Ckian

diroua pe4osuHda: OHOAHCETPOH;

1 M1 pO34YKMHY MICTUTH OHOAHCETPOHY TiAPOXJIOPUA OUTiApaT €eKBiBaJIeHTHO 2 MT
OHIIQHCETPOHY;

OONOMIJICHI pedyo8UHU: HaTPilo XJIOpud; KMCIOTa JIMMOHHA, MOHOTiApaT; HaTpiio
LUTpaT; BoOa OJis iH €KIIiN.

JIikapcbKa ¢opMma

Po3uuH nng ig’exIriu.

OcCHOBHI (i3uko-ximiuHi 81acmueocmi: Ipo3oputi 6e36apBHUMN PO3YUH.
®apMaKoTepaneBTUYHA Irpymna

[TpoTuOMIOBOTHI 3aco0U Ta IIpemapaTy, 1[0 yCyBaloTh HYAOTY. AHTaroHicTu
PELenTOPiB CEPOTOHIHY (5HT3). Kog ATX AO4A AO01.

®dapMaKoJI0riuHi BJIaCTUBOCTI

dapmakoduHamika.

OHOaHCEeTPOH - CUILHOOIIOYNY BUCOKOCEIEKTUBHUYN aHTaroHiCT 5HT3
(cepoToHiHOBUX) penenTopis. [Ipenapat nonepenxKye abo ycyBa€e HydoOTy i OJII0BaHHS,
III0 CIIPUYUHSIOTHCS TUTOTOKCUYHOIO XiMioTeparieio Ta/abo MpoMeHeBO Tepalli€o, a
TaKOXK IIicyigonepallifidi HymoTy i 61ioBaHHSA. MexaHi3M [ii oHmaHCEeTPOHY [0 KiHIlS He
3’sscoBaHUM. MOXKIIMBO, ITpenapaT 0JI0Kye BUHUKHEHHSI OJIIOBOTHOTO pedIieKcy,
BUSABJISIIOYYU a@HTArOHICTUYHY Hil0 1100 5HT3-peueHTopiB, SIKi JIOKaJIi3yIOThCH Y
HeMpoHax K mepudepruyHol, Tak i IIeHTpaJibHOI HEPBOBO1 cuCTeMH. [Ipemapar He
3MEHIIIY€E€ ICUXOMOTOPHOI aKTUBHOCTI IallieHTa i He YMHUTH CeJaTUBHOI [il.

dapmakoKiHemukxa.

O6’eM po3moMiny ITicjisg mapeHTepPalIbHOrO0 BBEOEHHS Yy MOPOCIUX CTaHOBUTHL 140 1.
OcHOBHa 4YaCTHHA BBeOeHOI Mo3U migmaeThbcss MeTaboi3aMy y nedinii. I3 ceueio y
He3MIHEHOMY CTaHl BUBOOUTHCA MeHIle 5 % mnpernapaty. [lepion HaniBBUBEOEHHS —
npub6Iu3HOo 3 TOOUHHU (Y XBOPHUX JIITHBOTO BiKYy - 5 TOAuH). 3B’ A3yBaHHA 3 OilkaMu
nna3mu - 70-76 %.



Y nailieHTiB i3 HUPKOBOI HEJOCTATHICTIO IOMIPHOTO CTYIIeHs (KJIIpeHC KpeaTuHiny
15-60 M1/XB) 3MEHIITYIOTHCS SIK CUCTEMHUM KITipeHC, TaK i 06’eM po3mominy
OHIOAHCETPOHY, Pe3yJIbTAaTOM YOT0 € He3HAUHE i KJIiHIiYHO He3HauyIle 30iIbIIeHH
nepiongy HamiBBUBEeOeHHS npenapaTty. PapMaKOKiHETHKA OHOAHCETPOHY MalXke He
3MIHIOETHCA Yy IALIEHTIB i3 HUPKOBOIO HENOCTATHICTIO TAXKKOI'O CTYIIEHS, SIKi
3HAXOIOSATHCSA Ha XPOHIYHOMY reMopianisi (HociigKeHHs IPOBOOUJIOCH Y IIepePBi Mix
ceaHCaMU reMofiani3dy). Y naifi€HTiB i3 XpOHIYHOIO ITI€YiHKOBOIO HEIOCTATHICTIO
TS2KKOTO CTyIIE€HSI CUCTEMHHUU KJIIPEHC OHOAHCETPOHY IIOMITHO 3MEHIIYETHCA 3i
30inbIIeHHAM Iepiony HamiBBuBeneHH (15-32 rogunu).

IToxa3aHHSA

Hypora i 6mtoBaHHS, CIPUYMHEH] IIMTOTOKCUYHOIO XiMioTepari€eo Ta IpoMeHEBOIO
Tepari€ro.

[MpodinakTuKka Ta JIIKyBaHHS ITiCJISONepaliiHUX HYOOTH i OJTIOBaHHS.
IIporunoka3aHHs

3acTocyBaHHSI OHOAHCETPOHY Pa30M i3 anoMopdiHy TrigpoxXJIOpUOOM IPOTUIIOKAa3aHe,
OCKIJIbKY CIIOCTEPIirajancs BUMIAAKM CUIBHOI apTepianabHOI IrinoTeH3il Ta BTpaTu
CBIIOMOCTI ITifT 4aC CYMiCHOI'0 3aCTOCYBaHHSI.

lNnepuyTnusicThk M0 OyOb-IKOTO KOMIIOHEHTa mIperapary.
B3aemMoaisi 3 iHIIMMH JTIiKapChbKHMH 3aco00aMH4 Ta iHIII BHIH B3a€MoOil

OHIOaHCETPOH He MPUCKOPIOE i He ranbMye MeTabo0s1i3M iHIIUX ITpeIapaTiB IIpu
OOHOYACHOMY 3 HUM 3acCcToCyBaHHI. CrelianbHi JOCIIIAXKEHHA T0Ka3aly, 110
OHOAHCETPOH HEe B3a€EMOJI€ 3 aJIKOr0JIeM, TeMa3emaMoM, pypoceMimom,
andeHTaHiIOM, TpaMamoioM, MOP(diHOM, JTimOKalHOM, TiolleHTasIoM abo ITPornogosIoM.

