IHCTPYKUISA
JUISE MEIHYHOTO 32CTOCYBAHHS Jii KAPCHKOT0 32c00y

BILHKJIOJ
(BICYCLOL)

Cknao:

ditoua peuosuna: bicyclol;

1 Tabnerxa micTuTh OitpKIIoLy 25 Mr;

00NOMIICHI pevosuHu: KPOXMallh KYKyPY/A3sHHUH, IyKpO3a, HaTPiF0 KPOXMaJIbITKOIAT (THIT A), MarHilo creapar.

Jlikapcbka ¢popma. Tabierku.
Ocnosni pizurko-ximiuni eracmugocmi: 6ii, Kpyrii, ABOOMYKIT TabneTKI

dapmMaKoTepaneBTHYHA rpyna.

3acobu, 1110 3aCTOCOBYIOThCS [IPH 3aXBOPIOBAHHSIX IICUIHKH, JIMOTPOMHI pedoBuHu. 'enarorponsi npenaparu. Koq ATX A05SB

Dap iuHi 2

Dapmarodunamixa. 3a XiMiuHOI0 cTpyKTypoIo biumkion noxiduuii 1o Gipennary. Jlaui hapmako uHAMIYHIX HOCIIUKEHb JOBEIH, 110 BillMKiIo 31aTHUIT 3HUKYBATH Il IBUIICHUH PIBEHb TPaHCAMi Ha3 NPH IeNaTHTAX, yPaKeHHI eyl HKH
xnopodopmom, D-raakro3amMiHOM Ta aneTaMiHO(EHOM 1 BITHOBIIOBATH MOPYIICHHS CTPYKTYPH MEWHKOBOI TKAHMHHU PI3HOTO CTYNEHs TSUKKOCTL. BHACTIIOK eKCepUMEHTaIbHUX AOCIIKEHS in Vitro Ha KONOHil kiitun 2.2.1.5
BCTaHOBJICHO, IO BillMK/I0T 31aTHAIT IPUTHI UyBaTH CEKPELl 0 TIOBEPXHEBOTO aHTHTeHY Bipycy rematuty B (HBsAg), E-antureny Bipycy rematuty B (HBeAg), JIHK Bipycy rematuty B i PHK Bipycy renarury C. Huukiion npursiuye
npoyKyBaHHs (akropa Hekpo3y myxnunn (PHIT) aktueauMH HefiTpodinamu, kinitnHamu Kyndepa ta Makpodaramu, a Takoxk BUBOJUTE 3 KIITHH BiIbHI panukann. TakuM YMHOM, GIMKIION IIPUTHIYYe OKHCITIOBATbHE HATIPYKCHHS,
CHPHYMHEHE NOPYIIEHHAM (YHKIIT MITOXOHAPIN IelaToLKTIB, IO HOIEPE/UKAE HEKPO3 Ta AMONTO3 Y IelaToUUTax. BillMKIIoN Takoxk 3aTpHMYE alloNTo3 renaToUUTIB, CTUMYJIbOBAHUH (PAKTOPOM HEKPO3Y IyXJIMHH Ta IUTOTOKCHYHMMH T-
KIiTHHAMH. Y CBOIO 4epry Iie IPU3BOJUTH JO BIIHOBJICHHS NOLIKOLKEeHb siapa Ta JIHK remaronuris.

Dapmarori nemuxa. Iepion HamiBBUBENIeHHA B mepury (asy aBodasHoi Mozeni (t(/yka) cTaHoBUTH 0,84 TOMHN, TIEpioJl HATIBBUBECHHS B IPYTY (a3y aBodasHoi Mojesi (t(/jke) CTAHOBHTE 6,26 TOJMHH, Yac TOCATHEHHS MAKCHMAJIbHOT
KOHLEHTPALLT (t(peak)) — 1,8 rojMHH, MakcHMaIbHA KOHUEHTpPaLls B 111a3Mi KpoBi (Cmax) — 50 Hr/mi1. Cmax i I1011a 1M 11 KPUBOIO «KOHIEHTpALis-4acy nepeGyBaroTh y NpsMiii 3a1eKHOCT Bill NPHIHHATO! /1031 npenapary, aie inmi
(bapmakokineTHUHI IapaMeTpH, TaKi K t(/jka, t(*Hke, VA/F (Binnowenns 06'emy posnoainy (Vd) nikapceekoro 3acoby o0 Gonocrynuocti (F), CL/F i t(peak), 3MIiHIOIOTbCS HEICTOTHO, 3A1I€XKHO Bil 103H, Ta Bi/INOBI 1AI0Th OCOOIMUBOCTSIM
TiHi fiHOI (papMaKOKHETHKH.

