IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BE3OMHI
(VESOMNI)
Cknap:
Ai0YI PeYOBUHK: coNitheHaUMHY CyKLMHAT, TaMCYN03MHY FiapoXnopua;
1 TabneTtka MIiCTUTb conidheHaUMHy CyKUuMHaTy 6 Mmr, Wo Bignosigae 4,5 mr conideHauuHy, Ta TamcynosuHy rigpoxnopugy 0,4 mr, wo Bignosigae 0,37 mr
TamCy/1031HY;
[ONOMI>KHI peyoBuHU: MaHIT (E 421), manbTo3a, Makporon 7000000, makporosn 8000, marHito cteapart (E 470b), Opadry Red 03F45072* .
* Makporon 8000, rinpomeno3sa (E 464), 3aniza okcug YepBoHuii (E 172), Bofa oumLLeHa (B roToBOMY npenapari BifACYTHSA).

JlikapcbKa thopma. Tabnetkn 3 MoAUMiKOBaHUM BUBI/IbHEHHSM.
OCHOBHI (pi3MKO-XiMiYHI BNaCTMBOCTI: TabNeTKn OKPYrnoi (opmMu, BKPUTI M1IBKOBOK 060/I0HKOH YEPBOHOIO KOJIbOPY, 3 TUCHEHUM MapKyBaHHAM "6/0.4".

dapmakoTepaneBTUYHa rpyna. 3acobu, Lo 3acTOCOBYHTLCA B Yponorii. Anba- agpeHobnokatopn. Kog ATX GO4C AS3.

dapMako/oriyHi BnacTmeoCTI.

dapmakofnHamiKa.

Be30MHi — KOMOGIHOBaHWIA MiKapCbKWA 3aci6, WO MICTUTb [ABi [AitO4i PeYOBMHWM — conidieHaumH i TamcynosuH. Lli Aitodi pevyoBMHM MatOTb He3aNeXHi i
B3aEMOZONOBHIOKOYI MeXaHi3MK AiT Ana NikyBaHHA CMMNTOMIB 3 GOKY HWXKHIX cedoBumx wnaxie (CHCLL) npu go6posikicHil rinepnnasii nepegMixypoBoi 3ano3u
(Arn3), npn HasBHOCTI CUMMTOMIB HANMOBHEHHSA CEYOBOIO MiXypa.

ConieHaumH — CENeKTUBHWUI KOHKYPEHTHWUIA aHTaroHiCT MYCKapyHOBMX PELEnTOpiB, He BOMOAiE CMOPIAHEHICTIO A0 IHLWKMX peuenTopiB, PEPMEHTIB UM IOHHUX
KaHanis. ConieHauuH Mae HaiBULLY CMOPIgHEHICTb 3 MyCKapyHOBMMU M3-peLientopamu, i MeHLLY CropigHEHICTb 3 MycKapnHoBUMU M1 i Mo-peLienTopamu.
TamcynosvH — 6okatop anbas-afpeHopeLenTopiB. TaMCy/I031H CENEKTUBHO | KOHKYPEHTHO 3B’A3YETbCA 3 MOCTCUHANTUYHUMK  anbai-afpeHopeLientopamu,
0Cc06/1BO 3 NigTUNaMu abhaq p i anbasp, LWO BiAMOBIAAOTL 3a PO3CNabNeHHs rNafKoi MyCKyaTypu HKHIX CEUOBUX LUNAXIB.

ConiheHauuH nonerwye CUMNTOMW HaNOBHEHHSA CEYOBOro Mixypa (ippuTaTUBHI CUMNTOMU), MOB’A3aHI 3 €0 aueTUNXoiHy, AKWA akTuBye Ma-XoniHopeLenTopuny
CevyoBOMY Mixypi. AUETUNIXONIH aKTUBYE CKOPOT/IMBY PYHKLIKO CTIHKM CEYOBOIO Mixypa, L0 NPOABASETLCA Y BUIAAI YPreHTHUX MO3MBIB 0 CEYOBUMYCKaHHA abo
HETPUMaHHS ceui.

TamMCyn03MH MOKpaLLye CUMNTOMU CMOPOXHEHHS, MiABULLY UM MAKCUMa/IbHY LIBUAKICTL MOTOKY Cedi, 3MeHLLYe CUMNTOMW 06CTPYKLiT, po3ciabnawoun rnagki m’a3m
nepeamixypoBoi 3a/103u, LUNIAKK CEHOBOIO Mixypa Ta ypeTpu. TakoxX NoKpallye HarnoBHEHHS Cedi B CEHOBOMY MiXypi.

PapmakoKiHeTuKa.

JocnimpkeHHss 6io40CTYNHOCTI Npu 6aratopa3oBoMy MPUnOMI NOKa3ano, WO (apMakOoKiHETUKA Npu npuiiomi Be3oMHi NopiBHSAHHA 3 (hapMaKOKIHETUKOK Npw
OAHOYaCHOMY NPUIAOMI conitheHaLmMHy Ta TaMCY03MHY.

BCMOKTYBaHHS.

Micna 6aratopasoBoro npuinoMy Be3oMHi Yac [OCATHEHHA MakKCUManbHOT KOHLEHTPpaUT tax  COMieHalyHy Bapitoe MixX 4,27 i 4,76 rof, B PisHUX [OCNIIKEHHSIX,

Tamcyno3unHy — Mixk 3,47 1 5,65 rog BignosigHo. MakcumasibHa KOHUEHTpaLis B niasmi (Cmax) conitheHaLMHy BapitoBasia MK 26,5 Hr/Mn i 32,0 Hr/Mn, TaMCyno3nHy



— MiX 6,56 Hr/Mn | 13,3 Hr/Mn. 3Ha4YeHHA NoLi Mif KPUBOK «KOHLEHTpaLis — vyac» conieHaumHy Konmeanacs Big 528 Hr/roa/mn go 601 Hr/roa/mn, a TamcynosunHy
—Bifg 97,1 Hr/rog/mn Ta 222 Hr/roa/mn. A6contoTHa 6i040CTYNHICTb conideHauUmHy cTaHoBMMa 61113bK0o 90 %, B TOM Yac SK TaMCy/103MH BCMOKTYETbCA Ha 70 — 79 %
Bif} 03K, LLLO 3aCTOCOBYETLCS.

MpoBeAeHO AOCNIPKEHHS NiKapCbKOro 3acoby Be3omHI Npu 3aCTOCyBaHHI Pa3oBOi 4031 OAHOYACHO 3 MPUIAOMOM X, Mig Yac NPUInOMY Ki 3 HU3bKUM BMICTOM XMPY,
nif Yac HM3bKOKaNOPINHOIo CHiAaHKy Ta nif vac nNpuinomy DKi 3 BUCOKMM BMICTOM XMPY i BUCOKOKANIOPIAHOMO CHigaHKy. Iicns npuitoMy Ki 3 BACOKUM BMICTOM
KMPY, BUCOKOKa/IOPIHOIO CHiJaHKy BifMiyaiioch 36inbLUeHHA NoKa3HMKa Cyax AN TAMCY/I03MHY Ha 54 % B NMOPIBHAHHI i3 MPUIAOMOM liKapCbKOro 3acoby HaTlle,

npu akomy AUC nigsuiyeTses Ha 33 %. dapmakoKiHeTUKa coniheHauuHy He 3MIHKOETLCA MPY NPUIAOMI KI 3 HU3bKUM BMICTOM XXMpY, Nifj, Yac HU3bKOKA/TIOPINHOTO
CHiAaHKy Ta Mig Yac Nnpuinomy DKi 3 BUCOKMM BMICTOM XXUPY | BUCOKOKANIOPINHOMO CHilaHKy .
OpHouacHe 3acTocyBaHHA conideHalnHy Ta TamcynosnHy OCAS npu3BoguThb A0 NifBULLEeHH Cmgx Y 1,19 pasa Ta nigsuileHHs AUC TamcynosuHy y 1,24 pasa B

nopisHaHHI AUC Tamcyno3nHy OCAS npu moHoTepanii. BigCyTHI NOKasHMKK BNMBY TamMCy/1I03UHY Ha (hapMaKOKIHETUKY COnipeHauuHy.

