BusapcuH Ky-Ttab
dapmakosorndyeckas 6asa gaHHbix (http://drugs.thead.ru)

Bu3sapcuH Ky-Tab

100 ..

BU3APCUH' Ky-ma6’

oo &3

MeXxayHapoaHoe HenaTeHTOBaHHOe Ha3BaHue ([leAcTByloLlee BellecTBO):
e CunpeHadpun

NMone3sHble CCbIJIKMU:

LleHa B AiHpnekce [op3gpaB Cronunyku Anpenb

FCocpeecTtp”™™ Bukunegna™t

PJIC VIDAL Mail.Ru Drugs.com?**

dapMaKosiornyeckme CBOMCTBa:
PapmakoauHaMHUKa

CpencTBO A1 NeYeHns HapyLLeHn apekumn. BoccTaHaBIMBaET HapyLLEHHYIO SPEKTUIbHYO (hyHKLMIO 1 obecneynBaeT
eCTeCTBEHHbIN OTBET Ha CeKcyasibHoe BO3byXaeHue.

CunpeHadunn ABNSETCSH MOLWHbLIM U CENEKTUBHLIM UHIMBMTOpOoM LI M®-crneyuncundeckon gocgoamnactepassl Tuna 5 (®435),
KOTOpas OTBETCTBEHHa 3a pacnag ulfM® B kaBepHO3HOM Tene. CungeHadun He oka3lbiBaeT NpsAMOro paccnabnstowiero
BJINSIHNA Ha KaBEPHO3HOE TeJ10, HO aKTUBHO yCUMBAET paccrabnaowmn 3heKT OKNCK a30Ta Ha 3TY TKaHb. MNpu
CcekcCyanbHOM BO36Yy>XAEHMM NIoKanbHoe BbicBOboXxaeHMe NO nofa BANSHWEM cunfeHaduna NpuBOANT K yrHeTeHno @35 n
NoBbILLEHWNIO YPOBHS LITM® B KaBepHO3HOM TeJle, B pe3ybTaTe 3TOro NpoMcxoanT paccaabneHne rnagkux mMbliL n
yCUeHne KpOBOTOKa B KaBepHO3HOM TeJie.

CunpgeHadun MOXXeT Bbi3blBaTb JIerkoe 1 npexoasllee HapyLleHne pasndyeHns uBeTa (CuHero/3eneHoro). Mpegnonaraemsim
MEeXaHW3MOM HapyLUeHNs LBETHOIr0O 3peHns cHMTaeTca yrHeTteHne ®196, KoTopas y4acTByeT B npoLecce nepefadn ceeTa B
ceTyaTKke. UccnepoBaHua in vitro nokasanu, 4To BansaHWe cungeHaduna Ha @136 B 10 pa3 ycTynaeT ero akTUBHOCTU B
oTHoweHnn ®035.

WNccnepoBaHusa in vitro cBMAETENLCTBYIOT O TOM, 4TO aKTUBHOCTb cungeHaduna B otHoweHnn ®A35 B 10-10000 pas
NMPeBOCXOAMT €ro akTMBHOCTb B OTHOLLEHUW ApYyrux nsodopm dochoansctepassl (P43 1, 2, 3, 4 n 6). B 4acTHOCTHM
aKTUBHOCTb cungeHacdumna B oTHoweHnn @35 B 4000 pa3 NpeBOCXOAUT ero akTUBHOCTb B OTHoweHun ®133 - UAMOD-
cneymnduryeckon hochoamacTepasbl, y4acTBYOLLEN B COKpaLLLeHUn cepaua.

