C AnTeka iHTepHeT uev

IHCTPYKLUIA

ANS MeAMYHOro 3aCToCyBaHHSA J1IKapCbKOro 3acoby

FOHOPM®

(YUNORM)

Cknap:
Airo4ya peyoBmHa: OHAAHCETPOH;

1 MM pO34YMHY MICTUTb OHAAHCETPOHY riApoxXnopuay AvrigpaTty B nepepaxyBaHHi
Ha OHAAHCETPOH 2 MT;

AOMOMIKHI peqdoBUHM: HATPI0 XJ0pua, KUCIoTa NMMoHHa 6e3BogHa, HaTpito
LMTpaT, BoAa ANs iH'ekUin.

Jlikapcbka popmMma. Po3unH ans iH'ekuin.
OCHOBHIi  @i3nKo-XiMiYHi B/1GCTMBOCTI: nNpo3opa ©6e3bapBHa abo 3nerka
)XOBTYBaTa piavHa.

dapMmakoTepaneBTUMYHa rpyna. NpotnbnoBoTHI 3acobu Ta npenapaTtu, Wo
YyCYBatoTb HYAOTY. AHTAroHicTu peuenTtopiB cepoToHiHy (5HT3). Kog ATX AO4A
AO01.

DapMaKoONOrivyHi B1aCTUBOCTI.
QapmakognHaMika.

OHAaHceTpoH - CUNbHOAIYNI BUCOKOCETeKTUBHUM aHTaroHicT
5HT3 (cepoToHiHOBKX) peuenTopiB. NMpenapaT nonepen)xye abo ycyBa€ Hya0Ty
i 6n0BaHHS, WO CAPUYMHAKTBCA LUTOTOKCUYHOK XiMioTepanieto Ta/abo
NPOMEHEBOK Tepaniel, a TakKoX nicngonepauinHi HyaoTy i 6510BaHHA.
MexaHi3M fii oOHAaHCeTpoHY A0 KiHus He 3’scoBaHui. Moxnmeo, npenapat
610KYyE BUHUKHEHHS 6AtoBanbHOro pediekcy, BUSABAAKOYN aHTarOHICTUYHY Aito
LoAo 5HTs-peuenTopis, AKi NIOKani3yrTbCsA y
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HenpoHax K nepudepunyHoi, TaK i LeHTpaabHOI HEPBOBOI cncteMun. lNpenapaT
He 3MEeHLWYE NCUXOMOTOPHOI aKTUBHOCTI NauieHTa i He BUSBISE ceaaTUBHOIro
edekTy.

@apMmaKoKiHETHKA.

O6’em po3noainy nicna napeHTepanbHOro BBEAEHHA Yy  A0POCAUX
ctaHoBuTb 140 n. OCHOBHAa 4YacTMHa BBeAEHOI 403U NigAAETbCAa MeTaboniamy y
nedviHui. I3 ceyeto y He3MiHEHOMY CTaHi BUBOAUTbLCA MeHwe 5 % npenaparty.
Mepiog HaniBBUBeAeHHS — NpubansHo 3 rogmHu (y XBOpuUX NiTHLOrO BiKy — 5
roavH). 3B'a3yBaHHSA 3 6inkamu nnasmm — 70-76 %.

Y nauieHTiB 3 HWUPKOBOK HEAOCTATHICTIO MOMIpHOro cTyneHsa (KipeHc
KpeaTuHiHy 15-60 Mn/xB) 3MeHWYTbCS $SK CUCTEMHUN
KnipeHc, Tak i 06’eM po3noainy oHAAHCETPOHY, pe3y/bTaTOM YOro € HEe3Ha4yHe
i KMiHIYHO He3Hauyuwe 36inbleHHsa nepiogy HaniBBMBEAEHHS npenaparty.
dapMaKoOKiHETUKA OHAAHCETPOHY MaWMXXe He 3MIHIOETbCA Y MNaUiEHTIB 3
HUPKOBOK HEAOCTATHICTIO TAXKOIo CTyrneHs, aKi 3HaXo4ATbCA Ha XPOHIYHOMY
remogianisi (a4ocnig)XeHHs NpoBOAMIIOCE Y NepepBi MiXK ceaHCaMun remMogianisy).
Y nauieHTiB i3 XPOHIYHOK TMEe4YiHKOBOK HEeAOCTATHICTIO TSHXKOro CTyneHs
CUCTEMHUN KJipEHC OHAAQHCETPOHY MNOMITHO 3MEeHWYETbCA 3i 36iNblUeHHAM
nepioagy HanieBuseaeHHs (15-32 roauHu).

KniHiyHI XapaKTepucTukKkm.
lMoka3zaHHSsA.

Hypnota i ©6ntoBaHHSA, COpUYMHEHI LUMTOTOKCUMYHOKW  XiMioTepanielo Ta
NPOMEeHEeBOI0 Tepani€to.

MpodinakTnka Ta NikyBaHHSA nicnsgonepauinHnx HyaoTn i 6110BaHHA.

lMpornnoka3aHHs.
MigBuLEHa 4YyTNmMBICTb A0 6yab-9KOro KOMNOHEeHTa npenapary.
3aCToCyBaHHS  OHAAHCETPOHY pa3oM 3  anomopdiHy rigapoxnopuvaom

NPOTUMOKa3aHe, OCKIiNIbKM CrocTepiranmca BUMAAKM CUNbHOI apTepianbHOI
rinoTeH3ii Ta BTpaTM CBIAOMOCTI Mi4 Yac CYMICHOIro 3aCTOCYBaHHS.

B3aemMogpgis 3 iHLWWMMMU NNiIKapCbKMMM 3acobamu Ta iHLWIi BuAN B3aEMOZIN.
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OHpaHCEeTPOH He NPUCKOPIKOE i He ranbMye MeTaboniaM iHWMX nNpenapaTiB npu
OAHOYACHOMY 3 HMM 3acTocyBaHHi. CneuianbHi AOCNIAXKEHHS MoKasanu, LWo
OHAAHCETPOH He B3aeMoAi€e 3 ankoroseMm, TemasenamoMm, QypoceMigom,
andeHTaHinoM, TpamMagonoMm, MopdiHOM, firHoKaiHoM, TioneHTanom abo
nponogosiomM.