BuBeaeHHA.

Micns ofHOPa30BOro MpUinoMy NiKapcbKoro 3acoby Be3omHi nepiof HaniBBUBELEHHS tq/o conideHalyHy Konmsasca Bif 49,5 rognHun 4o 53 rofuH; Tamcyno3vHy —
Big 12,8 roguHmn ao 14 roguH.

Baratopa3soBse 3acTOCyBaHHA Bepanaminy B [03i 240 Mr 0[JHOYACHO 3 NiKapCbKUM 3aC060M Be3oMHi Npu3BoAUTb A0 NiABULLEHHA conidheHaunHy — Cpax Ha 60 % Ta

AUC Ha 63 %, B Tol1 Yac AK y TamCynosuHy Cyax Migsuwyetscsa 4o 115% i AUC — go 122 %. 3MiHN Cygx Ta AUC He € KNiHIYHO 3HauyLLMK.

AHani3 hapMakoKiHETUYHMX JaHWX Nif Yac NpoBeAeHHA 3 (has3n KNIHIYHMX SOCNILKEHb NOKasye BapiabenbHICTb Y (PapMakKOKiHETULL TaMCY/I03UHY B 3a/1eXKHOCTI Bif
BiKY, 3pOCTY Ta KOHLIEHTpaLiT B KPOBi 01 — KACNOro raikonpoteiHy. MigsuiieHHs AUC acouitoeTbes 3 NiABULLEHHAM 01- KACONO rMiKOMPOTETHY Ta BIKOM, B TOI Yac
AK 3HWKeHHA AUC acouitoeTbCA i3 3HMKEHHAM 3pocTy. KpiM Toro, nigBULLEHHS PiBHSA raMMma-riyTaMinTpaHcjepasun nNoB’a3aHe i3 BUCOKMMM nokasHmkamu AUC. Li
3MiHM nokasHuKiB AUC He € KiHIYHO 3HauyLwumu.

IHopmaLis LWoL0 (hapMaKOKIHETUKN AiH0UMX PeHYOBUH KOMBIHOBAHOM0 NIKapPCbKOro 3aC00Y [OMOBHIOE (DapMaKOKIHETUYHI BaCTUBOCTI NIKapCbKOro 3aco0y Be3omHi.
ConitheHauuH.

BCMOKTYBaHHS.

Yac JOCArHEHHA MaKCUMasIbHOT KOHLIEHTPaLT tgx HE 3a/1eXUThb BifJ [03U i CTaHOBUTL Bif 3 10 8 rofnH nicisa npuiiomy AeKinbkox [o3. 3HadeHHs Cpgy | AUC

3pocTaroTb NponopuiriHo fo3i Big 5 fo 40 mr. A6contoTHa 6i040CTYNHICTb CTaHOBUTL NPUGAN3HO 90%.
Posnogin. O6’em po3noginy coniheHaumHy nicns BHYTPiLLHLOBEHHOIO BBEAEHHSA NpenapaTy cTtaHoBUTb 6113bKo 600 /1. Mprbm3Ho 98% conideHaumHy 3B’A3yETbCA
3 6ifkaMu NnasMu, B NepLly Yepry 3 o1-KUCUM FNiKONpOTEIHOM.

bioTpaHcgopmauis. ConipeHaunH mMeTaboni3yeTbCa MOBISIbHO, Mae€ HU3bKUIA eqeKT MepLIoro NpoxompkeHHs. ConigeHauMH akTMBHO MeTaboni3yeTbCa B neYiHui,
ronoBHNM YnHOM 3a yyacTio CYP3A4. OfHak iCHYIOTb anbTepPHATUBHI LWNAXM MeTaboniaMy, AKi MOXYTb BNAMBaTK Ha MeTabonism conifeHaumHy. CUCTEMHWIA
KnipeHc conieHaluHy cTaHoBUTbL 6113bKo 9,5 n/rog. MNicna nepopansbHOro NpUitoMy B Nniasmi BU3HayvaBcs (KpiM conideHalmHy) oauH hapMakosiorivyHO aKTUBHI
meTabonit (4R-rigpokcuconideHaynn) i Tp HeakTUBHUX MeTaboniTh (N-rnokypoHia, N-okeug i 4R-rigpokcu-N-okeung conicheHaumHy).

BuBefieHHs. IMicns 04HOPa30Boro 3actocyBaHHs Ao3u 10 mr 14C-miueHoro conideHaumHy 6nm3bko 70 % pafioakTMBHOCTI GY/10 BUSIBNEHO B cevi i 23 % Y (ekanisx
npoTAroM 26 AHiB. Y cedi npn6nmsHo 11 % pafioakTUBHOCTI BUSBNEHO B HE3MIHEHOMY BUMNAAl Y (DOPMi aKTMBHOI peqyoBUHU, 6/1M3bKO 18 % — K N-OKCUAHWIA
meTabonit, 9 % — 4R-rigpokcn-N-oKCnaHOro metaboniT i 8 % — y BUrnsagi 4R-rigpokcumetabonity (aKTMBHWIN MeTaboniT).

TamcynosuH.
BcMokTyBaHHs. 118 TamcynosuHy B thopMi OCAS, tgx 3HaXoanTbes y Aliana3oHi Bif 4 Ao 6 roanH nicns Aekinbkox Ao3 no 0,4 mr/aeHb. Cygx | AUC 3pocTatoTh

nponopuiiHo fosi Big 0,4 1o 1,2 mr. A6contoTHa 6i040CTYMHICTb CTAaHOBUTL NPUBAN3HO 57%.



Posnogin. O6’eM po3noginy Tamcyno3uHy Nicis BHYTPILUHbOBEHHOIO BBEAEHHSA CTaHOBUTb 6/113bko 16 n. MpubnnsHo 99% TamcynosuHy 3B’°A3YETbCA 3 Ginkamu
nnasmu, B MepLLy Yepry 3 01-K1CIUM FNiKONPOTETHOM.

BioTpaHctopmalis. TamcynosnH Mae HU3bKWIA e(heKT MePLUOro NPOXOMPKEHHS, MeTabo/Mi3yeTbCA MOBINbHO. TaMCyNo3nH aKTMBHO MeTaboni3yeTbCs B MNeviHLi,
roNoBHMM YMHOM 3a y4yacTio CYP3A4 i CYP2D6. CUCTEMHUIA KNIPEHC TaMCyN03MHY CTaHOBWUTb 6/11M3bKO 2,9 n/rof. BinblicTb 3aCTOCOBYBAHOI0 TaMCy/103UHY
MPWUCYTHE B Na3Mi y BUrNAL4I HE3MIHEHOT aKTUBHOT PEHOBUHMN.

YKopeH 3 MeTaboniTiB He 6yB aKTMBHILLWIA BUXiAHOT PEHOBMHMN.

BuBefieHHs. Y pasi 3aCTOCYyBaHHS 0IHOPa30Boi 703K 0,2 Mr 14C-miueHOro TaMmcyno3vHy yepes 1 TMXKAEHb NliKyBaHHS 6/113bK0 76 % pajioakTUBHOCTI BUBOAUTLCS 3
ceyeto i 21 % — 3 (hekaniamn. Y cedi BUABNEHO NPU6IM3HO 9 % pPafioaKTMBHOCTI B HE3MIHEHOMY BUINSAA4I Y BUTNAL4I  TaMCyno3nHY, 61M3bK0 16 % — y BUrnagi
Cy/nb(haTy 0-4NeTNI0BAHOIO TaMCY/T03UHY i 8 % — K 0-eTOKCU(EHOKCU/I-0LTOBOT KUC/IOTH.

