IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

MoauTeH [eno
(Moditen Depo)

Cknag:

Aitoya peyosuHa: (hnyeHasnHy feKaHoaT;

1 Mn po3UMHY ANS iH €KL MICTUTL 25 Mr (hy(heHasnHy JeKaHoary;,
[OMOMIDKHI PEYOBMHU: CIMPT 6EH3UN0BUIA, ONiA KYHXYTHa.

JlikapcbKa thopma. Po3umH ans iH’eKUi.
OCHOBHI (i3MKO-XiMiYHi BNaCTMBOCTi: NPO30pUiA MaCNSHUCTUI PO3UMH XXOBTYBATOr0 KOIbOPY, MPaKTUYHO 6e3 MexaHi4HMX BK/THOYEHb.

dapmakoTepaneBTUYHa rpyna. AHTUMNCUXOTUYHI 3ac06M. PeHOTIasMHK 3 NinepasMHOBOK CTPYKTYPOIO.
Kog ATX NO5A B02.

dapmMakosoriyHi BnacTnBOCTI

dapmakofHaMiKa.

®nydeHasnH — Ue Ay>Ke NoTY>XXHUA (PEeHOTIa3UHOBUIA HEMPONENTUK, WO HAIEXWUTb 40 TPYNU KNaCUYHMX HelponenTukis. LLIN30¢peHis acouitoeTbCA 3 MOPYLUEHHAM
YyT/IMBOCTI fONamMiHOBMX peLienTopis. PydeHasnH € KpaLLmm 610kaTopoM LiepebpasibH1X fonaMiHoBux Dy Ta D4 peLenTopis, HiX HLWI CTaHAaPTHI HeMpONenTUKK.

AK 1 iHLWi HeliponenTUKK, ane MeHLLOK Mipoto, (ytheHa3nH TakoX 6/10Kye cepoToHiHOBI SHT, Ta 5SHT 4 peuentopu, agpeHepriyHi anbga-1 penenTtopu, rictaMmiHoBI
H; peuenTtopy Ta XOMiHepriyHi MyCKapuHOBI PeLenTopu, TOMY aHTUXOMIHEPriYHUIA Ta CefaTUBHWIA e(heKTN BUPKEHI MEHLLOK MIpOH, HDXK Y AeAKUX iHWWKX

KMacM4yHUX HelponenTukis. Bbnokaga AonamiHOBMX peLenTopiB BifAOyBaeTbCA Y BCIX TPbOX [OMaMiHOBMX CUCTEMax, HIirpocTpiapHii, Me30niM6iyHii Ta
Ty6epoiHPYHANOYNAPHINK, TOMY, KPIM KNiHIYHOT eeKTUBHOCTI, TaKOX MOXMBI Pi3Hi HebaxaHi edeKTH, 30KpemMa ekcTpanipaMifHi peakuii Ta 30i/bLUEHHS CEKpeLLil
MPONaKTUHY.

MogauTeH [leno — napeHTepanbHUIA (heHOTia3MHOBMIA NpenapaTt NPO/IOHroBaHoI Ail. BiH Mae No40BXeHY TpMBanicTh Ail.

Baxk/iMBoKO nepeBaroto Nnikapcbkoi hopmu npenapaty MoguteH [eno € HaginHiCTb NiKyBaHHS NauieHTiB. Lie Ay>ke BaX/MBO 415 aMOynaTOPHOIO NiKyBaHHS, Tak K
MCUXiYHI XBOPI YaCTO NPUAMAKOTb NIKU HepPerynspHO Y¥ HaBiTb BIAMOBAAKOTLCA TX NPUAMATK.

dPapmakoKiHe TMKa.

dnyeHasnHy [ekaHoat, eip (nyeHasMHy Ta [eKaHOBOI KWCNOTW, € aKTUBHUM IHrpefieHTOM npenapaty MopguteH [Oeno. ®dnydeHasvHy AekaHoat
XapaKTepu3yeTbCcs MOCTYNOBMM TifpONi3oM 3 BUBIMIbHEHHSIM (hapMaKO/OriYHO aKTUBHOMO (hiydeHasnHy, K1 nonagae B CUCTEMHUIA KpoBOOOIr. Moyatok Aii
CTaHOBUTb Bif 24 [0 72 roguH. bionoriyHmin nepiog HaniBBMBEAEHHS (ydeHasnHy 3 nnasmm CTaHOBUTL Bif 7 A0 10 gHiB Ta gocarae 14,3 AHS nicns AeKiNbKoX
NOCNif0BHMX iH’eKUi. CTaHAapTHa iH’eKuUis npenapaty MoauTeH [eno YMHWUTL iHAMBILYa/IbHY Ait0 Ha MCUXIYHO XBOPUX, L0 MOXe TpmBaTtu Big 15 ao 35 AHi..
CTabinbHWUIA cTaH focAracTbes yepes 4 — 6 TUXKHIB.

JocnimpKeHHs rocTpoT TOKCUYHOCTI Ha Pi3HMX BUAAX TBapuH BUABWUM BUCOKY TOKCUYHICTb (hydeHasnHy. Iicns nepopasibHOro BBeAeHHS MuLLam 6y1o BCTaHOB/IEHO
3HayeHHs LDgg 220 mr/kr. LiinboBM OpraHom TOKCUYHOIO BMAVBY € MeviHka. [loBrotpmsane BBeAeHHs (CTPOKOM A0 O4HOMO POKY) Liypam 1 Mr/Kr tnydeHasuHy



ab0 6ifibLLe Ha [eHb CNPUYMHIUIO 3MIHW NOBELIHKM, SKi BUPAKASUCb 3MIHAMW PEAKTUBHOCTI LieHTPasIbHOI HEPBOBOT CUCTEMM.

