IHCTPYKIOIA

OIS MEJUYHOT 0 3aCTOCYBaHHS JIiKapChKOro 3aco0y

BE3HUKAP™

(VESICARE™)

Cknao:
Oitoua peuosuHa: solifenacin succinate;
1 TabneTKa MicTUTD comnideHAIMHY CYKIIMHATY 5 MT abo 10 Mmr;

donomigicHi peuoguHu: JTAKTO3U MOHOTIAPAT, KpOXMaJlb KYKyPYA3sSHUH, TinpoMesno3a, MarHiio
cTeapart;

ckn1a0 006010HKU 011 mabaemok 5 me: omampi xoetuit 03F12967 (rimpomesnosa, TaabK, MaKporoJ
8000, tutany miokcup (E 171), 3ani3a okcupn k0BTl (E 172));

015 mabaemoxk 10 me: omagpi poxesuu 03F14895 (rimpomenosa, Tanbk, Mmakporoin 8000,
tutany giokcup (E 171), 3amiza okcup yepsoruu (E 172)).

JIikapcska ¢opma. TabmeTKy, BKPHUTI IJIIBKOBOIO 000JI0HKOIO.

=locHoeni pisuko-ximiuHi 8 racmusocmi: TabIeTKH 5 MT - KPYyTJiol GOpMHU, BKPHUTI IIJTiBKOBOIO
000JI0HKO10, 611i0-2KOBTOT'0 KOIHOPY 3 JIOTOTUIIOM Ta IM03HAu4KOoI0 «150» 3 omHOrO OOKY;

(*lra6neTku 10 Mr - Kpyriioi popmu, BKPUTI MITiBKOBOIO 060JI0HKOIO 01i10-p0OKEBOTO KOIHOPY 3
JIOTOTUIIOM Ta MO3Hay4kKo10 «151» 3 omHOrO OOKY.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1110 3aCTOCOBYIOTLCS B YPOJIOTii. 3aco0u [ JTiKyBaHHS
YacTOT0 CeYOBUITyCKaHHA Ta HeTpuMaHHA cedi. Kog ATX G04B D08.

dPapmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

CornieHallvH € KOHKYPEHTHUM, CIelX(DIiYHNM aHTarOHiCTOM XOJIiHEPTiYHUX pelenTopiB. CedoBuu
MiXyp IHHEPBYETHCS [TapaCUMIIaTUYHUMU XOJIIHEPTiYHUMU HepBaMU. AIETUIXOJIiH CKOPOYY€E TIafKi
M’sI3U AeTPYy30pa, BIUIMBAIOUYM Ha MyCKapHUHOBI PELEeNTOPH, 110 IIepeBaxKHO npeacTasiaedHi M3
IMigATUIIOM.



Y mocnipzKeHHSX in vitro Ta in vivo 0yJi0 BCTAHOBJIEHO, IO COipeHAMH € KOHKYPEHTHUM
cnenupiyHUM aHTArOHiCTOM XOJIiHEPTiUHUX pellenTopiB nepeBaxHo M3 migTuny. Takox 0yio
BCTAQHOBJIEHO, 110 comieHalnH Mae ciabKy cropigHeHicTh abo BiICYTHICTh CIIOPiIHEHOCTI 3 IHIIUMHU
pelienTopaMu i TeCTOBaHMMHU I0HHUMU KaHaJlaMU.

EdexTuBHICTE Ipenapary, Ky BUBYAJIHU y KiJIbKOX ITOABIMHO CJIIMIUX PAHIOMi30BaHUX
KOHTPOJIbOBAHUX KIIIHIYHUX AOCIIAKEHHAX YV YOJIOBIKIB Ta XKIHOK 13 CHUHAPOMOM TillepakTUBHOTO
CEYO0BOr0 MixXypa, CriocTepiranacst Bxe Ha 1-My TUXKHi TiKyBaHHS Ta cTabinmidyBanacs mpoTsaroMm
HaCTynHUX 12 TUXKHIB JIiKyBaHHS. Y BIAKPUTUX OOCIIAKEHHIX [IPU TPUBAJIOMY 3aCTOCYBaHHI
II0Ka3aHo, 10 e(PEeKTUBHICTh MATPUMYETLCS IIPOTIATOM IIOHaMeHIne 12 MicsiB.
dapmakoKiHemuka.

