IHCTPYKUIA
AN MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

IHOAM®

(INDAP®)
Cknag:
AitoyapeyoBmHa: iHganamizg
1 Tabnetkamictutb 1,25 Mr abo 2,5 Mr iHganamigy;
[OMOMI>KHIPEYOBUHU:
IHan®, TabneTkn 1,25 Mr: NakTo3MMOHOTiApaT,Leton03aMikpoKpUcTanivyHa TaibK, MarHito cteapar, KPeMHI0 AioKCKA KONoigHMIA 6e3B0AHWIA,3ai3a OKCU I, YepBOHUI (E
172);
IHgan®, TabneTkn 2,5 Mr: NakTo3n MOHOTi4paT,Lento103aMiKpOKpUCTaliyHa,Ta/lbK, MarHito cteapat, KpeMHito fioKcug, KonoigHuMiA 6e3B04HWIA,3a/i3a OKCUA XKOBTUIA (E
172),3ani3a0KcnAYePBOHUIA(E 172).

JlikapcbKaopma. TabneTku.

OCHOBHI (Pi3MKO-XIMIYHBNACTMBOCTI:TabMIETKMNO 1,25 Mr: pOXKeBiKPYrNiniocKi TabneTkuaiameTpoMnprubM3Ho7 MM, A0NYCKaETbCANeABE MOMITHAMaPMYPOBICTb;
TabneTKNNO 2,5 Mr: CBITN0-0paHXeBIKPYT /i TabneTKn AiaMeTpoM NpMGan3HO8 MM 3 XpecTonoLibHOPUCKO A415 MOAiNY 3 04HOro 60Ky, AoNycKaeTbCANeABe NOMITHA
MapMypOBICTb.

dapmakoTepaneBTUYHAPYNa. HeTiasnaHi AilypeTnKn 3 NoMipHOK AlypeTUYHOK akTUBHICTHO. CynbthoHamign, npocTi. Kog ATX CO3B All.

PapmakosoriyHi B1acTmBoCTI.
dapmakogHamika.
IHganamig — cynboHaMiAHWAAIYPETUK, AKUIA (PapMaKoioriyHOCMOpPiAHEHWI i3 TiasnagHUMK giypeTukamu. IHaanamig iHrioye peabcop6Lito HaTpito B KOPTUKabHOMY
CerMeHTIHUPOK. Lle nigBumLLy€EeKCKpeLitoHaTPIK Ta X/I0PUAIBY CeYy i MeHLLIOH MipOK — eKCKpeL,iFoKanito Ta MarHito, NiABULLYHUNTAKUM YAHOM [y pes.
AHTUrINepTeH3NBHAAIA iHAaNamify NPOSBASETLCANPU A03aX, NPU AKUX AiYPETUUYHUA etheKT He3HAUHWIA. BinbLL TOro, MOro aHTUrinepTeH3MBHaAIA 36epiraeTbCAHaBITL Y
navieHTiB3 apTepiasibHOKOT iNepTeH3IE0, AKi NepebyBatoTbHa reMogianisi.
IHOanamiggie Ha piBHI CYyAMHLLIAXOM:
- 3MEHLLEHHACKOPOTNNBOIBLATHOCTIrNaAKUXM’A3iB CY/IMH, LLLO NOB’A3aH03i 3MiHAMU TPaHCMeMOPaHHOTr 006MiHY i0HIB (TO/TI0BHUMYMHOM KaJibLito);
- CTumynsuiicuHTesy npoctarnaHanHyPGEy Ta npocTaumkniHyPGlo (Basogunararopra iHribitoparperayiitpoM6oLunTiB).
IHAanamig3mMeHLLYE rinepTpogitoNiBorowayHouKa.
BifbLL TOrO, IK MOKa3a/IM AOCNIJPKEHHAPI3HOT TPMBAIOCTI (KOPOTKOT,CepefHbOTTA AOBIOI)3a y4aCTHO MaLieHTIB3 apTepiasibHOKorinepTeH3sieto, iH4anamiz;
e He BM/MBaEHa MeTabo/Mi3MAIMiAiB: TPUINiLEPUAIB X0NeCTepUHYNINONPOTEILIBHU3bKOTLLIIBHOCTI Ta XOIECTEPUHYNIMOMNPOTEI4iBBMCOKOTLLIIBHOCTI;
e He BMN/MBaEHa MeTab0Mi3MBYIIEBO/iBHABITbY XBOPUX Ha apTepia/ibHyrinepTeH3itoTa LyKpoBuiA diaberT.
Mpy NepeBuULLEHHI pEKOMEH/0BaHOIL03M TepaneBTUYHUIAE(EKT TiasnAiB Ta TiasuaonofioHNXAiypeTUKiB He 30ibLIYETLCA, TOAI AK KiNlbKiCTb He6aXKaHWX ABULL, 3pOCTaE.
FAKLLO NiKyBaHHA He0CTaTHbOEMEKTMBHE, NIABULLYBATUL03Y HE PEKOMEHAYETHLCS.
dapmakoKiHe THKa.

AbcopbLLis
BiogocTynHicTb iHAanamigy Bucoka — 93 %.



MakcumasibHa KOHLIEHTpaLif y nnas3mi KpoBi (Cypax) NiC/iA Npuiiomy [03u 2,5 Mr ocAraeTbea NpubansHo vepes 1-2 rognHu.

Po3nogain
3B’A3yBaHHA 3 NpoTeiHaMK nnasmu — BuLle 75 %.

