IHCTPYKIOIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

BE3UKAPTM

(VESICARETM)

CKnaao:
Oitoua pevosuHa: solifenacin succinate;
1 TabneTKa MicTUTH conideHAMHY CYKIMHATY 5 Mr a6o 10 mr;

donomigcHi peuoguHu: JTAKTO3U MOHOTIAPAT, KpOXMaJlb KYKYPYA3sSHUH, TinpoMesno3a, MarHiio
creapart;

ck1a0 06010HKU 0451 mabaemok 5 me: omaapi xkoBTuit 03F12967 (rimpomenosa, Taek,
Makporoin 8000, tutany giokcup (E 171), 3amiza okcup xostuu (E 172));

015 mabaemox 10 me: omampi poxesuit 03F14895 (rimpomernosa, Tanbk, Makporoyn 8000, TutaHy
miokcup (E 171), 3amiza okcupg yepBonuu (E 172)).

JIikapcska ¢opma. TabmeTKy, BKPHUTI IJIIBKOBOIO 000JI0HKOIO.

OcHoeHi (pi3uko-ximiuHi 81acmusocmi: TaBJIETKU 5 MT - KPyTyoi GopMu, BKPUTI I1JTiBKOBOIO
000JI0HKO10, 611i10-?)KOBTOT'0 KOTLOPY 3 JIOTOTUIIOM Ta MMO3HAa4Koi0 «150» 3 omHOTO GOKY;

tabneTku 10 Mr - Kpyrioi ¢popMu, BKPUTI ITiIBKOBOIO 000I0HKOI0 6J1iI0-POKEBOT'0 KOJILOPY 3
JIOTOTUIIOM Ta T03Haukow «151» 3 ogHOTO GOKY.

®apMaKoTepaneBTHYHA rpymna. 3aco0y, 110 3aCTOCOBYIOTLCS B yposorii. 3aco0u Ojisl JiKyBaHHS
YacTOro Ce4oBUIlyCKaHHA Ta HeTpuMaHHA cedi. Kog ATX G04B D08.

dPapmakonoziuHi e1acmueocmi.
®apmakoOuHamika.

ComipeHanH € KOHKYPEHTHUM, CIeNu(iYHUM aHTarOHiCTOM XOJIiHEPTiYHUX PeLenTopiB.
Ceu4oBull MixXyp IHHEPBYETHCS [TapaCUMIATUUYHUMU XOIIHEPriYHUMY HepBaMUu. ALIETUIIXOJIIH
CKOpPOYYye€ T/1afKi M'sI31 AeTPy30pa, BIJIMBalOYU Ha MyCKapPUHOBI PELENITOPH, 110 IIePeBaXkHO
IpencTasiieHi M3 nigTuioM.



Y mocmigKeHHSX in vitro Ta in vivo 0yJI0 BCTaHOBJIEHO, IO COJliheHalH € KOHKYPEHTHUM
crielr(piYyHUM aHTArOHICTOM XOJIiHEPTiYHUX PEleNnTOPiB epeBaxkHOo M3 migTumy. Takox
Oy710 BCTAHOBIIEHO, 1110 comieHalnH Ma€e clnabKy cropigHeHicTh abo BiOCyTHICTD
CIIOPIZHEHOCTI 3 IHIIMMU pelenTopaMy 1 TeCTOBAHUMU I0HHUMU KaHaJlaMU.

EdekTuBHICTh IpenaparTy, Ky BUBYAJIU Y KiIbKOX ITOABIMHO CIIIMKAX PaHAOMi30BaHUX
KOHTPOJIbOBAHUX KJTIHIYHUX JOCIIAXEHHAX Y YOJIOBIKIB Ta XKIHOK 13 CHHAPOMOM
rinepakTUBHOTO CEYOBOI'0 MiXypa, CIlocTepiranacs BXKe Ha 1-My TUXHI JIiIKyBaHHS Ta
crabinmisyBanacs MPOTATOM HACTYIIHUX 12 TUXKHIB JiKyBaHHS. Y BiDKPUTUX MOCHIIXKEHHSIX
IIPK TPUBAJIOMY 3aCTOCYBaHHI ITOKa3aHoO, 10 e(PeKTUBHICTD MifTPUMYETHCS MIPOTITOM
moHarMeHnIne 12 Micsilis. @apmakokiHemuka.

Abcopbuis. Ilicng mpuitoMmy TabneToK MaKCHUMajbHa KOHIIEHTpallis comideHanuny y maa3Mi KpoBi
(C,.x) mocsiTaeTbes yepes3 3-8 roguH. 3HaUYEHHS Yacy [HOCSATHEHHS MaKCHMaJbHOI KOHIeHTpallii (t,,,,)

He 3aJIeXKUTh Bifl 03U mpemnapary. 3HaueHHs C, g, i o mig KpuBoio (AUC) 36inbuIyioThes

IIPOTIOPIIMHO M0 M03K Y IPOMiXKKY Bif 5 Mr 0o 40 mr. AGcomoTHa 6i0HOCTYIHICTE CTAaHOBUTH
npubnusno 90 %. [Tpuitom ixi Ha 3HaueHHs C,g, Ta AUC conidpeHanHy He BIIMBAE.

