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FKOBeHa

NMone3sHble CCbIJIKU:

LleHa B AiHpnekce [op3gpaB Cronunyku Anpenb
[ocpeecTp Bukunepwus
PJIC VIDAL Mail.Ru Drugs.com?*"

dopmMa BbiNnycKa:
PopmMa BbiycKa, onucaHne U cocras

Kancy.m,l 6enoro uBeTa, TBepOble, XXeNaTUHOBLIE.

1 kanc.
cungeHaduna untpaTt 140.48 mr,
HTO COOTBETCTBYET COAEpP)XaHUNIO cuageHaduna 100 mr

BcrnomoraTenbHble BellecTBa: NakTo3bl MOHOrnapaT - 104.35 Mr, MarHua cteapaT - 3 Mr, Les1ios03a
MUKPOKPUCTaIINYeckas - 40 cogepXXnmoro Kancyssl 300 mr.

CocTaB Karcy/bl: TuTaHa anokcug E171 - 2 mMr. meTunnaparmgpokcubeHnsoat E218 - He 6onee 0.38 mr,
nponunnaparuvgpokcndbeHsoaT E216 - He 6onee 0.095 Mr, xenaTuH - go 100 mr.

1 WT. - yNakOBKM S4ENKOBble KOHTYPHbIe (1) - Nayky KapTOHHbIE.
4 WIT. - YNaKOBKWN A4ENKOBbIE KOHTYpPHbIE (1) - Na4ykn KapTOHHbIE.
4 WT. - YNaKOBKWN A4ENKOBbIe KOHTYpPHbIE (2) - Na4ykn KapTOHHbIE.

dapMaKkosiormieckme cBomMcTaa:

dapMakognHaMuKa

CenekTUBHbIA NHINBUTOP LNKIOryaHo3snHMoHodgocdaT (ufMd)-cneundurydeckon ®35. 135, oTBeTCTBEHHAs 3a pacnag
urMo, cooep>XnTcsa He TOJIbKO B KaBEPHO3HOM TeJie NoJI0BOro 4jieHa, HO U B CcOCyAaX JIerkKnx.

BoccTaHaB/MBaeT HapyLLUEHHYIO 3pPeKTUNbHYI0 YHKLMIO U obecneynBaeT eCcTeCTBEHHbIA OTBET Ha CeKCyalsibHoe
B03byxgeHune. CungeHadunn He oKasbiBaeT NPAMOro paccnabnsowero BAINSHUA Ha KABEPHO3HOE TeJ10, HO aKTUBHO
ycunmBaeT paccnabnsowmni apdhekT OKMCK a30Ta Ha 3TY TKaHb. Npu cekcyanbHOM BO3OYy)XAEeHUN NIOKaslbHOe
BbicBo6OXXAeHMe NO nopf BaMsiHueM cungeHaduna npuBoamnT K yrHeTeHunio ®L35 1 nosblleHnto ypoBHS ufrM® B
KaBepHO3HOM TeJie, B pe3yJsibTaTe 3TOro NpoucXoanT paccnabneHune rnagkux Mol U yCUIeHNe KPOBOTOKA B KaBEPHO3HOM
Tene.

ABnAscb uHrnbutTopom ®L135, cnnpgeHadnn ysenndimeaeT cogepxaHme ulfM® B rnaAKoMbILLEYHbIX KJIeTKax JIerOYHbIX
COCYZL0B 1 BbI3blBaeT UX paccnabneHune. Y naumeHTOB C IEFOYHON runepTeH3nen npuemM cungeHaduna NnpmBoanT K
pacLUMPEHUNIO COCYAOB JIEFKUX U1, B MEHbLLEN CTEMNMeHU, APYyrnx CoCcynos.

CunpeHadunn cenekTmeeH B oTHoweHun ®135 in vitro. Ero akTMBHOCTb B oTHOoWeHUn ®135 NnpeBOCXOANT aKTUBHOCTL B
OTHOLWEHUN APYIrnX N3BECTHbIX n3odepmeHToB ®3: ®196, y4acTBylOLLEN B Mepefaye CBETOBOro CUrHasna B ceT4aTomn
obonoyke rnasa - B 10 pa3; ®131 - B 80 pa3; 132, ®134, ®O37-®[1311 - 6onee 4em B 700 pa3. AKTUBHOCTb cuafeHadumna
B OTHoweHnn ®135 6onee 4em B 4000 pa3 NpeBOCXOAMUT €ro akTUBHOCTb B OTHoweHun ®33, uAM®-cneundurnyeckon L3,
y4acCTBYIOLLEN B COKpaLLEeHUn cepaua.
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CunpeHadun MOXXeT BbI3blBaTb JIerKoe 1 rnpexojsllee HapyLleHe pasiniyeHuns LBeTa (CuHero/3eneHoro). Mpeanosiaraemsim
MeXaHU3MOM HapyLUeHUs LBETHOro 3peHns cymTaeTcs yrHeteHne ®196, koTopas y4acTByeT B npoLecce nepegadn ceeTa B
ceT4yaTKke. UccnepoBaHua in vitro nokasanu, 4To BansaHWe cungeHaduna Ha @136 B 10 pa3 ycTynaeT ero akTUBHOCTU B
oTHoweHun ®35.

