IHCTPYKIIA
OJI METUYHOI'O 3ACTOCYBAHHA IIPEITIAPATY

HITICEM

Cxuap: ditoua pevosuHa: comnieHalMHy CyKiuHaT; 1 TabneTka MiCTUTH COMipeHalMHy CyKIUHATY 5
Mmr abo 10 Mr; donomidicHi peuoguHU: TaKT03a, MOHOTIApaT; KPOXMaJlbh KyKYPYyA3sHUM; TilmpoMeso3a
(rimpoKCHU-TIPOMiNIMETHIIIENTI0I03a); MarHilo cTeapat; 06070HKa [JId TaOIeTOK M0 5 MT: CyMiIl fJis
nniBkoBoro mokputTs Opadry II Yellow: makTo3a, MoHOTigpaT; rimpoMenosa
(TigpOKCUIIPOMIiIMETHUIIIENION03a); TOJTieTUIIEHT TiKOJIb (Makporoin); TuTany miokcup (E 171);
TpUaleTHH; 3aiisa okcup xkoBTul (E 172); o6ononKa s TabneTok mo 10 Mr: cyminr st miiBKOBOTO
nokputTa Opadry Pink: Tanek; rimpoMesno3a (TrigpOKCUAIPOMIIIMETUIILEIO034a); OIieTUIEHTJIiKOIIb
(makporomn); Tutany giokcup (E 171); 3aniza okcup yepBonuii (E 172).

JIikapcbka ¢opma. TabneTky, BKPUTI ITiIBKOBOIO 000JI0HKOIO.

OcHoBHi ¢i3uKo-xiMiuHi B1acTUBOCTI: 1719 Ta6neToK 1Mo 5 Mr: TabneTKu Kpyriol ¢opMu 3
IIBOOITYKJIOK0 ITOBEPXHEI0, BKPHUTI ITiBKOBOIO 000IOHKOIO CBIiT/IO-2KOBTOT'0 KOJIBOPY; AJIsI TaOJIETOK 10
10 mr: TabneTku KPyrioi popMu 3 JBOOMYKIIOK IIOBEPXHEI0, BKPUTI MITiBKOBOX 060JIOHKOIO CBITIIO-
POKEBOTO KOJIbOPY.

dapMakoTepameBTHYHA Irpyma. 3aco0u, 0 3aCTOCOBYIOThCS B YPOIIOTii. 3aco6u st TiKyBaHHS
YaCTOTO CEYOBUITYCKAHHS Ta HETPUMAaHHS Cedi.

Kopg ATX G04B DO08.
®apMaKoIOTriyHi BJTaCTHBOCTI.

®apmakoduHamika. ConibpeHallMH € KOHKYPEHTHUM CIelUGbiYHUM aHTaroOHiCTOM XOJIiHEPTiYHUX
penenTtopiB.CedoBuid MiXyp iHEPBYETHCS TapaCUMIIAaTUYHUMU XOJIIHEPTiYHUMHU HEePBaMU.ALIE TUIIXOJIiH
CKOpOYYE€ I'JIafiKi M'g434 [eTpy30pa, BIUIMBAOYU Ha MyCKapUHOBI PELIENITOPY, 1110 IIepeBaxkHO
npepncrasneHi M3 migTunom. Y gocnmigxkeHHSX in vitro Ta in vivo 6yi10 BCTaHOBIEHO, 110 COliheHalnH
€ KOHKYpPEeHTHUM CIlennpiYHUM aHTaroHiCTOM XOJIiHEPTiYHUX PeleNToPiB nepeBaxkHo M3 migTumy.
Takoxk OyJ10 BCTAHOBJIEHO, 110 CoJliheHALIMH Ma€ clIabKy CIOPigHEeHICTh abo BiACYTHICTH
CIIOPiAHEHOCT] 3 IHIMUMU pelleITOpaMy i TECTOBaHUMU I0HHUMU KaHajaMu. BigoMo, 1110
e(eKTHUBHICTh IIpemnaparTy, SKy BUBYaIH Y KiJIbKOX IIOMABIMHO CIIINKX PaHAOMi30BaHMX KOHTPOIbOBAaHUX
KJIIHIYHUX [OCIIIIXKEHHSAX Y YOJIOBIKIB Ta XKIiHOK i3 CUHAPOMOM TillepaKTUBHOT'0 CEY0BOI'0 MiXypa,
crocTepiranacs Bxke Ha 1-My THXKHI iKyBaHHS Ta cTabini3yBangacs IpoTATroM HaCTyIHUX 12
TAXKHIBJIIKYBaHHA. Y BIIKPUTUX OOCIIAXKEHHAX IPU TPUBAJIOMY 3aCTOCYBaHHI II0Ka3aHO, 110
e(PeKTUBHICT MiATPUMYETHCS MPOTATOM IOHaMeHIIe 12 MicAIis.