Abcopbuis. Tlicns npuitoMy Tab6IeTOK MaKCHMaslbHa KOHIIGHTPALlis CoMipeHanuHy y mIa3Mi KpoBi
(CLay) mocsiraeThcs yepes3 3-8 romuH. 3HaYeHHS Yacy OOCSATHEeHHS MaKCUMallbHOI KOHIEeHTPaIl (t,.,)
He 3a/IeXKUTh Bifl 03U mpemnapary. 3HaueHHs C, g, i mnormi mig kpuoio (AUC) 36inbLIyioThCs
IIPOTIOPIIHO [0 [03U Y IPOMiXKKY Bif 5 Mr no 40 mr. AGcomoTHa 6i0A0CTYIHICTE CTaHOBUTH
npubnu3Ho 90 %. [MTpuitom ixi Ha 3HaueHHs C,g,Ta AUC conidpeHanuny He BIIUBAE.

Po3znodia. ComideHaluH 3Ha4YHO0 Mipoto (Maiixke 98 %) 3B's13yeThCs 3 GiTKaMu I7Ta3MU KPOBI,
T'OJIOBHUM YHMHOM 3 @,-KHCJIUM TJIiKOIIPOTEIHOM.

Memab6oizm. ComideHalliH 3HaYHOI0 Mipot0 MeTaboTi3yeThCs Y TIEUiHIli, TOJIOBHUM YUHOM
ruToxpoMoM P450 3A4 (CYP3A4). CucteMHUM KIipeHC cofipeHalnHy CTaHOBUTD
npubnu3no 9,5 n/roguHu, i TepMiHaNMbHUY MEPiof KOr0 HalliBBUBEIEHHS CTAHOBUTH 45-68
rogud. [Ticyist mepopaabHOTO MIPUIOMY MIpernapaTy y Miia3Mi KpoBi, KpiM comidpeHanuny, 6yB
imeHTH(dIKOBAHUM 1 papmakomnoriuno aktTuBHUM (4R-TigpokcucomipenanuH) i 3
HeaKTHBHi MeTabomitu (N-TmoKypoHin, N-okcun i 4R-rimpokcu-N-okcup conibeHanuny).

Exckpeuis. Tlicns ogHOpa3oBoro 3acrocyBanHs 10 Mr [“C-mizenorol-conidheranuny
npubnu3no 70 % pamioaKTUBHOI MiTKU IPOSBISAEThCS YV cedii 23 % y dekanisx. ¥ ceui nmpubnusHo
11 % papmioakTUBHOI MiTKM BUBOAUTHCS Y BUTJISIAI HE3MiHEHOI akTUBHOI cyOcTaHLil; mpubnu3no 18 %
- y Burnsani metabomity N-okcuny, 9 % - y Burnsani metabosity 4R-rinpokcu-N-okcum i 8 % -y
BUTTISAAI 4R-TrigpokcuMeTaboiTy (aKTUBHUEM MeTaboJTIiT).

Llo3o8a 3asnescHicmyb. Y IPOMIiXKKY TepaleBTHYHUX 03 (papMaKOKiHeTHKa IpenapaTy € JTiHIHHOIO.
Ocobusocmi (papmakokiHemuKu 8 okpeMux kameezopitl nayieHmia.

Bik. HeMae He0oOXigHOCTI KOPUTYBATH 03y 3aJIeXKHO Bifl BiKy xBopuX. [loCTimKeHHS
IIoKa3asH, 110 ekcrno3utis comidhenanuny (5 i 10 mr), BupaxeHna y surnsami AUC, 6yna
oMi0HOI0 Y 3MOPOBUX NOOPOBOIBIIIB JIITHLOTO BiKY (Big 65 mo 80 pokiB) i y 3mopoBux
moOpOBOIIBLIIB MOIOAOTO Ta 3pinoro Biky (< 55 pokiB). CepengHs MBUAKICTL abcopOiIii,
BHpaXkeHa y BUTTISMI t,,,,, Oyya Jelio HUXKY010, a KiHIIeBUY 1epiol HalliBBUBEIEHHS -
npu6nu3Ho Ha 20 % TpuBaimuii y MallieHTiB JTiTHLHOTO BiKy. Lli He3Ha4Hi BiIMiHHOCTI He €
KJIIHIYHO 3HAYYIIUMU.

dapMaKOKiHETHUKY COJTipeHallMHYy He BUBYAJIU Y AiTeX Ta MifJIiTKiB.

Cmamoe. ®apMaKOKiHETHKA COTipeHallMHY He 3a/IeXKUTh Bif] CTaTi Malli€HTa.



Paca. PacoBa IpWHAIEXHICTh HEe BIIJIUBAE Ha (papMaKOKiHETHKY COIi(eHalnHy.