Mepiof HaniBBMBEAEHHSA CTAHOBUTb 14-24 rognHu (y cepefHboMY — 18 roamH).

Mg vac perynspHoro npuitoMy nikapcbKoro 3acoby NigBULLYETbCS PiBEHb CTabiNbHOT KOHLEHTPaLiT B NasMi (Na1aTo) NopiBHAHO 3 KOHLEHTpaLieto iHganamigy nicns
npuinomMy oHopa3oBoT A03W. Lie piBeHb KOHLEHTpaL Ty Nia3Mi KPoBi 3a/IMLLIAETHLCA CTabiIbHUM TPUBaINIA Yac 6e3 BUHUKHEHHS KyMY sLii.

BuBegeHHA

HunpKoBwiA KnipeHc cTaHoBUTbL 60-80 % 3aranbHOro KipeHcy.

IHLanamif BUBOAWTLCA NePeBaXKHO Y BUTNAAI MeTaboNiTiB, YacTKa npenapary, L0 BUBOAUTLCA HUPKAMU Y HE3MIHEHOMY BUTNAAI, CTaHOBUTL 5 %.

MauieHTV 3 HUPKOBOK HEAOCTATHICTHO

Y nauieHTiB i3 HUPKOBOK HeJOCTATHICTIO (DapMaKOKIHETUYHI NapameTpyn He 3MIHIOKOTLCS.

KniHiYHI XapaKTepUCTUKN.
lNokasaHHS.
EceHujianbHarinepTeHsis.

MpoTunokasaHHs.

— MigBuLLeHa Yy TIMBICTL A0 CyNbaHinamigizabo 40 OyAb-AKOrof4onoMiXXHOroKOMMNoHeHTanpenapary;
— TSHKKa HUPKOBaHeoCTaTHICTb (KNipeHC KpeaTUHHY — Hudkde 30 M/I/XB);

— neyiHKoBaeHUedanonatisabo TSHKKI 3aXBOPHOBAHHA MEUIHKN;

— rinoKaniemis;

— BariTHICTb Ta Nepiof rofyBaHHs rpyaato.

B3aemogisi 3 iHLLIMMK NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIA.
HepekomeHa0BaHi KOMOiHALLIT
NiTiA. MoxnnBe NigBULLEHHSA PIBHA NITiKO Y N1a3Mi KPOBi Ta NosBa CUMMTOMIB Mepeso3yBaHHsA, AK | Npu 6e3CobOoBIN LIETi (3HUXEHHSA eKCKPeLil NiTito i3 ceyeto).
FAKLLLO HEOOXIAHO NPU3HAUNTK AiYPETUK, CNiA NPOBECTU PETENIbHNIA MOHITOPUHT PiBHS NiTitO Y Naa3Mi KPOBi Ta aganTyBaTu 403y NiTito.
Kom6iHaLiT, Lo nOTPedyrThb 00epPeXKHOCTI
MpenapaTy, L0 MOXKYTb CNPUUYNHUTUN BUHUKHEHHSA NApOKCM3MabHOT LUYHOUYKOBOT Taxikapail Tuny nipyeT:
aHTMapUTMiYHI npenapatun knacy la (KBIHIAWH, rigpOKBIHIAWH, An3omnipaMia);
aHTVapuTMiYHi npenapatun kKnacy Il (amiogapoH, cotanon, goetunia, ibytunin);
[esKi aHTUNCUXOTUYHI NpenapaTu:
0 (PeHoTiasnHK (X/I0pNpPOMasnH, LiiaMemMasunH, 1eBOMeNpPOMasvH, TiopuaasviH, TpUQyonepasmH);
0 6eH3amigun (amicynbnpug, cynbnipug, CynsTonpug, Tianpug);
0 6yTupodeHoHN (4ponepnaon, ranonepuaon);
iHWI nikapcbki 3acobu: Genpuann, umsanpug, AUgemaHin, epuTpoMiuMH BHYTPILUHbOBEHHWIA, ranotyaHTPUH, Mi30M1acTUH, MeHTamiAuH, crnapqiokcaumH,
MOKCM(hNOKCaLUMH, BIHKaMiH BHYTPiLLHbOBEHHWIA.




Mpwy 3acToCyBaHHI iHAanamigy 3 BuLLe3a3Ha4YeHMU NiKapCbKUMK 3ac06aMm NiABULLYETHCA PU3UK BUHUKHEHHS LLYHOYKOBUX apuMTMild, 30Kpema torsades de pointes
— MapoKCM3MasIbHOT LWTYHOYKOBOT TaxikapAil Tuny nipyet (rinokaniemis € pakTopom pusnky).
Mepen Npy3HaYeHHAM Takol KOMOGiHaLiT cnif nepeBipuTyv piBeHb Kanito Ta 'y pasi HeobXigHOCTI BigkopurysaTy oro. Cif KOHTPOMOBATU KNIHIYHWIA CTaH MavlieHTiB,
enekTponit nnasmm 1a EKI . Mpun HasgBHOCTI rinokaniemii peKoMeHA0BaHO Npu3HavaTty npenapaTu, LWo He CNpUYMHAI0TL torsades de pointes.
HecTepoigHi npoTusanansHi npenapaTy (4N CUCTEMHOIO NPU3HAYEHHS), BKIKOYAKOUN CENEKTUBHI IHFIBITOPKU LUMKNOOKCUreHasn 2, BeNnKi Ao3un caniumnaTis (= 3T
/006y):

O MOXYTb 3MeHLUYBaTV aHTUTiNePTEH3UBHWIA edheKT iHAaNamigy;

O Y 3HEBOAHEHWX MauieHTIB MiABULLYETLCA PU3MK BMHUKHEHHSA TOCTPOI HWPKOBOI HEAOCTATHOCTI (Yepe3 3HWKEHHSA roMepynspHoT ginbTpauii). Mepes

noYaTKOM NiKyBaHHs He06XigHO BiAHOBUTM BOAHWI 6anaHc Ta NepeBipuT PYHKLLiH0 HAPOK.