OHpaHceTpoH MeTaboni3zyeTbCa pi3HOMAHITHUMKU depMeHTaMu LUTOXPOMOMY
P450 nediHkn: CYP3A4, CYP2D6 Ta CYP1A2. 3aBasskm pi3HOMAHITHOCTI
depmeHTiB  MeTaboniamy OHAAHCETPOHY rasibMyBaHHS abo 3MeHLUEeHHS
AKTUBHOCTI OA4HOro 3 HuX (Hanpuknag, reHetTudyHumm pediumt CYP2D6) vy
3BMYANHUX YMOBaAX KOMMEHCYETbCS iHWMMKN (hepMEHTaMU i He BNAMBATUME Ha
3aranbHUN KipeHC KpeaTuHiHy abo BnauB 6yae He3HaYHUM.

3 obepexHicTio cnig 3acTtocoByBaTW OHAAHCETPOH pasoM i3 NiKapCbKUMU
3acobamu, Wo noaoBXYTb iHTepBan QT Ta/abo CNpUUYMHAKOTb MOPYLUEHHS
€N1eKTPOoNiTHOro 6anaHcy (av.. po34in «0OcobnuneocTi
3aCTOCYBaHHSA»).

AnomopdiH

3acToCyBaHHS  OHAQHCETPOHY pa3oM 3  anoMmopdiHy rigpoxsopunaom
NpoTUNOKasaHe, OCKi/IbKW CrnocTepirannca BUMAAKW CUNBbHOI apTepianbHOI
rinoTeHs3ii Ta BTpaTW CBIAOMOCTI Mig 4Yac CyMiCHOrO 3aCTOCYBaHHA.

QPeHiToiH, kapbama3seniH i pyudamMniunH

Y nauieHTiB, AKi NiKyOTbCS NoTeHuinHnMm iHayktopamm CYP3A4 (Hanpuknag,
deHiToiHoM, kKapbamaseniHoM | pudaMniuMHOM), KNIPpEHC OHAAHCETPOHY
36iNbLWIYETLCS | MOFO KOHLUEHTPaLUis Y KpOBi 3MEHLIYETbCS.

CepoToHiHepreTukmn (Hanpuknaa, CI33C ta I33CH)

CepoTOHiHOBUW  cMHAPOM  (BKAHOYAKOUYM  3MIHM  MCUXIYHOro  CTaTycy,
BereTatuBHOI HecTabiNbHOCTI i HEPBOBO-M'A30BMX MNOpYyLUEHb) 6yB ONMCaHUN
nicns oA4HO4YaCHOro 3aCTOCYBAHHSA OHAAHCETPOHY Ta iHWMX CEPOTOHIHEPriYHUX
npenapaTiB, y TOMY 4UYUCNi CeNeKTUBHUX iHri6iTOpiB 3BOPOTHOro 3axomnsjieHHs
cepoToHiHy (CI33C) Ta iHribiTopiB 3BOPOTHOrO 3aXOMJIEHHS CEPOTOHIHY Ta
HopaapeHaniHy (I33CH) (ams. po3ain «OcobamMBOCTi 3aCTOCYBaHHSA»).

Tpamagon

3a AaHUMU AesKUX KAIHIYHUX AO0CNig)KeHb, OHOAHCETPOH MOXe 3MeHLyBaTwu
aHaNreTMYyHun edekT Tpamagony.

3actocyBaHHS HOHOPMY® 3 iHWKMMK NiKapCbKMMK 3acobamMu, WO MOAOBXKYHOTb
iHTepBan QT, MOXe CANpUYUMHUTM A0AATKOBE MOLOBXEHHS LbOro iHTepsany.
CyMicHe 3acTocyBaHHs tOHOPMY® 3 KapAiOTOKCMUYHMMUK NiKapCbKUMK 3acobamm
(Hanpuknag, aHTpauukiiHamMn) Moxe 36iNbWNTU PUBUK BUHUKHEHHS apUTMIi
(auB. po3ain «Ocob/NMBOCTI 3aCTOCYBAHHA»).
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Oco6/1MBOCTIi 3aCTOCYBaHHS.

Mpn nikyBaHHI NaUieHTIB i3 nNposgBaMun MiABULWEHOI YYTAMBOCTI A0 IiHWMUX
CeNneKTUBHUX  aHTaroHictiB  5HT3-peuenTopiB  cnocrtepiranuca  peakuil
NiaABULLEHOI Yy T/IMBOCTI.

PeakUii, noB'A3aHi 3 AMXanbHOK CUCTEMOIO, NiKYHOTb CUMANTOMATUYHO. MeanyHi
NpauiBHUKN MNOBWUHHI 3BEPTaTU Ha HMX 0COBNMBY YyBary, OCKiJIbKM BOHW €
O3HaKaMu peakuin NigBMLWEHOI YyTNMBOCTI Ha fliKkapCbkuii 3acib.

OHpaHCeTpOH Yy pao303anexHin dopMi noaosxye iHTepsan QT (auB. po3ain
«®apMaKonoriyHi BNacTMBOCTI»). [1oAaTKOBO 3a AaHWUMU NICNSIMAaPKETUHIOBOIro
cnocTtepexeHHs 6ynu noBiAOMAEHHS NpO BUNAAKW TPEMTIHHS/MepeXTiHHS
wnyHoukiB (Torsade de Pointes) npu 3acToCcyBaHHi oOHAaHceTpoHy. Cnig
YHUKATW 3aCTOCYyBaHHS OHAAHCETPOHY Maui€eHTaM i3 BPOAXKEHUM CUHAPOMOM
nonoBxeHHs QT. OHAQHCETPOH Cnia 3acTtocoByBaTM 3 obepexHicTio Ans
NiKyBaHHS Maui€eHTIB, SKi MatloTb abo y AKMX MOXe PO3BUHYTUCS MOAOBXKEHHS
iHTepBany QT, BK/OYa4YM MAUIEHTIB i3 MNOPYWEHHAMU €eNeKTPOoNiTHOro
6anaHcy, 3acTiMHO cepLeBOl0 HeAOCTaTHICTO, bpaanapuTMieto abo nauieHTiB,
SAKi NIKYOTbCH iHWWMW ripernapaTtaMm, WO MOXYTb CMPUYUHATU MOAOBXEHHS
iHTepBany QT abo nopylweHHsa enekTponiTHoro 6anaHcy. lepen NO4YaTKOM
3aCTOCYBaHHSA Cfig CKoperysaTu rinoKanieMito Ta rinoMarHiemito.