BeefieHHA (hnydeHa3nHy NpoTArom nepiofy BariTHOCTI € BiAHOCHO 6e3rneyHuM. He 6yno BCTAHOBMIEHO YKOAHUX 3MiH Y MOAIB LYpPiB, AKUM BBOAUNN (ydeHasnHy
rigpoxnopug B fosi 100 mMr/kr/aeHb abo hnydeHasnHy fekaHoaTt B A03i 25 Mr/Kr/geHb. Pe4oBrHa He € TepaTOreHHoK A4/1s1 LWypiB Ta KponiBs, ane 6ynv NoBigoMIeHHS
NPO WiNMHY NigHEBIHHA Yy MULLEA Ta NPO Pi3HI aHOManii y emOpioHiB Kypei. dnyteHasnH NPUrHivye KanbMoAyniH, Npu3BoasaYM A0 3MiH (YHKLIT cnepmn y
NnabopaTopHUX TBapUH.

®nydeHasnH He Mae XXOAHOIo MyTareHHOro NoTeHLiany; HaBnaku, 6y10 BCTAHOBMEHO 3aXMCHY aKTVUBHICTb MPOTU MyTareHHOro eqpekty 6eH3o-anbga-nipeHy. JaHa
PEYOBMHA HE MA€E XOLHOIO KaHLIEPOreHHOTr 0 e(PeKTY.

KniHiYHI XapaKTepUCTUKN.
NokasaHHS.
[JosroTpusana nigTpuMyroya Tepanis XpoHiYHUX opm Lwmn3opeHii. MpodinakTrka 3arocTpeHs WN30(PEHIT.

MpoTunokasaHHs.

MigBuLLEHa YyTAMBICTb A0 PiydeHasnHy um [0 6yab-aKoi LOMOMIKHOT pe4OBUHW Npenapary.

$BHI ab0 Nigo3proBaHi CyOKOPTUKa/bHI LiepebpasbHi po3nagu.

Cepio3Hi po3nagun CBILOMOCTI, TSXKKNIA LiepebpanbHUIA aTepoCcKiepos, (HeoXpoMOLMTOMa, TSXKa HUPKOBa abo MeyiHKOBa HefOCTaTHICTb, cepLeBa HefoCTaTHICTb,
niABuLLEHA YYTIUBICTb A0 IHWNX (DeHOTIa3nHIB.

"ocTpa IHTOKCMKaLlia IHri6iTopaMu LEeHTPasibHOI HEPBOBOT CUCTeMU (CNIMPTHE, aHTUAeNpecaHTN, HeMPONeNnTMKM, 3aCMOKIANMBI 3aC00M, TPaHKBINI3aTOpPW, CHOAIVHI
3ac00M Ta HapKOTUKW).

AnTtaunia Bik ao 12 pokis.

B3aemogis 3 iHLLUMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.

MpenapaTw, Wo npurHivyioTb LIHC; aHanre Tvku; ankorosb

CynyTHe BBeAeHHS (hnydeHasnHy NigsuLLye eeKTr ankorono, iHriitopis LLHC (CHoAiiHi, cefaTUBHI NpenapaTy) Ta NOTYXXHWUX aHanreTukiB. CynyTHE BBEJEHHS 3
HapKOTUYHMMM aHaITETUKAMM MOXXE BUK/IUKATWU TINOTEH3I0, NpUrHiyeHHa LIHC Ta npurHiyeHHs amxaHHA. CynyTHE 3acTOCyBaHHS (hy(eHasuHy pasom 3
AHTUTICTaMIHHUMM, AHTUMNCUXOTUYHUMK, TINHOTUYHMMM  Ta HapKOTUYHWMK Mpenapatamu MoXe nocunoBati npurHivyeHHs LIHC. bap6itypatu, rinHOTUYHI
HebapObiTypatn, kapbamaseniH, rpu3eodynbBiH, PeHinbyTasoH Ta pudamniynH MigBuLLYOTL MeTaboni3M (heHOTiasunHIB, TOAI AK napaueTamon, xaopameHikon,
avcynbipam, iHrieitopy MAO, cenekTUBHI iHri6ITOPY 3BOPOTHOIO 3aXO0M/IEHHS CEPOTOHIHY Ta NepopasibHi KOHTPaLENTUBN NPUrHIYYOTL 1A0rO.
Anbgha-agpeHobnokaTopu

®ydeHasnH € aHTaroHiCTOM afipeHasiHy Ta IHLWMX CUMMNATOMIMETUKIB | MPUTHIYYE TiNOTEH3MBHY Ait0 anbga-afpeHo610KaTopiB.

AHTUKOArynaHTH

Mpy cynyTHLOMY 3aCTOCYBaHHi 3 aHTUKOArynsgHTaMu ayheHasH NOCUIIIOE TX ePEKTN, TOMY peKOMEHLOBaHWUIA NePIOANUYHNIA KOHTPO/b MPOTPOMOIHOBOI 0 IHAEKCY .
MpenapaTw, WO BNMBaOTH Ha QT-iHTepBan

CynyTHe 3aCcTOCyBaHHA (piy(heHasnHy 3 aHTUapUTMIYHUMKU npenapatamMu knacy 1A Ta I, TpruokecngoMm Mu’sky, rafoaHTpuHOM, NieBOMeTaAuny auetaToMm,
Me30pnAasvMHoOM, TIOpUAAa3MHOM, NiIMO3UAOM, CrapdioKcaunHOM, raTugioKcaLMHOM, MOKCU(IOKCALMHOM, [0/1aCETPOHY Me3unaTtoM, MegioKaiHOM, CEPTUHAOOM
abo uucanpmaom MoXe CpUYMHUTY NOAOBXKEHHS iHTepBasty QT.

EnekTponiTHUIA 6anaHc

KOHKypeHTHe 3aCTOoCyBaHHA Nnpenaparis, AKi CIPUYNHAIOTL MOPYLLEHHS efIeKTPONITHOIo 6anaHcy (y TOMY YACAI rinoKasliemito abo rinomMarHiemito), nigBuLLYE pU3NK



BEHTPUKY/IAPHOI apUTMIT.