PapMaKOKHHETUKa

Mocne npuema BHYyTpb cungeHagun 6bICTpo BcacbiBaeTcs. AbcontoTHas GuofoCcTynHOCTb B cpegHem cocTasnsieT 40%
(25-63%). Nocne ogHOKpaTHOro npuema BHyTpb B Ao3e 100 Mr C,,, cocTaBnsaeT 18 Hr/Mn n focTuraeTcs npu npneme
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HaTowak B Te4yeHue 30-120 MmuH. Mpun npueme cungeHadmnaa B COHeTaHUN C XXUPHOW MULLEN CKOPOCTb BCACbIBAHNSA
CHMXKaeTCs; Thax YBeM4mBaeTcsa Ha 60 MUH, a Cax CHUXXaeTCsa B cpegHeM Ha 29%. Vy cungeHadunna B paBHOBECHOM
COCTOSIHUM cocTaBnsaeT B cpeaHeM 105 n. CunpeHacun n ero oCHOBHOM LUpKynnpyowmnin N-gecMeTunbHbIn MmeTabonunt
npuMepHo Ha 96% cBsA3bIBatoTCA € 6enkamm nnasmbl. Ces3biBaHME ¢ 6enkaMy He 3aBUCUT OT obLLel KOHLEeHTpauum
cunpeHacduna. MeHee 0.0002% fo3bl (B cpeaHem 188 Hr) obHapyxuBanu B cnepme yepes 90 MuH nocse npmema
cunpeHadpuna.

CunpeHadun metabonnsnpyeTtcs, rnasHbeiM 06pa3om noa AeNCTBUEM MUKPOCOMaJbHbIX n3odepMeHTOB nevyeHn CYP3A4
(ocHoBHOM NyTb) 1 CYP2CO9.

OCHOBHOW LMPKynMpyloLWwmin MmeTabonnT, KOTopbln 0bpasyeTcsa B pesynbTaTe N-gecMeTunnpoBaHus cungeHadpuna,
noasepraeTcs ganbHenwemy Mmetabonnsmy. Mo ceneKTUBHOCTU AeNCTBUA Ha 13 MeTabonmMT conocTaBmM C
cunpeHaduioM, a ero akTUBHOCTb B OTHoweHnn 135 in vitro coctaBnseT npumepHo 50% aKTUBHOCTM CaMOro
cnnpeHadumna. KoHueHTpauua metabonmTta B naasme cocTaBnseT npumepHo 40% oT TakoBon cungeHaduna. N-
JecMmeTunameTabonuT noasepraeTcs fanbHelweMy MeTabonnsMy; ero TepMruHabHbln Ty, paBeH 0K00 4 Y.

O6wunin KNMpeHc cnngeHadnna 13 opraHmsmMa paseH 41 /4, a Ty, B TepMUHanbHYo a3y - 3-5 4. MNocne npuema BHYTpb
cunpeHacun BbIBOAUTCS B BUAe MeTabosIMToOB B OCHOBHOM C KasioM (NpuMepHO 80% [03bl) U B MEHbLUEN CTEMNEHU - C MOYON
(npnmepHO 13% [03bl).

Y nauuneHTOoB NOXXU0ro Bo3pacTa (65 neT n cTapwe) KAMpeHc cungeHaduna CHUXEH, a KoOHLeHTpauunsa ceoboaHoro
aKTUBHOrO BeLleCcTBa B Nja3Me npuMepHo Ha 40% npeBblliaeT ero KOHUEeHTpaumno y monoabix (18-45 neTt) nauneHToB.

Mpwn noveyHom HepgocTaTo4HOCTM nerkom (KK 50-80 mn/muH) n cpegHen (KK 30-49 MA/MUH) CTENEHN TAXXeCTH
hapMaKoKMHeTNYeCKMe napaMeTpbl cuageHaduna nociae npmeMa BHyTPb 0A4HOKPaTHO (50 Mr) He nameHsaoTcs. Mpwn
MOYe4YHOM HeJoCTaTOYHOCTM Taxenon ctenerHn (KK=30 mMa/MUH) KNnpeHc cnngeHaduia CHUXXaeTCs, YTO NpMBOAUT K
npumepHo asykpaTHoMy yBenumydeHuto AUC (100%) n Cax (88%) NoO cpaBHEHUIO C TaKOBbIMU NOKa3aTensaMn Nnpy HoOpMabHOWN
PYyHKLNN NOYeEK Yy NaLMEHTOB TOM Xe BO3PaCTHOM rpynnbl.

Y naumeHTOB C LMppPO30M NeyveHu (knacc A n B no wkane Yanna-Meto) KNMpeHc cnngeHaduna CHUXaeTcs, 4To NPUBOANT K

nosbiweHnto AUC (84%) n Cpay (47%) NO CpaBHEHMIO C TAaKOBbIMU MOKasaTeNsMU NPU HOPMaJIbHOW PYHKLUN NEeYeHn y
rMauneHTOB TOW »Xe BO3paCTHON rpynnbl.

