IHCTPYKUIA
AN MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BE3VKAPTM
(VESICARETM)

Cknag:

Aitoya peyosumHa: solifenacin succinate;

1 Tabnetka MiCTUTb cofidheHaLUHy CyKumHaty 5 mr aéo 10 mr;

[ONOMI>KHI PEYOBUHW: 1AKTO3N MOHOTIAPAT, KpOXMaslb KyKYPYA3SHWIA, FinpomMesio3a, MarHito creapar;

cKnag, 060n0HKKM and TabneTok 5 mr: onaapi xosTuii 03F12967 (rinpomenosa, Tanbk, Makporon 8000, Tutany giokeng (E 171), 3anisa okcug xosTtuid (E 172));
Aana TabneTok 10 mr: onagpi poxesuii 03F14895 (rinpomenosa, Tanbk, Makporon 8000, TutaHy giokeng (E 171), 3anisa okcug yepBoHuii (E 172)).

Nikapcbka hopma. Tabnetku, BKPUTI M1iBKOBOH 060/I0HKOH.
OCHOBHI (pi3nMKO-XiMiYHi BNaCTUBOCTI: TabneTkn 5 Mr — Kpyrnioi popmu, BKPUTI NTIBKOBOKO 060/10HKOHD, 6/1i10-)KOBTOr0 KO/IbOPY 3 IOFOTUMOM ~ Ta  NMO3HAYKOH0
«150» 3 0|HOrO GOKY:; da
Tabnetkn 10 Mr — Kpyrnior (hopMm, BKPUTI NTIBKOBOKO 060/I0HKOKO 6/1i40-POXEBOr0 KOMbOPY 3 IOrOTUMNOM Ta MO3HAYKOK «151» 3 0HOr0 6OKY.

7Y
dapmakoTepaneBTUYHa rpyna. 3acobu, L0 3aCTOCOBYKOTLCA B YPOsorii. 3acobu Ans NnikyBaHHA 4acTOro Ce4YOBMMYCKaHHA Ta HeTpuMmaHHA cedi. Kog ATX G04B
DO08.

dapmMakosoriyHi BnacTmeoCTI.

PapmakofnHamika.

ConieHauMH € KOHKYPEHTHUM, Creum@iYHUM aHTaroHIiCTOM XO/iHepriyHmx peuenTopis. CeuvyoBUn MiXyp IHHEPBYETLCS MapacMMaTUYHUMKU XONIHEPTiYHUMU
HepBamMu. ALETUIXONIH CKOPOUYE rnagki M’ a3u AeTpy3opa, BNAnsaoym Ha MyCKapyuHOBI PeLLenTopu, LU0 NepeBaXkHo npescTasneHi M3 nigtunom.

Y [OChigpKeHHsX in vitro Ta in vivo 6y10 BCTaHOB/EHO, WO COoNieHaLH € KOHKYPEHTHUM CrieyugiyHUM aHTaroHiCTOM XONiHEPriYHKX peLenTopiB nepeBaXkHo M3
nigTuny. Takox Oyno BCTAHOB/EHO, L0 CONipeHalmH Mae cnabky crnopifHeHicTb abo BiACYTHICTb CNOPIAHEHOCTI 3 IHWMMK peLenTopamMn i TeCTOBAHUMMW iIOHHUMU
KaHaiamu.

EeKTMBHICTb NpenapaTy, SKy BMBYaIM Yy KifIbKOX MOABIMHO CAINUX PaHAOMi30BaHUX KOHTPO/bOBAHUX K/IHIYHUX [AOCMIIKEHHAX Y YOMOBIKIB Ta XXIHOK i3
CUHAPOMOM TiMNepakTMBHOIO CEeYOBOro Mixypa, CrocTepiranacs Bxe Ha 1-my TWXKHI flIKyBaHHA Ta CTabifidyBasaca NPOTArOM HaCTYMHUX 12 TWXKHIB NliKyBaHHA. Y
BIAKPUTMX AOCNIAKEHHAX NPU TPMBASIOMY 3aCTOCYBaHHI NOKa3aHo, L0 ePEKTUBHICTb MiATPUMYETHCA NPOTArOM LLOHaMeHLLE 12 micAuiB. dapMakoKiHETKa.
A6cop6uis. Micna npuitomy TabneTok MakcuMasibHa KOHLEHTpaLis conieHalmnHy y nnasmi Kposi (Cpyay) A0OCAraEThCA yepe3 3-8 rognH. 3Ha4eHHs Yacy [0CATHEHHS

MaKCVMa/IbHOT KOHLEHTPaUii (tyhax) HE 3a/ieXuTb Bif 403y npenapaty. 3HaueHHA Cyay i miowi nig kpueoto (AUC) 36inbluytoThCA MPOMopLiiHo Ao [03n Y
MPoMmixkKy Bif 5 Mr 4o 40 mr. A6contoTHa 6i00CTYMHICTb CTaHOBUTL NPUGN3HO 90 %. Mpuitom iXKi Ha 3HaYeHHs Crgy Ta AUC conideHalyHy He BMMBAE.
Posnogin. ConieHawyH 3Ha4HOIO Mipoto (Maibke 98 %) 3B'A3yeTbCA 3 6isIKaMu NiasMn KPOBi, FTOOBHVM YMHOM 3 & 1-KUCVM [TiKOMPOTETHOM.