®dapmakokinemuka. A6cop6uis. ITicns nmpuitoMmy TabieToK MaKCUMaJjbHa KOHIIEHTpAIlis
comipenauuny y nna3mi kposi (Cmax) gocaraeTscsa dyepe3 3-8 roguH. Yac JOCATHEHHS MaKCUMaIbHOL
KOHIIeHTpallil (tmax) He 3a/ekKUTh Bifl o3 npenapaty. [Toka3uuku Cmax i o mig kpusoio (AUC)
30i/TBbIIYIOTHCS TTPOIIOPIIINHO A0 M03H Y miana3oHi Bim 5 mMr mo 40 mr. AGcomoTHa 0i0OCTyIHICTh
craHoBUTh pubnu3Ho 90 %. [Tpuiiom ixi Ha 3HaueHHsT Cmax Ta AUC comnideHalMHy He BIIMBAE.
Po3nogin. Comnidenaruy 3Ha4uHo0 Mipoo (Maiixke 98 %) 3B’s13yeThCst 3 OimKaMu IJ1a3Mu KPOBI,
TOJIOBHUM YMHOM 3 [J1-KuciuM riaikonporeinoM. MeTtabomiam. ComideHaH 3HaYHOIO MipOI0
MeTabo0i3y€eThCs y MeYiHIli, TOJIOBHUM YuHOM IuToxpoMoM P450 3A4 (CYP3A4). CucTeMHUM KITipeHC
cornipeHAIMHY CTAHOBUTH NMPUOIN3H09,5 JI/TOOUHY, i TepMiHaIbHUY MIePiof Ooro HalliBBUBENEHHS
CTaHOBUTH 45-68 roguH. Ilicns nepopaibHOro IpUUOMY IIpenaparty y IIjla3Mi KpoBi, KpimM



comidbenanuny, 0yno inentudikoBano 1 hapmakomoriuno aktuBHUM (4R-rimpokcucomnidenaus) i 3
HeakTHBHI MeTabomitu (N-rmokyponin, N-okcup i 4R-rigpokcu-N-okcup comibeHnanuny). EKCKperris.
[Ticns ogHOpa3oBoro 3actocyBanHs 10 mr 14C-mivuenoro conidpenauuny npudnusuo 70 %
PamioaKTUBHOI MIiTKU MPOSBISETHCS V cedi i 23 % - y dhekamnisax. I3 ceueto mpubnusso 11 %
PafioaKTUBHOI MiTKM BUBOOUTLCS Y BUTTIAM] He3MiHEHOI aKTUBHOI cyOcTaHIlil; mpubau3so 18 % -y
BUrnani Metabonity N-okcuny, 9 % - y Burnsani Metabonity 4R-rigpokcu-N-okcup i 8 % -y
Burnsgi4R-rimpokcumeTaboriTy (akTuBHUN MeTabomiT). [030Ba 3alneXHicTh. Y miama3oHi
TepaneBTUYHUX 103 (hapMaKOKiHeTHKa JTiKapChKOro 3aco0y € niHiiHo0.0co6auBoCTi hapMaKkoKiHeTH
KM B OKpEMHUX KaTeropiit marieHTiB. Bik. Hemae HeoOXiqHOCTI KOPUTYyBaTH 103y 3aJIeXKHO Bif BiKy
XBopux. [JOCTimKeHHs [T0Ka3ajy, 10 eKCIo3ullis conidperauuny (5 mri 10 mr), BupaxeHa
noka3HukoM AUC, Oyra noni6HoI0 ¥ 300poBUX OOPOBOJIBIIIB JIITHROTO BiKY (Bim 65 mo 80 pokiB) iy
300POBUX MOOPOBOJIBIIIB MOJIOMOTO Ta 3pifioro Biky (< 55 pokiB). CepenHst mMBUAKICTL abcopoOiii,
BHpaxKeHa IOKa3HUKOM tmax, Oyya melro HUXK4Y0M0, a KiHIIeBUH mepiof HaliBBUBENEHHS - MPUOIU3HO
Ha 20 % TpuBailINi y Iali€HTiB JIITHLOTO BiKy. L1l He3Ha4Hi BiAMIHHOCTI He € KJIIHIYHO 3HAYYIIUMU.
dapMaKOKiHETUKY CONieHallMHYy He BUBYAJHU y AiTel Ta mifamiTKiB. CtaTh. PapMaKOKiHETHKA
comideHalMHy He 3aJIeXUTh Bif cTaTi manieHTa. Paca. PacoBa nmprHaneXHIiCTh He BIIJIUBA€ Ha
(dapmakokiHeTuky comideHanuny. Hupkosa HepocTaTHicTh. AUC Ta Cmax conidheHalrHY y Mali€eHTiB
i3 JIerKo10 Ta IIOMipHOI HUPKOBOI HEIOCTaTHICTIO HE3HAUHO BigPi3HAIOTHCS Bif BiAMOBIIHUX
TIOKA3HUKIB Y 3M0POBUX N0OPOBOJIBLIB. ¥V MallieHTiB i3 TAXKKOI0 HUPKOBOIO HEOCTATHICTIO (KJTipeHc
KpeaTuHiny < 30 MJI/XB) €KCIIO3UIlis coftideHallMHy 3HAYHO BUIlla: 30inmbineHHsT Cmax CTaHOBUTh
npubmu3no 30 %, AUC - moran 100 % Ta nepion HamiBBuBemeHHS - moHan 60 %. Bim3HaueHui
CTaTUCTUYHO 3HQYYILIHU B3a€EMO3B 30K MiXK KJIIPpEHCOM KpeaTuHIHY i KJIipeHCOM colipeHaluHy.
dapMakOKIHETHKY Y [TAlli€HTIB, AKi IPOXOAUIIY IreMofiai3, He BuBYasu. [le4iHKoBa HEOCTATHICTD. Y
Malli€HTIB i3 TOMIpHOI IIeYiHKOBOK HEJOCTATHICTIO (MOKa3HUK 3a InKasnow Yaunga - 1’10 7-9)
3HaueHHs Cmax He 3MiHI0€THCSI, AUC 3pocTae Ha 60 % Ta mepion HamiBBUBEeIEeHHSA301/IbIIYETHCS
BIBiui. PapMakKOKIHETUKY Y MALli€HTIB i3 TSIXKKO0I0 HUPKOBOIO HEOCTATHICTIO HE BUBYAJIU.

