MWHWCTEPCTBO 3JPABOOXPAHEHUA POCCUUCHOW EOEPALIMU
HHCTPYHUUA
MO MEAWLMHCHOMY MPUMEHBHMIO NeKapCTBEHHOro npenapara
OMHWH OHAC

PervcTpaumoHHbId Komep: NIC-000849
Toprosoe HaumeHoBaHWe: OMHUK Oxac

MempayHapopHoe  HENaTeHTOBAHHOE  HaWMeHoBaHue:
Tamcynosuu (Tamsulosing
JlevapcTaerHan  opmMa: TAGNSTHH  ©  KONTPOAMPYEMBIM

BbICBOGOMASHMEM, NOKPLITEIZ 0GONOHHONA.

Coctas
OgHa TabaeTra conepmuT:

pelicTayioues 28180TA0: TAMCYN03UHE rMapoxnopua - 0,4 mr;
BOMIOMOraTenbHLIE BellecTsa:

maxporan BOOO - 40,0 Mr, maxporos 7000000 - 200 0 Mr, mardua
cteapar - 1,2 Mr; ofonouka TabnetHn — ONgapaid menTsiit
03F22733 (rwnpomennoza 6 MMa - 69,536 %, makporon 8000 -
13,024 %%, wieneaa oHcwg wenToid - 17,440 %) - 7,25 Mr.
TamcyNoavHa rmapoxnapug, Makpoeron 5000, makporon 7000000
B 3ABNBHHOM KOMMYECTBE BXOAAT B COCTAS CYBCTAHUMK-TpaHyn
Tameynoswd OHAC npouseogeTea «Actendac @apma KOpon

B.B.», Huaepnanpe. Honwuectso Tamcynozun  OHAC
cyBeTanymm-rpaHyn B 1 Tabnetie — 2404 mr.

Onucanue
Hpyrible, ABOAHOBBIMYHABIE TABASTHH, NOHPLITEIE OBOADYHOHA, OT

o361 MpHem ML HE OHA3EIBZET BWAHWA HA BCACHIBAEMOCTS
npenapara. TamcynosuH XADAKTEPUIYETCR SIMHEAHOR
thapmadokuHeTuHon. [locne OAHOKPATHOTD NpYeMa BHYTPh
HaTOWAK TaineThY OMHUK OHEC MBKCUMANBHAS HOHLEBHTOAUMA
TamCcyno3kka B Nnasme AOCTMIaeTenA B cpeaHem vepes 6 Yacos.
B pasHOBECHOM COCTOAHMM, HOTOPO& AOCTUIASTCH K 4-My AHW
ApWaMa, HOHUSHTRAUWA TamcynoavHa B Nnasme [ocTwiasT
HaWBONBLIEro 3Ha4eHUA YEPas 4-B YACOB HaK HATOWEK, TaK M
nocne npuema N, MaKcumanbHas KOMUeHRTpaywe B noaame
YBENMUMBARTCA NDUMEPHD OT 6 HI/MA nocne nepsoi fo3sl Ao
11 Hrimn paBHOBECHOM  COCTOAHUM.  HaumeHbwian
HOMUEHTDAUMA TAMCYNo3uHa B Nnaswme coctasnseT 40 % ot
MERCHMATEHOW KOHUBHTPELMA ~B- NAA3ME  HaTOWaK K- NocAe
npresMa NuuH, CYWecTBYIOT SHAYHTENbHBIE HHAMBHAYAIEHLIE
PASNKYHA CREAM NAUMEHTOB B OTHOWEHWW HOHUEHTRAUWA
npenapata B MasmMeé  TI0CAR  DAHOHPaTHOW o3kl M
MHOTOKPATHOTG NpHema.