MeTaboniam. ConigeHalmH 3Ha4YHOK MipOK0 MeTaboNi3yeTbCA Y NeYiHLi, roIOBHUM YMHOM LmMTOoXpomoM P450 3A4 (CY P3A4). CUCTeEMHWIA KNipeHT conideHauymHy
CTaHOBUTb NPUGIM3HO 9,5 N/roAnHuN, | TepMiHaNIbHWIA NEPIOA MOro HaniBBMBEAEHHS CTaHOBUTL 45-68 roauH. Micns nepopanbHOro nNpuinoMy npenapaty y nnasmi



KpOBI, KpiM conitheHauuHy, 6yB ifeHTU(iIKOBaHWI 1 thapMakosioriyHo akTuBHUIA (4R-rigpokcuconigperaumt) i 3 HeakTBHI MeTabonitn (N-rnoKypoHiz, N-
okeng i 4R-rigpokcn-N-okeung conieHauunHy).

Ekckpeuisi. Micns ogHopa3oBoro 3actocyBaHHs 10 mr [14C-miyeHoro]-conitheHaumHy npubnusHo 70 % pafioakTUBHOT MITKU MPOSIBASETbCA Y cedi i 23 % y
(hekaniax. Y cedi npm6amsHo 11 % pafioakTVBHOT MITKWU BUBOAUTLCA Y BUINALI HE3MIHEHOT aKTUBHOI CybcTaHLii; npnbnusHo 18 % — y surnsagi metabonity N-
okeuay, 9 % -y Burnagi metabonity 4R-rigpokcn-N-okensg i 8 % — y Burnagi 4R-rigpokcumetabonity (akTMBHUIA MeTaboniT).

[,030Ba 3a/1eXKHICTb. Y NPOMIKKY TepaneBTUYHUX 403 (PapMaKoKiHeTUKa npenapaTty € NiHINHOL.

Oco6/1BOCTI (hapMaKOKiHE TUKMN B OKPEMUX KaTeropii nayieHTiB.

Bik. Hemae HeoOXiHOCTI KOpUryBaTu [03Y 3a/1eXHO Bif BiKYy XBOpuX. [OCNifKeHHS nokasanu, Wo ekcnosuyia conideHauymHy (51 10 mr), BupaxeHa y BUrnsaai
AUC, 6yna nogi6Ho y 340poBUX f06pOBO/bLIB NiTHLOMO BiKy (Big 65 A0 80 pokiB) i y 340poBMX A06POBO/LLIB MOMOAOrO Ta 3pinoro Biky (< 55 pokis). CepeHs
LUBUAKICTb abCcopoLiT, BUPaXKEHa Y BUTNALI tax, OYN1a [EeLwo HUXKYOL0, a KiHLEBUIA Nepiof HaniBBYBeAeHHS — Npnbn3HO Ha 20 % TpuBanilIWiA y NalieHTiB NiTHLOrO
BiKy. LIi He3HauHi BIAMIHHOCTI HE € K/IHIYHO 3HaYy LMW,

dapmakoKiHETUKY ConiteHaLMHY He BUBYaNW y AiTei Ta NigniTKiB.

CTaTb. DapMaKoKiHeTMKa conidheHaLMHy He 3a1eXunTb Bif CTaTi nauieHTa.
Paca. PacoBa npuHanexHIicTb He BNMBAE Ha (hapMakKOKIHETUKY ConidpeHaLnHy.
Hupkosa HegocTaTHICTbL. AUC Ta Cpay CONiPeHaUMHy y NauieHTIB i3 IErKo Ta MOMIPHOK HYPKOBOK HELOCTATHICTIO HE3HAYHO BifPI3HAKOTLCS Bif BifNOBILHNX

MOKa3HWKIB Y 3L0POBMX L0OPOBO/BLLIB. Y NALEHTIB I3 TAXKOK HUPKOBOK HEAOCTATHICTIO (KNipeHC KpeaTuHiHY < 30 M/ 3a XBW/IMHY) eKCno3uLis cosideHaluHy
3Ha4yHO BMLLA — 36iNblUEHHA Cax CTAHOBUTbL MPUGAN3HO 30 %, AUC - noHag 100 % Ta nepiof HaniBBMBeAeHHN — NoHag 60 %. Big3HayeHMn CTaTUCTUYHO
3HaYyLMIA B3aEMO3B 30K MiXK K/TIPEHCOM KpeaTUHiHY i KnipeHcoM conideHaumHy. dPapMakoKiHETUKY Y NaLieHTIB, AKi NPOXoAuan remogianis, He BUBYaIN.