NMoka3aHusa K NpUMeHeHuUlo:

JNleyeHune HapyLLIeHVIIZ 2peEKUUNN, XapaKTepunsytowmnxcsa HEeCNoCoBbHOCTLIO K AOCTUXKEHMNIO U COXpPaHeHUO 3peKL N NOJIOBOTO
YsieHa, OCTaTOYHOW A1 YA0BNETBOPUTENLHOMO NOJIOBOrO aKTa.

OTHOCUTCH K Done3HsAM:

e HapyuleHuns apekummn

MpoTuBOoNnoKasaHusAa:

OLHOBPEMEHHbIN NPUeM AOHAaTOPOB OKMCK a30Ta WU HUTPATOB B NtOObIX (hopMax, MOBbILLEHHAA YYBCTBUTENbHOCTb K
cunpeHadpuny.

Cnocob npuMeHeHuAa M 0o3bl:
MPVUHUMaIOT BHYTPb MPUMEPHO 3a 1 4 [0 NaHMpPYyeMoi CeKCyasibHOM akTUBHOCTU. Pa3oBasi fo3a cocTaenseT 50 mr. C yyeTom
3(pHEKTMBHOCTM 1 NMEPEHOCMMOCTU A03a MOXKET ObITb yBennyeHa 4o 100 Mr nam cHuxeHa 1o 25 Mr. MakcumasibHas pa3oBas

Jo3a coctasnaet 100 mr. MakcumanbHasa 4yacTtoTa npuMmeHeHus - 1 pas/cyT.

ONns NoOXXnbiX NALUWEHTOB B BO3pacTe CcTapLue 65 neT n npu conyTCTBYOLWNX HAPYLIEHUAX PYHKLMN NOYEK NN NMeYeHn f03a
cocTaBnseT 25 mr.

NMobouyHoe pencTeue:
Co CTOPOHBbI LlHC BO3MO>XHbl TOJ1I0OBHaA 6OJ'Ib, npunnBebl, rOIOBOKPY>XXeHUE, 6ECCOHHVILI,a.
Co CTOPOHbI I'lVILLleBapMTeanOI;I CCTeMbl: BO3MOXXHbI auncnencua, acteHna, gnapes, 6onn B XUMBOTE, TOWWHOTA.

Co CTOPOHbI KOCTHO-MbILLEYHOUN CUCTEMBI: apTpanarnn, Mmanrnn, NoBbilLLeHNE MbILLEYHOIro TOHYyCa.
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Co CTOpPOHbI AblIXaTeAbHOW CUCTEMbI: 3aN10XKEHHOCTb HOCa, PapPUHINT, PUHUT, CUHYCUT, UHPEKUNN OblXaTeNbHbIX nyTe|7|,
HapyweHne AblXaHus.

Co CTOPOHbI OpraHa 3peHuns: N3IMeHeHne 3peHna (nerkoe n npexogsuiee; rnaBHbIM 06p330M n3MeHeHne LBeTa 061HEKTOB, a
TaKXe yCuneHHoe BoCnpmnaTmne CeeTa N HapylleHne 4eTKoCTun 3peH|/|s1), KOHBIOHKTUBUT.

lTpoyne: BO3SMOXHbI I'pVII'II'IOI'IOﬂ,OﬁHbIVI CUHAPOM, pa3BuTne MHPEKUNOHHBIX 3aboneBaHnn, CMMNTOMbI Basogunataummn, 6onm B

CMVHe, CbiMb, MHPEKLUN MOYEBBLIBOAALLNX MyTeN, HapyLleHns PYHKLUWN NpeAcTaTesbHOM )Kese3bl; B €AUHWNYHbBIX CIlyYasX -
npuanunsm.

Bsanmopencreue c APYrMmMn nekKapCrBeéHHbIMU CcpencCcrBamMmm:

[Mpn ofgHOBpPEMEHHOM NpuMeHeHUn MHrnbutopos CYP3A4 (3pnTpoMULMHa, LMMETUANHA) CHMXKAETCS KIMPEeHC cungeHaduna,
MNoBbILLIAETCA KOHLUEHTpaumsa cungeHadusia B rnsiasme Kposu.