CucTema umToxpomy P450

®nydeHasnH MeTabosi3yeTbCA CUCTEMOKO eH3UMIB uuToxpomy P450 (vacTkoBo CYP2D6). IHribyBaHHS LbOro wwnsxy MeTaboniamy iHWWMKM npenapatamy abo
NiABWLLEHHS aKTMBHOCTI eH3My CYP2D6 MoXke CIpUYMHUTY MNiABULLEHHS KOHUEHTpauii (hayeHasnHy Ta NiABULLEHHA PU3MKY NO6IYHUX e(eKTiB, BKIOYAKUU
NnofoBXeHHS iHTepBasly QT. [0 Takux 3aco6iB Hanexarb aHTMApUTMIYHI MpenapaTu, NpPAMi aHTUAENpecaHTW Ta aHTUNCUXOTUKK, BeTa-6nokaTopu, iHribiTopu
npoTeasun Ta oniatu.

TpUUMKNIYHI aHTULENpecaHT Ty

deHOoTIasMHN MOXYTb NOPYLUNTM MeTabonNi3aM TPULMKIIYHMX aHTUAenpecaHTiB. KoHUeHTpaLiT TPULMKNIYHUX aHTUAENPECAHTIB Yy NaasMi MOXYTb 30iNbLLUMTUCK, Y
pe3ynbTaTi HOro MOX/IMBI NOCU/IEHI 260 NMOLOBXEHI CeAaTUBHI Ta aHTMMYCKApUHOBI e(DEKTU, & TAKOXK CepLIEBI apUTMIl.

niTin

CynyTHe BBeZIEHHSA NiTit0 3 (pyheHa3MHOM MOXKe MigBULLMUTI HEMPOTOKCUYHICTb.

IHri6iTopn AMN® Ta TiasuaHi AiypeTuku

MapanenbHe 3aCTOCyBaHHS (PeHOTIa3uHIB Ta iHri6iTopiB AMN®d abo TiasngHUX AiypeTUKiB MOXKe BUKNNKATU FiNOTEH3ItO.

MpoTurinepTOHIYHI NpenapaTy

Mo>ke 3MeHLLYBaTMCA NPOTUTINEPTOHIYHNI €DEKT FyaHETUAMHY, KNOHIAMHY Ta IHLLIMX aHTUaApeHeprivyHmMX npenaparis.

KnoHianH

KNOHIgnH MOXXe 3HU3UTY HEMPONENTUYHY Lit0 PEeHOTia3nHiIB.

beTa-6nokaTopu

CynyTHe 3acTocyBaHHs 6eTa-6/10KkaTopiB 3 (heHoTiasMHaMy MOXe MiABULLUTA KOHUEHTpaLii 6eTa-6/10KaTopiBy niasmi.

MeTpusamizg

CynyTHe BBeZleHHs MeTpu3amigy 3 (haygeHasrHOM MOXe CTUMY/TIHOBATV CYA0MHI Hanaaw.

PeKoMeHAYETLCS NPUMNUHUTI BBEAEHHS (hnydeHa3nHy 3a 48 rognH Ao mienorpadii Ta He BBOAWUTY LLOHANMEHLL NPOTAroM 24 roguH nicns NpoBeAeHHs Mienorpagit.
EnitetbpuH (agpeHanin) Ta iHWi agpeHoOMiMeTUKN

deHOoTia3nHKU € PapmakooriYHUMKM aHTaroHiCTaMu BULLe3rafiaHnx npenaparis, a iX CYMyTHE 3aCTOCYBaHHS MOXe MPU3BECTU A0 apTepiaibHOT MinoTeHsil.

JleBogona

deHOoTIasMHN MOXYTb 3MEHLLWUTU e(DEKTM aHTMNAPKIHCOHIYHUX NpenapaTis.

XoniHoniTvkW aHTVMYCKapuHOBI npenapaTy

CynyTHe BBefeHHA (ydeHasnHy 3 XOMIHONITMKAMU MOXE MOCUINTU  6I0OKYBaHHSA XOMIHEPTMYHUX PeLenTopiB, 0COOMMBO Yy MAUi€eHTIB NITHLOrO BIKY.
AHTMYCKapVHOBa il MOXe NOCU/IHOBATUCS ab0 NOLOBXYBaTUCH.

MpoTueninenTUYHI NpenapaTy

®nydeHasnH MoXe 3MeHLLYBaTV etDeKT NMPOTUENINENTUYHMX Npenaparis.

MpoTugiabeTwyHI NpenapaTn

PeHOoTiasnHN MOXYTb MiABULLYBATU PiBEHb T[/IOKO3N B KPOBi, OCKI/IbKW BOHW BM/MBAOTb Ha OOMIH BYr/feBOAiB. TOMY HeoOXifgHI [esKi KOpekuil [03
npoTuAiabeTMUHNX NpenapaTtiB XBOPUM Ha LlyKPOBWUiA fiabeT.

LUvmeTnanH

LIMMeTUAMH MOXKe 3HUXKYBaTU KOHLEHTpaL, T (heHOTiasuHIB B M/1asMmi.

AM@eTamiH/ aHOpeKCUreHHi npenapaTwu

AMeTamiH/ aHOpeKCUreHHi npenapaTtu € PapmMakonoriYHUMM aHTaroHicTamun yQeHasmHy.



Mpw BBefeHHI npenapaty MoguTeH [eno cynyTHbO 3 XOMiHONITUKaMKM ab0 aHTUMYCKapUHOBMMMW npenapaTaMu MoTpibHO BCTAHOBUTW PETe/IbHUIA MOHITOPUHT 3a
CTaHOM navjieHTa Ta NPOBECTU iHAVBIAYa/IbHe BU3HAYEHHSA [03M Npenaparis.
Mpy cynyTHbOMY BBeieHHI 6eTa-aapeH0610KaTopiB Ta PEHOTIa3NHIB PEKOMEHAYETHLCA 3HMXXEHHSA 403M NpenapaTis 000X rpyn.

Oco6MBOCTI 3aCTOCYBaHHSA.

MogauTteH [leno He NpusHaYveHuin 4ns NikyBaHHA HEMCUXIYHMX pPO3NagiB abo A1 KOPOTKOTPMBAION0 3aCTOCYBaHHSA (MeHLLe 3 MicsLiB).

MogauTteH [leno HeetheKTUBHWIA ANst NiKyBaHHA PO3najiB NOBEAIHKM Y PO3YMOBO BiACTa/IMX NaLliEHTIB.