IHFiGITOPK aHrioTEH3UHNEPEe TBOPHOBaNIbHOMO (hepmeHTY (AMNd). MoxxvBe panToBe BUHMKHEHHSA apTepiabHOI rinoTeH3iT Ta/abo rocTpoi HUPKOBOT HEJOCTAaTHOCTI Y
nawieHTIB 31 3HVXXEHUM PiBHEM HATPIt0 (0CO6/IMBO Y NALEHTIB 3i CTEHO30M HUPKOBOT apTepil).
ApTepianbHa rinepTeHsis. AKLL0 nonepeiHe 3aCTOCYBaHHSA AiypeTKa BUKINKaI0 3HMKEHHS PiBHA HATpIt0, He0bXi4HO 3a 3 06M A0 NoYaTKy NiKyBaHHS iHri6iTopoM
AT® npunUHATA NpUIAOM AiypeTnka Ta NoTiM y pasi Heo6XiAHOCTI BIAHOBUTM Tepanito AiypeTrKoM abo po3noyaTit Npuinom iHriditopa ArNd 3 HU3LKOT NOYATKOBOI
[031 i3 nofasibLUMM NOCTYMOBUM T NiABULLEHHSAM.
Mpu 3acTilHIN cepueBiii HeAOCTaTHOCTI 3acTocyBaHHS iHribiTopa AMN® cnig po3noymHaTh 3 MiHIManbHOT 103K Ta, MOX/IMBO, NICNS 3HVKEHHS [03M MonepeiHbo
MPU3HAYEHOr 0 AiypeTuKa, Wo BUBOANUTL Kasild.
Y 6yab-aKOMY BUNaAKY HEO6XiAHO MPOBOAUTU KOHTPOb (DYHKLIT HUPOK (KpeaTHIHY NiasMu) NPOTArom nepLumx TUXKHIB NiKyBaHHSA iHri6iTopom AlMd.
MpenapaTy, WO MOXXYTb CNPUYUHUTU BWUHUKHEHHS TiNOKaNieMii: [MIOKO- Ta MiHePaNOKOPTUKOIAN (418 CUCTEMHOro Mpu3HayveHHs), amoTepuumH B
(BHY TPiLLHbOBEHHMIA), TeTpPaKo3aKTWA, NPOHOCHI NpenapaTy, WO CTUMYNIOKTb NEPUCTANbTUKY — NiABULLYIOTb PU3MK BUHUKHEHHS TiMOKaiemil (aauTUBHUI
edoekT). Cnif KOHTpOoBaTK Ta NPy HeOOXIAHOCTI MPOBOAMTI KOPEKLito Kanito y nnasmi Kposi, 0C06/MBY yBary cnif npuginatyv ogHoYacHiin Tepanii i3 cepueBummn
rniko3ngamu. PeKOMeHAYETLCA MPU3HayYaTh MPOHOCHI NpenapaTu, Wo He CTUMYNIOKTL MEPUCTA/IbTUKY .
CepueBi rniko3nan. HasaBHICTb rinokaniemii cnpuse KapLioTOKCUYHOCTI CepLeBmnx rnikosuais. Cnif npoBOAMTY MOHITOPUHT Kanito y nna3mi kKposi, EKI-KOHTposib Ta
Y pasi Heo6XiAHOCTI KOPUIyBaTU NliKyBaHHS.
BaknoeH nNocunioe aHTUMINEPTEH3MBHY Ait0 npenapaty. Ha novyaTtky Tepanii HeoOXigHO BiHOBUTW BOAHO-eNEKTPONITHWUI 6anaHC NauieHTa Ta KOHTPO/OBaTU
(DYHKLLitO HMUPOK.
Komb6iHalLii, Lo noTpebyThb yBarun
Kaniinsbepiraroui giypeTuku (aminopug, cnipoHoNakToOH, TpuamTepeH). AKLWO iCHYe AOUIIbHICTb NPU3HAYeHHS Takol KOMOGIHALLiT, He BUK/THOUAETLCA MOX/IUBICTb
BUHUKHEHHS rinokaniemMii (0co61BO Y XBOPMX Ha LYyKPOBWiA fiabeT abo 3 HUPKOBOK HeAOCTaTHICTHO) abo rinepkasniemii. Cnig NpoBoANUTA MOHITOPUHT PIBHSA Kasito
y nnasmi Kposi, EKI-KOHTPOAb Ta y pasi He06XiAHOCTI KopuryBeaTtu Tepanito.
MeTdopMiH. MigBULLYETECA PUSUK BUHUKHEHHS MOJIOYHOKUCIONO aumaosy y pasi po3BUTKY (DYHKLiOHa/IbHOI HUPKOBOI HeAOCTATHOCTI BHACNifOK MnpuiioMy
AIypeTurKiB, 0c06/1MBO NETNILOBUX. He cnif npu3HayaT MET(OPMIH, SKLO piBeHb KpeaTUHIHY y nnasMi Kposi nepesuilye 15 mr/n (135 MKMO/b/N) y HONOoBIKIB Ta 12
Mr/n (110 MKMOSIb/N) Y >KIHOK.
lofokoHTpacTHi 3acobu. Y pasi gerigpaTauii, CIPUUMHEHOT MPUIAOMOM AiypeTUKiB, 36iNbLUIYETHC PU3MK PO3BUTKY FOCTPOI HUPKOBOT HEJ0CTAaTHOCTI, 0COBMBO
NpK 3aCTOCYyBaHHI BEIMKUX 103 MOLOKOHTPACTHMX 3ac06iB. Heo6XigHO BiAHOBUTN BOAHMWIA 6anaHC 40 NpU3HaYeHHs MOLOKOHTPaCTHUMX 3ac00iB.
IMminpamiHonogi6Hi aHTuaenpecaHTW, HeMpONenTUKWA. TOCUNEHHA aHTUTiINePTEH3MBHOIO eqeKTy Ta PU3UKY PO3BUTKY OPTOCTATMYHOI TiMOTEeH3il 3a paxyHoK
afINTUBHOTO e(EKTY.
Coni KanbLito. MoXxn1Be BUHUKHEHHS rinepKasibLiemil BHACNIAOK 3HVKEHHS enliMiHauiT KasibLito HUpKaMu.
LimknocnopuH, TakponiMmyc. PU3NK NIABULLEHHA KpeaTUHIHY Yy nia3Mmi KpoBi 6e3 BMMBY Ha PiBEHb LMPKYNHOKYOrO LMKIOCMOPUHY, HaBiTh Y pasi BifCYyTHOCTI