Posnodia. ComidheHanH 3HaYHOI0 Mipoto (Matixke 98 %) 3B's13yeThCS 3 OimKaMu 11a3MU KPOBI,
TOJIOBHHAM YHHOM 3 a]-KHCJIUM TIIiKOIIPOTEIHOM.

Mema601i3m. ConipeHallHH 3HAYHOIO MipOI0O
MeTa00/Ii3yEThCA Y MediHIli, TOJIOBHUM YHHOM IIHTOXPOMOM

P450 3A4 (CYP3A4). CucreMHHH KiIipeHC comideHannHy CTAHOBHUTH
npUOIU3HO 9,5 JI/TOOUHH, i TepMiHAILHUK Iepio HOro HalmiBBHBEIEHHS CTAHOBHThH

45-68 rogum. Ilic/jis mepopasIbHOTO0 MPHHOMY IIpemapary y
IIa3Mi KpoBi, Kpim conidpenanuny, OyB izenTudikosanuu 1
dapmakonoriuno aktuBauu (4R-rigpokcuconidpenanun) i 3
HeaKTHBHi meTaOoixiTi (N-raokypoHia, N-okcun i 4R-
rimpokcu-N-okcupa comidpeHanuny).

Exkckpeuisn. Ilicist ogzHOpa3oBoro 3acrocyBanust 10 mr [“C-
MmiueHoro]-conigpenanuny npuoau3no 70 % pagioakTuBHOL
MIiTKHM POSABISAETHCA Y cedi i 23 % y dpekanisix. Y ceui
npu61u3H0 11 % pagioakTHBHOI MiTKH BUBOIHUTHLCS Y
BUTJISIIi He3MiHEeHO1 aKTUBHOI cyOcTaHIil; npuoau3Ho 18 % -
y BUIIsiai MeTadoxity N-okcuay, 9 % - y BUrasiai MmetadosIitTy
4R-rigpokcu-N-okcua i 8 % - y Burasmgi 4R-
rizpokcumeTado0s1iTy (QKTUBHHHM MeTa0o0JTiT).

[lo308a 3asedcHicmb. Y TPOMiKKY TepaneBTUYHUX 03 (hapMaKOKiHeTHKa IIperapary € IiHiiHOoIO.



Ocob.usocmi (papmakokiHemuKku 8 oKkpeMux kameezopitl nayieHmia.

Bik. Hemae HeoOXigHOCTI KOPUTYBATH 103y 3aJIeXKHO Bif BiKy xBopuX. [loCigKeHHS OKa3aH, 110
ekcro3utlist conmipenaruny (5 i 10 Mr), BupaxeHa y surnsagi AUC, 6yna nmogiOHOo Y 300pPOBUX
moOpOBOJIBLIIB JIITHHOTO BiKY (Bim 65 mo 80 pokiB) i y 3mopoBuX 4OOPOBOIBIIIB MOJIOOTO Ta 3PiJIOTO
Biky (< 55 pokiB). CepenHs mBUOKICTL aOCopOIlii, BUpaXkeHa y BUIJIAMI t,,., OyJa Jello HUK401o, a
KiHIIeBUY Tlepiof HamiBBUBEOeHHS - TPUOIKU3HO Ha 20 % TpuBajimuil y NalieHTiB JTiTHHOTO BiKy. Lli
He3HaYHi BiIMiHHOCTI He € KIiHIYHO 3HaYYIIUMHU.

dapMakoKiHeTUKY cofidheHallMHy He BUBYAJM Y AiTel Ta MifJIiTKiB.
Cmamyb. ®PapMakKoKiHeTHKaA CojliheHalMHy He 3a7eXKHUTh Bifl CTaTi MallieHTa.
Paca. PacoBa niprHa/lIeXHICTh He BINIMBAE Ha (papMaKOKiHETUKY COTi(peHannHy.

Hupxkosa Hedocmamuicme. AUC Ta C,,, comideHaIMHy y TAIi€HTIB i3 JIETKOIO Ta IOMipHOIO
HUPKOBOIO HEOCTATHICTIO HE3HAYHO BiIPI3HAIOTHCA Bif BIAIIOBIIHUX [I0KA3HUKIB Y 300POBUX
noOPOBOJIBIIIB. Y MAIliEHTIB i3 TAKKOI HUPKOBOIO HENOCTATHICTIO (KJlipeHC KpeaTuHiHy < 30
MJI 3a XBUJIMHY) €KCIT03UIIis comidheHallMHy 3HAaYHO BUIa - 30inbinenHs C,,, CTAaHOBUTD
IPUOIN3HO 30 %, AUC - nonapn 100 % ta nepiop HaniBBuBeAeHHS - ToHaA 60 %.
Big3HaueHu CTaTUCTUYHO 3HAYYIIHMY B3aEMO3B SI30K MiX KITipDEHCOM KpeaTHHiHY i
KJIipeHCOM conideHannHy. PapMaKOKiHETUKY Yy MAIli€HTIB, SKi IPOXOAWIN reMofiais3, He
BUBYaJIN.

