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IHCTPYKLIA

AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby
OHOAHCETPOH

(ONDANSETRON)

Cknapg:
OH[QHCETPOH;
1 mMn po3umHy MicTUTb 0,002 I oHAaHCeTPOHY (Y BUMNALI OHLAHCETPOHY TiApOX/Iopuay aurigparty);

AOMOMI>KHI PEYOBMHU: KICNOTa IMMOHHA MOHOTiApaT, HaTpPito LUTPaT, HaTpPito Xopua, Boga Ans iH' eKuili.

NikapcbKa thopma. Po3umH ans iH’ eKLil.

OCHOBHI  (pi3nMKO-XiMiYHI BnacTMBOCTI: npo3opa 6Ge3bapBHa pigvHa, MPaKTUYHO He MICTUTb MeXaHiYHUX
[IOMILLIOK.

dapmakoTepaneBTMYHa rpyna. MNMpoTnbatoBabHi 3ac06M Ta npenapatu, WO YCyBatoTb HYA0TY. AHTaroHicTu
peuenTopiB cepoToHiHy (SHT3). OHpaHceTpoH. Kog ATX AO4A AOL.

dapmakosoriyHi B1acTmBOCTI.
dapmakogyHamika.

OHJaHCETPOH — CW/IbHOMIOYMIA BUCOKOCENEKTUBHMI aHTaroHictT 5HT3 (CepoTOHIHOBMX) peLenTopiB.
Mpenapat nonepegxye abo ycysBae HyAOTY i 6/10BaHHS, WO CNPUYMHAKOTLCA LMTOTOKCUYHOK XiMioTepanieto
Ta/abo NPOMEHEBOIO Tepanieto, a TaKoX MicnsonepayiinHi HygoTy i 6ntoBaHHSA. MexaHi3m Al OHAAaHCETPOHY A0
KiHUA He 3’dcoBaHuil. MoxnuMBo, npenapar O/10KYye BUHUKHEHHS OGNOBa/IbHOIO pediekcy, MposBAsoYn
aHTaroHiCTUYHY Ait0 BigHOCHO SHT3-peLienTopiB, AKi NOKaNi3yrOTbCA Yy HelpoHax fK MepuepuyHoi, Tak i

LleHTpa/IbHOT HepBOBOT cucTeMu. lpenapar He 3MEeHLUYE NMCMXOMOTOPHOI aKTMBHOCTI MauieHTa i HE YMHUTbL
CefaTMBHOrO eqieKTy.

dapmakokKiHe TVKa.

Mpn BHYTPILLHLOM S30BOMY BBEAEHHI MaKCUMasibHa KOHLEHTpauis y nnia3Mi KpoBi [0CAraETbCA MPOTArom
10 xBunmMH. O6G’eM pO3MNOAINY MiCnA NapeHTepasbHOro BBeLEHHSA Yy Jopoc/imx CTaHoBWUTL 140 n. OcHoBHa
yacTMHA BBEAEHOT [O3M NifLAETbCA MeTaboni3My Y NediHui. 13 ceyero y He3MiHEHOMY CTaHi BUBOAUTLCA MeHLLIE
5% npenapaty. lNepiog HaniBBUBELEHHA — NPUOAN3HO 3 TOAMHU (Y XBOPUX JIITHLOTO BIiKY — 5TOAWH).
3B’ A3yBaHHA 3 6ifIKamMu nnasmm — 70-76%.


mailto:

Y nauieHTiB i3 HUPKOBOK HEAOCTATHICTIO MOMIPHOIO CTYMeHs (KNipeHC KpeaTuHIHY 15-60 M//XB) 3MEHLLYETLCS
AK CUCTEMHWIA KNipeHc, Tak i 06’eM po3noginy OHAAHCETPOHY, Pe3y/nbTaTOM YOro € He3HayHe i K/iHIYHO
He3HauyLLe 36i/IbLUeHHA nepiogy HaniBBUBeLeHHA npenaparty. PapMakoKiHETUKA OHAAHCETPOHY NPaKTUYHO He
3MIHIOETBLCA Y MaLiEHTIB i3 HMPKOBOK HEAOCTATHICTHO TAXKKOrO CTYMeHs, AKi 3HaXOAATbCA HAa XPOHIYHOMY
remogianisi (fOCNiMKEHHA MPOBOAUAN Y MepepBi MK ceaHcamu remogianidy). Y nauieHTiB 3 XPOHIYHOH
MeYiHKOBOK HefOCTaTHICTIO TSAXKKOMO CTYMEHSi CUCTEMHUIA KNiPEHC OHAAHCETPOHY MOMITHO 3MEHLUYETLCS 3i
36ibLUEeHHAM Nnepiofy HanisBuBeAeHHS (15-32 roguH).

KniHiYHI XapaKTepUCTUKN.
NokasaHHS.
Hygota i 6/110BaHHS, CNPUYMHEH] LMTOTOKCMYHOK XiMIOTepanieto Ta MPOMEHEBOKO Teparieto.

MpodinakTnka Ta NikyBaHHSA NicnsonepayinHmux Hya0TH | 6/1H0BaHHS.

IMpoTnnoKasaHHA.

3acTocyBaHHS OHZAHCETPOHY pa3oM 3 anomopdiHy rifpoxX10puaAoM NPOTMUNOKa3aHe, OCKiNIbKX crnocTepiranmcs
BUNAAKWN CUNbHOT apTepianbHOT MiNOTEH3IT Ta BTPaTK CBIAOMOCTI Mif Yac CYMICHOIMO 3aCTOCYBaHHS.

inepyyTmMBICTb A0 OY/b-AKOrO KOMIMOHEHTa Npenapary.

B3aemogis 3 iHLLIMMK NiKapCbKUMKM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.