MigsuweHa CMePTHICTb Y NauieHTiB NiTHLOrO BiKy 3 ieMeHL €0

[aHi ABOX BeNVKMX AOCNILKEHb NPOLEMOHCTPYBa/IN, L0 Y MaLieHTIB NiTHbOrO BiKY 3 AeMeHLUiet0, AKi NpuiiMann HeiponenTUKW, He3HAYHO MiABULLEHNIA PU3MK
CMepTi, MOPIBHAHO 3 TUMU, XTO iX He NpuiimMaB. HefoCTaTHLO faHWX AJ1 BU3HAUYEHHS PiBHA MigBULLEHOIO PU3MKY, Ta HEBILOMA NPUYMHA TaKOro NiABULLEHHSA PU3KKY.
MpenapaT He NpU3HaYeHWI 415 NiKyBaHHS PO3nadiB MOBeAiHKN Ha (DOHI AeMeHLiT.

MpenapaT cnig NpyU3HaYaTy 3 BENMKOK 06EPEXHICTIO NalieHTam i3 cyfoMamm, TOMY L0 BiH 3HMKYE CYAOMHWIA NOPIr i, 0K, MOXe NPU3BOANTM A0 BUHUKHEHHS
CYZlOM Ta reHepasi3oBaHOro eninenTUYHOro Hanagy.

CepueBo-CyanHHI edhekTr

®nydeHasnH cnif 3acTocoByBaTV 3 06EPEXHICTIO NaLlieHTaM i3 CepLeBO-CyAMHHMM 3aXBOPHOBaHHSAMK abo nponoHrauieto QT y cimeliHOMy aHaMHe3i.

O6epexHIiCTb HeobXigHa, Konu (ydeHasnH NpusHavaloTb MauieHTam i3 cepueBO-CYAUHHMMM 3aXBOPHOBaHHAMMK (CeplLieBa HeAoCTaTHICTb, illeMiyHa XBopoba
MioKapfa, Hebe3neyHi po3naau CepLeBoro puTMy), OCKiSIbKM MOXKe 3HaYHO 3HU3UTUCH apTepiaibHUiA TUCK. FKLLO TUCK BMNaje, TO He CAif, 3aCTOCOBYBATM afipeHasliH.
Tpomb6oembonis

Mpw NpuiAiOMi HENPONENTUKIB MOBIZOMNANN NPO BUNaAKM BEHO3HOT TPOM60eM60/1iT. OCKiNbKN Y MaUieHTIB, AKi NPUMAMatOTb HEMPONENTUKK, YacTo € HabYTi (hakTopu
PU3NKY PO3BUTKY BEHO3HOT TPOMOOEMOOIT, CAif BU3HAYUTU BCi MOX/MBI (PaKTOpU PU3MKY PO3BUTKY BEHO3HOI TPOMO0emOOonii JO Ta NPOTArOM JliKyBaHHS
npenapatom MoauTeH [leno Ta BXXUTK NPEeBEHTUBHUX 3aX0fiB.

Cnif 3 06epexHICTIO Npu3HavaTt iydeHasnH nawieHTaM 3 HUPKOBOK HeLOCTATHICTHO.

dnydeHasnH cnig NpusHayaTi y HaiMeHLWnX eheKTUBHMX [03ax MalieHTam NiTHbOro BiKy Ta 0CflabneHuMM nauieHTam, TOMY L0 Y UMX XBOPUX NOGIYHI edekTn
MOXYTb BUHUKATU YacTiLLe.

dnyeHasnH cnif npusHadatu 3 00epeXxHICTIO nauieHTaM, fKi MpautoloTb B yMOBax MifBMLLEHOTO TemrepaTypHOro pexumy abo MatoTb KOHTaKT 3
(hochopopraHiYHUMM IHCEKTULMAAMM.

dnyeHasnH cnif npusHavaty 3 00epexHICTIO nauieHTaM 3 TinepTMpPeo3oM, FOCTPMMU 3aXBOPHOBAHHAMM JfIereHiB, XBOPOOO0K [1apKiHCOHa, 3aKPUTOKYTOBOHO
rN1ayKoMOH0, MiaCTeHi€tro, rinepTpotieto nepeaMixypoBoi 3a/103u.

MayieHTn, y SKMX 3annaHoBaHO XipypriyHe BTPyYaHHS Ta AKi NpuiiMatoTb rydeHasnH, MatoTb PU3NK MOSIBU FINOTOHIYHMUX peakLiid, TOMY HeobXifHi MeHLUi [03K
aHecTe3yruux 3acobis abo iHribiTopis LHC.

dnydeHasnH He cnif NpUAMaTK nauieHTaM 3 NaTonoriYHMMK 3MiHaAMK KPOBI UM MOPYLUEHHAMM YHKLIT NeYiHKK abo nauieHTam, SiKi NpuiiMaroTb NpenapaTu, Lo
BUK/IMKatOTb NOAIOHI  MOPYLUEHHS, OCKINIbKM MOXYTb BUHWKHYTW XO/IeCTaTUyHa UM XONeCcTaTUYHO-renaToue/toNIfipHa YKOBTAHUUA. 3a3BUYail YKOBTAHULSA
PO3BMBAETLCA NPOTArOM NEPLUMX ABOX-YOTUPLOX TVXKHIB JTIKYBAHHSA | He 3aBXAW 3a/1eXKNTb Bif, 1031 ab0 TPMBANOCTI NiKyBaHHS.

Cnig 6yTn 06epeXXHNMM nayieHTaM, SKi B aHaMHe3i MatoTb MyX/IMHWU MOJIOYHUX 3a/103 (Xo4a JOCNIAKEHHS | He NiaTBepAUN BYAb-SKOro 38’ 3Ky MiXK 36i/bLLUEHHAM
BUAINIEHHA NPOMIAKTUHY Ta NyX/IMHAMW MOJIOYHOI 3a/1031 MPOTArOM NiKyBaHHSA (PeHOoTiasnHamn).

AK i 3 ycima eHoTiasnHaMu, Npy NpuiiomMi aydeHasnHy MoXKe PO3BUHYTMUCA 6€3CMMNTOMHA MHEBMOHIS.