Hupkosa Hedocmamuicmb. AUC T1a C,,, ConipeHanHy y NaIi€HTIB i3 JIErKOI0 Ta IOMipHOK HIPKOBOIO
HEeJOCTaTHICTIO He3HAYHO BigPi3HAIOTHCS Bif BiONOBIIHUX MTOKA3HUKIB y 3M0POBUX HOOPOBOJIBILB. Y
IIAIEHTIB i3 TAKKOI HUPKOBOIO HEIOCTATHICTIO (KJIipeHC KpeaTUHiIHY < 30 MJI 3a XBUJIUHY)
eKCro3ulis comideHanuyy 3Ha4HO BuIla - 30inbuenHs C,,,, CTAHOBUThL MTPUOIM3HO 30 %, AUC -
noHapn 100 % Ta nepion HaniBBUBe#eHHS - TOoHaA 60 %. Big3dHaueHU CTaTUCTUYHO 3HAYYILUN
B3aEMO3B 30K MixX KJIipeHCOM KPeaTHHIiHY i KiipeHcoM cosibeHannHy. PapMaKoKiHETHKY Y
Malli€HTIB, SKi MPOXOAUIN reMOofiani3, He BUBYAJIH.

ITeyiHkosa HedocmamHicmyb. Y TAIiEHTIB i3 MOMiIpPHOIO MMEYiHKOBOIO HEMOCTATHICTIO (TOKA3HUK
Yaiinma - [T 1o Big 7 mo 9) 3Hauenns C,,, He 3MiHI0eThCsI, AUC 3pocTae Ha 60 % Ta mepiofn
HalliBBUBeJeHHS 30iNbIIyeThCS BABiYi. DapMaKOKiHETHKY Y MAlli€HTiB i3 TAKKO0I0 HUPKOBOIO
HEIOCTaTHICTIO He BUBYAIIH.

Kniniuni xapakKTepuCTHKH.

IToka3annsa. CUMITOMaTAYHe JIIKYBaHHSA YPreHTHOTO (IMIIepaTUBHOI0) HETPUMaHHS cedi
Ta/abo yacToro CEYOBUITyCKAHHS, @ TAKOXK YPreHTHUX (IMIepaTUBHUX) [TI03UBIB 10 CEYOBUIIYCKAHHS,
XapaKTepHUX AJ1d IallleHTiB i3 CHHIPOMOM TillepakTUBHOTO CEYOBOr0 Mixypa.

IIpomunoka3aHHsi.

[TpemapaT MpOTHUIIOKAa3aHUM MAI[iEHTaM i3 MigBUIIEHOI0 YYTIHUBICTIO 0 aKTUBHOI cyOcTaHIIii abo [0
OyOb-IKOl 3 HOMOMIKHUX PEYOBKH; MAI[IEHTAM i3 3aTPUMKOI0 CEYOBUITYCKAHHS, i3 TSXKKIUMH
[ITYHKOBO-KUITKOBAMY 3aXBOPIOBAaHHAMH (BKJII0OYAIOYXM TOKCUYHUY MErakoJIOH), i3 MiaCTeHi€l0 rpasBic
YY i3 3aKPUTOKYTOBOIO I'JTAYKOMOIO Ta MalliEHTaM i3 PU3UKOM PO3BUTKY LIUX CTaHiB; IPU IPOBEIEHH]
remofiani3y (ouB. po3nin «PapMakKoOKiHETHKA»); i3 TAKKOIO II€YiHKOBOIO HEJOCTATHICTIO (OUB. PO3AiN
«PapMaKoKiHeTHUKa»); TAIliEHTaM i3 TSIKKO0I0 HUPKOBOIO HENOCTATHICTIO ab0 IMeYiHKOBOO
HEJOCTATHICTIO CePEOHBOTO CTYIEeHs TSXKKOCTI, Ki mepe0yBaioTh Ha JIiKyBaHHI CUTbHUMU
inri6iTopamu mmutoxpomy CYP3A4, Hanpukiag KETOKOHA30/I0M (AuB. po3min «B3aemopnisa 3
iHITMMU JTiKapCbKUMU 3aco0aMu Ta iHIi BUIM B3a€MOIiii»).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
dapmaxo102i4Hi 83a€MOOIl.

OpHOYaCHUN IPUUOM IHIIKX JIIKaPCHKUX IIpelapaTiB 3 aHTUXOJIIHePriYHUMU BJIaCTUBOCTSIMU MOXKe
[aTH BUPA3Hillli TepaneBTUYHI, a TaKoxXK HebaxaHi edhekTu. ITicis mpumrHEHHS 3aCTOCYBaHHS
Besukapy'" [0 IPHHOMY HACTYIHHUX JIIKAPCHKUX 3aC00iB aHTUXOJIiHEPriuHoi Teparrii
He0oOXiTHO BUTPUMATH TPUOIN3HO OOHOTUXKHEBUM iHTEpBa. TepaneBTUYHUN ePEKT
comipeHallMHy MOXKe 3MEHIIUTUCS IIPY CYITyTHbOMY 3aCTOCYyBaHHi aroHiCTiB XOJIiHEPTiYHUAX
penentopiB. ComipeHalluH MOXKe 3HMKYBAaTH €(PEKT TiKapChKUX IIpenapariB, SAKi
CTUMYJIIOIOTh IIEPUCTAIBTUKY LITyHKOBO-KUIIIKOBOTO TPAKTy, TaKUX SIK METOKJIOIpaMif i
[[A3alpuUm.