MeyiHKoBa HeAOCTATHICTb. Y MaUieHTIB i3 MOMIPHOK MeYiHKOBOK HeAOCTATHICTIO (NokasHWK Yaivinga — Mo Big 7 [0 9) 3HauyeHHA Cray HE 3MiHI0eTbeA, AUC

3pocTae Ha 60 % Ta nepiof HaniBBMBeAEHHS 30iNbLUYETLCS BABIYI. PAapMaKOKIHETUKY Y NaLIEHTIB i3 TAXKKOK HUPKOBOK HeJOCTATHICTIO HEe BUBYA/IN.

KniHIYHI XapaKTepuUCcTUKMN.
Moka3aHHA. CMMNTOMATUYHE NiKyBaHHA YPreHTHOro (iMnepatMBHOIO) HETPUMAHHA Cedi Ta/abo 4YacToro CeYOBMMYCKaHHS, a TaKoX YPreHTHUX (iMnepaTuBHYX)
MO3UBIB [JO CEYOBUMYCKAHHSA, XapaKTepPHUX AN NaLIEHTIB i3 CUHAPOMOM rinepaKTVBHOMO CEYOBOro MixXypa.

IMpoTnnoKasaHHA.

MpenapaT NPOTMNOKa3aHUI NalieHTam i3 NigBULLEHO YYTAMBICTIO A0 aKTWMBHOI Cy6CTaHUii abo A0 6yAb-AKOi 3 JOMOMIXHMX PEYOBUH; NalieHTaM i3 3aTPUMKOHO
CEYOBMMYCKAHHSA, i3 THXKUMMW LUTYHKOBO-KULLIKOBUMM 3aXBOPKOBAHHAMM (BKIHOYAKOUM TOKCUYHWIA MerakosioH), i3 MIacTeHIiel0 rpaBiC UM i3 3aKPUTOKYTOBOK
rfayKomoro Ta natiieHTam i3 pu3MKoM PO3BUTKY LIMX CTaHiB; NPV NPOoBeAeHHI reMogianisy (4vB. po3ain «PapMaKoKIiHETHKE»); I3 TAXKOK MeYiHKOBOK HeLOCTATHICTIO
(anB. po3gin «dapmMakKoKiHETMKa»); NauieHTaM i3 TSXKKOK HMPKOBOK HEeAOCTaTHICTIO abo MeYiHKOBOK HeAOCTATHICTHO CepefHbOro CTYMeHs TSXKKOCTI, SKi
nepebyBatoTb Ha NiKyBaHHI CUbHUMMU iHri6iTopaMu umMToxpomy CY P3A4, Hanpuknag KeTOKOHa3010M (AMB. po3ain «B3aemogis 3 iHWMMK NiKapcbKMMK 3acobamMm Ta
iHLWI BMAW B3aEMOSiN»).

B3aemogis 3 iHLUMMK NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3AEMOSIA.
dapmakonoriyHi B3aemogii.
OfHOYaCHUIA NPUIOM THLLMX NiKAPCbKMX NpenapaTis 3 aHTUXONIHEPTIYHMMU BNAaCTUBOCTAMM MOXKe AaTh BMPa3HiLLi TepaneBTUYHI, a TaKOX HebaxxaHi edekTn. icns

NPUNUHeHHs 3acTocyBaHHs Besukapy TM fo npuitomy HacTynHNX nikapcbKux 3aco6iB aHTUXOMHEPriuHOT Tepanii HeOBXiAHO BUTPUMATY MPUBIN3HO OAHOTVXKHEBMIA



iHTepBa/l. TepaneBTUYHWIA etheKT conipeHaunHy MOXe 3MEHLIUTUCS MpY CyMnyTHbOMY 3aCTOCYBaHHI aroHIiCTiB XoniHepriyHmx peuentopis. ConigeHaunH Moxe
3HUXKYBATU epeKT NiKapCbKMX Npenaparis, AKi CTUMY/IOKTb NEPUCTIbTUKY LLTYHKOBO-KMLLIKOBOIO TPAKTY, TaKMX K METOK/IoNpaMif i umsanpua.

dapmakoKiHe TUYHI B3aEMOAIT.