[Micna ogHOYaCHOro 3aCToCyBaHHS OHAAHCETPOHY Ta iHWMX CEPOTOHIHEPTiYHNX
npenapaTiB 6yB ONMMCaHUN CEPOTOHIHOBUIN cMHAPOM (AnB. po3ain «B3aemoais 3
iHLWMMK NiKapCbKMMK 3acobamMum Ta iHLWI BUAW B3AaEMOAIN»). SAKLWO oAHOYACHE
NiKyBaHHS1 OHAAHCETPOHOM Ta IHWWMKU CEepOTOHIHEpPriYHMMKM npenapaTtaMmu
KNiHIYHO O6pryHTOBaHO, pEeKOMEeHAYETbCS BiAMOBIAHE CNOCTEpPEXEHHS
nauieHTa.

OcCKinbKM OHAAHCETPOH NOocCnabne NepucTanbTUKy KULLIEYHWUKY, NOTPIibHMI
peTenbHUM Harnaa 3a nauieHTaMu 3 O3HakKaMu nNiarocTpoi HenpoXiAHOCTI
KULLIEYHMKY Mig 4ac 3aCcTOCyBaHHA Nikapcbkoro 3acoby tOHopM®,

Y NauieHTiB, KM NpPOBOAUTLCA XipypriyHe BTpy4YaHHS B aA€HOTOH3WUASAPHIK
AINSAHLUI, 3aCTOCYBaHHS OHAAHCETPOHY AN NPodiNakTUKM HYA0TU Ta 60BaHHS
MOXe MacCKyBaTW BUWHUKHEHHS KpoBOTedi. ToMy Taki XBOpi nigndaratoTb
peTesibHOMY Harna4y nicsis 3aCToCyBaHHA OHAAHCETPOHY.

Llen nikapcbkuin 3acié (2 mn 1a 4 Mn) MiCTUTb MeHwe 1 MMmonb (23 Mr)/ao3y
HaTpito, TO6TO Mamxe BiNbHWUI Bif HaTPIlO.

Llen nikapcbkunu 3aci6 (8 mn) Mictutb 1,256 mMmonb (abo 28,8 Mr)/no3y HaTpito,
ToMy cnig 6ytTn obepexXHMMM nNpu KNOro 3acTOCyBaHHI MauieHTaM, SKi
3aCTOCOBYIOTb HATPINMKOHTPO/IbOBAHY LI€TY.

it
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Y piten, €Ki OTpUMYKOTb OHAQHCETPOH pas3oM i3 renaTtoTOKCUYHUMMU
xXiMioTepaneBTUYHUMK npenapaTtamMu, MOTPiGHO peTenbHO CTeXUTM 3a
MOXJIMBMMU MOPYLUEHHAMMN (PYHKLIT MeYiHKK.

Pe>xuM [03yBaHHS

Mpn po3paxyHKy A03M 3rigHO 3 Maco Tisla i 3aCToCyBaHHI TPbOX 403 i3 4-
roOMHHUM iHTepBasioM 3aranbHa poboBa po3a 6yae BULWOK, HiX nNpu
3aCTOCyBaHHiI ofHiei o3 5 Mr/mM?i ogHiei no3n npenapaTty nepopasibHO.
MopiBHANbHA eEeKTUBHICTb LUMX ABOX PEXMMIB A03YBaHHSA He byna ouiHeHa y
KNIHIYHUX  pocnigXeHHaxX. [lopiBHAHHA pe3ynbTaTiB  Pi3HUX  [OCNIAXKEHb
CBiAYNTb NpPO NOAI6HY eeKTMBHICTb 060X pexXnMiB A03YBaHHS.

3acrocyBaHHS y nepiod BaritTHOCTi abo rogyBaHHS rpyAaaro.

Besneka 3acTtocyBaHHSA Nnikapcbkoro 3acoby HOHopM® y nepioa BaritHoCTI ans
NOANHN He BCTaHoBJfieHa. [liA4 4ac ekcnepuMeHTasbHUX AOCNiAXeHb Ha
TBapuMHaxX OHAAQHCETPOH He nopyllyBaB pPO3BUTOK eMbpioHa abo nnoga i He
BNavMBaB Ha nepebir BariTHOCTI, Nepu- Ta NMocTHaTalbHUA po3BUTOK. poTe,
OCKiJIbKWU AOCNIAXEHHSA Ha TBapuHaX He 3aBXAW MPOrHOCTUYHI ANS NOAUHN,
tOHOPM® He peKOMeHAYETLCSA 3aCTOCOBYBATU Y Nepios BariTHOCTI.

EkcnepuMeHTanbHi AOCNIAXEHHSA NoOKasanu, WO OHAAHCETPOH MPOHMKAE Yy
rpyaHe MOJIOKO TBapWH. Y pa3si HeobXiaHOCTI 3acTocyBaHHSA mpenapaTy chij
NPUMUHNTU FOAYBaAHHSA rpyaaro.

IHdopMauis woao BNAMBY OHAAQHCETPOHY Ha QEPTUNbHICTL Yy NHOANHU
BIACYTHA.

34aTHICTb BN/INBATW Ha LWBUAKICTb peakuii rnpu KepyBaHHi aBTOTPAHCNOPTOM
abo iHWnMKY MexaHi3Mamu.