OHpaHCeTPOH MeTabo/Ii3yeThCsA pidHOMaHITHUMU hepMeHTaMu HuToxpomy P450
neuinku: CYP3A4, CYP2D6 ta CYP1A2. 3aBOsiKu pi3HOMaHITHOCTI (pepMEHTIB
MeTabo0JIi3My OHOaHCETPOHY raJIbMyBaHHSA a00 3MeHIIIeHHS aKTUBHOCTI OJHOTO 3 HUX
(manpukinaz, reHeTuyHuu gedpinut CYP2D6) y 3BUYaliHUX YMOBaxX KOMIIEHCYETbCS
iHmmMu pepMeHTaMu i He OyIme MaTHu BIUIMBY Ha 3arajibHUM KJIipeHC KpeaTHuHiIHY abo
BIUIUB OyZe HE3HAYHUM.

3 00epezKHICTIO CIIil 3aCTOCOBYBATH OHIAHCETPOH Pa30M i3 JIikapChbKUMHU 3acobaMu,
III0 TTOOBXKYIOTh iHTepBasn QT Ta/ab0 CIPUYMHSIOTH ITOPYILIEHHS €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 mani€eHTiB, AKi TKYIOThCA NOTeHUIMHUME iHOyKTOpaMu CYP3A4 (Hampukiam,
dbeniToiHOM, KapOamMa3emiHoM i pudaMIilMHOM), KJIipeHC OHJaHCETPOHY
30iNIbITyETHCS, @ MOT0 KOHIIEHTPAllisl Y KPOBi 3MEHIIYETHCS.

CepoToHiHepreTuku (HaOpUKJIaL, CeJIeKTUBHI iHTiOiTOpH 3BOPOTHOTO 3aXOMJIEHHS

cepoTtoHiny (CI33C) Ta iHridiTopu 3BOPOTHOTO 3aXOIJIEHHSI CEPOTOHIHY Ta

HopagpeHaniny (I33CH))

CepoTOHIHOBUYM CUHAPOM (BKJII0OUAlOYU 3MiHU ICUXIYHOTO CTATyCy, BereTaTUBHOI
HecTabiIbHOCTI i HEPBOBO-M I30BUX ITOPYIIEHb) OYB OIMMUCAHUM MiCJIT OMHOYAaCHOTO
3aCTOCYBaHHS OHOAHCETPOHY Ta IHIIUX CEPOTOHIHEPTiYHUX IIpelapariB, y TOMY YUCJIi
CI33C Ta I33CH (muB. po3min «OcobmmBOCTi 3aCTOCYyBaHHS»).

Tpamapgon

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

3actocyBanHsa OHOaHCETY 3 IHIIMMU JIiIKAPCHbKUMU 3aco0aMH, 1110 MOIOBXKYIOTh
inTepBan QT, MOXKe CIIPUYUHATHU OOOATKOBE IIOOOBXKEHHA 1IbOT0 iHTepBany. CyMicHe
3acTtocyBaHHA OHOAHCETY 3 KapAIOTOKCUYHMMU IIpenapaTaMu (Hallpukiam, 3
aHTpalnuKiIiHaMu) 30i7blIye PU3UK BUHUKHEHHS apuUTMid (OuB. po3min «OcobImBOCTi
3aCTOCYBaHHS»).

Cmoci6 3acTocyBaHHS Ta I03H

Hyodoma i 6,1108aHHA, cCnpUYUHEHI XxiMiomepaniero ma npoMeHe800 mepanicto

EMeTOoreHHUY MOTEHIIiasl Tepalil paKy Bapilo€ 3ajeKHO Bif mo3u Ta KoMOiHalil
pexkuMiB ximioTepamnii Ta mpomMeHeBoil Teparii. Bubip pexXumy mo3yBaHHS 3aJI€KUTh
Bi[] TA2KKOCTiI EMEeTOT€HHOI'0O BILJIUBY.

opocii

EmemoezeHHa ximiomepanisi ma npoMeHesd mepdanis




PekoMeHOoOBaHa BHYTPilTHLOBEHHA a00 BHYTPillTHEOM s130Ba mo3a OHOaHCeTy - 8 MTI' y
BUTJISIIi TOBiIBHOI iH’€KIIil BIPOmOBK He MeHIle Hix 30 cekyHn, 6e3mocepeqHbo Iepen
JIIKyBaHHSIM.

s npodimakTUKU BimCTpouyeHOoro abo TpuBajoro OJI0BaHHS Iicis mepinux 24 roguH
PEKOMEHYETHCS IlepopaibHe ab0 peKTalbHe 3aCTOCYyBaHHS IIpernapary.

BucokoememozeHHa ximiomepanisa (Hanpuk.aao, 8UCOKI 003U UUCNAAMUHY)

OHpmaHCeT MOJKHa NpU3HAYaTH Y BUTJISAAL OMHOPA30BOl HO3U 8 MI' BHYTPIIIIHBOBEHHO
ab0 BHYTPIITHLOM s1I30B0O Oe3IocepenHbo mepeq ximioteparieio. [Jo3u mmoHan 8 Mr (1o
16 Mr) MokHa 3aCTOCOBYBaTH JIMIIIE y BUTJISAAI BHYTPIIIHbOBEHHO] iH(}Y3il Ha 50-100
M 0,9 % po3uuHy HaTpiio xjopuay abo iHIIOTo BiAIOBIAHOTO PO3YMHHUKA (OUB.
HUXK4Ye «3aCTOCYBaHHS PO3YMHY I iH €KLil»); iH(y3isa IOBUHHA TPUBATU HE MEHIIIE
15 xBunuH. OgHOpPa30BYy A03y Oifnblile 16 M 3aCTOCOBYBaTH HE MOXKHAa (OUB. PO3Min
«OCcOoOIUBOCTI 3aCTOCYBAHHSI»).