I[IeuiHkosa HedocmamHicmy. Y TIAIIE€HTIB i3 MOMIPHOIO NTEYiHKOBOI HEJOCTATHICTIO (TOKa3HUK
Yaiinga - IT 1o Big 7 mo 9) 3uauenus C,,, He 3MiH0eThCs, AUC 3pocTae Ha 60 % Ta mepiop
HamiBBUBENEeHHS 30iMbIIyeThCS BABiUi. PapMaKOKiHETHUKY Y MAIli€HTIB i3 TAKKO0I0 HUPKOBOIO
HEe[OCTaTHICTIO He BUBYAJIH.

KrinigHi xapaKTepUCTHKH.

ITokazanus. CuMnToMaTyHe JIiKyBaHHS YPreHTHOTO (IMIepaTUBHOTO) HETPUMAHHS cedi Ta/abo
YaCTOr0 CEeYOBUIIYCKAHHS, @ TAKOXK YPreHTHUX (IMIIepaTUBHUX) IIO3UBIB O CEUOBUITyCKaHHS,
XapaKTepHUX [JId MMalli€HTIB 13 CHHAPOMOM TillepakKTUBHOI'O CEYOBOT0 MixXypa.

IIpomunoka3aHHs.

[TpemapaT mIpOTHUIIOKa3aHK MAIliEeHTaM i3 MigBUIIEHOI0 YYTIHUBICTIO 0 aKTUBHOI cyOcTaHIIii abo [0
OymIb-IKO1 3 JOMTOMIXKHHUX PEYOBHH; MAI[lEHTAM i3 3aTPUMKOIO CEYOBUITYCKAHHS, 13 TAXKKAMU
IIIYHKOBO-KUIITKOBUMH 3aXBOPIOBaHHSAMU (BKJII0YaI0UM TOKCUYHUM METrakKOJIOH), i3
MiaCTeHi€l0 rpaBiCc 4u i3 3aKPUTOKYTOBOIO I'1ayKOMOIO Ta IallieHTaM i3 pU3UKOM PO3BUTKY
I[UX CTaHiB; IIPX MPOBEAEeHHI reMofiani3y (ouB. po3ain «PapMakKoKiHETUKA»); i3 TAKKOIO
IIe4YiHKOBOIO HEJOCTATHICTIO (OUB. po3min «PapMaKOKiHETHKa»); MalliEHTaM i3 TSKKOI0
HHUPKOBOIO HEJOCTATHICTIO a00 MeYiHKOBOI HENOCTATHICTIO CEPEIHbOI0 CTYIIeHS TSIXKKOCTI,
sKi mepeOyBalOTh Ha JIiKyBaHHI CUTbHUMU iHTiOiTOpaMu nuToxpoMy CYP3A4, HampuKiaz
KeTOKOHA30J10M (I¥B. po3min «B3aeMopmis 3 iHIKUMY JTiKapChbKUMHU 3aco0aMu Ta iHIIi BUOH



B3aEMOIIN»).

B3aemodis 3 iHwuMu snikapcbkumu 3acodbamu ma iHwi eudu e3aemoditi.
dapmakoa02iuHi 83aemMOO0Il.

OpHOYaCHUM IPUUOM IHIIKX JTIKaPCHKUX IIpelapaTiB 3 aHTUXOJIIHePriYHUMU BJIaCTUBOCTSIMU MOXKe
MaTH BUPA3Hilli TepaneBTUYHI, a TaK0XK HebaxaHi edhekTu. ITicys mpUIUHEHHS 3aCTOCYBaHHS
Besukapy'" [0 IpHIOMY HaCTYIHUX JIIKApPCHKUX 3aC06iB aHTUXONiHEPriuyHOi Tepamii HeobXigHo
BUTPHUMATH IPUOIM3HO OMHOTUKHEBUY iHTepBas. TepaneBTuuHuM ePekT cosidheHalluHy MOXKe
3MEHIIUTHUCS NIPYU CYIyTHHOMY 3aCTOCYBaHHI arOHICTIB XOJIiHEPriYHUX peLenTtopis. ComidpeHaurun
MOXKe 3HUXKYBaTH ePeKT TiKapChKUX IpelapariB, AKi CTUMYJIIOIOTh I€PUCTAIbTUKY IUTYHKOBO-
KUIITKOBOI'0 TPAKTY, TAKUX K METOKJIONPaMifl i HU3anpuL.

®apmakoKiHemuyHi 83aemo0ii.