MaxkcuMalbHa KOHLGHTPAILis MOKe 3pDOCTATH IIPH 3aCTOCYBaHHi IIpenapaTy Ii s iiu.

Merabouni3m GilkIIoNy Bi 10yBa€eThest B nediHIl 3@ yqacTio uutoxpomy P450 3 yrBopenHsm ocHoBHUX Metabouiti B 4OH-Bicyclol i 4OH-Bicyclol.

IIpenapar crioctepiraersest B KpoBI JIIOJMHU B HE3Mi HCHOMY BUIUISLI 4epe3 |5 XBUIIMH HiC/Is HepOpaIbHOro 3aCTOCYBaHHs. MakcHMaibHa KOHICHTpALIst GILHKIONY CIOCTEPIrae Thes y NediHIi Yepes 4 FOAMHY IICIIs MPUIoMY Ipernapary.
Cryninp 38’a3yBanHs 3 GilkamMu nuasMu Kposi nocsrae 78 %. Menm Hixk 30 % GIlMKII0NY BUBOANTECS 3 OPraHi3My TPaBHMM TPakToM 3 dekati smu npotsarom 24 roaus. [pubausno 1,3 % npenapaty BusoauThcs 3 ceueto Ta 0,03 %—3
HKOBYIO.

Kuiniuni xapakrepucruku.
Ilokazanns.

Tenaruri, 10 CYNPOBOUKYIOTHCS IBUIICHHSIM aKTHBHOCT1 TpAaHCAM 1HA3 EYIHKH:
- XpoHiuHuii BipycHuii rematut B;

- XpoHiuHuii BipycHuii renatut C;

- HEaJIKOTOJIbHUIT CTEaTOrenaTHT,

- QJIKOTOJIbHUI TeaTUT;

- TOKCHYHI (B TOMY YHCIIi JTIKapChKHii) remaTuTH.

Ilpomunokasanns.
TTizBHIIEeHa Yy TIMBICTB 10 KOMIOHEHTi B ipenapaty. l'octpuii renatut. Ilefpox BaritHOCTI i roflyBanHs rpy k0. JuTsuuii ik 10 12 pokiB.

B3aemodin 3 inwumu nikapcoKumu 3acodamu ma inuwi 6uou 63acmooii.
ITpy 0JTHOYACHOMY 3aCTOCYBaHH OILMKIONY 3 HYKJICO3WIHIMH NPENapaTaMy, TAKUMH 5K JIAMIBY/IHH, MOXKIIHBE 3HIVKCHHs ¢DEKTHBHOCTI Ipenapary.

Ocobnusocmi 3acmocysanns.

Ilin gac gikyBaHHs npernapatoM BilMKIIoN c1i MOCTi HHO KOHTPOJIIOBATH CTAH MAall€HTa I QYHKIIO NEYiHKH.

3 00epeKHICTIO 3aCTOCOBYBATH NpENapaT MaljeHTaM i3 rinoansbyMiHeMiero, IMPO30M NEUIHKH, BAPUKO3HMM PO3IIMPEHHAM BCH CTPABOXO/Iy, MPH TCY HKOBIi cHIedanonarii, 3 TAKKO0 GOpMOI0 renaTuty, HUPKOBOK HEJIOCTATHCTIO,
CYTTEBO MiJIBUIICHUM piBHEM Oinipy0iHy, acClUTOM, rernaTopeHaabHiIM CHHAPOMOM. CJi i 3 0COBIMBOIO 06EPEXKHICTIO MPU3HAYATH TIPEHapaT MPH ayToi MyHHOMY TeHaTHT.

3acmocysanns y nepiod eazimuocmi abo 200yeanHs 2pyooio.
He 3actocoByBath.