Mig yac nikyBaHHsi pydeHasHOM PEKOMEHAYETLCA NepioANYHMIA MOHITOPUHI MOKAa3HMKIB KPOBI, OCKI/NIbKM MOBIAOMAANMOCA MPO OKPeMi BUNAAKW NENKOMEHIT,
arpaHynoumnTo3sy, TPOMOOLMTOMNEHIT, €03MHOMINIT Ta NAHLUMTOMEHIT.



Moyke PO3BMHYTWUCb Mi3HS AMCKIHE3is Yy NauieHTiB, AKi NpuiAMann HeliponenTuKK, BKIOYalouM (iaygeHasnH, TOMY 3aCTOCOBYHOTb HallMeHLUi egeKTVBHI [03u
nauieHTaM, sSiKi NOTPebYOTb TPUBAIOIO JliKyBaHHA, a Taka MoTpeba y TpuBanoMy NiKyBaHHI PerynsipHo NnepeouiHETbCA. AKWO NPOSBAAOTLCA 03HAKM Mi3HLOT
AVCKIHEsiT, TO NPUIAOM HENPONENTUKIB CAif NPUMUHUTW.

AK 1 iHWI aHTUNCUXOTUYHI Npenapatn, (aydeHasnH acoUitOETbCA 3 HEMPONenTUYHUM 3M0SKICHUM CUHAPOMOM. Lle pigkicHa igiocvHKpaTMyHa peakuis, WO
XapaKTepPU3yeTbCA rinepTepMicto, M’A30BOK0 PUTILHICTHO, aKiHE3IEKD, 3HUXKEHHAM apTepiasibHOro TUCKY, CTYMOPOM i KOMOHO. [MinepTepmisa 4acTo € paHHIM CUMNTOMOM
UbOro cuHApoMy. HeobXifHO HeraHO MNPUMUHWTKA NPUIAOM aHTUMNCUXOTMYHOrO Mpenapaty Ta po3noyaty BiAMOBIAHY NIATPUMYKOUY Tepanito 3a peTesibHUM
KOHTPO/EM.

[Mig yac nikyBaHHS PaydeHa3MHOM C/ij YHMKaTV O4HOYACHOI0 3aCTOCYBaHHSA IHLWNX aHTUMCUXOTUYHUX Npenaparis.

AKLLO BUHMKAIOTb eKcTpanipamifgHi po3nagu, To He06XiAHO NPU3HAYNTM MPOTUNAPKIHCOHIYHI MpenapaTy.

AKLLO NayieHT npuiiMae fliku NPOTU NapKiHCOHI3MY Mij Yac NikyBaHHA npenapaTtom MoguTeH [eno Ta AKLWOo panToBo NPUMUHAE 3aCTOCYBaHHA LbOro rnpenaparty, BiH
MOBWHEH MPOAOBXYBATU MPUIAOM NPU3HAYEHUX MPOTUNAPKIHCOHIYHNX 3aC00IB e KiflbKa HiB.

®nyheHasnH NOTPIGHO 3aCTOCOBYBATW 3 06EPEXHICTIO MaLieHTaM 3 HUPKOBOK HeJOCTATHICTHO ab0 3 MOPYLLEHHAM (DYHKLIT HUPOK.

Mpy 0gHOYACHOMY 3aCTOCYBaHHI 3 mpenapaTamu, L0 NOPYLUYHOTb MNOTOBUAINEHHS, MOX/IUBI NOPYLLEHHS TepMOperynaLii, 0co6/IMBO Y NITHIX NauieHTIB Ta nif vac
CMEKOTHOT Ta BOJIOr Ol MNoroAu.

Oco6nmBa iHopmauis Npo Aeski A0NOMIXKHI PeUYOBUHN

MoguTteH [leno mictutb 6eH3110BUIA CNMPT. BiH NpOTUMNOKa3aHWin HeJOHOLLEHWM HOBOHapPOKeHM abo HEMOB/ATaM Ta AiTAM BiKOM A0 3 POKiB.

KyHXyTHa 01isi piLKO MOXXe BUK/MKATY CEPIN03HI anepriyvHi peakLi.

3acTocyBaHHS y nepiof BariTHOCTI abo rogyBaHHs rpyaato.
MpoTMnoKasaHo nepiog BariTHOCTI Ta rofgyBaHHS rpyaato.

30aTHICTb BNAMBATM Ha LWBMAKICTb peaku il Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMU MexaHi3Mmamu.
MpenapaTt MoXe BUSBNATY CUMbHUIA BNAMB Ha 3[aTHICTb KepyBaTy aBTOMOGIfIeM Ta MpautoBaTti 3i CKNagHUMM MexaHismamu. MauieHTiB cnif nonepeanTy npo Le.
Jlikap ouiHIOE 3AaTHICTb NaLieHTa KepyBaTi aBTOMOGINIEM 3 Ornsay Ha nepebir 0CHOBHOT XBOPO6M Ta BiANOBIAb Ha NiKyBaHHS.

Cniocib 3acTocyBaHHSA Ta A03Mu.

HaibinbL eheKTUBHY A03Y | 4aCTOTY NPUIAOMY MOTPIBHO BU3HAYATU iHAUBIAYaIbHO.

MayienTw, AKi paHille OTpUMyBanM NiLTPUMYOUY Tepanito NoXigHUMK PeHoTiasuHy y popMi Aeno

3BMYaiiHa NovaTKoBa f03a CTaHOBUTL Bif 12,5 go 25 mr npenapaty MoauTeH [eno. HacTynHi [03M i iHTEpPBaIN MK BBEAEHHSIMU BM3HAYalOThb iHAMBIAYabHO.
IHTEpBaT MiXK OKPEMUMM iH’EKLiISIMM 3a3BMUYali CTaHOBUTL Bif 15 A0 35 AHiB. AKLWO NOTPi6GHI 403K, WO NepeBuMLLyoTb 50 M, iX MOCTYMNOBO 36iMblY0Th Ha 12,5 Mr.
Pa3oBa f03a He NoBUHHA nepesuLlyBaTn 100 Mmr.