Jlocnig>KeHHs in vitro nokasano, Wo conigeHaumH y TepaneBTUYHNX KOHLUEHTpaLisX He MpUrHidye mikpocomu nediHkn CYP1A1/2, 2C9, 2C19, 2D6, un 3A4. Taknum
YMHOM, MaNI0MMOBIPHO, L0 ConidheHaLMH BNIMBAE Ha KNipeHC NiKapcbKMx 3acobiB, Lo MeTabonidyrtoTbes thepmeHTamm CY P.

Bname iHLWKNX NiKapCbKUX 3aC06iB HA (PapMaKOKIHETUKY COMitPeHaLMHY .

ConigeHaumH MmeTabonizyetbes epmeHTom CYP3A4. OpHo4YacHe 3aCTOCyBaHHSA KeTOKOHasosny (200 mr/moby), cunbHoro iHribitopa CYP3A4, npu3soavno [o
ABOKpaTHOro nigsumuieHHss AUC conideHauuHy, Toai SK Npuiniom KeTOKOHa3ony B Ao3i 400 mr/ao6y cnpuunHse nigsuuleHHa AUC conideHaumHy B 3 pasu. Takum

YMHOM, MaKcUMarbHy 03y Besnkapy M Heo6xigHO 06MEXUTH 40 5 M MpU OZHOUACHOMY 3aCTOCYBaHHI 3 KETOKOHA30/10M UM 3 TepaneBTUYHIMM 03aMi iHLLINX
aKTUBHUX IHTi6iTOPIB (hepmeHTy CY P3A4 (Hanpuknag pUuToHasipy, HeNiHaBipy, ITpakoHa3ony) (4ue. po3ain «Cnocib 3acTocyBaHHSA Ta LO3U»).

OpfiHOoYacHe 3aCTOCyBaHHS coniheHaunHy Ta CuUbHOro iHri6iTopa hepmeHTy CY P3A4 npoTunokasaHe nauieHTaM i3 TSXXKOK HUPKOBOK ab0 NMOMIPHO BUPaXXEHOHO
MeYyiHKOBOK HeJOCTaTHICTHO.

He pocnimkysBany BnavB (PepMeHTIB iHAYKUIT Ha (hapmakOKiHeTMKY coniheHaumHy i oro mMeTaboniTie, a Takox Aito cy6ctpatis CYP3A4 3 NifBuLLEHOO
CMOPiAHEHICTIO Ta oro MeTaboniTiB Ha eKcrno3uuito conideHaunHy. OcKinbKu conieHaunH metabonizyetbea gepmeHToM CY P3A4, hapMaKOKIHETMYHI B3aEMOAIT
MOX/IMBI 3 IHWNMK cybCcTpaTaMm LbOro (hepMeHTy, L0 MaroTb MiABULLEHY CNOPIAHEHICTb (Hanpukiag 3 Bepanamisiom, AUnTiaseMoMm), Ta IHAYKTopaMu epMeHTy
CYP3A4 (Hanpuknag 3 pugamniyyHom, peHiTOTHOM, kapbamaseniHom).

Bnnve conigheHaumHy Ha hapmMaKoKiHE TUKY NiKapCbKMX 3acobiB.

MepopanbHi KOHTpaLenTuBK.

Mpuiiom npenapaty Besukap '™ He BnavBae Ha (hapMaKOKiHETUUYHY B3AEMOZiI0 COMibeHaLMHY 3 KOMGIHOBAHUMM MepopasbHUMKM  KOHTPALENTVBaMU
(eTuHinecTpagion/neBoHoprecTpen).
BapdhapuH.

Mpwuiiom npenapaTy Be3v||<apT'VI He BN/IMBAE Ha (hapMaKOKiHeTMYHY B3aEMoAito R-BapaprHy um S BapapriHy abo iMoro BNAMB Ha NPOTPOMOIHOBKMIA Yac.
[VTroKcuH.

Mpuiiom npenapaty Besukap M He BnnmBae Ha (hapMaKoKiHETHKY AUTOKCUHY.

