTPOH Yy mo303asiexkHill ¢popMmi mogoBxkye iHTepBan QT (auB. po3min
«®apMaKoJIOTiUHi BIaCTUBOCTI»). [I0gaTKOBO 3a HJaHUMU IIiCISIMapKETUHT OBOT'O
CIIOCTEPEXKEeHHS IOBIOOMJISAIIOCS MPO BUIIAOKU TPEMTIHHS/MEPEXTIHHS LIJIYyHOYKiB
(torsade de pointes) nmpu 3acTocyBaHHI OHOaHCETPOHY. CIIiil yHUKATHU 3aCTOCYBaHHSA
OHIOAHCETPOHY IallieHTaM 3 BPOAXKeHUM CHUHAPOMOM nopoBxkeHHA QT. OHmaHCEeTPOH
CJIii 3aCTOCOBYBATH 3 00E€PEKHICTIO /I JIIKYyBaHHS MAIli€HTIB, IKi MalOTh ab0 y SIKUX
MOZK€e PO3BUHYTUCH IOAOBXKEHHSA iHTepBay QT, BKII0UaO4YU IMAlLi€HTIB 3 MOPYILIEHHSIM



eJIEKTPOJIiITHOTO OalaHCy, 3aCTiliHOIO CepPIIeBOI0 HeOCTaTHICTIO, OpamiapuTMisiMu abo
Malli€eHTIB, Kl TiKYIOThCS IHIIMMHU IIpernapaTaMu, 1110 MOXKYTh COIPUYUHATHU
nmomoBxKeHHs iHTepBany QT abo mopylleHHs eneKTposiiTHoro 6anancy. ITepen
II0YaTKOM 3aCTOCYBaHHS CJIiZl CKOpPeryBaTH riloKajlieMilo Ta rimoMarsieMito.

ITiciiga omHOYacHOr 0 3aCTOCYBaHHSA OHOAHCETPOHY Ta IHIIUX CEPOTOHIHEPTIYHUX
npenapaTtiB 6yB onMCaHUM CEPOTOHIHOBUM CUHAPOM (OUB. po3din «B3aemomis 3
IHIMMMU JTiKapChbKUMHU 3aco0aMM Ta iHIIN BUOU B3a€MOMili»). FKII0 ogHOYaCHEe
JIIKyBaHHS OHOAHCETPOHOM Ta IHIIWUMM CEPOTOHIHEPriYHUMU IIpellapaTaMU KIIiHIYHO
OOTPYHTOBAHO, PEKOMEHIYETHCS BiAMIOBiHE CIIOCTEPEXKEHHS 3a CTAaHOM ITalli€eHTa.

OCKiNTbKY OHIAHCETPOH IT0CIIa0III0E€ MePUCTATbTUKY KUIIIEYHUKY, TOTPIOHMHI
peTeNbHUYM HaTJIsAM 3a MallieHTaMy 3 03HaKaMM MiiTOCTPOi HEIIPOXiAHOCTI KUIIEYHUKY
ITi Yac 3aCTOCyBaHHS 3€TPOHY.

Y nailieHTiB, AKUM IPOBOOUTHCSA XipypriyHe BTPYYaHHS B afeHOTOH3UISAPHINU OiNIAHIL,
3aCTOCYBaHHS OHOAHCETPOHY I NMPOodiaKTUKU HyOOTHU Ta OJIIOBaHHS MOXKeE
MacCKyBaTh BUHUKHEHHS KpPOBOTedYi. ToMy Taki XBOpPi HiA/IATalOTh PeTEJIbHOMY Harsany
IicJist 3aCTOCYBaHHS OHOAHCETPOHY.

3maTHiCTh BIUIMBATH HA IIBHIKICTH peakilili mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a00 iHImMUMHU MexaHiZMaMHu

[IcMXOMOTOPHI TeCTHU IOKa3asy, 110 OHJAHCETPOH He BIIJIMBA€ Ha 30aTHICTb KepyBaTu
MeXaHi3MaMU i He YMHUTh CeJaTUBHOI [ii, asle cJIig MaTu Ha yBa3i mpoginb mobiuHmx
[iV penapaTy IIPpU BUPIillleHHI IUTaHHS IIPO 30aTHICTL KepyBaTU aBTOTPAHCIIOPTOM
abo mpaIloBaTH 3 iHIIMMH MexXaHi3MaMH.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio

Besneka 3acTocyBaHHSA 3€TPOHY Yy IIePioA BariTHOCTI OJis TIOAWHU He BCTaHOBJIEHA.
ITig yac ekcriepuMeHTaIbHUX JOCIIAKEHb Ha TBApUHaX 3eTPOH He MOpPYIyBaB
PO3BUTOK eMOpioHa abo IjIofa i He BIIJIMBaAB Ha Itepebir BariTHOCTI, mepu- Ta
IOCTHaATa/JIbHUK PO3BUTOK. [Ip0oTe, OCKINIBbKYU OOCIHIOXKEHHS Ha TBapUHaxX He 3aBXKOU
MIPOTHOCTHUYHI [JId TIOOWHU, 3€TPOH HEe PEKOMEHOYETHCSA 3aCTOCOBYBaTHU y Iepiof
BariTHOCTI.

B ekcrepuMeHTaIbHUX OOCTIMXKEHHAX OyJI0 IT0OKa3aHo, 1110 OHOAaHCETPOH ITPOHUKAE Y
rpPyAHE MOJIOKO TBapuH. Y pa3i HeoOXigHOCTI 3aCTOCYBaHHS Ipelapary CIIif
OPUOINHUTYU TOOYBaHHS IPYATIO.

Cnocid 3acTocyBaHHsI Ta I03H



Hyodoma i 6,1108aHHSA, cCnpU4YUHEHI XiMiomepaniero ma npomMeHe80o0 mepaniero

EMeToreHHUM IOTEHIIAl Teparlil paky Bapilo€ 3ajexkHO Bif mo3u Ta KoMOiHalii
pexxuMiB XiMioTeparril Ta mMpoMeHeBoi Tepamnii. Bubip pexXuMy mo3yBaHHS 3aJ1€XKUTh
Bi[] TAXKKOCTI EMETOT€HHOI'0 BILJIUBY.

IHopocii

EmemoeeHHa xiMmiomepanisi ma npoMeHesd mepdanis

PekoMeHOoBaHa BHYTPilITHbOBEHHA a00 BHYTPIlIHEOM I130Ba 103a 3eTPOHY - 8 MT' ¥
BUTJISIIi TOBiIBbHOI iH’€KIIil BIPOmOBK He MeHIle HiX 30 ceKyHO 6e3mocepeaHbo mepeq
JIIKyBaHHSIM.

s npodimakTUKU BimCTpouyeHOro abo TpuBajoro 0JI0BaHHS Iicis nmepiux 24 roguH
PEKOMEHYETHCS IlepopaibHe ab0 peKTajibHe 3aCTOCYyBaHHSA OHIAaHCETPOHY.

BucokoememozeHHa ximiomepanis (Hanpuk.aao 8ucoki 003U UUCNAamuHy)

3eTpOH MOXKHa IIpU3HaAYaTH Y BUTJISI OMHOPA30BOl 103U 8 MI' BHYTPIITHEOBEHHO ab0
BHYTPIITHBOM s130B0O Oe3ImocepenHbo nepen Ximiorepariet. [1o3u nmoHan 8 mr (go 16
MTI') MOXKHa 3aCTOCOBYBATH JIMIIE Y BUTJIAAI BHYTPIIlIHbOBeHHOI iHDy3ii Ha 50-100 M
0,9 % po3uuHy HaTPilo XJTopUay abo iHIIOTO BiAMOBIAHOTO PO3YMHHUKA (OUB. HUXKYE
«IHCTPYKIIil A1 3aCTOCyBaHHA»); iHDY3is Ma€e TpUBaTU He MeHIIe 15 XBUIUH.
OnmHOpPa30By [03y IMOHaA 16 Mr 3aCTOCOBYBATH He MOXKHa (OuB. po31in «Ocobm1uBOCTiI
3aCTOCyYBaHHS»).

[71s1 BUCOKOEMeTOTeHHO] ximioTeparil 8 Mr 3eTpoHy a00 MeHIIy NO3y He MOTPiOHO
PO3BOAUTH Ta MOXKHa BBOOUTHU LIJISTXOM MOBiIbHOI BHYTPIIIHEOBEHHOI ab0
BHYTPIIIHbOM s130BO1 iH’€KIIil (He MeHIe Hixk 30 cekyHH) 6e3mocepeaHbo mepeq
xXiMioTepari€io 3 ImogaabIIuM JBOPA30BUM BHYTPIITHLOBEHHUM ab0

BHYTPIIIHbOM sI30BUM BBeIEeHHSIM 8 MT yepe3 2 Ta 4 roguHu abo MOCTiMHOI0 iHdY3i€eio
1 Mr/roguHy npoTsarom 24 roguH.