[ BUCOKOEeMeTOoTeHHO] ximioTeparil 8 Mmr OHpmaHceTy ab0 MeHIIy HO3y He MOTPiOHO
PO3BOAUTH Ta MOXKHa BBOOUTH IIJITXOM MOBiIbHOI BHYTPIIIIHEOBEHHOI ab0
BHYTPIIIHbOM s130BO1 iH’€KIIil (He MeHIe Hixk 30 cekyHn) Oe3mocepeHbo mepeq
ximioTeparri€io 3 moganbIIUM ABOPA30BUM BHYTPIIITHBOBEHHUM ab0

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

EdektuBHicTh OHOAHCETY IPU BUCOKOEMETOTEHHIN XiMioTeparnil MOXKHa HigBULIUTH
IIJITXOM AOOaTKOBOTO OMHOPA30BOI'0 BHYTPIIIHEOBEHHOT O BBEIEHHS JeKCaMeTa30HY
HaTpio ¢ocdaTty y mo3i 20 Mr nepep ximioTeparri€ro.

s mpodimakTUKY BimcTpoyeHOro abo TpuBaioro OII0BaHHS IiCas mepiux 24 roguH
PEKOMEHAYEThCS MepopalibHe abo peKTalibHe 3aCTOCYBaHHS IIpenapary.

ity BIKOM Bif 6 micsaIriB mo 17 poKiB

Y nepiatpuuHiy npakTuli OHOAHCET CIi BBOOUTH IIJISXOM BHYTPIIIHEOBEHHOI iHDY3il
y 25-50 M1 0,9 % po3umHy HaATpiio XJIO0pUAy abo iHIIOTO BiAMIOBIAHOTO PO3YUHHUKA
(ovB. HUXK4Ye «3aCTOCYBaHHS PO3YUHY IJId iH'€KIIiV») IPOTATOM He MeHIlle 15 XBUIUH.

Ilo3y mpemapaTy MOXHa PO3paxyBaTH 3a IUIOIIEI0 MOBEPXHi Tia abo Macu Tinma
OUTHHH.

Po3paxyHoK 0o3u 32i0HO 3 niouw,ero nogepxHi miaa OumuHu

OHpaHCeT cJig BBOOUTH O0e3mocepenHbo Iepe XiMioTepalri€o IIsIXoM Pa30oBoi
BHYTPIIIITHbOBEHHO] iH’€KIIil y m03i 5 MIr/M?, BHYTPilTHLOBEHHA [03a He ITOBUHHA
nepesuiryBatu 8 Mr. Yepes 12 roguH MOKHa PO3INOYKMHATU IIepopajibHe



3aCTOCYBaHHS IIpemapary, ssKe MoxKe TpUBaTH 1ie 5 mHiB. He mepeBuiyBaTu o3y OIS
OOPOCIIUX.

Po3paxyHOK 0o3u 32I0HO 3 Macor misia OUmuHu

OHOaHCeT CJli] BBOOUTH 0e3mocepenHbo Iepe XiMioTepalri€o IIsTXoM Pa30Boi
BHYTPIIIHbOBEHHO] iH’€K1il y mo3i 0,15 mMr/kr. BHyTpiliHbOBEHHAa [03a He TTOBUHHA
nepesBulllyBaTu 8 Mr. Y mepiini geHb MOXKHA BBECTH IIle 2 BHYTPIIIHbOBEHHI J03M i3 4-
TOOWHHUM iHTepBasioM. Yepe3 12 roguH MOXKHa PO3INOYMHATHU IIepopajibHe
3aCTOCYBaHHS{ IIpenapary, SsKe MOXe TpuBaTH 1ie 5 aHiB. He mepeBuiyBatu 003y O
OOPOCIIUX.

XBOPI1 JIITHHOTO BiKY

[TamierTaM BiKOM Bifi 65 POKiB BCi [03HU [ BHYTPIIIHBOBEHHUX iH €KL CIIif
PO3YMHATHU Ta BBOOUTHU NPOTATroM 15 XBUINH, IPU IIOBTOPHOMY 3aCTOCYBaHHI iHTepBail
MixX iH'€KIliIMM TOBUHEH OyTH He MeHIe 4 TOOuH.

II71s1 marieHTiB BIKOM Biff 65 00 74 pOKiB I104YaTKOBa 00384 OHOAHCETPOHY CTaHOBUTH 8
Mr abo 16 Mr, il BBOOSTH HIJITXOM BHYTPIIIHEOBEHHOI iH(QY3il mpoTsiroMm 15 XBUIUH, IKY
MOJKHa MPOOOBXKUTU BBEAEHHSIM 2 003 0 8 MTI ITPOTATroM 15 XBUIMH 3 iHTEpBajioM
MiX iH}y3iTiMu He MeHIIe 4 TOOUH.

Y nailieHTiB BiKOM Bifi 75 POKiB I104YaTKOBa BHYTPIIIHLOBEHHA iH €KIlisI OHOAHCETPOHY
He IIOBMHHA IIepeBUIllyBaTy 8 MI 3 iH(QYy3i€l0 BIPOOOBK He MeHIIe 15 xBunuH. [licns
IIOYaTKOBOl IO3M Yy 8 MI' MOXKHAa ITPOOOBXKUTU 3aCTOCYBaHHSA 2 J03aMU I10 8 MT, SKi
BBOOATH HIJIAXOM iH(Y3il mpoTsirom 15 XBUIUH 3 iHTEepBasioM MiX iHQY3iIMU HEe MEHIIIe
4 roguH.

ITammieHTH 3 HUPKOBOIO HEOOCTATHICTIO

HeMmae HeoOXigHOCTI 3MiHIOBaTH pPeKUM 03yBaHHS a0o0 IIJIAX BBEIEeHHS IIpernapaTy
OJIsI TTAIiEHTIB i3 HOPyIIeHHAMM QYHKIIl HUPOK.

