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Bunpgerpa

Kon ATX:

* GO4BEO3

Me)XayHapoaHoe HenaTeHTOBaHHOe Ha3BaHue (HEﬁCTByIOI.IJ.ee Bel,ecTBo):

e CunpeHadun

NMone3sHble CCbIJIKMU:

LleHa B AiHpnekce [op3gpaB Cronunyku Anpenb

MHH

Cocpeectp™™™ Bukuneguna™t

PJIC VIDAL Mail.Ru Drugs.com?**

dopmMa BbinycKa:

dopmMa BbilycKa, onMcaHue U cocTaB

TabneTku ¢ NPoOsIOHrMPoBaHHbIM BbICBOOOXXAeHNEM, NOKPbITbIe NJ1eHO4YHOU 060/104KO0#M TeMHO-ronyboro LBeTa,
Kpyrble, ABOSIKOBbLIMYKJIble; Ha MonepeyHoM pa3pese BULAHbI ABa CJ105 - aapo 6enoro nav noyTn 6enoro uBeTa v NaeHo4Has

obono

YKa.

1 Tab.

cunpe

Haduna ymtpaTt

140.48 mr,

HTO COOTBETCTBYET COAEPXXAaHUNIO cuageHadunia OCHOBaHUS 100 mr

BcrnomoraTenbHble BelwlecTBa: rmnpomessiosa - 110 mMr, nakTo3bl MOHOrMApPaT (Caxap MOJIOYHbIN) - 82.52 Mr, noBuaoH K25 -
14 mr, MmarHumsa cteapaT - 3 Mr.

CocTaB obos104ku: onagpan 1l 85F205024 rony6on - 12 Mr, NOAMBUHWAOBLIA cnnpT - 4.8 Mr, Makporona 4000 - 2.424 wr,
AJIIOMVHUEBBIN JTaK C KPACUTENSIMU MHAUTOKAPMUH 1 BpunanaHToBbIM ronybbimM - 0.7476 Mr, KpacuTeNb Xesie3a oKCua
XenTbin - 0.0324 mr, Tanbk - 1.776 Mr, TUTaHa AnoKCcug, - 2.22 Mmr.

1 WT. - yNakoBKM iHENKOBbIe
1 WT. - yNakoBKK si4eKoBble
1 WT. - yNakoBKM iHENKOBbIE
1 WT. - yNakoBKM iHENKOBbIe
2 WT. - YNaKOBKN A4ENKOBble
2 WT. - YNaKOBKN A4ENKOBbIe
2 WT. - YNaKOBKN A4ENKOBblE
2 WT. - YNaKOBKN A4ENKOBble
4 WIT. - yNaKOBKN A4ENKOBbIE
4 WT. - YyNaKOBKN A4ENKOBble
4 WT. - yNaKOBKN A4ENKOBblE
4 WIT. - yNaKOBKN A4ENKOBbIE
. - YNAaKOBKMN SS4ENKOBbIE KOHTYPHbIE (1) - MaYKN KapTOHHbIE.

. - YNaKOBKW A4ENKOBbIE KOHTYpPHbIE (2) - Na4YKn KapTOHHbIEe.

. - YNAaKOBKMN S4ENKOBbIe KOHTYPHbIE (4) - Na4YKN KapTOHHbIE.

. - YNaKOBKM i4€KOBble KOHTYPHbIe (10) - Naykn KapTOHHbIE.
. - BaHKKW 13 nonmaTnneHTepedTanaTa (1) - NaYKN KapTOHHbIE.

10 wT
10 wT
10 wT
10 wT
10 wT

KOHTYpPHbIe (1) - NaYkn KapTOHHbIE.
KOHTYpPHbIE (2) - NaYKN KapTOHHbIE.
KOHTYpPHbIE (4) - Na4YKN KapTOHHbIE.
KOHTYpPHble (10) - NaYykn KapTOHHbIE.
KOHTYpPHbIe (1) - Na4Yky KapTOHHbIE.
KOHTYpPHbIE (2) - Ma4YKN KapTOHHbIE.
KOHTYpPHbIe (4) - NaYKN KapTOHHbIE.
KOHTYpHble (10) - Na4YKN KapTOHHbIE.
KOHTYpPHbIE (1) - Ma4YKn KapTOHHbIE.
KOHTYpPHbIE (2) - NaYKN KapTOHHbIE.
KOHTYpPHbIE (4) - NaYKN KapTOHHbIE.
KOHTYpHbIe (10) - Ma4yky KapTOHHbIE.