MauieHTn, AKi paHille He OTPUMYBa/M Tepanito NoXigHUMK PeHOTiasnHy

MauieHTn, SKi paHile He NiKyBaauch PeHOTiasMHaMK, NOBUHHI CNOYaTKy NPOXOAMTM Tepanito iH'eKLiHUMK npenapaTtamMy KOPOTKOTPMBasIOI Ail abo nepopasibHUMM
(hopmamn peHoTiasnHiB. Konu 6yae BU3HaYeHO, WO nauieHT fo6pe nepeHocATb (leHOTia3nHM, iX MOXKHa MepeBecTn Ha npuiioM npenapaty MoauTeH [eno 6e3
nonepeaHbLOro NikyBaHHS iH'EKLIHUMY NpenapaTamy KOPOTKOTPMBaNOT Ail. MoyaTkoBy fo3y 12,5 mr npenapaty MoguteH [leno BBOAATb BHYTPILLUHbOM'30B0. AKLLO
HEMaE HISIKUX Cepo3HMX NOBIYHMX HacMiAKiB, TO Yepe3 5 — 10 AHIB MOXHa Npu3HayaTy HacTyNHy o3y 25 Mmr. IoTiM 403y peryniotTb iIHAUBIAYaNIbHO.

MauieHTn, AKi paHille 0TPUMyBa/IN NiKYBaHHS NepopasibHUMU hopMamu NOXigHMX (DeHOTiasnHy

FAKLLO NauieHT BXe NpuiiMaB PeHOTIasnHK, TX MOXHa 3aMiHUTK Ha npenapaT MoguTeH [eno. CnoyaTky 3aCTOCOBYHOTb NOYATKOBY BHYTPILLHLOM'A30BY f03Yy 12,5 Mr



A1 NepeBipKu nepeHocumMocTi npenapaty MoguTeH [eno, i NoTiM 403y PeryniorTs IHAMUBILYabHO.

MauieHTW NiTHLOrO BiKy

MayieHTV NiTHLOro BiKY MNOTPEeOYHOTh HYKUMX 403 — Bif 1/3 0 1/4 cTaHAapTHOT 403K ANS LOPOCANX MONOALLIONO BIKY.

AKLL0 PO3BMBAETLCA EKCTpanipaMifHa peakuis, BBOAATL NPOTUMNAPKIHCOHIYHI 3aC06M.

MpenapaT Npu3HavaloTb y BUTNAAI FMMO0KOT BHYTPILLHLOM'A30BOT iH'EKLiT. T0NKaTa WNpuL MatoTb 6Y TN CYXNUMN.

AKLLO Nnikap BUABNSAE, WO f03a npenapaty MoauTeH [eno € 3aHaATo Masioko, TO NIKYBaHHA MOXHA MIATPUMATY NepopasibHUMK (hopmMamMu (heHOTiasuHIB.

MayieH TV 3 NOPYLIEHHAMM (OYHKLiA HAPOK Ta NeyiHKu

MeHwi gosm (Big 3,125 ao 6,25 Mr) nokasaHi A1 nayieHTiB 3 NOPYLLUEHHAMM (YHKLIT HAPOK.

MauieHTaM 3 NOpYLLEHHAM PYHKLIT NeYiHKK He cnig npuimaTti ghnygeHasuH.

[iTn Bikom Big 12 ao 18 pokis

MoguTteH [leno He peKOMeHAYETLCA 3aCTOCOBYBATM AiTAM BiKOM Bif 12 a0 18 pokiB, OCKifbKM BIACYTHI AaHi L0A0 6e3nekn Ta eheKTUBHOCTI 3aCTOCYBaHHS Wil rpyni
nawuieHTiB. Y pasi HeobXigHOCTI noyaTkoBa fo3a CTaHOBUTbL Big 6,25 mr fo 18,75 mr diydeHasnHy. HacTynHi go3u i iHTepBa/in MiDK BBEAEHHSIMU BU3HAYalOTb
iHAMBIAYaNbHO. IHTEpBan MiXK OKPEMUMMU iH'EKLISIMU 3a3BMYald CTaHOBUTL Bif 7 A0 21 AHIB. AKLL0 noTpibHa BifnbLl B1COKa 4034, TO Ti NOCTYMNOBO 36i/bLIYHOTL Ha
6,25 mr. Pa3oBa [103a He NOBMHHA NePeBULLYBaTN 25 M.

Llein po3unH Ans iH €Ki He cnif 3millyBaTy 3 IHLUMMW PO3YMHaMK ANS iH’EKLIA.

aiTn.
MpenapaT NpOTUNOKa3aHWI AiTAM BiKOM [0 12 poKiB.

Nepeno3yBaHHS.

Mepefo3yBaHHS Ta IHTOKCMKALiSi MOXYTb MPU3BECTU [0 CEPUO3HMX eKCTpanipaMigHMX po3nafiB, 3HaYHOro MafiHHA apTepiaibHOro TUCKY, Mio3y, rinoTepmil,
3aTPUMKMW Ceyi, efleKTpoKapaiorpagiyHnX 3MiH I NMOPYLLEHHS CEPLIEBOrO PUTMY, CXOXMX Ha Ti, L0 BUHUKAIOTbL MpY nepeso3yBaHHI XiHIAWHY; CeLaTMBHOIO CTaHy i
po3/agy CBIfOMOCTI, SKi MOXYTb MpW3BecTM [0 BTpaTW CBIAOMOCTI Ta BiACYTHOCTI pediiekciB, cnasmiB i Komu. CrieyialbHOro aHTMAOTY HeMae. JlikyBaHHSA
cumntomatmyHe. CTaH nauieHTa NoTpiGHO peTenbHO KOHTpontoBatu. Mpu apuTMIT etheKTUBHUMK € BGikapboHaT HaTpito Ta cynbaT MarHito. EkcTpanipamifHi
po3naau NikyTbCA 3a A0MOMOrOK NPOTUMAPKIHCOHIYHMX NTIKAPCbKMX 3acobiB. Mpu BUMPaXKeHil rinoTeHs3iT Moxe 6yTu MpU3HAYeHWd TiSIbKM HOpafpeHaiH;
afipeHaniH 6ype we 6inbLue 3HMKYBaTK TUCK KPOBI.