[MCUXOMOTOPHI TeCTu nokasanu, Lo OHAAHCETPOH He BMJIMBAE Ha 34aTHICTb
KepyBaTW MeXaHi3MaMun i He YMHUTb cefaTMBHOI Ail, ane cnig MaTn Ha yBasi
npodinb nNobiyHMX Ain npenapaTty MNPy BUPILWLEHHI NUTAHHA MPO 34aTHICTb
KepyBaTu aBTOTPAHCMNOPTOM abo npautoBaT 3 iHWMMM MeXaHi3MaMu.

Cnocib 3acrocyBaHHSs1 Ta [O3M.

Hyaota i 6/110BaHHSA, CIPUYUNHEHI XiMIOTEPAri€ Ta MPOMEHEBOK TEPAMIE

EMeTOreHHM” noTteHuian Tepanii paky Bapito€E 3aneXHOo Big A03W Ta KoMbiHauii
peXxuMiB XiMmioTepanii Ta npomMeHeBOi Tepanii. Bumbip pexumy p[03yBaHHSA
3aN1eXUTb Bif TAXKOCTIi eMeTOreHHOro Brn/javsey.
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Ldopocni

EmeToreHHa ximioreparis 1a NpoMeHeBa 1epanis

PekoMeHAOBaHa BHYTPilUHbOBEHHA ab0 BHYTPIilIHbOM'A30Ba Ao03a lOHOpMy® -
8 Mr y Burnaai nosinbHOI iH'EKUii BNpoAOBX He MeHwe HixX 30 cekyHa,
6e3nocepenHbO Nepea NikyBaHHSM.

Ans npodinakTukm BiactpoyeHoro abo TpuBanoro 6/10BaHHSA nicnsa nepwux 24
rOAWH PEKOMEHAYETbCS NepopanbHe abo pekTanbHe 3aCTOCyBaHHSA npenapary.

BucokoemeToreHHa ximiorepanisa (Hanpukaaa, BUCOKI 403U UNMIaTUHU)

tOHOpPM® MOXHa nNpu3HaAYaTM Yy BUMISAI  O4HOPa3oBoi  Ao3nM 8  Mr
BHYTPIilLHbOBEHHO abo BHYTPIiLLHbOM'A30BO 6e3nocepenHbO nepea
ximiotepani€to. [Jo3m noHag 8 Mr (40 16 Mr) MOXHa 3aCTOCOBYBaTU NuLlle Yy
BUrNaA4i BHYTPIWHbOBEHHOI iHQY3ii Ha 50-100 mn 0,9 % po34MHY HaTpIto
xnopuay abo iHWoro BiANOBIAHONO PO3YMHHMKA (AUB. HMXYE «3aCTOCYBaHHS
PO34YMHY ANs iH'eKUin»); iHDY3ia NOBMHHA TpuBaTM He MeHwe 15 XBUAWH.
OpaHopasoBy ao3y, 6inbwy 3a 16 Mr, 3acTocoByBaTM He MOXHa (AWB. po3ain
«0CcobnMBOCTI 3aCTOCYBaHHS»).

Ona BucokoeMeToreHHoi XxiMmiotepanii 8 mMr lOHopMy® abo MeHWy A[03y He
NOoTpiBHO pO3BOAUTU Ta MOXHa BBOAUTU LUISIXOM MOBIIbHOI BHYTPiLLHbOBEHHOI
abo BHyTpiWwHbOM'A30BOI iH'eKLiT (He MeHwWwe Hixk 30 cekyHa) 6e3nocepenHbO
nepen ximiotepanielo 3 noAanblUMM ABOPA30BMM BHYTPIilLHBOBEHHUM abo
BHYTPiLULHbOM'SI30BMM BBeAeHHSAM 8 Mr yepe3 2 Ta 4 roanHn abo NOCTINHO
iHpy3ieo 1 Mr/rognHy nNpoTsaroMm 24 roguH.

EdexkTuBHicTb npenapaty tOHOpM® npu BUCOKOEMETOreHHi XiMioTepanii Moxe
6yTM nigBuweHa A04ATKOBMM OAHOPA30BMM BHYTPILUHbOBEHHMM BBEAEHHSM
AeKcaMeTa3oHy HaTpito pocdaTy y no3i 20 Mr nepen ximiotepani€to.

Ans npodinakTukm BiactpoyeHoro abo TpuBanoro 6110BaHHSA nicnsa nepwmnx 24
roauH peKoOMeHAYETbCA nepopasnibHe abo peKkTasnbHe 3aCTOCYBaHHA nNpenapary.

Oitn BikoM Big 6 MicauiB o 17 pokiB

Y nepiaTpuyHinn npaktuui tOHOpM® cnig BBOAUTU LIISAXOM BHYTPIiLLHBOBEHHOT
iHDY3Iii Y 25-50 mn 0,9 % po34ynHy HaTpito xnopuay abo
iHWOro BiAMOBIAHOINO PO3UYMHHUKA (AMB. HMXKYE «3aCTOCYBaAHHS PO3UYMHY AN
iH'eKUin») npoTAroM He MeHwe 15 xBunuH. [o3y npenapaTty MOXHa
po3paxyBaTu 3a nJower noBepxHi Tina abo macu Tina AUTUHW.

Po3paxyHOK A403u 3rigHO 3 MJIOLE NMOBEPXHI Tizla ANTUHU

tOHOpM® cnig BBOAUTM 6e3nocepenHbo nepea XiMioTepani€lo WASXOM pa3oBoi
BHYTPIilWHbOBEHHOI iH'eKkUii ¥y A03i 5 Mr/mM2, BHYTpilUHbOBEHHa [n[03a He
NMOBMHHA NepeBuLLyBaTun 8 Mr. Yepes 12 rognH MOXXHa po3novYMHaTKU
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nepopajsibHe 3aCTOCYBaHHSA rnpenapaTy, AKe MOoXe TpuBaTu we 5 aHiB. He
nepesulyBaTu 403y 419 AOPOCIUX.