OHJaHCETPOH He TMPUCKOPKE | He ralbMye MeTaboni3M IHWMWX MpenapaTiB Mpu O4HOYACHOMY 3 HUM
3acTocyBaHHi. CrelianbHi JOCNIIKEHHS NOKa3a/v, WO OHAAHCETPOH He B3aEMOZIE 3 alIKOrosiem, Temasenamom,
(hypocemMifoM, andeHTaHifiom, TpaMagonom, MopgiHOM, NirHOKaiHOM, TioNeHTa/loM abo MPonogo1oM.

OHfaHCeTPOH MeTaboni3yeTbCA Pi3HUMU PepmeHTaMu uutToxpomy P450 nediHku: CYP3A4, CYP2D6 Ta
CYP1A2. 3aBAsKN Pi3HOMaHITHOCTI (hepMeHTIB MeTaboni3My OHAAHCETPOHY ra/lbMyBaHHSi ab0 3MEHLLEHHS
aKTMBHOCTI OfHOr0 3 HUX (HanpuKnag reHeTuyHuin geiumt CYP2D6) y 3BMYaliHNX YMOBaX KOMMEHCYEThCA
IHWMY (hepMeHTaMu | He 6y e MaTu BNAMBY abo BMNJIMB Ha 3ara/ibHUin KNipeHe KpeaTuHIHY Oy e He3HaYHUM.

3 06epeXHiCTIO C/lif, 3aCTOCOBYBATW OHAAHCETPOH Pa3oM 3 NiKapCbKMMM 3aco6amu, WO MOLOBXKYHOTh iHTepBa
QT Ta/abo CnpMUYNHAIOTL NOPYLUEHHS eIeKTPONITHOro 6anaHcy (AuB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS»).

ANOMOP®IH.

3acTocyBaHHs OHAAHCETPOHY Pa3oM 3 anoMOopQiHy riLpoXI0pUAOM NPOTUMOKa3aHe, OCKIIbKN crocTepiranmcs
BUMaAKM CUNbHOT FiNOTeH3iT Ta BTpaTW CBIZOMOCTI Mif Yac CYyMICHOr0 3aCTOCYBaHHS.

deHiToIH, KapbamaseniH i puamnilunH.

Y naujieHTiB, AKi NiKYOTbCA NOTeHUiHUMKM iHAyKTopamn CY P3A4 (Hanpuknag heHiToiHOM, KapbamaseniHoM i
puhamniumMHOM), KipeHC OHAAHCETPOHY 36i/bLIYETLCA | MOro KOHLEHTPALLIA Y KPOBi 3MEHLLYETBCS.

CepoToHiHepreTuku (Hanpuknag, CI33C 1a I33CH).

CepoTOHIHOBMIA  CMHAPOM  (BK/KOYAKOUM 3MIHM  MCUXIYHOro CTaTyCy, BereTaTMBHOI HecTabinbHOCTI i
HEpPBOBO-M'A30BMX MOPYLUEHb) OyB OnNucaHWiA Nicis OAHOYACHOMO 3aCTOCYBaHHA OHAAHCETPOHY Ta iHLWIKX



CEpPOTOHIHEPriYHMX npenapaTiB, Yy TOMY YMC/i CENEKTUBHMX IHTIOITOPIB 3BOPOTHOIO 3aXOMN/IEHHS CEPOTOHIHY
(C133C) Ta iHribiTopiB 3BOPOTHOrO 3axOr/ieHHs CEepOTOHIHY Ta HopagpeHaniHy (I33CH) (aus. po3sgin
«OCc0061MBOCTI 3aCTOCYBAHHS).

Tpamagon.

3a fJaHMMM HeBEeNMKOI KiNbKOCTI KNIHIYHMX AOCNigKeHb, OHAAHCETPOH MOXE 3MEHLUYBaTW aHa/reTUUHWIA
edhekT Tpamagony.

3actocyBaHHA OHLAHCETPOHY 3 IHWMMW NiKapCbKUMK 3acobamu, L0 MOAOBXKYHOTb iHTepBan QT, MOxe
CMPUYMHATL  [OAATKOBE MOJOBXEHHA LUboro iHTepBasly. CymicHe 3actocyBaHHA OHOAHCETPOHY 3
KapAiOTOKCUYHMMUN  NIKAPCbKMMKU  3acobamu  (Hanpukniag, aHTpauukiiHamMu) MOXe 30i1blnTy  pPU3KK
BUHWUKHEHHS apuUTMiii (amB. po3ain «OcobnnBOCTI 3aCTOCYBaHHS»).

Oco6MBOCTI 3aCTOCYBaHHSA.

Mpy niKyBaHHI NauieHTIB i3 MposBamMu FiNEpPYYTAMBOCTI A0 IHLUMX CENEeKTUBHWX aHTaroHicTis S5HT3-
peLenTopiB crocTepirannca peakyii rinepyyTanBOCTI.

Peaku,ii, NOB’A3aHi 3 AWXa/IbHOI CUCTEMOLO, NTIKYIOTb CUMMNTOMATUYHO. MeAnyHI NpaLiBHUKA MatoTh 3BepTaTy
Ha HUX 0CO6MBY yBary, OCKi/IbKM BOHW € 03HaKaMu peakLii NigBULLEHOT Yy T/IMBOCTI Ha /TIKapCbKUMit 3acio.
OHaHCETPOH Yy A0303aexHiin opmi nogoexye iHTepean QT (amB. po3ain «PapmMakonoriyHi BNacTUBOCTI»).
[opatkoBo 6yny NOBIAOM/IEHHSA MPO BUMNaAKU TPeMTiHHSA/MepexTiHHS wyHoukiB (Torsade de Pointes) npw
3aCTOCYyBaHHI OHAAHCETPOHY. Cnif YHMKATW 3aCTOCYBaHHA OHAAHCETPOHY Y NAuieHTIB 3 BPOLKEHUM
CUHAPOMOM NOA0BXeHHA QT. OHAAHCETPOH CAif 3aCTOCOBYBATM 3 00EPEXHICTIO AN NiKyBaHHSA NaLieHTIB, SKi
MaloTb ab0 y AKMX MOXE PO3BUMHYTUCHA MOAOBXKEHHA iHTepBasy QT, BK/IOYAOUM MALIEHTIB 3 MOPYLUEHHAM
eNeKTPONITHOro 6GanaHCy, 3acCTiiHOK CepLEBOKD HeAOCTaTHICTHO, OpagnapuTMisMn abo nauieHTiB, AKi
NIKYKOTbCA HWUMK npenapatamu, WO MOXYTb CMPUYUHATU MOLOBXeHHS iHTepBasly QT abo nopyLUeHHS
e/1IeKTPONITHOro 6anaHcy. Nepes NOYaTKOM 3aCTOCYBaHHSA CAif CKOPEeryBaTu rinoKaniemito Ta rinoMarHiemito.

