IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Bizapcun® Q-Tab®

(Vizarsin® Q-Tab®)

Cknao:
ditoua pevosuHa: cunneHadin;
1 tabneTka MicTuTh 25 Mr a6o 50 mr, a6o 100 Mr cunmenadiny;

0ONOMIdCHI peYOBUHU: TITPOKCUIIPOIIINIIENI0N03a, KPOCIOBIIOH, KabIlil0 CUIiKaT, MarHilo cTeapar,
HeorecClepUAuHYy AerigpoxanbkoH, acnaptaM (E 951), mawiT (E 421), apomMaTr3aTop M'ITH Ky4epsiBoi,
apoMaTH3aTop M’STH IepleBoi (MicTuTs copbit (E 420)' abo 1myKpo3y’).

'nnst mo3u 25 Mr

‘s no3yBaHb 50 Mr ta 100 mr

Jlikapcbka ¢opma. TabneTKy, 110 AUCTIIEPTYIOTHCS Y POTOBiH MTOPOXKHUHI.

OcHo8HI (pi3uko-ximiuHi 81acmugocmi: Kpyrii, 37IeTKa ABOOMYKII TabneTKu Bif 6iToro mo Maixke
61710T0 KOJIbOPY, 3 MOKJIMBUMU TEMHUMU BKIIOUEHHSIMU.,

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOThCS IIPU €PEKTUIIbHIN OUCHYHKIIII.
Cunpenadin. Kog ATX G04B E03.

dapmMaKoA02i4HI 81aCMUBOCMI.
®apmakoduHamika.

CunpgeHadin - 1e nepopanbHUl TepaneBTUYHUM 3acCi0, 1110 32aCTOCOBYETHCS OJIs1 TiKyBaHHS IOPYIIEHb
€PeKIIil ¥ YOJIOBiKiB. Y IPUPOJHOMY CTaHOBHUII, 30KpeMa P CTaTeBill CTUMYJIALil, BiH BiTHOBITIOE
IIOPYLIEHY ePEKIIiIo IUISX0M IIOCUIEHHS IIPUTOKY KPOBi 0 CTAaTEBOT0 YJIeHa.

dizionoriyHuii MexaHi3M epeKIlil CTaTeBOr0 YleHa IOIsATaE y 3BimbHEeHHI OKuCy a30Ty (NO) y
KaBEepPHO3HOMY Tifi mpu cTaTeBiu ctumynsiii. NO akTuBye (pepMeHT ryaHinaTUUKIIa3y, 110
CIIPUYMHSIE MiOBUINEHHS PiBHS IIUKIIIYHOTO r'yaHo3uHMoHOGochaty (uI'M®), po3cmabieHHS rIagKux
M's13iB KaBEePHO3HOT'O Ti/la i MOCUIeHHS MIPUIIIUBY OO HUX KPOBI.

CunpeHadin - ToTyKHUM Ta CeleKTUBHUY iHTibiTOp cnenudiunoi hocdomiectepasu tuny 5 (PIE-5)



ul'M® y kaBepro3HoMy Tinmi, me ®IIE-5 - BigmoBigansHa 3a po3mam UL’ MO. Cungenadin mae
nepudepuyHU XapaKTep BIIUBY Ha epekiito. CungeHadin He Ma€e IPSMOTO 110CabIi0BaIbHOTO
eekTy Ha i301b0BaHE KaBEPHO3HE TiJlo JIIOAMHY, ajie 3HaYHO IIOCUITIOE po3ciabiioBanbHul ePeKT
NO Ha 1110 TKaHUHY.

[Tpu akTuBaii nusaxy NO/I'M®, SKUi Ma€ Miclle IIPX CTaTeBid CTUMYIISALil, IPUTHIYEeHHS
®JIE-5 3a momomoroio cungeHadiny npu3BoguTh 00 30inbieHHS PiBHIB I'M® y KaBepHO3HOMY
tini. Tomy i HeoOxigHe cTaTeBe 30ymXKeHH, 1100 cunmeHadin 3gilicHUB 1iTbOBUH TO3UTUBHUN
(hapMaKOIOTiYHUY BIIIUB.

HocmigxeHHs in vitro mokKa3any, 1o cungeHadin € cenekTuBHUM BigHOoCHO OJIE-5, aKuil 3anydyeHu
10 Iporecy epexkii. Moro BB € cunbHimmM Ha OJIE-5, Hix Ha iHmi BimoMi dochomiecTepasn.
Icaye 10-pa3oBa cenektuBHicTh Hag OIIE-6, skuil 3anydyeHuid y Ipomec poTonepeTBOPEHHS y
citkiBui. [Ipu MakcuManbHO peKOMEHO0BaHUX fo3ax icHye 80-pa3oBa cenekTuBHiCTh Hapg OIIE-1 Ta
6inbime Hik 700-pa3oBa Hag ®IIE-2, 3,4, 7, 8,9, 10 Ta 11. 30kpeMa cunpgeHadin Mae GinbIle HiK
4000-pa30oBy cenekTHBHICTE BinHOCHO O®IE-5 Hag ®IE-3, ul Md-cnenudiyHol i30popMu
docdomiectepasy, sika 6epe y4acTh y KOHTPOJIi 3a CKOPOUEHHSIM CEPIIS.

dapmakokiHemuka.
Abcopbuis.

Cunpenadin mBunko abcopOyeThcsi. MakcuMalbHi KOHIIEHTpAllii, 1[0 CIIOCTepiranaucs, JOCATalIucs
npotaroMm 30-120 xBumnuH (y cepenaboMy 60 XBUINH) IiCIT UOT0 IEPOPAIBHOI0 3aCTOCYBaHHS y
crani HaTie. CepenHst abcomoTHa 6iI0MOCTYIHICTD MiCyIs IePOPAIbHOT0 3aCTOCYBAHHS CTAHOBUTH 41
% (miamazoH 25-63 %). ITicnst mepopanbHOro 3acTocyBanHs cungeHadiny AUC Ta C,,, 30inbIIyI0OThCS
IIPOTIOPIIifiHO [0 30iNbIlIeHHS 03K ¥ paMKaX PEKOMEeHA0BaHOTO fiana3oHy fo3yBaHHS (25-100 mr).

[Tpu nputiomi cunpgeHadiny pa3oM 3 izkelo MBUAKICTb aOCOPOIlil 3HUKYETLCS 3 CEPETHBOIO
3aTPUMKOIO B t,.. 60 XBUIKH Ta 3 cepenHiM 3MeHIIeHHAM C,.. Ha 29 %.

Po3nodi.

CepenHiit 06’em po3nopiny y crabinbHoMY cTaHi (V,) ans cungeHadiny craHoBuTh 105 11, BKa3ywuu
Ha PO3MOJin y TKaHKUHHU. [Ticg mepopalbHOTO 3aCTOCYyBaHHSA OgHOPa30Bol fo3u 100 Mr cepenHs
MaKCHUMaJbHa 3arajbHa KOHIIEHTpalisa cungeHadiny y mia3mi KpoBi cTaHOBUTH pubau3Ho 440 Hr/Mn
(xoedirienT Bapiartii 40 %). Ockinbku cungeHadin (Ta #0ro 0CHOBHUY MeTabomiT Noe3MeTun y
3arajabHOMY KpoB000iry) Ha 96 % 3B’sa3yeThcs 3 OilKaMu IJ1a3MU KPOBI, 1le TPU3BOOUTD OO0 CEPENHBOL
MaKCUMaJIbHOI KOHIIEHTpallil BiTbHOTO cunpmeHadiny y maa3mi KpoBi - 18 ur/min (38 HMob).
3B’si3yBaHHS 3 OiIkaMu He 3aJIeXXKUTh Bifl 3arajbHOI KOHIIEHTpallil mpemnapary.

Y 3mopoBux m0OPOBONIBILB, sKi MpuitManu cunpeHadin (100 Mr - ogHOpa3oBa [03a), MeHIIe Hix
0,0002 % (y cepenabomy 188 Hr) BBemeHOI 103U OyI0 HassBHUM B esIKyJaTi yepe3 90 XBUNIKH Mics il
3aCTOCyBaHHS.

Memaboaism.

CunpeHadin ronoBHUM YMHOM IIEPETBOPIOETHCS 3@ LOIIOMOT0I0 MiKpOCOMaIbHUX i30pepMEHTIB
neuinku CYP3A4 (ocuoBHu# nuisx) Ta CYP2C9 (mpyropsimuuii uisix). OCHOBHUM MeTabomiT y
3arajibHOMy KpOB0OOOIry yTBopioeThCs muisixoM N-geMmetunsiii cungenadiny. Lleit meTabomitT Mae
npoinb ceneKTUBHOCTI dhocdomiecTepasu, momiOHUYM 0o cungeHadiny, Ta MOTYyKHICTD in vitro gmns
OMIE-5 npubnusuo 50 % Ti€l, M0 Mae IepBUHHUY NpenapaT. KoHIeHTpallis 0boro MeTaboriTy y



m1a3Mi KpoBi cTaHOBUTD Mpubu3Ho 40 % THUX KOHIIEHTpAIlil, 10 CIocTepiranucs mjis cunmeHadiny.
Mertabomnit N-ge3merun gasni metabosi3yeTbcs 3 KiHIIEBUM IEPiofoM HaliBBUBeeHHS Mpubmu3Ho 4
TONVHY.

BuseoOeHHs:.

3aranbHUY KIipeHC cunfeHadiny 3 opraniamMy cTaHOBUTH 41 71/rof 3 KiHLIeBOO (Pa3010 nepiony
HamiBBUBemeHHs 3-5 roguH. [licis mepopanbHOro a00 BHYTPIIIHLOBEHHOI'0 3aCTOCYBAHHS CHImeHadin
BHUBOMUTHCS V BUTJISAI MeTaOOJIiTiB, TOJIOBHUM YUHOM 3 ¢ekaniamu (mpubnusno 80 % BBemeHOl
IIePOopaIbHOI 103H1) Ta MEHIIIOK Mipoio i3 ceuero (mpubnu3Ho 13 % BBeOeHOI IepopaIbHOl T03H).

d®apmakoKiHemuka 8 ocobausux 2pynax nauieHmis

Ocobu n1imHb020 8iKY

300poBi HOOPOBOJIBILI NTITHEOTO BiKY (BiKOM Bif 65 POKiB) Manu 3HUKEHUM KiTipeHC cungeHadiny,
npu3Boasyy o Oinbiux (mpubnusHo Ha 90 %) KoHUeHTpauid cungeHadiny metabomitTy N-me3MeTumny
y MJ1a3Mi KpOBi OPiBHSHO 3 TUMH, III0 CIIOCTEPIraiucCh y 3MO0POBUX MOJIOAIINX NOOPOBOJIBIIIB (BiKOM
18-45 pokiB). Yepe3 BikOBY Pi3HUINO y 3B’A3yBaHHi 3 GiTKaMu I1J1a3MU KPOBi BifToBigHe 30inbIIeHHS
KOHIIEHTPaIliil BiTbHOTO cunpeHadiny y minas3Mi ctaHoBuio npubmusso 40 %.