EdekTuBHiICTh 36 TPOHY IIPU BUCOKOEMETOT€HHIN XiMioTeparnii Moxke OyTH migBUIIleHA
OOOaTKOBUM OOHOPA30BHM BHYTPIIIHEOBEHHMM BBEIEHHSIM OeKcaMeTa30HY HaTpilo
docdaty y gosi 20 Mr nepeq xiMmioTepami€ro.

II1s mpodimakTUKY BimcTpoyeHOro abo TpuBaioro OJII0BaHHS IIicas mepiux 24 roguH
PEKOMEHAYEThCS IepopalibHe abo peKTalibHe 3aCTOCYBaHHS IIpenapary.

Iitu ( BikoM Bifg 6 Mmica1iB go 17 pokiB)

B nepiaTpuyHili mpakTuili 3eTPOH CJIil BBOOUTH IIIJIIXOM BHYTPIITHbOBEHHO]I iHPY3il B
25-50 M po3uuny 0,9 % po3unHy HaATPilo xI0opuAy abo iHIIIOTO BiATIOBIMHOTO



pPO3YMHHUKA (OUB. HUXKYe «[HCTPYKIil AJIT 3aCTOCYyBaHHSA») IIPOTATOM He MeHIIe 15
XBUIHUH. 103y mpenapaTy MOXKHa Po3paxyBaTH 3a MJIOIIeI0 ITOBEepPXHi Tia abo Macu
Tijla QUTUHHU.

Po3paxyHoK 0o3u 32I0HO 3 n/i0W.er nosepxHi miaa OumuHuU

3eTpoH cig BBoouTHu 0e3M0oCepPenHbO Ieper XiMioTepani€e IIsiXoM pPa3oBol
BHYTPIIIHBOBEHHO] iH’€KIIil y m03i 5 Mr/M2, BHyTPilIHbOBEHHA [03a HE Ma€
nepesuityBatu 8Mr. Yepes 12 roguH MOXKHa PO3NOYMHATU IIepopajibHe 3aCTOCYBaHHS
pemnapary, sKe MOxXe TpuUBaTH Ie 5 gHiB. He nepeBuillyBaTu g03y OJ19 HOPOCIIUX.

Po3paxyHOK 0o3u 32I0HO 3 Macor misia OumuHu

3eTpoH ciig BBOOUTU O0e3IocepenHbo Iepe XiMioTepamni€eo IIsIxoM Pa3oBol
BHYTPIIIHBOBEHHOI iH’eKMil y 103i 0,15 Mr/kr. BHyTpilTHEOBEHHA [03a He IIOBUHHA
nepeBulllyBaTu 8 MT. Y mepIilInui JeHb MOXKHA BBECTH IIle 2 BHYTPIIIHbOBEHHI J03U 3 4-
TOOVHHUM iHTepBasioM. Yepe3 12 roguH MOXKHa PO3IIOYMHATHU IIepopajibHe
3aCTOCYBaHHS{ IIpenapary, SsKe MOoXe TpuBaTH 1ie 5 OHiB. He mepeBuiyBatu 003y O
OOPOCIIUX.

XBOPI1 JIITHHOTO BiKY

[TamierTaM BiKOM Bifi 65 POKiB BCi [03HU 11 BHYTPIIIHBOBEHHUX 1H €KL CIIif
PO3YMHATHU Ta BBOOUTHU NPOTATroM 15 XBUINH, IPU IIOBTOPHOMY 3aCTOCYBaHHI iHTepBail
MixX iH’€KIIisIMU ITOBUHEH OyTU He MeHIe 4 TOOUH.

II71s1 marieHTiB BIKOM Biff 65 00 74 pOKIiB I104YaTKOBa 00384 OHOAHCETPOHY CTaHOBUTH 8
Mr abo 16 wmr, i BBOOATH IIJITXOM BHYTPIITHLOBEHHOI iH(Y3il MpoTATroM 15 XBUIINH, SIKY
MOXKHAa IIPOAOBXKUTHU BBEEHHAM 2 003 I10 8 MI IPOTATOM 15 XBUNIMH 3 iHTEpBaJIOM
MiX iHQY3iIMU He MeHIIle 4 TOOuH.