Oc06/1MBOCT i 3aCTOCYBaHHSI.
Mepef, NOYATKOM NiKyBaHHA NpenapaToM Heo6XiHO BCTAaHOBUTY iIMOBIPHICTb IHLUMX NMPUYMH YaCTOro CEHOBMUMYCKAHHS (CepLieBa HeJOCTaTHICTb ab0 3aXBOPHOBAHHSA
HMPOK). AKLLO BUABNEHA IH(EKL IS CEYOBMBILHWNX LLNIAXIB, CNIf PO3NOYaTy BIANOBIAHY aHTUOaKTepiaibHy Tepanito.
MpenapaT HeoOXi4HO NpUIMaTK 3 06EPEXHICTIO NaLjieHTam:
— I3 KNIHIYHO 3Ha4yLLIO 06CTPYKLIEH BMUXILHOr0 OTBOPY CEYOBOr0o MiXypa, L0 NPU3BOAUTL O PU3UKY 3aTPUMKM CEHOBUMYCKAHHS;
— 31 LWTYHKOBO-KULLKOBVMW OBCTPYKTUBHUMM 3aXBOPHOBAHHAMU;
— i3 PU3NKOM 3HVKEHHSI MOTOPUKW LLINTYHKOBO-KULLKOBOTO TPAKTY;
— i3 TAXKKOI HUPKOBOHO (KNipeHC KpeaTuHiHy < 30 M1 3a XBU/IMHY) Ta MOMIPHOK NeYiHKOBO (NOKasHMK 3a Yavingom — 1o Big 7 40 9) HepocTaTHICTHO (AMB.
po34inn «Cnoci6 3acTocyBaHHs Ta A03n» Ta «PapMaKoKiHETUKa»); 403W AN UMX NaLieHTIB He MatOTb NepeBuLLYyBaTN 5 Mr;
— Npu  0fgHOYacHOMY MpuiioMi  cunbHUX iHriGiTopis CYP3A4, Hanpyknag KeTOKOHa3osy (AvB. po3ginn «Cnocib 3acTocyBaHHA Ta Jo3u» Ta «B3aemopis 3
iIHLLUMMU NliKapCbKMMM 3aco6amu Ta iHLLI BUAW B3aEMOI»);
— I3 TpVXKeto CTPaBOXiAHOIo OTBOPY Aiadparmu Ta/abo LWNYHKOBO-CTPaBOXiAHUM pethItoKCOM Ta/abo TUM, XTO OAHOYACHO NpUMMae nikapcbKi npenapatu (Taki



AK 6icghocthoHaTH), AKI MOXKYTb CMPUYUHUTK 860 MOCUIUTK e30gariT;

— BEreTaTVBHOIO HENPONaTIEHO.
Y nauieHTiB 3 (haKTOpamMu pu3nKy, TaKUMKU K paHille 3apeecTpoBaHUiA CUHAPOM MNOZOBXeHHs iHTepsaly QT, Ta rinokaniemieto Cnoctepiranocs MoJoBXEeHHS
iHTepBany QT i TpiNOTiHHSA LWYHOUKIB (torsade de pointes).
Be3sneka Ta e(heKTMBHICTb 3aCTOCYBaHHS NpenapaTy He JOCNiMKeHa A4/19 XBOPUX i3 MiABULLEHOK aKTUBHICTIO CHiHKTEPa HEPOreHHOr 0 NOXOAXKEHHS.
MayieHTaM i3 pPigKICHUMKM CNafKOBUMW (DOPMaMU HeMepeHOCUMOCTI raiakTosn, Lapp-AediynTtom faktasm abo 3 nopyLUeHHAM r1F0K030-ranakTo3Hoi Masibabcopouii
He cnig NpuinMaTy npenapart.
Y pesakux nauieHTiB, SKi 3aCTOCOBYBa/M COMitheHaLMHY CYKUMHAT, MOBIAOMAANOCA NPO aHriOHEBPOTUYHUIA HabpsK 3 OBCTPYKLiE AMXanbHUX LWNaxis. Mpu
BUHWUKHEHHI HabpsKy KBiHKe NiKyBaHHA coNiheHaLMHy CyKUUHATOM CNif NPUMNMHUTY Ta BXXWUTU BIAMOBILHWNX 3aX0A4IB ab0 NPU3HAUNTN HASIEXKHE NIKYBaHHS.
Y pesakux nauieHTiB, SiKi 3aCTOCOBYBa/IM COMlidieHaLUMHY CYKUMHAT, crnocTepiranmcs aHadinakTuyHi peakuii. MNpn BUHUKHEHHI aHagiNakTUUYHKUX peakuii MiKyBaHHA
conitheHaLMHOM CYKLMHATOM CNiJ NPUNUHUTIA Ta BXXUTY BigNOBIAHMX 3aX0/iB a60 NPU3HAYUTI HauIeXKHE NiKyBaHHS.
MakcuManbHUii epekT npenapaTy AOCAraeTbCsA He paHiLLe HiXK Yepe3 4 TUXKHI.

3acTocyBaHHA y nepiof BarimTHOCTI abo rogyBaHHA rpyaato.

BariTHICTb.