Micna ogHOYacHOro 3acToCyBaHHS OHAAHCETPOHY Ta IHLIMX CEepPOTOHIHEPriYHMX npenapaTis 6yB onucaHui
CEPOTOHIHOBUIA CUHAPOM (AMB. po3fin «B3aemopgisd 3 iHWMMKU NiKapcbkKUMM 3acobamy Ta iHWI BUAK
B3aEMOfiN»). FKLIO OAHOYACHe NiKyBaHHA OHAAHCETPOHOM Ta IHLWWMW CEPOTOHIHEPriYHMMKM npenapaTamu
KNiHIYHO 06I'PYHTOBAaHO, PEKOMEH/YETHLCS BIANOBIAHWIA KOHTPO/b 3@ NaLiEHTOM.

OCKiNbKN OHAHCETPOH MOCNab0e NEPUCTANbTUKY KULLEYHWKY, NOTPIOEH peTenbHUIA Harfs4 3a nawieHTamuy 3
O3HaKamu Ni4rocTpoi HeNPOXiAHOCTI KULLEYHMKY Mif Yac 3acTocyBaHHA OHLAHCETPOHY .

Y nauieHTiB, AKUM NPOBOAUTLCA XipypriyHe BTPYYaHHA B afeHOTOH3WNAPHINA AiNSHLI, 3aCTOCYBaHHSA
OHJAHCETPOHY ANA MPOQINaKTUKN HYAOTU Ta B1K0BAHHA MOXE MacKyBaTW BUHVMKHEHHSA KPOBOTeYi. ToMy Taki
XBOpI NigNAra0Tb peTesibHOMY Haris4y nicnis 3acToCyBaHHA OHAAHCETPOHY.

OfiHa iH’eKLif NiKapcbKOro 3acoby MiCTUTb MeHLUe HiXX 1 MMOosb HaTpito (23 Mr) Ha o3y, TO6TO € (haKTUYHO
6e3HaTpieBOIO.

LiTn

Y piTeid, sKi OTPUMYHOTb OH/ZAHCETPOH Pa3oM i3 renaToTOKCUYHUMI XimMioTepaneBTUUYHUMM MpenapaTamu,
MOTPiIGHO PETENLHO CTEXUTY 33 MOX/MBUMMN NOPYLLEHHAMU QYHKLIT NEYiHKN.

Pe>K1UMI [103yBaHHS

Mpn po3paxyHKy A03M 3rigHO 3 Maco Tifa i 3aCToCyBaHHI TPbOX A03 3 4-rOAVHHUM IHTEpBa/IOM 3arajibHa
[060Ba [03a 6y/e BULLOK, HiXK NPY 3aCTOCYBaHHI OAHIET 103K 5 Mr/M2 i ofHi€el 103K NpenapaTty NepopasibHo.



[MopiBHANbHA eeKTUBHICTb UMX ABOX PEXWUMIB [03yBaHHA He Oyna OuiHeHa Y KNIHIYHUX LOC/iIKEHHAX.
[MopiBHAHHS pe3yNnbTaTiB Pi3HUX AOCNIAKEHb CBIAYNTL MNP0 NOAIGHY edieKTUBHICTL 060X PEXXMMIB [103YBaHHS.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyagato.

JKiHKM fiTOPOAHOrO BiKY.

JKiHKM AiTOpOAHOrO BiKY, WO OTPUMYHKOTb OHAAHCETPOH, MOBWHHI PO3MIAHYTU MUTAHHA MPO BUKOPUCTaHHS
KOHTpaLenuir.

BariTHicTb.

Ha nigcrtasi nposefeHMX enifeMioNnioriyHmux AOCNifKeHb, MiJO3PHETLCA, WO OHAAHCETPOH CNPUYMHSAE Bau
LeNlenHo-MLb0BOT 061acTi NPW 3aCTOCYBaHHI MPOTATOM MepLIoro TPUMECTPY BariTHOCTi. B ogHomy 3
KOrOpTHUX AOCNI[KEeHb, WO BKNHOYano 1,8 MinbiloHa BariTHOCTEN, 3aCTOCYBAHHA OHLAHCETPOHY Y NepLuomy
TpumecTpi 6y/10 NOB’A3aHO 3 NiABULLEHUM PU3NKOM PO3LLENJIEHHS Y POTOBI NOPOXHUHI (3 JOAATKOBI BUNaaKu
Ha 10 000 XiHOK, fKi OTPUMYBa/IM OHAAHCETPOH; CKOPUIoBaHMW BiAHOCHUIA pu3nk, 1,24, (95% CI 1,03-1,48)).
[OCTynHi enifemMionorivyHi JOCNiIKeHHA CepLeBUX Ba NOKa3yTb CyrnepeysivBi pesyibTaTu.

JocnifpkeHHs Ha TBapuMHaxX He BKa3ylTb Ha MpAMI  YM  OMocepefKOBaHi LWKIANMBI  edieKTn  LoAo
PENPOAYKTUBHOT TOKCUYHOCTI. OHAAHCETPOH He PEKOMEHAYETbCS 3aCTOCOBYBAaTM MPOTArOM MEepLIoro
TPUMECTPY BariTHOCTI.