PacnpegeneHie: CBasb ¢ Gekamu naaamsl - oxoio 99 %,
ofseM pacnpepenenun HeBonowoai (akono 0,2 nlur).
MaraGonmam: Tamcynosud MeAfeHHO MeTabonuavpyeTca B
neyedy c Oﬁpﬂﬂ)BEHME‘M MEHEE EHTWBHBIX METAG0AMTOB.
Bonsian jacTh TamcynoanHa NPefcTasneHa B NNasmMe Kpoau B
HeW3MeHaHHOR opme. CriocoSrocTb TaMCynosmHa

ME/TOM0 [0 HOPHYHESATO-MENToMo UseTa, Ha OAHOA CTOPOHE  MHAYUMPOBATh AHKTWBHOCTD  MMKDOCOMENBHBIX  (PepMEnToB
BhigasneHo «0dxs. neqenu) NpaKTHMECKU  OTCYTCTBYET  (3HCHepUMEHTaIbHbIE
AaHHBIE), ——
hapMaHOTepaneBTHYECHaA IPYNNa: 0;-24PEH00A0HATOP MpW Aerkoli 1 yMEpenHOi NedeHoyrol HegocTatodtocTy He N
Hop ATX: GO4CAQ2 TpebyeTCA KOPPEHUWAM PEHIIMA [03MPOBAHWUA. m—
BrinageHme: TAMCYNOIMH W €70 METABOMMTS, Tnasxem obpason I
Dapmaronoriyeckue ceolcTsa BEIBOASTCA € MOMOIA fpM 9TOM npubnksuTensHo 4-6 %
hapmanopuHamura. TamCyniosduH RBAARETCA chedquduyecknM  NPenaparta BLIABNRETCA B HEM3MEHEHHOM BUAE. =
KOHHYPEHTHBIM BADKATOPOM nocTouHanTMYecKud  Mepuog NONYRSIBEAEHMA  TaMCYnosuHa NPU  ONHOKPATHOM oo
Q-28APEHOPELENTOPOs, O0COBEHHO Oia M Qyp  NOATHNOS,  Npueme npenapara OMHWK OKAaC W B PABHOBECHOM COGTOAHMM ==
OTBEUAVIMX 33  paccnabneHue [NAgHoW  MyoRyAaTyphl  COCTARMAET 19 ¥ 15 4acOR, COOTRETCTRERHO.
NPEACTATENbHOR eneas, (WelKK MOYEBOT0  MY3bipA W
NPOCTATHYECHOA vacT ypeTpel. OmHui Oxac B po3wposde  TloxasaHWA Q1A NPUMEHEHWA
0,4 MI YBEAMMMBEET MAHCUMABHYID CHOPOCTE MOYBACTYCHEHMA,  [LOOPOKAYeCTBEHHAR TMNepNasnA NPeACTaTe koA Henessl
8 TaKIKE CHUMAET TOHYC FABAKOM MyCHYATYDbI MPEACTATENBHOR  (AYEHME HAPYIWEHMA MOYEMCTYCHAHMR).
MEneskl W YpeTpsl, YIyHWER OTTOK MONYA M Takum ofpasom
YMeHbWAA BbIDAKEHHOCTE CHUMITOMOB ONODOMHEHHA. OMHUK npDTMBDI'IDHE3EH5‘IF|
Oxac  Takse  YMEHBWAEST  BLIPEMEHHOCTE  CHMITOMOS & [WNEpHYYBCTBMTEALHOCTE H  TAMCYNO3WHY WAM  AGoMy
HANOAHEHWA, B Pa3syTUM  HOTODLIX BEMHYKD pOAb WIPasT APYromy HOMNOHEHTY NpenapaTa.
FANEePaNTHBHOCT A8TPy30pa. = OpPTOCTATUHECHEA MUNOTEH3MA,
MpH  AMTENBHOR Tepandu COXpEHASTCA B503ASHCTEME HAa  ® BeIPAMEHHAR NENSHOYHAR HEAOCTATONROCTE.
BBIPEHEHHOCTE  CHMNTOMOB  HanonKeHua U Onopomeenus, « Bospact oo 18 net.
YMEHBIIAR PMCK  PA3BWUTAA  OCTPOR  3a7epmkk MOoM W C OCTOPOMMOCTBIO - XPOHMYECHAR NOYEYHEA HEADCTATONHOCTD e
HEOBX0AMMOCT ONEPaTUBHOTO BMEIATENEGTEA. (HMpeHC  KpeaTwkuHa Hvwe 10 MA/MWH), apTepyankHan
BHDKETUPI:I Qia-aapaHopeuenTopos MOryT CHWHATE FUNOTEH3WA, NPU CAHOBPEMEHHOM NPDUMENHEHWA C CUBHBIMKA WU _
apTeprankHoe AZENSHWS 3a cyeT YMEHBLWEBHKA  YMEPEHHBIMU WHrUBKTOpamu wsodepmenta CYP3A4, ===
fepuhepuiecKoro CONPOTHBIEHWUA. Mpn MPHMEHEHAR [ ===
npenapata OMHWK Owac B cyTodwon fgoze 04 mrocayy Cnocob W Ao3b) =m0
HAMHWHECHM 3HEMMOTO CHIWHMEHUS ApTepPransHOTO JABNeHWA He  BHYTps, no 1 TaGnetre 1 pas 5 cyTxW He 0 OT np
0TMEHENOCH. MWLM, JNMTeNbHOCTE MPUMEHEHMA HE OrpanWéena, npenapar [
PapMaHOHWHETHUHA HASHAYEIOT B BV HENPEPhISHOR TEDANMM, —_—