®apmakoKiHemuuHi 83aemo0ii.

LocaidxceHHsa in vitro moka3sarso, o coniheHaluH y TepaneBTUYHUX KOHIIEHTPALligX He IPUTHiuye
Mikpocomu medinku CYP1A1/2, 2C9, 2C19, 2D6, yu 3A4. TakuM 4MHOM, MaJIOWMOBIPHO, 110
cornipeHAlIMH BIJIMBAE Ha KJIipEHC TiKapCchKUX 3aco06iB, 1o MeTabomi3yoThcs pepmenTamu CYP.

Bnaue iHwux aikapcvkux 3acobie Ha (papMakoKiHemuky conipeHayuHy.

Cormienanun metabonizyetscs pepmerToMm CYP3A4. OgHouacHe 3aCTOCYBaHHS KeTOKOHa30y (200
Mr/mo0y), cunbHoro inribiTopa CYP3A4, mpu3BoauiIo [0 ABOKpATHOTO migBuineHHs AUC
cornieHanuHy, TOAi K MPUIOM KeTOKOHa30iy B 0o3i 400 mr/moby cupuuunse migsuinerHs AUC
comipenarnuny B 3 pasu. TakuM YMHOM, MAKCUMAaJbHY 003y Besukapy' = HEOOXifHO 0OMEXHUTH 0 5 MI
IIPY OMHOYACHOMY 3aCTOCYBaHHi 3 KETOKOHA30JI0M YU 3 TEPAlEeBTUYHUMU N03aMHU iHIIUX aKTUBHUX
inribitopiB pepmenty CYP3A4 (Hampukiaj pUTOHABIPY, HeIiHABIpy, iTpakoHa30y) (IUB. PO3Min
«Croci6 3acTOCyBaHHS Ta HO3U»).

OpHouacHe 3aCTOCYBaHHA cojtibeHallMHy Ta CUIbHOTO iHTiOiTOopa dhepmenty CYP3A4 mpoTunokasaHe
malieHTaM i3 TSKKO0I0 HUPKOBOI ab0 IIOMipHO BHpaXKeHOI0 IeYiHKOBOI HeIOCTATHICTIO.

He gocnigxyBanu BIIUB epMEHTIB iHAYKIIL Ha (papMaKOKIHETUKY COidheHaIHy i ©0Tr0
MeTabo7IiTiB, a TaKoX fito cyocTpartiB CYP3A4 3 MigBUILEHOIO CIIOPIMHEHICTIO Ta MOTr0
MeTabomiTiB Ha ekcno3utlito comidpenanrny. Ockinbku comibeHaluy MeTabomi3yeTbCst
dbepmenTom CYP3A4, papMaKOKiHETHYHI B3aEMOIii MOXKIIMBI 3 iHIMUMU CyOCTpaTaMu IIbOTO
(dbepMeHTy, [0 MaloTh MiIBUINEHY CIOPIAHEHICTh (HalIPUKIIad 3 BepallaMijioM,
nunTiazeMoM), Ta iHgykKTOopamu pepmenTy CYP3A4 (Hanmpukian 3 pudaMITimHoM,
dheniToiHOM, KapOaMa3eImminom).

Bnaue conigpeHayuHy Ha papmakokiHemuky Aikapcbkux 3acobis.
IlepopasibHi KOHMpavenmusu.

IIpuiiom npenapaty Besukap'" He BIUIMBA€E Ha (ApMAKOKIHETHYHY B3a€EMOJIiI0 COMideHaIHHY 3
KOMOiHOBAHMMHU IIepOPaIbHUMU KOHTPAIEITHBAMU (€TUHINIECTPaion/IeBOHOPTECTPETI).

BapgapuH.

IIpuitoM mpemnapaty Besukap' He BIIIMBAE Ha papMaKOKiHETHYHY B3a€MO[Iii0 R-BaphapuHy 4u
S-Bapdapuny abo #oro BIJIMB Ha MPOTPOMOiHOBUY Yac.

Hu20KCuH.

TIpuitom npenapaty Besukap'" He BIITMBAE Ha (PapMaKOKIHETHKY JUTOKCHHY.

Oco6.1ueocmi 3acmocy8aHHs1.

[Tepen moyaTKoOM JIiKyBaHHS IIpelapaToM HeoOXiqHO BCTaHOBUTH iMOBIpHICTh iHIINX IPUYMH YaCTOT'O
CEYOBUITYCKaHHS (ceplleBa HeJOCTAaTHICTh a00 3aXBOPIOBAHHS HUPOK). AKIIO BUSIBIEHA iHPEKITisa
CEYOBUBITHUX LUISAXIB, CIIiJ PO3M0OYaTH BiANOBIAHY aHTHOAKTEpiaabHy Teparliio.