"opyBaHHA rpyAato.

EkcnepvMeHTa/IbHI [OCNIIKEHHA MOKa3ann, L0 OHA4AHCETPOH MPOHMKAE Yy rpyfHe MOMOKO TBapuH. Y pasi
HeoOXi4HOCTI 3aCTOCYBaHHSA Mpenaparty Cif NPUNUHUTA FOAYBaHHSA rPYALH.

IH(hopMaList LWOAO BNAIMBY OHAAHCETPOHY Ha PepTUNbHICTb Y MOAMHN BIACYTHS.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.
MCcUXOMOTOPHI TeCTV MoKasanu, L0 OHAAHCETPOH He BMMBaE Ha 34aTHICTb KepyBaTW MexaHi3mamu i He

UMHUTb CeaTUBHOI Aii, ane cnif maTty Ha yBasi Npoisib NO6iYHMX Al Npenapaty npy BUPILLEHHI NUTaHHSA NpPo
3[1aTHICTb KepyBaTK aBTOTPAHCNOPTOM ab0 PO60TY 3 IHLUMMK MexaHi3MaMMu.

Cnocib 3acTocyBaHHA Ta A03Mu.

HypoTa i 6nt0BaHHsS, CNPUYMHEHT XIMIOTEpanietd Ta NPOMEHEBOD Tepanicto.

EMeTOoreHHMin noTeHuian Tepanii paky Bapitoe 3aneXHO Bif 403K Ta KOMOiHauUil pexumiB ximioTepanii Ta
npoMeHeBOT Teparii. Bubip pexxvmy [03yBaHHSA 3a/1eXUTb Bif, TAXKOCTI eMETOreHHOr o BI/IMBY.

Jopocni.

EmeToOreHHa ximioTepanis Ta NnpoOMeHeBa Tepanis.

PekoMeH[l0BaHa BHYTPILLHbOBEHHA ab0 BHYTPILLIHLOM' A30Ba f03a OHAAHCETPOHY — 8 Mr Y BUTNISAI NOBINbHOT
iH’ eKUiT BNpoJoBX He MeHLe HiXK 30 cekyHf, 6e3nocepeHb0 nepes NikyBaHHAM.

[na npodinaktuky BiACTPOYEHOro abo TpuBasioro 6/1K0BaHHA Micnd nepwmx 24 roguH pekoMeHAyeTbCA
nepopasibHe abo peKTa/bHe 3aCTOCYBaHHS npenaparty.

BucokoemeToreHHa ximiorepanisa (Hanpuknag BUCOKI [03W UucnnaTuHy).

OHOAHCETPOH  MOXHA MpU3HA4YaTU Y BWIMSAl  OAHOPa3oBOI 03  8Mr  BHYTPIilLUHLOBEHHO a60



BHYTPILLHLOM’ A30BO 6e3nocepeiHbO nepes ximiotepanieto. [o3v noHas 8 mr (4o 16 Mr) MOXHa 3aCTOCOBYBATH
NUwe 'y BUrNAAi BHYTPIWHbOBEHHOT iHMY3iT Ha 50-100 Mn 0,9% po3unHy HaTpito Xnopuay abo iHWoro
BIAMOBIAHOIO PO3YMHHMKA (AMB. HUXKYE); IH(DY3is Ma€e TpMBaTU He MeHLwe 15 xBunnH. OaHOpPa3oBy [03Yy NoHas
16 Mr 3acTOCOBYBaTK He MOXHa (AMB. po3ain «OcobIMBOCTI 3aCTOCYBAHHS).

[nsa BUCOKoeMeToreHHoi Ximiotepanii 8 Mr OHAAHCETPOHY ab0 MeHLLY 403y He MOTPIGHO PO3BOAMTI Ta MOXHA
BBOAWTU LLUMAXOM MOBIfIbHOI BHYTPILLIHE0BEHHOT ab0 BHYTPILLHLOM A30BOT iH'eKUiT (He MeHwe 30 cekyHp)
6e3nocepedHbO  neped  XimioTepamield 3 NOAanblUMM  ABOPa3OBMM  BHYTPILUHbOBEHHMM  abo
BHYTPILLUHbOM’ 130BMM BBEEHHSAM 8 MI yepe3 2 Ta 4 rognHu abo NOCTIHOK iHPY3iet0 1 Mr/rognHy NPoTArom
24 roguH.

EekTmBHICTb OHAAHCETPOHY NpPU BUCOKOEMETOreHHI XimioTepanii moxe 6yTu niAsuLieHa [0AaTKOBUM
OfHOPa30BMM BHYTpPILUHbOBEHHM BBEAEHHAM [eKcameTa3oHy Hatpito ocdatry y pfosi 20 Mr nepepg
XimioTepanieto.

[N NpoginakTUKM BiACTPOYEHOro abo TPUBANOr0 6MOBAHHA MiCN Mepwmnx 24 roavH PEKOMEHAYETbCS
nepopasibHe ab0 peKTasibHe 3aCTOCYBaHHS Npenapary.

AiTn Ta nigniTkn (BiKom Bif 6 MicauiB A0 17 POKiB).

Y nepiatpuyHin npaktuyi OHAAHCETPOH CAif BBOAUTY LUNSAXOM BHYTPILLHBLOBEHHOT iHY3ii B

25-50 mn 0,9% po34nHy HaTpito X1opuay abo IHLWOro Bi4NOBIAHOMO PO3UNHHMKA (AUB. HVDKYE «IHCTPYKUIT Ans
3aCTOCYBaHHS») NPOTAroM He MeHLe 15 XBUMNH.

[l03y npenapaty MOXHa po3paxyBaTy 3a NOLLEK NOBepXHi Tina abo Macu Tina AUTUHN.

Po3paxyHOK f031 BiANOBIAHO [0 NAOLWi NOBEPXHI Tina ANTUHMW.