Hupkoesa HedocmamHicmb

Y 1o6poBOIbLIiB 3 TETKUMH Ta IIOMipHUMHU MOPYLIeHHSIMU QYHKIII HUPOK (KiipeHc KpeaTuHiny 30-80
MJI1/XB) hapMaKoOKiHeTHKa cunpfeHadiny He Oyna 3MiHeHa micg npuiiomy 50 M 0OmfHOPa30BOi
nepopanbHoi fo3u. Cepenni AUC Tta C,,,, MeTabosmitTy N-ge3MeTumny 30inbimuaucs BigmosigHo Ha 126
% Ta 73 % MOPiBHSAHO 3 BiATIOBITHUMY BiKOBUMH I'pyraMu HOOPOBOJBIIB 0€3 MopyIneHHs QyHKIIii
HUpOK. OflHaK Yepe3 BUCOKY iHAUBiAyaslbHY BapiabeNbHICTh 1Ii BiTMiHHOCTI He OyJIM CTaTUCTAYHO
3HAUyIMUMH. Y 0OOPOBOJIBINB 3 TAXKKUM IOPYIIEHHAM (QYHKII HUPOK (KiTipeHc KpeaTuHiny < 30
MJI/XB) KJIipeHC CunpfeHadinly 3HMKyBaBCs, IPU3BOASAUN J0 cepegHboro 36inbmenHs AUC ta C,,,
BigmoBigHOo Ha 100 % Ta 88 % mopiBHSIHO 3 BiAMOBIAHMMU BiKOBUMU I'pynaMu J0OPOBOJIBIIB 63
nopyiieHHsa QyHKIil Hupok. Kpim Toro, 3HauenHns AUC Ta C,,, MeTabomniTy N-geameTtuny Oynu
3Ha4HO 30inbuIeHi BigmoBigHo Ha 79 % Ta 200 %.

ITeuiHKoBa HedocmamHicmow

Y moOGpoBOIBLIB i3 IIMPO30M MEYiHKM JIETKOTO Ta IOMIipHOTO CTymeHs (KmaciB A Ta B 3a
kinacudikauiero Yannpa-I1'10) knipeHc cungeHadiny 3HUXKYBaBCH, 10 IPU3BOLUIIO JO MiABUIIEHHS
AUC (84 %) Tta C,,,, (47 %) mopiBHSIHO 3 §OOPOBOIBIIIME TAKOTO XK BiKy 6e3 mopyIieHb QYHKIIN
nedinky. PapMaKOKiHETUKY cuifeHadiny y Mali€HTiB i3 MOPYIIeHHIMA QYHKIIIM eYiHKU TIKKOTO
CTyIleHsI He BUBYAJIH.

KrinigHi XapaKTepHCTHKH.
Iloka3anus.

IIpenapat Bizapcun® Q-Tab® peKoMeHAy€eThCS 3aCTOCOBYBATH YOJIOBIKAM 3 ePeKTUIILHOIO
nucGYHKIIEI0, SKa BU3HAYAEThCS K HE3NATHICTh JOCATTH ab0 MiATpUMaTH epeKIliio CTaTeBOTro
YyjieHa, HeoOXigHY IS YCITIIITHOTO CTaTeBOT0 aKTy.

Inst ebekTuBHOI Aii npenapaty Bizapcun® Q-Tab® moTpiOHe cTaTeBe 30yIXKEHHS.



ITpomunoka3aHHA.
[TigBuIleHa YyTNUBICTh [0 aKTHBHOI PEYOBUHU ab0 Oyb-IKOi 3 MOMOMIKHUX PEeYOBUH IIPemapary.

- OpHovacHe 3acTocyBaHHs i3 qoHopaMmu NO (TakKuMH SK aMinHITPUT) a0 HiTpaTaMu y Oyab-sKii
¢dbopMi mpoTUIIOKa3aHe, OCKIIBKY BioMo, 1110 cuigeHadisn Mae BIIMB Ha HuIsixu Metabomnizmy NO/
IIUKJTIYHOT0 TyaHo3uHMOHOpochaTy (uI'M®) Ta MOTeHIIiI0€ TiMoTeH3uBHUY ePeKT HiTpaTiB (IUB.
po3min «®apmMakoguHaMiKa»)

- OpHouacHe 3acTtocyBaHHA iHribiTopiB ®IIE-5 (y ToMy uucni cungeHadiny) 3i cTUMynsiTopaMu
ryaHiNnaTUUKIA31, TAKUMU AK PIOLUTYaT, IPOTUIIOKa3aHe, OCKUIbKY MOXKe IIPU3BECTH [0
CUMIITOMaTUYHOI TinmoTeH3il (ouB. po3nin «B3aemopis 3 iHmuMu mikapchbkuMu 3acobaMu Ta iHIIN BUIU
B3aEMOMIN»).

- CtaHy, IpU IKUX He PeKOMeHJ0BaHa CTaTeBa aKTUBHICThH (HalpuKia TSAXKKi CepLeBO-CyIUHHI
po3iaau, Taki ik HecTabillbHa CTeHOKapHis abo ceplieBa HEIOCTATHICTD TSKKOTO CTYIIEHS).

- BrpaTa 30py Ha ofHe OKO BHACJIiJOK HeapTepialabHOI IEPEeNHbOI illleMiYHOl HelpomaTil 30p0BOTO
HepBa He3aJIekKHO Bifl TOT0, UM 1OB’sI3aHa IIs1 IaTOJIOTis i3 monepefHiM 3aCTOCYBaHHSAM iHTi6iTOPiB
OIIE-5 (muB. po3gin «OcoO0MMBOCTI 3aCTOCYBaHHSI»)

- HasiBHiCTh TaK¥MX 3aXBOPIOBaHb K IOPYIIEHHS (QYHKIII MEYiHKK TSKKOTO CTYyIIeHs, apTepianbHa
rinoteH3is (apTepianbHuii THCK HUXKYe 90/50 MM PT. CT.), HEeIlIOaBHO ITepeHeCceHn iHCYIbT abo
iH(papKT MioKapaa Ta BifoMi CIagKoBi JereHepaTUBHI 3aXBOPIOBAHHS CIiTKiBKH, TaKi IK MirMeHTHUN
PETUHIT (HeBeJIMKa KiMbKiCTh TaKUX IMalli€HTiB Ma€ reHeTUYHi po3nanu docdomiecTepas CiTKiBKM),
oCKinbku 6e3neKky cungeHadiny He HOCTIOXKyBalu Y TaKUX MigTpymax Nali€HTiB.

B3aemodisa 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
Bnaue iHwux aikapcvkux 3acobie Ha cuadeHadin

HocaioxceHHA in vitro

MeTabori3M cunpeHadiny onocepenKOBy€ETHCS TOJIOBHUM YMHOM i30¢opMaMu uToxpomy P, (CYP)
3A4 (ocHoBHuY nuIsax) Ta 2C9 (mpyropsguuit muisx). Otxe, inribitopu mux isopepMeHTiB MOKYTh
3MEHIINTH BUBEEHHS cuigeHadiny, a iHAyKTOPH IUX i30()epMEHTIB MOXKYTh MiABUIINYBATH KIIipEHC
cungeHadiny.

[ocaidceHHs in vivo

[ani gocnifgKeHb NIPONEMOHCTPYBaIN 3MEHIIEHHS KITIIPEeHCYy cungeHadiny Ipy CyIyTHbOMY IPAKOMI
inrioiTopie CYP3A4 (KeTOKOHA30JI, EPUTPOMIIIMH, ITUMETUINH).

Xoua Ipu 0JHOYACHOMY 3acTOCyBaHHi cunmeHadiny Ta inribitopiB CYP3A4 3pocTaHHS YacTOTH
0OIYHUX SIBUII] HE CIIOCTePiranocs, Ciifl po3TISHYTH MOXKJIMBICTh 3aCTOCYBaHHS IT0YaTKOBOI 403U
cungenadiny 25 mr.

OpHoyacHe 3acTocyBaHHS iHTibiTopy BIJI-mpoTea3u puToHaBipy, AyKe MOTyxKHOTO iHribiTopy P450, v



cTaHi piBHOBaxHOI KoHIleHTpatil (500 Mr 2 pa3u Ha moby) Ta cunmeHadiny (pa3oBa go3a

100 mr) npusBogumo po miguieHHs C,,. cungeHadiny Ha 300 % (y 4 pa3u) Ta HiABUIIEHHS
nna3MoBoi AUC cunpenadiny Ha 1000 % (v 11 pasis). Yepe3 24 ropunu mi1a3MoBi piBHI cunpeHadiny
BCe IIle CTaHOBUIM Ipubnr3Ho 200 HI/MJI TOPiBHSAHO 3 PiBHEM NPUOIN3HO 5 HI/MJI, XapaKTEPHUM [JIs
3aCTOCyBaHHS cuifeHadiny 0KpeMo, Io BiANoBifae 3HaYHOMY BILINBY PUTOHABIPy Ha IMMUPOKUI
cnekTp cybcrparis P450. Cunpmenadin He BIMBa€ Ha hapMakKOKiHETUKY PUTOHABIpY. 3 Oorisay Ha i
(hapMakoOKiHeTUYHI faHi OfHOYaCHe 3aCTOCYBaHHS CUIfeHadiy Ta pUTOHABIpy HE PEKOMEHIYEThCS
(ouB. po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»); ¥ OyOb-IKOMY BUIIAOKy MaKCUMaJjbHa f03a CuafeHadiny
3a XKogHUX 00CTaBMH He MOBUHHA ITEPEBUIIyBaTH 25 MT IPOTATOM 48 rofuH.

