Ckian

Oitoua pevyosuHd: OHOAHCETPOH;
1 M1 pO34UHY MICTUTH 2 MTI' OHJZAHCETPOHY (y ¢hopMi gurigpaty rigpoxJI0pULy);

OONOMIJCHI peuo8uHU: KUCJIOTa JIMMOHHA MOHOTIApaT, HaTPilo IUTPaT, HaTpPiio
XJIOPHUL, BOOaA OJid iH €KIiN.

JIikapcbKa ¢dpopMma

Po3uuH nnsa i’ exIfin.

OcHogHI (pi3uKo-ximiuHi 8s1acmusocmi: Ipo3opa, 6e3bapBHa abo 37erka 3abapBieHa
piovHa.

®apMaKoTepaneBTUYHA Irpymna

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

®dapMaKoJI0riuHi BJIaCTUBOCTI

dapmakoduHamika.

MexanisMm nmil

OHIOaHCETPOH - CUJIbHOMOIIOYUY BUCOKOCETIEKTUBHUN aHTArOHICT pelenTopiB
CEpPOTOHIHY (5HT3). MexaHi3M fil OHOaHCETPOHY IIPU HYAOTi Ta OJII0BaHHI [0 KiHIISI He
3’sicoBaHui. [Ipu NpoBedeHHI IIPOMEHEBO] Tepallil Ta 3aCTOCYBaHHI IUTOCTaTUYHUX
IpenapaTiB Y TOHKOMY KUIIIEYHUKY BinOyBa€eThCs BUBiIbHEHHS cepoToHiHy (5HT) i
30ymKeHHS 3aKiHueHb apepeHTHUX BOJIOKOH OJIyKal0ouoro HepBa IIJITXOM aKTHUBaIllil
5HT3-peueHTopiB, III0 3aIlycKa€e nepudeprnyHnil MexaHi3M peasnilailil 6J110BaIbHOTO
pednekcy. OHgaHCEeTpPOH OJIOKYE iHilialliio 11boro pedaekcy. AKTuBalisa adpepeHTHUX
3aKiHYeHb 0JIyKal04yoro HepBa 3i CBOro 00Ky MOxKe CIpuuuHATH BUKug SHT y
3aJHbOMY TIOJIi JHA YEeTBEPTOr0 NIJIyHOUYKa (area postxema), i 11e MOXKe 3allyCKaTu
IIeHTPaJIbHUM MeXaHi3M O1ioBanbHOT0 pediekcy. TaKuM YMHOM, IPUTHIYEeHHS
OHIOAHCETPOHOM XiMio- Ta pafgioiHOYKOBaHUX HYOOTH i O/II0BaHHS, iMOBipHO,
3OiMCHIOETHCS 3aBASAKM aHTAaroHiCTUYHOMY BIIJIUBY Ha 5HT3-peueHTopH HEUNPOHIB,
po3TalIoBaHUX SIK Ha Iepudepii, Tak i B leHTpaIbHii HEPBOBi CUCTEMI.

MexaHi3M fil mpenapaTy Opu micisonepaliiHuX HyOoTi i 6/110BaHHI He 3’ICOBaHU,
iMOBipHO, BiH aHaAJIOTiYHUYN TAaKOMY ITPH IIMTOTOKCUYHIN HYOOTi Ta O1I0BaHHI.



OHOaHCETPOH He BIJIMBA€E Ha KOHIIEHTPAIIiI0 IIPOJIaKTUHY Y IJIa3Mi KPOBI.
Posnb oHpgaHceTpoHy Ipu 61I0BaHHI, CIPUYUHEHOMY OIliaTaMu, [0 KiHIlSg He 3'sicoBaHa.

KniniyHa Oe3neka Ta epeKTUBHICTD

He BcTaHOBIEHA POIb OHJAHCETPOHY ¥ BUHUKHEHHI O/II0BaHHS, BUKJINKAaHOTO
oIiaTaMmu.

I[TomoBxkeHHs iHTepBany QT

BrouB oHmaHceTpoHyY Ha iHTepBan QTc BUBYaABCS Y IIOABIMHOMY CJIIIIIOMY
paHgoMizoBaHOMY I1j1alie60- Ta IMO3UTUBHO (MOKCU(IIOKCAIIUH) KOHTPOJILOBAHOMY
IIepexXpeCcHOMY OOCIIIAXKEHH] 3a y4acCTO0 HOPOCJINX YOJIOBIKIB 1 XKIiHOK. [lo3u
OHIOAHCETPOHY BKJIIOUanu 8 Mr i 32 Mr, sIKi BBOOUJIM BHYTPIIHBOBEHHO IIPOTATOM 15
xBUNMUH. 2KOOHUX 3HAYHUX 3MiH Ha eJieKTpoKapmiorpami iHTepBainiB PR abo QRS He
CcIiocTepirasnocs.

Iimu

Hynora i O/110BaHHS, COPUYKMHEH] XiMioTepanieo Ta IPOMEeHEeBOI0 TepaIli€lo

EdekTUBHICTh OHIAHCETPOHY [JII KOHTPOJIIO O/II0BaHHS Ta HYOOTU, BUKJIMKAHUX
XiMioTeparri€ro, OLiHIOBaJINA B IIOABIMHOMY CJIIIOMY PaHOOMi30BaHOMY OOCIIiAXKEHHI 3a
y4acTio nauieHTiB BikoM Bifg 1 go 18 pokis (S3AB3006). ¥ gHi npoBeneHHS
xiMioTeparril malieHTH OTPUMYyBaIud 5 Mr/M2 OHIQHCETPOHY BHYTPIIIHLOBEHHO Ta 4 MI
repopa’snbHO KOXKHi 8-12 rogus, a6o 0,45 MI/Kr OHIaHCETPOHY BHYTPIIIITHLOBEHHO Ta
maie6o nepopanbHO KOXKHi 8-12 romuH. ITicisa 3aBepiieHHS XiMioTeparil oouaBi
TPyIu OTPUMYyBaJId CUPOI OHOAHCETPOHY IO 4 MT [OBidi Ha AeHb NPOTATOM 3 OHIB. Y
HaUTipInui OeHb XiMioTepamnil nposiBu OoBaHHS cTaHOBUIU 49 % (5 Mr/M2
OHOAaHCETPOHY BHYTPIIIHLOBEHHO Ta 4 MT nepopasnbHo) Ta 41 % (0,45 Mr/kr
OHIOAHCETPOHY BHYTPIIITHLOBEHHO Ta IJianebo mepopanbHo). Pi3HUIIS B 3arasbHink
yacToTi abo XxapaKTepi MOOiYHUX peakiliii MiXK IBOMa rpynamu Oyjia BigCyTHS.

[MonBitiHe cinme paHOoMi3oBaHe Malebo-KOHTPOJIboBaHe gociimxkeHHs (S3AB4003)
3a y4acTIo InalieHTiB BikoM Bif 1 go 17 pokiB MIpogeMOHCTPYyBajio MOBHUY KOHTPOJIb
Hap OJfoBaHHAM. Y HaUTIpIIUY JeHb XiMioTeparlril TOBHUM KOHTPOJIb Haf OJII0BaHHSAM
CTQHOBUB:

e 73 % mauieHTiB, y BUIaOKy KOJIX OHOAHCETPOH BBOAUJIU BHYTPIIIHEOBEHHO ¥ 0031
5 MF/M2 pa3oMm i3 2-4 Mr gekcaMeTa30HY IIepopajibHO;

e /1 % mauieHTiB, y BUIagKy KOJIY OHOAHCETPOH 3aCTOCOBYBAJIU Y BUTJISAL CUPOILY
B 1031 8 Mr pa3oM i3 2-4 MI feKcaMeTa30HYy IIepopajibHO B OHI IPOBEAEHHS
xiMioTeparrii.



[Ticns ximioTepamnii 06UABI TPyIIM OTPUMYyBaIU CUPOI OHOAHCETPOHY MO 4 MT [ABidi Ha
OeHb IIPOTSATOM 2 OHiB. Pi3HUIIA B 3arajibHii 4acToTi abo xapakTepi modiuyHMX peakiii
MiXK gBOMa rpynamu OyJa BiICyTHS.

EdekTuBHICTE OHOAHCETPOHY YV AiTel BiKOM Bif 6 mo 48 MicsALiB OOCHiAXKYyBalu y
BiIKpPUTOMY HENOPiBHAIBHOMY OOCIIAXKEHHI 3 ogHier rpymno (S3A40320). Yci gitu
OTpUMYyBaJIi TPU BHYTPIIIHBOBEHHI 103U OHOaHCceTpoHY 1o 0,15 Mr/kr, BBegeHi 3a 30
XBUJIMH [0 OYaTKy XiMioTeparmii, a moTiM Yepes 4 Ta 8 rOOWH ITiCJIA HepIIol JO3H.
[ToBHUM KOHTPOJIb Haf O/I0BaHHSAM OyB HOCATHYTUM V 56 % mallieHTiB.

[HIIIEe BigKpUTEe HENOPiBHAbHE OOCITIOXKEHHS 3 ogHi€lo rpymno (S3A239) BuByano
e(peKTUBHICTL OOHi€l BHYTPiIHbOBEHHO1 03U 0,15 MI/KIr OHIAHCETPOHY 3
MMOoJaabIIMMM JBOMa ITepopaJbHUMM A03aMu 4 MI' OHOAHCETPOHY y OiTel BikoM < 12
POKiB i 8 Mr gyis miTed BikoM = 12 pokiB. [ToBHUYM KOHTPOJIL Hay OJ1f0BaHHSAM OYB
OOCATHYTUHU V 42 % TallieHTiB.