PapMaKOKUHETHUKa

Mocne npuema BHYyTpb cungeHagun 6biIcTpo BcacbiBaeTcs. AbcontoTHas GUoaoCcTynHOCTb B cpegHem cocTasnsieT 40%
(25-63%). Mocne ogHOKpaTHOro npnema BHYTpPb B A03e 100 Mr C,ay COCTaBNSET 18 Hr/MN 1 goCcTUraeTcsa Npu npueme
HaTowak B Te4yeHune 30-120 mMuH. MNpu npueme cungeHaduia B CONETAHUN C XKUPHOW MULLEN CKOPOCTb BCACbIBaHUSA
CHMXKAETCH; Thax YBENN4MBaeTca Ha 60 MuH, a C,,x CHUIXXAETCA B cpeaHeM Ha 29%. V4 cunpgeHaduna B paBHOBECHOM
COCTOSIHUM CoCTaBnseT B cpegHeM 105 n. CungeHadma n ero 0CHOBHOW LMPKYAUpYyoWnin N-gecMeTuIbHbIn meTabonnTt
npuMepHo Ha 96% cBsA3bIBalOTCA ¢ 6enkamm nnasmel. CBsA3bIBaHNE C 6enkaMy He 3aBUCUT OT obLLEel KOHLEeHTpaumum
cunpeHacduna. Menee 0.0002% po3bl (B cpegHem 188 Hr) obHapy>xmnBanun B cnepmMe vyepes 90 MuH nocse npmema
cunpeHaduna.

CunpeHadunn metabonmsnpyetcs, rnaBHeiM obpa3omM Noh AeNCTBUEM MUKPOCOMasbHbIX 30thepMmeHTOB neveHn CYP3A4
(ocHoBHOW nyTb) 1 CYP2CI.

OCHOBHOWN LMPKYMpYOLWMA MeTabonnT, KOTopbin obpa3yeTcs B pe3ysbTaTe N-gecMeTunmpoBaHus cunpeHaguna,
noasepraeTcs AanbHenwemy metabonmnsmy. Mo ceneKTUBHOCTU AencTBUA Ha P13 MeTaboanMT ConocTaBmM C
cunpeHadusioM, a ero akTUBHOCTb B OTHowweHun @35 in vitro coctasnseT npumepHo 50% aKTUBHOCTM CaMOro
cunpeHaduna. KoHueHTpaums metabonuTta B nsiasme coctaBnsieT npuMmepHo 40% oT TakoBon cungeHaduna. N-
fecmeTnameTabonuT noaBepraeTca AajibHenweMy MeTabonm3my; ero TepMuHabHbI Ty, PaBeH OKO0 4 Y.

O6wunin KNMpeHc cungeHadnna n3 opraHmsma paseH 41 /4, a Ty, B TepMUHanbHYo a3y - 3-5 4. MNocne npuema BHYTpb
cnnpeHadua BbIBOAUTCA B BUAe MeTabo/IMTOB B OCHOBHOM C KaJioM (npuMepHOo 80% [03bl) U B MEHbLUEN CTENEHU - C MOYOW
(MpumepHOo 13% [03bI).

Y NauneHTOoB MNoXXnaoro BospacTta (65 neT n cTapue) KAMPEHC cungeHaduia CHUXeH, a KoHUeHTpauna ceobogHoro
aKTUBHOrO BeLleCcTBa B rnjasme npumepHo Ha 40% npesbillaeT ero KOHUEeHTpaLuio y Monoabix (18-45 neT) naumeHTos.

Mpw noyveyHon HepgocTaTovHOCTU nerkon (KK 50-80 mn/MuH) n cpenHen (KK 30-49 Mn/MUH) CTENEHN TSXECTKU
hapMaKoKuHeTMYeCcKne napameTpbl cungeHaduaa nocse npmemMa BHyTPb 0AHOKPATHO (50 Mr) He nameHsaoTca. MNpu
MoYe4yHON HefOoCTaTOYHOCTM Tsxenon cteneHn (KK=30 Ma/MunH) knmpeHc cungeHaguia CHMXaeTCs, 4TO MPpUBoamnT K
npumMmepHo asykpaTHoMy yBennveHuto AUC (100%) n Cpax (88%) No cpaBHEHMIO C TaKOBLIMW MOKasaTeNs MU NPU HOPMasibHON
hYHKLMN NOYEK Y MauMeHTOB TOM e BO3PacTHOW rpynnbl.