OpuoyacHe 3acTocyBaHHS iHTibiTopy BIJI-mpoTeasu cakBinaBipy, iHriditopy CYP3A4, Ha cTamil
piBHOBaxkHUX KoHUeHTpauiX (1200 Mr 3 pa3u Ha go0y) i3 cunpeHadinom (100 Mr ogHOPa30BO)
IPU3BOOUTH [0 30inbments Ha 140 % C,,,, cunneHadiny Ta go 36inbuierHs Ha 210 % AUC
cungenadiny. He BusBneHo BuiuBy cungeHadiny Ha ¢papMaKOKiHETHKY CaKBiHaBipy (OUB. PO3AiN
«Croci6 3acTocyBaHHS Ta [03u»). [lepembadaeThcs, 110 6inbir moTyXKHi iuridiTopu CYP3A4,
TakKi SK KETOKOHA30JI Ta iTpakoHa30J1, 6ymyTh MaTu Oinblll BUpaKeHUM BILJIUB.

[Tpu BBemeHHi ogHOpa3oBoi fo3u 100 Mr cungeHadiny 3 epUTPOMIIIMHOM, IIOMipHUM iHTiOiTOpOM
CYP3A4, y crabinbaoMy cTaHi (500 Mr 2 pa3u Ha fo0y 110106080 MPOTATOM 5 [HiB) BigOyBanocs
30inmbinenHs Ha 182 % cucteMHoi ekcro3utlii cunmeHadiny (AUC). ¥ 3mopoBux m0OPOBOJIBITB
YOJIOBiUOI CTaTi He crIocTepiranocs BIIuBY asutTpoMinuny (500 Mr Ha mo0y mpoTtsroMm 3 mi6) Ha AUC,
Crax Timaw KOHCTQHTY IIBHOKOCTI €JTiMiHAII] Ta IOJaNbIIKNY ITepion HaliBBUBENEeHHS cungeHadiny abo
110TO OCHOBHOTO MeTa0oJIiTy B KpoBoobiry. Llumetunus (iHriditTop murtoxpomy P450 Ta
Hecrenudiunuit inribitop CYP3A4) y nosi 800 Mr nmpu ogHOYaCHOMY 3aCTOCYBaHHI i3 cunpmeHadinoM y
mo3i 50 Mr y 3mopoBUx J0OPOBOIBIIB IPHU3BOAUB [I0 IMiIBUILEHHS I1JIa3MOBUX KOHIIEHTPAIIIN
cungenadiny Ha 56 %.

['peiindpyToBuii cik € cnabkum inriditopom CYP3A4 y CTiHIII KUINEYHUKY i MOXKE CIPUYUHUTH
IIOMipHe MiABUIEHHS PiBHIB cuigeHadiny y maa3mi Kposi.

OpHOKpaTHe 3aCTOCYBaHHS aHTalU/IB (MarHilo rigpoKCHUAY/alioMiHil0 TiTPOKCUAY) He BIJIMBAJIO Ha
6iomocTynHicTh cunmeHadiny.

Xoua pmocmimxeHb crelupivyHol B3aeMOil 3 yciMa NTiKapChbKUMHU 3aco0aMy He ITPOBOOUIOCS, 3a
NaHUMU MOMyNSANiNHOTO (papMaKOKiHETUYHOTr0 aHali3y, apMaKOKiHETHKa CUNifeHadiny He
3MiHIOBasacsg IIpyu HOro 0gHOYACHOMY 3aCTOCYBaHHI 3 JTiIKapChKAMHU 3aco0aMi, 110 HajleXkKaTh 10
rpymnu inri6itTopis CYP2C9 (ton6yTtamin, Bapdapus, ¢peHiToiH), rpynu inriditopis CYP2D6
(cenexTHBHI iHTi6iTOPY 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY, TPULMKIIIUHI aHTUIETIPECAHTH), TPYIIU
Tia3UOHUX Ta Tia3uOOMONiOHUX [iypeTHKiB, IETIbOBUX Ta Kasiii3bepirarounx AiypeTHKiB, iHribiTopis
aHTi0TeH3UWHIIEPETBOPIOBAIbHOTO (PEPMEHTY, aHTarOHICTiB KaJbI[il0, aHTAarOHiCTiB B-
agpeHopelenTopiB abo iHayKTOpiB MeTabomnizmy CYP450 (pudamminus, 6apbiTypaTh).

Y xomi mocmimKeHHS 3 y4acTio 300POBUX NOOPOBOJIBIIIB-40JIOBiKiB OMHOYACHE 3aCTOCYBaHHS
aHTaroHicTa eHfoTeNiHy OoceHTany (moMipuuii iHgyKTOp CYP3A4, CYP2C9 Ta, MoxknuBo, CYP2C19) y
piBHOBaxkHOMY cTaHi (125 Mr gBiui Ha go0y) Ta cungeHadiny y piBHOBaxKHOMY cTaHi (80 Mr Tpuyi Ha
no0y) nmpu3Bogumno go suuxkenHss AUC ta C,,, cungeHadiny Ha 62,6 % ta 55,4 % BigmoBigHo. Tomy
OJIHOYaCHe 3aCTOCYBaHHS TaKuX NOTYyKHUX iHAYKTOpiB CYP3A4, K pudamiid, MoxKe IPU3BOTUTH [0
OinbII BUPaXKeHOT0 3HMUKEHHS KOHILIeHTPallil cunmeHadiny y maa3Mi Kposi.

HikopaHaun - 1ie riOpup akTUBaTOpa KasbllieBUX KaHAalliB Ta HiTpaTy. Yepes HiTpaTHUN KOMIIOHEHT
BiH Ma€ IOTEeHIIian 10 cepiio3Hol B3aeMofii i3 cunpmeHadinom.



Bnaue cuadeHainy Ha iHwi aikapcvki 3acobu

IocaioaceHHA in vitro

Cunpenadin - cnabkuit iHribitop isopopm 1A2, 2C9, 2C19, 2D6, 2E1 Ta 3A4 uutoxpomy P450 (IK;,
> 150 MrMonnb). OCKinbKY ITiKOBi M1a3MOBi KOHIIEHTpalil cungeHadiny qopiBHIOIOTH npubnau3Ho 1
MKMOJIb, BIIJIUB IIperapaTy Ha KJlipeHC cyOCTpaTiB IuX i30(epMeHTiB MasIoNMOBipHUH.

BipcyTHi maHi mopmo B3aemogil cunpmeHadiny Ta Takux HecnenudiyHux inribiTopiB ¢pocdomiecrepasu
SIK Teo(disliH Ta guIipumaMor.

[ocaidceHHs in vivo

OckinbKy BimoMo, 1110 cunpgeHadin Mae BIIuB Ha MeTabosiaM NO/IUKITiYHOro ryaHo3uHMOHObOoChaTy
(ul'M®), Gyio BCTAHOBIIEHO, IO CUJIAeHadiN MOTeHIIiI0€ TiMOTeH3UBHY Mil0 HiTPaTiB, TOMY HOTO
ofJHOYacHe 3acTocyBaHHS 3 foHOpaMu NO abo 3 HiTpaTamu y Oynb-aKiit popMi mpoTunokasaHe (OUB.
po3pin «[IpoTunoka3aHHsa»).

Piomuryart. [ToKmiHiuHI JOCTigXXKEHHS MPOOEMOHCTPYBaId afUTUBHUN CUCTEMHUY e(eKT 3HUKEHHS
apTepianbHOTO TUCKY IIPH OOMHOYACHOMY 3aCTOCyBaHHi iHribiTopis ®JIES 3 piouuryatom. Kniniusi
MOCTiAKEHHS MPOAEMOHCTPYBAJIH, 110 PiOIUIYAT IIOCUITIOE TiMOTEeH3UBHY Aito iHTiOiTopiB ®IES. ¥
TallieHTiB, sIKi Opanu y4acTh y HOCTiAXKEeHH]i, He CIIOCTepiraaoch MO3UTUBHOTO KITiIHIYHOTO ePeKTY MpH
OJHOYaCHOMY 3acTocyBaHHi iHribiTopis ®IE5 3 piouuryatom. [IpoTunokasaHe ogHOYacCHe
3acToCyBaHHS piouuryarty 3 iHribiTopamu ®JIES (y Tomy yucsi i3 cunmeHadinoM) (OuB. po3min
«IIpoTUNIOKa3aHHS»).

OpHoYacHe 3aCTOCyBaHHS cuifeHadiny Ta 6710KaTopiB a-afpeHOPElenTOPiB MOXKe IPU3BECTH 10
PO3BUTKY CHMIITOMATUYHOI TilIOTEH3i1 Y AeSIKUX CXUJIbHUX [0 LIbOTO MallieHTiB. Taka peakilis
HalvacTile BUHUKAJIA IPOTSATOM 4 TOOUH IIiC/Is 3aCTOCYBaHHS cunmeHadiny (muB. po3min «Cmocio
3aCTOCYBaHHS Ta [03u» Ta «OCoBIMBOCTI 3aCTOCYBaHHS»). Y XOMi TPHOX JOCIiIXKeHb crenudiynoi
B3a€EMOII TiKapCchKUX 3ac00iB 6JI0KATOP 0-agpPEeHOPEIeNTOPiB TOKCa303uH (4 Mr Ta 8 MTI) Ta
cunperadin (25 mr, 50 Mr Ta 100 MTr) 3aCTOCOBYBalIUCA OOHOYACHO MallieHTaM i3 H0OpOsSKiCHOIO
rinepnasieio mepegMixypoBoil 3ai103u, cTabinisamnis cTaHy SKkux Oyia JOCATHYTa IPU 3aCTOCYBaHHI
IOKCa303uHy. Y IUX IOMYJISLisX CIIOCTEPIranocs CEPeIHE NOOAaTKOBe 3HUXKEHHS apTepialbHOTO
TUCKY y IIOJIOKEHHI jiexkauu Ha 7/7 MM pT. CT., 9/5 MM pT. CT. Ta 8/4 MM pT. CT. Ta CEPENHE 3HUKEHHS
apTepiasbHOIO TUCKY Yy II0JI0OKEHHi cTod4Yu Ha 6/6 MM pT. cT., 11/4 MM pT. CT., 4/5 MM pT. CT.
BigmoBigHO. [Ipu ogHOYacHOMY 3aCTOCyBaHHI cungeHadiny Ta JOKCa303uHY Y MAallieHTiB, cTabimizalis
CTaHy gKux OyJia JOCATHYTa IIPU 3aCTOCYBaHHI JOKCA303UHY, iHOAI MTOBIOMIISIIN IIPO PO3BUTOK
CHMIITOMATUYHOI OPTOCTATUYHOI TiMOTeH3il. Y IIUX MOBiIOMIIEHHSX WIIIOCS PO BUIIaAKK
3alraMOpPOYEHHS Ta CTaH Iepeq HeIPUTOMHICTIO, ae 6e3 CUHKOIIe.