) -
) -
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20 wT. - 6aHKM n3 nonnaTuneHTepedTanaTa (1) - Na4YKN KapTOHHbIE.
40 wT. - 6aHKM U3 NnonmaTuneHTepedTanaTa (1) - Na4ykn KapToHHbIE.
50 wT. - 6aHKM n3 nonmaTuneHTepedTanaTa (1) - Na4YKN KapTOHHbLIE.
100 wT. - 6aHKK 13 nonnaTuneHTepedTanaTa (1) - Na4YKM KapTOHHbIE.

dapMmakoTepaneBTU4eckas rpynna:

e OpraHoTponHble cpeacTBa

da pMaKoJsioruieckKkue CBOMCTBA:
®apmaKognMHaMuKa

CenekTUBHbIN NHINBUTOP LNKIOryaHo3nHMoHodgocdhaT (U M®P)-cneundurnyeckon ®35. @135, oTBeTCTBEHHas 3a pacnag
uUrMo, conep>XnTca He TOJIbKO B KaBEPHO3HOM TeJie MoJIOBOro Y4JeHa, HO U B COCyAax Nerkunx.

BoccTaHaB/MBaeT HapyLLUEHHYIO 3PEeKTUNbHYIO YHKLUMIO 1 obecneynBaeT eCTECTBEHHbI OTBET Ha CeKCyallbHoe
B03byxxaeHune. CungeHadunn He oKasbiBaeT NPAMOro paccnabnsowero BIMAHUA Ha KaBEPHO3HOE Tesi0, HO aKTUBHO
YyCUNMBAET paccrabnstowmin aphekT OKMCK a30Ta Ha 3TY TKaHb. MNpu cekcyanbHOM BO3Oy>XAeHUN JIOKasibHOe
BbicBO6OXXAeHMe NO nopf BAMsiHueM cungeHaduna npmBoamnT K yrHeteHnio @135 n nosblweHUto ypoBHS ulfM® B
KaBepHO3HOM Tefe, B pe3ysibTaTe 3TOro NpoucXoanT paccnabneHne rnagkux Mol U yCUNeHNe KPOBOTOKA B KaBEPHO3HOM
Tene.

ABnAscb uHrnbutopom ®35, cunpeHadun ysenndneaeT cogepxaHme ulfM® B rnaAKoMbILLEYHbIX KJeTKax JIerO4YHbIX
COCY[Zl0B U1 BbI3blBaeT X paccsiiabneHune. Y NnauneHToB C JIErOYHOW rmunepTeH3mnen npuem cungeHaduia npuBoanT K
pacLUMPEHMNIO COCYA0B JIEFKMX W, B MEHbLUE CTeneHn, Apyrux cocyaos.

CunnpeHadun cenekTueeH B oTHoweHnn ®35 in vitro. EFro akTUBHOCTL B OTHOWeEHUM ®135 npeBoCXOANT aKTUBHOCTL B
OTHOLWEHUN APYrux n3BecTHbiX nsodepmeHtos ®3: @136, y4acTByloLLEN B Nepefaye CBETOBOro CUrHana B ceT4yaTomn
obonoyke rnasa - B 10 pa3; ®131 - B 80 pa3; 132, ®134, ®O37-®[1311 - 6onee 4em B 700 pa3. AKTUBHOCTb cuafeHadumna
B oTHoweHun 35 6onee 4yem B 4000 pa3 NpeBOCXOAUT €ro aKTMBHOCTb B OTHoweHun ®133, yAM®-cneunduyeckon 3,
y4acTBYIOLLEN B COKpalleHun cepaua.