IlocaidxceHHs in vitro mokasaro, 1o comideHalH Y TePaleBTUYHUX KOHIIEHTPAIlisIX He MPUTHIYYE
mikpocomu neginku CYP1A1/2, 2C9, 2C19, 2D6, uu 3A4. TakuM 4YMHOM, MaJIOUMOBIPHO, 1110
corieHallMH BIJIMBAE Ha KJTipeHC JTiKapChKUX 3aco0iB, 1110 MeTab0Mmi3yoThCsa pepMeHTaMu
CYP.

Bnaue iHwux aikapcvkux 3acobie Ha (papmakokiHemuxky coipeHayuHy.

Cormienanun metabonisyetscs pepmerTom CYP3A4. OgHouacHe 3aCTOCYyBaHHS KeTOKOHa30:y (200
Mr/mo0y), cunbHoro inribiTopa CYP3A4, mpu3BoauiIo [0 ABOKpaTHOTO migBuineHHs AUC
cornipeHannHy, TOAi K MPUIOM KeTOKOHa30iy B 0o3i 400 mr/moby cupuuunse migsuinerHs AUC
comiperanuny B 3 pa3u. TaKMM YMHOM, MAKCUMasbHy 103y Besukapy' HeOOXimHO OOMEXHUTH [0 5 Mr
IIpU OJHOYACHOMY 3aCTOCYBaHHI 3 KETOKOHA30JI0M YM 3 TEPAlleBTUYHUMHU [03aMHU IHIIUX aKTUBHUX
inribitopiB pepmenty CYP3A4 (Hampukiaj pUTOHABIPY, HeIiHaBipy, iTpakoHa305y) (IUB. PO3Min
«Croci6 3acTOCyBaHHS Ta HO3U»).

OpHOYacHe 3aCTOCYyBaHHS comieHannHy Ta cuibHOro inribitopa pepmenty CYP3A4 nmpoTumnokasaHe
HaIfieHTaM i3 TSIKKO0I0 HUPKOBOIO ab0 ITOMiPpHO BHPaXKEHOI0 ITeYiHKOBOI HEJOCTATHICTIO.

He pocmigxyBanu BInuB ¢pepMeHTIB iHAYKIIil Ha (h)apMaKOKiHETUKY CojliheHalHy i 1oro
MeTabosiTiB, a TakoX mito cyocTpartiB CYP3A4 3 mifBuIlleHO0 CIIOPiIHEHICTIO Ta #oro MeTaborliTiB Ha
ekcro3utliio comidenanuny. Ockinbku comideHnalus MeTabomisyeTbes: pepmenTom CYP3A4,
(dapMaKOKiHeTUYHi B3a€MOZil MOXKJINBI 3 iHIIUMHU cyOCcTpaTaMu LbOTO (epPMEHTY, 1[0 MalOTh

IiABUINEHY CIIOPiIHEHICTh (HampuKiaz 3 BepalaMisioM, IUITia3eMoM), Ta iHIyKTOpaMu (epMeHTY
CYP3A4 (manpuknap 3 pudamminuHoM, GeHiToiHOM, KapOaMa3elinoMm).

Bnaue conigpeHayuHy Ha papmakoKiHemuky Aikapcbkux 3acobis.
IlepopaavHi KOHMpavuenmuesu.

IIpuiiom npenapaty Besukap'" He BIIMBac Ha papMaKOKiHETUYHY B3a€MOfi0 coideHalyy 3
KOMOiHOBaHMMM IIepPOpaIbHUMM KOHTPAIleITHBaMHU (€ TUHINTECTPa/Iios/IeBOHOPTEeCTPEII).

BapgpapuH.

IIpuiiom npenapaTy Besukap'" He BIMBac Ha papMaKOKiHETHYHY B3a€MOi0 R-BaphapuHy uu



S-Bapdapuny a0o #0oro BIJIUB Ha IPOTPOMOiHOBHUIA Yac.
Hu20KCuH.

IIpuiiom npenapaTy Besukap'" He BIMBac Ha papMaKOKIiHETHKY TUTOKCHHY.

Oco06.1ueocmi 3acmocyeaHHs1.

[Tepen moyaTKOM JIiKyBaHHS ITperapaToM HeoOXiTHO BCTaHOBUTH iMOBiIpHICTbh iHIIUX MIPUYKUH YaCTOTO
CEeYOBHUITYCKaHHS (CeplleBa HeJJOCTAaTHICTh a00 3aXBOPIOBaHHS HUPOK). AKIIO BUsIBIEHA iHPEKIIisa
CEYOBUBITHUX LUISAXIB, CIIiJ PO3M0OYaTH BiANOBIAHY aHTHUOAKTEpiaabHy Teparliio.