IlamieHTH 3 NeYiHKOBOIO HEJOCTATHICTIO

Y naui€eHTiB i3 MOMiIpHUMH i TAXKKUMU NOPYLUIEHHAMU (YHKIII IEeYiHKU KIIipeHC
OHpaHCeTy 3HaYHO 3HUXKYETHCS, a Iepiof HalliBBUBEOEHH i3 CUPOBATKU KPOBI
3pocTae. 1151 TaKUX XBOPUX MaKCUMaJlibHa Mo00Ba mo3a mpernapaTry He IIOBUHHA
IIepeBUIIlyBaTU 8 MT.

IMTarieHTH i3 mOpyIIeHHAMM MeTab0JIi3My conapTeiHy/meOpHuCcOKBiHY

[lepion HamiBBUBEOEeHHS OHOAHCETPOHY y MAIliEHTIB i3 MOPyIIeHHIMHA MeTab01iaMy
criapTeiny i meOpHUCOKBiHY HEe 3MIHIOEThHCSA. Y TaKUX IMAIi€HTIB ITiCJI TOBTOPHOTO



BBeOEHHS KOHIIEHTpAIlis IIpenapaTy Taka K, SIK i y XBOPUX 3 HEIIOPYIIIeHUM
MeTabonizmMom. ToMy 3MiHa J03yBaHHS a00 YaCcTOTHU BBeOEeHHS He MOTpPiOHa.

ITicasionepauitiHi Hyooma i 61108aHH A

Ilopoc i

[Ing mpodimakTUKU micisgonepaiiHuX HyOoTH i O/1I0BaHHS PEeKOMeHoBaHa mo3a
OHpOaHCETY CTAHOBUTD 4 MT y BUTJISIAI OMHOPA30BO1 BHYTPIIIHHOM s130BOi ab0 MOBiTbHO1
BHYTPIIIHBOBEHHO] iH’€KIIil ITiff Yac BBEEHHS Y HApKO3.

I71s1 miKyBaHHS MicasonepaliiHuX HyOOTH i 6/7110BaHHS peKOMeHA0BaHa pa30Ba f03a
OHpaHCETy CTAHOBUTH 4 MT y BUTJISAAI BHYTPIIIHLOM 130B01 a00 MOBITBHOIL
BHYTPIIITHbOBEHHOI iH’€KIIil.

Iimu gikom 8i0 1 micsaus 0o 17 pokia

s mpodimakTUKY i TiKyBaHHS ITicsionepaliiHuX HyOOTH i OJTIOBaHHS V OiTel, SIKUX
OIIEPYIOTH IIi 3arajibHOI0 aHecTe3iero, OHgaHceT MOXKHa BBOOuUTH y 0031 0,1 Mr/Kr
MacCH Tijla (MaKCUMalbHO - 40 4 MT) IIJITXOM ITOBiIbHOI BHYTPIIIHBOBEHHOI1 iH'€KIIil (He
MeHiIe 30 ceKyH) o, IIif Yac, Iicys BBeOeHHS y HapKo3 abo Imicis onepariii.

X80pi IMHbLO20 BIKY

IocBig 3acTocyBaHHSA OHOaHCETY AJi MIPOQiTaKTUKY i TiKyBaHHS ITiCIsA0NepaliiHuX
HyOoTH i O6/II0BaHHS Yy JIIOfeN NiTHLOTO Biky ooMexkeHuM, ogHak OHpaHceT mobpe
IIePEHOCUTHCA XBOPHUMHU BIKOM Biff 65 POKIB, sIKi OTPUMYIOTH XiMiOoTeparito.

ITauieHmu 3 HUPKOB0OIO HEOOCMAMHICMIO

Hemae HeoOXigHOCTI 3MiHIOBAaTU pPeKUM A03yBaHHS abo IIISX BBEIEeHHS mpernapaTry
OJIs TIAIli€HTIB i3 MOPYIIeHHSIMHU QYHKITil HUPOK.

ITauieHmu 3 neyiHK08010 HedocmamHicmio

Y naui€eHTiB i3 NOMIpHUMU i TAXKKUMU NOPYLIEHHAMHU (QYHKIIIl IEeYiHKU KIIipeHC
OHpaHCeTy 3HAYHO 3HUXKYETHCS, a Iepiof HalliBBUBEOEHHS i3 CUPOBaTKU KPOBi
3pocTae. [I15 TaKuX XBOPUX MaKCuMaJlibHa mo00Ba Ho3a npernapaTry He IIOBUHHA
IIepeBUllyBaTu 8 MT.

ITauieHmu 3 nopyweHHAM memaboaizmy cnapmeiHy/0ebpucokeiHy

[Tepion HamiBBUBEOEHHS OHOAHCETPOHY V MAIliEHTIB i3 MOPYIlIEeHHSIM MeTaboIi3My
criapTeiny i meOpHUCOKBiHY He 3MIHIOEThCS. Y TaKUX ITAIi€HTIB ITiCJIsI TOBTOPHOI'O
BBe[€HHS KOHIIEHTpAIlid IpenapaTry TakKa XK, K 1 y XBOPUX 3 HEYIIKOIXKEHUM
MeTaboniamMom. ToMy 3MiHa J03yBaHHS a00 YacTOTU BBeOEeHHS He MOTpiOHa.



3acmocysaHHA po34UHY 045 iH eKuil

Awmnynu 3 OHIaHCETOM He MICTSITh KOHCEPBAHTIB, i pO3YMH HE0oOXiTHO
BUKOPUCTOBYBATH HETAWHO TIiC/ISI BIIKPUTTS; PO3YMH, III0 3aJIUIIUBCS, ITOTPiOHO
SHUILUTH.

AMHYJ'II/I 3 OHODaHCeTOM He MOXKHa dABTOKJIQBYBATH.