[TpenapaT HeoOXigHO IPUUMATH 3 00EPEKHICTIO MaIliEHTaM:



- i3 KiHiYHO 3HAYYI[0!0 0OCTPYKIIE€I0 BUXITHOT'O OTBOPY CEYOBOTO MiXypa, 110 MPU3BOOUTE [0
PU3UKY 3aTPUMKM CEYOBUITYCKAHHS;

- 3i ITIIYHKOBO-KMIIIKOBUMH 06CTPYKTI/IBHI/IMI/I 3aXBOPIOBAHHAMU;
- i3 PU3UKOM 3HUZKEHHSI MOTOPUKHU HITYHKOBO-KHUIIKOBOT'O TPAKTY;

- i3 TAKKOI0 HUPKOBOIO (KJIipeHC KpeaTHHiHY < 30 MJI 3a XBUJIUHY) Ta IIOMIpPHOI IIE€YiHKOBOIO
(moxa3uuk 3a Yaitngom - I 10 Big 7 go 9) HemocTaTHICTIO (muB. po3minu «Croci6 3acToCcyBaHHS Ta
no3u» Ta «®apMaKoKiHeTHKa»); O3M [JIS LIUX TalliEHTiB HEe MalOTh ITEPEBUIIYBATH 5 MT;

- IpY ONHOYACHOMY IpuiioMi cunbHUX iHTiGiTOpiB CYP3A4, HAanpUKiIaA KETOKOHA30Iy (OUB.
po3ninu «Crocib 3acTocyBaHHS Ta AO3uU» Ta «B3aeMopmis 3 iHIMMMU JTiKapChKUMU 3aco0aMu
Ta iHII BUOW B3aEMOMIN»);

- i3 rpuKelo CTPaBOXigHOTO OTBOPY AiadparmMu Ta/abo MIMTYHKOBO-CTPABOXiTHUM pediokcoM Ta/abo
THM, XTO OOJHOYACHO IIPUIMaE JliKapchKi Ipenapatu (Taki gk 6ichochonarn), sKi MOKYTh
CIIPUYUHUTH ab0 TOCUIUTH €30¢ariT;

- BeTeTaTUBHOI0 HEUPOTATIE.

Y namieHTiB 3 aKTOpaMu PU3UKY, TAKUMU SK PaHillle 3ape€CTPOBaHUY CUHAPOM IIOJI0BXKEHHS
inTepBany QT, Ta rinokaniemier cnocTepiranocs nogoBxeHHs iHTepBany QT i TPINOTiHHA IITyHOYKIB
(torsade de pointes).

besneka Ta eeKTUBHICTh 3aCTOCYBaHHS MIpenapaTry He JOCTigXKeHa I XBOPUX i3 MigBUIIEHO0
aKTUBHICTIO C(piHKTEpa HEUPOTEHHOT'0 TIOXOMKEHHS.

[TanieHTaMm i3 pigKiCHUMY CIIAKOBHMHU (GOPMaMU HEIepeHOCUMOCTi ranakTo3u, Lapp-gedinuTom
7aKTa3u abo 3 MOPYILIEHHSIM I'TI0K030-TalaKT03HOl MaababcopoOilil He crlifg mpuiMaTu
npenapar.

Y mesKux Nali€HTiB, gKi 3aCTOCOBYBay CoideHal¥Hy CYKIKUHAT, TOBIIOMIIAIOCS 1IPO
aHTiOHEeBPOTUYHMHM HaOPSK 3 00CTPYKIi€l0 AuXanbHUX UUIAXiB. [Ipy BUHUKHEHHI HaOpsiKy KBiHke
JiKyBaHHS COi(peHALMHY CYKIMHATOM CJIiJ IPUNMHUTY Ta BXKUTH BiAMOBIIHUX 3ax0fiB abo
IIPA3HAYUTY HaJleXXHe JIIKyBaHHS.

Y mesIK¥X MAIli€HTIB, IKi 3aCTOCOBYBaX CONipeHAIIMHY CYKIIMHAT, CIIOCTepiranucs aHadinakTuasi
peaxkiiil. [Ipy BUHUKHEeHHI aHa(pinaKTUYHUX peakliid TiKyBaHHS COMi(peHallMHOM CYKIIHHATOM CJIif
IPUIMHUTY Ta BXKUTY BiATIOBIGHUX 3aX0fiB a00 MPU3HAYKUTU HaleXKHe JIiKyBaHHS.

MakcuManbHUM ePeKT IpenapaTy AOCATAEThCS He paHille HiX depe3 4 THXKHI.