MayieHTn NoXnnoro Biky.

B pocnigpkeHHAX KNiHIYHOI thapmakonorii i 6i040CTyNHOCTI BiK NawieHTiB KonmBaecs Big 19 Ao 79 pokiB. Micns 3acTocyBaHHS NiKapCbKOro 3aco6y Be3oMHi HaliBuLLi
MOKa3HWKM KOHLEHTpaLiT BUSBNANMCH Y NaLiEHTIB MOXM/IOr0 BiKy, X04Ya OKPEMi MOKa3HMKM MaiiXKe MOBHICTIO 36irannca 3 TakuMu y 6inbLl MONOALLIMX NaLiEHTIB.
NikapcbKuid 3aci6 Be30MHi MOXHa 3aCTOCOBYBATW i MaLieHTam NiTHLOrO BiKY.

HupkoBa HeOCTaTHICTb.

Nikapcbknid 3aci6 Be3oMHi 3aCTOCOBYETbCA Y NalUi€HTIB 3 HUPKOBOK HEAOCTATHICTHO NIErKOro Ta CepeAHboro CTYMNeHs TSHXKKOCTI, NpoTe cnij AOTPpUMYBaTUCh
06epeXXHOCTI MPK 3aCTOCYBaHHI Y MaLieHTIB 3 TAXXKOK HUPKOBOK HelOCTATHICTHO.

dapmaKoKiHETUKA NTIKaPCbKOro 3aco6y Be3omHi He B1BYaiach y NaLieHTiB 3 HUPKOBOK HElOCTATHICTHO.

3a3HaueHi HKYe faHi BifobpaxxaroTb iHhopMaLLito LWOA0 HUPKOBOT HELOCTATHOCTI, XapaKTepHY KOXHIN 3 4it04nMX PeYOBMH npenapary.

CornitheHaumH.

AUC T1a Cpgx conieHalMHy Yy NaLieHTIB 3 /IErKOK Ta CepefiHboro CTYMeHA TAXKKOCTI He3HauyHO BifIPi3HANOTLCA Bifj BIiAMOBIAHWX MOKAa3HMKIB Y 3[0POBUX

A06p0BO/bLIB. Y NaLieHTIB 3 TAXKKOK HUPKOBOK HEJOCTATHICTIO (KNipeHC KpeaTuHiHy < 30 M/1/XB) eKcrosuuis conipeHauyHy sHauHO BuLla — 36i/blueHHA Cyax
cTaHoBUTb 6/m3bK0 30 %, AUC — Ginblue 100 % i t1/o — 6inblie 60 %. BigMiueHUI CTAaTUCTUHHO 3HAUNMUIA B3aEMO3B’A30K MIDK KNIPEHCOM KpeaTUHIHY i KNipeHcom

conideHaymHy. dapmakoKiHeTNKay NawlieHTIB, SKMM NPOBOAUBCA reMofiani3, He BBYaacs.

TamcynosuH.

MpoBOAMNOCL MOPIBHAHHA (PapMaKOKIHETUKM TaMCy/M03MHY Yy 6 MauieHTIB 3 JIerKUM Ta CepefHIM CTYMeHeM TSXKOCTI HUPKOBOI HepocTaTHICTI (30 = knipeHc
KpeaTuHiHy < 70 Mn/xB/1,73 M2) a0 Bif CepefHLOro A0 TSKKOrO CTYMNeHst TSHXKKOCTI HMPKOBOI HepocTaTHOCTI (< 30 Mn/xB/1,73 M2) i y 6 340p0oBMX MaLjieHTiB
(KnipeHc KpeaTuHiHy > 90 Mn/xB/1,73 M2). Bigmivyanuch 3MiHM 3araiibHOI KOHLEHTPaLii TaMCyn031HY B Nna3Mi KpoBi BHAC/MifoK 3MiHU 3B’A3KY i3 01-KUCAWM
rNiKONPOTETHOM, aKTMBHA KOHLEHTpaLis TamMCyno3uHy Tigpoxnopuay, a TakoX BHYTPILHIA KNipeHC 3aivwanncs BigHOCHO CcTabinbHUMKU. PapMakKoKiHETUKa
TaMCY/NI03MHY Y NaLLiEHTIB 3 OCTAHHLOI CTaZicl0 HUPKOBOK HEAOCTATHOCTI (KMipeHC KpeaTuHiHy < 10 Mn/xB/1,73 M2) He BUBYa/IACh.

MeyiHKoBa HEAOCTATHICTb.

Nikapcbkuid 3aci6 Be3oMHi 3aCTOCOBYETbCA Y MaLieHTIB 3 MEYiHKOBOK HELOCTATHICTHO MOMIPHOIO Ta CepefHbOro CTYMEHS TSHXKKOCTI, afie NPOTUNOKas3aHuin y
NavuieHTIB 3 TSAXKKOK NeYiHKOBOK HelOCTaTHICTHO.

PapmakoKiHeTNKA /TIKaPCbKOro 3acoby Be3omHi He BYBYasiach y NaLieHTIB 3 HUPKOBOK HEJOCTATHICTHO.

3asHaueHi HKYe AaHi BigobpaxaroTb iHpopMaLito 00 NeYiHKOBOT HeAOCTATHOCTI, XapaKTepHY KOXHIi 3 Ail0UMX pe4OBUH npenapary.

ConitheHaumH.

Y nauieHTiB 3 NeYiHKOBOK HEeOCTaTHICTIO CEePefHbOro CTyneHa THKKOCTI (7 — 9 6aniB 3a wkanoo Yannga — M°10) BennunHa Cpgy He 3MiHI0eTbCA, AUC —

36inbLIyeTbeA Ha 60 % , t1/2 36ibLLYETLCA BABIM.



dapmakoKiHeTUKA Y NaLiEHTIB 3 TAXXKOI NeYiHKOBOK HEAOCTATHICTIO He A0CigKYyBaIach.

TamcynosuH.

[MpoBOAMNOCHL MOPIBHAHHA (DapMaKOKIHETUKN TaMCy/I03UHY Yy 8 MauieHTiB 3 MeYiHKOBOK HeJOCTaTHICTIO CEPefHbOro CTyneHs TAXKOCTI (7 — 9 6aniB 3a LWKanok
Yaiinga — M'0) i y 8 340poBMX MauieHTiB. Bigmiyaimcb 3MiHW 3aranbHOI KOHLUEHTpauil TamCy/103uHy B Nias3mi KpoBi BHACNiAOK 3MiHW 3B’A3KY i3 01-KUCUM

rNiKONPOTETHOM, aKTMBHA KOHLEHTpaLis TaMCyno3nHy FifpoXnopuay 3HayHO He 3MiHKOBanachb, a BHYTPILLHIA KMIPEHC HeaKTUBHOrO TaMCy/no3UHY 3MiHKOBaBCA
nomipHo (32 %). ®apMaKoKiHeTKa TaMCy03MHY Y NalieHTIB 3 TAXKKOK NeYiHKOBOK HeLOCTaTHICTIO He B1BYaach.