II71s1 marieHTiB BIKOM Bifi 75 POKIB I104YaTKOBa BHYTPIIIHLOBEHHA iH’ €KIlig
OHIAHCETPOHY He MOBMHHA MepeBUIIyBaTU 8 MrI 3 iH}Y3i€i0 BIPOOOBXK He MeHIe 15
xBUUH. [Ticiisi mMo4YaTKOBOI 031 8 MI' MOKHA ITPOIOBXKUTHU 3aCTOCYBaHHSA 2 MO3aMM II0
8 Mr, sKi BBOOATH HIJIAXOM iH(PY3il mpoTsirom 15 XBUIUH 3 iHTepBaioM MixX iHGpY3iaMu
He MeHIle 4 TOOuH.

ITarieHTH 3 HUPKOBOIO HEOJOCTATHICTIO

Hemae HeoOxigHOCTI ¥ 3MiHi pexkuMy mo3yBaHHS abo0 IIISIXY IIPpU3HAYEHHS IpernapaTry
namieHTaM 3 OPYIIeHHSAM (PYHKII1 HUPOK.

IlanieHTH 3 NeYiHKOBOIO HEJOCTATHICTIO




Y naui€eHTiB 3 TOMIpHUMU 1 TSKKUMU IIOPYIIEHHSIMHU (PYyHKITi1 Te4YiHKM KITipeHC
3eTpOHY 3HAYHO 3HUXKYETHCS, a Iepiof HaliBBUBEOEHHS 13 CUPOBaTKU KPOBI -
3pocTae. [I15 TaKuX XBOPUX MaKCuMalibHa m000Ba mo3a npernapaTry He IIOBUHHA
IIepeBUIllyBaTu 8 MT.

IMTanieHT 3 HOPYHIEHHAM MeTa00JIi3My CIIapTeiny/meOpHuCcoOKBiHY

[Tepion HaliBBUBEOEHHS OHIAHCETPOHY V IAIliEHTIB 3 MOPYIIEHHSIM MeTaboi3My
crapTeiny i meOpHUCOKBiIHY He 3MIHIOEThCS. Y TaKUX ITAIiEHTIB IIOBTOPHE BBEIEHHS
NIPU3BOAUTE OO0 TaKOl K caMOl KOHIIeHTpallil mpenapary, 10 1 y XBOPUX 3
HemnopyIlieHuM MeTabosniamMom. ToMy 3MiHa J03yBaHHS ab0 YacTOTU BBEOEHHS He
nmoTpibHa.

ITicasionepauitiHi Hyooma i 61108aHH A

Ilopocai

I71s mpodimakTUKM TicisgonepaliiHuX HyooTH i 6JIl0BaHHS peKOMeHOoBaHa 03a
3eTPOHYy CTAaHOBUTH 4 MT y BUTJISIIi OMHOPA30BOl BHYTPIIIHEOM 130B0i ab0 IMOBiNTbHOI
BHYTPIIITHbOBEHHO] iH’€KIIil ITiff Yac BBeIeHHS B HapKO3.

g miKyBaHHS ITicsioNepaliiHUX HYdOTH i O/If0BaHHS peKOMeHJoBaHa pa30Ba [03a
3eTPOHY CTAHOBUTH 4 MT' y BUTJISIAI BHYTPITHEOM 130B01 @60 ITOBiIbHOI
BHYTPIIIHbOBEHHOI iH’€KIIil.

Iimu (s8ikom 8i0 1 micsausa 0o 17 pokis)

s mpodimakKTUKY i TiKyBaHHS ITicsoNepaliiHuX HyOOTH i OJII0BaHHSA Y OiTel, IKUX
ONEepPYIOTh Iif 3arajbHOI0 aHEeCTe3i€l0, 3eTPOH MOKHAa BBOOUTH y [03i 0,1 MI/Kr macu
Tijla (MaKCUMaIbHO - [0 4 MT) IIJISXOM MOBiIbHOI BHYTPIIIHEOBEHHOI iH €KIIil (He
MeHiIe 30 ceKyHp) o, IIif 9ac, Iicst BBeOeHHS Yy HapKo3 abo mmicis omnepariii.