Hemae KniHIYHUX AaHWX MPO XKIHOK, AKi 3aBariTHIAW Mif 4Yac 3aCTOCyBaHHS conigyeHauuHy. JlocniaM Ha TBapuHaxX He BUSABWIM NPAMOI HECMPUATIMBOT AiT Ha
(hepTUNbHICTb, PO3BUTOK eMbpioHa/nnoda abo nonorn. MoTeHUiHNIA pyU3nK HeBigoMWiA. Cnif 4OTPMMYBATUCA 06EPEXHOCTI NpK 3aCTOCYBaHHI JaHOro npenapary
BariTHUM XiHKaM.

["ofyBaHHA rpyaato.

Hemae paHMx WOAO0 eKCKpeuii conideHaunHy y rpyaHe MOMOKO. Y Mulleid conideHaumH Ta/abo oro metaboniT NPOHMKAKTb Y MOJIOKO | CPUYMHSIOTbL
[,0303a/18)KHY HEJOCTATHICTb POCTY Y HOBOHAPOMKEHMX MULLIEN. 3acTocyBaHHS Besnkapy ™ He pekoMeHAyeTbCS Y Nepiof roflyBaHHs rpyAato.

34aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHLLIMMKW MeXaHi3MaMu.
Y 3B'A3KYy 3 TUM, L0 COMi(heHaUMH, AK 1 IHLUI aHTUXO/IHEePrivyHi npenapaTu, MOXe CNPUYUHUTI HEYITKICTb 30PpY | HEYacTO COHNMBICTb Ta NiABULLEHY BTOM/HOBAHICTb
(avB. po3gin «Mo6iyHi eekTI»), MPUINOM NpenapaTy MOXe HeraTUBHO BNMBATY Ha 34aTHICTb KepyBaTV aBTOMOGINIEM Ta IHLLUMMMW MeXaHi3Mamu.

Cnocib 3acTocyBaHHA Ta [03Mu.

[lopocni, BKNOYakoUy nauieHTiB NiTHLOMO BiKy: peKoOMeHAO0BaHa fio3a — 5 Mr npenapaTy 1 pa3 Ha Aoby. AKLLo HeobXiAHO, 403y MOXHA NigsnwmT o 10 mr 1 pa3 Ha
noo6y.

MauieHTW 3 HUPKOBOK HeAOCTATHICTIO: He MOTPpibHa KOpeKuis A03v A/ MauieHTiB 3 MOMIPHOK Ta CepefHbOro CTYMNeHs TSHKKOCTI HUPKOBOK HeLOCTATHICTHO
(KnipeHc KpeaTuHiHy > 30 mn/xB). MauieHTaM 3 TSHKKUM CTYrneHeM HMPKOBOT HeaoCTaTHOCTI (KnipeHe KpeaTuHiHY < 30 M/I/XB) cif 3 06epeXxHiCTHO 3aCTOCOBYBATH
npenapart y Ao3i He 6inbLue HiXXK 5 Mr 1 pa3 Ha fo6y (AMB. po3ain «PapmMakoKiHETUKA).

MauieHTV 3 NeYiHKOBOI HeAOCTATHICTIO: He NOTPIGHA KOpeKLif f031 A/14 NaLiEHTIB 3 MOMIPHOO MeYiHKOBOK HeAOCTATHICTHO. IMalieHTaM 3 NOMiPHOK NeYiHKOBOK
HefOoCTaTHICTIO (MoKasHKK 3a Yaingom — Mo 7-9) cnig npuiimaTy npenapat 3 06epeXkHICTIO | He nepeBuLLyBaTK [03yBaHHS 5 Mr 1 pa3 Ha o6y (auB. po3ain
«DapPMaKOKIHETUKA).

Mpyn 3acTOoCyBaHHi MOTY>KHUX iHTi6ITOPIB UMTOXpOMYy P450 3A4: MakcuMasibHa fo3a npenapaTy BesvkapT™ mae GyTv o6MexeHa 40 5 Mr npu ogHoYacHOMY
npuioMi 3 KETOKOHA30/10M abo TepaneBTUYHUMK [03aMK HLUMX CUAbHUX [HTi6ITOpPIB i30dopmu umToxpomy CYP3A4, Hanpuknag puUTOHaBipy, HendiHasipy,
iTpakoHa30/y (4MB. po3ain «B3aemMogia 3 iHWMMK NiKapCbKMMK 3aco6amu Ta iHLWI BUAMN B3aEMOLiN»).



Besukap™ npuiimaTi nepopanbHO, KOBTATW TaBNETKM LM, 3aN1Ba0U PiIMHON, HE3AIEXKHO Bif, Npuiiomy Txi.

aiTw.
He gocnigpkyBanun 6e3neky Ta eeKTUBHICTb 3aCTOCYBaHHS npenapaty AitaM, Tomy Besvkap ™™ He cnifg npusHayaTy Wil KaTeropii nawjieHTiB.