3HWKEHHS PiBHA BOAW/HATPIO.
KopTukocTepoian, TeTpako3akTug (CMCTEMHOT fiT). 3MEHLLEHHA aHTUriNepTeH3MBHOT AiT iHAanamigy BHACMIAOK 3aTPUMKKW BOAWM Ta IOHIB HATPItO Mig BNJMBOM
KOPTMKOCTEPOIZiB.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

MauieHTW i3 NopyLLUEHHAMU PYHKLIT NeYiHKN

Y naujieHTIB i3 NOPYLUEHHAMWN (DYHKLIT NeYiHKM 3aCTOCYBaHHA Tia3nAOMNOAIOHUX AIYPETUKIB MOXE CIPUYMHUTI BUHUKHEHHS MEYiHKOBOT eHuedanonarii, 0co6/MBO
NPV NOPYLLEHHSAX €N1IEKTPO/IITHOrO 6anaHcy. Y TakoMy BUMAaAKY NPUIAOM AiypeTuKiB Cif HeranHo NpUNUHUTW.

CBITNOYYTAMBICTb

MoBigoMnsnocs Npo BUNaaKn peakLii CBITN0YYTANBOCTI Y NalieHTiB, SKi NpuiiMani TiasuaHi Ta TiasnaonomioHi aiypeTuku (auB. po3ain «MobiuHi peakuii»). Mpu
BUHWKHEHHI TakuX peakuii NiKyBaHHSA AiypeTMKaMn PEKOMEHA0BAHO MPUNMHUTU. AKLLO € HEOOXIAHICTb Y MOBTOPHOMY MPWU3HAYEHHI AiyPeTHKiB, CNif 3aXUCTUTK
Bpa3/MBi SINAHKY Bif, COHUA abo Bif [Xepen WTYYHOro ynbTpagionery.

[loNOMi>KHI pe4yoBMHM

Mpenapar MICTUTb NakTo3y, TOMY WOro He CMif Mpu3HavaTW NauieHTaM 3 YPOPKEHOK HernepeHOCUMICTIO rasakTosu, CMHAPOMOM Manbabcopbuil rnokosn Ta
ranakTo3u, HefOCTaTHICTIO flakTasm Jlanna.

BanaHc Boay Ta enekTponiTiB

HaTpiii nnasmu

Heob6XiHO KOHTPO/OBATU PiBEHb HATPIO Y M1a3mi KPOBi Mepes novaTKoM /liKyBaHHSA Ta Hafasli — PerynapHo nif vac /ikyBaHHSA. SHVXKEHHA PIBHA HATPIO Y nnasmi
KpOBi MOXe 6y Ty crnoyaTky 6e3CMMNTOMHUM, TOMY HEOBXiZAHWIA perynspHUin MOHITOPUHT. MOHITOPUHT PiBHA HATPItO CNif NPOBOAMTU YacTiLle Y NauieHTiB NiTHLOro
BIKY Ta Y MalieHTIB i3 LIMPO30M MeYiHKU. Byab-sKuii AiypeTMK MoXe CNPUUYMHATY BUHWKHEHHS FiNoHaTpiemil, Lo iHOAl Ma€e cepiio3Hi Hacniaku. FinoHaTpiemis i3
rinoBONEMIEID MOXKE MPU3BECTU [0 BUHWMKHEHHA AerigpaTauii Ta OpPTOCTATMYHOI TiMOTEH3il; CYMyTHS BTpaTa IOHIB X/I0pY MOXE CMPUYMHUTW BTOPUHHWIA
KOMMEHCATOPHUIA MeTaboMiuHMIA ankano3 (YacToTa Ta BUPAKEHICTb LibOro SBMLLA HI3bKI).