Mo6iuHI peakuii.

UacToTa BUHMKHEHHSA NOGIYHMX peakLiit:

- AyXe yacto (3 1/10);

- yacTo (3 /100 po <1/10);

- iHogi (3 /2000 po <1/100);

- piAko (3 /210000 go <1/1000);

- Ayxe pigko (<1/10000);

- HeBiZOMO (HEMOXX/TIMBO OLLiHWUTW 3a HAABHUMUW JaHUMM).

B MeXax KOXXHOT rpynu 3a 4acTOTOH NOGIYHI peakLii NpeAcTaBneHo B NOPAAKY 3MEHLLEHHSA Cepilo3HOCTI.
Mo6iyHI peakLii nepepaxosaHi 3a KNacoM CUCTEMM OpraHiB Ta YaCTOTOK BUHUKHEHHS.
3a focnifyKeHHaAMN




B okpeMux Burnagkax y nauieHTis, AKi npuiimanm nepopaibHo hydeHasmH, cnoctepiranock nepexifHe NigBULLEHHA KOHLEHTPaLin XONeCcTepyHy B CUPOBATL.
3arasibHi MopyLIeHHA Ta NopyLIeHHs YMOB 3aC T OCYBaHHS
deHOoTiasnHN MOXYTb CNIPUYNHIOBATY NOPYLLEHHSA TepMoperynauii. BifomMo npo BUnafgKn TAXKOI rinoTepmit i rinepnipekcii npyu BUKOPUCTaHHI MOMIPHMX i BUCOKMX
[03 (heHoTiasuHIB. JIiTHI XBOpPi Ta XBOPI 3i 3HMXKEHOH (YHKLIE LWUMTOBUAHOI 3a/7103M MOXYTb OYTW 0CO6GMMBO YYTAMBUMMK [0 TiNOTePMIl. PU3MK PO3BUTKY
rinepnipekcii NigBMLLYETLCA Nif Yac >KapKol 4M BONOrol norogu abo npyv ogHOYaCHOMY MNPUIOMI Npenapatie, WO MOPYLIYKOTb MOTOBUAINEHHS, HaNpPUKNaj
npenapartis 4151 fiKyBaHHA NapKiHCOHI3MY. [T0M10BHWiA 6iflb, HENEPEHOCUMICTb NiH3, 3aKNaAeHICTb HOCa, HYA0Ta, NeTaslbHi BUMAAKW.
3 60Ky KPOB’AHOT Ta niMhaTNYHOI CUCTEM
- HeBiZoMO: neiikoneHisl, arpaHynoumTosl, TpomGouuToneHisl, eosuHodinisl, naHumToneHis?.,
3 60Ky HepBOBOT CUCTEMMU
YacTo: ekcTpanipamigHi posnagu (NceBAOMapKiHCOHI3M, AWUCTOHIS, aKaTu3is, OKYNOFipHi KpU3K, ONiCTOTOHYC, rinepdnekcis), NisHs AUCKiHe3in2 (MUMOBINbHI
PYXK A31Ka, 0611444, poTa, ry6, Tyny6ba 1a KiHLiBOK);
- iHOZi: roNoBHUIA Binb;
- PiAKO: 3N105KICHUIA HeipoNenTUUHMIA CUHAPOMS 3 TiNepTepMIEtD, PUTIAHICTL M’S3iB, aKiHE3is, 3HMKEHHS KPOB’SIHOTO TUCKY, CTYTOpP Ta KOMa.
3 60Ky opraHiB 30py
- IHOZI: 3aTyMaHeHHs 30pY, r1ayKoma;
PIAKO: NOTEMHIHHA KpULWITa/IMKa abo poroBoi 060/I0HKM OKa.
3 60Ky LLYHKOBO-KWULLIKOBOTO TPaKTY
- IHOAI: Hy[O0Ta, BTpaTa aneTuTy, C/IMHOBUAINEHHS, CyXICTb Y POTI, 3anop, KULLIKOBA HENPOXIAHICTb.
3 60KY HMPOK Ta CeYOBMBIAHUX LUNAXIB
- IHOAI: noniypis, napasiy Ce4oBOro Mixypa;
PIAKO: eHype3, NOpYLLEHHS CEYOBULINIEHHSA, HETPMMAHHS Cevi.
3 60KY eHJOKPUHHOI CUCTEMMU
- iHOAi: riHEKOMACTIsl, aHOpMasibHa NaKTauisi, po3naau Nibigo 3 iMNoTeHUIE, HeperynsipHa MeHCTPYyaLisi, MTOMUIKOBO NO3UTUBHMWIA TECT Ha BariTHICTb.
3 60Ky cepus
- iHOAI: TaxikapAais;
- PiAKO: NOAOBXEHHS iHTepBany QT Ta 3yous T, BEHTPUKYNAPHI apuTMIT (BEHTPUKYNAPHA TaXikapais, BEHTPUKYNApHA (ibpunsuis);
- LYXe pifKo: apuTmis, Pibpunavis;
- HeBIZOMO: 3yrunHKa cepud, apuTmia Tuny «torsades de pointes».
3 60Ky cyavH
- iHOZI: NOMIpHA rinepTeH3is, KONMBaHHA apTepiaibHOro TUCKY;
- HEeBIJOMO: BEHO3Ha TPOM60eMOOisl, BKIKOYAKUM BUMAAKN NereHeBoi em60onii Ta eMo0onii rnnboKuX BeH.
3 60Ky pecnipaTOopHOro TpakTy
- iHOZI: 3aKnafeHicTb Hoca.
3 60Ky iIMYHHOT CMCTEMU
- AY>Ke pijKo: acTMa, HabpsiK ropTaHi, aHrioHeBPOTUYHWIN HABPSIK.
3 60Ky LUKIpWY Ta CAn3oBux 06010HOK
- IHOAI: NOTOBUAINEHHS;
- PiAKO: NirMeHTaLis WKipwn, hoTOMYTAMBICTb, aleprivyHniA AepMaTuT, KPOMNMB’iHKa, Cebopest, epuTema, ek3ema, eKChoniaTUBHWIA AepMaTuT.