Beacsisaqme: OMHMK Owac npeacTasnrer coboi TabnetHy c
HOHTpOAWpyeMbIM Bh'cBOﬁOWﬂEHMGM Ha OCHOBE MaTpueca ¢
HCNONB30BAHMEM M8NA HeMOHHOND TUNAa. AEHHEP nexapcTaeHHanA
Gopma 0GecneYMEaST  AAMTENRHOE W MEANEHHOE
BLICEOGOMASHWE TAMCYN03WHE, W JOCTATO4HYIO SHCNOSMUMIO CO
CNabhiMK HONEBAHKWAMW HOHUEHTPALMK TaMCynosuHa B nnasme
KpoBu B TeHeHHe 24 4acos.,

Tamcynosu B Buge TabneTod OMHWK OHac scacesaercd B

HUWeyHWHe. ABCopOUMA ouexuBaeTcA B 57 % OT BESAEeHHOM

Tabnetka pomwHa BbiTh NPUHATE  L@AKKOM,
pa3mesbiBaTh, Tak HaH ato MOMET NoOanuaTL
HOHTpPOAWpyemMoe amcaoﬁcm,qenwa AEﬁCTByK)LuGTO BewecTsa.

ee Henban
Ha

Mp npu Gep
BCHapMnWBaHWA
I'Ipenapar Ommun Ouac npegHasHaqed ANA NPAUMEHEHUA TONBKO
¥ MWL MYKCHOTO NOna.

TH M B NepHop rpygHoro

MoBounoe geicTaune
YacToTa  HeussecTHa
YacTeie Heuactule Pegyua O:eHbe (He  moweT  BuTh
>1%, <103 50,1 %, <1 % 50.01%,<0,1%) | Perme eHeHa HA DCHOBEHIN
h i {<0,01 %) o
o ADCTYTHLIX AAHHEX)"
Hapywerua €O CTOPOHbBE cepauetnenme,
CePABHHO-COTYANCTON OPTOCTATMHECHAR
CHCTEMB PANGTEH3MA
Hapywerun ©o GTOPOHs! HEpYWEHME  3peHdA,
QPrasos IpeHua HE4ETHOCTL 3poHUA
Hapywexua co CTOPOHBI
3anop, grapes, "
HENYAOYHO-HUWIBIHOTO TOBOTA. pEOTE CyX0CTh BO PTY
TpakTa
HapyweHus obiero RS -
COCTOAHMA
HapyweHra €O CTOPOHsl | FOA0BOKMY-
HEDBHON CHCTEMEL wenue (1,3 %) rancakas donk cowapor




Hapyiwiesia €O CTOPOHE! | Hapywexua npuankam
PENPOAYRTHEHON CHOTEMLI AR ALK
Hapyweuus co cmpmeb‘t — e HOCOa02
ORraHOE ABINEHWR, PYAHOR P HDOBOTEYEHHE
HNETHW W CPEAOCTEHUA
MyNeTUOPMHER
. apuTeMa,
Hapyweuvs co cToposm CHHAPOM -
nmﬁ: il nﬂ,qagswuﬁ Coifb, 3YA, aHrvoHEEpo- Cm‘;;nca- IHCGOAMATEHSIF
MéTﬁaTHH HpanueH1ua THHEC KA OTER Diconcona AEPMETHT, peaiunn
’ CEETOHYBOTEM:
TeNHOCTH

* CooBleHmn, NONYHeHHEIE B NOCTPErMCTPALMOHHBIA NEPHOS
OnwcaHsl OT/ENbHblE GiiyNan MHTPAONEPALMOHHON
HECTABWMNBHOCTY PafysHoAd OOONOYKM Tnasa (CWHAPOM Y3KOro
3pasna), NOBLILAIDIER PUCK OCAOWHEHWA BO BPSMA W nocne
onepauni M0 MOBOAY HATAPANTHL M FAAYHOMEl Y NAUMEHTOS,
ﬂjJVIHHMEBLLIHXTBMEyHO&&MH.

