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Ceanekc CungeHadgun

NMone3sHble CCbIJIKU:

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

dopmMa BbiNnycKa:
PopmMa BbiycKa, onucaHne U cocras
Ta6neTKu, NOKpPbITbIE nsieHo4YHou obosioykon PO30BOro uBeTa, ABOAKOBbLIMNYKIJIblE, p0M60BI/I):lHOI7I CbOprI CO Cpe3aHHbIMK

N 3aKPYrJIeEHHbIMU KpasiMuy, C rpaBupoBKoi "50" Ha O4HOM CTOPOHE; Ha NornepeyYyHOM pa3spese aapo TabneTku 6enoro nnu
noyTun 6esoro LBeTa.

1 Tab.
cungeHadunia umTpaTt 70.2 mr,
HTO COOTBETCTBYET COAEPXKAHUIO cungeHaduna 50 Mr

BcrniomoraTenbHble BellecTBa: Kpaxmas KyKypy3Hbin - 156.0 Mr, Lenniono3a MUKpoKpucTannmyeckas - 74.0 Mmr, marHums
cTeapaT - 5.0 Mr, TanbK - 5.0 M, KpEMHUSA ANOKCUA KOJOUAHBIN - 3.0 Mr, kKapbokcumeTnakpaxman HaTpus -10.0 mr.
lneHo4yHoe nokpbiTue Instacoat po3zosoe - 12.0 Mr: TuTaHa anokcmpg - 1.1 Mr, KpacuTtenb Xefesa OKCUA KpacHbin - 1.6 Mr,
rmnpomensnosa - 3.2 Mr, Makporos - 3.7 Mr, Tanbk - 0.4 mr.

1 wT. - 6nanctepsbl (1) - Na4YKN KapTOHHbIE.
2 WT. - 6aimcTepsl (1) - Ma4Ykn KapTOHHbIE.
4 WwT. - 6ancTepsl (1) - Na4KN KapTOHHbIE.

da pMaKoJiornieckKkue CBOMCTBA:
®apmaKogMHaMHuKa

CenekTUBHbIN NHINBUTOP LNKIOryaHo3nHMoHodgocdaT (ufMdP)-cneundurnydeckon ®35. @135, oTBeTCTBEHHas 3a pacnag
uUrMo, conep>XmnTcsa He TOJIbKO B KaBEPHO3HOM TeJie MOJIOBOro YJeHa, HO 1 B COCyAax Nerkux.

BoccTaHaB/MBaeT HapyLLUEHHYIO 3peKTUNbHYIO hYHKLMIO U oBecneynBaeT eCTeCTBEHHbI OTBET Ha CeKCyalslbHoe
B03by>xaeHune. CungeHadunn He oKa3sbiBaeT NPAMOro paccnabnsowero BMSAHUA Ha KaBEPHO3HOEe Tesl0, HO aKTUBHO
yCUnnBaeT paccrabnsowmin 3phekT OKMCK a30Ta Ha 3TY TKaHb. MNpu cekcyanbHOM BO3OYyXAeHUN JIOKasibHOe
BbicBO6OXXAeHMe NO nopf BAMsHMEM cungeHaduna npuBoamnT K yrHeTeHnio @135 n nosblweHUto ypoBHS ulfM® B
KaBepHO3HOM Tene, B pe3ysibTaTe 3TOro NpouCXoanT paccnabneHune rnagkux Mol U yCUNeHNe KPOBOTOKA B KaBEPHO3HOM
Tene.

AsnAscb uHrnbutopom ®35, cunpeHadun ysenndnsaeT cogepxaHme ulfM® B rnaAKoMbILLEYHbIX KJIeTKax JIerO4YHbIX
COCY[Zl0B U1 BbI3blBaeT X paccniabneHne. Y NnauneHToB C JIErOYHON rmunepTeH3mnen npuem cungeHaduia npuBoanT K
pacLUMpEeHMNIo COCYA0B JIErKMX W, B MEHbLUEl CTeneHn, ApYrux cocyaos.