X8opi 1iMHbO20 BIKY

IMocBim 3acToCyBaHHSA 3€TPOHY OJI MPOQITaKTHUKY i TiKyBaHHS MiCIsSOIepPalliiHuX
HyAoTH i O/Il0BaHHS y MAlliEHTIB JIITHHOTO BiKy 00MeXKeHUM, omHaK 3eTpPoH goope
IIEePEHOCUTHCSI XBOPUMHU BiKOM IOHAM 65 POKIiB, IKi OTPUMYIOTH XiMiOoTepaIrito.

INauienmu 3 HUPKOBO HedocmamHicmio

HeMae HeoOXigHOCTI ¥ 3MiHI pexkuUMYy H03yBaHHS ab0 NIISXy IpU3HAYEHHS IIpernaparTy
nalieHTaM i3 HOpyLeHHAM (QYHKIIl HUPOK.

ITauienmu 3 ne4iHKOB0I HedocmamHicmio



Y naui€eHTiB 3 TOMIpHUMU 1 TSKKUMU IIOPYIIEHHSIMHU (PYyHKITi1 Te4YiHKM KITipeHC
3eTpOHY 3HAYHO 3HUXKYETHCS, a Iepiof HaliBBUBEOEHHS 13 CUPOBaTKU KPOBI -
3pocTae. [I15 TaKuX XBOPUX MaKCuMalibHa m000Ba mo3a npernapaTry He IIOBUHHA
IIepeBUIllyBaTu 8 MT.

ITauieHmu 3 nopyweHHAM memaboaizmy cnapmeiny/0ebpucoKksiHy

INepion HamiBBUBEOEHHSI OHOAHCETPOHY Yy Cy0’€KTIB 3 MOPYIIEHHSIM MeTaboIi3mMy
crapTeiny i meOpHUCOKBiIHY He 3MIHIOEThCS. Y TaKUX ITAIiEHTIB IIOBTOPHE BBEIEHHS
MNPU3BOAUTH OO0 TaKOl 2K KOHIIEHTpallil ITperapary, III0 ¥ y XBOPUX 3 HEYIIKOOKEHUM
MeTaboniamMoMm. ToMy 3MiHa J03yBaHHS ab0 YacTOTHU BBeOEeHHS He MOTpiOHa.

IncmpyKkuia 044 3acmMoCcy8aHHA.

Awmnynu i3 3eTpOHOM He MiCTSITh KOHCEPBAHTIB i 1X HE0OXiMHO BUKOPHUCTOBYBaTHU
HEeraMHO ITiCJIsT PO3KPUTTS; PO3YUH, 110 3aJIUIIUBCS, TOTPIOHO 3HUILIUTH.

Amnynu i3 3eTPOHOM He MOXKHa aBTOKJIaByBaTH.

CyMIiCHICTB 3 IHIIMMMU PiOMHAMH [OJIS BHYTPIIIHLOBEHHUX 1H €KITIH

Po3uuHM 07151 BHYTPIIIIHBOBEHHOT'O BIMBAHHS ITOTPIOHO roTyBaTH 6€3I0CEePEIHBO
nepep iHdy3ieto. [IpoTe BCTaHOBIIEHO, 1110 PO3YMH OHOAaHCETPOHY 30epirae
cTabinbHICTh IPOTATOM 7 OHIB IIpU KiMHaTHiN TeMmepaTtypi (go 25°C) npu geHHOMY
cBiT/i a00 B XOJIOOUIIBPHUKY IIPU PO3YMHEHHI B Takux cepenmoBumiax: 0,9 % po3uuH
HaTpilo XJIOPUAY, PO3YHUH TJIIOKO3U 5 %, po3yuH MaHiTony 10 %, po3uun Pinrepa, 0,3
% po3uuH Kaito xiuopuny i 0,9 % po3uuH HaTpito xnopuny, 0,3 % po34yuH Kajito
XJIOPUAY i PO3YMH I'IIOKO3U 5 %.

BcTaHoBIeHO, 1110 OHOAaHCETPOH 30epirae cTabiIbHICTh TAKOXK IIPU BUKOPUCTAHHI
MIOJIieTUIIEHOBUX i CKNIsTHUX (pr1akoHiB. Bysio moka3aHo, 1110 OHOAHCETPOH, PO3BEeOEeHUN
0,9 % xnopupom HaTpito abo 5 % rIoK03010, 30epirae cTabiIbHICTE ¥
MTOJIIITPOITiJIEHOBUX INIPHUIlaxX. [fJoBegeHO TaK0X, 110 CTAaOiIbHICTh Y ITOJIIIPOIIiIEeHOBUX
IIIpUIlax 30epiraeTbCcs Mpu Po3BeIeHHI OHOAHCETPOHY iHIITUMU PEKOMEHAOBaHUMU
PO3YHMHaMH.