Po3paxyHOK 4031 3rifHO 3 Macor Ti/la ANTUHU

tOHopM® cnipg BBoAMTU 6e3nocepeiHbo nepes XiMioTeparni€lo WsXoM pa3oBoi
BHYTPilWWHbOBEHHOI iH'ekuil y ago3i 0,15 Mr/kr. BHyTpilwWHbOBEHHA A03a He
NOBMHHA nMepeBuwyBatM 8 Mr. Y nepwumnh AeHb MOXHa BBeCTU we 2
BHYTPILWHbOBEHHI A03M 3 4-rogMHHUM iHTepBasioM. Yepes 12 rognmH MOXHa
pO3NoYMHaATK NepopasibHe 3aCTOCYBaAHHA npenapaTy, AKe MoXe TpuBaTu we 5
AHiB. He nepeBuwyBaTn 403y AN1d LOPOCUX.

XBOpi NiTHbLOro BiKY

MauieHTam BikoM Big4 65 pokiB BCi A03M ANS BHYTPIWHbOBEHHMX iH'EKUIN cnig
PO3UYMHATU Ta BBOAUTU MPOTAromMm 15 XBUNWMH, NpU MOBTOPHOMY 3aCTOCYBaAHHI
iHTepBan MiX iH'eKLiAMM NOBUHEH BYTU He MeHwWwe 4 roaunH.

Y nauieHTiB BikOM Big 65 [0 74 pokiB no4yaTkoBa A03a OHAAHCETPOHY
CTaHoBUTb 8 Mr abo 16 wmr, ii BBOAATb WJ/SXOM BHYTPIWHbOBEHHOI iHGY3ii
NpOTAroM 15 XBWUAMH, AKY MOXHa MNPOAOBXWUTU BBEAEHHAM 2 [03 no 8 Mmr
NpoTAroM 15 XBUAWH 3 iHTepBanoM MixX iHDY3iIMU He MeHLWe 4 roAVH.

Y nauieHTiB BIKOM Big 75 poOKiB no4yaTkoBa BHYTPilLWHbOBEHHA iH'EKLiA
OHAAHCETPOHY He MNOBMHHA nepeBulyBath 8 Mr 3 iHY3i€l0 BNPOAOBXK He
MeHwe 15 xBunauH. T[licns noyaTkoBOI A03M 8 MIr MOXHa MNpPOAOBXUTHU
3aCTOCyBaHHA 2 Ao3aMu no 8 Mr, sKi BBOAATb WNSAXOM iHdy3ii npoTtarom 15
XBW/IMH 3 iIHTEpBasOM MiX iHPY3iIMN He MeHLe 4 roguH.

[NaLieHTV 3 HUPKOBOK HEAOCTAaTHICTHO

Hemae HeobxiaHOCTI 3MiHIOBATM peXxuM [03yBaHHA abo wnsax BBeAEHHS
npenapaTy AN4 NMauieHTIB i3 NnopyweHHAMN OYHKUIT HNPOK.

[MauieHTV 3 NeYiHKOBOK HEeAOCTaTHICTHO

Y MauieHTIB i3 MOMIPHUMUN | TAXKKUMM NOPYLIEHHAMUN (PYHKLUIT NEYiHKN KlipeHC
tOHOPMY® 3HAUYHO 3HMXXYETLCA, a Nepioa HaniBBUBEAEHHS i3 CUPOBATKU KPOBI
3pocTtae. [nd Takumx XBOpPMUX MakKcuManbHa poboBa pao3a npenapaTty He
NOBMHHA NepeBuLLyBaTn 8 Mr.

MNauieHTn i3 nopyweHHaMn Mmetaboniamy cnapreiny/nebpucokBiHy

Mepioa HaniBBUBEAEHHA OHAAHCETPOHY Y MNAUIEHTIB i3 MNOPYLWEHHAMU
MeTaboniamy cnapteiHy i eOpUCOKBIHY He 3MIHIOETbCA. Y TaKux MauieHTIB
nicns NOBTOPHOrNo BBeAEHHSA KOHLUEHTpauia npenapaTty Taka X, 9K i y XBOpUX
3 HenopyweHnM MeTaboniamoMm. ToMy 3MiHa A03yBaHHSA abo 4YacToT BBEAEHHS
He noTpibHa.
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[lichsonepauiviHi HyaoT1a i 671t0BaHHS

Hopocni

Ona npodinakTnkn nicngonepauinHMx HyaoTwn i 6110BaHHS pekoMeHAoBaHa
no3a npenapaty tOHopM® ctaHoBUTL 4 Mr y BUMISAi  04HOPA30BOI
BHYTPIilWWHbOM'A30B0i ab0 NOBiINbHOI BHYTPIWHLOBEHHOI iH'EKUii nig 4ac
BBEAEHHS Y HapKO3.

Onsa nikyBaHHSA nicnsonepauinHnx Hy4oTH | 6110BaHHSA peKoMeH40BaHa pa3oBa
no3a npenapaty KOHOpM® cTaHOBUTbL 4 Mr y BUTMSAAI BHYTPIilLHbOM'A30B0OT abo
NOBINIbHOI BHYTPILWWHLOBEHHOI iH eKLT.

Aitn Bikom Big 1 micauys 4o 17 poKisB

Ona npodinakTukuy i NikyBaHHSA NicnsonepauinHnux Hya0Tu | 6/110BaHHSA Y AiTen,
AKUX OMEepYITb Mif 3aranbHoK aHecTesien, IOHopM® MoXHa BBOAUTU Yy A03i
0,1 w™mr/kr macu Tina (MakCuManbHO - A0 4 Mr) WASAXOM MOBIiMbHOI
BHYTPIilLHbOBEHHOI iH'ekUii (He MeHwe 30 cekyHA) A0, Nia Yac, Nicna BBeAeHHS
y Hapko3 abo nicng onepauii.