CunnpeHadwun cenektTueeH B oTHoweHnn ®35 in vitro. EFro akTUBHOCTL B OTHOWEHUM ®135 npeBoCX0gNT aKTUBHOCTL B
OTHOLUEHUN OpPYrnX N3BECTHbIX n3odepmeHToB P3: ®[156, y4acTBYylOLEN B Nepefayvye CBETOBOro CUrHaNa B ceT4yaTon
obonoyke rnasa - B 10 pa3; ®131 - B 80 pa3; 132, ®134, ®O37-®[1311 - 6onee 4em B 700 pa3. AKTUBHOCTb cuafeHadumna
B oTHoweHunn P35 6onee yem B 4000 pa3 NpeBOCXOAMT €ro akTMBHOCTb B OTHoweHun ® 033, yAM®-cneundgurnyeckon ®3,
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y4acCTBYIOLLEN B COKpALLEHNMN cepaLa.

CunpeHadunn MOXKeT Bbi3blBaTh JIEFKOe 1 NMpexoasllee HapyLleHne pasnnyeHns uBeTa (cmHero/3eneHoro). MpegnonaraemMbsiM
MexaHW3MOM HapyLleHNs LBETHOIr0 3peHuns cynTaeTcsa yrHeteHme ® 136, kKoTopas y4acTByeT B npoLecce nepefayn ceeTa B
ceTyaTke. MiccnenoBaHus in vitro mokasanu, 4To BAusSHUE cungeHaduna Ha 196 B 10 pa3 yCTynaeT ero akTUBHOCTU B
oTHoweHun ®035.

mapMaKOKMHeTMKa

MNocne nprnema BHYTpb cnnaeHadun beicTpo BcackiBaeTca. AbcontoTHasa 6UMoAOCTYNHOCTL B cpeaHeM cocTasnseT 40%
(25-63%). Mocne ogHOKpaTHOro npvema BHyTpPb B Ao3e 100 Mr C,,y COCTaBnsaeT 18 Hr/mMn 1 gocTuraeTcsa npu npueme
HaTowak B TedyeHune 30-120 muH. MNpn npueme cungeHaduna B COHETaHUM C XXKUPHOW NULLEN CKOPOCTb BCACbIBAHUSA
CHUMXKaeTcs; Thax YBenn4nBaeTcs Ha 60 MUH, a C,5x CHUXXAETCA B cpeHeM Ha 29%. V4 cungeHaduna B paBHOBECHOM
COCTOSIHUM COCTaBNseT B cpeaHeM 105 n. CunpeHadma n ero 0OCHOBHOW LMPKYANpPYOWNin N-gecMeTubHbIn meTabonmt
npumMmepHo Ha 96% cBsa3biBaloTCA ¢ 6enkamm nnasmel. CBA3bIBaHUE ¢ 6enkamum He 3aBUCUT OT obLLLen KOHUEeHTpaummn
cunpeHaduna. Menee 0.0002% posbl (B cpeaHem 188 Hr) obHapy>xmnBanu B cnepMe vyepes 90 MuH nocne npmema
cunpeHaduna.

CunpeHadun metabonmsnpyeTcs, rnaBHbiM obpa3omM Noa AeNCTBUEM MUKPOCOMalbHbIX N3othepMmeHTOB neveHn CYP3A4
(ocHoBHOM NyTb) n CYP2COI.

OCHOBHOW LMpKympyoLwmnn meTabonnt, KoTopbln obpasyeTca B pesynbTaTe N-gecmeTunnposaHusa cungeHadpuna,
noaBepraeTcs fanbHenwemy Metabonnsmy. Mo ceneKTUBHOCTU AENCTBUA Ha 1D MeTaboMT ConocTaBmM C
cunpgeHadunioM, a ero akTUBHOCTb B 0THoweHun O35 in vitro coctasnseT npumepHo 50% akTUBHOCTU CaMoro
cunpeHaduna. KoHueHTpaums metabonnTa B niasme coctaBnseT npuMmepHo 40% oT TakoBon cungeHaduna. N-
JecMmeTunaMeTabonuT noaBepraeTcs fasbHelnweMy MeTabonnsMy; ero TepMrUHasbHbIA Ty, PaBeH 0KOJI0 4 Y.

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

Y nauneHTOoB MOXXWUJIOro Bo3pacTa (65 neT n ctaplie) KIMpeHc cunaeHaduna CHUXEH, a KOHLLeHTpauuna ceoboaHoro
aKTMBHOrO BellecTBa B Naa3me npnmepHo Ha 40% npeBblllaeT ero KoHUeHTpaumoo y Mmonoabix (18-45 neTt) nauneHTOB.