Y pa3si HeoOxigHOCTI TpuBajoro 30epiraHHs npenapaTry PO3YMHEHHS CIIif IPOBOOUTHU Y
BIOIOBIOHUX aCENTUYHUX YMOBax.

CyMIiCHICTB 3 IHIIMMHU IIpenapaTaMu

3eTpOH MOXKHa NpU3Ha4YaTU y BUTJISAAL BHYTPIITHLOBEHHO] 1H(Y3il 31 mBUAKICTIO 1
Mr/ronuny. Yepes Y-nomiOHUM iH €KTOP pa3oM i3 3eTpOHOM IIpU KOHIIeHTpallil
oHOmaHCceTpoHY Big 16 mo 160 mkr/mn (To6To 8 Mr/500 M a6o 8 mr/50 M1 BigmoBigHO)
MO2KHa BBOOUTHU:



e IIMCHJIATUH Y KOHIIeHTpaIlil go 0,48 mr/mi npotsirom 1-8 roous;

e 5-¢pTOopypanun y KoumeHrtpatiiii go 0,8 mr/mn (Hanpuknan 2,4 ry 3 1 a6o 400 Mry
500 M) 3i mBUAKicTIO He Oinbiie 20 Mi/roguHy. Binbl BUCOKa KOHIIEHTpAIlis 5-
(pTopypanuiry MoxKe CIPUYMHUTH IIPELUITITallil0 OHOaHCETPOHY. PO3uuH Oms
iHQy3ii 5-pTopypaumnny moxe mictutu mo 0,045 % xjmopungy MarHito Ha
OOIIOBHEHHS [0 iHIIIMX HAOBHIOBAYIB, III0 € CYMiCHUMU;

e KapOoraTuH y KoHIeHTpallil Bim 0,18 mr/mn mo 9,9 Mmr/mn (Hanmpuknapn Big 90 mr
B 500 i1 mo 990 mr B 100 mn) npotsiroMm 10-60 XBUITHH;

e eTOmO3UM y KoHIleHTpalil Big 0,14 mr/mn mo 0,25 Mr/mn (Hampukiaazn Bim 72 Mr B
500 M go 250 mr B 1 1) mpotsiroMm 30-60 XBUITUH;

e edTasuguM y Ao3i Big 250 Mr mo 2 r, po3BedeHuN y BOOi O iH €K1l
(manpuknapn 2,5 mi Ha 250 Mr a6o 10 M Ha 2 T nedprazugumy) y BUTTIAOI
BHYTPIIIHOBEHHOI OOJTIOCHO] iH’€KIIIl TPOTITOM 5 XBUJIUH;

e 1uKIIoochamin y go3i Big 100 Mr go 1 r, po3BemeHuy y BOAI O14 iH €Ki (5 M
Ha 100 mr nuknodocdaminy), y BUTNISai BHYTPIIIHLOBEHHOI OOJTIOCHO] iH’€KITil
OPOTATOM 5 XBUJIUH;

e mokcopyOinuH y mo3i Big 10 mr go 100 Mr, po3BeaeHu# y Bomi anst in’exiiit (5 M
Ha 10 Mr gokcopyOillMHy) Y BUTJISIA1 BHYTPiIIHbOBEHHOI OOJIIOCHO] iH’€KIIiI
IIPOTATOM D XBUJIUH;

e IeKcaMeTa30H y fo3i 20 Mr, y BUTJIS[l ITOBIJIbHOL BHYTPIIITHBOBEHHO] 1H’€KIIil
MIPOTSATOM 2-5 XBUIUH (IPpU OOHOYACHOMY BBefeHHi 8 Mr abo 16 Mr
OHIAHCETPOHY, P034MHEHOro y 50-100 M1 iH’€KILIMHOT0 PO3YUHY), IPOTATOM
npubnusHo 15 xBunuH. OCKIiTBKY OaHi MperapaTy € CYMICHUMH, iX MOXXHa
BBOJOUTH Uepe3 OOHY KpaNelabHHUIIO, IIPY IIbOMY B PO34YMHI KOHIIEHTpPaIlil
nekcaMmeTa3oHy ¢pocdaty (v dopmi HaTpieBoi comni) OymyTh CTAHOBUTH Bif 32 MKT
no 2,5 mr B 1 Mi1, a OHOaHCeTPOHY - Big 8 MKTr 7o 1 Mr B 1 miL.

itk

3acTOCOBYIOTH OiTSAM BiKOM Bif 6 MicsIliB (Ipu xiMioTeparril) Ta BikoM Big 1 micsams
(mnst mpodinakTUKY i NiKyBaHHS IIicsgonepaliiHuX HyqoTH i OJII0BaHHS).