He cnocTepiranocst KomHUX 3HAYYIIUX B3aEMOZiM TP OMHOYAaCHOMY 3aCTOCYBaHHi cunaeHadiny (50
Mr) i Tonbytaminy (250 Mr) abo Bapdapuny (40 mr), mo metabomnizyrotscs CYP2C9.

Cunpgenadin (50 Mr) He MPU3BOOUTE [0 30iNbIIIEHHS TPHUBAJIOCTI KPOBOTEYi, CIIPUYUHEHOI
alleTUJICAJIIIUIOBO0 KUCI0TOo (150 Mr).

Cunpgenadin (50 Mr) He OTEHIIiI0BaB TiOTEH3UBHY Ail0 alIKOTOJII0 ¥ 3MOPOBUX HOOPOBOJIBINB ITpU
CepenHiX MaKCMMaJIbHUX PiBHSX €TaHOJy KpoBi 80 mr/ai.

Y narmienTiB, siKi 3aCTOCOBYBaju cuimeHadisn, He CIIOCTepiranocs XKOOHUX BiIMiHHOCTEH TPodinio
no6iuHux epeKTiB MOPIBHSAHO 3 Mianebo Mpu 0GHOYACHOMY 3aCTOCYBaHHI TaKUX KjaciB
TinOTeH3WBHUX JTIKapChKUX 3aC00iB, IK AiypeTukH, 6;10KaTOpHU B-agpeHopelenTopis, iHriditopu AIID,



AQHTArOHiCTM aHTi0TeH3UHY II, aHTUTINEePTEeH3UBHI TiKapChKi 3aco0u (CymMHOPO3UINPIOBAJIbHI Ta
IIeHTPaIbHOI [Oii), 6JT0KaTOpPK afpeHepriYyHuX HEeHPOHiB, 671I0KAaTOPH KaJbI[iEBUX KaHAIIB Ta 0710KaTOpU
O-aPEeHOPEIENTOPIB. Y ClelialbHOMY OOCHiAXKEeHHI B3aEMOZIi]l TPY OMHOYAaCHOMY 3aCTOCYBaHHi
cungeradiny (100 Mr) Ta aMIOgUIIiHY MalliEHTaM 3 apTepiaJbHOIO TillepPTEeH3i€I0 CIIOCTepiranocs
NOOAaTKOBE 3HUKEHHS CHCTOJIIYHOTO apTepialbHOTO TUCKY Y MOJIOKEHHI Jiexkayy Ha 8 MM pT. CT.
BipnoBifHe 3HUKEHHS AiaCTOJIIYHOT0 apTepiaJbHOTO TUCKY CTAHOBUJIO 7 MM PT.CT. 3a BEIMYUHOIO i
OOOATKOBI 3HUKEHHS apTepiaJbHOr0 TUCKY Oy MOPiBHAHHUMM i3 THMH, 1110 CIIOCTEPIranucs mpu
3aCTOCYBaHHI nuine cungeHadiny y 3mopoBux 0oOPOBOIBINB (OUB. po3min «®apMakoIoriuHi
BJIACTHUBOCTI»).

IonmaBaHHS pa30Boi no3u cunpeHadiny 1o cakybiTpuiIy/BancapTaly B piBHOBaXXHOMY CTaHi y
TIAIliEHTIB 3 apTepialbHOIO TinepTeH3ielo 6yI0 moB’13aH0 31 3HAYHO OiNbIIMM 3HUKEHHSIM
apTepianbHOTO TUCKY IMOPIBHSHO i3 3aCTOCYBaHHSIM CaKyOiTpuiy/BaicapTaHy oKpeMo. ToMy ciif 3
00epekHICTI0O PO3MOYUHATH 3aCTOCYBaHHA CUIgeHadiny namieHTaM, sKi OTPUMYIOTh
cakyOiTpu/BancapTaH.

Cunpenadin y mo3i 100 Mr He BI/IMBaB Ha (papMaKOKiHETHYHI MOKa3HUKY iHTibiTOpiB BIJI-npoTeasu,
CakBiHaBipy Ta puTOHaBIpPY, sKi € cybcTpatamu CYP3A4.

Y 3mopoBux [06GPOBOJIBIIB YOJIOBiYOI CTATi 3aCTOCYBaHHS cuifgeHadiny y piBHOBaxKHOMY cTaHi (80 Mr
3 pa3u Ha go0y) npusBomuno no mipumienas AUC ta C,,, 6ocenTany (125 Mr 2 pa3u Ha mo0y) Ha
49,8 % Ta 42 % BinmoBigHO.

Oco06.1ue8ocmi 3acmocyeaHHsi.

I71s giarHOCTUKY MOPYLIEHb epeKIlil, BU3HaYeHHS MOXKJIMBUX IPUYUH 3aXBOPIOBAaHHS Ta
IIpU3HAUYeHHS HaJIe’KHOTO JIiKyBaHHS HEOOXigHO peTeIbHO BUBYUTH iCTOPii0 XBOpoOH IallieHTa Ta
IIPOBECTHU peTeNlbHE MeIu4yHe 00CTEXKEHHS.

®akmopu pu3uky cepy,e8o-CyOUHHUX 3aXB80PIBAHb. [lepey MOYATKOM OyIb-SKOTO JIiKYBaHHS
TIOPYIIeHb epeKIlii HeoOXimHO BpaxOBYBaTH CTaH CEPIIEBO-CYIUMHHOI CUCTEMH IaIli€HTiB, OCKiTbKH
icHye meBHUI pU3uK 3 OOKY CepleBOl CUCTEMH, ITOB’I3aHU 3i cTaTeBO0 aKTUBHICTIO. CunmeHadin
Ma€ CyIMHOPO3ILINPIOBaIbHI BIaCTUBOCTI, 110 IPU3BOAUTH [0 JIETKOTO Ta MUHYIIOTO 3HUXKEHHSI
aprepiansHOro TUCKY. [lepen mpr3HaYeHHSAM cuigeHadiny jTikap MOBUHEH PETEbHO 3BaXKUTU PU3UK
HebOaXXaHUX ITPOSIBIB CyIMHOPOIIINPIOBAILHOI [Iil V IAIliEHTIB 3 MEBHUMHU CYMYTHIMM 3aXBOPIOBAHHSIMU
Ha TJIi CTaTeBOl aKTUBHOCTI. [TimBuIlleHa YyTIUBICTh 10 CYOIUHOPOIIINPIOBAILHUX 3aC00iB
CIIOCTEPIraeThCsl y XBOPHUX i3 JIiBOIITYHOYKOBOIO OOCTPYKIIi€l0 (HAaNpHUKia CTEHO3 a0PTH;
00CTpPYKTHBHA rineprpodiyHa KapaiomionaTisi) abo maIjieHTiB i3 pifKiCHUM CUHIPOMOM
MYJIbTUCUCTEMHOI aTpodil, OgHUM i3 IPOSIBiB SIKOI € TSIKKe MOPYIIeHHS perysillii apTepiaabHOTO
TUCKY 3 O0KYy BereTaTUBHOI HEPBOBOIL CHCTEMH.

Bizapcur® Q-Tab® mocumioe TiTOTEH3UBHY Ail0 HiTpaTiB (IUB. po3hin «[IpoTunoKa3aHHSI»).

Y nepiop micns BIpoBaAKeHHS CUfeHadiny y MUPOKy MEOUUYHY IIPAaKTUKY IIOBIIOMIISIN IIPO
Cepiio3Hi ceplieBO-CYAUHHI YCKIagHEeHHS, BKITI0Yaoun iHpapKT Miokapaa, HecTabinbHy CTeHOKap/iio,
PaIToBY CEPIIEBY CMEPTh, BEHTPUKYJIAPHY apUTMiio, lepeOpoBacKyIspHY TeMopariio, TpaH3UTOPHY
ilmeMiuHy aTaky, apTepiajibHy rillepTeH3il0 Ta apTepiajibHy rinoTeH3ito. BilbllicTs, ane He BCl, 3 IUX
NallieHTiB Majiu MOIepeHi CepleBo-CyAuHHI (aKTOpH PU3MUKY. [lepeBakHa KiNbKiCTh TaKUX BUIATKIB
crocTepiranacs npotaroM abo ogpasy Iic/s CTaTeBOr0 HaBaHTAXKeHHs, He3HaYHa YaCcTUHA - Yepes



KODPOTKUY Tepiof micns npuiioMy cunneHadiny 6e3 craTeBol akTUBHOCTI. HEMOXK/IMBO BCTaHOBUTH
IPSIMY 3aJIeXKHICTh TaKMX BUMAKIB i3 3aCTOCYBaHHAM CUNgeHadiny, cTaTeBUM HaBaHTaXXEHHSM, i3
CYNyTHIMHU CepIeBO-CYOUHHUMHU 3aXBOPIOBAaHHSIMHU, KOMOiHaIli€l0 mux ¢pakTopiB abo iHMMME
dhakTopamu.

IIpianism. TlpenapaTy, pu3HaYeHi [/ TiKyBaHHS MOPYLIEHb ePeKIlii, y TOMY 4MCIIi 1
cunpgeHadin, HeoOXigHO 3aCTOCOBYBATH 3 00EPEKHICTIO MAI[iEHTAM 3 AHATOMIYHO0 medopMallieio
neHica (aHrymsiis, KaBepHo3HuH (Gibpo3 abo xBopoba ITeponi) abo MmallieHTaM 3i cTaHAMH, 110
CIIPUAIOTH PO3BUTKY IIpiami3My (cepnonomiOHOKTITHHHA aHEMisl, MHOXKUHHA MiesioMa abo
neukeMis).