Mpwn noyeyHom HepgocTaTo4YHOCTM Nnerkon (KK 50-80 mn/muH) n cpegHen (KK 30-49 MA/MUH) CTENEHN TSXXECTU
(hapMaKoKMHEeTMYeCKe napamMmeTpbl cuageHaduia nocse npmemMa BHyTpPb 0AHOKpaTHO (50 Mr) He nsmeHsaTcsa. Mpu
noYyeyvyHON HeJoCTaTOYHOCTU Tsxkenon cteneHn (KK=30 Ma/MUH) KNnpeHc cnaaeHaduaa CHUXXaeTcs, 4YTo NpMBOAUT K
npumepHo asykpaTHoMy yBenndeHuto AUC (100%) n Cpax (88%) No CpaBHEHMIO C TaKOBLIMW MOKasaTesaMn Npu HOPMasibHON
PyHKLMN NOYEK Yy NaLMEHTOB TOM »Xe BO3paCTHOM rpynnbl.

Y naumeHToB C LMNPPO30M neveHu (knacc A n B no wkane Yanng-MNeto) KJINpEeEHC cvmp,eHacbvma CHM)XXaETCA, 4TO nNpueBoaAnNT K

nosbiweHnio AUC (84%) n Cax (47%) NO CpaBHEHMIO C TAaKOBbIMU NMOKa3aTeNsaMn Npyv HOPMaabHOW (OYHKLMN NedYeHn y
nauMeHTOB TOM »Xe BO3PaCTHOM rpynnbl.

NMoka3aHusa K NpUMeHeHuUlo:

JleyeHve HapyLLEeHUN 3PEKLINN, XapPaKTEPU3YIOLLMXCSA HECMOCOBHOCTHIO K AOCTVXXEHMIO NI COXPAaHEHWIO 3PEKLIUKN NMOJI0BOro
YyfieHa, 4OCTaTOYHOW ANs yA0BEeTBOPUTENLHOIO NOJIOBOr0 aKTa.

Jlero4yHas runepTeHs3uns.

OTHOCMUTCA K bonesHaMm:

e [MnepTeH3us
e HapylleHns apekummn

MpoTuBONoOKasaHuA:

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

Cnocob npyuMeHeHuA u [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. MakcuManbHasa YacToTa NpuMeHeHns - 1 pas/cyT. 08 noXnabix
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naumeHTOB B BO3pacTe cTaplle 65 neT u npu ConyTCTBYIOWMX HapyLweHnax yHKLMN NoYeK Uan nevyeHun fo3a coctasnseT 25
Mr.

Jlero4yHas runepTeH3usa: BHyTpb no 20 Mr 3 pasa/cyT ¢ UHTepBasioM OKOJ10 6-8 4 HE3aBUCUMO OT NpuemMa nuLLm.

MakcumanbHas cyTo4Has Ao3a coctansaeT 60 mr. MaumeHTam C HapyLleHneM PyHKLMN NOYeK KOPPEeKLUa A03bl He
TpebyeTcs, oa4HaKO Npur NI0XON NepeHOCUMOCTM [03Y CHMXKatT Ao 20 Mr 2 pasa/cyT.

NMobouyHoe peucTeue:

Co CTOPOHBbI LlHC BO3MO>XHbl TOJ1I0OBHaA 6OJ'Ib, npunnBebl, rONIOBOKPY>XXeHUE, 6ECCOHHVILI,a.

Co CTOPOHbI I'lMLLleBapMTeanOl;I CUCTeMbl: BO3MOXXHbI Auncnencuda, acteHnsa, gnapes, 6onn B XUNBOTE, TOLWWHOTA.
Co CTOPOHbI KOCTHO-MbILLEYHOV CUCTEMBI: apTpanarnn, Mmanrnn, NoBbllLeHNE MbILLEYHOro TOHYyCa.

CO CTOPOHbI AbIXaTe/IbHOU CUCTEMbI: 3aN0XXEHHOCTb HOCA, PAPUHIUT, PUHUT, CUHYCUT, MHMEKLIUN ObiXaTesbHbIX NyTel,
HapyLLUeHNe AbIXaHUS.

Co CTOPOHbI OpraHa 3peHUs: N3MeHeHne 3peHuns (nerkoe n npexoaduiee; rinaBHbIM o6pa30M M3MeHeHune uBeTa 06bEKTOB, a
TaKXe yCnneHHoe BoCcnpuaTne ceeTa U HapylleHne 4eTKOoCTr 3peHI/I9l), KOHBIOHKTUBUT.