Y NauneHTOoB C LMPPO30M neveHu (knacc A 1 B no wkane Yanng-Mbto) KAMpeHC cungeHapumna CHUXKaeTCs, YTo NPUBOANT K

nosbiweHnio AUC (84%) u Chax (47%) NO CpaBHEHUIO C TAaKOBLIMU MOKa3aTeNaMU NPy HOPMaJbHOW (OYHKLMN NeYeHn y
nauneHTOoB TOWN e BO3pacTHOW rpynnbl.

Moka3zaHuA K NPUMEeHeHMI0:

JNlevyeHune HapyLIJEHI/II7I 3peKUNN, XapaKTepnsyrowmnxcs HeCrnocobHOCTbIO K OCTUXKEHUIO UK COXpaHeHnt s3pekKunn NonoBoro
YsieHa, 4OCTaTO4YHOW AN YAOOBNETBOPUTENBHOIO NMNOJIOBOIo akKTa.

JNlero4yHas rmnepTeH3nd.

OTHOCUTCHA K Done3HsAM:

e [MnepTeH3usd
e HapyuleHns spekumnmn

NMpoTuBONoOKasaHuA:

OLHOBPEMEHHbBIN NMpYeM AOHAaTOPOB OKMCK a30Ta WM HUTPATOB B JIOObIX (hOpMax, MOBbILLEHHAA YyBCTBUTENbHOCTb K
cunpgeHaduny.

Cnocob npuMeHeHuMA u Bo3bl:

JleyeHre HapyLIeHW 3peKLn: MPUHNMAIOT BHYTPb NPUMEPHO 3a 1 4 A0 NAaHMPyeMOn CeKCyaslbHOM aKTUBHOCTU. Pa3oBas

no3a coctanseT 50 mr. C y4yeToM 3(h(HeKTUBHOCTM N MEPEHOCUMOCTM [03a MOXKET ObITb yBennveHa Ao 100 Mr nam cHuxeHa
0o 25 mr. MakcumasibHas pa3osas fgo3a coctasnseT 100 mr. MakcmasibHas YacTtoTa npuMmeHeHuns - 1 pas/cyT. Onsa noXunnbix
rMauneHTOB B BO3pacTe CTaplie 65 neT 1 npu ConyTCTBYIOWNX HapyLLeHnaxX MYHKLUM NoYeK nan nevYyeHn Ao3a coctasnseT 25
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M.
Jlero4yHas runepTeH3unsa: BHyTpb no 20 Mr 3 pasa/cyT ¢ nHTepBasioM OKOJ10 6-8 4 HE3aBUCUMO OT Npruema nuLlm.

MakcumanbHas CyToyHas fo3a cocTaBnseT 60 Mr. MauneHTaM C HapyLlleHneM OYHKLUM NoYeK KOPPEKLNS 03bl He
TpebyeTcs, ogHaKo NpuK NI0XON NepeHOCUMOCTU 403y CHMXKaT Ao 20 Mr 2 pa3a/cyT.

MobouyHoe pencreue:

Co cTopoHbI L{HC: BO3MOXXHbI F0sI0BHas 60J1b, MPUANBLI, FON0BOKPYXEeHMe, 6eCCoOHHMLA.

CO CTOpOHbI I'II/ILL(eBapl/ITefIbHOVI CUCTEMBbI: BO3SMOXHbI gucnencusa, acteHund, umapeﬂ, 6OJ'IVI B XXMNBOTEe, TOLLIHOTA.
Co CTOPOHBbI KOCTHO-MbILLIe‘-IHOVI CUCTEeMBI! apTpanrnn, Mmmanrnn, nosblilleHNe MblLLEYHOIo TOHYCa.

Co CTOpPOHbI AblIXaTe/IbHOW CUCTEMbI: 3aN10XKEHHOCTb HOCa, PapPUHINT, PUHUT, CUHYCUT, UHPEKUNN OblXaTeNbHbIX nyTe|7|,
HapyweHune AblXaHus.