CyMIiCHICTPE 3 IHIIMMHU PigMHAMM [OJIs BHYTPIIIHbOBEHHUX iH €KIIiN

Po3uuHu A58 BHYTPIIIHBOBEHHOTO BIUBAHHS ITOTPiIOHO roTyBaTH 6€310CcepeqHbO
nepepn iHdy3ieto. ITpoTe BCTAaHOBIEHO, 1110 PO3YNH OHOAHCETPOHY 30epirae
cTabiNbHICTh TPOTATOM 7 OHIB IpU KiMHATHiM TeMnepaTtypi (mo 25 °C) npu meHHOMY
CBiT/i ab0 y XOJIOOUJILHUKY IIPU PO3UYMHEHHI B TakKuX cepenoBuinax: 0,9 % po3uuH
HaTpilo XJIopuny, PO34uH I'/II0K03U 5 %, po3uuH MaHiTony 10 %, po3uuH Pinrepa, 0,3
% po3uuH Kaimito xmopuny i 0,9 % po3uuH HaTpito xmopuny, 0,3 % po34YuH Kaito
XJIOPUAY 1 PO3YMH I'JIIOKO3U 5 %.

BcTaHOBJIEHO, 1110 OHOAHCETPOH 30epirae cTabibHICTh TaKOXK ITPU BUKOPUCTAHHI
MIOJIieTUIEHOBUX i CKNIsIHUX (py1aKoHiB. Bysio moka3aHo, 1110 OHOAHCETPOH, PO3BEOEeHUN
0,9 % xnopupgom HaTpito abo 5 % rIoK03010, 30epirae cTabiIbHICTE ¥
MOJTIIIPOITiJIEHOBUX IIMIpHUIlax. [JoBeIeHO TaK0XK, II10 CTabiIbHICTD Yy ITOMIIPOITIiIeHOBUX
IIIpuIlax 30epiraeTbCcs Mpu Po3BeIeHHI OHIAaHCEeTPOHY iHIITUMU PEeKOMEeHIOBaHUMU
PO34YMHaMMU.

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

CyMiCHICTB 3 iHIIMMU IIpenapaTaMu

OHpmaHCeT MOJKHa 3aCTOCOBYBAaTH y BUTJISA[I BHYTPIIIHEOBEHHOI iHQY3il 3i mBUAKicTiO 1
Mr/roguny. Yepe3 Y-nomiOHUM iH’ eKTOp pa3oM i3 OHgaHCEeTOM IIPU KOHIIEHTpaIlil
oHOmaHCceTpoHy Big 16 mo 160 mkr/ma (To6To 8 Mr/500 M a6o 8 mr/50 M1 BimnmoBigHO)
MOZKHa BBOOUTH:

e ;uucCniamuH y KoHueHrtpaiiil mo 0,48 mr/mn npotsarom 1-8 rogus;

e ;5-¢pmopypauun y KoHleHTpanii go 0,8 mr/mn (Hanpuknaz, 2,4ty 3 1 abo 400 mr
y 500 M) 3i mBUAKicTio He Oinbire 20 MJ/TOOUHY; BUIlla KOHIIEHTpAllisa 5-
pTopypanuny Moxke CIPUYNHUTH IIPELUIIiTallil0 OHOAaHCETPOHY; PO3YUH O/I4
iHQYy3in 5-pTopypauuny Moxke MicTuTu 0o 0,045 % xjIopuay MarHiio JOgaTKOBO
0O IHIIKWX CYMICHUX HAIllOBHIOBa4YiB;

e ;KapbonsiamuH y KoHneHTpailii Big 0,18 mo 9,9 mr/mn (Hanpukiam, Bim 90 Mr y
500 M1 o 990 mr y 100 M) npotsarom 10-60 xBUnuH;



;emono3ud y KoHneHTtpaiiil Big 0,14 mo 0,25 mr/mn (Hanpuknag, Big 72 mr y 500
My 0o 250 mr y 1 1) npotsiroMm 30-60 XBUIUH;

;ue¢pbmasudum y mo3si Big 250 Mr 1o 2 I, pO3BEedeHUU Y BOl A1 iH €KIIU
(Hanpuknaz, 2,5 M Ha 250 Mr a6o 10 M1 Ha 2 r nedTa3zuaguMy) y BUTTISOI
BHYTPIIIHbOBEHHO1 OOJIIOCHOI iH €KIIil IPOTATOM 5 XBUJINH;

;uukaogocgpamio y oo3i Bim 100 Mr mo 1 r, po3BegeHul y BoOi As iH’eKiIin (5 M
Ha 100 mr nuknodocdaminy), y BUTNIsai BHYTPIIIHLOBEHHOI OOJTIOCHO] iH’eKITil
IPOTSATOM 5 XBUJIUH;

;00kcopybiyuH y mo3i Big 10 mo 100 Mr, po3BemeHu y BOOi OJisd iH’€KITiH (5 M Ha
10 Mr mokcopyOilluHy), Y BUTTIAAi BHYTPIIIHHOBEHHOI OOJIIOCHO] iH’€KIIil TPOTSATOM
5 XBUIIHH;

;0ekcamemas3oH y 0o3i 20 Mr y BUTISIAL TOBIJIbHOI BHYTPIIITHBOBEHHO] iH’€KIIil
MIPOTSTOM 2-5 XBUIUH (IIpU OOHOYaCHOMY BBefeHHi 8 Mr a6o 16 mr
OHIOAHCETPOHY, P034nHEHOr0 ¥ 50-100 M iH'€KIIMHOTr0 PO3YUHY) IIPOTATOM
npubIu3HO 15 XBUIIMH; OCKINIbKY Ii IpelapaTy CYMiCHi, IX MOXKHa BBOOUTHU Yepe3s
OOHY KpalleJIbHULIO, IPY IIbOMY B PO3YUHiI KOHIIeHTpallil JeKcaMeTa30HYy
docdarty (v hopmi HaTpieBol comi) 6yayTh CTAaHOBUTH Bif 32 MKT mo 2,5 MTr B 1 M7,
a OHJaHCEeTPOHY - Bixg 8 MKr o 1 Mr B 1 M.