KiiniuyHi XxapaKTepHUCTHKH.

IToka3aHHs. CUMITOMATUYHE JTiKyBaHHS YPreHTHOTO (iMIIepaTHBHOI'0) HETPUMaHHS cedi Ta/abo
JaCcTOr0 CEYOBUIYCKaHHS, a TAK0XK YPreHTHUX (IMIepaTuBHUX) IO3UBIB 10 CEYOBUITYCKaHHS,
XapaKTepHUX AJ1d MallleHTiB i3 CHHIPOMOM TillepakKTUBHOTO CEYOBOr0 MixXypa.

IIpoTunoka3aHHA. - JIikapcbKkul 3acib MpoTUIIOKa3aHK MMalliEeHTaM i3 MigBUIIEHOI0 YYTIUBICTIO [0
aKTHBHOI peY0oBUHHU ab0 [0 Oy[b-IKOi 3 OMOMIKHUX PEYOBUH; - MAI[iEHTaM i3 3aTPUMKOI0
CEYOBUNYCKAHHS, i3 TAXKKUMHU IIIYHKOBO-KUIITKOBUMHU 3aXBOPIOBAHHAIMM (BK/IOYAOYM TOKCUYHUMI
MeTaKO0JI0H), i3 MiaCTeHi€l0 I'PaBiC Y i3 3aKpPUTOKYTOBOIO IJIayKOMOIO Ta NallieHTaM i3 PU3UKOM
PO3BUTKY IIUX CTaHiB; - IPU IPOBefeHHI remMopiani3y (auB. po3ain «dapMaKoKiHETHKA»); - MaIliEHTaM
i3 TSIKKOIO MTEeYiHKOBOIO HEAOCTATHICTIO (OUB. po3min «®apMaKOKiHETHKAa»); - TAIliEHTaM i3 TSKKOI0
HUPKOBOIO HEJOCTATHICTIO ab0 Ie4iHKOBOIO HEIOCTATHICTIO CEPEeIHbOT0 CTYIEHS TSIKKOCTI, AKi
nepeOyBaloTh Ha JTiKyBaHHI CUJIbHUMHU iHTi0iTopamu mutoxpoMy CYP3A4, Hanpukiag KETOKOHA30I0M
(muB. po3min «B3aemogmis 3 iHIIUMY JTiIKapPCHKUMHU 3aco0aMu Ta iHIM BUIH B3AEMOIIN»).