Mpn ogHOBpPEMEHHOM NpUMeHeHUN NHAWHaBUpPA, CakBUHABMPaA, pUuTOHaBupa nosblwaeTcs C,y B N1asme kposu n AUC
cunpeHacduna, 4To obycnoeneHo nHrnbuposaHnem nsopepmeHta CYP3A4 non BAnsHMEM MHANHaBMpPaA, CakBUHaBMpa,
puTOHaBuMpa.

Mo>XHO 0XXMAaTb, 4To Bonee cnnbHble MHIMBUTOPLI M30hepMeHTa CYP3A4, Takne Kak KETOKOHA30J/1 UM uTpakoHason, byayt
MOBbIWATb KOHLUEHTpaLUmuo cunbgeHaduna B njiasme Kposu

MNpu 04HOBPEMEHHOM MPYMEHEHUM C HATPATaMN YCUIMBAETCS TMMOTEH3UBHOE NEeACTBME HUTPATOB.

OnuncaH cnyqa|7| pPa3BUuTUNA CMUMNTOMOB pa6,u0Mv|onV|3a nocysie OAHOKpPaTHOro npunemMa Oo3bl cmn,u,eHaqamna Y NauneHTa,
nojsiyqarouiero cCMMmBactTaTuH.

Ocobble YKa3aHUuA U Mepbl NpenoCTOPOIXXKHOCTMU:

MNepen HavanoMm nprvema cunpeHaduna cnenyeTt nposecTn obcnenosaHne cepaeyHoO-CoOCy ANCTON CUCTEMBI.

C OCTOPOXXHOCTbIO CieayeT NPUMEHATb Y NauMeHTOB C aHaTOMMYeCKon aedopMaLimein NosaoBoro YaeHa (Hanpumep,
aHrynauMs, KaBepHo3HbI Grbpos unn 6onesHb MenpoHn) n nopen ¢ 3aboneBaHNAMN, KOTOpble NpeapacnonaratT K
pa3BUTUIO NpUanm3Ma (TakMMn Kak CEPNoBUAHO-K/IETOYHasA aHeEMUSA, MHOXKECTBEHHaa MMesioMa UIn JIenkeMuns).

He cnepnyeT npuMeHsTb y NALMEHTOB, A1 KOTOPbIX CeKCyaslbHas akTUBHOCTb HexXesaTesbHa.

C OCTOPO)XHOCTbIO MPUMEHATb Y NMaLMEHTOB CO CK/IOHHOCTbIO K KPOBOTOYMBOCTH, MPU si3BEeHHON 6oie3Hn xenyaka u
ABeHaaLaTUNepCcTHOM KULWKK B ha3e oboCcTpeHns, Npu HacneaCcTBEHHOM MUIMEHTHOM PeTUHUTE.

B 3kcnepuMeHTabHbIX UCCIeloBaHNSIX He 06HapyXeHO f0Ka3aTeslbCTB KaHLEporeHHOCTH cunaeHaduna. baktepuansHble n
in Vivo TecTbl MO N3y4YeHUI0 MyTareHHOCTUN OKa3aJiuCb oTpuLaTesSibHbIMU.

CunpeHadunn He NPUMEHSIOT Y NaLNeHTOB B Bo3pacTe Ao 18 neT.

BnvisiHne Ha crocobHOCTb K BOXAEHUIO aBTOTPaHCopTa v yrpaBaeHNI0 MeEXaHU3MaMum

CunpeHaduna He oKa3blBaeT BANAHMSA Ha CNOCOBHOCTb K BOXKAEHUIO @aBTOTPAHCNOPTA U yNpaBieHN0 MeEXaHU3MaMu.
Mpyu HapyLweHnsax (pyHKLUNKN noYyek

Mpwn HapyweHnax yHKLUM NoYek f03a cocTaBnaeT 25 mr.

Mpyn HapyLweHnsax (PyHKUNN neYeHun

Mpwv HapyLweHnax PyHKLUN NevYeHn fo3a coctasnsaeT 25 mr.

lNMpuMeHeHue B NO>XXMJIOM Bo3pacte

Ons NoXnnblX NaunMeHTOB B Bo3pacTe cTaplle 65 net gosa coctasnseT 25 mr.

lNMpuMeHeHue B A€TCKOM Bo3pacTte

CVIﬂb,EI,eHaCbI/U'I He NPUMEHAKT Yy NauneHToB B BO3pacTe A0 18 ner.

UcTouHumK: http://drugs.thead.ru/Vizarsin_Ku-tab
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