Kaniin nnasmu

P03BMTOK rinokaniemii (< 3,4 MmMonb/n) HEOOXIAHO NMOMNEPeaNTM Y NEBHUX KaTeropivi NauieHTiB BUCOKOrO pU3MKY, TakUX K NaLieHTV NiTHbOrO BiKY, MaLieHTH, AKi
HeA0CTaTHbO XapyytoTbes, Ta/abo nauieHTH, AKi NpMMaloTb 6arato MeAMKaMeHTIB, NaLieHTH i3 LMPO30M MeYiHKK, WO CYNpOBOAKYETLCA HAOpPAKaMmM Ta acLmMTOM,
nauieHTV 3 ilWemiyHO XBOPOOOK cepus Ta MauieHTW i3 CEepLeBOK) HeAOCTaTHICTIO. Y TakMX BuMMagkax rinokanieMis NigBuLLye KapAiOTOKCUYHICTb CepueBux
rNiKo3uAaiB Ta pU3NK BUHUKHEHHS apUTMIl.

MauieHTn, AKi MaloTb NOJOBXEHWIA iHTepBa QT BPOMKEHOro abo ATPOreHHOro reHesy, TaKOX Hanexartb [0 rpynu pusuky. inokaniemis, K i 6pagmkapais,
MOXe CNPUYUHATUA PO3BUTOK TSXKKMX MOPYLUEHb CEPLEBOro PUTMY, 30KpemMa PO3BUTOK MapOKCU3MasibHOT LUYHOUKOBOT Taxikapgii Tuny nipyeT, WO MOXe
NPU3BeCTU [0 NeTasIbHOro Hac/igky.

B ycix BuLLe3a3HAYEHNX BUNALKAX HEOOXiAHWI YaCTiLlLMA KOHTPO/b PIBHA Kanito y KpoBi. MepLlunid aHanis noTpibHO 3p06uUTU NPOTATOM 1-ro TUXHS NiKyBaHHA. Y
pasi BUSIBNEHHS rinoKaiemiT cnif NPoOBECTY 1T KOPEKLitO.

Kanbuii nnasmu

TiasngHi Ta Tia3ngonofibHi AIYPeTUKN MOXYTb 3MEHLUYBATU eKCKPeLito KanbLito i3 cevyero Ta MPU3BOAMTU A0 HE3HAYHOrOo i TMMYacoBOro NiABWULLEHHSA PIBHSA
Ka/bLito Y nnasmi KpoBi. BupaxkeHa rinepkasnbLiemiss MoXe OyTy HacnifKoM nornepeaHbLOro HeAiarHOCTOBAHOIO rineprnapaTtmMpeoianaMy. Y Takomy pasi flikyBaHHA
CNif NPUNUHUTY Ta 06CTEXUTU (DYHKLIKO NapaTUpeoigHMX 3a/103.

["oK03a KpoBi

Y XBOPUX Ha LlyKPOBWiA AiabeT BaXK/IMBO KOHTPO/IHOBATM I1HOKO3Y B KPOBI, 0CO6/IMBO NPY HAasABHOCTI rirnoKaiemit.

CeuoBa kucnoTa



Y nauieHTiB i3 NiABULLEHNM PIBHEM CEYOBOI KMC/IOTU MOXe CNocTepiratuca TeHAeHL IS 40 MiABULLEHHS KifIbKOCTI HanagiB nogarpw.

DYHKLUIA HAPOK Ta AiypeTuKM

Tia3naHi Ta Tia3ngonofibHi AiypeTuKN HabinbL eheKTUBHI, AKLLO (YHKLIA HUPOK He MopyLUeHa abo SKLWO NOpYLUEeHHS He3HavHi (KpeaTUHIH niasMu KpoBi <25 mr
/n, T06TO 220 MMONL/N Y LOPOCAMX). Y MauieHTIB NITHLOMO BIiKY KpeaTuHIH y niasMi KpoBi MOBMHeH OyTW Ha piBHI, WO BIAMOBILAE BiKYy, mMaci Tina Ta CTarti.
"inoBoniemisi, MOB’s3aHa i3 BTPATOK BOAM Ta HATPIKO BHACNIAOK 3aCTOCYBaHHS AIyPeTUKIB, HA NOYaTKY /liKyBaHHA CIPUYNHAE 3HVKEHHSA FNOMePYAPHOT (ifbTpauii.
Lle Mo>ke nNpun3BecTy 40 NiABULLEEHHSA PIBHS CEYOBUHW Ta KpPeaTUHIHY Yy KpoBi. Taka TpaH3UTOpHa PYHKLiOHa/IbHA HUPKOBA HEIOCTATHICTb HE Mae HacniaKiB B OCib i3
HOPMa/IbHOK (PYHKLLIEKD HMUPOK, asie MOXKE MOTiPLINTK ICHYHYY HUPKOBY HEOCTATHICTb.

Y cnopTCMeHIB iHAanamig MoXe CIPUYNHUTY NO3UTUBHY pPeakLito Npu NpoBeAeHHI AONIHT-KOHTPOHO.

XopioiganbHuii BUNIT, rocTpa KOPOTKO30PiCTh Ta BTOPMHHA 3aKpPMTOKY TOBa raykoMa.