B3aemojis 3 iHIIMMH JTiKapCHKMMH 3aC00aMH Ta iHnIi Buau B3aemoain. PapMakoIoriyHi
B3aeMopil. OqHOYACHUM MPUHOM iHITKX JTIKaPChKUX MIPeIapaTiB 3 aHTUXOIiHePrivHuMHU
BJIACTHBOCTSIMH MOXK€E MaTH BUPA3Hillli TepaneBTUYHi e(peKTH, a TaKoXK HebaxkaHi Hacmigku. [Ticms
IPUIIMHEHHS 3aCTOCYyBaHHA Ipenaparty HiriceM mo mpuiioMy HaCTYIIHUX JTiIKapChKUX 3ac00iB
aHTUXOJiHepriyHoi Teparii HeoOXigHO BUTPUMATH MPUOIU3HO ONHOTUKHEBUY iHTEPBAJ.
TepaneBTuuyHUY epeKT conipeHanVHy MOXKe 3MEHIIUTHUCS IIPU CYyIIyTHHOMY 3aCTOCYBaHHI arOHICTiB
XOJIiHepriuHux penenTopis. ComideHaluH MOXKe 3HUKYBaTU e(PeKT JTiKapChKUX IIpelnaparis, SKi
CTUMYJIIOIOTE IIEPUCTAIbTUKY LITYHKOBO-KUIIIKOBOI'O TPAKTY, TAKUX K METOKJIONIpaMifl i U3anpum.
dapmakokiHeTHYHi B3aeMoil. [JocmifkeHHS in vitro mokasao, 1o cofideHalyH y TepaneBTUYHUX



KOHIIEHTpallisX He IpUrHiyye Mikpocomu nedinku CYP1A1/2, 2C9, 2C19, 2D6 yu 3A4. TakuM 4uHOM,
MaJIOMMOBIPHO, ITI0 CoJTipeHAMH BIIMBAE HA KITipEHC JTiKapChKUX 3ac00iB, 1110 MeTa00Ii3y0ThCs
dbepmentamu CYP. BriuB iHImux nmikapchbKux 3aco0iB Ha papMaKOKiHETHKY COTi(peHaInHy.
Cormicdenanun mertabonisyetscs pepmerToMm CYP3A4. OgHodacHe 3aCTOCYBaHHS KeTOKOHa30m1y(200
Mr/mo0y), cunbHoro inribiTopa CYP3A4, mpu3BoauiIo [0 ABOKpATHOTO migBuineHHs AUC
cornipeHanMHy, TOAi K MPHUIOM KeTOKOHa30iyB 7031 400 mr/mo6y nipBuiye AUC conipenanuny B 3
pa3u. TakuM YMHOM, MaKCUMaJlbHY 003y Ipenapaty Hiricem HeoOXigHO 00MEXHUTH 10 5 MT IIpU
OIHOYaCHOMY 3aCTOCYBaHHI 3 KETOKOHA30JIOM UM TEPANleBTUUHUMHU J03aMU iHIINX aKTUBHUX
inribitopiB pepmenty CYP3A4 (mampukiaj puTOHaBipy, HendinaBipy, iTpakoHa301y) (IUB. PO3Min
«Crmoci6 3acTocyBaHHS Ta Ho3u»). OmHOYacHe 3aCTOCYBaHHS cojliheHaIlMHy Ta CHJIbHOTO iHTibiTOpa
depmenTty CYP3A4 npoTunokasaHe MallieHTaM i3 TSIKKO0I0 HUPKOBOIO a00 ITOMipHO BUPaXkKeHOI0
IIe4iHKOBOIO HefocTaTHiCTI0. He mocmigKyBasnu BIIKUB (pepMeHTIB iHAyKIIil Ha papMaKOKiHETHUKY
coridbeHanuHy i oro MeTaboJIiTiB, a TaKOXK Aito cy6cTpaTiB 3 mipBuIieHotw crnopigHeHicTio CYP3A4Tta
1oro MeTabosIiTiB Ha ekcroautito conmipenanuny. Ockinbku comidheHalnH MeTaboTi3yeThCs
dbepmenTom CYP3A4, hapMaKoKiHeTHYHI B3a€MOil MOXKIIMBI 3 iHIIUMU CyOCTpaTaMu IIbOT'0
(dbepMeHTy, L[OMalTh IiABUIIEHY CIIOPigHEHICTh (HaIpUKiaa 3 BepanaMilioM, JUiTia3eMoM), Ta
ingykTopamu ¢pepmenty CYP3A4 (Hanpukian pudaMminrHoM, peHiToiHOM, KapOaMa3eniHoM). Briius
conipeHanHy Ha papMaKOKiHETHKY JiKapchbKux 3aco0iB. [lepopanbHi KOHTpauenTusu. [Ipuiiom
JiKapChKOT0 3ac0o0y He BIIJIMBA€E Ha (papMaKOKiHETUYHY B3a€MOi0 comieHaInHy 3 KOMOiHOBAHUMHU
IepopaJbHAMM KOHTPalleNTHBaMHU (eTHHiNIeCcTpanios/ meBoHoprecTpen). Bapdapusn. [Tpuiiom
JiKapchbKOTro 3aco0y He BIIJIMBA€E Ha (papMakoKiHeTUYHY B3aeMofiito R-Bapdapuny uu S Bappapuny
abo ix BIJIMB Ha MPOTpPoMOiHOBUM Yac. [JurokcuH. [TpuiioM yikapchbKoro 3aco0y He BIJIMBA€ Ha
(hapMaKOKiHETUKY OTUTOKCUHY.