I'Ipo*me: BO3MOXHbI FpI/II'II'IOI'IO,EI,06HbII7I CMHOPOM, pa3BnTune I/IHqi)eKLI,I/IOHHbIX 3aboneBaHuin, CMMNTOMbI Bazogunatauuu, 6onm B

CMVHe, CbiMb, MHPEKLUN MOYEBBLIBOASALLNX MyTeN, HapyLleHnsh PYHKLUM NpeAcTaTeslbHOM )Kese3bl; B €AUHNYHbIX ClyvasX -
npuanunsm.

BsauMmopneuncreume c APYruMm nekKapcrseHHbiMu cpencCcrBamMmm:

Mpu ogHOBPEMEHHOM NpUMeHEeHN MHIM6uTopoB CYP3A4 (3puTpoMULIMHA, LMMETUANHA) CHUXAETCA KJIMPEHC cunaeHaduna,
MOBbLILLAETCA KOHLEHTpaUns cunaeHaduna B naasmMe Kposu.

Mpv oAHOBpPEMEHHOM NMPMMEHEHUN NHAWHAaBMPa, CakBMHaBMpPa, pUTOHaBmMpa nosbilwaeTcs Cpax B N1asme kposu n AUC
cunpeHaduna, 4To obycnosneHo nHrubuposaHnem nsopepmenta CYP3A4 non BAnsHMEM MHANHaBMpPaA, CAaKBUHaBMpa,
puTOHaBupa.

Mo>XHO oXXMAaTb, 4To Bonee cnnbHble MHIMBUTOPLI M30hepMeHTa CYP3A4, Takne Kak KETOKOHa30J/1 UM uTpakoHason, byayt
MoBbIWaTb KOHUEHTpauuio cungeHaduia B naasMe Kposu

Mpu ogHOBPEMEHHOM MPYMEHEHUM C HATPATaMN YCUIMBAETCS TMMNOTEH3UBHOE AEeACTBME HUTPATOB.

OnucaH cnyqa|7| pPa3BnuTUA CMUMNTOMOB pa6p,0M|/|on|/|3a nocnsie oAHOKpPaTHOro npunemMa Oo3bl CI/IHH,EHaCbI/IJ'Ia Yy nNauneHTa,
nojsiyyqawouiero cMMmBacTaTUH.

Ocobble yka3zaHua U Mepbl NPefoCTOPOXKHOCTH:

Mepen HavanoMm Nprvema cungeHaduna oas ev4eHns HapyLeHUn apekunmn cnegyeT npoBecTn obcnenoBaHne ceppeyHo-
COCyanNCTON CUCTEMBI.

C OCTOPOXKHOCTbIO CefyeT NPUMEHATL Yy NauMeHTOB C aHaTOMMNYECKOon aedopMaLiMein NosoBoro YieHa (Hanpumep,
AHrynsuMs, KaBepHo3HbI Grbpos unm 6onesHb MenpoHn) n Ntogen ¢ 3aboneBaHnsaMN, KOTOpble NpeapacrnonaraT K
pa3BMTUIO NpManmsMa (TakMMmM Kak CeproBuUaHO-KNETOYHAA aHEMUSA, MHOXKECTBEHHAA MMesloMa N enkemMus).

He cnepnyeT NpuUMeHATb Yy MauneHToB, A1 KOTOPbIX CeKCyasibHas akTUBHOCTb HexxeslaTesibHa.

C OCTOPOXXHOCTbIO MPUMEHSATL Y MaLMEeHTOB CO CKJIOHHOCTbIO K KPOBOTOYMBOCTU, NpKU sA3BEeHHON B6onesHn xenynka v
,D,BeHaD,LI,aTI/IﬂepCTHOI?I KULWKN B (hase OﬁOCTpeHVIﬂ, npm HacnegCTBEHHOM NMMUrMEHTHOM pPeTUHNUTE.

CunpgeHadun He NPUMEHSAIT Yy NauneHTOoB B BO3pacTe A0 18 neT.
BavsHue Ha cnocobHOCTb K BOXKAEHWIO @BTOTPAHCIOPTa M yrpaBaeHWNI0O MeXaHNn3MaMm

CVIﬂD,eHaqi)I/IJ'I He OKa3blBaeT BJNAHNS Ha CNOCOBHOCTb K BOXKAEHUIO AaBTOTpaHCNOPTa 1 ynpasJIeHNO MeXaHU3MaMN.

UcTtouHumK: http://drugs.thead.ru/Sealeks_Sildenafil
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