[Ticnsa Buxomy npenapaTy Ha PUHOK IIOBIOMIISNIOCS IIPO BUIMIQIKX ITOMOBXKEHOI ePeKIIil Ta Ipiami3my.
SK110 epek1isi TpuBa€ OiNbII HiK 4 TOOUHMU, TalliEHTaM CJIifi HerallHO 3BePHYTHUCH 3a METUYHOI0
[OIIOMOI010. 3a BiICyTHOCTI HeralHOro JIIKyBaHH IIpiali3M MOXKe IPU3BECTU OO0 MOLIKOOXKEHHS
TKaHUH IIeHica Ta 10 CTiKKOl BTPATH MOTEHIIil.

O0HouacHe 3acmocysaHHs 3 iHwuMu iHzibimopamu ®IJE-5 abo iHwumu npenapamamu 015
NIKYBAHHSA epeKkmuabHol duc@yHKuii. Besneka Ta eheKTHBHICTH OMHOYACHOTO 3aCTOCYBAHHS
cunpeHadiny 3 iHmumu inriditopamu ®IE-5 abo iHMmMMY ITpellapaTaMu A7 JiKyBaHHS TimepTeH3il
JIereHeBol apTepii, gKi MicTATH cunpgeHadin abo 3 iHIIMMU BUJAMU JTiKyBaHHS OJIS1 € PEeKTUIHHOI
nucyHKIIii He BUBYAJIM, TOMY 3aCTOCOBYBATH TaKi KOMOiHaIlii He peKOMEHIY€EThCH.

Bnaue Ha 3ip. Hagxoouny CIIOHTaHHI IOBiJOMJIEHHS IPO BUHUKHEHHS Oe(QEeKTiB 30py
acoIlifioBaHO i3 3aCTOCYyBaHHAM cuipeHadiny Ta iHmux inridiTopis ®IES (mus. posmin
«ITo6iuHi peakii»). [Ipo Bulafiku HeapTepialbHOIL TePEeNHbOI illleMigyHOI HEBPOIaTil 30pOBOTO HEPBA,
IO € PiOKiICHUM CTaHOM, HaOXOOUJIU CIIOHTaHHI IOBIJOMJIEHHS Ta IIOBiAOMJISIOCS Y HATrIsiHOBOMY
IOCITiIKeHH] SK IIPOo acolilioBaHi i3 3acTocyBaHHAM cunpeHadiny Ta inmmx inribitropis ®ES (nus.
po3min «ITob6iuni peakiii»). IlalieHTaM peKOMEHAYETLCS ¥ BUMIAAKY PAIITOBOTO PO37Iany 30py
IPUITHHUTH IPUHOM CUIneHadily Ta HeraiHO 3BepHYTHUCS OO0 JiKaps (QUB. PO3MiN
«[IpoTuIOKa3aHHI»).

PumoHasip. OgHouacHe 3aCTOCYBaHHS CcumeHadiny Ta pUTOHABIPY He PEKOMEHOYETHCS (IUB.
po3min «B3aeMomist 3 iHIMMMY JTiIKAapPChKUMHU 3ac00aMM Ta iHIIi BUOKW B3aEMOTIN»).

Baoxamopu a-adpeHopeuenmopis. CunneHadin peKOMeHIYEThCS 3aCTOCOBYBATH 3 00€PEXKHICTIO
malieHTaM, SKi OMHOYAaCHO 3aCTOCOBYIOThH (-afPEeHOOIOKATOPH, OCKIIbKY B IeSIKUX BUIIAOKaX I1e
MOXKe MTPU3BECTH OO0 CUMIITOMATHUYHOI TiMOTeH3il y IesIKUX CXUIBHUX [0 I[bOTO Malli€HTiB.
CuMnTomMaTHyHa TiOTeH3isd 3a3BUYail BUHUKAE IIPOTATOM 4 TOAMH MiC/IA 3aCTOCYBaHHSI
cunpeHadiny. g Toro, 100 MiHIMi3yBaTH pU3UK PO3BUTKY IOCTYPaJIbHOI TiMOTEH3il, CIIif HOCATTH
crabimizarii mMoOKa3HUKIB apTepialbHOT0 THCKY 3a HOMOMOTO0I0 (-0JI0KATOPIB 10 3aCTOCYBaHHS
cungenadiny. TakoxK Ciif pO3TISHYTH MOXKJIUBICTh 3aCTOCYBaHHS IT0YAaTKOBOI A03U 25 MT (OUB.
po3min «Crmoci6 3acTocyBaHHs Ta 0o3u»). Kpim Toro, ciig npoindopmMyBaTyu namieHTiB, K OisiTH y pasi
IIOSIBY CUMIITOMIB OPTOCTATUYHOI TimOTeH3il.

Bnaus Ha kpogomeui. [JocmigKeHHsT TPOMOOLMTIB TIOOUHY in Vitro cBim4aTh, 1m0 cungeHadin
TIOCUJTIOE aHTHarperauiituuii ehekT HaTpio HiTponpycuny. Hemae xomHol iHpopMaliii 3 6e3neku
CTOCOBHO IIpM3Ha4YeHHS CcUAeHadiny namieHTaM 3i CXUIbHICTIO 70 KPOoBOTeYi ab0 3 roCcTpoio
BMPAa3KOI0 IIJTyHKa, TOMY IIiil TPy MaIlieHTiB cungeHadin cif Ipr3HaYaTy TiTbKYU IiCJI PETeNIbHOL
OLIiHKY KOPHUCTI Ta PUUKY.

[Ticns 3acTocyBanHs mo3u 100 Mr 3opoBUM HOOPOBOJIBLISIM He CIIOCTEPIiraaocs BIJIMBY Ha



Mop@osorito abo pyXoMiCTh CIIEpMaTOo301MiB (AUB. po3min «dapMakoguHaMiKa»).

Bmpama cayxy. Jlikapsm ciiif mopaguTy HmalieHTaM NPUIUHUTY 3aCTOCyBaHHS iHTiOiTOpiB OIIE-5,
BK/TIOYat04n mpenapaT Bizapcur® Q-Tab®, Ta HeraiiHo 3BepHYTHCS 32 MEJUYHOTO [OIOMOTOI0 ¥
BUMAJKax PallTOBOrO 3HMKEHHS YU BTpaTH ciyXxy. Lli ABuIla, gKi TaKOXK MOXKYTh CyIIPOBOAXKYBaTUCS
[I3BOHOM Y ByXax Ta 3allaMOpO4YeHHSM, OyJiu OB s3aHi y daci i3 3acTocyBaHHAM iHribiTopiB OIIE-5,
BKJIIOYalouu cumpeHadin. BusHauuTy, 4u 11i siBUIlla IPSIMO MOB’s13aHi i3 3aCTOCYBaHHSIM iHTiOiTOPIB
®IE-5 yu 3 iHmuMu HaKTOpaMu, HEMOKIIUBO.

OO0HouacHe 3acmocysaHHs i3 e2inomeH3usHuUMU npenapamamu. Bizapcur® Q-Tab® yuHUTE
CHCTEMHY CYAMHOPO3IIKPIOBAIbHY Mil0 Ta MOXKe y MOHAJbIIIOMYy 3HUKYBaTU apTepialbHUM TUCK Y
IallieHTiB, SIKi 3aCTOCOBYIOTH TiOTEH3UBHI JTiKapchKi 3acobu. B okpeMoMy mOCTifKeHH] JTiKapChKol
B3A€EMO[Iil OqHOYACHEe 3aCTOCyBaHHS amionutiny (5 Mr abo 10 Mr) Ta cunpenadiny (100 mr)
IIepOPasIbHO CIOCTEPIranocs cepefHe NONAaTKOBe 3HUKEHHS CUCTOIIYHOIO TUCKY Ha 8 MM DT. CT. Ta
OiaCTONYHOTO - Ha 7 MM PT. CT.

3axeopro8aHHs, U,0 Nepedarmscs Cmamesum WAsAXoM. 3aCTOCYBaHHS Ipemnaparty Bisapcun®
Q-Tab® He 3axXMINA€ Bif 3aXBOPIOBAHb, III0 IEPENAIOTHCS CTATEBUM IIIAX0M. CIIif PO3TIISHYTH
MOXKJIMBICTB IIPOIHCTPYKTYBATH IMAIli€HTIB 040 HEOOXiMHUX 3amo0iKHUX 3ac00iB I
3aXUCTY Bifi 3aXBOPIOBaHb, 110 IIepefalThCa CTaTEBUM IIISX0M, BKIIIOYAIO4YH BipyC
iMyHOmEIUTY MIOOUHM.

I[Ipenapar Bizapcur® Q-Tab® mictuts acnaprtam (E 951), sikuii € gxKepenom ¢eHinanagidy. [Ipenapat
Moxe OyTH LIKiITUBUM [JI YOJIOBiKiB 3 peHinKeTOHYPIiET.

IIpenapart Bizapcun® Q-Tab®, TabneTky, 10 AUCIEPIYIOTLCS Y POTOBIM ITOPOXKHUHI, 110 25 MI MiCTHTh
copOiTt (E 420). YonoBikaM 3 pifKuMK CIIagKOBUMU 3aXBOPIOBAHHSIMU HEIIEPeHOCUMOCTi PpyKTO3u He
CJIi[l 3aCTOCOBYBATHU IIpenapar.

I[Ipenapar Bizapcur® Q-Tab®, TaGneTky, M0 AUCIEPry0TLCS Y POTOBIM IOPOKHHUHI, Mo 50 Mr Ta 100
MTI" MiCTUTB LyKpo3Yy. [lamieHTam 3i ClagKOBUMU CTaHAMHU, 110 CYIIPOBOIXKYIOTHCSA HEIIEPEHOCUMICTIO
GbpyKTO3H, MambabCopPOIliEl0 ITI0KO3U-TaTakTO3! Ta HEIOCTATHICTIO IIyKpa3u-i3oMabTa3y He CIIif
3aCTOCOBYBaTH JIiKapChbKUH 3acil.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py00H0.