Oco01uBOCTi 3acTOCyBaHHsI. [lepe mo4yaTKOM JIiKyBaHHS IIpelapaToM HeoOXiqHO BCTAHOBUTHU
iMOBIpHICTH iHIIMX MPUYMH YaCTOI'0 CEYOBUITYCKAHHS (CeplieBa HeIOCTATHICTL a00 3aXBOPIOBAHHS
HUPOK). fKINO BUSIBIEHa iH(DEKIlis CeYOBUBIAHUX LIIAXIB, CIIiJ PO3NOYATH BiATIOBIIHY
aHTtubakTepianbHy Tepariio. Jlikapchkuit 3acid HeoOXigHO nMpuiiMaTu 3 06epekHICTIO MallieHTaM: - i3
KJTiHIYHO 3HAYyII0I0 OOCTPYKITEI0 BUXIMTHOTO OTBOPY CEYOBOTO MiXypa, 1110 IPHU3BOOUTh JOPU3UKY
3aTPUMKHU CEYOBUIIYCKAHHS; - 3i IITYHKOBO-KUIIKOBUMH O0CTPYKTUBHUMHY 3aXBOPIOBAHHSIMH; - 3
PU3UKOM 3HUKEHHS MOTOPUKH LITYHKOBO-KUIIIKOBOTO TPAKTY; - 3 TAKKOI0 HUPKOBOIO (KJTipeHC
KpeaTuHiHYy < 30 MJI/XB) Ta IIOMipHOIO ITeYiHKOBOIO (ITOKa3HUK 3a mKanow Yaunga - [1'to 7-9)
HeJ0CTaTHICTIO (ouB. po3ainu «Crocib 3acTocyBaHHS Ta Ho3u» Ta «DapMaKOKiHeTHUKa»); OO3U [
IIUX MallieHTiB He MalOTh IIEPEBUINYBATU D MT; - IPUOOHOYACHOMY NIPHAUOMICHIBHUX iHTiOITOPIB
CYP3A4, manpukian KeToKOHa301y (auB. po3minu «Croci0d 3acToCyBaHHS Ta fO3u» Ta «B3aemomis 3
iHImMMY TiKapchKUME 3aco00aMu Ta iHII BUOYM B3aEMOMIiH»); - i3 IPUKEI0 CTPABOXiTHOTO OTBOPY
miadparmMu Ta/abo MIMTYHKOBO-CTPABOXiTHUM pedIioKcoM Ta/abo TUM, XTO OIHOYACHO ITPUUMAE
nikapchKi mpemnapaTy (Taki sk 6ichocoHaTn), IKi MOKYTbCIIPUUUHUTY a00 MOCUTIUTH e30(ariT; - 3
BEeTeTaTHUBHOI0 HEUMPOIaTi€l. Y Malli€eHTiB 3 (paKTOpaMU PU3UKY, TAKUMU SK paHillle 3apeeCTPOBaHUM
CHHIpPOM nopoBxkeHHd iHTepBany QT, Ta rinokanieMiero crocTepiranocs nofoBxeHHS iHTepBany QT i
TPINOTiHHS/MEPEXTiH- HS UINYHOUKIB (torsade de pointes). Be3neky Ta eeKTUBHICTb 3aCTOCYBaHHS
JiKapchKOro 3aco0y XBOPUM i3 MigBUIEHOI0 aKTUBHICTIO CHiHKTEpPA HEMPOTEHHOT'0 TOXOMXKEHHS He
OOCIiXKEeHO. Y IesgKuX MallieHTiB, SKi 3aCTOCOBYBaIM CONMieHAlIMHY CYKIIMHAT, IIOBIAOMIISTIOCS PO
aHTiOHEBPO-TUYHUM HaOPSK 3 00CTPYKIliE€I0 AUxXaabHUX MUIAXiB. [Ipu BUHMKHEHHI Habpsaky KBinke
JIiKyBaHHS cojtideHallMHy CYKIIMHATOM CJIifl IPUNIMHUTH Ta BXKUTHU BifIIOBIIHUX 3ax0AiB a0
MIPU3HAYUTYU HalexXHe JTiKyBaHHS. Y JesKUX MallieHTiB, SKi 3aCTOCOBYBaJX COJipeHaIMHy CyKIIMHAT,
crocTepiranucs aHainakTuuHi peakuil. [Ipy BUHMKHEHHI aHaiTaKTUYHUX Peakliil JTiKyBaHHS
cornipeHAMHY CYKIIMHATOM CJIiJ IPUIUHUTY Ta BXKUTH BifTOBIZHUX 3aX0MiB a00 MPU3HAYUTH
HaJslexkHe JIiKyBaHHA. MakKcuManbHUM e(eKT IpenapaTy [AOCATaEThCS He paHille Hixkdepe3 4 TUXHI
Teparil. [1o cKany TiKapchbKoro 3aco0y BXOAUTH JlakKTo3a. [laHuil JTiKapCchKuii 3acib He ciif
IpUMMAaTH HallieHTaM 3 PifKiCHUMU CIaJKOBUMH 3aXBOPIOBaHHSMH, TIOB’I3aHUMU 3