ITicnsonepalliigi HygoTa i 0JII0BaHHS

EdekTuBHICTE pa30BOl 1031 OHOAHCETPOHY I IMTPOQPiTaKTUKM Iicasonepalifiiol
HyIOOTH Ta OJII0BaHHS OOCIHiAXKyBajlach y paHAOMi30BaHOMY MOABIMHOMY CJIIIOMY
11a1e00-KOHTPOIbOBAHOMY IOCIIiAXKeHHi y fiTel BikoM Bim 1 mo 24 Micanis (=44
THU2KHIB ITIC/IS 3a4aTTs 3 Macolo Tita = 3 Kr). 1719 BKIIOYEHUX Yy OOCITIAXKEeHHS OiTen
OyJ10 3aIlJlTaHOBAHO IMJIaHOBE XipypriuyHe BTPy4YaHHS IMif 3araJbHOI0 aHECTe3i€lo, i BOHU
Manu ctatyc ASA =< III. Ogropa3oBy no3y 0,1 MIr/Kr oHmaHCETPOHY BBOOUJIU IIPOTITOM
IT’SITU XBUJIWH ITiCJIsA TPOBedeHHs aHecTe3il. KifbKicTh miTel, y SKUX CIIOCTEpiraBcs
MIpUHANMHI OOWH eIizof 6I0BaHHS IIPOTATOM 24-TOoOuMHHOTO nepiony ominku (ITT),
Oysa OinbIIIOI0 cepen THUX, SIKi OTPUMYBaIH mialedo, HiXK cepef TUX, XTO OTPUMYyBaB
oHpOaHCceTpoH (28 % npotu 11 %, p <0,0001).

Byno nmpoBeeHo YOTUPU IMOABIMHUX CIINIUX I11a1ie00-KOHTPOJILOBAHUX NOCITiAXKEHH ST
3a y4acTIO [AiTeud BIKOM Bif 2 7o 12 poKiB, SIKUM IIPOBOAUIIN 3arajibHy aHEeCTe3io.
[MauienTu 6ynu paHOOMi30BaHi AJIg OJHOPA30BUX BHYTPIIIHLOBEHHUX 103
oHpmaHceTpoHy (0,1 Mr/Kr gns giteu 3 macoio Tisia 40 Kr abo MeHIle Ta 4 MT [OJis OiTeu
3 Macoto Tina Ginbuie 40 kr) abo nnane6o. JochigKyBaHUM ITpenapaT BBOAUIIN
mpoTsroM ioHarMeHIe 30 ceKyH 6e3mocepenHbo mepeqn abo ITicis TpPoBemeHHs
aHecTe3il. OHgaHCceTPoH OYB 3HAYHO e(EeKTUBHIIIINM, HixXK I1aiedo, y 3amobiranui
HyIOOTH Ta OstoBaHHSA (OUB. Tabmuito 1).

Tabmuisa 1

[TpodinakTrKa Ta JIiKyBaHHS MiCIsS0NepaliiHOl HyOOTHU Ta OJII0BaHHS y OiTeu



HocnigxenHs KinieBa Touka|OHmaHceTpoH % |[Imaredo % [Toka3HUK P
S3A380 CR 68 39 <0,001
S3GT09 CR 61 35 <0,001
S3A381 CR 53 17 <0,001
S3GT11 0e3 HyOoTH 64 51 0,004
S3GT11 0e3 OmoBaHHA |60 47 0,004

CR - BigcyTHiCTB BUIlagKiB G1I0BaHHS, IOPATYHKY ab0 BigMiHU.
dapmaKoKiHemuKa.

BCcMOKTYBaHHS

Po3nonin oHgaHCceTpOHY MiCJIdg 3aCTOCYBaHHSA BHYTPILIHBO, BHYTPIIIHEOM A30BOT0 Ta
BHYTPIIIITHbOBEHHOT' O BBEI€HHS € MOAIOHUM i3 KiHIIEBUM II€ePiogoM HalliBBUBEOEHHS
MpubIM3HO y 3 TOOWHU Ta 00’€MOM PO3MOMAiNy B PiBHOBaXKHOMY CTaHi mpubnu3uo 140
71. EXKBiBajlIeHTHa CUCTEMHAa €KCIO3UIlisI OOCATA€EThCS IIiCIA BHYTPIIIIHEOM S130BOTO Ta
BHYTPIIIHBOBEHHOT'O BBEIEHHS OHIAHCETPOHY.

[Ipu BHYTpPILIHLOBEHHOMY BBE[E€HHI 4 MI' OHJaHCETPOHY MaKCHUMaJlbHa KOHIIeHTpallisd B
Iy1a3Mi KpPOBi OCATAETHCS IIPOTATOM D XBUJINH, a IIPU BHYTPIIIHEOM I30BOMY BBEJEHHI
- npoTsiroM 10 XBUJIMH ITicis iH’eKIIil.

Po3nopisn, 6ioTpaHcdopMallisi i BUBeOEHHSI

OHpaHCEeTPOH Ma€ IMOMipHUM CTYHiHb 3B’sI3yBaHHA 3 OilKaMu mjia3Mu Kposi (70-76 %).
OHpaHCETPOH BUBOOUTHCS 13 CUCTEMHOI'O KPOBOTOKY B OCHOBHOMY 3a [OIIOMOI'0O0
MeTabo01i3My y IediHIli 3 y4acTI0 YUCEeIbHUX PepMEHTHUX CUCTEM. I3 cedelo y
He3MiHEeHOMY CTaHi BUBOOUTHLCS MeHIIe 5 % npenapaTty. BiocyTHICTh i30depMeHTy
CYP2D6 (monimop@di3m cnapTeiH-geOpu30XiHOBOTO THUITY) He BIIJIMBA€E Ha
(apMakokiHeTUKY OHOaHCeTpOHY. PapMaKOKiHETUYHI TapaMeTPXU OHOAHCETPOHY
3a/IMIIAI0ThCS HE3MIHEHUMMHU P MOro 6araTopa3oBOMY 3aCTOCYBaHHI.

Oco06JIUBi rpyny malli€eHTiB




Cmamo

Y posnopini oHgaHceTpoHY OyJiM BUSIBJIEHI reHIepHi BimMiHHOCTi, 30KpeMa y XKiHOK
Oysa OinbIlla MIBUAKICTh Ta CTYIIiHb aOCOpOIIil micas mepopaabHOro IIPUNOMY Ta
3HUKEHUN CUCTEMHUU KIIipeHC i 00’eM po3nofiny (3 ImompaBKO0 Ha Macy Tina), HiXK y
YOJIOBIKIB.

Iimu sikom 8i0 1 micsaus 0o 17 pokia

Y piteir BikoM Bif 1 mo 4 Mics1iiB, Kl nepeHecIu XipypriyHe BTpy4YaHHS,
HOpMaJli3oBaHUM KJlipeHC Macu Tisia 6yB nipu6au3Ho Ha 30 % MOBiNbHIIINM, HiXK Y
miTed BikoM Bif 5 mo 24 Mics1liB, ajie TaKUM, 1110 MOXKe OyTU MOPiBHSIHHUM i3
KJIipeHCOM Yy miTeu BikoM Bifg 3 mo 12 pokis. [lepiof HamiBpo3mnany y AgiTeu BikoMm Bif 1
0o 4 MicsALiB CTAHOBUB y CEPeNHbOMY 6,7 TOOUHU OPIBHAHO 3 2,9 roovHaMU y OiTeu
BikOoM Bix 5 mo 24 micsmiB Ta Big 3 mo 12 pokiB. BigMiHHOCTI ¥ ¢papMaKOKiHETUYHUX
HapaMeTpax y AiTeu BiKoM Bif 1 7o 4 MicsAILiB 4aCTKOBO MOXKHa ITIOSICHUTU BUIIUM
BiZICOTKOM 3arajibHOI BOOU B OpraHi3Mi HOBOHAPOIXKEHUX i HEMOBJISAT i BUIIIUM 00’ €MOM
PO3IOAily BOOOPO3YUHHUX IIpernapariB, TAaKUX K OHOAHCETPOH.

Y mitei BikoM Bifg 3 0o 12 pokKiB, sIKi IepeHeCIU MJIaHOBY OIlepallilo mif 3arajlbHO0
aHecTe3i€lo, aOCOMIOTHI 3HaYEeHHS SIK KJIipeHCy Ta 00’€M pPO3IOMiny OHOAaHCETPOHY
Oy 3HUZKEHi MOPiBHAHO 31 3HAYEHHSAMHU y JHOPOCuX nauieHTiB. O6uaBa rmapamMeTpu
3pocCTaiu JIiHiMHO 3 MacoIo Tifna, i ;o 12 PoKiB 3HaYeHHS HAOIMKAIUCS 00 3HAYEHb
MOJIOOUX TallieHTiB. Komu 3Ha4YeHHs KITipeHCcy Ta 00’eMy po3mominy O0ymu
HOpMaJli3oBaHi 3a MacoI0 Tijla, 3HaUYEHHS IIUX ITapaMeTpiB OyJiu MOOiOHUMYU MixXK
HOIIYJIALIISIMU Pi3HUX BIKOBUX I'PyIl. [lo3yBaHHA Ha OCHOBI MaCH Tijia KOMIIEHCYE
3MiHH, IOB’sI3aHi 3 BiKOM, i € e()eKTUBHUM y HOpMaJli3allil CHCTEMHOTO BIIJIUBY y OiTEH.

Byrno npoBeneHo monynauiiHui ¢hapMaKOKiHETUUYHMM aHalli3 y 0ci0 (XBOpux Ha pak,
MallieHTiB 3 XipypriyHuM BTPY4YaHHSIM i 3MOPOBUX MOOPOBOJIBLITIB) BikoM Bif 1 micsiisa mo
44 poKiB MicIsA BHYTPIIIHEOBEHHOI' O BBEOEHHS OHOAaHCETPOHY. 3a pe3yjibTaTaMu
OOCIiAXKeHH TIoIla IIig ¢papMaKOKIiHETUYHOI KPUBOIO «KOHIIeHTpalis-4ac» (AUC)
MiCJIg IPUMOMY BHYTPIIIHBO i BHYTPIIITHBOBEHHOT'O BBEAEHHS OiTSAM i migmiTkam Oyra
mogibHOIO 0 TaKOl y MOPOCIUX, 3a BUHSATKOM I'PyOHUX AiTel BikoMm Bim 1 mo 4 micsiis.
O06’eM po3nofiny 3ajiekaB Bif BiKy i OyB HUXKYUM y JOPOCIIUX ITOPIiBHSAHO 3 OiTbMU.
KrnipeHc KpeaTuHiHY 3ajiezKaB Biff MaCH Tijla IallieHTa, OJHaK He 3ajiexXaB Bifl BiKYy
(kpim miTe#t BikoM Bim 1 mo 4 micsmiB). CKiIagHO 3p0OUTH OCTAaTOYHNIM BUCHOBOK IIIO[0
TOT'0, Y¥ BUHHUKAJIO HOAATKOBE 3HMUKEHHS KJIIpEeHCY OHOAHCETPOHY Y AiTeu BiKOM Bifg 1
oo 4 MicAliB, YM BiANOBimHe 3HMKEHHS MaJio MPUPOAHY BapiaOenbHICTh, OB 13aHy 3
HEBEJIUKOI0 KUIBKICTIO NallieHTiB, AKi OOCIIIAXKYBaJIUCh V AaHil BiKOBiU I'pyIIi.