KniHiYHI XapaKTepUCTUKN.

lMokaszaHHSA. JlikyBaHHA CUMMTOMIB HaroOBHEHHS CeYOBOro Mixypa (imnepaTvBHI NO3MBKN [0 CEYOBWUMYCKaHHS, 6iflbll YacTe CeYOBUMYCKaHHA) Bif CepefHbOro Ao
TSXKKOIO CTYMEHS i CUMMTOMIB CMOPOXXHEHHS CEYOBOro Mixypa (06CTPYKTMBHMX CUMMTOMIB), NOB'A3aHNX 3 AOOPOSKICHOO Tinepniasieto nepeamMixypoBoi 3a103u
(Arn3) y yonosiki., y IKMX HeedeKT1BHa MOHOTepanis.

MNpoTurnokasaHHA. MNMigBuMLleHa YyTAMBICTL 4O AiH0OUMX PeYOBMH abo 0 OyAb-AKOi 3 AONOMDKHUX peyoBuH. ["emogianis. TsKka NeyiHKoBa HeAOCTaTHICTb. TaxKa
HMPKOBa HeOCTATHICTb, MPY SKili 3aCTOCOBYHOTb NOTYXHi iHFi6iTOpM umMToXpomy P450 (CY P) 3A4, HanpuKnag KeToKOHa30/. NoMipHi nopyLieHHs hyHKUIT NediHKu,
NPU AKX TaKOoX 3aCTOCOBYHOTb NOTYXXHI iHri6iTopn CY P3A4, Hanpuknag KETOKOHA30/.

TAXKKI LLYHKOBO-KMLLIKOBI 3aXBOPHOBaHHSA (BK/HOUYA0UM TOKCUYHWIA MErakosioH), MiaCTeHis rpasic abo 3aKpUTOKYTOBa r1ayKoMaTa HasBHICTb PU3KKIB PO3BUTKY LIUX
3axBOpPHOBaHb. HasBHICTb B aHaMHe3i OPTOCTaTUYHOT FiNOTEH3IT.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

OfiHoYaCHe 3aCTOCYBaHHA Mpenapary 3 iHWWMK NiKapCbKMMK 3ac06aMu 3 aHTUXOMIHEPTiYHOK Ai€0 MOXE CMPUYUHUTI GiNbLL BUPAXKEHY TepaneBTUYHY [Ait0 Ta
no6iyHi edekTn. IHTepBas MK NPUIAOMOM TakMX NiKapCbKMX 3ac06iB MOBUHEH CTAHOBUTU NPUOMM3HO OAUH TWXKAEHb. TepaneBTMYHA Ais conideHalnHy MoxXe
3HMXKYBATUCA NPW 0AHOYACHOMY 3aCTOCYBaHHI aroHICTIB XONIHEPriYHNX peLenTopiB.

B3aemogii 3 iHriciTopamu CYP3A4 i CYP2D6.

OfHoYaCHe 3aCTOCYBaHHS CofiheHaUMHy 3 KETOKOHa30/10M (MOTY>XKHWIA iHri6iTop CYP3A4) y fosi 200 mr/go6y npussogmno o 1,4 - i 2,0-KpaTHOro nigBuLLeHHS
Ciax 1 AUC conitheHaumHy, TOA AK NpuitoM KeToKoHasony'y 1o3i 400 mr/po6y npmssoams Ao 1,5 - i 2,8-kpaTHOro nigsuieHHs Coa | AUC conieHauuHy.

Mpn oAHOYACHOMY 3aCTOCYBaHHI TaMCy/03VHY 3 KeTOKOHa30/0M Y f03i 400 mr/goby cnocrtepiranocs 2,2 - i 2,8-kpaTHe nigBuLLeHHA Crhax | AUC TamcynosvHy
BIAMOBIAHO.

OcCKiflbK/ 0fiHOYaCHe 3aCTOCyBaHHSA 3 MOTY>XHUMMU iHriGiTopammn CY P3A4, TaKUMKN IK KETOKOHA30/1, PUHOHABIP, HeNiHaBip Ta iTpakoHa30/, MOXe NMPU3BECTU [0
NiBWLLIEHOT eKCMO3ULIT K conitheHaumHy, Tak | TamCcyno3nHy, Be3oMHi cnif 3aCTOCOBYBaTU 3 06EPEXHICTHO 3 NOTY>XHUMM iHri6iTopamu CY P3A4. JlikapcbKuii 3acio
Be30MHi He 3acTOCOBYBaTW OLHOYACHO 3 MOTYXHUMM iHribiTopamu CYP3A4 nauieHTaM i3 (DeHOTUMNOM, A48 AKOrO XapaKTepHUA HU3bKUIA piBeHb MeTabosizmy
CYP2D6 abo siKi y>ke 3aCTOCOBYOTb NOTYXHi iHri6iTopyn CY P2D6.

OfHoYaCHe 3aCTOCYBaHHA likapCbKoro 3acoby Be3omHi 3 Bepanaminiom (cepefHim iHricitopom CYP3A4) npu3soguio Ao npubansHo 2,2-KpaTtHoro nigBuLLeHHs
Crax | AUC TamcynosmHy ta npu6nmsHo 1,6-kpaTHoro nigsulleHHs Cpay | AUC conidbeHaumnHy. Chif, 3aCTOCOBYBATU 3 06epeXHICTIO NiKapCbKuin 3aci6 Be3omHi 3

nomipHuMU iHri6iTopamu CY P3A4.
Mpn 0gHOYACHOMY 3aCTOCYBaHHI TamMCy/I03MHY i3 LMMeTUANHOM, cnabkmum iHribiTopom CY P3A4 (no 400 Mr KOXHi 6 roguH), Bigmivanocs 1,44-kpaTHe NiABULLEHHS
AUC Tamcynosuny, Tofi 9K Cyax CYTTEBO He 3MIHIOBANIOCh. JTikapcbKuii 3aci6 Be3oMHi MOXKHa 3aCTOCOBYBATM O4HOYACHO i3 cnabkumm iHribiTopamu CY P3A4.

OfiHOoYacHe 3aCTOCYBaHHA TaMCY/I03UHY i3 MapOKCETUHOM, NOTY)XXHUM iHriGiTopom CYP2D6 (no 20 mMr Ha go6y) npussoamno ao 1,3- ta 1,6-KpaTHoro nigBuLLeHHs



Cmax T2 AUC TamcynosuHy BignoBigHO. JTikapCbKmii 3aci6 Be3oMHi MOXXHa 3aCTOCOBYBATM OfHOYACHO i3 iHribiTopamn CY P2D6.

Bnave epmMeHTIB IHAYKUIT Ha (hapMakOKIHETUYHI BMacTUBOCTI CconideHalMHy Ta TaMCyno3vHy He BuBYaBCA. OCKiNbKM  cOMiPeHauuH i Tamcy/o3uH
mMeTaboni3ytoTbes 3a yyactio CYP3A4, MOX/MBI (hapMakoKiHETUYHI B3aemogii 3 iHAyKTopamu CY P3A4 (Hanpuknag pudamMniynHom), SKi MOXYTb 3MeHLLYBaTy
KOHLIEHTpaLito conideHaumHy Ta TaMCy/103MHY B NJ1a3mi KPOBi.

IHWi B3aemogil.

CornitheHaumH.

ConieHaumH MOXKe 3MeHLLYBATKN BMN/IMB NiKaPCbKMX 3ac006iB, SKi CTUMY/IOKOTb MOTOPUKY LLTYHKOBO-KULLKOBOIO TPAKTY, TakMX AK MeTOK/Ionpamig i uusanpug. Y
[OCNIIKEHHAX conidheHaUmMHy in vitro BigMiYanoch, Wo conieHauuH B TepaneBTUYHUX KOHLEHTpauisx He npurHivye CYP1AL1/2, 2B6, 2C8, 2C9, 2C19, 2D6, 2E1
ab0 3A4, TOMY He OUIKYETbCA HIAKMX B3aEMOZI MiXK coniheHaumHOM i NiKapCbKMMKM 3acobamu, AKi MeTaboni3ytoTbes 3a yvacTio umx CY P depmeHTiB. Mpuitom
conitheHauMHy He 3MiHIOE (hapMaKOKiHETUKY R-BapdapuHy abo S-BapthapuHy abo iX BMvMB Ha NPOTPOMOIHOBUIA Yac. Byno nokasaHo, WO NpWitoM cosigeHauuHy
MPaKTUYHO He BM/IMBAE Ha (PAPMaKOKIHETUKY ANTOKCUHY.