Ilepego3yBaHHs

IlaHuX IIpPO mepeno3yBaHHs 3eTPOHY HEOOCTaTHHO. Y OiNTbIIOCTi BUNIAOKiB CUMIITOMU
CXO02Ki Ha Ti, 110 OIIMCAaHi y HMalli€eHTiB, KM BBOOUJIM PEKOMEHIOBaHi 003U (OUB. PO3Min
«IToGiuHi peaxkIrii»).

OnpaHceTpoH nogoBxKye iHTepBan QT y mo3o3anexkHin Gopmi. Y pa3i mepeno3lyBaHHSA
pPeKOMeHay€eThCs IpoBeneHHs EKI-MoHITOPUHTY.



Cepepn 1IposBiB Tepeno3yBaHHSA IOBIMOMIISAJIOCH IIPO TakKi, AK 30POBi po3j1anu, 3aIop
TSI2KKOTO CTYII€HSs, TillOTeH3is1, Ba3oBaraJjibHi IIPOsIiBY i3 TPaH3UTOPHOIO AV - 610Kag010
IT ctynens. Y Bcix Bunagkax Il sBUIlla IIOBHICTIO MUHAJIH.

CrnenudiyHOTO aHTUIOOTY He iCHy€E, TOMY y pa3i mepeno3yBaHHS HeOOXigHO
3aCTOCOBYBaTU CUMIITOMATUYHY Ta MiATPUMYHOUY Tepallito.

3acTocyBaHHS ileKaKyaHM [OJIs JIIKyBaHHS IIepeo3yBaHHS OHOAHCETPOHY HE
PEKOMEHOYETHCS, OCKIJIbKU 11 i He MOXKe BUSBUTHUCS Yepe3 aHTHUEMETUYHUU BIIIUB
3eTpony.

IToOiuni peakmii

ITo6iuHi peaxiiii, iHdopMallito IIpo sIKi HaBeaeHo HuX4Ye, KjacudpikoBaHi 3a opraHamu i
CHCTEMaMM Ta 3a YaCTOTOIO 11 BUHUKHEHHS. 3a 4aCTOTOI0 BUHUKHEHHS PO3MOoAiieHa
Ha Taki KaTeropil: gyzxe dacto (=1/10), gvacto (=1/100 Tta <1/10), HewacTo (=1/1000
Ta <1/100), pigko (=1/10000 Tta <1/1000), myxe pioko (<1/10000).

3 60Ky iMyHHOI cucmemu:

PioKoO: peaxiil rinep4yTIUBOCTI HETAaWHOTO TUITY, iHKOJIM TSXKKi, aXX A0 aHadinakcii.
3 60Ky Hepsosoi cucmemu:

Oy2Ke 4aCTO: TOJIOBHUM Oiflb;

HedacToO: CyJOMH, PyXOBi HOPYyIIeHHS (BKJII0UAl04YM eKCTpalipaMigHi peakilil, Taki K
OKYJIOTUPHUU KPU3, JUCTOHIUHI peakiril i AucKiHe3iss 06e3 CTIMKUX KITiHIYHUX
HACJIiOKiB);

PigKo: 3alTaMOPOYEHHS IMepPeBaXkHo IIif] Yac IMIBUAKOTO BHYTPIIITHBOBEHHOTO BBEIEHH S
mperapary.

3 60Ky opaaHis 30py:

PiOKO: CKOPOMUHYII 30POBi po3aau (IIOMYTHIHHS B 049ax), TOJIOBHUM YHMHOM ITiZl 4acC
BHYTPIIITHbOBEHHOT' O BBEI€HHSI;

OyXKe pigKo: MUHYIIIA CJIII0Ta, TOJIOBHMM YMHOM IIiff YaC BHYTPIMIHEOBEHHOI'O
3acToCyBaHHs. Y OiNbIIIOCTI BUIIAAKIB cjlilloTa MUHA€E NPOTAToM 20 XBUIIUH.