OCKIiNBbKY OiTU BiKOM 10 6 MICAIiB OTPUMYyBaId TUIBKY OOHY O03y Ipenapary Ipu
BUHUKHEHHI MicJsonepaniiHuxX HyJgoTU Ta OJII0BaHHS, HalliMOBipHille, 3HUKEHHS



KJIipeHcy He Oyme MaTH KITiHIiYHOTO 3HAYeHHS.
ITauieHmu AiMHBLO20 BIKY

Ha oCHOBI oCTaHHIX JaHUX IIPO KOHIIEHTpPAallil0 OHOAaHCETPOHY B IIJla3Mi KPOBi, a TAKOXK
pe3ynbTaTiB MOOEII0OBaHHS 3a/J1e2KHOCTI KJIiHIYHOI BiITIOBiAi Bim eKCITo3uIlil
nepenbavdaeThCcs Oinblll BUpaXKeHUU BIIIMB Ha iHTepBan QTcF y mailieHTiB BikoM Bifg 75
POKIiB, HiXK y HaIliEHTIiB MOJIOAIIOTO BiKy. I[HpopMalis 1moq0 fo3yBaHHSA
BHYTPIIIIHEOBEHHOT'O BBEe€HHS ITallicHTaM BiKOM Bif 65 poKiB i moHap 75 poOKiB (OUB.
po3min «Cnocib 3acCTOCYBaHHS Ta IO3U»).

ITauienmu 3 nopyweHHAMU PYHKUiII HUPOK

Y nanieHTiB i3 nopylieHHAMU (YHKII1 HUPOK (KiTipeHC KpeaTuHiHy 15-60 MJ1/XB)
CUCTEMHUU KIIipeHC Ta 00’€M PO3MOAiNYy 3HUKYIOTHCS ITiC/Is1 BHYTPIIIIHBOBEHHOT O
BBe[leHHS OHJAQHCETPOHY, 1110 IPU3BOAUTH OO0 HEBEJIUKOT O, ajie KJIIHIYHO He3HAUyIoro
30inbIIeHHS nepiony HaniBBUBemeHHS (5,4 rogunu). [JoCigKeHHS 3a y4acTio
MAalli€eHTiB i3 TSIXKKO0I0 HUPKOBOIO HEIOCTATHICTIO, IKi MOTPeOyIOTh PETYJISPHOTO
reMopianidy (mocaigXKyBaiyd MiXK AiajisaMu), IOKa3aso, 1o ¢papMaKOKiHEeTUKa
OHOAHCETPOHY IMIPAaKTUYHO He 3MIHIOETHCS MiC/Is BHYTPILIHBOBEHHOTO BBEAEHHS.

ITauyieHmu 3 nopyweHHAMU PYHKUII nediHKu

[Ticnss mepopaibHOTO, BHYTPIITHEOBEHHOT0 a00 BHYTPIIlIHHOM SI30BOT'O BBEIEHHS Y
Malli€HTIB 13 TAXKKOIO MEeYiHKOBOIO HEOOCTAaTHICTIO CUCTEMHUM KJIIpEHC OHaHCETPOHY
IIOMITHO 3HUXKYETHCA 3 ITIONOBXEHHAM Ilepiony HalliBBUBeOeHHs 0o 15-32 roguH Ta
rmepopanabHOoI0 Oi0mOCTYNHICTIO, 110 HabmukKaeThest o 100 % dyepe3 3HUKEHUN
MIPecUuCTeMHUU MeTaboIi3M.

IToxka3aHHSA

Ilopoci

HymoTa i 6/mt0oBaHHS, CIIPUYMHEH] IIMTOTOKCUYHOIO XiMioTepaIlli€io Ta MpoMeHeBOI0
Teparliero.

[TpodinakTuKa Ta NiKyBaHHS MHicJIsgonepalliiHuX HyJOTH i 6JII0BaHHS.
Iimu

HymnoTa i 6/1t0BaHHSI, CIIPUYMHEHI IIMTOTOKCUYHOIO XiMioTeparriero aist giTed BikoM Bif
6 micsamiB. [IpodinakTrka i miKyBaHHS IIicIsgonepaliiHUX HyOOTH i OJII0BaHHS y OiTen
BikoM Bifg 1 Mmicsiis.



IIporunnoka3aHHs

[IpoTunokasaHe 3aCTOCYBaHHS OHOAHCETPOHY Pa30M 3 alloMOP(iHy riApOXIOPUOOM,
OCKIJIBKH TIif] 9aC 1X CyMiCHOT'O 3aCTOCYBaHHS CIIOCTEPIraaucs BUNAOKWA CHUJIBHOL
apTepianbHOI rinoTeH3il Ta BTPATU CBiIOMOCTI.

lNnepuyTnusicTh M0 OyOb-IKOTO KOMIIOHEHTa MIperapary.
B3aemogisi 3 iHIIMMH JTiKapChbKHMH 3aco00aMH4 Ta iHIII BHIH B3a€MoOil

OHOaHCETPOH He IIPUCKOPIOE i He rajibMy€e MeTab0J1i3M iHIIUX IIpernaparTiB IIpu
OOHOYACHOMY 3 HUM 3acCToCyBaHHI. CrelianbHi JOCIIIAXKEHHA T0Ka3aly, 110
OHIaHCETPOH He B3a€MOJi€ 3 aJIKOrojieM, TeMa3ellaMoM, pypoceMiznom,
andeHTaHizIOM, TpaMamosioM, MOP(}iHOM, JTimJOKalHOM, TiolleHTaJIoM abo ITPOornodosIoM.

OHOmaHCeTPOH MeTabo0/Ii3yeThCS Pi3HOMaHITHUMEU pepMeHTaMu uToxpoMmy P450
neuinku: CYP3A4, CYP2D6 ta CYP1A2. 3aBOsiku pi3HOMaHITHOCTI (pepMEHTIB
MeTabo0JIi3My OHOaHCETPOHY raJIlbMyBaHHSA a00 3MeHIIIeHHS aKTUBHOCTI OJHOTO 3 HUX
(manpuknaz, reHeTuyHul gedinut CYP2D6) y 3BUYaliHUX YMOBaxX KOMIIEHCYEThCS
iHmmMu pepMeHTaMu i He OyIe MaTH BIUIMBY a00 BIIJIMB Ha 3arajibHUM KITipeHC
KpeaTuHiHy Oyne He3Ha4YHUM.

3 00epezkHICTIO CIIil 3aCTOCOBYBATH OHIAHCETPOH Pa30M 3 JIiKapCbKUMU 3aco0aMy,
III0 TTOOBXKYIOTh iHTepBasn QT Ta/ab0 CIPUYMHSIOTH ITOPYIIEHHS €JIeKTPOJIiTHOTO
6anaHcy (ouB. po31ain «OcobIMBOCTI 3aCTOCYBaHHS»).

3acTocyBaHHS OHIAHCETPOHY 3 iHIIMMM JTiKapChbKUMU 3acoO0aMu, 1110 TOAOBXKYIOTh
iHTepBan QT, MoXke COPUYUHATH OOAAaTKOBE IIOOOBXKEHHS LILOTO iHTepBany. CymicHe
3acTOCyBaHHS IIpemnapaTy EMeTOH i3 KapAiOTOKCUYHUMM JTiKapChbKUMHU 3acobamMu
(HampuKIiag, 3 aHTPaluKIiHaMu (HOKCcopyOinuH, mayHopyOinmuH) abo TpacTtyymabom),
aHTUOIOTUKaMU (HallpUKIal, 3 EPUTPOMIIITMHOM), IPOTUTPUOKOBUMU 3acobaMu
(HammpuKIiam, i3 KeTOKOHA30JI0M), aHTHAaPUTMIYHUMHI 3aco0aMu (HaIIpuKIIazd, 3
amiomapoHoM) i 6eTa-6y10KaTOpaMu (HaOmpUKIIafd, 3 aTeHOJI0JI0M ab0 TUMOJIOJIOM) MOXKe
30iyIbIIIyBaTy PU3UK BUHUKHEHHS apuUTMil (OuB. po3ain «OcoOBIUBOCTiI 3aCTOCYBaHHS).

Anomopdin

3acTocyBaHHS OHOAHCETPOHY Pa3oM 3 alloMOpdiHy TiapoXJI0opuaoM IIPOTHUIIOKa3aHe,
OCKIiJIbKY CIIOCTEPIrajancs BUMAAKM CUIBHOI TiIOTEeH3il Ta BTPAaTH CBIMOMOCTI ITiZ 4ac
CYMICHOT'O 3aCTOCyBaHHA.

deHiTOIH, KapOaMa3eniH i pudamMnoilue




Y mani€eHTiB, AKi JTKYIOThCA NOTeHUIMHUME iHOYKTOpaMu CYP3A4 (Hampukiag,
deniToinoM, kapbamaseriHoM i pudaMITinmuHOM), KITipeHC OHOAaHCETPOHY
30iNTbITy€ETHCS i MOTO KOHIIEHTPALlisl Y KPOBi 3MEHIIYETHCH.

Cepotoninepretuku (Hanpukiaan, CI33C ta I33CH)

CepoOTOHIHOBHUY CUHAPOM (BKJII0YAl04YM 3MiHU IICUXIYHOTO CTATyCy, BEereTaTuBHO1L
HecTabiTbHOCTI i HEPBOBO-M'sI30BUX MOPYIIEeHb) OyB ONMCAHUM ITiCJISI OQHOYACHOTO
3aCTOCYBaHHS OHOAHCETPOHY Ta IHINNX CEPOTOHIHEPTiYyHUX IIpelapariB, y TOMY YUCIIi
CeJIeKTUBHUX iHTiOiTOPiB 3BOPOTHOrO 3axorieHHs: cepoToHiny (CI33C) Ta iHribiTopis
3BOPOTHOI'O 3aXOIIJIEHHS CEPOTOHIHY Ta HOopaapeHaniny (I33CH) (guB. po3min
«OCcoOIUBOCTI 3aCTOCYBaHHS»).