XBopi IITHbOro BiKy

[ocBia 3acTtocyBaHHA npenapaty HOHopM® ana npodinakTukn i nikyBaHHSA
nicnsonepauivHnx HyaoTun i 6noBaHHA y noAen NiTHLOrO BiKYy obMmexeHun,
oAHaK npenapaT nobpe nepeHOCUTbLCS XBOPUMM BIKOM Big 65 pokiB, sKi
OTPUMYIOTb XiMiOoTepanito.

llayieHTH 3 HUPKOBOK HEAOCTATHICTIO

Hemae HeobxiaHOCTI 3MiHIOBATM peXxuM [03yBaHHA abo wnsax BBeAEHHS
npenapaTy nauieHTaM i3 nopyweHHAMU DYyHKLUIT HUPOK.

llayieHT™ 3 NeYiHKoBoO HEAOCTAaTHICTIO

Y NauieHTiB i3 NOMIPHUMM | TAXKKUMMN NOPYLIEHHAMU (PYHKLUIT NeYiHKN KJlipeHC
npenapaty IOHOPM® 3HAaYHO 3HWXYETbCA, a Mepioa HaniBBUBEAEHHNA i3
CMpPOBATKM KpOBi 3pocTaE. [na TakuMx XBOpUX MakCcuMmanbHa poboBa ao3a
npenapaTy He NOBMHHA nepesuLllysBaTn 8 Mr.

llayieHT i3 nopyLweHHsaIMu MetabosiamMy criapTeiHy/Ae6pUCOKBIHY

Mepioa HaniBBMBEAEHHSA OHAAQHCETPOHY Y MAUIEHTIB i3 NOPYLWEHHAM
MeTaboniamy cnapteiHy i 0eOpUCOKBIHY He 3MIHIETbCHA. Y Takux MauieHTIB
nicns NOBTOPHOrNo BBeAEHHSA KOHLUEHTpauia npenapaTty Taka X, 9K i y XBOpUX
3 HeywKoAXXeHUM MeTabonisaMoM. ToMy 3MiHa [03yBaHHA abo 4acToTu
BBeAEHHS He noTpibHa.

3acTocyBaHHS PO34YMHY A/18 iHEKUIN
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AMnynun i3 npenapatoM KHOpM® He MICTATb KOHCEpPBAHTIB, TOMY pPO3UMH
HeobXiAHO BMKOPUCTATU HEramHo NiCnsa po3KpUTTA. PO34UMH, WO 3anULLNBCH,
NOTPIGHO 3HULWMTN.

AMnynu i3 npenapatoM KOHopM® He MOXHa aBTOK/1aByBaTW.

CyMiCHICTb 3 iHWMMWU piaMHAMU ANSA BHYTPILWHBbOBEHHUX iH'EKLIN

Po3unHu ansa BHYTPILUHbOBEHHOIO B/INBAHHA NoTpibHO rotyBaTu
6e3nocepeaHbo nepea  iHQy3iewo. [lpoTe BCTAHOBAEHO, WO PO3YUH
OHAQHCETPOHY 3b6epirae crTabiNbHICTL MNPOTAroM 7 OHIB npu
KiMHaTHIM TemnepaTypi (4o 25 °C) npu geHHoMy cBiTNi abo B XONOAUNbHUKY
Npu poO34YMHEHHiI B Takux cepegosuwax: 0,9 % po3unmH HaATpito Xnopuay,
PO34YMH FNHOKO3U 5 %, po34uunH MaHiTony 10 %, po34uH
PiHrepa, 0,3 % po3uunH kanito xnopuay i 0,9 % po3unH HaTpito xnopuay, 0,3
% pO34MH Kanito xnopuay i po3ynH rnwokosn 5 %.

BctaHoBneHo, WO oHAaaHceTpoH 36epirae crTabinbHICTb TakKoX nNpu
BMKOPUCTAHHI MNONieTUNeHoBUxX i CkNaHuUX dnakoHiB. byno nokasaHo, wWo
OHAAHCETPOH, po3BeaeHun 0,9 % xnopmaoM HaTtpito abo 5 % rnwKo3010,
36epirae crabinbHICTb Yy noninponineHoBmx wnpuuax. [JoBeaeHO TakKoX, WO
cTabinbHiCTb Yy noninponineHoBux wnpuuax 36epira€TtbCcsa Npu po3BeAEHHI
OHAQHCETPOHY iHWKWUMN peKoMeHA0BaHMMN PO3YMHAMM.

Y pa3i HeobxiaHoCTi TpuBanoro 36epiraHHA npenapaty PO3YMHEHHS Chif
NPOBOAUTM Y BIiAMOBIAHMX acenTUYHUX YMOBaXx.

CyMiCHICTb 3 iHWMMW NpenapaTamMmu

tOHOpM® MOXHa npu3HauyaTM Yy BUMIAAI  BHYTPILLHbOBEHHO! iHQY3ii  3i
wBnakictio 1 mr/roanny. Yepes Y-noaibHunin iH'eKkTOp pa3oM i3 npenapaTom
tOHOpPM® Npu KOHLEHTpaLii OHAaHCETPOHY Big 16 no
160 Mkr/mn (Tob6to 8 mMr/500 mn abo 8 mr/50 mn BigANOBIAHO) MOXHa BBOAUTW:

- yncriiatmH y KoHueHTpauii go 0,48 mr/mn npotsarom 1-8 roguH;

5-¢propypaunn y koHuenTpaduii go 0,8 mr/mn (Hanpuknag, 2,4ry 3 n
ab6o 400 mry 500 mn) 3i wBKAKICTIO He 6inbwe 20 ma/roanHy; 6inbw BUCOKA
KOHLeHTpauis 5-¢pTopypaumny  Moxe  CAPUYMHUTU npeuuvniTauito
OHAAHCETPOHY; PO34YMH ANa iHDY3in S5-dpTOopypaunny Moxe MIiCTUTU [0
0,045 % xnopuay MarHito Ha A4OMNOBHEHHA A0 iHWKWX HANOBHIOBAYIB, WO €
CYMICHUMN;

- kapbornnatnH y KoHueHTpauii Big 0,18 no 9,9 mr/mn (Hanpuknag, Big
90 mry 500 mn oo 990 mry 100 mn) npotsaroMm 10-60 XBUNWH;

- eTono3ug y KoHueHTpaduii Big 0,14 no 0,25 mr/mn (Hanpuknag, Big 72
mMry 500 mn go 250 mry 1 n) npotsarom 30-60 XBUNWH;
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yegprasmamm y ao3i Big 250 Mr oo 2 r, po3BeaeHnin y Boai Ans iH'ekuin
(Hanpuknag, 2,5 mn Ha 250 mr abo 10 Mn Ha 2 r uedTasmanmy) y Burnagi
BHYTPILWHbOBEHHOI 60NOCHOI iH'EKUIi NPOTAroM 5 XBUNKH;