I[Ipenapart Bizapcur® Q-Tab® He npu3HaueHUH AJIA 3aCTOCYBAHHS XKiHKaM.

30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHiamamu.

Bizapcua® Q-Tab® Mozke MaTu He3HAUHUM BIJIUB Ha KePyBaHHS aBTOTPAHCIOPTOM ab0 iHIMUMU
MeXaHi3MaMu.

OCKinbKY ¥ XO[i KTiHIYHUX OOCTigXKeHb 3aCTOCYBaHHS CUJIAeHa(iTy IOBIIOMIANY IPO BUNAAKU
3arraMOpPOYEHHS Ta IMOPYIIeHHs 3 00Ky OpraHiB 30py, Iepe KepyBaHHIM aBTOTPAHCIOPTOM abo
iHImMMY MexaHi3MaM¥u TallieHTaM HeoOXiiHO 3'sICyBaTH, SIKOIO € iXHS iHOWBiTyaabHa peakiis Ha
3acTocyBaHHs npenapary Bizapcur® Q-Tab®.



Cnoci6 3acmocyeaHHs1 ma 0o3u.

I[pemapat mpu3HAYEHO [JIsT IePOPATHLHOT0 3aCTOCYBAHHS JOPOCIMM YOIOBiKaM.

TabmeTKy Tpeba IOKJIACTH [I0 POTA Ha SI3UK, e BOHA IIBUAKO PO3UYMHSAETLCS Y CIIUHI, micys 4oro ii
MOXKHa JIETKO ITPOKOBTHYTHU. TabIeTKy MoXKHa MpUUMAaTH SK 3 PiguHOI0, TaK i 6e3 Hel. Buganutu 3
poTa I1i10i0 TabIeTKy, 10 JUCIIEePTYETHCS, BaXkKK0. OCKimbKYM TabneTKa KpUXKa, il Ciif NpuitHATH
ofpasy micis BigKpuTTA OjicTepa.

Ta6neTKy, 10 AUCIEPTyTLCS, MOXKYTh GYTH albTepHaTHBOIO IpenapaTy Bizapcun®, TabneTky,
BKPUTI IJTiBKOBOIO 000JIOHKOIO, [ MAlli€HTiB, SIKi BifuyBaiOTh TPYAHOIII IPU KOBTaHHI TabNETOK,
BKPUTUX IIJIIBKOBOIO 000J10HKOI0. [Tpu HeobxigHOCTI 3acTocyBaHHS 1o3u 100 Mr gpyry TabneTky Ciifg
IPUMHSATH JIUIIE TiCI IIOBHOTO PO3MafiaHHs MepiuIoi TablIeTKU.

Hopoci. PekoMeHg0OBaHa [03a MTpenapaTy CTAHOBUTH 50 MT, SKy CIlif mIpuiMaTH y pasi
HeoOximHOCTI mpuOIKU3HO 3a 1 TOOUHY 10 CTaTeBOl aKTUBHOCTI. 3a/ie’XHO Bifi eeKTUBHOCTI Ta
IIepeHoCUMOCTi, o3y MoxkHa 30inpmuTy 7o 100 Mr ab6o 3MeHIIUTH 00 25 Mr. MakcuManbHa
peKoMeHj0BaHa fo03a cTaHoBUTh 100 Mr. MakcuManbHa peKOMeHJ0BaHa 4acToTa IpuioMy - 1 pa3 Ha
no6y. EdektusHicTs npenapaty Bisapcun® Q-Tab® Moxe IposSBIATHCA Mi3Hile IpH OIPUHOMI 3 IKelo
IIOPIBHSAHO 3 IPUKXOMOM HaTIleCceplLe.

ITauieHmu aimHv020 8iKy. [I1s Mallie€HTiB NTiTHROTO BiKY (= 65 POKiB) 3MiHA O03yBaHHS HE
moTpiOHa.

ITauienmu 3 nopyweHHAMU QpyHKUil HUpOK. [TallieHTaM 3 HUPKOBOI HEJOCTATHICTIO JIETKOTO Ta
CepegHbOro CTYIEHS TSIXKKOCTI (KIipeHC KpeaTHHiIHY cTaHOBUTH 30-80 MII/XB) peXkKuM [03yBaHHS HE
3MiHIOI0Th. OCKITbKY Y MAI[iEHTIB 3 TIKKOI0 HUPKOBOI HE[OCTATHICTIO (KJipeHC KpeaTuHiny < 30
MJI/XB) KJlipeHC cunpmeHadiny 3HMKeHHM, 3aCTOCyBaHHS IIperapaTry NoTpiOHO MOYMHATH 3 103U 25 M.
3anexkHo Bif eeKTUBHOCTI Ta IepeHOCUMOCTI IIpernapaTy Ipu HeoOXiTHOCTI 03y MOXKHA 30i/IbIITNTI
mocTynoBo g0 50 mr Ta mo 100 mr.

ITauieHmu 3 nopyweHHAM ¢pyHKuii nevinku. OCKIJIbKY y TAIIIEHTIB 3 I€YiHKOBOI HEJOCTATHICTIO
KJIipeHc cunpeHadiny 3HNKEeHNH, HalIPUKIaf IIPY KAPO3i, 3aCTOCYBaHHA IIpenapaTy
OTPiOHO MOYMHATHU 3 03U 25 MT. 3a/IeXKHO Bif e(eKTUBHOCTI Ta MePEeHOCUMOCTI IIpernapaTy
IpY HeoOXiJHOCTI 703y MOXKHAa MOCTYIoBO 30imbmuTy 7o 50 Mr Ta go 100 Mr.

ITauienmu, ski 3acmocos8yromb iHWi AiKapcbki 3acobu. AKINO MaliEHTA OQHOYACHO 3aCTOCOBYIOTh
iuridiTopu CYP3A4 (muB. po3min «B3aeMopmis 3 iHIIMMY JTiKapChbKUMHU 3aco0aMu Ta iHIIi BUOU
B3a€EMO[IiN»), CIIif PO3TISHYTU MOXKJIMBICTh 3aCTOCYBaHHS I0YATKOBOL 103U 25 MT (3a
BUHSTKOM PHUTOHABIPY, 3aCTOCYBaHHS SKOTO OOHOYACHO i3 cunaeHadinom He
PEKOMEHAYEThCS, AUB. Po3ain «OcoONMMBOCTI 3aCTOCYBaHHS»).

3 MeTO0 MiHiMi3aIlil MOXKJIMBOTO PO3BUTKY IIOCTypPa/IbHOL FiNOTEH3il ¥ Malli€eHTiB, SKi 3aCTOCOBYIOTh
6110KaTOPU (-agPEHOPEIENTOPIB, iX CTaH MOTPiOHO cTabimi3yBaTH 3a MOIOMOI00 OII0KAaTOPIB a-
aJipeHOoPEeLIeNITOPIB A0 TOYATKYy 3aCTOCOBYBaHHS cuifeHadiny. TakoxK CHif po3ragsHYyTH MOXKJIUBICTD
3aCTOCyBaHHS IT0YaTKOBOI 703U 25 Mr (guB. po3minu «Oco6IMBOCTI 3aCTOCYyBaHHSI» Ta «B3aeMofiis 3
iHITMMY NTiKapCbKUMM 3aco0aMu Ta iHII BUOYM B3aEMOIii»).



Himu.

[TpemapaT He 1MOKa3aHUU [0 3aCTOCYBaHHS ocobaM BikoM o 18 pokis.

Ilepedo3yeanHns.

Y xomi KNMiHIYHUX [OCTIIXKEHb 3 y4acTi0 JOOPOBOJIBINB IIifl Yac 3aCTOCYBaHHS Pa30BOi 103U
cunpeHadiny mo 800 Mr mobiuHi peakii Oyu MOAIOHMMH IO THUX, L0 CIIOCTEPiranucs mpu
3aCTOCyBaHHI cungeHadiny y HUKYMAX J03aX, ajie BAHUKAJU YacTille Ta Oyau OifbII TAXKKUMHU.
3acTocoByBaHHS cungeHadiny y 1o3i 200 Mr He IPU3BOAMIIO A0 MigBUIIEHHS e(EeKTUBHOCTI, aje
CIIPUYMHSIIO 3POCTaHHS KilTbKOCTi BUMAMIKiB PO3BUTKY MOOIYHUX peakliil (rosoBHOT0 60III0,
IIPUIIIUBIB, 3allaMOPOYEHHSs, MUCIIEICii, 3aKIageHOoCTi Hoca, TOPYyIIeHb 3 60Ky OpraHiB 30py).

Y pazi nepemo3yBaHHs IPU HEOOXITHOCTI CIil BHaBaTHUCS OO 3BUYANHUX MATPUMYIOUYUX 3aXO0iB.
[IprucKOpeHHs KIIipeHCy cungeHadiny npu reMopiaisi MaloMMOBipHe BHACHIIOK BUCOKOTO CTYIIEHS
3B’s13yBaHH4 IIpemaparty 3 Oikamu nj1a3Mu KPoBi Ta BiCyTHOCTI efniMiHaliii cungenadiny i3 cedero.

ITobiuni peakuii.

[Tpodins 6e3neku mpenaparty cunaeHadiny 6a3yeTbcs Ha JaHUX, OTPUMAHUX Y X0fi 74 MOABIMHUX
ciinux maanebo-KOHTPOIbOBAHUX KITiHIUHUX mocimxkenb (9570 marienTiB). Hadgactimumu
nOOIYHMMHU peakIlisiMy, IIPO SKi MOBiHOMIISIIYN ¥ KIIHIYHUX OOCTiIXKEeHHSAX cepe[l MallieHTiB, AKi
npuiiManu cunpeHadin, 6yau romoBHuM 6inb, TPUIIIUBY, OUCIEIICIS, 3aKafieHicTh Hoca, Oinb y
CIIMHIi, 3alaMOpPOYEHHS, HYyJ0Ta, IOPYIIeHH 30Dy, LIiaHOICid Ta 3aTyMaHeHHd 30py. [HbopMariis
070 MOGIYHUX peakIliii y paMKaX IOCTMapKeTUHTOBOTO CIIOCTEPEKEHHS 3aCTOCYBaHHS cunpeHadimy
Oyna 3ibpaHa mpoTsarom 6inbirne 10 pokis.