Nepeno3yBaHHA.

CumnTomu.

Mepefo3yBaHHA cOMiheHaUMHY CyKUMHATY MOXE MPU3BECTU A0 TSHKKMUX aHTUXONIHeprivyHMX edekTiB. HalviBuwa fo3a conieHauuHy CyKumHaTy, NpuiiHATa
BMMaAKOBO OAHUM NaLieHTOM, CTaHOBMMa 280 Mr NPOTArom 5 roguH, CrnocTepiranmcs 3MiHM NCUXiYHOro CTaHy, WO He NoTpebyBasn rocnitanizayil.

NikyBaHHs.

Y pasi nepefo3yBaHHA CofitheHaUMHy CYKUMHATY NawlieHTOBI HEOOXIAHO NPUIAHATU aKTMBOBaHE BYTifng. Moxe 6yTU KOPUCHUM NPOMUBaHHS LLUTYHKA, SKLLO BOHO
3pobneHe NPOTArom 1 roAnHu Nicns Npuinomy npenapaty, ane He CNif BUKNUKATY 6/1H0BaHHS.

LLlof0 IHWNX aHTUXONIHEPTIYHNX eqeKTiB, TO CUMMITOMM Cij NiKYBaTN TAKUM YUHOM:

— TSOKKI aHTUXONIHEPriyHi edieKTn 3 BOKY LEHTpasIbHOI HEPBOBOI CUCTEMMW, TaKi SK rafitouuHauii abo nigpuwieHa 30yAnMBICTb: NiKyBaHHS (i30CTUrMiHOM abo
Kap6axonowm;

— CyioMM abo NifBuLLEHY 30yANMBICTb: NiKyBaHHS 6eH30ia3eniHaMu;

— HeAOCTaTHICTb 3 6OKY OpraHiB AMXaHHA: NiKyBaHHS — LUTYYHa BEHTUNALLIA NEreHis;

— Taxikapgis: nikyBaHHs 6eTa-6nokatopamu;

— 3aTPMMKa CEYOBUMYCKaHHSA: NiKyBaHHS — KaTeTepu3au,is;

— Migpia3: NiKkyBaHHA OYHUMU KpanasaMu, Hanpukaag ninokapniHoM, Ta/abo po3milleHHs nalieHTa y TeMHil KiMHaTi.

AK i y pa3i nepefo3yBaHHA IHWIMMU aHTUXONIHEPTIYHUMI 3aco6amn, 0COBNMBY yBary Cfif NPUAINATA nalieHTam 3i BCTAHOB/IEHUM PU3MKOM NMOAOBXKEHHS IHTEPBaTY
QT (npwu rinokaniemii, 6pagukapaii, Npyu 04HOYAaCHOMY 3aCTOCYBaHHI NpenapaTis, WO CNPUYNHAIOTL NOAOBXEHHS iHTepBany QT) i nauieHTaM i3 3aXBOPHOBaHHSIMU
cepus (iLuemis miokapza, apuTmii, 3acTiiHa cepLieBa HeJOCTaTHICTb).

Mo6iuHi peakuii.

Besnkap™ moxe CrpuuMHUTM NOGIYHI eeKTn, NOB’sA3aHi 3 aHTVUXOMIHEPriYHOW A€l conideHaumHy, £Ki, fK NpasBwuno, cnabki abo MomipHi. IXHA uacToTa
3a/1eXunThb Bif [03K npenapary.

HaiiuacTiwe no6iyHe sBuLLEe — CYXiCTb Y POTI, WO cnocTtepiranaca y 11 % nauieHTiB, AKi oTpuMyBaiv o3y 5 Mr Ha o6y, y 22 % nauieHTis, ki oTpumysanu 10 mMr
Ha 006y, y 4 %, AKi oTpuMyBa/n nnauebo. BupaxeHIiCTb CyXOCTi Y poTi, K NpaBuno, 6yna cnabkoto, i TifIbKA Yy NOOANHOKMX BUMaAKax Npu3BoAmaa 4o NPUNMHEHHS
NiKyBaHHA. 3araoM NikapcbKuid npenapaT focUTb Jo6pe nepeHocuscst (613bko 99 %), i npubansHo 90 % nauieHTiB npuiimMany npenapar NPoTArom MoBHOMO
nepiogy JOCNIMKEHHS, AKUI TpMBaB 12 TUXKHIB.

Y TabnuLji HKYe HaBeIEHO iHLLI NOGiYHI e(heKT, 3apeecTPoBaHi NPX NPOBEAEHHI KNiHIUHKX gocnigpkeHb Besnkapy ™ Ta y nicnapeecTtpauiiHnii nepiog.