Iimu.

3acTOCOBYIOTH AiTSAM BiKOM Bif 6 MicsIliB (Ipu XiMioTeparril) Ta BikoM Big 1 micamns

(mnmst mpodinakTuKY i NiKyBaHHS MicasonepalliiHUX HYOOTHY i OJTF0OBaHHS).

Ilepeno3yBaHHs

IManux npo nepeno3yBaHHs OHOAHCETY HEOOCTAaTHLO. Y OilbIIIOCTI BUMIAAKIB CUMIITOMU

CXO02Ki Ha Ti, 110 OIIKMCAaHi y HNalli€EHTiB, KM BBOOUJIM PEKOMEHOOBaHi 003U (OUB. PO3Iin

«ITobiuHi peakirii»).

OHpmaHCceTpoH nomoBxKye iHTepBasn QT y go3o3asnexHin GopMi. Y BUnagky

IIepeno3yBaHHSA PEKOMEHOYEThCS NTpoBeneHHs EKI'-MoHiTOPUHTY.

Cepepn nIposBiB Iepeno3yBaHHS IOBIHOMIISANIN IPO TakKi, AK 30POBi po31anu, 3arop

TS2KKOTO CTyIIE€Hs, apTepiajibHa rinoTeH3is, Ba3oBarajibHi IPOSIBU 3 TPAH3UTOPHOIO

aTPiOBEHTPUKYISIPHOIO 6710Kamoro II ctyneHs. Y Bcix BUIlagKax Ii SBUIIA ITOBHICTIO

MWHaJIH.

€ mOoBimOMJIEHHA IIPO BUIIAOKHU CepOTOHiHOBOFO CUHOPOMY Y OiTeu MOIOAIIOTO Ble

micns IIepopPajiIbHOT O ITepeqo3yBaHHAI.

CnenudiyHOro aHTUAOTY HE iCHY€E, TOMY V BUIIafgKaX Ilepego3yBaHHsa He0OXigHO

3aCTOCOBYBATH CUMIITOMAaTUUYHY Ta MiATPUMYIOYYy TepaIriio.



[TomanbIlle BeOeHHST XBOPUX CJIiIl ITPOBOOUTH 3a KJIIHIYHMMHU MOKa3aHHSIMH abo, 110
MOZKJIMBOCTI, 3TiIHO 3 PeKOMeHOallisIM1 HallilOHaJIbHOI'O LIEHTPY 1040 OTPYEHD.

3acToCyBaHH4 illeKaKyaHU [Jisd JIIKyBaHHS IIepefo3yBaHHSA OHOAaHCETPOHY He
PEKOMEHYETHCS, OCKINIbKMY 11 i1 He MOXK€e BUSBUTHUCS Yepe3 aHTUEMETUYHUY BIIJIUB
OHpaHceTy.

IiTHh: IpO CEPOTOHIHOBUYM CHHOPOM IIOBIHOMIISIIIA Y HEMOBJIST Ta AiTed BiKoM Bifg 12
MICSAIIIB 0 2 POKIB ITiC/Is1 BUIIAOKOBOI'O IIepeao3yBaHHA IIpelaparTy Ajisd IIepopajibHOro
3aCTOCyBaHHA (03U MepeBUIIYBaIu PEKOMEHIOBaHUU pPiBEeHDb 4 MI/KT).

IToGiuni epexTn

[To6Giuni mii, indopMallis mpo siKi HaBegeHa HUXK4Ye, KilacudikoBaHi 3a opraHamu i
CHUCTEeMaMH Ta 3a 4acCTOTOIO 1l BUHUKHEHHSI. 3a 4aCTOTOI0 BUHUKHEHHS IT00iuHi mil
PO3IIOAisIeHO Ha TaKi KaTeropii: gyxke 4dacTto (= 1/10), gacto (= 1/100 Tta < 1/10),
HedacTo (= 1/1000 ta < 1/100), pigko (= 1/10000 ta < 1/1000), my=xke pigko (<
1/10000).

3 6oky iMmyHHOI cucmemu:

PiOKO: peaxiil rinep4yTIUBOCTI HETaWHOTO TUITY, iIHKOJIM TSAXKKi, aXX A0 aHadinakcii.
3 6boKy Hepsosoi cucmemu:

Oy2Ke 4aCTO: TOJIOBHUM Oiflb;

HedacCTO: CYIOMHU, PYXOBi ITOPYIIIeHHS (BKJII0Yal04YX eKCTpallipaMinHi peakiiii, Taki K
OKYJIOTipHUM KPHU3, OUCTOHIYHI peakilil i IucKiHe3is 6e3 CTiMKUX KIiHIiYHUX HACIiOKiB);

PifKoO: 3arTaMOpPOYEHHSI, IePEeBaXHO ITif] Yac IMIBUOKOTO BHYTPIIITHLOBEHHOTO 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 OiNbIIOCTI BUIIAAKiB CiIirtoTa MUHAE TPOTATOM 20 XBUIIHUH).

3 6okKy cepusi:

He4dacTo: apuTMis, 6inb y rpynsx (3 menpeciero cermenTa ST abo 6e3 Hel),
OpaguKkapmis;



pimko: mogoBxkeHHA iHTepBany QT (BKI04Yarodu TPEMTIHHS/MEPEXTIHHS IUTYHOUKIB (
torsade de pointes));

HeBimoMo: immeMisi Mmiokapaa (ouB. po3min «OcoOIUBOCTiI 3aCTOCYBAHHSI».
3 60Ky CcyOuH:

4acTo: BiguyTTs Tensa abo IPUIIINBiB;

HedacCToO: apTepianbHa rinoTeH3is.