OHfaHCETPOH cnifi BBOAUTM 6e3nocepefHb0 MNeped XiMioTepanieto LUAAXOM pPa3oBOl BHYTPILLIHbOBEHHOT
IH' eKUuii y Ao3i 5wmr/m?, BHYTpIWWHbOBEHHA [03a He Mae nepesuwlysat 8 mr. Yepes 12 roguH MoXKHa
PO3MOYMHATK NepopasibHe 3aCTOCYBaHHA Npenaparty, AKe MoXe TpUBaTy LWe 5 AHIB. He nepesuLLyBaTy 403y 414
[0pOC/nX.

Po3paxyHOK 1031 BiANOBIAHO 10 MAcK Tina ANTUHW.

OHfaHCeTpoH cnif BBOAUTWM 6e3nocepefHbO Mepef XimioTepanieto LWASXOM Pa30BOl BHYTPILLUHbOBEHHOT
iH eKUiT y go3i 0,15 mr/kr. BHYTpilUHbOBEHHA 032 He Ma€ NepeBuLLYBaTh 8 Mr. Y NepLUnii AeHb MOXHa BBECTU
e 2 BHYTPILWHbOBEHHI 03U 3 4-TOANHHUM iHTepBasioM. Yepe3 12 rogvH MOXHa Po3noynHaTV nepopasibHe
3aCTOCyBaHHS npenapary, Ake MoXe TpusaTtu We 5 AHiB. He nepesuLLyBaTh f03y A4/ LJOPOC/NX.

MawieHTn NiTHLOIrO BIKY.

MauieHTam BikOM Bif 65 pokiB BCi 403V AN BHYTPIWHbOBEHHUX iH €KL CAif PO3YMHATM Ta BBOAUTU
npoTarom 15 XBWAWH, NpU NMOBTOPHOMY 3aCTOCYBaHHI iHTepBasl MiX iH'EKLiAMW MOBMHEH OYTWM He MeHLUe
4 roguH.

[N nauieHTiB BiKOM Bif 65 [0 74 poKiB NoyaTKoBa [103a OHAAHCETPOHY CTaHOBWUTL 8 Mr abo 16 mr, BBOAUTU
LUAXOM BHYTPILUHLOBEHHOI TH(Y3IT MPOTATOM 15 XBU/IMH, AKY MOXHa MPOLOBXWUTU BBEAEHHAM [BOX [03 MO
8 Mr npoTarom 15 XBUIMH 3 iIHTepBa/IOM MiX iH(Y3iMW HE MEeHLLE 4 TOAMH.

Y nauieHTiB BIKOM Bif 75poKiB No4YyaTKOBa BHYTPILLIHbOBEHHA IH’EKLiA OHAAHCETPOHY He MOBWHHA
nepesuLLyBaTn 8 MI 3 iH(Y3i€t0 BMPOAOBX He MeHLie 15 xBuauH. Ticnd novaTkoBoi f03U Y 8 M MOXKHa
MPOAOBXMTN 3aCTOCYBaHHA [ABOMa fA03aMy Mo 8 Mr, BBOAUTU LUAAXOM IHQY3ii npotarom 15 XBUAUH 3
IHTEPBA/IOM MiXX IHY3IAMU HE MeHLLE 4 TOAuH.

MaLlieHTV 3 HUPKOBOK HEJOCTATHICTIHO.




Hemae HeoOXiZHOCTI Yy 3MiHI pexxuMmy [03yBaHHA abo LWAsXy MpU3HaYeHHs npernaparty nauieHTam 3
NOPYLLEHHAM (DYHKLiT HUPOK.

MaLlieHTn 3 NeYiHKOBOK HEAOCTATHICTIO.

Y nauieHTIB 3 MOMIPHUMU | THKKUMU MOPYLUEHHAMU QYHKLUIT MeYiHK1 KnipeHC OHAAHCETPOHY 3Ha4YHO
3HUXXYETLCA, a Nepiof, HaniBBUBEAEHHS i3 CUPOBATKM KPOBI — 3pocTae. [1s TakuxX XBOpUX MakcumabHa o60Ba
[103a npenapary He Ma€e nepesuLLlyBaTn 8 Mr.

MauieHTn 3 NOPYLLUEHHSM MeTaboi3My cnapTeiHy/AeOPUCOKBIHY.

Mepiog HaniBBMBEAEHHS OHAAHCETPOHY Y NaUiEHTIB 3 NOPYLUEHHSIM MeTaboni3amMy cnapTeiHy i 4eB6pPUCOKBIHY He
3MIHIOETBCA. Y TaKMX MauieHTiB NOBTOPHE BBEAEHHS MPU3BOAMTL A0 TaKOi XK camol KOHLEHTpaLil npenapary,
LLL0 1 Y XBOPUX i3 HEMopyLleHM meTaboniamoM. ToMy 3MiHa f03yBaHHSA abo YacTOTY BBEAEHHS He NOTPi6bHa.

MicnsonepadiiiHi HygoTa i 6110BaHHS.

Hopochi.

[na npoginakTvkn nicnsonepaviiHnX HyAoTW | 61t0BaHHA pekoMeHAoBaHa f03a OHLAHCETPOHY CTaHOBUTb
4 Mr y BuUrnafi 0f4HOPasoBoi BHYTPILLIHLOM' A30B0i ab0 MOBINIbHOT BHYTPILLHLOBEHHOT 1H’ €KLLIT Nif, Yac BBELEHHS
Y HapKos3.

[na nikyBaHHA nicnsonepayiiHux Hyf0TW | 6/110BaHHA PeKOMeH0BaHa pa3osa f03a OHJaHCETPOHY CTaHOBUTb
4 Mr y BUTNALI BHYTPILUHLOM' A30BOT 260 MOBINIbHOT BHYTPILLUHEO0BEHHOT TH’ EKLIT.

Aitn Ta nigniTku (Bikom Bifg 1 micaus Ao 17 pokiB).