3acmocyeanHs y nepiod eazimnocmi ado 200y8anHs 2pyodio.
Bazimuicmo.

Hewmae kniHiYHUX JaHUX PO XKIiHOK, SIKi 3aBariTHINM Mif Yac 3acTOCyBaHHS cofideHalnuny. [Jocmigu
Ha TBapWHAX He BUSIBUIIM MPSIMOI HECIIPHUSITINBOI Ail Ha pepTUIBHICTh, PO3BUTOK eMOpioHa/mmoma abo
nosioru. IToTeHIiHNYN PU3UK HeBigoMmuit. Criig mOTpUMyBaTHCS 00epeXHOCTI IIPU 3aCTOCYyBaHHi
[AHOTO IIpenapaTy BariTHUM XKIHKaM.



T'o0yeaHHA 2pydoo.

HeMae maHuX 11070 €KCKpellil commidheHaluHy y TPyAHe MOJIOKO. Y Mulliel cofideHalldH Ta/abo #oro
MeTaboIiTH TPOHUKAIOTh ¥ MOJIOKO i CIIPUYMHSIOTH 00303aJ1eKHY HE[OCTaTHICTh POCTY Y
HOBOHApOJXKEHMX MUIIEH. 3acTocyBaHHsS Besukapy' = He PEKOMEHIYEThCS Y Iepiof] TOMyBaHHs

IPyLLOro.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

Y 3B's13Ky 3 TUM, III0 ComipeHanuH, 5K i iHII aHTUXOMiHEPTiuHi TpenapaTy, MoXe CIPUYNHUTH
HEYIiTKICTh 30PY i HEYACTO COHIUBICTh Ta MiBUIIIEHY BTOMJIIOBAHICTh (OUB. po3min «IlobiuHi
edekTH»), IpUNOM ITpemapaTy MoxKe HEraTUBHO BINIMBATH Ha 3[aTHICTh KEPyBaTH aBTOMOOieM Ta
IHIIIMK MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

Llopoci, 8Kawyarwyu nauieHmia AimHb020 8iKYy: PEKOMEHI0BaHa 03a — 5 MrI' I1penapaTty 1 pa3 Ha
no0y. fAkimo HeoOximHO, m03y MoXkKHa mimBumuTu 70 10 Mr 1 pa3 Ha go0y.

ITauieHmu 3 HUPKOBOI0 HedocmamHicmioo: He MOTPiOHa KOPEKITist M03H OIS HAIli€HTiB 3 MOMIpPHOIO Ta
CepengHbOro CTYIIeHs TSIXKKOCTi HUPKOBOIO HEJOCTATHICTIO (K/IipeHC KpeaTuHiny > 30 MI/XB).
[TamieHTaM 3 TAKKUM CTyIIeHeM HUPKOBOI HEJOCTATHOCTI (KiipeHC KpeaTuHiny < 30 MJi/xB) criif 3
00epexkKHiCTI0 3aCTOCOBYBATH IipenaparT y [o3i He Oinbiie HiX 5 Mr 1 pa3 Ha Koy (OuB. po3min
«DapMaKOKiHETHKA»).

ITauieHmu 3 nevyiHko80 HedocmamHicmio: He OTPiOHA KOPEKITis MO3HU I MalliEHTIB 3 TOMipPHOO
MIeYiHKOBOI HeJOoCTaTHICTIO. [TallieHTaM 3 MOMIPHO MeYiHKOBOK HEOOCTATHICTIO (MTOKa3HUK 3a
Yaiinmom - IT' 10 7-9) crif mpuiiMaTy npenapaT 3 00epeXkHiCTIO i He TepeBUIyBaTH NO3yBaHHS
5 Mr 1 pa3 Ha goOy (muB. po3ain «PapMaKOKiHETHKA).

ITpu 3acmocyeaHHi nomyacHux iHeibimopis yumoxpomy P450 3A4: MakcuMabHa J03a IpernapaTry
Besukap'" Ma€ OyTu 0OMexkeHa [0 5 MTI' IIPX OJHOYACHOMY IIPHUHOMIi 3 KETOKOHA30JI0M ab0
TEepPaNeBTUYHUMU [03aMM iHIIUX CUJIbHUX iHTi0iTOpiB i30dopMu nuToxpomy CYP3A4,
HaIlpUKJIa[ PUTOHABIPY, HeN(iHaBipy, iTpaKOHa30Iy (OUB. Po3ain «B3aemofis 3 iHIIMMHU
JMiKapChKUMU 3aco0aMu Ta iHIIT BUOYM B3aEMOIiii»).

Besukap'" IPUAMATH ITepOPaIbHO, KOBTATH TaGIETKH LiNWMH, 3alUBAIOYH PiIUHOIO,
He3aJIeXKHO Biff IPUAOMY 1XKi.