3 60Ky OuxasnbHOI cucmemu ma opa2aHie 2pyoOHOiI KAimKu:

HedacCTo: TUKaBKa.

3 60Ky mpasHo20 mpakmy:

4acTo: 3amop.

3 6oky 2enamobiniapHoi cucmemu:

HedyacTo: 6e3CUMIITOMHE MiABUILIEHHS ITOKa3HUKIB QYHKIIII TeYiHKHU.

Lli Bunnagku CooCTepiraroTbCs rOJIOBHUM YHMHOM Y XBOPUX, AKI JIIKYIOTbHCS
XiMioTepaneBTUYHUMU IIpelapaTaMy, 110 MICTATh LIUCIIJIATHUH.

3 60Ky wKipu ma niowKipHOI KAIMKOBUHU:

Oy2Ke PiAKO: TOKCUYHI BUCUIIAHHS, B TOMY YUCJIi TOKCUYHUU ellijepMaIbHUN HEKPOJIi3.
3azanvHi po3aadu:

4acCTO: MiCIlIeBi peak1iil y OiJITHIII BHYTPIiIIIHbOBEHHOT'O BBEAEHHS.

3a JaHUMHU ITiCJIIPeEeCcTPalifHOr0 CIIOCTEPEXKEHHS CIIOCTepiraaucs Taki mobiuHi
peaxirii:

3 60Ky cepueso-cyOuHHOI cucmemu: 6inb Ta MUCKOMGPOPT y TPYOSAX, EKCTPACUCTOJIIH,
TaxXiKapmis, BK/II0Yal04y IIJIYHOYKOBY Ta HaAIIJIyHOUYKOBY TaXiKapmiio, piOpusilio
repeacepnb, BimgyTTs cepuebuTTsi, CuHKoIe, 3minu EKT.

Peaxuii 2zinepuymausocmi: aHadimlakKTU4YHI peakllii, aHTiOHEBPOTUYHUM HaAOPSK,
OpoHxocma3M, aHagiTaKTUYHUN 10K, CBepOiXK, IMKipHi BUCUIIAaHHS, KPOIIUB THKA.

3 60Ky Heps8osoi cucmemu: MOPYIIIEHHS X0, XOPesi, MiOKJIOHYC, HEBraMOBHICTb,
BIOUYTTA IIEeYiHHS, IPOTPY3ida A3KWKa, OUILJIOINisA, TapecTesis.



3aezanvHi nopyweHHsA ma micuesi peakuii: IigBUIIEHHS TeMIepaTypu Tina, Oiib,
IIOYEPBOHIHHSA, II€YiHHS Y MiCIll BBEJEHHS.

THwe: rinokanieMid.
OcC006/1MBOCTi 11070 3aCTOCYBaHHS

[Tpu nikyBaHHI NALI€HTIB i3 IPOsIBaAMU TiePYyTIUBOCTIL OO IHIIUX CEJIEKTUBHUX
QHTaTrOHICTIB 5HT3-peuenTopiB CIIOCTEepiraaucs peakil rinepyyTInuBOCTI.

Peaxkiiil, moB’s13aHi 3 AUXaJIbHOIO CUCTEMOIO, TiKYIOTh CUMIITOMAaTUYHO. Meon4Hi
MIpalliBHUKY ITOBUHHI 3BepTaTU Ha HUX 0COOJIMBY yBary, OCKiJIbKM BOHU € O3HaKaMM
peaxiliil migBUILleHOl YYTJIMBOCTI Ha JIIKapChbKUU 3acio.

OHOaHCEeTpPOH Yy mo303asiexkHil ¢popMmi momoBxkye iHTepBan QT (auB. po3min
«®apMaKoJIOTiuHi BIaCTUBOCTI»). [I0gaTKOBO 3a HJaHUMU IIiCISIMapKETUHT OBOT'O
CcIiocTepexkeHHs Oy MOBiHOMIIEHHS IIPO BUMAOKKN TPEMTiHHSI/MEPEXTiHHS MITYHOYKIB
(torsade de pointes) npu 3aCTOCyBaHHI OHOaHCETPOHY. CIIil yHUKATHU 3aCTOCYBaHHSA
OHJAHCETPOHY ITalliEHTaM i3 BPOOKEeHUM CHHAPOMOM mmomoBxeHHA QT. OHgaHCETPOH
CJIii 3aCTOCOBYBATH 3 00E€PEKHICTIO /I JIIKyBaHHS MAIli€HTIB, IKi MalOTh ab0 y SIKUX
MOXK€e PO3BUHYTUCH NOOOBXKEHHA iHTepBasly QT, BKIt0OYaro4u MallieHTiB i3
MMOPYIIEHHSMHU eJIEKTPOJIiTHOTO OajlaHCy, 3aCTiiHOIO CEPIIEBOI0 HENOCTaTHICTIO,
OpamiapuTMiero abo mallieHTIB, SIKi JIIKYIOTHCS iHIIMMU IpernapaTaMu, 10 MOXKYTh
CIIPUYUHSATHU NMOA0BXKeHHS iHTepBany QT abo mopyllieHHs eI1eKTPOJIITHOTO OamaHCy.
ITepen moyaTKOM 3aCTOCYBaHHA CJIi CKOperyBaTH TillOKaIieMilo Ta riimoMartHieMito.

[Ticist ogHOYaCHOTO 3aCTOCYBaHHSA OHOAHCETPOHY Ta iHIINX CEPOTOHIHEPTIYHUX
npenapaTtiB 6yB onMCaHUM CEPOTOHIHOBUM CUHAPOM (OUB. po3din «B3aemomis 3
IHIMMMU JTiKapChbKUMHU 3aco0aMu Ta iHIIN BUOU B3a€MOMili»). FKII0 ogHOYaCHEe
JIIKyBaHHS OHOAQHCETPOHOM Ta IHIIUMM CEPOTOHIHEPriYHUMU IIpellapaTaMU KIIiHIYHO
OOT'PYHTOBAHO, PEKOMEHIYETHCS BiAIOBiAHE CIIOCTEPEKEHHS 3a IAlliEHTOM.