MpenapaTtu, WO MICTATb CyNbgoHamig abo NoxigHi CynbgoHaMigy MOXYTb BUKIMKATK i4IOCMHKPATUUHY peakLito, WO CIPUYMHAE XOpioiganbHMiM BUNIT 3 Ae(DEKTOM

30pOBOr0 NO/s, TPAH3UTOPHOKO MIOMIEKD Ta FOCTPY 3aKPUTOKYTOBY riayKomy.CYMNTOMM BK/IKOHaKOTb FOCTPUIA NOYATOK 3HUXEHHS FOCTPOTK 30pY abo 6inb B Oui i, AK
npaBw0, BUHUKAIOTb MPOTATOM AEKiNIbKOX FOAMH ab0 TVXKHIB 3 MOYaTKy 3aCTOCYBaHHSA npenapary.

HenikoBaHa roctpa 3akpuTOKYTOBa r/layKoMa MOXe MpU3BeCcTU 40 MOCTIAHOI BTpaTy 30py. OCHOBHE NiKyBaHHA — Le AKHaWLWBUALLE MPUNUHUTA 3aCTOCYBaHHS
NiKapcbknX 3acobiB. AKLO BHYTPILUHBOOYHWIA TUCK 3a/IMLLAETHCA HEKOHTPO/IbOBAHUM, MOX/IMBO, HEOOXi[HO 3aCTOCOBYBATW OMNepaTMBHI MeAMKaMeHTO3Hi abo
XipypriyHi MeToam nikyBaHHs. ®akTopaMu pU3nKy po3BUTKY FrOCTPOT 3aKPUTOKYTOBOT rNayKOMUMOXKe ByTun anepris Ha cynboHamig abo neHiyuniH B aHaMHe3si;
3acTocyBaHHs y nepiof BariTHOCTI abo rogysaHHs rpyaato.

BariTHicTb

[aHi o0 3acTocyBaHHA iHAanamigy BariTHUM XXiHKaM BigCcyTHI a6o o6mexkeHi (MeHLwe 300 Bunagkis). Cnif YHUKaTW NPU3HaYeHHs AiypeTuKiB BariTHUM XiHKam Ta
HIKOMN He 3aCTOCOBYBATW 1X A4/15 NIiIKyBaHHA (i3i0N0oriYHNX HabpsAKiB BariTHUX. Hacnigkom TpMBanoro 3actocyBaHHs TiasugHoro Aiypetuka nig yac I Tpumectpy
BariTHOCTI MOXe OyTW 3HWKEeHHS 00’eMy LMPKY/IOKYO0T KPOBI BariTHOT XXIHKM Ta MAaTKOBO-M/ALEHTapHOr0 KPOBOHAMOBHEHHS, IO MOXe CrpUYnHUTU
(beTonnaueHTapHy ilemito i 3aTpMMKy PO3BUTKY nnioga. [OCNi[KEHHA Ha TBapuHax He BUABWAM NPSMOro abo OMoCcepefKOBaHOrO TOKCWMYHOMO BM/MBY Ha
PEnpPOAYKTUBHICTb. 3aCTOCYBaHHSA iHAanamify nif vac BariTHOCTI MPOTUMOKa3aHe.

[Mepiof rogyBaHHA rpyaato

[aHi Woa0 NpoHMKHEHHS iHAanaMigy/MeTaboniTiB y rpyaHe MOMOKO HeAocTaTHI. MoXe po3BUHYTUCA TFiNepyyTANBICTb [0 NOXiAHMX CyNbgoHaMIAIB Ta rinokaniemis.
PU3nK 419 HOBOHAPOLXKEHUX/HEMOB/AT BUK/IOYATU He MOXHA. lHAanamig HaneXxxuTb A0 TiasngonofibHUX AiypeTuKiB, 3aCTOCYBaHHA AKWUX Mif 4Yac rofysBaHHS
rpyAAro NOB’A3yHTh 3i 3MEHLLIEHHSAM ab0 HaBITb MPUrHIYEHHAM NakTauil. IH4anamig NpoTUNOKasaHWUA y Nepiog rogyBaHHs rpyaato.

PepTULHICTD

JocnimpkeHHs penpoLyKTMBHOI TOKCUMYHOCTI MOKasasv BIACYTHICTb BN/MBY Ha (DEPTU/ILHICTL CaMuiB Ta CaMOK TBapwH. BrvBy Ha (PepPTWU/IBbHICTb NOAUHU He
OYIKYETbCS.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

IHIaN® He BMAMBAE Ha MUMbHICTb, ane Y pasi BUHWKHEHHS HebakKaHWX peakuil (auB. po3ain «IMo6ivHi peakuii»), y TOMY 4ucii CMMMTOMIB, NOB’A3aHMX 3i
3HVDKEHHAM apTepiasibHOro0 TUCKY, 0CO6/IMBO Ha MOYaTKy JiiKyBaHHA abo y pa3i 3aCcTOCyBaHHS y KOMOIHaUil 3 IHWWM aHTUTINepTeH3UBHUM 3aC060M, 34aTHICTb
KepyBaTy aBTOMOGiNIemM abo npawtoBati 3 iHLIMMK MeXaHi3Mamm MOoXKe 6y TV NopyLLeHa.

Cnocib 3acTocyBaHHA Ta A03Mu.
Cnocib 3acToCyBaHHS
[ns nepopasibHOro 3aCTOCyBaHHS.



[lo3yBaHHsA

1 TabneTka no 2,5mr Ha o6y, 6axkaHo BpaHLi. TabneTKy Cnif KOBTaTy Li/I0K0, HE POIKOBYHOUM, 3arMBaKOUN BOAOHO.

MakcvmManbHa f060Ba fo3a — 2,5 Mr. 3acTocyBaHHS 6ifbLU BUCOKMX [03 Npenaparty He NPW3BOAMTb A0 36i/bLUEHHA aHTUTINePTEH3MBHOIO eqEKTY, ane AiypeTUYHNiA
edheKT 3pocTaE.