CunpeHadun MOXXeT BbI3blBaTb JIerkoe 1 rnpexojsllee HapyLleHe pasiniyeHuns LBeTa (CuHero/3eneHoro). MpeanosiaraemMmsim
MEeXaHU3MOM HapyLUeHUs LBETHOro 3peHns cymTaeTcs yrHeteHne ®196, koTopas y4acTByeT B npoLecce nepegadn ceeTa B
ceT4yaTKke. UccnepoBaHua in vitro nokasanu, 4To BAMsaHWe cungeHaduna Ha @136 B 10 pa3 ycTynaeT ero akTUBHOCTU B
oTHoweHun ®35.

mapMaKOKMHeTMKa

Mocne nprnema BHYTpb cnnaeHadun beicTpo BcackiBaeTca. AbcontoTHasa 6MOAOCTYNHOCTL B cpeaHeM cocTasnseT 40%
(25-63%). Mocne ogHOKpaTHOro nprema BHYTpPb B Ao3e 100 Mr C,,y COCTaBnsaeT 18 Hr/mMn 1 gocTuraeTcsa npu npueme
HaTowak B TedyeHne 30-120 muH. Npn npueme cungeHaduna B COHETaHUM C XXUPHOW NULLEN CKOPOCTb BCACbIBAHUSA
CHMXaeTcs; Thax YBenn4nBaeTcs Ha 60 MUH, a C,,, CHUXXAETCA B cpeHeM Ha 29%. Vy cungeHaduna B paBHOBECHOM
COCTOSIHUM COCTaBNseT B cpegHeM 105 n. CunpeHama n ero 0OCHOBHOW LMPKYAUPYOWNA N-AecMeTubHbIn MeTabonmt
npumMmepHo Ha 96% cBsa3biBaloTCA ¢ 6enkamm nnasmel. CBA3bIBaHUE ¢ 6enkamum He 3aBUCUT OT obLLLEe KOHUEeHTpaummn
cunpeHaduna. Menee 0.0002% posbl (B cpegHem 188 Hr) obHapy>xmnBanun B cnepMe vyepes 90 MuH nocne npmema
cunpeHaduna.

CunpeHadun metabonmsnpyercs, rnaBHbiM obpa3omM Noa AeNCTBUEM MUKPOCOMasbHbIX 3othepMmeHTOB neveHn CYP3A4
(ocHoBHOM NyTb) n CYP2COI.

OCHOBHOW LMpKympyoLwmnn meTabonnt, KoTopbln obpasyeTca B pesynbTaTe N-gecmeTunanposaHusa cungeHadpuna,
noaBepraeTcs fanbHenwemy Metabonnsmy. Mo ceNneKTUBHOCTU AENCTBUA Ha 1D MeTaboMT ConocTaBmM C
cunpgeHadunioM, a ero akTUBHOCTb B 0THoweHun @35 in vitro coctasnseT npumepHo 50% akTUBHOCTU CaMoro
cunpeHaduna. KoHueHTpaums metabonnTa B naasme coctaBnseT npuMmepHo 40% oT TakoBon cungeHaduna. N-
JecMmeTuaMeTabonuT noaBepraeTcs fasbHelweMy MeTabonnsMy; ero TepMrUHasbHbIA Ty, PaBeH 0KOJI0 4 Y.

ObLwmnn KNpeHc cnnpgeHadunna n3 opraHnsma paseH 41 n/4, a Ty, B TepMUHaAbHYt0 da3sy - 3-5 4. MNocne nprema BHYTPb
cunpeHacun BbIBOANTCS B BUAe MeTabosIMToB B OCHOBHOM C KasioM (NpuMepHO 80% [03bl) U B MEHbLLEN CTEMNEHU - C MOYON
(npumepHO 13% [03bl).

Y naumneHTOoB MOXXWUJIOro Bo3pacTa (65 neT n ctaplie) KNMpeHc cunaeHaduna CHUXEH, a KOHLeHTpauuna ceoboaHoro
aKTMBHOrO BellecTBa B Naa3me npumMmepHo Ha 40% npeBblllaeT ero KoHUeHTpaumoo y Mmonoabix (18-45 neTt) naumneHTOB.