[ns npothinakTukn i NikyBaHHA nicnsonepayinHUX HyfoTW i OMOBaHHA Yy AiTei, AKMX OnepyroTb nif
3arasibHO aHectesieto, OHAAHCETPOH MOXHa BBOAMTWU Y 031 0,1 Mr/kr macu Tina (MakcuManibHO — 0 4 Mr)
LLNISAXOM MOBINIbHOT BHYTPILUHLOBEHHOT iH’ €KLIT (He MeHLe 30 ceKyH/) A0, Mif vac, nicns BBefeHHS Y HapKo3
abo nicnga onepadii.

MauieHTN NiITHLOrO BIKY.

[ocBig 3acTocyBaHHA OHAAHCETPOHY ANs NPOMINaKTUKKM | NiKyBaHHA nicnsonepauinHuX Hya0TU | 6/1H0BaHHA Y
NoJelt NiTHLOro BiKy 06MeXeHuI, ojHaK OHAAaHCETPOH J06pe NepeHOCUTLCA XBOPUMU BiKOM Bif, 65 pokiB, AKi
OTPUMYIOTb XiMioTepanito.

MaLlieHTV 3 HUPKOBOK HEJOCTATHICTIO.

Hemae Heo6XigHOCTI y 3MiHI pexumy [03yBaHHA abo LWIAXy MPU3HaYeHHs npenaparty nauieHtam i3
NMOPYLUEHHAM (PYHKLIT HUPOK.

MaLlieHTV 3 NeYiHKOBOK HEAOCTATHICTIO.

Y nauieHTIB 3 MOMIPHUMU | THKKUMU MOPYLUEHHAMU QYHKUIT MeYiHK1 KnipeHC OHAAaHCETPOHY 3Ha4YHO
3HWMXKYETbCA, a Mepiog HaniBBMBEAEHHS i3 CUPOBaTKM KPOBi — 30iNblUYETbCA. [N TakMX MalieHTiB
MaKcMManbHa f060Ba fj03a Npenaparty He Mae NepeBuLLyBaT 8 Mr.

MauieHTV 3 NOPYLLUEHHSIM MeTaboi3My cnapTeiHy/AeOPUCOKBIHY.

Mepiof HaniBBUBELEHHS OHAAHCETPOHY Y Cy6’ EKTIB 3 NOPYLLUEHHAM MeTabo/i3My cnapTeiHy i Ae6pUCOKBIHY He
3MIHIOETBCA. Y TaKMX NalieHTiB NOBTOPHE BBEAEHHS MPU3BOAMTL A0 TaKOi XX KOHLEHTpaLii npenapary, Wo 'y
XBOPUX 3 HEMopyLUeHNM MeTabo/izMoM. ToMy 3MiHa 03yBaHHA abo YacTOTV BBELEHHS He NOTpiOHa.



IHCTPYKLif AN 3aCTOCYBaHHS.

AMNynK i3 OHJAHCETPOHOM He MICTATb KOHCEPBaHTIB i 1X HEO6XiAHO BUKOPUCTOBYBATU HEranHO

NiCNs PO3KPUTTS; PO3UMH, LLO 3a/IULINBCA, NOTPIOHO 3HULLUTHK.
Amnynu 3 OHLAHCETPOHOM He MOXXHa aBTOKNaBYBaTW.

CyMiCHICTb 3 iHLUMMW PigMHaMK 415 BHYTPILLIHLOBEHHUX iH’ EKLLIA.

PO34MHM AN BHYTPILWHLOBEHHOIO BAMBaHHA MOTPIGHO roTyBaTu Ge3nocepefHbO nepef iHgy3ieto. poTe
BCTAHOB/IEHO, L0 PO34YMH OHAAHCETPOHY 36epirac cTabifNbHICTb NPOTAroM 7 AHIB NPW KiMHATHIA TemnepaTypi
(8o 25 °C) npu feHHOMY CBIiT/i @00 Y XOMOAUIbHUKY NPU PO3YMHEHHI B Takux cepefosuilax: 0,9% po3uvH
HaTpito Xnopuay, Po3ynH rnoKo3n 5%, po3umH maHitony 10%, po3umH PiHrepa, 0,3% po34nH Kanito Xnopuay i
0,9% po3umnH HaTtpito xnopugy, 0,3% po3unH Kasito X0puay i po3ymH rnrokKosu 5%.

BcTaHoB/EHO, WO OHAAHCETPOH 36epirae CTabi/IbHICTb TAKOX NPV BUKOPUCTAHHI MOJTIETUMNEHOBUX | CKIAHMX
(hnakoHiB. Byno NnokasaHo, L0 OHAAHCETPOH, po3BeaeHnin 0,9% xnopuaom HaTpito abo 5% rnKo30t0, 36epirae
CTabifIbHICTL Yy noninponineHosux Lwnpuuax. [oBefeHO TakoX, WO CTabifIbHICTb Yy NOMINPOMiNeHOBMX
Lunpuuax 36epiraeTbCs Npy po3BefeHHI OHAAHCETPOHY IHLUUMY PEKOMEHL0BaHUMU PO3UYNHAMN.

Y pasi HeobXigHOCTI TpumBanoro 36epiraHHs npenapaty PO3YMHEHHS CNif NPOBOAMTW Y BiAMNOBIAHUX
acenTMYHMX YMOBaX.

CYMICHICTb 3 iHWMMW NpenapaTamu.