[TpenapaT HeoOXigHO IPUUMATH 3 00EPEKHICTIO MaIlieHTaM:

- i3 KiHiYHO 3HAYYII[0!0 0OCTPYKIIi€I0 BUXITHOT'O OTBOPY CEYOBOTO MiXypa, 110 MPU3BOAUTE 0
PU3UKY 3aTPUMKHU CEYOBUIIYCKaHHS;

- 3i IMJIIYHKOBO-KUIITKOBUMHU 06CTPYKTI/IBHI/IMI/I 3aXBOPIOBAaHHAMU,
-1i3 PU3UKOM 3HMZKEHHI MOTOPUKHU IITYHKOBO-KHIIKOBOI'O TPAKTY,;

- 13 TSIKKOI0 HUPKOBOIO (K/IipeHC KpeaTuHiHy < 30 MJI 3a XBUIMHY) Ta IOMIPHOIO TEYiHKOBOIO
(moxa3HuK 3a YainmoM - I1 10 Big 7 o 9) HemocTaTHICTIO (muB. po3minu «Croci0 3acToCyBaHHS Ta
no3u» Ta «®apMakKOKiHeTHKa»); O3M [AJIS LIKMX Ialli€HTiB He MalOTh IePEBUIIYBATH 5 MT;

- IpU OfHOYAcHOMY npuiioMmi cunbHuX iHTi6iTopiB CYP3A4, HanmpuKiag KETOKOHA30/y (IUB. PO3MAinu
«Crmoci6 3acTocyBaHHS Ta 0o3u» Ta «B3aeMopmis 3 iHIMMMU TiKapchbKUMU 3aco0aMy Ta iHII BUOU
B3aEMOLI»);

- i3 rpuKelo CTPaBOXigHOTO OTBOPY AiadparMu Ta/abo MITYHKOBO-CTPABOXiTHUM pedIiokcoM Ta/abo
THM, XTO OOJHOYACHO IIPUIMaE JliKapchKi Ipenapatu (Taki 9K 6icpochonaru), sKi MOKYTh
CIIPUYUHUTH ab0 TOCUIUTH €30¢ariT;

- BeTeTaTUBHOI0 HEUPOTATIE.

Y narfieHTiB 3 aKTOpaMu PU3UKY, TAKKMHU SK PaHillle 3apeeCTPOBAHUN CUHIPOM
nonoBxkeHHs iHTepBany QT, Ta rinokanieMiero crnocTtepiranocs nogosxeHnHs iHTepsany QT i
TPINOTIHHA LITYHOYKIB (torsade de pointes).

Beamneka Ta e(eKTUBHICTh 3aCTOCYBaHHS IIpenapaTy He JOCTiAXKeHa AJg XBOPHUX i3
IiIBUIIEHO aKTUBHICTIO ChiHKTEpa HEMPOT€HHOT0 ITOXOAXKEHHS.

[NTauieHTaM i3 PiIKiCHUMU CIagKOBAMHU (popMaMy HEIEPEHOCUMOCTI ranakTo3y, Lapp-gedinutom
71aKTa3u a0o 3 MOPYIIEeHHSIM T'JTI0K030-TalaKTO3HO1 MaTbabcopOIlil He CiTif mpuiMaTH mpemnapar.

Y meskux maIfi€eHTiB, SIKi 3aCTOCOBYBaIU COMieHALMHY CYKIIMHAT, TIOBIIOMIISIIOCS IPO
aHTi0HEeBPOTUYHUM HAOPSAK 3 0OCTPYKIIi€I0 ANXalbHUX IMIIAXiB. [Ipy BUHUKHEHHI HAaOpSIKY
KBiHKe JTiKyBaHHS COJlipeHAllMHy CYKIIMHATOM CIIi[i MPUIIMHUTH Ta BXKUTH BigIOBITHUX
3axofiB a00 MpU3HAYUTH HaJleXkKHe JTiIKyBaHHS.

Y mesiKuX IallieHTiB, sIKi 3aCTOCOBYBaJIX COMi(eHAIMHY CYKIIMHAT, CIIOCTepiraaucs



aHa(inakTuyHi peakuii. [I[py BUHUKHEeHHi aHa(inaKTHUYHUX peakIliil JTiKyBaHHS
comipeHallMHOM CYKIIMHATOM CJIifl TPUIMHUTY Ta BXKUTY BigIOBIHHUX 3aX0[iB a0
IIPU3HAUYUTU HaJIeXKHe JIiIKyBaHHS.

MakcuManbHUM ePeKT IpenapaTy AOCATaETHCS He paHille HiX yepe3 4 TUXKHI.

3acmocyeanns y nepiod eazimnocmi abo 200ye8aHHs 2pydoro.
BazimHicmb.

Hemae kmiHIYHMX JaHUX PO XKIiHOK, SIKi 3aBaTriTHINM IIi[l 4YaCc 3aCTOCYBaHHS COjieHallnHy.
Iocmigu Ha TBapyHaX He BUSBUJIY MPSIMOI HECIIPUSATIINBOIL Iil Ha (GePTUIBHICTh, PO3BUTOK
eMmOpioHa/nnoaa abo mojoru. [ToTeHIiMHNY PU3UK HeBimomui. CIiig JOTPUMyBaTUCS
00epeKHOCTI IpX 3aCTOCYBaHHI JaHOTO IIpernapaTy BariTHUM XKiHKaM.