Tpamapgon

3a maHMMHU HEBEIHUKOI KiJIbKOCTI KITIHIYHUX OOCHiOXKEeHb, OHOAaHCETPOH MOXKe
3MEHIIyBaTU aHAJITeTUYHNM e(PeKT TpaMamoiy.

Oco006/1MBOCTi 1100 3aCTOCYBaHHSI

ITpu miKkyBaHHI IAIi€HTIB 13 IIPOABaMU TiIePUYyTIUBOCTI IO IHIIIUX CEJIEKTUBHUX
QHTaTrOHICTIB 5HT3-peHeHTOpiB CIIOCTEepiranmucs peaxiiil rinepyyTInuBOCTi.

Peakiril, moB’s13aHi 3 UXaJIbHOIO CUCTEMOIO, JIiIKyIOTh CUMIOITOMaTU4YHO. MennyHi
MIpaliBHUKU MalOTh 3BEPTAaTU Ha HUX 0COOJIUBY yBary, OCKiJIbKM BOHU € O3HaKaMu
peaxiriil migBUIlleHOl YYTJINBOCTI Ha JIiKapChbKUM 3acio.

OHOaHCeTpPOH y mo303asiexxHiu ¢popMmi mogoBxkye iHTepBan QT (ouB. po3min
«®apMaKoJIOTiYHi BIaCTUBOCTI»). [I0OaTKOBO 3a JaHUMM IIOCTMapPKETUHTOBOT O
CcIiocTepexkeHHs Oy MOBiHOMJIEHHS IIPO BUMAOKKN TPEMTiHHSI/MEePEeXTiHHS MIJTYHOYKIB
(Torsade de Pointes) nmpu 3aCTOCyBaHHiI OHOaHCEeTPOHY. CJIil yHMKATHU 3aCTOCYBaHHSA
OHJAHCETPOHY MalliEHTaM i3 BPOOXKEHUM CHUHAPOMOM IomoBxkeHHS QT.

OHOaHCETPOH CJIif 3aCTOCOBYBaTH 3 00EPEeKHICTIO AJIs JIiKyBaHHS Malli€HTIB, AKi
MaloTh ab0 y SKUX MOXKe PO3BUHYTUCH ITOAOBXKeHHS iHTepBany QT, BKiIo4daodu
MaIlieHTIB 3 MOPYILIEHHSM eJIEKTPOJIiTHOrO 6amaHCy, 3aCTiliHOI0 CEPIIEBOIO0
HegoCcTaTHiCcTIO, OpafiapuTMisiMu abo Mali€HTiB, AKi TiKyIOThCS iHIIMMU IpellapaTaMu,
III0 MOXKYTh COPUYUHATHU ITOOOBXKeHHS iHTepBany QT abo mopyIeHHs eJIeKTPOIiTHOTO
O6anaHcy.

[ToBimoMisiyiocss IPO BUIIAHKU illeMil MioKapay y Malli€HTiB, IKi OTPUMYyBaIu
OHIOAHCETPOH. Y NesgKUX IallieHTiB, 0COOJIMBO y pa3i BHYTPIIIHLOBEHHOTO BBENEHHS,
CHUMIITOMHU 3’SIBUJIMCS OOpa3y IIiCIsa BBeOEeHHs OHOaHCeTpPOHY. IlallieHTiB cif
[IONEepPEequTH IPO O3HAKM Ta CUMIITOMHU illeMil MioKapha.



ITepen moyaTKOM 3aCTOCYBaHHS OHOAHCETPOHY CIIil CKOperyBaTH rimoKajieMiioo Ta
rimoMarHiemito.

ITiciss omHOYaCHOTr 0 3aCTOCYBaHHS OHOAHCETPOHY Ta IHIIUX CEPOTOHIHEPTIYHUX
nmpernapaTiB OyB onuCaHUM CEPOTOHIHOBUYM CHUHAPOM (OUB. po3Min «B3aemopis 3
IHIIMMY TiKapChbKUMH 3aco0aMu Ta iHIIi BUOW B3aEMOMil»). AKINO ogHOYaCHEe
JIIKyBaHHSI OHOAHCETPOHOM Ta iHIIMMM CEPOTOHIHEPriYHUMU IpellapaTaMu KIIiHI4HO
OOT'PYHTOBAHO, PEKOMEHYETHCS BiAMOBIMHUYM HATJISI 3a MaIlliEHTOM.

OCKIiNTbKYM OHIAHCETPOH I10CJIabII0€ MEPUCTAIbTUKY KUIIIEYHUKY, TOTPIOHMMI
peTenbHUM HATJIA[ 3a MalliEeHTaMU 3 03HaKaMM ITiATOCTPOl HEITPOXiAHOCTI KUIIIEYHUKY
i Yac 3aCTOCyBaHHA IpernapaTty EmMeToH.

Y nailieHTiB, SIKMM HPOBOOUTHCS XipypridyHe BTPY4YaHHS B afeHOTOH3UISAPHIN OiJIIHII,
3aCTOCYBaHHS OHIAHCETPOHY IS MPoGiNakKTUKU HyOOTU Ta OJIIOBaHHS MOXKe
MaCKyBaTU BUHUKHEHHS KpoBOTedi. ToMy Taki XBOPi HigJIAral0Th peTeJIbHOMY HarJIsAny
IIiCJIA 3aCTOCYBAHHA OHAHCETPOHY.

Himu

Y mitei, sKi OTPUMYIOTh OHOAHCETPOH Pa30M i3 remaTOTOKCUYHUMU
xiMioTepaneBTUYHUMU ITperapaTaMu, IOTPiOHO PETETLHO CTEXKUTHU 3a MOXKIUBUMHU
MOPYIIEeHHSAMHU PYHKIIIl IEeYiHKH.

Pesicumu do3yeaHHA

[Ipu po3paxyHKy OO3HU 3TrigHO 3 MAcCOIO Tijla 1 3aCTOCYBaHHI TPHOX A03 i3
YOTUPUTOOUHHUM iHTEpBajioM 3arajibHa Jo0oBa mo3a Oyme BHUIIOIO, HiXK MTpHU
3acToCyBaHHi OfgHi€l go3u 5 mr/m? i OOHi€l Mo3U mpelnapary IepopanabHO. [TopiBHAIBHA
eeKTUBHICTD ITUX ABOX PEXKUMIB 1O3yBaHHS He Oya OlliHeHa y KIiHiYHUX
nociigkeHHaX. [TIoOpiBHAHHS pe3yIbTaTiB Pi3HUX AOCIIIXKEHDb CBITYUTH PO MOMiOHY
edeKTUBHICTL 000X PEXKUMIB [O3yYBaHHS.

IlonomidcHI peyo8uHu 3 8idoMUM e(heKmom

[IpemapaTt EMeToH y 0o03i 2-6 M1 MicTuTh MeHIre 1 Mmmorns (23 Mr) HaTpito, TOOTO
«ITPAaKTUYHO BiTbHUH Bif HaTpito». AKINO M03a CTaHOBUTH OinbIlle 6 MII, TiKapChKUM
3acib He MOXKHa BBaXKaTHU «IIPAaKTUYHO BiJIbHUM Bifl HATPito», III0 CIIif BpaxoBYyBaTHU
IIpY 3aCTOCYBaHHI nallieHTaM, Kl JOTPUMYIOTBECS Oi€ETU 3 KOHTPOJILOBAHUM BMiCTOM
HaTpio. Y MakcuMasnbHi 0oOoBil 003i (16 M) 1IBOTr0 TiKapChKOro 3aC00y MiCTUTHCS
56 Mr HaTpito. Lle ekBiBasieHTHO TPUOIU3HO 2,3 % PEKOMEHI0BAaHOTO MOOOBOTO
CIIOKUBAHHS HATPIiO AJI OJOPOCIIUX.

3acmocysaHHsA y nepiod eazimHocmi abo 200y8aHHA 2py0010.



2KiHKu dimopoOHO020 8iKY

2KiHKY OiTOPOAHOIO BiKYy, SIKi 3aCTOCOBYIOTh OHJaHCETPOH, IOBUHHI PO3IJISHYTHU
NUTAHHS IPO BUKOPUCTAHHS KOHTPAIIEIIil.

BaeimHicmb

Ha migcraBi npoBeneHUX enifeMioIoriYHuX OOCIIiAXKeHb TPUIIYCKalTh, 110
OHIIAHCETPOH COPUUYUHSIE BaOy IeJIeITHO-JINIIEBOl OiITHKM IIPY 3aCTOCyBaHHI
npenaparTy IPOTSATOM IIEPIIOr0 TPUMECTPY BariTHOCTI. B oMHOMY 3 KOTOPTHHUX
OOCIIiOXKeHb, 1110 BKJIIo4asio 1,8 MiibliOHa BariTHOCTEU, 3aCTOCYBaHHS OHOAHCETPOHY Y
IepIIoOMYy TPUMECTPi OyJI0 MOB’I3aHO0 3 HMiABUIIIEHUM PU3UKOM PO3IIEIJIEHHS Y POTOBi#
nopoxHuHi (3 nogaTtkoBi Bunagku Ha 10000 XKiHOK, SKi OTpUMyBaid OHOaHCETPOH;
CKOpPUTOBaHUU BifHOCHUM pu3uk, 1,24, (95 % CI 1,03-1,48)).

IocTyImHi enimeMiosOTiYHi OOCIIAXKEHHS CepLeBUX Ba[ II0Ka3yTh CyllepeudsiuBi
pe3ynbTaTu.

Iocmim»XeHHs Ha TBapMHAaX He BKa3yIOTh Ha MPsAMi abo ormocepegKoBaHi MIKioINBi
edekTH 1010 penpoayKTUBHOI TOKCUYHOCTI.