OHZaHCEeTPOH MOXXKHa Npu3HayaTv y BUMNALI BHYTPILWHLOBEHHOT IHPY3ii 31 WBKAKICTIO 1 mr/roguHy. Yepes
Y -nofibHWiA iH’ eKTOp pa3oM i3 OHAAHCETPOHOM MPU KOHLEHTPaLii OHAaHCETPOHY Bifg 16 o 160 mkr/mn (To6To
8 Mr/500 mn abo 8 mr/50 mMn BiANOBIAHO) MOXKHa BBOAUTM:

— uMcnnaTuH y KoHUeHTpauii o 0,48 mr/mn, npoTtarom 1-8 roaux;

- 5-(bTopypaunn y KoHueHTpauii go 0,8 mr/mn (Hanpuknag 2,41y 3 n a6o 400 mr y 500 mn) 3i WBMAKICTIO He
6inblwe 20 mn/rognHy. BinblWl BMCOKA KOHLEHTpauis 5-thTopypauuny MOXe CRpuUUMHUTKL npeuunitauito
OHAAHCETPOHY. Po3umH ansa iHdy3iin 5-propypauynny moxe mictutm go 0,045% xnopuay MarHito Ha
[OMOBHEHHS 0 IHLWNX CYyMICHNX HaNOBHIOBaYiB;

— KapbonnaTwuH y KoHueHTpauil Big 0,18 mr/mn go 9,9 mr/mn (Hanpuknag sig 90 mr B 500 ma o 990 mr y
100 m1) npoTarom 10-60 XBUIWH;

— eTonosung y KoHueHTpauii Big 0,14 mr/mn go 0,25 mr/mn (Hanpuknag sig 72 mr 8 500 mn o 250 mr B 1 1)
npotarom 30-60 XBUNUH;

- yedpTasmanm y go3i Big 250 mr oo 21, po3BedeHuid y Bodi Ans iH’ekuin (Hanpuknag 2,5 mn Ha 250 Mr abo
10 M Ha 2 r uedpTazngnmy) y BUrnsAi BHyTPiLLHbOBEHHOT 60MKOCHOT iH' EKLIT MPOTAroM 5 XBUMUH;

- umknodpocthamig y pfosi Big 100mMr go 1r, posseaeHwid y Bogi Ana iH'ekyin (5mn Ha 100 mr
uMKnodgocgamiay), y BUrnaai BHyTpilLIHbOBEHHOT 60/1FOCHOT iH’ EKLIT NPOTArOM 5 XBU/IWH;

— [okcopy6iuyH y gosi Big 10 mr go 100 mr, po3seaeHunin y Bogi ans iH ekuinn (5 mn Ha 10 Mr gokcopy6ilmHy),
Y BUTNA4I BHYTPILLIHbOBEHHOT B0/TKOCHOT IH’ EKLLIT NPOTATOM 5 XBUWH;

— [iekcameTasoH y f03i 20 Mr, y BUrNs4i NOBIIbHOT BHYTPILLHLOBEHHOT iH’ EKLIT MPOTArom
2-5XBUIMH (MpY OfgHOYacHOMY BBeAeHHI 8 Mr abo 16 Mr OHAAHCETPOHY, po3umHeHoro y 50-100 mn



iH’ €EKLIAHOr0 PO34MHY), NPOTArOM NPU6IN3HO 15 XBMAMH. OCKiNbKX AaHi Npenapatn € CyMiCHUMU, TX MOXHa
BBOAUTW Yepe3 OfAHY KparnebHUU, Npu LbOMY B PO3UYMHI KOHLEHTpaLil gekcameTa3oHy ocdaty (y dopmi
HaTpieBOI coMi) ByayTb CTAHOBUTY Bif 32 MKT 40 2,5 Mr B 1 M/1, @ OHAAHCETPOHY —Bif 8 MK o 1 Mr B 1 M.

[iTn. 3acTocoByBatu 4iTAM BIKOM Bij 6 Micauis (npw ximioTepanir) Ta Bikom Big 1 micaua (408 npoginakTukm
i NiKkyBaHHA nicnsonepawyinHuX Hya0TW | 6/1F0BaHHS).

Nepeno3yBaHHS.

[aHnx npo nepefo3yBaHHs OHAAHCETPOHY HEAOCTaTHbLO. Y GiNbLIOCTI BUMaAKiB CUMNTOMU CXOXIi Ha Ti, LLO
onucaHi y NauieHTiB, SKUM BBOAWM PEKOMEHA0BaHI 4031 (AMB. po3ain «MobivHI peakuii»).

OHpaHCeTPOH MojoBXxye iHTepBan QT Yy [0303a/1eXHi YopMi. Y BUMALKY Nepefo3yBaHHS PeKOMEHLYETbCS
nposefeHHA EKI-MOHITOpUHTY.

Cepepn nposBiB nepefo3yBaHHA MOBIAOMAAAN MPO 30POBI PO3M1aAu, 3anop TAXKKOro CTYMeHs, rinoTeHsito,
Ba3oBarajibHi NposiBM i3 TpaH3uTOpHOK AV-6nokagoto Il cTyneHs. Y BCiX BuNafgkax Ui sBMWa MOBHICTHO
MUHaN.

CneunivyHOro aHTUAOTY He ICHye, TOMYy Yy BUNagkax nepefosyBaHHA HeOOXiLHO 3acTOCOBYBATM
CUMNTOMAaTUYHY Ta MiATPUMYOUY Teparito.

3acToCyBaHHsl inekakyaHu Ans NikyBaHHs Nepeao3yBaHHs OHAAHCETPOHY He PEKOMEHYEThCS, OCKiNbKM i Ais
HE MOXXE BUSIBUTUCSA Yepes aHTUEMETUUYHIIA BNMB OHAAHCETPOHY.

[iTn: Npo cCepoTOHIHOBWIA CMHAPOM MOBIAOM/IANN Y HEMOBNAT Ta AiTeil BIKOM Big 12 MicAuiB Ao 2 pokiB nicns
BUNALKOBOrO Mepefo3yBaHHA npenapaty A48  NepopasibHOro  3acToCcyBaHHA  ([03M  nepeBuLLyBan
PeKOMeH0BaHN piBeHb 4 MI/Kr).

Mo6iuHI peakuii.
3 60Ky iMyHHOT cMCTeMW: peakLii rinepyyTAMBOCTI HEranHOro TUMy, iIHKOMM TSXKKI, X A0 aHadinakcii.