T'odyeaHHA 2pydoio.

HeMae maHuX I0[0 €KCKpetil cofipeHaMHy y rpygHe MOJIOKO. Y Mullie# comipeHaluH
Ta/abo #oro MeTaboiTh MTPOHUKAIOTh Y MOJIOKO i CIPUYHHSIOTH 10303aJIe2KHY HeIOCTaTHICTh
POCTY Y HOBOHApOMKEHUX MUIllel. 3acCTOCyBaHHS Be3ukapy' = He PeKOMEHIYETHCS y mepion
TrOfyBaHHS I'PYLLIO.

30amHicmsb enaueamu Ha weudkKicmb peakuii npu KkepyeaHHi asmompaHcnopmom
a6o iHwumu MmexaHizmamu.

Y 3B'sI3Ky 3 TUM, 110 COlieHALMH, 5K 1 iHIII aHTUXOJIIHEPriyHi IIpenapaTu, MOXe CIPUYUHUTU
HEYIiTKICTh 30Py i HEYACTO COHIUBICTh Ta MiBUIIIEHY BTOMJIIOBAHICTh (OUB. po3min «ITobiuHi
eekTH»), IpUNOM ITpemapaTy MoxKe HEraTUBHO BINIMBATH Ha 3[aTHICTh KEPyBaTH aBTOMOOieM Ta
IHIMMMY MeXaHi3MaMH.

Cnocib 3acmocyeaHHsi ma do3u.

Lopocai, 8Kkawouaryu nauieHmia AimHb020 8iKY: peKOMeH0BaHa fo03a - 5 Mr Ipenaparty 1 pa3 Ha
no0y. Ao HeoOxifHO, K03y MoXKHa mimBumuTu 7o 10 Mr 1 pa3 Ha go0y.

ITauieHmu 3 HUPKOBOI HedocmamHicmio: He MOTPiOHA KOPEKITist 03K IJIs Malli€HTiB 3 IMOMipHOIO Ta
CepegHbOro CTYIIeHs TIXKOCTI HUPKOBOX HEOCTATHICTIO (KJIipeHC KpeaTuHiny > 30 MI/XB).
[TarienTaM 3 TSXKKUM CTyIIeHEM HUPKOBOI HEOOCTATHOCTI (KJipeHC KpeaTuHiHy < 30 MJI/XB) CIif 3
00epexkHiCTI0O 3aCTOCOBYBATH IIpemaparT y mo3i He Oinbire HiX 5 Mr 1 pa3 Ha moby (guB. po3min
«®apMaKOKiHETHKa»).

ITauieHmu 3 neuiHko80 Hedocmamuicmio: He TIOTPiOHA KOPEKIis MO3HU I HMAIliEHTIB 3 IOMipPHOIO
IIeYiHKOBOIO HeloCTaTHiCTIO. [TallieHTaM 3 MOMipPHOI0 MeYiHKOBOIO HEMOCTATHICTIO (MTOKA3HUK 3a
Yaitnmom - I1 10 7-9) crig mpuiiMaTu mpemnapaT 3 00epexkHICTIO i He TepeBUIIyBaTH
NO3YBaHHS 5 MT 1 pa3 Ha go0y (muB. po3min «dapMakoKiHeTHKa»).



ITpu 3acmocyeaHHi nomydxcHux iH2ibimopie yuumoxpomy P450 3A4: MaKcuMaJbHa [03a [IpenaparTy
Besukap™ mae 6yTu 06MexKeHa 10 5 MI' IpH OMHOYACHOMY IIPHAOMI 3 KETOKOHA30J10M af0
TepaneBTUYHUMHU [03aMU iHIINX CUIbHUX iHTi6iTOPIB i30popmu uuToxpomy CYP3A4, Hanpukiang
puTOHAaBipy, HendiHaBipy, iTpakoHa30my (OUB. Po3din «B3aemopmist 3 iHIMME JTiKapCbKUMU 3aco0aMu
Ta iHI BUOU B3aEMOMIN»).

Besukap' mpuiiMaTu mepopanbHO, KOBTATH TaGlIeTKY LiMMMY, 3alMBal0YX PiAMHOI0, HE3aJIeXKHO
Bif IpUIOMy 1Xi.

Himu.

He gocmimxysanu 6e3neky Ta e(eKTUBHICTh 3aCTOCYBaHHS IpenapaTy HiTsSM, TOMY
Besukap' He ciif npu3HavaTH IIili KaTeropii Mali€HTiB.

Ilepedo3yeanHs.
Cumnmomu.

[lepemo3yBaHHS CoOipeHaAIMHY CYKIIMHATY MOXKe IIPU3BECTHU [0 TAKKHAX aHTUXOJIIHEPTiYHUX
edekTiB. HaliBuma fo3a comnipeHanuHy CyKIVHATY, IPUKHSATA BUTAAKOBO ONHUM IAI[iEHTOM,
ctaHoBuna 280 Mr mpoOTSIroM 5 TOAWH, CIOCTEPIiramucs 3MiHU ICUXiYHOTO CTaHY, 10 HE
noTpebyBasny rocmiTamilatiii.