OHOaHCETPOH He CJIi 3aCTOCOBYBaTHU IIPOTATOM IIE€PIIOr0 TPUMECTPY BariTHOCTI.
Ilepio0 2o0ysaHHA 2py00t0

B excnepuMeHTaIbHUX OOCITiIXKEeHHSIX 0yJI0 IT0Ka3aHo, 110 OHIAHCETPOH IIPOHUKAE Y
rpyIoHEe MOJIOKO TBAapHWH. Y pa3i HeoOXimHOCTi 3aCTOCYyBaHHS IIpenapary CJIif
NPUIIMHUTU T'OOYBAHHS IPYOOIO.

depmusibHiCMb
IndopMmalis 11040 BOIMBY OHOAHCETPOHY Ha (GEePTUJIBHICTD y JIIOOUHHU BiICYTHS.

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

OHIaHCETPOH He BIIJIMBA€E Ha 3[0aTHICTh KepyBaTU MeXaHi3MaMU 1 He YUHUTh
ceJaTUBHOI [ii, OHAaK CJIi BpaxoByBaTu Npodinb mobivHUX [ik mperapaTy IIpu
KepyBaHHi aBTOTPaHCIIOPTOM abo0 iHIIMMU MeXaHi3MaMHu.

Cnocid 3acTocyBaHHs Ta I03H

Hyporta i O6/110BaHHs, CIPUYKHEHI XiMioTepalri€elo Ta IPOMeHEeBOI0 Tepallieo

Lopocaai



EmeToreHHu# moTeHIIian Teparlil paky Bapiloe 3ajiezKHO Bifl 403U Ta KoMOiHallii cxeMm
ximioTeparril Ta mpomMeHeBol Teparrii. Criocié mpuiioMy Ta J03yBaHHS IIpenapary
EMeToOH 3anexaTh Bif TAXKKOCTI eMEeTOT€HHOI'0 BIIJIMBY, CTAHOBJIATH Bif 8 mo 32 MrI Ha
noOy Ta oOMpaloThCs 3TifHO HUKYEeBKa3aHUX ITOKa3aHb.

EmemoeeHHa ximiomepanisas ma npomMmeHesda mepanis

PekomeHOgoBaHa BHYTPillITHbOBEHHA ab0 BHYTPIIIHbOM si30Ba A03a IpenapaTty EMeToH
CKJlafja€ 8 Mr, TKa BBOOUTHLCS IIISIXOM IIOBIIbHOI BHYTPIIIIHBOBEHHOI iH’€KITil
BIIPOINOBXK He MeHIe 30 ceKyHO ab0 BHYTPIITHEOM s130BO1 iH’€KIIil 6e3MmocepenHbo
repen Mo4YaTKOM Tepaltii, Imicjig 4oro 8 Mr mpernapary IpuiMaloTh IIepopalbHO KOXKHI
12 roguH.

I[I1a mpodimakTUKU BimcTpoyeHOro abo TpuBaioro OII0BaHHS Iicas nmepiux 24 roguH
PEKOMEHYETHCA epopajibHe 3aCTOCYBaHH IIpenapaTy OO0 D OHIB Mic/Is 3aBepIlIeHHS
KypCy JIiKyBaHHSI.

BucoxkoememozeHHa ximiomepania (Hanpuk.aad, 8ucoki 003U 4uUcCn/aamuHy)

BcTanoBneHo, 110 npenapaT EMeTOH Ma€ 0OJHAaKOBY €(PEeKTHUBHICTh 3a HACTYIIHUX
OO03yBaHb IIPOTATOM Iepiiux 24 TOOWH ITIicasa XiMioTeparii:

e Y BUTJISIAI OOHOPA30BOI1 O3 8 MT, 10 BBOAATH IIISIXOM ITOBiTbHOL
BHYTpPilIHbOBEHHOI (He MeHIe 30 ceKyH) abo BHYTPIillIHbOM sI30BO]1 iH’€KIIi1
0e3nocepenqHbO Imepen II0YaTKOM XiMioTeparrii;

e 8 Mr mpemapaTy y BUTJIS[OL IIOBIIbHOI BHYTPiIHEOBEHHO1 (He MeHIIe 30 CEeKyH)
ab0 BHYTPIITHLOM sI30BO1 iH €KIIiH, sIKi BBOASThH O€3MocepeqHbOo mepen IoYaTKOM
xiMioTeparril, Imicas 4oro BBOOATH ABi BHYTPIIlIHbOBeHHI (He MeHIe 30 CeKyHT)
a60 BHYTPIITHBOM s130Bi iH’€KIIil 0 8 MT mpemapaTy 3 iHTepBaIoM y 4 TOOUHMU,
abo nocritiHol iHQy3il y mo3i 1 Mr Ha roguHy npoTAromM 24 roauH;

e MaKCUMaJIbHa OJHOpPa30Ba BHYTPIIIHLOBEHHA [003a CTAHOBUTL 16 MT, SIKY
po3BopasiTh y 50-100 M 0,9 % po3uuHy HaTpito xjmopuny abo iHIIoro
BiATIOBigHOTO po3YyMHHUKA (OUB. po31ain «Crocid 3acTocyBaHHS Ta HO3U») Ta
BBOOSATH Y BUIJIAAL iH(Y3il IpoTAroM He MeHIIe 15 XBUIWH Oe3mocepeqHbo IIepern
XiMioTeparli€ro, IIicjig 40oro BBOOATh OBi BHYTPIIIHbOBEHH] (He MeHIIe 30 CeKyHT)
a00 BHYTPIIIHHOM s130Bi iH’€KIIil M0 8 MT mpemapaTy 3 iHTepBajoM y 4 TOOUHMU.

OnHopa3oBy mo3y OinbIlle 16 MI 3aCTOCOBYBATU He MOXKHA, OCKiNIbKY 3i 30i/TbIIeHHSIM
mo3u 30iNbITYETHCS PU3UK MTOOOBXKEeHHS iHTepBany QT (guB. po3minu
«®apmakoguHaMika», «OcoOIMUBOCTI 3acTOoCyBaHHS» Ta «[100iuHi peakirii»). Bubip
pexRuMYy O03yBaHHS 3aJIeKUTh BiJl TA2KKOCTiI eMEeTOT€HHOT O BIIJIUBY.

EdexkTuBHicTh nIpenapaTy EMeTOH Ipy BUCOKOEMETOTEHHIM XiMioTeparrii Moxke OyTu
MigBuUIlleHa OOOATKOBUM OOHOPa30BUM BHYTPIITHBOBEHHUM BBEeEeHHSAM JeKCaMeTa30HY



HaTpio gocdaTty y mo3i 20 Mr nepep xiMmioTeparri€ro.

s npodimakTHUKK BimCTpoYeHOoro abo TpuBajoro OJI0BaHHS Iicis mepinux 24 roguH
PEKOMEHYEThCS IlepopasibHe 3aCTOCYBaHHA IIpelapaTy OO0 S5 AHIB IIiCJIig 3aBEepPIIEeHHS
KypCy JIiKyBaHHSA.

IIimu 8ikom 8i0 6 micsuis 0o 17 pokis

Y nepiaTpuyHUX KITIHIYHUX OOCHIOKEHHSIX OHIAHCETPOH BBOOUIIU HIISIXOM
BHYTPIIIHBOBEHHO] iHDYy3il micns po3BeneHHA ¥ 25-50 M1 0,9 % po3dmHy HaATPiio
xJjopuny abo iHIIoro BiAmoOBigHOTO po3YyMHHUKA (OUB. po31in «Crocib 3acToCyBaHHS Ta
OO3u») IMIPOTATrOM He MeHIIe 15 xBunuH. [[03y npenapaTy MOXKHa pPo3paxOByBaTH 3a
TIJIOIEl0 TTOBEPXHi Tisla abo 3a Macolo Tijla MUTHUHU.

Po3paxyHOK mo3yBaHHS Ha OCHOBiI MacCH Tijla AUTUHU NPUI3BOOUTH A0 OiIbIII BUCOKUX
mo0OOBUX MO3 MOPIBHSHO 3 PO3PAaXyHKOM [J03YBaHHSIM Ha OCHOBI MJIOIIi ITOBEPXHI Tina
ouTuHU (OUB. po3ainu «PapMakoaguHaMika» Ta «OCOOIUBOCTI 3aCTOCYBAHHS»).

[Ipemapat EmeToH ciimg po3Boautu v 0,9 % xnmopupny HaTpito abo B iHIIN cyMicHiM
pimuHi gna iHdy3ik (ouB. po3ain «Crocid 3acToCcyBaHHS Ta HO3W») Ta BBOOUTHU
BHYTPIIIIHBOBEHHO He MeHIe 15 XBUJIVH.

BipcyTHI maH1 KOHTPOJIBOBAHUX KIIIHIYHUX OOCIIIAXKEHD IIIONO0 3aCTOCYBaHH IIpelapaTy
EmeToH gy npodinakTUKM BifcTpodyeHUX ab0 TpUBAIUX HYJOTHU Ta OJIIOBaHHS,
CIIPUYUHEHUX XiMioTepalli€lo Ta IIPOMEHEBOI0 Tepalieto. BincyTHi naHi
KOHTPOJIbOBAHUX KIIIHIYHUX OOCJIAXKEHD II0OO0 3aCTOCYBaHHS IIperapaTy oI
JIIKyBaHHS HyOOTH Ta OJII0OBaHHS, BUKJIUKAHUX IIPOMEHEBOIO TEPAIIi€l0 y OiTeu.

Po3paxyHok 0o3u 32i0HO 3 naow,ero nosepxHi miaa OumuHu

[TpenapaTt EMeToH ciig BBoOguTH 6€3m0CepeqHbo IIepen IPoOBeAeHHsIM XiMioTeparil y
BUTJIA1 pa30BOl BHYTPIIIHEOBEHHOIL O34 5 mr/mM2. Pazosa BHYTpPIIIIHbOBEHHA [J03a He
[IOBUHHA [I€PEBUIITyBaTU 8 MT.

ITepopanbHe 3aCTOCYBaHHA IIpelapaTy MOXHa IIoYuHaTU Yyepe3 12 roguH i
MMPOAOBXKYBaTH A0 5 OHIiB (aAuB. Tabnuito 2). [loboBa mo3a (3a 24 roOuHU) IPUHOMY
npenapaty (y BUTJIAOl OKpeMUX A03) He TTIOBUHHA IIePEeBUIIYyBaTH A03Y OJIS JOPOCIUX
32 Mr.