3 BOKY HepBOBOI CUCTEMU: FONOBHUIA 6iNlb; CYOMU, PYXOBI MOPYLLEHHS (BK/IHOUakOUmM eKCTpanipaMigHi peakuir,
TaKi SIK OKYNOripHWIA KpK3, AUCTOHIYHI peakuii | AMCKiHe3is 6e3 CTINKUX KNiHIYHMX HAaCNifKiB); 3anaMOopOYeHHs
MepeBaXXHO Nif Yac WBUAKOI0 BHYTPILLUHbOBEHHOI O BBEAEHHS Mpenapary.

3 6OKy opraHiB 30py: CKOPOMWHYLLi 30pOBi po3nagn (NOMYTHIHHS B O4ax), FOMIOBHMM YMHOM Mif 4ac
BHYTPILUHbOBEHHOrO  BBEfEHHSA; MWHYyLla Cfinota, rO/I0OBHAM YMHOM Mif 4ac BHYTPILLIHLOBEHHOIO
3aCTOCYBaHHSA. Y 6inbLUIOCTI BUNAAKiB cninota MUHae NPoTaroM 20 XBUVH.

3 BoKy cepus: apuTmii, 6inb y rpyasax (3 fenpecieto cermeHta ST abo 6e3 Hel), bpagukapiisi; NOAOBXEHHA
iHTepBany QT (BKNOYaKOUM TPEMTIHHSA/MepexTiHHS WyHouKiB (Torsadede Pointes)).

3 60Ky cyauH: BiavyTTS Tenna abo NpunamMBIB; rinoTeH3is.
3 60Ky AnxaNbHOI CUCTEMU Ta OpraHiB rpyAHOT NOPOXKHUHN: TKaBKa.
3 60Ky TpaBHOro TpakTy: 3anop.

3 60Ky renaTobiniapHoOi cucTemMu: 6Ge3CMMNTOMHE MNiABULLEHHSA MOKa3HWKIB (YHKUIT nediHku. Lli Bunagku



CMOCTepiraloTbCA TOMOBHUM YMHOM Yy MAUIEHTIB, AKi NIKYyHOTbCA XiMiOTepaneBTUYHWMMK Mpenapartamu, Lo
MICTATb LMCNAATKH.

MMosigomasnM NPo BUMaLKM MeYiHKOBOT HELOCTATHOCTI Y XBOPUX Ha pak, AKI OTPUMYBa/IN CYMNYTHE NTIKYBaHHS,
BK/1HOHAOUM MOTEHLIHO renaTtoyMTOTOKCUYHY XiMioTepanito Ta aHTMBIOTUKM.

3 60Ky WKip1M Ta NiAWKIpHOT KNiTKOBUHW: TOKCUYHI BUCUMAHHSA, Y TOMY YMCAI TOKCUYHWUIA enigepMaibHUiA
HEKpOonis3.

3aranbHi po3nagun: MicueBi peakuil y AiNsAHUI BHYTPILLHLOBEHHOIO BBEAEHHS.

3a AaHMK NicnspeecTpaLiiHOro cnocTepeXXeHHs NoBiAOMSANM NPO Taki NOGIYHI peakLii.

3 BOKy CepLeBO-CyaMHHOT cucTemMun: 6ifb Ta AUCKOMMOPT Y rPYAsX, eKCTPacUCTONU, TaxikapAis, BKIKYarun
LL/TYHOUKOBY Ta HafLWLYHOUKOBY Taxikapgito, hibpunauito nepeacepib, BigvyTTs cepuebuTTs, CUHKONME, 3MiHN

EKT.

Peakuii rinepyyTAMBOCTI: aHaiNaKTUYHI peakLii, aHrioOHEeBPOTUYHMIA HabPsK, BPOHX0CNa3M, aHagiNaKTUYHWIA
LLIOK, CBEPOIX, LUKIPHI BUCUMAHHS, KPOMUB’ SSHKa.

3 60Ky HEpBOBOI CUCTEMM: NMOPYLLEHHSA XOAW, XOPes, MIOK/TIOHYC, HEBramMOBHICTb, BIZUYTTA NEYiHHA, NPOTPY3is
A3MKa, Avnnonis, napecTesis.

3aranbHi MOPYLUEHHS Ta MicueBi peakuii: MigBULLEHHS TemnepaTypu Tina, 6ifb, NOYEPBOHIHHSA, MEYIHHSA Y
MiCLi BBEAEHHS.

IHWe: rinokaniemis.

TepMiH NpUAaTHOCTI.

2 POKMW.

YMoBW 36epiraHHs.

36epiraTv y HelOCTYNHOMY AN AiTel MicLi B OpuriHanbHii ynakoBLi npy Temnepatypi He BuLe 30 °C.

HecymicHicTb. OHaHCETPOH He MOXHa 3aCTOCOBYBaTM B OAHOMY LUMPULL abo IH(Y3iMHOMY pPO34MHI pa3oMm 3
IHWUMM  niKapcbkumK  3acobamu. OHAAHCETPOH Yy (DOpPMi  iH'EKLi  MOXHa MOELHYBATM Jfinlle 3
PEKOMEH0BaHUMM PO3YMHaMK ANS iHQY3il (AnB. po3ain «Cnocib 3aCTOCYBaHHS Ta 403W»).

YnakoBka. Mo 2mn abo 4mn B amnyni; no 5 a6o 100 amnyn y nauyi, abo no 5awmnyn y 6nictepi, no
1 6nicTepy B nayui.

Karteropis Bignycky.

3a peLenTom.



BupobHMK.

MprBaTHE aKLioHEpHe TOBapUCTBO «J1eKXiM-XapKiB».

YKpaiHa, 61115, Xapkiscbka 06/1., MicTo Xapkis, Bynuua CeepuHa MNoToLbKoro, 6yguHok 36.