OckinbKy 3asIBHUKOBI IOBIJOMIISITIOCS. He TIPO BCi M06iuHi peakiril Ta He BCi mo0iuHi peakiii 6yiau
BKJIIOYEHi B 6a3y maHuUX 3 0€3MeKH, YaCTOTa TaKUX peakiliit He Moxe OyTH HOCTOBIpHO BU3HAUeHa.

Huxue BKa3aHi BCi KITiHIYHO BaxXKuBi Mo0iyHi peakiril, SKi Manu Miclle y KIiHIYHUX DOCITIIXKEHHSIX
TP 4acCTOTi OsiBU Oifbllle, HiXK Mpu IpuiioMi miane6o, 3a CUCTEMaMU OpPraHi3My Ta 4aCTOTOIO: JyXKe
yacTo (=1/10), wacto (=1/100, <1/10), HewacTo (=1/1000, <1/100), pigko (=1/10000, <1/1000).

Takox BKJIIOYEHA YacTOTa MOSIBYU KITiHIYHO BaXKJIMBUX MOOIYHMX peakIliil, Mo SKi MOBiqoMIIsIN 3
IIOCTMapKETUHI0BOT'0 AOCBIAY K HEBiAOMI.

Y KoxHil rpymi 3a yacToTo mobiyHi edeKTH 3a3Hay€eHi y MOPSAKY 3MEHIIEeHHS ITPOSBIB.
IHpeKyiliHi ma iHBa3UBHI 3aXB0PHBAHH S

HeuacTo: puHiT.

3 60Ky imyHHOI cucmemu

HeuacTo: rinep4yTiuBicTs.



3 6oky Hepgogoi cucmemu

IyxKe 4acTO: TOJIOBHUH Oifb.

YacTo: 3aaMOpOYeHHS.

HeuacTo: COHNMUBICTS, rinecTesis.

Pigko: iHCYNIbT, TPAH3UTOPHA illleMiYHa aTaka, CyqoMU*, peluguBU CyIOM*, CUHKOIIE.
3 6oky opaaHis 30py

YacTo: mOpyIIeHHS CIPUUHATTI KOIbOPY**, po3smaau 30py, 3aTyMaHeHHS 30Dy .

HeuacTo: po3nagyu cIb030BUAINEHHS**, Oinb B 04ax, ¢poTodobis, ¢hoToIcis, rinepeMis odew,
SICKPaBICTh 30PY, KOH IOHKTUBIT.

Pigko: HeapTepianbHa NepenHs illleMiuHa HEMpPOIaTis 30pOBOr0 HEpBa*, OK/II03id CyIuH CiTKiBKU¥,
peTuHaNIbHUM KPOBOBUIIUB, apTEPIOCKIIEPOTUYHA PETUHOIATIS, MOPYIIEHHS 3 00KY CiTKiBKH,
riraykoma, 0eQeKTHU MoJis 30PYy, OUIIIONis, 3HUKEeHHS TOCTPOTH 30Dy, MioOIIis, aCTEHOIIis, MJlaBaloydi
IIOMYTHIHHSI CKJIOBUIHOTO Tijla, OPYIIeHHs 3 60Ky pauayKHoi 0007I0HKH, Migpia3, IosiBa CAIYUX
KPYTiB HABKOJIO [A2Kepesia CBiT/a (rajo) y mosi 30py, HabpsK o4el, MIPUIYXJIiCTh 04el, MOPYIIeHHS 3
00Ky ouel, rimepeMisi KOH IOHKTUBH, TIOOPa3HeHHs o4Yel, aHOMaJIbHi Bif4yTTS B 04aX, HabpsK IMOBIK,
3HeOapBIIeHHS CKIIEPH.

3 60Ky opeaHis cayxy ma eecmubyAsipHO20 anapamy
HeuacTo: 3amamMopodeHHs, A3BiH Y ByXax.

Pigko: rioyxorta.

3 boky cepus

HewacTo: Taxikapmisi, moCuieHe CepreduTTs.

Pigko: panrToBa cepiieBa cMepTh*, iHGapKT MioKapaa, IITYHOYKOBa apuTMis*, GpiOpumnsamisa
nepercepnb, HecTtabilbHa CTEHOKAPMis.

3 6oky cyOuH

YacTo: MpUIuBY KPOBi 10 00IMYYsI, TIPUITUBH.

HeuacrTo: rineprensis, rinoTeH3is.

3 60Ky pecnipamopHoi cucmemu, 2pyoOHOI KAimKu ma cepedoCmiHHS

YacTo: 3aKafieHiCcTs HOCa.

HeuacTo: HOCOBa KpOoBOTe4a, 3aKIafleHiCTh IPUAATKOBUX a3yX HOCA.

Pigxo: Big4yTTsa CTHCHEHHS Yy ropJi, HaOpsK CI130B01 060JI0HKU HOCA, CYyXiCTh ¥ HOCI.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMy



YacTo: HyOTa, QUCIETCis.

Heuacro: ractpoe3odareanbia pediiokcHa xBopoba, O1i0oBaHHS, 0ilb y BEPXHiil YaCTHHI JKUBOTA,
CyXiCTb y POTi.

Pigko: rimecresisi poTOBOI IOPOXKHUHM.

3 60Ky wKipu ma nidwKipHOi MKAHUHU

HeuacTo: BUCUNaHHA.

Pigko: cungpom CTiBeHCa-[I;KOHCOHA*, TOKCUYHUM emifepMalbHAN HEeKPOITi3*.

3 60Ky 0nopHO-pYXx08020 anapamy ma CnoAy4YHOi MKAHUHU

Heuacro: mianrisi, 6ib y KiHIIiBKax.

3 60Ky cevyosudinbHOI cucmemu

HeuacTo: remaTtypis.

3 6oky penpodykmusHoi cucmemu ma MO/A0YHUX 3d/103

Pigko: KpoBOoTeda 3i CTaTeBOT0 4jieHa, IpiamiamM*, reMaToCIepMis, TOJOBXKEHa ePEKIIis.
3azanvHi po3snadu ma peakuii y micui 88e0eHHA

Heuacro: 6inb y rpyasix, MigBUIlleHa CTOMJTIOBAHICTb, BIGYYTTS XKapy.

Pigko: mogpa3HeHHs.

ObcmediceHH s

HeuacTo: migBuIieHa 4aCTOTa CEPIEBUX CKOPOYEHD.

* [ToBimOMIIANIM NUIIIe T Yac OOCIIOXKEeHH ITiCd BUXOAY IIpernapaTy Ha PUHOK.

** TIopylleHHs CIPUUHATTS KOJIBOPY: XJIOPOIICis, XPOMATOIICisl, LIiaHOIICisA, ePUTPOIICisd, KCAHTOIICIS.

*** TlopylleHHS CIIbO30BUIINIEHHS: CyXiCTh B 04YaX, MOPYILIEHHS CIIbO30BUIINIEHHS Ta MiABUILEHHS
CJIbO30BUOiICHHS.

Huxye3a3HaueHi sgBUllla criocTepiranucs y < 2 % MalieHTiB Y X041 KOHTPOJIbOBaHUX KITIHIYHUX
OOCIiAXKEeHb; IPUYMHHUN B3a€MO3B 930K He BU3HaueHUU. [10BiqOMIIeHHS BKIIOUA/IU SBHUILA, 110 Majiu
BiporigHu# 3B’430K i3 3aCTOCYBaHHSIM IIpenapary. fABuiia, ki He Oyau 3a3Ha4eHi, OyIu JTerKuMu Ta
TIOBifOMIEHHS OyIH y2Ke HETOYHUMH, 1100 MaTH 3HaYEHHS.

3aeanvhi. Habpsk ob6nuyysi, peakiii GOTOUYTINUBOCTI, 110K, acTeHis, 6ifib, panToBe magiHHs, Oinb y
JXWBOTi, PanTOBe IOMUIKOIKEHHSI.

3 6oky cepueso-cy0uHHoi cucmemu: CTeHOKapHis, AV-6y10kafa, MirpeHs, ocTypajbHa
rimoTeHsis, imemis miokapma, TpoM0O03 CYIMH I'OJIOBHOT'0 MO3KY, PAIllTOBa 3yIIMHKA CEPIIs,
nopylueHHA pe3ynbTaTiB Ha EKI', kapgioMionaTis.



3 60Ky WAYHKOBO-KUWKOB020 MPAKmy: TJIOCUT, KOMIT, mucdarisi, racCTpuT, TaCTPOEHTEPHT,
e30¢arit, CToMaTHuT, MOPYIIEHHS Pe3y/IbTaTiB MeYiHKOBUX P00, peKTalbHa KPOBOTEYA,
TiHTIBIT.

3 boky cucmemu Kposi ma aiMpamuyHoi cucmemu: aHeMisI, TeUKOIEHis.

Po3nadu memaboaizdmy ma xapuy8aHHA: crpara, Habpsk, noparpa, HecTabinbHUY fiaberT,
rineprnikemis, nepudepuyuni HabPsKY, TinepypukeMmis, rimornikemis, rinepHatpiemis.

3 60Ky ckesemHO-M’ 530801 cucmemu: apTPUT, apTPO3, PO3PUB CYXO0KHUIIIIS, TEHOCUHOBIT,
Oinb y KicTKax, MiacTeHisi, CHHOBIT.

3 60Ky Hepeoeoi cucmeMu: aTaKcCisi, HeBpasris, HEUPOIaTis, MapecTe3is, TpeMop, BEPTUTO,
memnpeciss, 6e3COHHS, aHOMaJIbHiI CHOBUIIHHS, 3HUXKEHHS pedIIeKCiB.

3 60Ky OuxaabHOi cucmemu: aCTMa, IUCITHOE, JIAPUHTIT, PapUHTIT, CAHYCHUT, OPOHXIT,
IIOCUJIEHE CIIMHOBUIJIEHHS, TOCUJIEHHS KalIIJTIo.

3 60Ky WKipu: KponuB'siHKa, TepIec, CBepOixK, MiTIUBICTb, BUPA3KHY IIKIpH, KOHTAKTHHUM [ePMATHUT,
ekchomiaTUBHUM NEepPMaTHT.