Tabnuisa 2

Ilnoiia rmoBepxHi
. o P Oens 1 (@b) Ixi 2-6 P
Tijla OUTUHU



2 .
) 5 MI'/M“ BHYTPIIIHLOBEHHO IIJIIOC 2 MT CHDOITY KOKEHi 12
<0,6 M
2 Mr cupony 4yepe3 12 rogun TOAHH

5 Mr/M> BHYTPIIIHLOBEHHO IIJIIOC

>06M2-<1.2 4 Mr cupony abo

4 mr cupony abo TabneTKu yepes TabeTKu KOoxKHi 12
M
TOOUH
12 rogun
) . 8 Mr cupormy abo
) 5 Mr/mM* a6o 8 Mr BHYTPilIHBOBEHHO IIJTIOC 8 _
>1,2M TabeTKu KOXHi 12

Mr cupony abo TabneTku yepe3 12 roguu
TOOWH

a - BHYTpiH_IHbOBeHHa J03a He ITIOBMHHA IIEePEBUIIlyBaTH 8 wmr;

e MoOOBa Ao03a (3a 24 roguHu) IIpUNoMY IIpemnaparty (y BUTJISAOI OKpeMUX [03) He
IIOBUHHA

IIepeBUllyBaTU 003y OJi1 JOPOCIUX 32 Mr.
Po3paxyHok 0o3u 32i0HO 3 Macow mijia OUMuHU

Po3paxyHOK M03yBaHHS Ha OCHOBiI MacCH Tijla MUTUHU NPU3BOOUTH 0 OiIbIII BUCOKUX
mo60BUX MO3 MOPIBHSIHO 3 PO3PAaXyYHKOM MIO3YBaHHSM Ha OCHOBI IIJIOIIi MTOBEPXHI Tinna
ouTUHYU (OUB. po3ainu «PapMakoauHaMika» Ta «OCOOIUBOCTI 3aCTOCYBaHHS»).

[IpemapaTt EMeToH citig BBoOguTH 0€3I0oCcepeHbo Iepe] IPOBeOeHHSIM XiMioTeparil y
BUTJISA1 pa30BOl BHYTpiltHbOBeHHOI no3u 0,15 Mr/kr. Pa3oBa BHYTpilIHEOBEHHA [03a
He IIOBMHHA IIepeBUIllyBaTy 8 M.

ITepopanbHe 3aCTOCYBaHHA IIpellapaTy MOXHa II0YuHaTU Yyepe3 12 roguH i
ITPOAOBXKYBaTH A0 5 OHiB (auB. Tabnuito 3). [loboBa mo3a (3a 24 roOuHU) IPUKNOMY
npemnapaty (y BUTJIAOI OKpeMUX O03) He TTOBUHHA IIePEBUIIYBaTH A03Y OJIS JOPOCIUX
32 mr.

Tabmnuisa 3

Maca Tina
JII/ITI/IHTI/IIH Mess 1 (&P) Iai 2-6 ()



mo 3 o3 0,15 MI/KTr BHYTPIiIIHBOBEHHO )
<10 kr ) 2 MI cupoIy KoxHi 12 rogun
KOXHi 4 ToouHU

- 10 oo 3 go3 0,15 Mr/Kr BHYTPIIIHLOBEHHO |4 MT cupomy abo TabieTKu
= KT
KOXHi 4 TOOMHU KOXHi 12 rooux

a- BHYTpiH_IHBOBeHHa J03a He IIOBHMHHA IIE€PEBUIIyBaTH 8 mr;

e M0oOOBa Oo03a (3a 24 roguHu) IIpUMoMYy IIpemnapary (y BUTJISAOI OKpeMUX [03) He
TTOBUHHA

IIepeBUIlyBaTU A03Y AJIA OOPOCIUX 32 M.
ITauyienmu aimHb020 B8IKY

[TamienTaM BiKOM Bif 65 mo 74 pOKiB IIpu 3aCTOCYBaHHI IIperapaTy MOXHa
OOTPHUMYBATUCHA CXEMU OO3YBaHHS OJIsl JOPOCIUX. YCi BHYTPIIIHbOBEHHI J0O3U
po3BopasiTh y 50-100 M 0,9 % po3uuHy HaTpiio xjgopuay abo iHIIOTo BiIIOBIAHOTO
po3umHHUKA (OUB. po3min «Crocid 3acToCcyBaHHS Ta AO3U») Ta BBOOSATH Y BUTTIAMI
iH(QVy3il mpoTsiroM He MeHIIe 15 XBUIKWH 0e3MmocepegHbO Mepen XiMioTepalri€elo.

[TouaTkoBa go3a 8 Mr Moxke OyTH OOMOBHEHA ABOMa HACTYIITHUMU
BHYTPIIIHBOBEHHUMMU A03aMU 10 8 MT, 110 BBOASATHCS IIPOTATOM 15 XBUJIMH 3
iHTepBasIoOM He MeHIe 4 roguH (OuB. po3ain «PapMaKoKiHEeTHKA»).

ITauieHmu i3 nopyweHHAMU pYHKUII HUPOK

Hemae HeoOxigHOCTI ¥ 3MiHi 1OO0OBOTO MO3yBaHHSA ab0 pexkuMy Ho3yBaHHS, ab0 LIIAXY
BBEJIEHHS.

ITauienmu i3 nopyweHHAMU PYHKUII neyiHKu

Y nanieHTiB i3 noMipHUMHU ab0 TSIXKKUMHU IIOPYIIeHHSIM QYHKITI ITe4iHKu KITipeHc
npenapaty EMeTOH 3HaYHO 3HUXKYETHCS, a Iepio HalliBBUBEEHHS 13 CUPOBATKU
KPOBi CYTTEBO MOMOBKYETHCA [[/151 TAKUX MalliEHTIB 3arajbHa HoOOBa [M03a He ITOBUHHA
IepeBUITyBaTH 8 MI', TOMy PEKOMEHAYEThCSA NTapeHTepanabHe ab0 repopaibHe
3aCTOCYBaHHS.

ITauienmu 3 nopyweHHAM memaboaizamy cnapmeiHy/0ebpucokeiHy

[lepion HamiBBUBEOEHHS OHOAHCETPOHY Y MAITiEHTIB i3 mMOPYyIIeHHIMHA MeTabo1iaMy
crapTeiny i 1eOpUCOKBiHY He 3MiHIOEThCS. OTKe, Y TaKUX IAIliEHTIB IOBTOPHE
BBEIEHHJ IIpelapaTy JacTh Ty caMy KOHIIEHTpallil0o OHOaHCETPOHY, IO ¥ y 3arajbHiu



nontynsiii. Hemae HeoOXigHOCTI 3MiHIOBaTH A03yBaHHS a00 4aCTOTy BBEIEHHS.

ITicnssonepallifiHi HymoTa i OJII0BaHHS

Ilopoc i

g mpodimakTUKU TicisonepaliiiuxX HyJoTH i 671I0BaHHSI OHOAaHCETPOH MOXKHa
3aCTOCOBYBaTHU epopasibHO ab0 MIJITXOM BHYTPIIIHBOBEHHOI a00 BHYTPIIITHHOM 'I30BO1
iH'ekniii. PekoMeHOoBaHa fo03a ImpenapaTy EMeTOH CTaHOBUTH 4 MT, SIKY BBOOSTH Y
BUTJISAAI BHYTPIIIHEOM 5130B01 a00 MOBiJIbHOI BHYTPIITHLOBEHHO] iH €KIIII Imig yac
MIPOBEJIEHHS aHeCcTe3il.

75 mikyBaHHS MiciasolepaliiHUX HYOOTH i 671I0BaHHSI peKOMeHA0BaHa pa30Ba J03a
npemnapaTy EMeTOH CTaHOBUTD 4 MT, IKY BBOASATH BHYTPIIIHHEOM 130BO @00 MOBIiIBHO
BHYTPIIIHbOBEHHO.

Iimu sikom 8i0 1 micaus 0o 17 pokia

7151 mpodimakTUKM MicgonepaliiHuX HyoOoTH i OJII0BaHHS Y AiTel, SIKUM IIPOBOIOATH
XipypriuHi BTpy4YaHHS IIif 3araJibHOIO aHEeCTe31€10, pa30By 03y npemnapaty EMeToH
MO2KHa BBOOMTH [0, IIif yac abo Iiciist MpoBeeHHs aHecTe3il HIJITX0M MOBiIbHOI
BHYTPIIIHbOBEHHOI iH'eK1lil (He MmeHIle 30 cekyHn) y go3i 0,1 Mr/Kr mo MaKCUMaIbHOI
mo3u 4 Mr.

[7n1s1 miKyBaHHS MicJsionepaliiHuX HyOOTH i OII0BaHHS y OiTeH, SIKi mepeHecnun
XipypriuHi BTpy4YaHHS IIif 3arajibHOIO aHEeCTe31€1, pa30By 403y npemnapaty EMeToHn
MO2ZKHa BBOAMTH IIIJIIXOM ITOBIJIbHOI BHYTPIIIHEOBEHHOI iH'€KIIil (He meHIle 30 ceKyH[)
y go3i 0,1 Mr/Kr mo MakKCHUMaJbHOI J03U 4 MT.

BipcyTHi maHi oo 3aCTOCYBaHHA IIpenapaTy EMeTOH [id IiKyBaHHSA
ImicnsionepalliiHuX HyOOTH i 6/1I0BaHHS y OiTel BiKOM OO 2 POKiB.

X8opi 1iMHbO20 BIKY

I[MocBim 3acTocyBaHHS npenapaTy EMeToH Oy npo@inakKTUKHA i TiKyBaHHA
ImicnsionepauiiHuX HyOOTHU i O/II0BaHHS Yy JIIOJEeH JIiTHBOTO BiKy 00MeXKeHUM, OOgHaK
npemnapaT EMeToOH moOpe mepeHOCUTHCS XBOPUMHU BiKOM Biff 65 POKiB, SKi OTPUMYIOTH
XiMioTepariito.

ITauienmu i3 nopyweHHAMU PYHKUII HUPOK

HeMmae HeoO6xigHOCTI ¥ 3MiHi JOOOBOTO MO3yBaHHS a00 pexkuMy H03yBaHHS, ab0 MIIIXY
BBEIEHHS.