Mpwn noyeyHom HepgocTaTo4YHOCTM nerkon (KK 50-80 mn/muH) n cpegHen (KK 30-49 MA/MUH) CTENEHN TAXXECTU
(hapMaKoOKMHEeTMYeCKe napamMmeTpbl cungeHaduia nocse npmemMa BHyTPb 0AHOKpaTHO (50 Mr) He nsmeHsaTcsa. Mpu
noYyeyvyHON HeJoCTaTOYHOCTU Tsxkenon cteneHn (KK=30 Ma/MUH) KNnMpeHc cnnaeHaduaa CHUXXaeTcs, 4YTo NpMBOANT K
npumepHo aABykpaTHoMy yBenndeHuto AUC (100%) n Cpax (88%) No CpaBHEHMIO C TaKOBLIMW MOKasaTeNsaMn Npu HOpPMasibHON
PyHKLMN NOYEK Yy NaLMEHTOB TOM »Xe BO3paCTHOM rpynnbl.

CTpaHvua 2 u3s 4



Bunperpa
®dapmakonormnyeckas 6asa pgaHHbix (http://drugs.thead.ru)

Y naumeHTOoB C LMPPO30M neveHun (knacc A n B no wkane Yanna-Melo) KnnpeHc cnnaeHadmna CHUXXaeTcs, YT0 NPMBOAUT K
nosbiweHnio AUC (84%) n Cax (47%) NO CpaBHEHMIO C TAaKOBbIMU NOKa3aTeNsaMn Npy HOPMaabHON (OYHKLMN NedYeHn y
nauMeHTOB TOM »Xe BO3PaCTHOM rpynnbl.

NMoka3aHusa K NpUMeHeHuUlo:

JleyeHve HapyLLEeHUN 3PEKLINN, XapaKTEPU3YIOLLMXCSA HECMOCOBHOCTBIO K AOCTVXXEHMIO NI COXPAaHEHWIO 3PEKLIUN NMOJI0BOro
YyfieHa, 4OCTaTOYHOW ANs yA0BEeTBOPUTENLHOIO NOJIOBOr0 aKTa.

Jlero4Has runepTeHs3uns.

OTHOCMUTCA K bonesHamMm:

e [MnepTeH3us
e HapylleHns apekummn

MpoTuBOoNnoOKasaHusa:

OLHOBpPEMEHHbIN NpreM A0HAaTOPOB OKMCK a30Ta WM HUTPATOB B NIOObIX (hopMax, MOBbILLEHHaA YyBCTBUTENbHOCTb K
cunpeHaduny.

Cnocob npyuMeHeHuA n [03bl:

JleveHne HapyLleHU 3peKLnn: NPUHUMalOT BHYTPb NPUMEpHO 3a 1 4 A0 naaHnpyeMol cekCyasibHOM akTUBHOCTU. Pa3oBas
no3a coctansfeT 50 mr. C y4yeToM 3(h(HeKTUBHOCTM N MEPEHOCMMOCTM [03a MOXKeET ObITb yBenmveHa Ao 100 Mr nam cHuxeHa
0o 25 mr. MakcumanbHas pa3oBas fo3a coctasnseT 100 mr. MakcMManbHasa YacToTa NpuMeHeHns - 1 pa3/cyT. 08 noXnabix
naumeHTOB B BO3pacTe CTaple 65 neT n npu conyTCTBYIOWNX HApYLLEHMNAX PYHKLMM NOYEK UAK NeYeHn Ao3a cocTaBnseT 25
M.

Jlero4yHas runepTeH3unsa: BHyTpb no 20 Mr 3 pasa/cyT ¢ nHTepBasioM OKOJ10 6-8 4 HE3aBUCUMO OT NprMema nuLlm.