Himu.

He pocnipxysanu 6e3neKy Ta epeKTHBHICTh 3aCTOCYBaHHS IIpenapaTy AiTaM, ToOMy Besukap' He
CJIig MpU3HavaTH Lil KaTeropil malieHTiB.



Ilepedo3yeanHs.
Cumnmomu.

[Tepeno3yBaHHS comidheHAMHY CYKIIMHATY MOXKe IIPU3BECTU [0 TIXKKUX aHTUXOIiHEPTiuHUX e(deKTiB.
HaiiBuma fo3a comideHanuHy CyKIMHATY, IPUUHSATA BUMIaJKOBO ONHUM MAlli€HTOM, CTaHOBUIa 280
MT IIPOTSITOM 5 FOJMH, CIIOCTePiramucs 3MiHHM ICUXiYHOTO CTaHY, IO He MoTpebdyBaau rocmiTamizariii.

JIiky8aHHA.

Y pagsi nepeno3yBaHHs cofliheHalMHY CYKIIMHATY IallieHTOBI HeOOXiMHO MPUUHSITHA aKTUBOBaHE
BYTinns. Moxke OyTH KOPHCHUM IIPOMUBAHHS IIJTyHKA, SKII0 BOHO 3p0o6JieHe MpoTAroM 1 romuHu
icIIst MpUMOMY TIpernapary, ajie He CIIifl BUK/IUKaTH OJTI0OBaHHS.

lomo iHIMKX aHTUXOIIHEPTiYHUX e(pEeKTiB, TO CUMITOMHU CJIifi TIKyBaT! TaKUM YUHOM:

- TSIKKi aHTUXOJiHepriuHi edekTu 3 60Ky LIeHTpaIbHOI HEPBOBOI CHCTEMH, TaKi K TrajionuHalil abo
migBuUIeHa 30yOIUBICTh: JTiKyBaHHSA PizocTUrMiHOM ab0 Kap0axooMm;

- cymoMu abo mifBuIleHy 30yAIUBICTh: NiKyBaHHS OeH30[ia3eliHaMy;

- HeJIOCTATHICTh 3 00Ky OpraHiB AUXaHHS: JIIKyBaHHSA - IITyYHA BEHTUJIALIS JIETEHiB;
- Taxikapfis: miKyBaHHS OeTa-0110KaTOpaMu;

- 3aTPUMKA CEYOBUIIYCKAHHS: JIIKyBaHHS - KATeTEPHU3aLlis;

- Mifpias: JiKyBaHHS OYHUMU KpaIlISIMU, HallpUKIa[ IIiJoKapIiHoM, Ta/abo po3MillleHHS MallieHTa y
TeMHIU KiMHaTi.

4K iy pasi nepefo3yBaHHS iHIMMMU aHTUXOJIiIHEPTiYHUME 3acobaMu, 0COONUBY yBary CIifi IPUOIATI
malieHTaM 3i BCTAaHOBIEHMM PU3MKOM MO0BXeHHs inTepBany QT (pu rimokamiemii, Opagukapmii,
IIpY OJHOYACHOMY 3aCTOCYBaHHI IIpernaparTiB, 1[0 CIPUYUHSIOTh IOJOBXKEHHS iHTepBany QT) i
ImallieHTaM i3 3aXBOPIOBAHHSMU ceplld (illreMiss MioKapaa, apuTMil, 3aCTiliHa cepiieBa
HefoCTaTHICTB).

ITo6iuni peakuii.

Be3HKapTM MOXe CIPUYMHUTHU 1M00iuHi e(heKTH, TOB’sI3aHi 3 @aHTHUXOJIIHEPTiYHOI0 [Ii€t0
comideHallHy, 5Ki, SK mpaBuio, ciadki abo moMipHi. IXHST YacToTa 3a/meXuTh Bifl 103U
mpemnapary.

Haityacrime no6iuHe siBUlIlE - CYXiCTh y POTi, 110 croctepiranacs y 11 % nauieHTis, siKi oTpuMyBanu
mo3y 5 Mr Ha 100y, y 22 % natieHTiB, ki orpumyBanu 10 Mr Ha 0o0y, y 4 %, SKi 0OTpUMyBaIu
nnaie6o0. BupaxeHicTh CyXoCTi y poTi, ik mpaBuiio, 6yna ci1abKoro, i TINbKK y TOOAMHOKUX BUTIafKaX
IIPU3BOANIIA [0 IPUIIMHEHHS JIiKyBaHHS. 3arajioM JIikapChbKUY IIpenapaT JOCUTh fo0pe IepeHOCUBCs
(6mm3pK0 99 %), i mpubnu3no 90 % malieHTiB MpuiiMay mpenapar NPOoTATOM IIOBHOTO Iepiofy
OOCHiAKEHHS, AKUW TpuBaB 12 TUXKHIB.