HEMePeHOCUMICTIO TalaKTo3u, fedinuToM naktasu Jlanma a6o mopyleHHsIMManbabCcopOLiirioKo3u-
raJaKTO3H.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHs 2pydoro. BazimHicmb. HeMae KITiHIiYHUX
NaHUX IIPO XKIiHOK, AKi 3aBaTiTHINMU IiJl 4aC 3aCTOCyBaHHSA coieHalnrHy. [locnigy Ha TBapuHaX He
BUSIBUJIU IIPSMOI HECIIPUSATINBOI fil Ha pepTUunIbHICTL, PO3BUTOK eMOpioHa/nnona abo moJoTH.
[ToTeHMiiHMM pu3uK HeBimoMmui. Crif mOTpUMYyBaTHCSI 00EPEKHOCTI IPU 3aCTOCYBaHHI TaHOTO
IpenaparTy BariTHUM XKiHKaM. [ogyBaHHS rpyanio. Hemae gaHux 11010 €KCKpellil comidpeHaluny y
rpyoHe MOJIOKO. Y mutted comipenanus Ta/abo #oro MetabosmiTi MPOHUKAIOTh Y MOJIOKO i
CIIPUYMHSIOTH [0303aJIe2KHY HeIOCTaTHICTh POCTY Y HOBOHAPOAXKEHUX MUIIEl.3aCTOCYBaHHS
nikapcbKoro 3acoby Hiricem He peKOMEHIY€EThCS y IIepiofl ToOMyBaHHS IPYONIO.

3paTHiCTH BIVIMBAaTH Ha MIBHKICTH peakuil Ipu KepyBaHHi aBTOTPAHCIIOPTOM a0 iHIITUMH
MexaHi3MaMH. Y 3B’s3Ky 3 TUM, L0 COoJlipeHaInH, SK i iHIII aHTUXOIiHEPridHi TpenapaTy, MOXe
CIIPUYMHUTH HEYITKICTh 30PY i HEYaCTO COHIMBICTH Ta MiABUINEHY BTOMJIIOBAHICTh (OUB. PO3Min
«ITo6iuHi peakiiii»), IpuioM JIiKapChKOTo 3aco0y M0oxKe HeTaTHBHO BIIJIMBATH Ha 30ATHICTh KepyBaTH
aBTOMOOisIeM Ta IpalloBaTH 3 iHIMMME MexXaHi3MaMH.