Oco6mBi rpynu nayieHTIB

HupkoBa HelOCTaTHICTb (AMB. po3ainn «1poTunokKasaHHA» Ta «Ocob6AMBOCTI 3aCTOCYBAHHS»

MawieHTaM i3 TSHKKOK HMPKOBOK HeAOCTaTHICTHO (KnipeHe KpeaTuHiHY <30 M/XB) 3aCTOCYBaHHS npenaparty npoTunokasaHe. TiasnaHi Ta TiasnaonogioHi AiypeTuku
Hal6iNbL eheKTMBHI, AKLLO (PYHKLiSi HAPOK He MopyLUeHa ab0 AKLLO MNOPYLLEHHS HE3HAYHI.

JiTHIN BiK (amB. po3ain «Oco6/MBOCTI 3aCTOCYBaHHA)

Y nauieHTiB MiITHLOrO BiKY PiBEHb KPeaTUHIHY Y Mna3mi KPoBi NOBMHEH BIAMNOBIAATM BiKy, Maci Tifa Ta ctari. NMayieHTaM NiTHbOro Biky IHAaN® MoXKHa npusHayvaTu,
AKLLO PYHKLiS HUPOK He nopyLUeHa abo AKLLO0 NOPYLUEHHS HE3HAYHI.

[MeyviHKOBA HeOCTATHICTb (AMB. po3ainv «IMpoTmnokasaHHA» Ta «OC06/IMBOCTI 3aCTOCYBaHHSA»)

Y pasi TSXKKOro nopyLUeHHs QyHKLUIT NeYiHKK NiKyBaHHA NpenapaToM NpoTunokKasaHe.

aiTn.
IHAaN® He peKOMeH0BaHO 3aCTOCOBYBATM AITAM Yepe3 HeA0CTaTHIO KiNbKiCTb AaHMX 040 6e3nekmn Ta eieKTUBHOCTI ANA L€l rpynu nauieHTiB.

Nepeno3yBaHHA.

CumnTomu

CumnTOMM Nepesfo3yBaHHA Hacamrnepes MatoTb MPOSBU BOLHO-eNIEKTPONITHUX NMOPYLUEHb (rinoHaTpieMis, rinokaniemis). KniHIYHO MOX/MBE BUHUKHEHHS HYLOTH,
6N1H0BaHHSA, apTepiasibHOI rinoTeHs3iil, Cy10M, COHNMBOCTI, 3anamMmopoYeHHs (BepTUro), CNyTaHOCTI CBIAOMOCTI, Noniypil abo onirypii ax Ao aHypil (Lo cnpuynHeHa
rinoBOJSIEMIEID).

JiKyBaHHs

3axofm nepLioi 4ONOMOry BKIKOYAKOTL LIBUAKE BUBEAEHHS MpenapaTy LUASXOM MPOMMBaHHA LWTYHKa Ta/abo Mpu3Ha4YeHHs akTUBOBAHOrO BYTifNA i3 Nofaiblumm
BiZJHOB/IEHHAM BOAHO-EMEKTPONITHOr0 6anaHCy B yMOBax CTalioHapy.

Mo6iyHI peakuii.

HaiyacTiwe noBifoMAsM Npo BUHWKHEHHA TakMX MOGIYHMX peakuiil: peakuii rinepyyT/MBOCTI, FONIOBHUM YMHOM AepMaTO/OriyHi, Y NauieHTiB, CXUMbHUX [0
PO3BUTKY a/lepriyHnX Ta acCTMaTUYHMX peakLii, i MaKynonanyibo3Hi BUCUMaHHS.

Mig yac KNiHIYHMX JocnifKeHb rinokaniemis (kanin y nnasmi kposi <3,4 Mmonb/n) crnocTepiranacb y 25 % nauieHTis, y 10 % Bunagkis Kaniii 3HWU3MBCA [0
<3,2 MMO/Ib/N Yepe3 4-6 TUXKHIB NiKyBaHHSA. [icnsa 12 TVXKHIB Tepanii cepefHE 3HMKEHHA PIBHA Kaslito y cupoBaTLi KpoBi ctaHoBW0 0,41 MMonb/1.

BinbLwicTb HeGaXKaHMX eheKTIB, SIK KNIHIYHUX, TaK i 3 60KY 1abopaTOPHNX MNOKa3HWUKIB, [0303a/1EXHI.

[Mig yac nikyBaHHA iHAanamigom crioctepiranncs nobiyHi ABMLLa, 3a3HaYeHI HXKYE, 3 TaKOK YacTOTOH BUHUKHEHHS: Ayxe yacTo (= 1/10), yacto (= /100, <1/10),
HevacTo (= 1/1000, <1/100), pigko (= 1/10000, < 1/1000), ayxe pigko (= 1/100000, < 1/10000), yacToTa HeBigoMa (He MOXe 6yTW BM3HAYeHa 3rigHO 3 HasiBHOMO
IH(hopMaLLi€tO).