JIiky8aHHA.

Y pasi nepemo3yBaHHS cofipeHaIMHy CYKIIMHATY MallieHTOBI HEOOXimHO MPUNHSTH
aKTUBOBaHe BYTi/yIsi. Moxke OyTH KOPHCHUM ITPOMUBAHHS LITYHKA, SKIIIO BOHO 3po0ieHe
IpoTAroM 1 rofuHY Miclsa MPUOMY IIpenapary, aje He CJIiff BUKIUKaTh O/1I0BaHHS.

[ITomo iHIIUX aHTUXOJIIHEPTiYHUX e(EeKTiB, TO CUMITOMHU CJIif JIKyBaTh TAKAM YUHOM:

- TSIXKKi aHTUXOIiHepriuHi edekTu 3 60Ky eHTPaIbHOI HEPBOBOI CHCTEMH, TaKi SK
rasonuHanii abo migBuilieHa 30yAIUBICTh: NMiKyBaHHS GidocTurmMiHoM abo Kap6axomom;

- cyoomu abo mimBuilieHy 30yI/INBICTh: TiKyBaHHS OeH30Mia3eniHamMuy;

- He[IOCTaTHICTh 3 OOKY OpraHiB IUXaHHS: TiKyBaHHS - IITy4YHA BEHTUIIALIS JIETEHIB;
- Taxikapmis: mikyBaHHS OeTa-0710KaTOpaMu;

- 3aTpUMKa CEYOBUITYCKAHHS: JIIKYBaHHS - KaTeTepu3allis;

- Mifipia3: JIiKyBaHHS OYHUMU KpaIlJIIMU, HAlPUKJIIaA IioKapIiHoM, Ta/abo po3MilleHHS
naljieHTa y TEMHid KiMHATI.

4K iy pa3i mepego3yBaHHS iHIIMMU aHTUXOJIIHEPTIYHUMU 3aco0aMu, 0COOIMBY yBary CIlif
IIPUIIIATH MallieHTaM 3i BCTaHOBJIEHUM PU3UKOM IOM0BXKeHHS iHTepBany QT (mpu



rimokasieMii, OpagrKappil, Mpu 0OgHOYACHOMY 3aCTOCYBaHHI IIpelaparis, 0 CIPUYNHSIOTh
IIOAOBXKEHHS iHTepBany QT) i mallieHTaM i3 3aXBOPIOBaHHSIMM ceplld (imeMis Miokapaa,
apuTMil, 3aCTiliHa ceplieBa HEJOCTaTHICTB).

ITo6iuni peakuii.

Besukap'" MOXKe CIPUYMHUTHU MOOIYHI e(eKTH, OB A3aHi 3 aHTUXOTIHEPTiYHOI0 Ti€I0
comideHallnHy, 5Ki, SK mpaBuio, ciadki abo moMipHi. IXHST YacToTa 3a/meXuTh Bifl 103U
mpemnapary.

Haityacrime no6iuHe siBUlIlE - CYXiCTh Y POTi, 110 croctepiranacs y 11 % nauieHTis, ki oTpuMyBanu
mo3y 5 Mr Ha 100y, v 22 % natieHTiB, ki orpumyBanu 10 Mr Ha go0y, y 4 %, sSKi 0OTpUMYyBaIn

nnane6o0. BupaxkeHicTh CyXoCTi y poTi, Ik mpaBuiio, 6yna ci1abKoro, i TINbKK y TOOAMHOKUX BUTIafKaX
IIPU3BOMKIIA 10 IPUIIMHEHHS JIiIKyBaHHS. 3arajioM JikapChKHii IpenapaT HOCUTh No0pe epeHOCUBCS

(6mm3pK0 99 %), i mpubnu3no 90 % malieHTiB MpuiiMay mpenapar NPOTATOM IIOBHOTO IepPiofy
OOCHiAKEHHS, AKUW TpuBaB 12 TUXKHIB.

Y Tabnuni HUXKYe HaBefeHO iHImi no0iuHi edheKTH, 3apeeCTpoBaHi Ipu NPOBeeHH] KITiIHIYHUX
nocyifKeHb Besukapy' Ta y MiCAsSpeECTPAIliiHAN Tepio.