TamcynosuH.

OfiHoYacHe 3aCTOCYBaHHS TamMCy/03VHY 3 iHLWMMK BioKaTopamy anba; — afpeHopPeLLenTopiB MOXe NMPU3BECTU [0 TINOTEH3MBHOI Ail. Y AOCAIAKEHHAX in vitro

KiNIbKICTb BifIbHOT (hpakLii TamMCyno3nHy B Nia3mi KPOBI NHOAMHM He 3MiHHOBanacs npyv OAHOYaCHOMY 3aCTOCYBaHHI TakMX NiKapCbKMX 3aco6iB, K fiasenam,
MponpaHosios, TPUXI0PMETIas3ng, XI0PMaAMHOH, aMiTPUNTUAIH, AUKIOMeHaK, rMibeHKnamig, CMmBacTaTuUH abo BapdapuH. Tamcy03UH He 3MIHIOE KiNlbKICTb BifIbHOT
(hpakuil giasenamy, NponpaHosony, TpUxnopmeTiasmay abo xnopMaguHOHY. Xoya AMKnoeHak i BaptapvH MOXYTb 36INbLLNTY LUBUAKICTb BUBEAEHHS TAMCYN03MHY.
OfHOYacHe 3aCTOCyBaHHSA 3 (hypoCeMifioM MPU3BOAUTL A0 3HUXKEHHS PIBHA TaMCy/03MHY B Ma3Mi KPOBI, afie Tak AK PiBEHb TaMCY/I03UHY 3a/IMLLIAETLCA B MeXax
TepaneBTUYHOrO fianasoHy, SABMASETLCA NPUAHATHUM OfHOYaCHe 3aCTOCYBaHHS TaMCy/l03VHY Ta diypocemigy. [OoCnifpKeHHS TamCyno3vHy in vitro nokasano, Wwo B
TepaneBTUYHNX KOHLEHTPaUisX TamMCyn03uH NpakTUYHO He npurHiyye CYPL1A2, 2C9, 2C19, 2D6, 2E1 a60 3A4. ToMy He OYiKYyETbCS YKOAHUX B3aEMOfIA MiX
TaMCY/I03MHOM i NiKapPCbKMMKM 3acobamu, L0 MeTaboni3ytoTbCs 3a yyacTio faHnx CY P (epmeHTIB. BifcyTHI BMNaLKM B3aEMOZiT TamMCy/I03UHY NpU OAHOYaCHOMY
3aCTOCYyBaHHI 3 aTeHO/10/10M, eHaslanpuiIom abo TeodiniHOM.

Oco6MBOCTI 3aCTOCYBAHHSA.

Jlikapcbknidi 3aci6 Be3oMHi cnif 3acTtocoByBaTM 3 00EPeXHICTIO NauieHTaM 3 TS)KKOK HMPKOBOK HeLOCTATHICTIO, PU3MKOM PO3BUTKY 3aTPUMKMK Ceui,
LUTYHKOBO-KULLKOBAMMW OBCTPYKTUBHUMW PO3NafamMu; pU3MKOM PO3BUTKY 3HMXKEHHA MOTOPMKM  LLTYHKOBO-KMLLIKOBOIO TPakTy, 3 FPYXKel0 CTPaBOXigHOro 0TBOPY
Aiaparmu/ WNYHKOBO-CTPaBOXiAHOMY ped/ItoKCi Ta/abo 0gHOYaCHOMY NPMINOMI NiKapCbKMX 3aC06iB, AKi MOXYTb CIIPUYNHUTI ab0 3aroCTPUTL PO3BUTOK e30dariTy
(Hanpwuknag 6icchocoHaTh), NpK BereTaTUBHIN Heilponaril.

[0 noyatky JiKyBaHHA fIIKAPCbKUM 3ac060M Be3oMHI MOTPIGHO OUIHWTK [HWI MOX/MBI MPUYMHU 4ACTOr0 CeYOBUMYCKaHHA (CepueBa HeAoCTaTHICTb abo
3aXBOPHOBAHHA HUPOK). Y pa3i HassBHOCTI IH(EKLIT CeYOBMX LLNAXIB, HEOOXIAHO NPU3HAYNTY BIAMNOBIAHE aHTMOaKTepiasibHe NiKyBaHHS.

Y nauieHTiB 3 hakTOpaMn PU3NKY PO3BUTKY MOAOBXKEHHS iHTepBasly QT, TakMMuM SK paHille BCTAHOBMEHWIA CMHAPOM nodoBXeHoro QT i rinokaniemis, npu
NiKyBaHHI conieHaunHOM CYKLUMHATOM BiAMIYa/10Cb NOLOBXEHHSA iHTepBasly QT Ta TPiNOTiHHA/MepPeXTiHHA WIYHOUKIB cepud (torsade de pointes).

Y peskux nauieHTiB, WO 3aCTOCOBYBa/M CONiPeHaUMHY CYKLMHAT Ta TaMCy/103UH, MOBIAOMAANOCSA NPO HabpsiK KBiHKe 3 06CTPYKUIEKD AUXabHUX LWNAXIB. Y pasi
BUHUKHEHHS HabpsKy KBiHKe, 3aCTOCYBaHHA NikapcbKoro 3acoby Be3oMHi He06XifAHO NPUNUHUTHK i GinbLie He npuiiMat npenapart. MoTpibHO BXWTY BiAMNOBIAHMX
3axoAiB Ta NPU3HaYNTU HeoOXIiAHE NiKYBaHHS.

Y [esKuX NauieHTiB, AKi OTpUMyBanu conitieHaumHy CyKUMHAT, NOBIAOMAANOCA NP0 aHagiNakTUUHI peakLil. Y pasi BUHMKHEHHS aHainakKTUYHUX peakuii npuiiom
NIKapCbKOro 3acoby Be3oMHi cnifg NPUNVHUTY | BXXUTU BiZNOBIAHUX 3aX0A4IB Ta NPU3HAYNTU HEOOXIAHE NiKYBaHHS.

AK i npy 3acTocyBaHHI IHLWKWX 610KaTOPIB anbdaq-afpPeHOPELIENTOPIB, B OKPEMUX BUMALKAX MPW fliKyBaHHI TaMCY/103MHOM MOX/IMBE 3HWXEHHS apTepiasbHOro

TUCKY, B pe3y/nibTaTi 4Yoro pifKo MOXe BiAMIYaTUCA HENPUTOMHICTb. lMauieHTiB, AKi Movasn NiKyBaHHA npenapatoM Be3omHi, MOTpibHO nonepeauTy, WO BOHM



MOBUHHI CUAITY abo NexXaTu Npu nosBi NepLUnMX 03HaK OPTOCTATUYHOT FiMOTEH3IT (3anamMopoYeHHs, CabKiCTb) A0 3HUKHEHHA CUMMTOMIB.