Co CTOPOHbI OpraHa 3peHuns: N3aMeHeHne 3peHna (nerkoe n npexogsuiee; rnaBHbIM 06pa30M n3MeHeHne LBeTa 061HEKTOB, a
TaKXe yCuneHHoe BoCcnpmnaTmne ceeTa N HapylwleHne 4HeTKoCTun 3peH|/|9|), KOHBIOHKTUBNUT.

lpoyne: BO3SMOXHbI Fpl/ll'll'lOI'IOﬂ,OﬁHbIIZ CUHAPOM, pa3BuUTe MHPEKLUNOHHBIX 3aboneBaHU, CMMNTOMbI Basogunataummn, 6onm B

CMVHE, CbiMNb, MHPEKLUN MOYEBbLIBOAALLNX MyTeN, HapyLleHns PYHKLUUN NpeacTaTeNbHON )Kese3bl; B eAUHNYHbIX CyYasnX -
npuanunsm.

B3auMopencTBMe C APYrMMM JiIeKapCTBEHHbIMM CpeacTBaMum:

Mpn ogHOBpEMEHHOM NpuMeHeHUn NHrnbutopos CYP3A4 (3puTpoMMLUMHA, LUMETUANHA) CHUXKAETCA KAMpPeHC cungeHaduna,
MoBbILLIAETCA KOHLEeHTpaunsa cniaeHadmna B naasme Kposu.

Mpv 04HOBPEMEHHOM NMPUMEHEHWUW MHAVHABMPA, CaKBUHaBKpPa, PUTOHaBUpa nosblwaeTcs Cyay B N1a3Me kposu 1 AUC
cungeHaduna, 4To obycnoBieHo nHrubrpoeaHnem nsodepmerTa CYP3A4 nof BAVSHUEM UHAMHABUPA, CAKBMHABMPA,
puUTOHaBMpa.

MO>KHO 0XKMAaTb, 4TO Bosnee cunbHbIe MHIMBUTOPLI N3odepmeHTa CYP3A4, Takne Kak KETOKOHA30J1 UK UTpakoHason, byayT
MoBbIWATb KOHLEHTPALUMO cungeHaguna B niasme Kpoeu

I'Ip|/| OOHOBPEMEHHOM MPUMEHEHUN C HUTPaTaMn YCUNNBaAETCA T’MNOTEH3NBHOE nencrteme HNTPaTOB.

OnucaH CJ'Iy‘-IaVI pPa3BnTNA CMUMNTOMOB pa6,EI,OMVIOJ'II/IBa rnocsie o4HOKpaTHOro npvemMa Ao03bl cungeHadpuna y naumneHTa,
nony4vawowero CMMBacCTaTuH.

Ocobble ykazaHua U Mepbl NPefoCTOPOXKHOCTH:

MNepen HavanoMm npvema cungeHapuna 4Nns e4eHna HapyLeHnn 3pekumn cnegyeT NpoBecTn obcnenoBaHne cepaeyHo-
COCYyONCTON CUCTEMBI.

C OCTOPOXXHOCTbIO C/iegyeT NPUMeHsATb Y NauMeHTOB C aHaTOMMYecKon aedopMaLimenn NosoBOro YieHa (Hanpumep,
aHrynauMs, KaBepHo3HbI Grbpos unn 6onesHb MenpoHn) n noaen ¢ 3aboneBaHNaAMN, KOTOpble NpeapacnonaratT K
pa3BMTMIO Npranm3Ma (TakMMm Kak CeprioBUAHO-KAETOYHasA aHEMUS, MHOXKECTBEHHaa M1esioMa Nin Nenkemms).

He cnepyeTt NpUMeHATb Y NauneHTOoB, ANA KOTOPbLIX CeEKCYasibHaA aKTUBHOCTb HeXXenaTeJibHa.

C OCTOPOXXHOCTbLIO MPUMEHATbL Y NaUNEHTOB CO CKJIOHHOCTbIO K KPOBOTOYNBOCTU, Npn A3BEHHON 60N1e3HN xenyaoka n
,EI,BEHaD,LI,aTI/II'IepCTHOVI KULWKN B hase OﬁOCTpeHVIFl, npn HacneagCTtBeHHOM NUrMEeHTHOM peTUHUTE.

CnnpgeHadun He NPpUMEHSAIOT y NaLUneHTOoB B Bo3pacTe A0 18 nerT.
BnvisiHne Ha crmocobHOCTb K BOXXAEHUIO aBTOTPaHCopTa v yrpasaeHNI0 MEXaHU3MaMu

Cmn,u,eHacbmn He OKa3blBaeT BJUSHUSA Ha CMOCOOHOCTb K BOXAEHUIO aBTOTpPaHCNOPTa U ynpaBneHNo MexaHnsMmamn.

UcTouHumK: http://drugs.thead.ru/Yuvena
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