3 6okKy cepusi:

HedacTo: apuTMii, 6inb y rpynsx (3 genpecieio cermenTa ST abo 6e3 Hei),
OpaguKkapmis;



pigko: mogoBxKeHHSA iHTepBany QT (BK/IIOYArOUu TPEMTIHHSA/MEPEXTIHHSA UIJTYHOYKIB
(torsade de pointes).

3 60Ky cyOuH:

4acCTo: BiguyTTs Telja abo IIPUIMJIINBIB;

HeYacTo: TiIIoTeH3id.

3 60Ky OuxasnbHOI cucmemu ma opa2aHie 2pyoOHOiI KAimKu:

HeyacToO: TMKaBKa.

3 60Ky mpasHo20 mpakmy:

4acTo: 3a1op.

3 60Ky 2enamobiniapHoi cucmemu:

HedacTo: 0e3CUMIITOMHE MiIBUILIEHHS ITIOKa3HUKIB QYHKIII] TIEYiHKU.

Lli Bunnafiku CIOCTEepPiraroThbCs rOJIOBHUM YMHOM Y XBOPHUX, K1 JIIKYHOTbCS
XiMioTepalneBTUYHUMU [IpeliapaTaMy, 1110 MICTATH LIUCIJIaTUH.

3 60Ky wKipu ma niOwWKIpHOI KAIMKOBUHU:

Oy2Ke PiAKO: TOKCUYHI BUCUIIAHHS, B TOMY YUCJIi TOKCUYHUU ellifepMaIbHUN HEKPOJIi3.
3azanavHi po3aadu

4acCTO: MiCIlIeBi peakliil y OifIHIII BHYTPIiITHbOBEHHOT O BBEJEHHSI.

3a maHUMU HicIsIpeecTpaLiiHOr0 CIIOCTEPEXKEHHSA IOBIIOMJIAIOCE IIPO
HUXKYe3a3HaudeHi mobiuHi peakirii.

3 60Ky cepueso-cyOuHHOI cucmemu: 0inb Ta TUCKOMMPOPT y TPYIOSAX, EKCTPACUCTOJIIH,
TaxXiKapmis, BK/II0Yal04y IIJTYHOYKOBY Ta HaJIIIJIyHOUYKOBY TaXikKapmiio, ¢hiOpumsiio
nepencepnb, BimuyTTs cepueOuTTs, cuukone, 3minu EKT.

Peaxuii 2zinepuymausocmi: aHadimakKTU4YHI peakllii, aHTiOHEBPOTUYHUM HAOPSK,
O6ponxocra3M, aHapiTaKTUUYHUN 10K, CBepOixK, IIKipHiI BUCUIIaHHS, KPOIIUB THKA.

3 60Ky Hepsosoi cucmemu: TIOPYIIEeHHS X0, Xopesi, MiOKJIOHYC, HEBraMOBHICTb,
BIIUyTTH II€4YiHHSA, IPOTPY3id A3UKa, QUILJIONIA, ITapecTe3id.

3aezanvHi nopyweHHsA ma Micuesi peakuii: IiABUILIEHHS TeMIepaTypu Tina, Oinb,
IIOYEPBOHIHHA, II€YiHHSA B MICIIi BBEJEHH.



IHwe: rimokanieMis.
TepMiH NpHIaTHOCTI
3 POKHU.

YMoBHu 30epiranus

30epiraTtu B OpuTiHanbHil yIIaKOBIIi ITpu TeMIrepaTypi He Buile 25 °C.

30epiraTty y HeJOCTYIIHOMY OJIS OiTeW MicCIIi.
YnakoBka

Awmnynu mo 4 MiI; 1o 5 aMnIyn Y KapTOHHIM KOPOoOITi.
KaTeropist Bignycky

3a penemnTomM.

Bupo6HuK

PA®APM C.A., I'penissi/ RAFARM S.A., Greece.

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoBaaXKeHHSI
IisTIHLHOCTI

Teci Ilyci-XaT3i Ariy Jlyka, Ileanisa (Atrtuka), ingekc 19002, o/c 37, I'penis/Thesi
Pousi-Xatzi Agiou Louka, Paiania Attiki, TK 19002, TO 37, Greece.

[Ixepeso iHCTPYKIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOro mxkepesa — [lepKaBHOTO PEECTPY
JIiIKapChbKUX 3ac00iB YKpainu.
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