Y pesakux nauieHTiB, fKi npuiAMany Tamcyno3nHy rigpoxnopug nif vac onepauii 3 NpMBOAY KaTapakTu abo rnaykommu, abo y pasi nonepefHboro nikyBaHHs i3
3aCTOCYBaHHAM TaMCy/03MHY Tigpoxiopuay, BiAMiyaBca CUHAPOM aTtoHIYHOI 3iHmui (IFIS, BapiaHT cMHAPOMY 3BY)XeHOT 3iHuLI). CuHapom [FIS Moxe nigsuiLysaTu
PU3MK BUHWKHEHHS O(Ta/IbMOMIONIYHMX YCKNafHeHb Nif 4ac i nmicnsa onepayii. TakMM YMHOM, He PEKOMEHAYETbCSA MOYMHATK JIiKYBaHHSA i3 3aCTOCYBaHHAM
NniKapcbKoro 3acoby Be3omHi naujieHTam, 419 AKUX NpU3HaveHa onepayis 3 NpuBoAy Katapaktu abo rnaykomu. MpunnHeHHs 3acTocyBaHHA Be3oMHi 3a 2 TWXKHI A0
NPOBeAEHHS ornepawii 3 NpPMBOAY KaTapakTi abo rnayKoMy TeOPeTUYHO BBaXKAETLCA KOPUCHMM, ane AOCTOBIPHO He BCTaHOB/IEHa KOPUCTb Bif, MPUMNUHEHHS NiKyBaHHS.
B nepeponepauiitHomy nepiofi Xipypru Ta ohTanbMo0r Npy NnaHyBaHHI onepaLivi 3 NpuBoAYy KatapakTy abo rnayKoMu NOBUHHI MOLIKaBUTUCL B NaLiEHTIB Y1 BOHU
Ha [aHWiA Yac 3acTOCOBYHOTb abo uM MpuiManu paHile nikapcbkuii 3aci6 Be3omHi, gns Toro, wob 3abesneynty BigMnoBiAHI 3ax0AW NiKyBaHHS MOXX/IMBOMO
BUHUKHeHHS IFIS nig yac onepauii.

Be3oMHi criig 3aCTOCOBYBaTH 3 06EPEXHICTIO NMPU OAHOYACHOMY MPUIOMI 3 NOMIPHUMM | NOTYXXHUMM iHriGiTopamn CYP3A4 (amB. po3ain «B3aemopisa 3 iHWMMK
NniKapcbK1MMmM 3acob6amu Ta iHLWI BUAW B3aEMOZiN»), | MOro He cnif npusHayaT B KOMOIHaLIT 3 NOTYXXHUMM iHriGiTopamn CY P3A4, Hanpukniag 3 KETOKOHa30/10M, B
nauieHTIB 3 HasBHICTHO (heHOTMNY 3i 3HVXKeHMM piBHeM CY P2D6 a60o B naujieHTiB, AKi NpuiiMatoTb NOTYXXHI iHri6iTopn CY P2D6, HanpuKnag NapoKCeTHH.
JlikapcbKuiA 3aCi6 MICTUTb MaHiT, TOMY MOXE YAHUTK M SIKY NPOHOCHY Aito.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHS rpyagato.

Be3oMHi He NokazaHWiA NS 3aCTOCYBaHHS XXiHKaMW.

PepTUILHICTb.

He ouiHoBaBCA BNMB NiKapCbKOro 3acoby Be3oMHi Ha thepTubHICTb. JocnimpKeHHs conigeHaumHy abo TaMCy/103UMHY Ha TBapuUHaXxX He BUSBUAW LUKIA/IMBOrO BMN/IMBY
Ha )epTUNLHICTb | paHHi eMOpiOHaIbHUIA PO3BUTOK.

Posnagn eakynauii Bigmivanuca npyv KOPOTKOYACHUX Ta TPUBA/IMX KIHIYHUX LOCAIMKEHHAX TaMcynosuHy. B nicnapeectpauiiHuiA nepiog nosigomnasnocs npo
po3nasm eskynauil, peTporpagHy eakynsuito Ta HeLOCTaTHICTb eAKYNALLT.

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

He npoBoaunock XXOAHMX LOCNIIKEHb BMMBY NiKapcbKoro 3acoby Be3oMHi Ha 34aTHICTb KepyBaTy aBTOMOGiNeM abo npawtoBaTy 3 iHLWMMKW MexaHi3mamu. IMpoTe
nauieHTiB cnig NpoiH(opMyBaTH NPO MOX/UBICTb BUHWKHEHHS TakMX peakLii, K 3anamopOYeHHs, MOMYTHIHHSA 30pYy, BTOMa Ta (He4yacTo) nifgsuLleHa COHNMBICTD,
LLL0O MOXKEe HEraTMBHO BMN/IMHYTKM Ha 3[aTHICTb KepyBaTu aBTOMOGINIeM ab0 NpautoBaTil 3 IHLWIMMKU MexaHidmamu (AuB. po3ain «MobiuHi peakLii»).

Cnocib 3acTocyBaHHA Ta A03Mu.

Jlopocni 4onoBiKK, BKIKOYAOUM YONOBIKIB NiTHLOMO BiKY.

MpuiimaTn BcepeauHy 1 TabneTky nikapcbKoro 3acoby BesoMHi (6 mr/ 0,4 Mr) 1 pa3 Ha fieHb He3a/1eXXHO Bif npuitomy i. MakcMmanbHa o60Ba [03a NiKapCbKoro
3acoby Be3omHi cTaHOBMTb 1 Tabnetka (6 mr/ 0,4 mr). TabneTku He06XigHO NPUAMATY LiIMMK, HE PO3KOBYBATM Ta He NOAPIOHIOBATW.

MayieH TN 3 HUPKOBOK HeLOCTAaTHICTIO. BNAneB HMPKOBOT HEAOCTATHOCTI Ha (hapMaKOKIHETUKY npenapaty Be3oMHi He BMBYaBCS. [poTe f06pe BUBUEHWIA BB Ha
(hapMakKOKiHETMKY OKpeMUX [itoumX PeYoBuH npenapary (4A1B. po3ain «PapMakoKiHETUYHI BNaCTUBOCTI»). JTikapCbKuii 3aci6 Be3oMHI MOXHa npu3HayaTy nawieHTam
3 NErkoro Ta NOMipPHOK HNUPKOBOK HeOCTATHICTHO (KNipeHC KpeaTuHiHy > 30 Mn/XB). MauieHTaM 3 TAXKKOK HUPKOBOK HelOCTATHICTIO (KNipeHC KpeaTUHiHY < 30 Mn
/XB) 3aCTOCOBYBATW NiKAPCbKWIA 3aCi6 3 06EPEXHICTIO i He NepeBULLYBaTN MaKCUMasbHY J060BY 403y (AMB. po34in «Oco6MBOCTI 3aCTOCYBaHHS»).

MauieHTV 3 nopyLeHHAM (OyHKLUIT neyiHkn. Bnave neviHKOBOI HeLOCTaTHOCTI Ha (hapmakoKiHeTMKY Be3oMHi He BuB4YaBcA. lMpoTe fo6pe BMBYEHWI BMMB Ha
(hapMaKOKIHETUKY OKpeMUX AitUMX PevyoBUH npenapaTy (AuB. po3gin «PapMakOKiHETUYHI BNacTMBOCTI»). Be3oMHI MOXHa mpu3HayvaTh nauieHTam 3 JIerkoro
MeYiHKOBOIO HeAOCTaTHICTHO (OLiHKa 3a LWKanok Yainnga — Mo < 7). MauieHTam 3 NeYiHKOBOK HeAOCTaTHICTIO CepeiHbOro CTYMNeHs TSXKKOCTI (OLjiHKa 3a LLKaoH



Yaiinga — M’t0 7 — 9) cnif 3acTtocoByBaTy npenapaTr 3 0O6epeXHICTIO | He nepeBuLLyBaTV MaKCMManbHy [060BY A03y. [Ns MauieHTiB 3 TSHXKKOK MeYiHKOBOH
HefoCTaTHICTHO (OLiHKa 3a WKanot Yanga — Nt > 9) 3acTocyBaHHA NiKapcbKoro 3acoby Be3oMHi MpoTUnokasaHo.
[MomipHI | NOTY>KHI iHriGiTopn umToxpomy P450 3A4. Be3oMHi C/lif, 3aCTOCOBYBATU 3 0O6EPEXHICTIO NalieHTaMm, fKi 04HOYaCHO OTPUMYHOTb JIIKYBaHHSA MOMIPpHUMU
abo noTyXXHUMK iHriditopamn CY P3A4 (TaknMu ik Beparnamisi, KETOKOHa30/1, pUTOHaBIp, HeN(hiHaBIp, ITpakoHa30:).

aiTn.
MpenapaT He NPU3HaYeHWi ANs 3aCTOCYBaHHA AiTAM Ta nignitkam (Bikom Ao 18 pokiB).