- umnknogpocgpamig y nosi sia 100 mr go 1 r, po3BeaeHnin y Boai Ans
iH'ekuin (5 mn Ha 100 mr ymknodocdamiay), y BUrnsai BHyTpPilLULHbOBEHHOT
60N0CHOI iH'EKUIT NPOTArOM 5 XBUIUH;

- AokcopybiynH y po3iBig 10 ao 100 mMr, po3BeaeHnn y Boai And iH'eKUIin
(5 mn Ha 10 Mr gokcopybiunHy), y Burnsaai BHYTPilLHbOBEHHOI 60HOCHOI
iH'eKLiT NpOTAroM 5 XBUNWH;

- AdexkcametrasoH y Aosi 20 mr, y BuUrnsa4i noBisibHOI BHYTPiILWHbLOBEHHOI
iH'ekUiT NnpoTarom 2-5 xBunnH (Npn ogHo4YacHoOMY BBeZeHHi 8 abo
16 Mr oHAQHCETPOHY, PO3YMUHEHOIO Y 50-100 mn iH’ekyinHoOro
PO34MHYy), NpoTsaroM nNpubnmsHo 15 xBunamH. OCKiNbKW AaHi npenapaTu
CYMICHI, TX MOXXHa BBOAUTU Yepe3 OA4HY KpanesbHULUI, NMpu LbOMY B PO34YMHI
KOHLUEHTpauia aekcameta3oHy docdaty (y dopmi HaTpieBoi coni) byae
CTaHOBUTWU Big 32 MKr o 2,5 Mr B 1 M, a OHAAHCETPOHY — Big 8 MKr o 1

Mr B 1 M.
Hitn.
3acCcToCOBYIOTb AiTAM BiKOM Bia 6 MicauiB (npu XiMmioTepanii) Ta Bikom Biag 1
Mmicaus (ana npodinakTUKKM i NiKyBaHHA nicnsonepauimHux HyaoTun i
61to0BaHHSA).
lMepeno3syBaHHs.

JaHux npo nepeno3yBaHHS nMpenapaTtoM HeaoCTaTHbO. Y 6iNbLIOCTI BUNaaKis
CUMMTOMM CXOXi Ha Ti, WO ONMCaHI y NMauUieEHTIB, AKUM BBOAUIN PEKOMEHAOBaHI
no3n (ame. po3ain «MNobiuHi peakuii»).

tOHOpM® nopoBxye iHTepBan QT y A4o303anexHin dopmi. Y pasi
nepeno3yBaHHA peKOMeHAYETbCA npoBeaeHHA EKI-MOHITOpUHrY.

Cepen npogsiB nepenosyBaHHA NOBIAOMAANM NPO TaKi, 9K 30pOBi po3naau,
3anop THAXKOro CTyrneHs, apTepiasibHa rinoTeH3ida, Ba3oBarasjibHi NposBu 3
TPaH3UTOPHOKO aTpioOBEHTPUKYNAPHOI 6nokagot II cTtyneHs. Y BCix BUMNagkax
i 9BMLLA MOBHICTIO MUHaNN.

€ NOoBIAIOM/IEHHS NPO BUMAAKN CEPOTOHIHOBOrO CMHAPOMY Yy AiTeN MOMOALIOro
BiKY Mic/si NnepopanbHOro nepeao3yBaHHs.
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CneumndiyHoro aHTMAOTY He iCHYeE, TOMY Yy pa3i nepenosyBaHHS HeobXiaHo
3aCTOCOBYBaTU CMMMNTOMAaTUYHY Ta MiATPUMYIOUY Tepanito.

3acCTOCyBaHHA inekakyaHu Ansg NikyBaHHA nepefo3yBaHHS OHAAHCETPOHY He
PEKOMEHAYETLCS, OCKiNbKM ii Aig HE MOXe BUABUTUCH Yepe3 aHTUEMETUYHUN
BNAMB KOHOpMY®,

[iTn: Npo CepoTOHIHOBMIW CMHAPOM MOBIAOMASANN Y HEMOBAAT Ta AiTEN BiKOM
Big 12 MicsauiB A0 2 poKiB Nicns BUNagKoBOro nepeao3yBaHHS npenaparty Ang

nepopanbHOro 3actocyBaHHs (4031 nepesBullyBain peKoOMeHA0BaHUIN pPiBEHb
4 Mr/kr).

Mo6iyHi peakuii.

Mo6iuHi peakuii, iHpopMauis Npo sKi HaBeaeHa HMX4Ye, KnacudikoBaHi 3a
opraHamMm i cucteMamMM Ta 3@ 4YaACTOTOK iX BUMHMKHEHHS. 3a 4acToToR
BMHUKHEHHS BOHW pO3MnoAiNeHi Ha Taki KaTeropii: agyxe yacto (= 1/10), yacto
(= 1/100 Ta < 1/10), HeyacTo (= 1/1000 Ta < 1/100), piako (= 1/10000 Ta
< 1/1000), ayxe pigko (< 1/10000).

3 60Ky iIMyHHOI cucremu:

piAKO: peakuii NiaABMWEHOT YyTIMBOCTI HEFAMHOIO TUNY, IHKOAM TSAXKIi, ax Ao
aHadinakcii.

3 60Ky HEPBOBOI CUCTEMMU

AYy>Xe 4acTo: ronoBHuMin 6inb;

HeyacTo: CyAOMU, PyXOBi MopylleHHs (BKKOYaAKOUYM ekcTpanipamigHi peakuii,
TaKi K OKYNOripHWUA Kpu3, AUCTOHIYHI peakuii i AuCKiHe3ia 6e3 CTinKux

KMiHIYHWUX HaAcNiakiBe);

PiIKO: 3anaMOpPOYEHHs, MEPEBAXHO NiJ 4Yac LWBWUAKOrO BHYTPILUHBOBEHHOIO
BBEJIEHHS npenaparTy.