Knacudikarist Iyxe gyacto[HdacTro HeugacTo Pinkicui Iyxke pigkichi |Hesigmomo (gacToTy He
MedDRA >1/10 > 1/100, > 1/1000, <1/100 > 1/10000, <1/10000 MOXKHa OLiHUTH Ha
<1/10 <1/1000 0CHOBi HasIBHUX
maHuX)
[Hdexkii Ta inBazii [HbeKITi ceuoBUBITHUX
[719XiB, TUCTUT
IAHadinakTHy-HA
peakuigs*
3 60Ky iMyHHOI
cucteMu
3 60Ky MeTabomi3my SHUKEHHS alleTUTY*,
Ta TpaBNEeHHS rinepkamieMisg*
[Tcuxiyni po3nanu TanronuHa-1ii*, |MapeHHS*
CILTyTa-HICTh
CBimOMOCTi*
[TopymeHHs 3 60Ky (COHNUBICTS, 3anaMopo-4eHHT*,
HEPBOBOL CUCTEMHU [TOPYIIEHHS CMaKy ronoBHUM Oinmp*
3 60Ky oprasiB 30py Heuitkicte |CyxicTb oueit maykoma*
30Dy
3 6oky ceprist Torsades de pointes*,
[TONOBXKEHHS
inTepBany QT Ha
enleKTpoKap-giorpami*,
bibpunsiis
mepencepon®,
BiqUyTTS
cepIeOuTTST*,
Taxikappis*
3 60Ky oprauis CyxicTb CIIM30B0O1 [Tucoonis*
[MMXaHHS, TPYIHOL 000JIOHKY HOCOBOIL
KJTITKY Ta [TOPOXHUHUI
cepenoCcTiHHS
3 60Ky LITyHKOBO- Cyxictby  [3amop, CacTpo-e3odareans-Huii|Henpoxifg-HicTs Kuikosa HEIPOXif-
KUIIKOBOTO TPAaKTy  [pOTi HYIOTa, pedokc, TOBCTOT'O HiCTH*, abmoMiHAITb-
MUCIIeNcisg, |cyXiCTb y ITOTIN KUIIEYHU-KY, HUM nucKoMbopT*
Ginb y KUBOT] KOIIPO-CTas,
6rr0BaH-HsT*




[emaTo0imi-apHi
po3nanu

[TopymeHHs QYHKLIN
MeYiHKy*, IOPYIIeHHS
maHuX 1abopaToOpHUX
MOCTIiNKEeHb
MMeYiHKOBUX MPO0*

3 6oky mkipu i
MigIKipHUX TKAHUH

CyxicTb IKipU

CBepbix*,
BUCHUTIAH-HS*

MynbTH-hopMHa|
epuTeMa*,
[KponuB'sH-Ka*,
HaOpsik KBinke*

ExchomiaTus-HuH
[mepMaTut*

3 60Ky OMOpHO-
[PYXOBOTO anapaty
Ta CIIOTYYHOL
TKAaHUHU

M's130Ba C1abKicThb *

3 00Ky HUPOK Ta
Ce40BUBIIHOI
cucTeMu

Y TpynHeHe
Ce4OBUNYCKaH-HS

3aTprMKa
CeduoBUITY-CKaHHS

HupkoBa HegocTaT-
HiCTB*

3aranbHi po3nagu

[TigBHIIIEHA BTOMJIIOBA-
HiCTB,
mepudepuy-Hun

HAOPSIK

*MicnspeecTpaliiHu Iepiof.

[ToBimomIeHHs PO Mimo3poBaHi mMo6iYHi peakirii

[ToBigomiieHHs po mobiyHi peakii micys peecTpariii Tikapcbkoro 3acoby Ma€e BaXKJIUBe
3HaUYeHH. e mae 3MOry IPOBOAUTYA MOHITOPUHT CIIiBBITHOLIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI
ITbOTO JTIKAPCHhKOTO 3aco0y. MeguuHuM Ta papMalleBTUYHMM ITpalliBHUKAM, a TAaKOXK TallieHTaM abo ix
3aKOHHUM IIpe[CTaBHUKAM CJIif] IOBiTOMJISITH TIPO YCi BUTTAAKHU IiI03PI0OBaHUX MOOIYHMX peakilii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapCchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMalliliHy CUCTEMY 3
dbapMakoHarIIAy 3a MoCcUIaHHSIM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 3 poxu.

YMoBu 30epiranHsi.

30epiraTy y HEJOCTYITHOMY IJIst [iTe MicCIIi.

30epiraTu npu TeMmnepaTypi He Buiie 25 °C.

YnaxoBka.

[To 10 TabneTtox y 6iicTepi, mo 1 abo mo 3 GicTepu B KAPTOHHIN KOPOOIIi.

Kareropist Bigmycky. 3a peLierToM.

Bupoouuk. [Tendapm Memnnen B.B., Hinepnaugu/Delpharm Meppel B.V., the Netherlands.



Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro aJpeca MicIsi IPOBaKeHHsI Tisl/IbHOCTI.

Xoremar 2, 7942 12K Mennen, Hinepnaugu/Hogemaat 2, 7942 JG Meppel, the Netherlands.

3asaBHuk. Actennac ®apma Opon B.B./Astellas Pharma Europe B.V.

Micue3Haxo/keHHs 3asiBHUKa. CunbBiycBer, 62, 2333 BE JleiineH, Higepmaugu/Sylviusweg,
62, 2333 BE Leiden, the Netherlands.