3 6OKY MeYiHKM Ta XKOBYOBYUBIAHMX LUNAXIB

- PIAKO: X0necTaTuyHa >XOBTAHULISA.

3 60Ky NCUXiKM

- PiAKO: COH/MBICTb, NeTapris;

- HEBIOMO: HEPBO3HICTb, &XMTaLlis a60 aHOMasIbHI JYyMKW, AENPECUBHWIA CTaH, NiABULLEHHSA CXWUBHOCTI 4O cyiunay.
MeTaboniyHi posnaam

- iHOAI: NiABULLEHHS aneTuTy, 36iNbLLIEHHA MacK Tina.

BariTHICTb, NiCASAN0NOrOBUA Ta NEPUHAT &/IbHWUI CTaHun

- HEBIZOMO: CMHAPOM BiAMiHM Bif npenapaTy y HOBOHapOKeHWX. EKCTpanipamigHi CUMNTOMW Y HOBOHAPOLXKEHUX.
3 60Ky penpoAyKTMBHOT CUCTEMMU

- PiAKO: npiani3m, po3nagun eaxkynauii.

1 MMig yac nikyBaHHs nydeHasnHOM PEKOMEHLYETLCS NPOBOANTM MOHITOPUHI NOKa3HWKIB KPOBI (AUB. po3Aain «Ocob6n1BOCTIi 3aCTOCYyBaHHS»).

2 Mpwn TpuBasomy NikyBaHHi abo Nicis NPUMMHEHHSA NIKYBaHHSA MpenapaTtom Yy AesKUX XBOPUX MOXYTb CMocTepiratuca nisHi AUCKIHESIT, AKi XapaKTepusytoTbCs
XOpeoaTeToifHNMMN MUMOBIZIBHUMW pyxXamu f3MKa, M'a3iB 06114us, poTa abo Lienenu (TakMM SK BUCOBYBaHHSA A3MKa, HaLyBaHHA LUIK, CKPUBMIEHHS POTa, YKYBa/IbHI
pyxu), M’a3iB Tina abo KiHLiBOK. [1posiBM LIbOro CUHAPOMY Ta NOTipPLUEHHS, CIPUYNHEHE HUM, Ay>Ke BapiabenbHi. Lieit cMHApOM NposiBNsSieTbCA abo Mif Yac NikyBaHHS
3MEHLLIEHOI 0300 abo Mic/s 3aBepLUeHHs Tepanii. [Jy>Xe BaX/IMBO BUSABUTU 03HAaKWM CUHAPOMY Mi3HbOT AUCKIHESIT K MOXHA paHille. 3 METOK BUSBNEHHS LbOro
CYHAPOMY Ha MoYaTKOBIl CTafii peKOMeHAYHThCA NEPIOANYHI 3HVKEHHS [03M NpenapaTy (FKLLO Le [03BOJISE CTaH MauieHTa) Ta peTeslbHUA MOHITOPUHT nauieHTa
nif yac Takmx nepiogis vacy. Takuii Migxig € Ay>e BXINBUM, OCKINIbKM NiKyBaHHS HEMPONENTUKaMM MOXKe MacKyBaTu NpPosiBK Mi3HbOT AUCKIHe3IT.

3 HeiponenTuyHuiA 3M108KICHUA CUHAPOM acoLitOETLCA 3 JlIKYBAHHAM aHTUMCUXOTUYHUMU NiKapCbKMMK 3acobamu, BKAOYaoun (iydeHasnH (4uB.  po3gin
«OCc06MMBOCTI 3aCTOCYBaHHSA»). Y LIbOMY BUNaAKy CNif NPUNUHATK NpuinoM npenapaty MoauteH [eno i BXXWUTK BigNOBIAHNX 3aX0MiB.

IHWi no6iyHi peakuit

Kinbka panToBux, HernepegoayvyBaHMX i HE3'ACOBaHMX NeTallbHUX BUMNaAKiB 6ynn 3apeecTpoBaHi y rocnitanizoBaHUX NauieHTiB, AKi 0TpMMyBann (PEHOTIa3NH.

MpY BUHNKHEHHI TXKMX NOBIYHUX peakLiil NikyBaHHA QnyeHa3snHOM Cif NPUMUHUTW.

JTiTHI XBOPI MOXYTb Oy TV GiNbLL YYTIMBUMW A0 CeaTMBHOI0 abo rinoTEH3MBHOMO epeKTy npenapary.

[MoBigOMNEHHSA NPO Nif03PKOBaHI NOBIYHI peakLil

3BITHICTb MPO Nifo3proBaHi NOGIYHI peakuii MiCnA peecTpauii MiKapCbKOro 3acoby Mae BaXK/MBe 3HaueHHd. Lle fae 3mory npofoBXKyBaTW MOHITOPUHI 6anaHcy
KOPUCTBL/PU3NK NiKapCbKOro 3acoby. IHpopmaLito Npo 6yab-aKi Nigo3proBaHi NoGiYHI peakyii cig nogasaTu BiANOBIAHO 40 BUMOT 3aKOHOAABCTBA.

TepMiH NpUAaTHOCTI.
18 micsuiB.

YMoBM 36epiraHHs.

36epirati B opuriHanbHiin ynakoBLi Ansa 3aXuCTy Bif Aii cBiTna npu TemnepaTypi He Bulle 25 °C.
36epiratn y HegOCTYNHOMY ANS AiTei MICTi.

YnakoBKa.
Mo 1 Mn po3umHy Ans iH’eKLin B amnyni; no 5amnyny 6nictepi; no 1 6nictepy y KapTOHHI Kopoobu,i.



KaTteropis Bignycky. 3a peLentom.

BupobHuK.
KPKA, a.4., Hoso mecto, CrnoseHis/
KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxomLKeHHs BUPOOHMKa Ta Noro agpeca Micusa NPoBafKeHHS Lis/IbHOCTI.
LLImap’ewka uecta 6, 8501 HoBo mecTo, CrioseHis/
Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