Cnocid 3acTocyBaHHsI Ta MO3H. [J0pOCIIi, BKIII0OYal0O4y NallieHTIB IITHHOTO BiKy. PeKOMeHoOBaHa
mo3a - 5 Mr JliKapchkoro 3acoby 1 pa3 Ha go0y. AKio HeoOXigHO, 03y MOXKHAa migBUIMTH [0 10 Mr 1
pa3 Ha mo0y. [lallieHTr 3 HUPKOBOIO HeflocTaTHiCTIO. He moTpiOHa KOPEKIIis q03u I MallieHTiB 3
IIOMIPHOIO Ta CEPeIHbOTO CTYIEeHS TSIXKKOCTi HUPKOBOIO HEOOCTATHICTIO (KJTipeHC KpeaTuHiny > 30
M/xB). [TallieHTaM 3 TSKKUM CTylleHeM HUPKOBOI HEAOCTaTHOCTI (KipeHC KpeaTuHiny < 30 MJI/XB)
cipm 3 06epekHICTIO 3aCTOCOBYBATH IIPemapar y 4o3i He Ginbine HiX 5 Mr 1 pa3 Ha go0y. [lamienTu 3
IIeYiHKOBOI HEJOCTATHICTIO: He MOTPiOHA KOPEKIIis 03K OJIs MAlliEHTiB 3 TOMiPHOIO ITeYiHKOBOIO
HepocTaTHicTIO. [lalieHTaM 3 TOMipHOO ITeYiHKOBOI HEIOCTATHICTIO (MOKAa3HUK 3a ITKanow Yaunna -
[T'to 7-9) cnig npuiiMaTH TiKapchKui 3aci0 3 06epeKHICTIO i He epeBHUIyBaTH N03yBaHHS 5 MT 1 pas
Ha go0y.3acToCcyBaHHS MOTYXKHUX iHTi6iTOPiB nuToxpoMy P450 3A4. MakcuMmarsnbHa [03a JIiIKapChKOTO0
3aco0y Mae OyTu oOMezkeHa 5 MT' IIPU OOHOYACHOMY IIPUIOMi 3 KeTOKOHA30/I0M a00 TepaneBTUYHUMU
I03aMu iHIKUX aKTUBHUX iHTiOiTOPiB hepmenTy CYP3A4, Hanpukiag puTOHaBipy, HendiHaipy,
iTpakoHa3ony (OuB. po3fmin «B3aemopis 3 iHIIUMYU JTiIKapCHKUMHU 3aco0aMu Ta iHIM BUAM B3aEMOMIIN»).
Jlikapchkui 3acib nmpuiiMaTy epopabHO, KOBTATH TAOJETKY I[ITMMHU, 3allMBAOYM PiIUHOIO,
He3aJIeXHO Biff IPUUOMY 1Xi.

Himu. He gocnigxyBanu 6e3neky Ta eheKTUBHICTh 3aCTOCYBaHHS IIpelapary OiTsAM, JiKapChbKuu
3aci6 Hiricem He cnipg mpu3HavaTy 1ii KaTeropil naiieHTiB.

Ilepeno3yBanHsa. Cumnmomu. [Tepeno3yBaHHS comideHAlMHY CYKIIHATY MOXKe IIPU3BECTU 10
TSKKUX aHTUXOJIiHep-TiyHuX edeKkTiB. HaliBuilla f0o3a conipeHalluHy CyKIIMHATY, IPUMHATA
BUITIAIKOBO OOHUM ITallieHTOM, CTaHOBHUIIAa 280 MT IPOTSIrOM D TOOWH,BHACIIIIOK YO0 CIIOCTEPiranucs
3MiHM IICUXiYHOTO CTaHy, 110 He moTpeOyBanu rocmitanisauii. JIikygaHHA. Y pasi nepeno3yBaHHs
cornipeHAIMHY CYKIIMHATY allieHTOBI HeOOXiMHO MPUUHSITHA aKTUBOBaHe BYTiisa. Moxe OyTu
KOPHUCHUM IIPOMHKBaHHSA IIIJTYHKA, SKII0 BOHO 3p06JieHe IPOoTsAroM 1 TOIUHM IiC/Is Tepefo3yBaHHs,
asie He ciim BUKIUKATH OmoBaHHSA. [1]omo iHIIMX aHTUXOJTIHEPTiYHUX e(PEeKTiB, TO CUMITOMH CITif
JIIKyBaTH TaKUM YMHOM: - TSIXKKi aHTHUXO/IiHEpriyHi epekTu 3 00Ky IIeHTPaJbHOI HEPBOBOI CUCTEMH,
TaKi K rajouurHalii abo migBuieHa 30yIIUBIiCTh - 3aCTOCOBYIOTE (idocTUrMiH abo KapOaxos; -
cynomu abo mipBuilieHa 30yAIKUBICTh - BBOASTh OeH30Mia3eniny; - HeJOCTaTHICTh 3 OOKY OpraHiB
IVXaHHS - 3[IMCHIOITH IITY4YHY BeHTHUIIALII0 JIETEHiB; - TaxikKapAis - 3aCTOCOBYIOTh OeTa-610KaTop; -
3aTpUMKa CE4YOBUIIYCKaHHS - IIPOBOAATL KaTeTepu3allito; - Mifipia3 - 3aCTOCOBYIOTh OYHI Kparlii,
HaIlpUKIIa[ MiJoKapIiH, Ta/abo IOMIIaloTh NallieHTa y TeMHY KiMHaTy. fK i y pa3i nepeno3yBaHHsA
iHITUMY aHTUXOJTIHEPTiYHUMU 3acobaMu, 0COOIUBY yBary CJIif IPUOiAATY MallieHTaM 3i
BCTAHOBJIEHUM PU3UKOM ITOI0BKEHHS iHTepBany QT (mpu rinokamniemii, 6pagukapmii, mpu



OIHOYAaCHOMY 3aCTOCYBaHHI IIpernaparis, 110 CIPUYUHSIOTH TOA0BXKeHHA iHTepBany QT) i mamienTam
i3 3aXBOPIOBaHHSIMHU Ceplid (imeMisa MioKapha, apuTMil, 3acTiliHa ceplieBa HEIOCTaTHICTB).