NepenosyBaHHS.

CumnTomu

Mepeno3yBaHHA NPU 3aCTOCYBaHHI KOMOiHaUiT conidieHaumHy i TaMCyN03MHY MOXKe NOTEHLINHO MPU3BECTU [0 TSHKKOr0 aHTUXONIHEPTiYHOro eqpekTy 3 PO3BUTKOM
rOCTpOi apTepianbHOI rinoTeH3il. HaliBuLLi 4031, NPUAHATI BUMNAAKOBO Mif Yac NPOBEAEHHN KNiHIYHMX AOCMIMKeHb, BiANoBigann 126 Mr conieHaumHy CyKUMHaTy i
5,6 Mr rigpoxnopuay TamcynosuHy. Lli 4o3un gobpe nepeHocununch, nNpu npuiiomi NpoTarom 16 AHiB nikyBaHHSA cnocTepiranacs AemipHa cnabka cyxicTb y poTi.
NikyBaHHs.

Y pasi nepefo3yBaHHsA npenapaty conieHauuHy i TaMCyno3vHy MauieHTy CAif NPUAHATA akTuBoBaHe BYrinns. Moxe 6yTW KOPUCHUM MPOMMBAHHS LUYHKY
MPOTAroM NepLUoT roAMHK NicNs NPUnoOMy Npenapary, NPoTe He CNif BUKIMKATY B1H0BaHHS.

CumnToMM Nepeao3yBaHHA CoNiPeHauuHy, AK i IHLIUX aHTUXONIHEPTiYHNX NiIKAPCbKMX 3ac00iB, MOXHa NiKyBaTU TaKUM YNHOM:

- TSDKKUIA aHTUXONIHEPTiYHWUIA BNIMB Ha LEHTPa/ibHY HEPBOBY CUCTEMY, rasitouMHaLiT abo iHLWI BMpaXKeHi NOPYLUEeHHS: MiKyBaHHSA i3 3aCTOCYBaHHAM (i30CTUIMiHY
abo kapbaxony;

- CylOM/ ab0 BUpaxXeHa 30yANMBICTb: NiKyBaHHSA i3 3aCTOCYBaHHAM 6eH30/ia3erniHiB;

- AUXaNbHa HeJOCTaTHICTb: JIiIKYBaHHA i3 32CTOCYBAHHAM LUTYYHOI O ANXaHHS,;

- Taxikapfif: CMMNTOMAaTW4He JiKyBaHHA, AKWO Le HeobxigHo. beta-6nokatopu cnif 3acToCOBYBaTM 3 00EPEXHICTHO, OCKINIbKM CYMyTHE Mepefo3yBaHHSA
TaMCy/103VHY NOTEHLIAHO MOXKe CIPUYNHUTY TSXKKY apTepianbHy rinoTeHsito;

- 3aTPMMKa CeHOBUMNYCKaHHSA: KaTeTepu3alis.

AK 1 y pasi 3aCTOCYBaHHA IHWWX aHTUMYCKapyHOBWX 3aco0biB, y pasi Mnepefo3yBaHHA 0COO/MMBY yBary Chif MPUAINATA nauieHTaMm 3i BCTAHOB/IEHUM PU3VMKOM
PO3BUTKY NposioHrauii iHTepeany QT (Hanpuknag 3 rinokaniemieto, 6pagnkapaieto Ta 04HOYaCHMM 3aCTOCYBaHHAM JTIKapCbKUX 3ac06iB, SKi MOXYTb MOAOBXYBaTU
QT-iHTepBan) Ta Bi4NOBIAHNX paHiLLe ICHYHUNX CepLIEBMX 3aXBOPOBaHb (Hanpuknag ilemis miokapaa, aputMmis, cepLesa HeJoCTaTHICTb).

["oCTpy rinoTeHsito, AKa MOX/IMBa NpPU Nepefo3yBaHHI TaAMCY/103UHOM, CNif NiKyBaTM CUMNTOMATUYHO. OCKINIbKN TaMCyNo3uH Ay>ke fobpe 3B’A3yeTbCA 3 OinlKamuy
nnasmu, remogiania ManonMOBIPHUIA.

Mo6iyHiI peakuil.

JlikapcbKuii 3aci6 Be3oMHi MOXe CIPUYMHUTY aHTUXO/IHEPTivHI NOGIYHI peakLii NEerkoro Ta cepefHbOro CTyneHs THKKOCTI. HanvacTilummmn nodivHMMK peakLisiMu
Bynu cyxicTb y poTi (9,5 %), 3anop (3,2 %) Ta gucnencisa (BKoYaroum 6ifb B XMBOTI, 2,4 %). YacTo Bigmivanmca iHWwi No6ivHI peakLii Taki, AK 3anamopoyeHHs (1,4
%), 3aTymaHeHHs 30py (1,2 %), BToma (1,2 %) i nopyLleHHs eskynauii (BKNKOYatoumn petporpagHy eskynsauito, 1,5 %). Hailcepino3HiLo no6iuHO peakLieto Ha
npenapar, fika cnocrepiranaca nig 4ac NnikyBaHHA Be3oMHi npv npoBefeHHI KNiHIYHMX AocnifmkeHb Oyna roctpa 3aTpyMmka cevoBunyckaHHsa (0,3 %, HevacTo).
YacToTa nobiYHMX peakLiiii BU3HAYaETbCA TaKMM YMHOM: Ay>ke yacTo (= 1/10); yacto (= 1/100 go < 1/10); HewacTo (= 1000 go < 1/100); pigko (= /10 000 go < 1
/1000), gy»e piako (< 1/10000), HeBifOMO (HE MOXXHA OLiIHATX Ha OCHOBI HasBHUX AaHNX).



Knacu cuctem opraHiB

YacTtoTa
NobGiYHNX
peakuiii, Lo
BiAMivanucs nig
yac KNiHIYHNX

YacToTa nobivYHMX peakLii OKpeMmnx

AIF0YMX PEYOBUH

AOC/iPKEHb
BesomHi

ConigeHauunH TamcynosuH 0,4

5wmri 10 mr# Mr#
IHeKUiT Ta iHBa3IT
IHeKLiT cevoBMBIAHMX LLNAXIB HeyacTo
Lnctut HeuacTto
3 60Ky IMYyHHOT cucTeMu
AHainakTuuHi peakuii HeBigomo*
3 60Ky MeTaboni3My Ta TpaB/IeHHSA
3HUXEHHA aneTuTy Hesigomo*
inepkaniemis Hesigomo *
3 BOKY MCUXIKK
anroumHauii [yxe pigko*
CnnyTaHiCcTb CBIAOMOCTI Oyxe pigko*
MapeHHs Hesigomo*
3 60Ky HEPBOBOT CUCTEMM
3anamopoyeHHs YacTo Pigko* YacTo
CoHNMBICTb HeuacTo
Auncressis HeuacTto
"0noBHUi 6inb Pigko* HeuvacTo
HenputomHicTb Pigko
3 60Ky opraHiB 30py
3aTyMaHeHHs 30py YacTo YacTo HeBigomo*
CuHApOM aToHIYHOI 3iHnui (IFIS, BapiaHT Hesigomo**
CUHAPOMY 3BYXXEHOI 3iHWLLI)
CyxicTb o4eit HeuvacTo
I"naykoma HeBigomo*
NopyLUeHHs 30py HeBigomo*
3 60Ky cepLeBO-CyANHHOT CUCTEMU
CepuebuTTs HeBigomo* Heyvacto