30amuicme enaueamu na wWUOKi cmb pearkyii npu KepyeanHi agMOMpancnopmom abo i HUUMU MeXanizmamu.
Jyske pi Ko I 4ac JIKyBaHHs CIOCTEPIra€ThCs 3allaMOPOYCHHS, TOMY CIIil JOTPHMYBATHCS 00CPEKHOCTI IPH KepyBaHHI aBTOTPAHCIIOPTOM 200 pOOOT 3 1 HIIMMHU MEXaHI3MaMH.

Cnocid 3acmocyseanua ma oosu.

JlopociuM i JiTsiM BikoM Bi i 12 pokiB npenapar Hpu3HayaroTh BHYTPILIHBO B 1031 25 Mr (1 TaGnerka) 3 pasu Ha 100y; y pasiHeoOXixHocti — 50 mr (2 Tabuerku) 3 pasu Ha 100y.
Tpenapar biuukiton npuitMaroTh Yepes 2 FOAUHM MCIs 1 au.

Min iManbHuii nepion JTikyBaHHA — 6 MicsliB 260 3riIHO 3 MPU3HAYCHHAM JIiKaps.

OcoGam stiTHROr0 BiKy (oHaz 70 pokiB) 103y TpenapaTy BH3HAYAKOTh i HIMBITyalbHO.

Jimu.

He 3acrocoByBath mitaM Bikom 710 12 pokiB.

IIepedosysanns.
3riAHO 3 MPOBEACHMMH KIIiHI YHUMH JOCII JDKEHHSIMHU 1pH 3actocyBaHHi birmkiony B 1o3i 150 mr 3 pasu Ha 100y He criocTepiranocs »O0AHOTO BUIIAAKY epefo3yBaHHs. OKpiM TOro, HEPeBUIICHHS 3BUYAHOTO 103yBaHHS IS JTIOJHHU Y
400 pa3iB HE CTIPUYMHATIO TOKCHYHOI peaKIii.

ITo6iuni peaxuii.
Bimukiion 3a3Bu4aii 1o6pe nepenocutsest. [10014Hi peakiii, B pa3i BAHUKHCHHS, MAIOTh THMYAaCOBHI XapakKTep, Jerkuii ab0 MOMIPHHIA CTYIIiHb BUPA)KCHHSI | MHUHAIOTH CAMOCTI HHO ITiCIst BiMiHM mpenapary abo 3a 10mOMOrox
CHMNTOMATHYHOI Tepamnii. 3 yacToToro MeHie 0,5% MOKyTh BHHHKATH 3aIIaMOPOYCHHS, BHCUITH Ha IIKIpi, 3/yTTs )KHMBOTA Ta ONIOBaHHs. Y HEBENNKO KiTbKOCTI MallieHTiB (<0,1%) MOKIMBI rONOBHHMIA OiJIb, TOPYIICHHS CHY,

JIACKOM(OPT B €I racTpasibHiil ALISAHIL, 1T1ABHIECHHS PiBHS aKTHBHOCTI TPaHCaMi Ha3, 3MEHILEHHS KiJIbKOCT TPOMOOIIMTIB Ta IMiJBUIICHHS P iBHS IYKDY i KpeaTHHIHY.
Tepmin npudamnocmi. 3 poxu.

YmoBu 30epiranus.

B opwurinanbHiil ynakoBLi npu temmeparypi He Buuie + 25 ° C.

30epirati y HEAOCTYIHOMY JUIst i Tei MicLi.

Ynakoska.
TTo 9 Tabaerok y Ouicrepi 3 IUHBKH O Bl HUIXJIOPUAHOT 1 GOJIbIH amOMiHi€BOT; 110 2 OJii cTepH B Hayly.

Kareropis Binnycky. 3a penenrtom.

Bupoouuk.
Beiimxkinr FOuion ®apmacerorikan Oexropi.

Micne: v Ta ii0ro ajapeca MiCUsi IPOBA/LKEHHS iSILHOCTI. 102600, Kcinr Ve Hop3 Poyn, paiion Jlakcin, paiitentp XyaHityns, M. [Tekin, Kutait.