INo6iuni peakuii. [Hdekil Ta iHBa3il: iHGeKIIil ceYoOBUBIgHUX IUISAXIB, TUCTHUT; 3 6OKY iMyHHOI
cucTteMu: aHadiakTUYHa peakiis; 3 60Ky MeTa0o01i3My Ta TpaB/IeHHS: 3HUKEHHS alleTUTY,
rinepkarsieMis; 3 60Ky IICUXiKH: TalIOLKMHAIlil, CIIyTaHiCTh CBiIOMOCTI, MapeHHSs; 3 00Ky HEPBOBOI
CHCTEMM: COHIUBICTh, TIOPYIIEHHSI CMaKy, 3allaMOPOY€eHHs, TOJIOBHUM Oinlb; 3 00Ky OpraHiB 30py:
HEYiTKiCTh 30Dy, CYXiCTh 04el, raykoMa; 3 60Ky CepIisi: TPIMOTiHHSA/MEPEXTiHHS LUTYHOUYKIB CepIs
(torsade de pointes), momoBxkenHs iHTepBany QT Ha enekTpokapmiorpami, Gpibpumsiiis mepencepas,
Bim4yTTS cepuebUTTs, Taxikapmis; 3 60Ky OuXasbHOI CUCTEMHU, OpraHiB PYAHOI KITiTKY Ta
CepeNoCTiHHS: CyXiCTh CIIM30B0I 000JIOHKM HOCOBOI IIOPOXKHUHHU, OUC(HOHISA; 3 OOKY IITYHKOBO-
KHMIIIKOBOT'O TPAKTY: CYXiCTh ¥ POTi, 3amop, Hy[0Ta, AUCIeENCis, 0inb y KUBOTI, TacTpoe3odarea bHIN
pedmIoKe, CyXiCTh y TOPJli, HEIMPOXiAHICTh TOBCTOTO KUIIIEYHUKY, KOIPOCTa3, OII0BaHHS, KUIITKOBa
HemnpoxigHicTh, abgoMinanbuui fuckoM@opT; renaTobiniapHi po3agy: mopyieHHs QyHKIiN
NIeYiHKY, TOPYIIEHHS Y JaHUX TabopaToOpHUX OOCTiAXKeHb MeYiHKOBUX IPo0; 3 6OKY IKipy i
HiAIIKipHUX TKAHWH: CYXiCTh IIKipu, cBepbixK, BUCUTIAHHS, MyIbTU(GOPMHA epUTEMA,KPOTINB THKA,
HaOpsK KBiHke, ekchoniaTuBHNUM JepMaTUT; 3 60Ky OIIOPHO-PYXOBOTO amapaTy Ta CIOJTy4HOI
TKAHUHU: M s130Ba Cl1abKiCTh; 3 00Ky HUPOK Ta CEYOBUBITHOI CUCTEMU: YTPYOHEHE CEYOBUITYCKaHHS,
3aTpUMKa Ce4YOBUITYCKaHHS, HUPKOBA HEJOCTATHICTh; 3arasibHi IOPYIIEeHHS: MiABUIIEeHa
BTOMJTIOBaHiCTh,TepudepuyHmil HaOpPSK.

Tepmin mpugaTHOCTI. 2 POKH.

YmMmoBH 30epiranHs. 30epiraTi B OpUTiHAIbHIN YIIaKOBIN Mpu TeMiepaTypi He Buie 25°C.
30epiratu B HEAOCTYIIHOMY IJISI OiTeW MicCIIi.

YnakoBka. [To 10 TabneTox y 6mictepi; mo 3 6iicTepu B maylii.
Kareropis Bigmycky. 3a pelenTom.
Bupo6uuk. AT «<KUIBCHKUM BITAMIHHUU 3ABO[I».

Micue3HaxoKeHHsI BHPOOHHKA Ta afpeca Miclisi IpoBaJKeHHs HOro gisutbHocTi. 04073,
Ykpaina, M. Kuis, Byn. Konumiscbka, 38.
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