TPINOTIHHA/MEPEXTIHHSA LLTYHOUKIB Cepus Hesigomo*

(torsade de pointes)

MopoBxXeHHs iHTepBay QT Ha HeBigomo*

enekTpokapaiorpami

®ibpunauia nepeacepaib Hesigomo* Hesigomo*
Aputmis Hesigomo*
Taxikapgis HeBigomo* HeBigomo*
CyanHHI po3naamn

OpTocTaT!yHa rinoTeHsis HeuvacTo
3 60Ky AnXanibHOI CUCTEMN

PuHIT HeuacTto
CyXIiCTb B HOCI HeyacTo

3afmLika Hesigomo *
AncoHis Hesigomo *

HocoBa KpoBoTeua Hesigomo*
3 60Ky TpaBHOI CUCTEMMU

CyxicTb y poTi YacTo [yxXe vacTo

Ancnencis YacTto Yacto

3anop YacTto YacTto HeuacTo
HypnoTta YacTto HeuacTo
Bifib B XXMBOTI YacTo

LLIlyHKOBO-CTpaBOXigHWI pedhitoKe HeuacTto

[Liapes HeuvacTo
CyxicTb y ropni HeuvacTo

bntoBaHHA Pigko* HeuacTto
OG6CTPYKUist KULLKIBHMKA Pigko

OG6CTPYKUisS NPSAMOT KULLIKK Pigko

Heob6CTPYKTUBHA KMLLIKOBA HEMPOXIAHICTb HeBigomo*

[NCKOMGOPT Y XKMBOTI HeBigomo*

3 60Ky MeYiHKKN Ta XOBYOBUBIAHWUX

LNAxis

3axBOPHOBaHHSA MEYiHKM HeBigomo*

MaTonoriyHi 3MiHM NOKa3HUKIB NeYiHKOBUX HeBigomo*

npo6

3 60Ky LWKipy Ta NigWwKipHOT

KNITKOBUHU

CBepbix HeyvacTo Pigko* Heyacto




CyXiCTb LUKipK HeyvacTo

BucunaHHsA Pigko* HeuacTto
Kponus’aHka [yxe pigko* Heuvacto
Habpsk KBiHKe Oyxe pigko* Pigko
CuHgpom CTiBeHca — [I>KOHCOHa [yxe pigko
MynbTUhopMHa epuTeMa [yxe pigko* HeBigomo*
EkcthoniatuBHWMiA gepmaTuT Hesigomo* Hesigomo*
dOoTOYYT/IMBICTb Hesigomo*
3 60Ky OMOPHO-PYX0BOro anapary Ta

CMNOJIYYHOT TKaHUHU

M’s130Ba cnabKiCTb Hesigomo*

3 60KY HMPOK i CEHOBUX LLNAXIB

3aTpumKa ceui *** HeuacTo Pigko

TpyLHOLLI NPU CEYOBUMYCKaHHI HeuacTto

HwupkoBa HegoCTaTHICTb Hesigomo*

3 60Ky penpoayKTUBHOI CUCTEMU Ta

MOJI0YHUX 3a/103

Po3naam esakynauii , BKIKoYaoum YacTto YacTo
PeTporpasHy esKynLito Ta HeOCTaTHICTb

esKynauir

Mpianiam [yxe pigko
3aranbHi po3nagn

BToma YacTto HeuvacTo

MepudepnyHi HabpsKn HeuvacTo

AcTeHis HeuacTto

# B Tabnuuto BKNOYeHI NOGIYHI peakLii, XxapakTepHi Ansa conieHalyHy i TaMCyno3uHY, 3a3HadeHi B KOPOTKUX XapaKTepuCTMKax X NiKapcbKmX 3aco6iB.

*3a JaHMMKU MicnApeecTpauiiniHOro 3actocyBaHHs. OCKiNbKM MPO Ui fBMLIA MNOBIAOMASAM CMOHTaHHO Yy MicnspeecTpauiiHuiA  nepiog, 4acToTy fBML, Ta
MPUYMHHO-HACNIAKOBUIA 38’ A30K He MOXXHa [JOCTOBIPHO BCTAHOBUTY.

** 3a faHMMK NicnspeecTpaLiiHoro 3acTocyBaHHS; BigMivanucs Mif yac onepawii 3 NprBo4Y KaTapakTu Ta rnayKomu.

**% NnB. po3ain «OcobnMBOCTI 3aCTOCYBaHHS.

Besneka npw 3acToCyBaHHI NiKapcbKoro 3acoby BesoMHi npu TprBanomy 3acTOCyBaHHI.

Mpodinb NOGIYHMX peakLuiid, AKi cnocTepiraiucb NpU NikyBaHHI TpUBanicTio 0 1 poky, OyB 6/M3bKUIA O 3apeecTpOBaHUX peakuiid, WO Bigmivanucs nig vac
MpoBefeHHA 12-TVXXHEBOr0 JOCIIXKEHHS.

MauieHTW NiTHLOrO BiKY.

Nikapcbkuid 3aci6 Be3omHi NokasaHWii 415 fikyBaHHS CUMMTOMIB HarMOBHEHHS CEY0BOro Mixypa (iMnepaTyBHI MO3MBU O CEYOBUMYCKaHHS, YacTe CeYOBUMYCKaHHS)
Bif, CEPeAHbOro CTYMNeHN THKKOCTI 40 TAXKOro CTYMNeHs i CUMMTOMIB CMOPOXHEHHS CEYOBOro Mixypa (06CTPYKTUBHMUX CUMMTOMIB), MOB A3aHMX 3 JOOPOAKICHOK
rinepnnasieto nepefMixyposoi 3a103u (A T13), Lo cnocTepiraetbCs y NauwieHTIB NiTHLOr0 BikKy. KniHiYHI AOCNIAXKEHHS NPOBOAMANCA Y NaLieHTIB BIKOM Bif, 45 fo 91
POKY, CepefiHiin Bik 65 pokiB. [No6iyHi peakuii y nayieHTiB NiTHbOrO BiKy NOAIOHI A0 peakuiil y nonynsauii MOMOALLIONO BiKy.



TepMiH NpUAATHOCTI. 3 POKMK.

YMmoBWM 36epiraHHs. 36epirati B opuriHanbHii ynakosui npu temnepatypi He Buue 30 °C.
36epiratv y HeoCTyNHOMY Ans Aitein micui!

YnakoBkKa. o 10 TabneTtok y 6nictepi. Mo 1 a6o 3 6nicTepn y KapTOHHI yNaKoBL,.
Karteropis Bignycky. 3a peLenTom.
BupobHuk. Actennac ®apma FOpon b.B.

MicuesHaxomkeHHSA BUPOOHMKa Ta M0ro agpeca MicUsi MPOBaMKeHHS AiSNbHOCTI. Xoremar 2, 7942 DK Mennen, HigepnaHaw.

Y BUMaAKy BUHUKHEHHS MOGIYHUX e(deKTiB MPOCUMO HampasnsaTy iHopMalito Jo npeacrasHuuTea Actennac ®apma KOpon b. B. Ha agpecy 04050, m. Kuis, By
MuMoHeHKa, 13, kopn. 7-B, odic 41, Ten. 044-490-68-25, dakc: 044-490-68-26.