ITauieHmu i3 nopyweHHAMU PYHKUiII neyiHKu



Y mairieHTiB i3 moMipHUMY ab0 TIXKKUMU MOPYLUIEHHAMM (QYHKIII ITeYiHKY KITipeHC
npemnapaty EMeTOH 3Ha4YHO 3HUXKYETHCS, a IePio HalliBBUBEOEHHS i3 CUPOBATKHU
KPOBi CyTT€EBO ITOAOBXKYETHCA. [IJI1 TAaKUX IAIliEHTIB 3arajgbHa 4oOOBa [03a He IIOBUHHA
IIepeBUIlyBaTU 8 MI, TOMY PEKOMEHAYEThCS TapeHTepalbHe abo mepopasbHe
3aCTOCYBaHHS.

ITauieHmu 3 nopyweHHAM memaboaidamy cnapmeiHy/0ebpucokeiHy

[Tepion HamiBBUBEeOEHHS OHOAHCETPOHY V IAIliEHTIB 3 MOPYIIEHHIM MeTaboIi3My
crapTeiny i meOpruCOKBiHYy He 3MiHIOEThCSA. OTKe, Y TaKUX IAIliEHTIB ITOBTOPHE
BBEIEHHs IIpelapaTy JacTh Ty caMy KOHIIEHTpallil0o OHOAaHCETPOHY, IO ¥ y 3arajbHiu
nonynsainii. Hemae HeoOxigHOCTI 3MiHIOBaTH J03yBaHHS ab0 4acTOTy BBEIEHHS.

3acTOoCyBaHHSI PO3YMHY O iH EKIN

Awvniynu 3 ipenapaToM EMeTOH He MiCTSITh KOHCEPBAHTIB i IXx HE0OXigHO
BUKOPUCTOBYBATH HETAWHO ITiC/IST PO3KPHUTTS; PO3UHUH, 110 3aJIUIIUBCS, ITOTPIOHO
3HUIIUTU. AMIIYyIU 3 IpenapaToM EMeTOH He MOXKHa aBTOKJIaByBaTH.

ITicaa po3sedeHHs

[Ticnss po3BegeHHs y CYMICHUX PO34YMHaX [Ji BHYTPIIIHbOBEHHUX iHQY3iil mpenapar €
CcTabinTbHUM NPU HOPMaJIbHUX KiIMHATHUX YMOBaX OCBiTIIeHHS a00 Ipu JeHHOMY CBiTIIi
IPOTSATOM IIPUHANMHI 24 TOOWH, TOMY 3aXHUCT Bif CBiTJa Iif 4ac iHQy3iil He
MMOTPiOHUT.

CymicHicmb 3 iIHWUMU piduHaAMu 014 BHYMPIWHbOBEHHUX IH €KUIU

[Ipenmapat EMeTOH cJiif 3MilllyBaTH TiJIBKY 3 TUMHU PO3YMHAMUY, 110 PEKOMEHJ0BaHi, a
caMme:

¢ 0,9 % po34YuH HaTpilO XJIOPUNY;
e DO3YMUH T'JIIOKO3U 5 %;
e po3uuH MaHiTONy 10 %;

po3uuH PiHrepa;

0,3 % po3uuH Kajiw xaopuny Ta 0,9 % po34uH HATPIiO XJIOPHUAY;

0,3 % pO3UYMH KaJlil XJIOPUAy Ta PO34YMH I'/IIOK03U 5 %.

Pozuunu gns iHdy3ifitHOTO BBEeHHS MOTPiOHO roTyBaTu 0e31ocepeqHbo IePe
iHdy3iero abo 30epiraTtu y XomoguIbHUKY IIpu TemrepaTtypi 2-8 °C He Oinbiie 24
TOOUH IO ITOYAaTKY 3aCTOCYBaHHs. Y pa3i HeoOXimHOCTi TpuBasoro 306epiranus
npenapaTty PO3YMHEHHS CIIif IPOBOAUTH Y BIAIIOBIJHUX aCEIITUYHUX yYMOBax.

BcTaHoBIeHO, 1110 OHOAaHCETPOH 30epirae cTabiIbHICTh TAKOXK ITPU BUKOPUCTAHHI
TIOJIieTUIIEHOBUX i CKNsSHUX (py1akoHiB. Bimomo, 1110 oHmaHceTpoH, po3BemeHuit 0,9 %



XJIOPUOOM HaTpito abo 5 % riIK03010, 30epirae cTabinbHICTh V MOMIIPONiIeHOBUX
mmnpuilax. [JoBegeHo TakKoX, 110 CTAOIIbHICTh Y IOJIITPOIIiIEeHOBUX HITPHUIIAX
30epiraeTbCcs MpU PO3BeeHHI OHIAHCETPOHY iHIIIMMU PEKOMEHOOBAaHUMU PO3UYMHAMHU.

CymMmicHicmb 3 IHWUMU npenapamamu

[IpemapaT EMeTOH MOKHa 3aCTOCOBYBaTH y BUTJISA[AI BHYTPIIIHBOBEHHOI iH(DY3il 3i
mBHUOKicTIO 1 Mr/roguny. Yepe3 Y-mogibHu iH €KTOP pa3oM i3 mpenapaToM EMeToH
IIpU KOHIIeHTpallil oHgaHceTpoHy Big 16 o 160 mkr/mi (To6To 8 Mr/500 M abo

8 mr/50 M1 BiAOBIOHO) MOKHA BBOOUTH:

e ;uuUCnAaMuUH y KoHIleHTpallil mo 0,48 mr/mn npotsrom 1-8 rogus;

e ;5-¢pmopypauun y KoHlleHTpalil go 0,8 mr/mn (Hanpuknaz, 2,4y 3 1 abo 400 mMr
y 500 M) 3i mBUAKiCTIO He Oinbine 20 MJI/TOOUHY; BUIla KOHIIEHTPALisa 5-
(pTopypaluiny Moxke CIPUYNHUTH IIPELUITiTallil0 OHOAaHCETPOHY; PO3YNH IO
iH(Qy3iu 5-pTopypauuny moxe mictutu mo 0,045 % xjmopungy MarHirto JogaTKOBO
0O IHIIKWX CYMICHUX HAIllOBHIOBa4YiB;

e ;KapbonsiamuH y KoHneHTpariii Big 0,18 mr/mi go 9,9 mr/mn (Hampukinag, Big 90
Mmr B 500 mi1 mo 990 mr B 100 mi) nmpotsrom 10-60 XxBUIUH;

e ;emono3uld y KoHueHTpatil Big 0,14 mr/mn go 0,25 Mr/Mmn (Hanpukiaapm, Bim 72 Mr
B 500 M gmo 250 mr B 1 1) npotsiroMm 30-60 XBUJIUH;

e ;uepmasudum y go3i Big 250 Mr o 2 r, po3BedeHul y BOAI O/ iH’ €Ki
(Hammpuknag, 2,5 MiI Ha

250 Mr a60o 10 M Ha 2 T e Ta3uguMYy), y BUTTISIOi BHYTPIIITHEOBEHHOI OOJIIOCHO1
iH’ €Kil MPOTSATOM 5 XBUJINH;

e ;uuxaopocgamio y mosi Big 100 Mmr mo 1 r, po3BemeHU# y BOi OJis iH €KIIiN (5 M
Ha 100 mr nuknodocdaminy), y BUTIssai BHYTPIIIHLOBEHHOI OOJTIOCHO] iH’eKITil
IPOTSATOM 5 XBUJIUH;

e ;00KcopybiyuH vy 0o3i Bim 10 mr mo 100 mMr, po3BemeHui y BOOi OJIst iH'€KITiH (5 Mt
Ha 10 Mr goKcopyOilnMHY), Y BUTISOi BHYTPIITHLOBEHHOI OOMIOCHOI iH’€KITil
MIPOTSITOM 5 XBHUJINH;

e ;0ekcamemasoH y 0o3i 20 MrT, y BUTJISA[l ITOBiIBHOL BHYTPIITHEOBEHHOI iH €KIIil
MIPOTSTOM 2-5 XBUJIUH (IIPY OMHOYACHOMY BBefleHHi 8 Mr a6o 16 Mr
OHIOAHCETPOHY, Po34nHEHOr0 ¥ 50-100 M1 iH'€KILIMHOTO PO3YHUHY), IPOTATOM
npubmu3Ho 15 xBunuH. OCKIiNbKY OaHi MperapaTy € CYMiCHUMM, 1X MOXXHa
BBOOUTHU 4Yepe3 OOHY KpalleJIbHUIIO, IIPY IIbOMY B PO3YUHiI KOHIIEHTPaIlil
nekcaMeTa30HY pocdaTty (y dopMi HaTpieBol coii) OyOyTh CTAHOBUTH Bif 32 MKT
no 2,5 mr B 1 MJI, a OHZaHCEeTPOHY - Big 8 MKTr 7o 1 Mr B 1 mMiL.

Iimu.



[IpenapaTt npu3HadYaTH OiTSAM BiKOM Bif 6 MicsIIiB ITpu xiMioTeparil Ta BikoMm Bifg 1
MicsIst oiist TpodiTakKTUKY i JTIKyBaHHS ITicIsToNepaliiHuX HyOOTH i OJTIOBaHHS.

Ilepego3yBaHHs

CuMniToMH Ta O3HAKU

IaHUX IPO mepemo3yBaHHS OHOAHCETPOHY HEOCTATHLO. Y OiNbIIIOCTi BUIIaAgKiB
CUMIITOMHU CXOXKI Ha Ti, II10 OIIMCaHl y NallleHTiB, AKUM BBOOUJIM PEKOMEHI0BaHI 103U
(muB. po3min «I1ob6iuHi peakirii»).

Cepeq IposBiB IIepeno3yBaHHs IOBIIOMIISAIU IIPO 30POBL PO3J1agu, 3arop TIXKKOT0
CTYIEeHS, TiIOTEeH3il0, Ba3oBaraJjibHi IIPOSIBHU i3 TpaH3UTOPHOIO AV-0510Kamoro 11
CTyIleHs. Y BCiX BUIIaJKaX Il SBUIIa TOBHICTIO MUHAJIH.