Knacudikauis [y>xe yacTo YacTo HeuyacTo PigKicHi Lyxe Hesigomo
MedDRA >1/10 > 1/100, >1/1000,<1 | > 1/10000, PiAKiCHI (4acToTy He
<1/10 /100 <1/1000 <1/10000 MO>XKHa OLLiHWUT
Ha OCHOBI
HasiBHUX [aHWX)




IH(bekuiT Ta
iHBasil

IHbeKuiT
CeYOoBMBILHUX
LLNAXIB, UACTUT

AHainakTny-Ha

3 60Ky iMyHHOT peakuis*
cucTeMm
3 60Ky SHWXKEHHS
meTaboniamy Ta aneTuTy*,
TpaBneHHs rinepkaniemis*
McnxiyHi antoyunHa-ui™ | MapeHHs*
po3nasau cnnyTa-HicTb
cBigomocTi*
lMopyLueHHs 3 CoOHNUBICTb, 3anamopo-yYerHa*,
60Ky HepBOBOI MOPYLLEHHS! rO/I0BHUA
cucTemm CMaKy bib*
3 60Ky opraHis HeuiTKicTb CyxicTb oyel I"naykoma*
3opy 30py
3 60Ky cepus Torsades de
pointes*,
NOAOBXEHHS

iHTepBany QT Ha

IMi*,

e/IeKTPOKap-Aiorpa
Gibpunauis
nepeacepab*,
BIAUYTTS
cepueouTTa*,
Taxikapgis*

3 60Ky opraHis CyxicTb AuncgoHia*

ANXaHHA, rpyaHoT C/130BOI

KNiTKN Ta 060/10HKM

cepefoCTiHHSA HOCOBOT

NMOPOXXHNHN




3 6oky CyxicTb y 3anop, acTpo-e3odareaft-tenpoxig-Hicrb Kuiwkosa
LLI/TYHKOBO-KNLLIKOBQT i HyfoTa, peditoKc, TOBCTOrO Henpoxif-HicTb*,
TpaKkTy aucnencis, CYXiCTb Y FOTUi | KALIEYHN-KY, aboMiHaIb-HUIA
Biflb y XMBOTI KOMnpo-cras, Anckomdopt*
OntoBaH-HA*
"enartobini-apHi MopyLUeHHs
po3naan (hYHKLLIA
NeYyiHKn*,
MopyLUeHHS
[aHnX
nabopaTopHuX
[OCNiAKeHb
NneYviHKOBUX
npo6*
3 6OKY LUKipW i CyxicTb wkipyn | Ceepbix*, MynbTu-thopMHAEKChoniaTUB-HIIA
MiALWKIPHNX BMCWNAH-HS* | epuTemMa*, fepmaTut*
TKaHWH KpOnuB'aH-Ka*,
HabpsK
KBiHke*
3 60Ky M'a30Ba
OMOPHO-PYX0BOro cnabkicTb *
anapary
Ta Cnosy4yHol
TKaHVHU
3 60Ky HMPOK Ta YTpypHeHe 3aTpumMKa Hunpkosa

CevyoBMBIAHOT

ce4vyoBunyCKaH-HA

ce4vyoBuny-CKaHHA

HefocCTaT-HICTb*

cuctemu
3arasibHi MigsueHa
po3naau BTOM/1tOBa-HICTb,

nepudgepuy-Huii
HabpsK

*nicnapeecTpauiiHnin nepiog.

TepMiH NpUAATHOCTI. 3 POKMK.

YMoBM 36epiraHHs.




36epiratn y HegOCTYNHOMY ANs AiTei MicLi.
36epiratv npu TemnepaTypi He BuLe 25 °C.

YnakoBKa.
Mo 10 Tabnetok y 6nictepi, no 1 a6o no 3 6nicTepn B KAPTOHHI KOpPOOLi.

KaTteropis Bignycky. 3a peLentom.

Bupo6HUK.
AcTtennac ®apma KOpon b.B., HigepnaHan/Astellas Pharma Europe B. V., the Netherlands.

Micue3HaxomkeHHS BUPOOHMKa Ta A0ro agpeca Micusa NPOBagpKeHHS 4isiNIbHOCTI.
Xoremar 2, 7942 [)K Mennen, HigepnaHgn/Hogemaat 2, 7942 JG Meppel, the Netherlands.

Y pasi BUHUKHEHHSA NOBIYHMX eqpeKTiB NPOCUMO HanpaensTh iHpopmauito o MNpeactasHmyTBa Actennac ®apma HOpon B. B., Ha agpecy 04050 m. Kuis, Byn.
MuMoHeHKa, 13, kop. 7-B, ogic 41, Ten.044 490 68 25, dakc. 044 490 68 26.