CucTtemu opraHiB 3a Mo6iyHi peakuii YacToTa
Knacudikauieto MedDRA




3 0OOKy cucTeMn KpoBi Ta | ArpaHynoumTtos AY>Xe PifKo
nimgaTtnyHoT cucTemmu AnNnacTnyHa aHeMmis Ay>Xe pigko
"emoniTMYHa aHeMis AyXKe pifKo
JelikoneHis AyXe pifKo
TpomboumTOneHis AyXKe pigKo
3 60Ky MmeTaboniamy Ta 06MiHy | IinepkanbLiemMis AyXKe pigKo

pevyoBH

3HWKEHHSA PIBHA KaJTit0 3 BUHUKHEHHAM
rinoKaniemii, 30KpemMa Cepio3Hol, y NeBHMX
KaTeropiv nawieHTiB BMCOKOIo puU3unKy (4uB.
po34in «OcobAMBOCTI 3aCTOCYBaHHS»)

HacTtoTa HeBi,ﬂ,OMa

rinoHatpiemis (4uB. po3ain «OcobamMBOCTI
3aCTOCYBaHHsI»)

HacTtoTa HeBi,ﬂ,OMa

3 60Ky HepBOBOT CMCTEMU 3anamopoyeHHs (BepTUro) pifKo
BTomntoBaHICTb pigKo
["0NOBHWI 6iNb piaKo
MapecTesis piaKo
HenpuTOMHICTb yacToTa HeBigoMa
3 60Ky opraHis 30py Mionis yacToTa HeBigoMa

Po3MuUTWiA 3ip

HacTtoTa HeBi,ﬂ,OMa

MopyLueHHs 3opy

yacToTa HeBigoMa

XopioiganbHuiA BUNIT

yacToTa HeBigoMa

3 60Ky cepus

ApuTMmis

LYKe pifKo

Mapokcun3manbHa LLTYHOYKOBa Taxikapais
TMny nipyert (torsades de pointes), Lo MOXxe
MPU3BECTU A0 fIETAIbHOrO HacniaKy (4vB.
po3ainn «B3aemogia 3 iHWUMK NiKapCbKUMU
3aco6amu Ta iHLi BUAN B3AEMOAIA»,
«OC06/MBOCTI 3aCTOCYBaHHSA»)

yacToTa HeBigomMa

3 60Ky CYAMHHOI CUCTEMM ApTepiasibHa rinoTeHsis AyXe piLKo

3 60Ky TpaBHOI cnucTemMm bnoBaHHA HeyacTto
Hypnota pigKo
3anop pigKo
CyxicTb y porTi pigKo
MaHkpeaTuT AY>Ke PifKo

3 60Ky renatobiniapHoi cuctemu

MopyLUEHHA PYHKLIT NeYiHKK

AyXKe pifKo




Mpw NeYiHKOBIM HeJOCTATHOCTI MOX/NBE
BUHVKHEHHS NMeYiHKOBOI eHuedanonaTil (avs.
po3ginn «poTwunokasaHHsa», «OcobnMBOCTI
3aCTOCYyBaHHA»)

HacTtoTa HeBi,ﬂ,OMa

Menatut

YacTtoTa HeBi,ﬂ,OMa

3 60Ky LUKipK Ta T NOXigHNX

Peakuii rinepyyTamBoCTi

4acTto

Makynonanynb03Hi BUCUMNaHHSA 4acTo
Mypnypa HeYacTo
AHTIOHEBPOTUYHUIA HABPAK AyXe pifKo
Kponue’aHka AyXe pigKo
TOoKCUYHWIA enigepManbHUn HEKPONi3 AyXKe pigKo
CuHapom CTiBeHCca—[)KOHCOHa AyXe pigKo

MOXXNVBe 3aroCTPEHHS iCHYHUOro rocTporo
CMUCTEMHOTO YepPBOHOI0 BOBYaKa

yacToTa HeBigoMa

Peakuii hoToYyT/IMBOCTI (AMB. PO34iN
«OC06/MBOCTI 3aCTOCYBaHHS»)

HacTtoTa HEBi,ﬂ,OMa

3 BOKY HMPOK Ta Ce4yoBUAINbHOT
cucTemm

HupkoBa HeoCTaTHICTb

AyXe piLKo

LocnimpKeHHs

MofoBxeHHs iHTepBany Q-T Ha EKI

(am.. po3ainu «B3aemogis 3 iHWMMK
NiKapcbK1MKM 3acobamu Ta iHLWi BUAW
B3aEMOfiin», «OCc06NMBOCT I 3aCTOCYBaHHS)

yacToTa HeBigoMa

MMigBULLEHHS PIBHA TTHOKO3U KPOBI
(ams. posgin «OcobnnBOCTI 3aCTOCYBaHHS)

yacToTa HeBigoMa

MigBWLLIEHHS PIBHS CEYOBOT KMCNOTU B KPOBI
(amB. posgin «OcobnnBOCTI 3aCTOCYBaHHA»)

HacTtoTa HEBi,ﬂ,OMa

MigBULLEHHSA PIBHA NEYIHKOBUX (PEPMEHTIB

yacToTa HeBigomMa

TepmiHNpUAATHOCTI 4 POKN.

YMoBU36epiraHHs.

36epiratny HegoCcTynHOMYANA AiTe micyi.He noTpibHicnewyianbHiyMOBM 36epiraHHs.

YnakKoBKa.

Tabnetkuno 1,25mr: 10 Tabnetoky 6nictepi,3 abo 6 6/1icTedB y KAPTOHHIAKOPOOLL.
TabneTtkuno 2,5mr: 10 Tabnetoky 6nictepi,3 abo 6 6n1icTedB y KAPTOHHIKOPOOLI.

KarteropisBignycky. 3a peuenTom.
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