3 60Ky opraHiB 30py:

PiIKO: CKOPOMMHYLLi 30p0oBi po3naan (MOMYTHIHHA B o4ax), rOIOBHUM YMHOM
niA Yac BHYTPiLUHbOBEHHOIO BBEAEHHS;

AyXe piAKo: MUHYyLWa cninoTta, roJIoBHUM YMHOM Nig Yyac BHYTPiIWHLOBEHHOrO
3aCTOCYBaHHS; y 6inbWOCTi BUNAAKiB CflinoTa MUHaE NpoTarom 20 XBUIIUH.

3 60Ky cepysi:
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HeyacTo: apuTMiqa, 6inb y rpyasax (i3 genpecieto cermeHta ST abo 6e3 Hel),
bpaaukapais;

pigKko: noaoBxeHHs iHTepBany QT (BKAKOYAOUM TpPEeMTiHHS/MepeXxTiHHSA
lwnyHoukiB (Torsade de Pointes)).

3 60Ky CYAUH:

4yacTo: Bia4YyTTa Tenna abo Nnpunnmeis;

He4yacTo: apTepiasnbHa rinoTeH3ig.

3 60Ky AnxasibHOI CUCTEMU Ta OPraHiB rpyAHOI MOPOXHUHN
HeyacTo: rmKkaBka.

3 60Ky TpaBHOIro TpakTy':

4yacTo: 3anop.

3 6oky renatobiniapHoi cuctemu:

He4yacTo: 6e3CMMNTOMHE NiABULLEHHS NMOKa3HUKIB PYHKUII NeYiHKN.

Lli BMnaakn crnoctepiraloTbCA rOJIOBHUM YMHOM Yy XBOPUX, SKi NiKYKOTbCS
XiMioTepaneBTUYHMMKM NpenapaTaMmm, WO MIiCTATb UMCNNATUH.

3 60Ky LWKipy Ta MigLWKIipHOI KJITKOBUHN

Ay>Xe piaKo: TOKCUYHI BUCUMNAHHA, B TOMY 4YMC/i TOKCUYHUIK enigepMasnibHUin
HeKpOoli3.

3arasibHi po3siagu:
4acTo: MicUeBi peakuil y AiNAHUI BHYTPILLHLOBEHHOIO BBEAEHHS.

3a JaHUMMU _ MNicNsapeecTpaLiMHOro CnocTEPEXEeHHSA MNoBiAOMNANM NpPOo  TaKi
nobivyHi peakuii

3 60Ky cepueBoO-CyAnHHOI cuctemn: 6inb Ta AWMCKOMPOPT Yy rpyasx,
€KCTPacuUCToNN, TaxiKapAif, BKAKYAK4YM LWIYHOYKOBY Ta HAALWTYHOYKOBY
Taxikapaito, ibpunauito nepeacepab, Big4yTTs cepuebuTTd, CUHKONE, 3MiHU
EKT.

Peakuii nigBuLeHoi 4yT/IMBOCTI: aHadinakTUYHi peakuii, aHroOHEBPOTUYHUN
Habpsak, 6poHxocna3M, aHadiNnakTUYHUMN WOK, cBepbiX, LWKiIpHi BUCUNAHHSA,
KponuB’sHKa.
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3 60Ky HEpBOBOI CUCTEMM:! MOPYLWEHHS  XOAW, XOpesl, MIiOK/OHYC,
HEBraMOBHICTb, BiAUYyTTSa NeviHHA, NpOTPYy3id A3uKa, AUnaonisa, napecresig.

3arasibHi NopyLeHHs Ta MiclyeBi peakuii: niaoBUWEHHSA TeMnepaTypu Tina, 6inb,
MOYEepPBOHIHHA, MEeYiHHA Yy MICLi BBEAEHHA.

THWwe: rinokaniemisa.

TepMiH NpnAaTHOCTI. 2 POKMW.

YMoBM 36epiraHHs.
36epiratn npu TemnepaTypi He Bulle 25 °C y 3axuLlieHoMy Big cBiTna Micui. He
3aMOpOXKYyBaTW.

YmoBu 36epiraHHs pO3YUHHUKAE :

36epiratn npu TemnepaTtypi He Buwe 25 °C. 36epiratu B OpuUriHanbHin
yrnaKkoBLUi.

HecyMicHicrTb.

tOHOPM® He MOXHa 3acToCoBYBaTU B OAHOMY LINPULI ab0o iHDY3iIMHOMY PO3UUHI
pa3oM 3 iHWWUMKU Nikapcbknumm 3acobamu. HOHOpM® y dopMi iH'EKLiIN MOXHa
NOEAHYBATU NNLIE 3 PEKOMEeHAOBAHUMMN po3umMHaMu ang iHdysin (ane. po3ain
«Cnocib 3acTtocyBaHHSA Ta A03M»).

YnakoBKkKa.

Mo 2 mn abo no 4 mn B amnyni; No 5 aMnyn B KOHTYPHIN YapyHKOBIN ynakoBL,i;
NO 1 KOHTYPHIN YapyHKOBIM ynakoBLUi B Nayli 3 KapTOHY;

no 4 mn abo no 8 Mn y nakoHi; no 1 ¢psiakoHy y KOMMIEKTi 3 PO3UYMHHUKOM
(HaTtpito xnopug - ContoBeH, 9 Mr/mn y kKoHTenHepi no 100 mMn) B KOHTYPHIKn
YapYHKOBIM YynakoBLUi; MO 1 KOHTYPHIN 4YapyHKOBIN yrnakoBui B nayui 3
KapTOHY.

KaTteropia signycky.
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3a peuenToM.

Bupob6HuK.
TOB «lOpiga-®apm».

Micuye3sHaxoa)keHHA BMPO6HMKA Ta agpeca Micus NpoBaj)XeHHsA Moro
RiSANbHOCTI.

YkpaiHa, 18030, Yepkacbka 06n., M. Yepkacu, Byn. Kob3apcbka, 108. Ten.
(044) 281-01-01.