OnpaHceTpoH nogoBxkKye iHTepBaln QT y mo3o3anexkHil popmi. Y Bunagky
nepeno3yBaHHS PEKOMEHOYeEThC NIpoBeneHHss EKI -MoHITOPUHTY.

Iimu

[ToBigoMIIsANIM PO CEPOTOHIHOBUYM CHUHAPOM y HEMOBJIAT Ta HOiTel BiKOM Bifg 12 MicsmiB
0O 2 POKIB Mic/Is BUIIagKOBOTIO IIepego3yBaHHs IIpenapaTry AJis IepopabHOTO
3aCTOCyBaHHS (OO3U MepeBUIlyBalli PEKOMEHOOBaHUU PiBeHb 4 MI/KT).

JIikyBaHHS

CnenudidyHOro aHTUAOTY He iCHY€E, TOMY V BUIIafKaX Ilepefo3yBaHHsa He0OXigHO
3aCTOCyBaTU CUMIITOMATU4YHY Ta HiATPUMYyBaJIbHY Tepariito.

IMTopmanbilie BemeHHsI XBOPUX CJIi ITPOBOAUTY 3a KIIIHIYHUMMU ITOKa3aHHSIMHU abo, 10
MOZKJIMBOCTI, 3TiIHO 3 PeKOMeHOaliAM1 HalllOHAJILHOI'O LIEHTPY II0A0 OTPYEHB.

3acTocyBaHHS imeKaKyaHHU OJIs JIIKYBaHHS epefo3yBaHHS OHIAHCETPOHY He
PEKOMEHAYEThCS, OCKINBbKHY 11 Aisfi He MOXKe IIPOSIBUTUCS Yepe3 aHTUEMETUYHUYN BIIJIUB
OHJIQHCETPOHY.

IToGiuni epexkTn

[ToGiuHa mist, iHdopMallist Tpo IKy HaBeleHa HUXK4Ye, KjJlacudikoBaHa 3a opraHaMu i
CHUCTeMaMM Ta 3a YaCTOTOIO 1i BUHUKHEHHS. 3a YaCTOTOI0 BUHUKHEHHS MOOiuHi peakirii
PO3IOAiIeHO Ha TaKi KaTeropil: gyxke 4dacTto (=1/10), gacto (=1/100 ta <1/10),
HedacTo (=1/1000 ta <1/100), pigko (=1/10000 Tta <1/1000), oy=xe pigko (<1/10000),
4acToTa HeBifgoMa (4acTOTy He MOXKHa OL[IHUTH Ha OCHOBI JOCTYIIHUX OaHUX).

3 6oky iMmyHHOI cucmemu:



PiOKO: peaxiil rinep4YyTJIuBOCTI HETAaWHOTO TUITY, iIHKOJIM TSXKKi, aXX A0 aHadinakcil.
3 6oKy Hepsosoi cucmemu:
Oy2Ke 4aCTO: TOJIOBHUM Oiflb;

HedacCTO: CYIOMHU, PYXOBi ITOPYIIIeHHS (BKJII0Yal04Yu eKCcTpallipaMinHi peakilii, Taki K
OKYJIOTipHUM KPH3, OUCTOHIYHI peakilil i AuCcKiHe3is 0e3 CTIiMKUX KIiHIiYHUX HACIiOKiB);

PigKo: 3arraMOpPOYeHHsI, IePeBaxKHO ITiJl Yac MIBUAKOr0 BHYTPIIITHHLOBEHHOTI'O BBEI€HHS
mpernapary.

3 60Ky opaaHis 30py:

PiOKO: CKOPOMUMHYII 30POBi po3aau (IOMYyTHIHHS B 049ax), TOJIOBHUM YHMHOM ITiJl 4ac
BHYTPIIIITHbOBEHHOT' O BBEIE€HHS;

OyzKe PigKOo: MUHYIIA CJI0Ta, TOJIOBHUM YMHOM IIiff YaC BHYTPIILIHLOBEHHOT' O
3acToCyBaHHs. Y OiNbIIIOCTI BUIIQMKIB CJlimoTa MUHAE MPOTAroM 20 XBUIUH. BinbIIicTh
MalieHTiB OTPUMYyBaJIU XiMioTepalleBTUYHI IpenapaTy, siKi BKIoYanu uucninaTtul. [Ipo
OesIKi BUMaAKHA MHUHYIIO] CIIIIOTH ITOBIOMIISIMN K PO CIIIIIOTY KOPTUKAJIbHOTO
MIOXOIKEHHS.

3 6oky cepus:

HedacTo: aputMil, 6inb y rpymsax (3 gemnpecieio cermenTa ST abo 6e3 Hel),
OpaguKapmis;

pioko: mogoBxkKeHHS iHTepBany QT (BKIOYal04Yud TPEMTIHHS/MEPEXTIiHHS IIJTYHOUYKIB (
Torsade de Pointes)).

4acToTa HeBimoMa: ineMist Miokappaa (guB. po3mgin «OcoBIUBOCTI 3aCTOCYBaHHS»).
3 60Ky CyOuH:

YacTo: BiguyTTs Terjia abo IIPUMIIHUBIB;

He4dacToO: TIiIIOTeH3is.

3 60Ky OuxasnbHOI cucmemu ma opa2aHie 2pYyOHOI NOPOHCHUHU:

HevyacCTO: TUKaBKa.

3 60Ky mpasHo20 mpakmy:

YacCTO: 3allop.



3 6oky eenamobiaiapHoi cucmemu:
HedyacTo: 6e3CUMIITOMHE MiIBUILIEHHS ITOKa3HUKIB QYHKIIII TeYiHKH.

LIi BUnmagKu CIoCTepiraroThCs rOJIOBHUM YMHOM Y XBOPHUX, SKi JIIKYIOTHCS
XiMioTepalneBTUYHUMU IIpenapaTaMu, 10 MICTATh LIMUCIIJIaTHUH.

3 60Ky wKipu ma niowkKipHOI KAIMKOBUHU:

OyzKe PiAKO: TOKCUYHI BUCUIIM, B TOMY YUCJIl TOKCUYHUU ellifepMaibHUI HEKPOJIi3.
3azanvHi po3aadu:

4acTo: MiClleBi peakiiil y OiIsSHIII BHYTPIIIIHbOBEHHOT O BBEIEHHSI.

3a maHUMH HiCISIPeEcTPallifHOr0 CIIOCTEPEeXKEeHHS BifoOMO Ipo TakKi moOiuyHi peakirii.

3 60Ky cepueso-cyOuHHOI cucmemu: 6inb Ta TUCKOMPOPT y TPYOSAX, EKCTPACUCTOIIH,
TaxikKappis, BKIIOYal4y IIJIYHOYKOBY Ta HaAIJIyHOYKOBY TaxikKapzito, piOpuisaiiio
rnepencepnb, BiMUyTTs cepiieOuTTsI, cuukone, 3aminu EKT.

Peaxuii 2zinepuymausocmi: aHadimaKTU4YHI peakllii, aHTiIOHEBPOTUYHUM HaAOPSK,
OpoHxocma3M, aHagiTaKTUYHUN 10K, CBepOiXK, IMKipHi BUCUTIaHHS, KPOIUB THKA.

3 60Ky Heps8osoi cucmemu: IOPYIIIEHHS X0, XOPesi, MiOKJIOHYC, HEBraMOBHICTb,
BIOUYTTA IIEeYiHHS, IPOTPY3ia A3KWKa, OUILJIOINIA, IapecTesis.

3azanvHi nopyweHHA ma Micuesi peakuii: TIigBUINIEHHS TeMIlepaTypu Tina, 6imb,
IIOYEPBOHIHHSA, II€YiHHS Y MiCIli BBEIE€HHS.

THwe: TinoKkajieMida.

ITogi0oMmaeHHA npo ni0o3prosaHi nobiuHi peakuii

[ToBimoMeHHs Mpo MOOIYHI peakilil Imicyisg peecTpallil TiKkapchbKoro 3acoby Mae
BaXJIMBe 3Ha4YeHHA. lle ma€ 3MOry IpOBOOUTU MOHITOPUHT CIiBBiOHOILIEHHS
KOPUCTBL/PU3UK IIPHU 3aCTOCYBaHHi ITbOT'0 JIIKapPCHKOTro 3aco0y. MeguyHuM Ta
dbapmalieBTUYHMM ITpaIliBHUKAM, a TAKOX MHallieHTaM abo iX 3aKOHHUM
IMpeacTaBHUKAM CJIil ITOBiMOMJISITH IIPO YCi BUIIAAKY ITiMO3PIOBAaHUX ITOOIYHUX pPeakIlii
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOTro 3aco0y yepe3 ABTOMaTHU30BaHY
iHpopMalLiiHy cucTeMy 3 (papMaKOHArIsAOy 3a mocuinaHHaM: https://aisf.dec.gov.ua.

TepMmin npuagaTHOCTI

2,5 POKH.



HeBukopucTaHuil BMIiCT aMIyJIu CJIif 3HUIIUTH, HOTO He MOXKHa 30epiratu ans
IIOJaJIbIIOr0 3aCTOCYBaHHS.

VYMmoBHu 30epiranHs

30epiraTty B OpuUTiHaIbHIM yIAKOBIIi ITpU TeMIlepaTypi He Buile 25 °C.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicIti.
HecymMmicTHicTh

[IpenmapaTt EMeTOH He ciif 3MilllyBaTH B OOHOMY IINpHUIli abo iH}y3ilitHOMY PO34UHi 3
IHIIIMMY TiKapChbKMMH 3aco0aMu, 3a BUHSITKOM PEeKOMEHIOBaHUX PO3YMHIB (OUB.
po3min «Cnocib 3acTOCYBaHHS Ta IO3U»).

YnakoBKa

ITo 2 mn abo 1o 4 M B aMImyi nmosieTuneHoBiu. [1o 5 abo 50 ammyn y nmayiti 3
KapTOHY.

KaTeropis Bignycky
3a peLenTom.
BupooHHK

TOB «®APMACEIJI».

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXeHHsI HOTr 0
IisITHLHOCTI.

YVkpaina, 07408, KuiBcbka 00651., bpoBapchkui p-H, c. KBiTHeBe, Byi. [Ipopi3Ha, 3.