Y Tabnuni HUXKYe HaBefeHO iHII no0iuHi eheKTH, 3apeeCTpoBaHi Ipu NPOBeAeHH] KITiIHIYHUX



nocyifKeHb Besukapy' Ta y MiCAsSpeECTPAIliiHA Iepio.

Knacudikarrist Tyxe YacTo HeugacTo Pinkicui yxke pinkicui [HeBimomo (dacTroTy
MedDRA JacTo > 1/100, > 1/1000, <1/100 > 1/10000, <1/10000 He MOKHa OI[iHUTH
>1/10 <1/10 <1/1000 Ha OCHOBi HasIBHHX
maHUX)
[Hdexkii Ta inBasii [HOeKITi ceu0BUBITHUX
[ISIXiB, TUCTUT
IAHadinakTHY-HA
[peakiisg*
3 60Ky iMyHHOI
cucteMu
3 6oky MeTabomizmy SHUXKEHHS aleTuTy*,
Ta TpaBNeHHS rinepkamiemis*
[cuxiuyni po3nagu CamonuHa-Iil*, |MapenHus*
CIITyTa-HICTh
CBimOMOCTi*
[TopymeHHs 3 60Ky (COHIIUBICTS, 3anaMopo-4eHHT*,
HEPBOBOI CUCTEMHU [TOPYIIEHHS CMaKy rON0BHUM Oimp*
3 60Ky OopraHiB 30py Heuitkicte |CyxicTb oueit maykoma*
30Dy
3 6oKy ceprist Torsades de pointes*,
[TOOOBXKEHHS
inTepBany QT na
enleKTpoKap-miorpami*,
biGpumsis
epencepnr®,
BiqUyTTS
CepIeOuTTST*,
Taxikapmis*
3 60Ky oprauis CyxicTb CITM30BO1 [Tuctonis*
[MMXaHHS, TPYIHOI 000JIOHKY HOCOBOL
KJTITKM Ta [MOPOXKHUHU
cepenocTiHHS
3 6OKy LITyHKOBO- Cyxictby [3amop, CacTpo-e3odareans-Huli|Henpoxifg-HicTs Kumkosa HENIPOXif-
KHMIITKOBOTO TPAKTy  [pOTi HYHOTa, pedIToKC, TOBCTOTO HiCTH*, abmoMiHaIb-
micnencis, [cyxicTb y rimoTii KHUIIEYHU-KY, HuM quckoMbopT*
6inb y KuBOT] KOIIPO-CTas,
6r0BaH-HT*
[emaTobimi-apHi [TopymeHHs QYHKIIN
[po31agu e4yiHKu*, MOPyILIeHHS
maHuX 1ab0paTOPHUX
[MOCIigXKeHb
MeYiHKOBUX MTPOG*
3 6oky mKipu i CyxicTb mIKipu CBep0Oix*, MynbsTu-hopmualERChomiaTHB-HIH

MigIIKipHUX TKAHUH

BUCHUTIAH-HSI*

epuTeMa*,
[KponuB'sH-Ka*,
HaOpsk KBinke*

[mepMaTuT*

3 HOKy OTOPHO-
[PYXOBOTO amapary
Ta CIIOJTyYHOI

M's130Ba c1abKicThb *

TKaHWHI
3 60Ky HUPOK Ta YTpynuene 3aTprMKa HupkoBa HepmocTaT-
Ce40BUBINHOL Ce4OBUIyCKaH-HS Ce4oBUIy-CKaHHSA HicTB*

cucTeMu

3aranbHi po3nanu

HiCTB,
mepudepuy-Hui

HaOPsK

[TigBuIleHAa BTOMJIIOBA-

*nicngpeecTpaliiHuii nepio.




Tepmin npudamuocmi. 3 POKH.

YMoBu 30epiranHsi.
30epiratu y HEgOCTYIIHOMY IJIST OiTe# MicIi.

30epiraTu npu Temnepartypi He Bute 25 °C.

VnaxoBka.

ITo 10 tabneTok y 6mictepi, mo 1 abo mo 3 G1icTepu B KAPTOHHIM KOPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupOOHHK.

Actennac ®apma Opon B.B., Hinepnauau/Astellas Pharma Europe B. V., the Netherlands.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.

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

Y pasi BuHUKHEeHHS M00iYHUX epeKTiB MPOCUMO HANpaBnaTH iHpopMaliito fo [IpencTaBHUALITBA
Actennac ®apma HOpon b. B., Ha agpecy 04050 M. Kuis, Byn. [luMoneHKa, 13, kop. 7-B, odic 41,
Ten.044 490 68 25, dpaxc. 044 490 68 26.