OCKinbKM OHJ@HCETPOH IT0CIalbI0€ NEPUCTAIbTUKY KUIIIEYHUKY, TOTPIOHUMN
peTebHUY HaTJISAL 3a HalliEHTaMU 3 O3HaKaMH HiArOCTPOl HEIIPOXiTHOCTI KUIIEYHUKY
mig yac 3actocyBaHHs OHOaHCETY.

Y manieHTiB, SKUM NPOBOAUTHCS XipypridyHe BTPy4YaHHS B afeHOTOH3UJIIPHINU OUISHII,
3aCTOCYBaHHS OHOAHCETPOHY A1 NPOodiaKTUKU HyOOTU Ta OJIIOBaHHS MOXKe
MacCKyBaTh BUHUKHEHHSA KpPOBOTeYi. ToMy Taki XBOpPi HiAIATalOTh PETEJIbHOMY Hariasany
iCJist 3aCTOCYBaHHS OHOAHCETPOHY.

Opna iH’ek1igs OHOaHCeTy MICTUTH MeHIIe Hixk 1 MMoJjib HaTpito (23 Mr) Ha mo3y, ToOTO
€ pakTyHO GE€3HATPiIEBOIO.



Iimu

Y piTeu, gKi OTPUMYIOTh OHOAHCETPOH pa30M i3 renaTOTOKCUYHUMU
XiMioTepaneBTUYHUMU ITpellapaTaMu, IIOTPiOHO PeTeIbHO CTEXKUTHU 3@ MOXKIJIIUBUMU
MOPYIIEeHHSAMHU PYHKIII] TeYiHKH.

Pesicumu 003yB8aHHs

ITpu po3paxyHKyY OO3U 3TigHO 3 MacoOIo0 Tijlla 1 3aCTOCYBaHHI TPHOX 003 i3 4-TOOUHHUM
iHTepBayoM 3arajibHa mo06oBa go3a Oyme BUIIOI0, HixXK ITPpH 3aCTOCYBaHHi ofHi€el mo3u 5
M1"/M2 1 omHi€l mOo3u mpenaparty nepopanbHo. [lopiBHANMbHA €(EKTUBHICTh ITUX ABOX
pexXuMiB JO3yBaHHS He Oylla OlliHeHa y KIiHIYHUX OoCIigXeHHIX. [IopiBHAHHS
pe3ynbTaTiB Pi3HUX OOCHIAXKEHb CBIIYUTH ITPO MOAiOHy e(eKTUBHICTh 000X PEKUMIB
OO3yBaHHSI.

3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHA 2py0010.

Besneka 3acTtocyBarHHA OHOAaHCETY V Ilepion BariTHOCTI OJIs JIFOOWHU He BCTaHOBJIEHA.
ITig yac ekcriepruMeHTaJIbHUX OOCIIAXKEeHb Ha TBapuHax OHOaHCET He MOopPYyIlyBaB
PO3BUTOK eMOpioHa abo IJIofa i He BIJIMBAB Ha mepebir BariTHOCTI, mepu- Ta
MOCTHATaJIbHUM PO3BUTOK. [IpoTe, OCKINbKY OOCHIOKEHHS Ha TBapUHaX He 3aBXKOU
IIPOTHOCTUYHI Oy noguHu, OHOaHCEeT He PeKOMEHOYETHCSA 3aCTOCOBYBATH y IIepiof
BariTHOCTI.

B ekcniepuMeHTaIbHUX OOCIiIXKEHHSIX O0yJI0 ITOKa3aHo, 1110 OHIAHCETPOH IIPOHUKAE Y
rpyIoHEe MOJIOKO TBapHuH. Y pa3i HeoOXimHOCTi 3aCTOCyBaHHS IIpemnaparTy CJIif
MIPUIINHUTYU TOOyBaHHS I'PyOIIO.

[H(popMallist II0O0 BIIIMBY OHOAHCETPOHY Ha (QEPTHUIIBHICTD Y TIOOUHU BigCyTHSI.

30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
IHWuUMu mMexaHiamamu.

ITcuxoMOTOpPHI TECTU ITOKa3aiu, 1110 OHJaHCETPOH He BIIJIMBA€ Ha 3[aTHICTh KepyBaTHu
MexaHi3MaMU i He YMHUTh CeaTUBHOI Mil, ajle Cciig MaTu Ha yBa3di Mpodinb mobiyHuX
Oi¥ mpenapaTy IIPU BUPIiLIEHHI IUTaHHS IIPO 30aTHICTh KepyBaTHU aBTOTPAHCIOPTOM
abo iHmMMK MexaHi3MaMHu.

TepMiH NpUIATHOCTI
3 POKH.

YMoBHu 30epiranus



30epiraTtu B opuriHambHiM ymakoBIli mpu TeMiepatypi He Buie 30 °C. 36epiratu y
HEeOOCTYIIHOMY [JIs OiTeu MicIji.

HecymMmicTHicTh

OHOaHCeT He CJIi 3aCTOCOBYBAaTU B OMHOMY IINPHUIl abo iH(y3iiHOMY pPO34YHHi pa3oM 3
iHIMMMU JTiKapchbKuMHU 3acobamu. OHODaHCET MOXXHa IOENHYBATH JIUIIIE 3
PEeKOMeHOOBaHUMHU PO3YMHaMM A1 iHPy3itt (muB. po3min «Criocib 3acToCcyBaHHS Ta
IO3M1»).

YnakoBka

ITo 2 mn (4 mr) a6o 4 M (8 Mr) npemnapaTty B amnyJi. [To 5 amnyn y madili 3 KapTOHY.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

XEJIIT C.A.
HELP S.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta aJipeca MicCIIsi IPOBaIXKeHHsI HOI' 0
IisIIHLHOCTI.
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