CneuuciuHi 8i0uymmas: panToBe 3HUXKEHHS ab0 BTpaTa CiIyxy, 6i7b ¥ ByxaX, KDOBOBUJIUB Y OKO,
KaTapakTa, CyXiCTb B O4Yax.

3 60Ky ypoeeHimanvHoi cucmemu: LACTUT, HIKTypis, MiABUIIEHA YaCTOTa CEYOBUIYCKaHb,
30i/IbIIeHHS MOJIOYHMX 3a/103, HETPUMaHHS Cedi, MOPYIIeHHS eIKysilil, HaOpsgK CTaTeBUX
OpraHiB, aHOPra3mis.

OCBiIl 3aCTOCYBAHHS icJs BUXOLY Ha PHHOK. 3Ja3Ha4yeHi HUXK4e noOiuHi peakiiil Oynu BUSBIIEeH]
micyis BUXOMY IpelapaTty Ha puHOK. OCKinbKY Mo Taki mobiyHi peakilil mOBiIOMIISIOThH
noOPOBINIBLHO Ta MOBIHOMJIEHHST HAOXOMSTh Bifl MOyl HEBCTAHOBIIEHOI KiTbKOCTI, He
3aBXKIY MOXKHA JOCTOBIPHO OLIHUTH 1X YaCTOTY Ta BCTAHOBUTH IPUUYUHHUYN 3B 30K i3
eKCII03UIIi€l0 TiKapchKoro 3aco0y. Lli siBuia Oyu 3a3HadeHi sIK yepes iX CepHO03HiCTh,
YaCTOTY IOBIOMJIEHHS, BIICYTHICTh YiTKOT0 aJIbTEPHATUBHOIO 3B’S3KY, TaK 1 yepes
KomOiHaIliio 11ux ¢hakTopiB.

Cepueso-cyouHHi ma uepebposackyaapHi sguwid. TIoBimoOMIISIIN IIPO CePHO3Hi CepleBO-CyOUuHHi,
11epeOpPOBaCKYJIIPHI Ta CyIMHHI SIBUIA, BKITIOYa0uu 11epe0poBacKyIsPHY KPOBOTEYY,
cybapaxHoifanbHy Ta BHYTPilIHbOIIEpeOpanbHy KPOBOTEYY i IeTeHeBy KpOBOTeuY, 1110 Oyiu MoB’si3aHi
y 4aci 3 3aCTOCyBaHHSM cuifeHadiny. BinbuIicTs nalieHTiB, aje He BCi, MaIu iCHy0Ui (pakTopu
CepleBO-CYAUHHOT0 pu3uKy. [loBigomisiny, mo 6araTo 3 OUX SBUI BUHUKIIY Iif 4ac abo ogpasy
iCJIA CTaTeBOl aKTUBHOCTI, Ta [eKiibKa SIBUILl BUHUKIIK Ofpa3y Iifl 4ac 3aCTOCYBaHHS cuigeHadimy
6e3 cTaTeBOl aKTUBHOCTI. IHIII SBUINIA BUHUKIIM IIPOTSITOM HACTYIIHUX TOOUH ab0 THIB Mmicis
3aCTOCYBaHHS cuifeHadiny Ta cTaTeBOl aKkTUBHOCTI. HeMOXKJIMBO BCTAHOBUTH, YX MAIOTh IIi SBUIIA
IpSIMUM 3B’930K i3 3aCTOCYBaHHAM IIpelapary, 3i CTaTeBO aKTHUBHICTIO, i3 HASBHUMU (paKTOpaMu
PU3UKY YU 3 KoMOiHaIli€io nux (pakTopiB, uu 3 iHIIUMHU (paKTOpamu.

KpogoHocHa ma aimpamuyHa cucmemu: Ba300KIIO3UBHUM KPU3. Y HEBEJIMKOMY 3aBYaCHO
IPUIIMHEHOMY AOCIIIXKEHHI 3aCTOCyBaHHA IpenapaTy PeBarmo (cungeHadin) gisd nami€eHTiB
i3 TereHeBOI0 apTepianbHOIO TillePTEH3i€10, BTOPUHHOIO IIOMI0 CEPIIONOTiOHOKIITUHHOI



aHeMil, IpU 3aCTOCYBaHHI cuIfeHadiy Ipo PO3BUTOK Ba300KIIIO3UBHUX KPHU3iB, 110
noTpeOyBasy rocmiTaiilallii, MoBiqOMIISIM YacTillle, HiXK ITPU 3aCTOCOBYBaHHi Ialeo.
KniniuyHe 3Ha4YeHHS 1i€l iHGopMalil Ijid Nali€eHTiB, IKi 3aCTOCOBYIOTh CUIeHadin 3 METO0
JIIKyBaHHST €PEKTUIIBHOI OUCPYHKIIil, € HEBiJOMUM.

Hepeosa cucmema: TPUBOXKHICTb, TPDAH3UTOPHA rjI00aibHa aMHe3is.
Cneuuciyni giduymms.

Cayx. TloBigoMIIsIIOCS TIPO BUIIQAKK PAIITOBOTO 3HMXKEHHS ab0 BTPATH CIIyXY, IIOB’sI3aHi y 4aci i3
3aCTOCYBaHHSM cuifeHadiny. V mesKux BANagKax IMOBIIOMIISIOCS PO HAsIBHICTh MEeAUYHUX CTaHIB
Ta iHIIMX (HaKTOPIB, 10 MOTJIX BifirpaTy PoOJib Y PO3BUTKY MOGIYHUX peakiiii 3 60Ky ciyxy. Y
OaraTbox BUIIaKax iH(popMallis Iog0 MOAaIbIIOro MEeIUYHOT0 CIIOCTEePEXKEHHS BiICYTHS.
BusHauuTH, YU IIi IBUIIA IPSIMO TIOB’sI3aHi i3 3aCTOCYBaHHAM CculimeHadiny, 3 HasBHUMU (HaKTOpaMu
PU3UKY BTPATH CIyXy, 3 KoMOiHaIi€o nux GpakTopi uyu 3 iHMKUMU HakTopamMu, HEMOKJIIUBO.

3ip: TUMYacoBa BTpaTa 30Dy, I0YEPBOHIHHA O4el, [1evid B 04YaX, MiABUILIeHHS BHYTPIITHEOOYHOT'0
TUCKY, HaOpsK CiTKiBKM, CyOUHHI 3aXBOPIOBaHHS CiTKiBKM a00 KPOBOTeda, BilllapyBaHHS
CKJIOIIOmIOHOrO TiNa.

[Ticrs BUxomy mpenapaTy Ha PUHOK PiAKO IMOBigOMIISINIM IIPO BUIIAAKKU HeapTepiaabHOI IepeqHbol
imeMidyHOl HEeHMpomaTil 30POBOr0 HEPBA, III0 € MPUYHUHOI0 3HMKEHHS 30Dy, BKIII0Yal0UM IIOCTIMHY
BTpATy 30py, SKi 6ynu 1moB’sg3aHi y 49aci i3 3acTocyBaHHsAM iHTi0OiTOpiB @I E-5, BK/II0OUal0Yn
cunpeHadin. baraTo 3 maifi€eHTiB, aje He BCi, Maiu HasBHI aHaTOMiuHi a0 CyguHHI paKTOpU PUIUKY
PO3BUTKY HeapTepialbHOI IepeHbO] illeMigHOl HelpomaTil 30p0BOT0 HEPBA, BKIII0Yaun (ane
He00O0B’sI3K0BO 00MeXKYI0YNCh) TaKi: HU3bKE CIIiBBiTHOLIEHHS [iaMeTpy eKCKaBallil Ta JUCKY
30pOBOTO HEPBaA (3acCTiiHUM OUCK 30pOBOT0 HEPBA), Bik Ginbire 50 pokiB, rimepTeH3is, 3aXBOPIOBAHHS
KOPOHAPHUX apTepii, rimepminigeMis Ta nanmiHHsg. HeMOXKIMBO BU3HAUNTH, YU 1Ii SIBUIIA IPSIMO
II0B’s13aHi i3 3acTocyBaHHAM iHTibiTOpiB OJIE-5, Y¥ 3 HAaABHUMHU aHATOMIiYHUMHU ab0 CyOUHHUMU
(daxTopaMu pHU3UKY, Uu 3 KOMOiHaIli€l0 UX BCixX (HakKTOPiB, Y 3 iHIMKUMU (paKTOpaMHu.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6iuHi peakirii

[ToBimomneHHs mpo 1mMo6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaYEHHS.
Lle mae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
nikapcekoro 3acoby. MenuyuuM Ta (papMalleBTUYHKAM IIpalliBHUKAM, a TaKOXK MalieHTaMm abo
X 3aKOHHUM IIpeiCTaBHUKAM CJIi[l IIOBiOMJISATH PO YCi BUMQMKHU IiI03PIOBAaHUX MOOIYHUX
peaxliiil Ta BiiCyTHOCTi eeKTUBHOCTI JTiKapChKOTo 3ac00y uepe3 ABTOMATU30BaHy
indopmMariiiiny cucteMy 3 papMaKOHArIIAy 3a mocunanusaM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.
Ilna 0o3ysaHHA 25 me: 2 POKH.

Lnsa dosysanHa 50 me ma 100 me: 3 pOKH.

YMmoBH 30epiraHHsi.



30epiratu npu Temnepatypi He Buile 30 °C B opuriHanbHi# yIIaKOBII AJIST 3aXUCTY Bif Oil BOIOTH.
36epiraté B HEAOCTYIHOMY IJIST OiTEW MicCIIi.

VYnaxoBka.

ITo 1 tabmetui y 6icTepi; mo 1 abo mo 2 OmicTepu y KApTOHHIN KOpPOOIIi.

[To 4 Tabnetku y 6micTepi; mo 1 abo mo 2, abo mo 3 6icTepu Y KapTOHHIN KOPOOIIi.

Kareropisi Bignmycky. 3a pelenToM.

BupoOHUK.

KPKA, no.n., HoBo mecto, CnoBeHisTt/KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxoIKeHHsI BHPOOHHKA Ta afijpeca MicClsi IPpOBaJIXKeHHs MOro Tis/IbHOCTI.

[IImap’emika necra 6, 8501 HoBo mecto, CrnoBeHisi/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