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

MobouyHoe pmencreue:

Co cTopoHbI L{HC: BO3MOXXHbI F0JI0BHas 60J1b, MPUANBLI, FON0BOKPYXEeHe, 6eCCoOHHMLA.

CO CTOpOHbI I'II/ILL(eBapl/ITefIbHOVI CUCTEMBbI: BO3SMOXHbI Ooucnencusa, acteHund, umapeﬂ, 6OJ'IVI B XXMNBOTEe, TOLWIHOTA.
Co CTOPOHBbI KOCTHO-MbILLIe‘-IHOVI CUCTEeMBI! apTpanrnn, Mmmanrunn, nosblilleHNe MblLLEYHOI0 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 4YeTKoCTun 3peH|/|9|), KOHBIOHKTUBNUT.

lpoyne: BO3SMOXHbI I'pI/II'II'IOI'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 (3puTpoMuLUMHA, LUMETUANHA) CHUXKAETCA KAMpPeHC cungeHaduna,
MoBbILLIAETCA KOHLEeHTpaunsa cniaeHadmna B naasme Kposu.

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

MOXKHO 0XKMAaTb, 4TO Bosnlee cunbHbIe MHIMBUTOPLI N3odepmeHTa CYP3A4, Takne Kak KETOKOHA301 UK UTpakoHason, byayT
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MoBbIWAaTb KOHLLEHTPpaLUnio cungeHacdnia B niasMme Kposu
Mpu ogHOBPEMEHHOM MPYMEHEHUMN C HATPATaMN YCUIMBAETCS TMMNOTEH3UBHOE AEeACTBME HUTPATOB.

OnucaH cnyqa|7| pPa3BuTUA CMUMNTOMOB pa6p,0M|/|on|/|3a nocysie oAHOKpPaTHOro npunemMa Oo3bl CI/IHH,EHaCbI/IJ'Ia Yy nNauneHTa,
nosiyyqawouiero cMMmBacTaTUH.

Ocobble yka3zaHua U Mepbl NPefoCTOPOXKHOCTH:

Mepen HavanoMm Nprvema cungeHaduna ons 1ev4eHns HapyLweHUn apekunmn cnegyeT npoBecTn obcnenoBaHne ceppeyHo-
COCyanNCTON CUCTEMBI.

C OCTOPOXKHOCTbIO CefyeT NPUMEHATL Yy NauMeHTOB C aHaTOMMNYECKOn aedopMaLiMein NosaoBoro YieHa (Hanpumep,
QHrynsuMs, KaBepHo3HbI Grbpos unm 6onesHb MenpoHn) n Ntogen ¢ 3aboneBaHnsaMN, KOTOpble NpeapacnonararT K
pa3BMTUIO NpManmsMa (TakMMmM Kak CeproBuUaHO-KNETOYHAA aHEMUSA, MHOXKECTBEHHAA MMesloMa Nan enkemMuns).

He cnepnyeT NpuUMeHATb Yy MauneHTOoB, A9 KOTOPbIX CeKCyasibHas akTUBHOCTb HexxeslaTesibHa.

C OCTOPOXXHOCTbIO MPUMEHSATL Y MaLMEHTOB CO CKJIOHHOCTbIO K KPOBOTOYMBOCTU, NpKU sA3BEeHHON B6onesHn xenynka v
,D,BeHa,D,LLaTI/IﬂepCTHOI?I KULWKN B (hase OﬁOCTpeHVIﬂ, npum HacnegCTBEHHOM NMUrMEHTHOM pPeTUHNUTE.

CunpgeHadun He NPUMEHSIT y NauneHTOoB B BO3pacTe A0 18 neT.
BavsHune Ha cnocobHOCTb K BOXKAEHNIO @BTOTPAHCIOPTa M yrpaBaeHWNI0O MeXaH3MaMu

CVIﬂD,eHanI/IJ'I He OKa3blBaeT BJINAHNSA Ha CNOCOBHOCTb K BOXKAEHMIO AaBTOTpaHCNOPTa 1 ynpasJIeHNO MeXaHU3MaMN.

UcTouHuK: http://drugs.thead.ru/Vildegra
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