B pgononHeHue K NOGOYHLIM SHGIEHTAM, ONMCAHHBIM BbILE, NpU
MPUMEHEHMM  TaMcynosuHa  Habnofammce  (uGpuanaums
NPEACEpAWA, BDHTMWA, TAXMHADAWA ¥ OfbIwKa. B ceasu ¢ Tem, ¥io
[aHHBIE Bl MOMYMEHLI METOAOM CNOHTaHHBIX COOBUIEHWA B
MIEPHOA MOCAE PETMCTRALMM, ONPSASIEHWE HACTOTHI M NPUYMHHO-
CREACTEEHHOR CBASM STHK ABNEHHH G NPHEMOM TaMCyNosuHa
NPeACTABNRETCA 3ATPYAHKTENEHEIM.

Nepepoanposxa

CrMiTOMbI: CHHEHKE EPTEPHANLHOMO BasneHus,
HOMMEHCATOPHEA  TaxwHapaus. JIS4EHMe CHMITOMAaTMMECHOE.
APTEPHANBHOS AEBASHME M YACTOTA CEPABYHBIX COKPALBHMA
MOTYT BOCCTAHOBUTLCA NPH MPUHATIK BOTBHBIM TOPU3OHTANBHOMG
noncxesia.  pd OTCYTOTRMM  3QMIEHTE MOWHO  NpUMEHUTS

CPeacTaa, y 06B2M UMPHYIMPYIOWEN KPOBK 1, BCITH
HEOOX0AMMO,  COCYACCYMMBEWILME CPefcTea.  HeoBxogwmo
HOHTPOMMPOSaTL YHKUMIO Noser. ManoseposTHo, 4T0 Auania
OyperT  sdeperTvesH, TaK HAH  TAMCYNO3MH  MHTEHCUBHO
CBA3LISASTCR C GenHamn nnasmel.

Ana NpefoTEPAEHMA  AAERSRIUErD BCACHIBAHMA npenapata
UEeNECOOBPEZHO NPOMBIEAHME WENY/KA, NPWEM AKTWBUPOBAHHOTD
YINA W OCMOTHHECKNX cnabuTanbHbix.

B: ACTBME C APYTHMHK p npenag

MpHM  HasHaseHWu TaMCyAO3MHA BMEGTE € ATEHONONOM,
SHANANPMNOM, HUDEAUNMHOM UK TEOQUINMHOM B3aMMOAEHCTEWA
0BHapyHenrD He Bbino. MMpU OAHOSDEMEHHOM MNpUMEHEHMM C
UMMETAMHOM OTMEHEHD HEKOTOPOS TNOSHILIEHAE HORLEHTPELMA
TAmMCynoanHa B MAE3ME KPOSW; C QYPOCEMWEOM - CHUMEHME
HOHUEHTRaWMM, OfHaxo 370 He TpebyeT W AO3bI

CuHAPOM OTMEHE! CTCYTOTBYET.
i

Mpy onepaTvsHbIX BMELIATENLOTEAX M0 NOBOAY KATEPAKTH! MM
rRayHoMbl HE OHE MPYeMA MPenaparta B0SMOMHO pPassrTve
CHRAPOMA  MHTPAONEPALMOHHON  HECTABUNEHOCTH  pagyHOH
OB0ONO-MM rAa3a (CHHAPOM Y3HOMD 3pavqHa), Y10 HeoBXOfMMOo
YHMTBIBETE XHPYPTY ANR NPEonepaLMoHHOR NOAFOTORKW NAUMEHTE
W NPH TPOBESHWMA ONEpaLMH,

Mpexge Yem HayaTb Tepanio npenapatom OMuuk Oxac, naupenT
Aomwex Bbime 0BCASHOBAH € TeM, 4TODbI WCHIIOHATE HaNW4We
Apyrvx 3300NEBaHUH, KOTOPHIE MOFYT BbiSbiBaTh Takue e
CHMITTOMBI, KaH W POBPOHEYeCcTESHHER FHepnaasua
NpeAcTaTensHoM Meneasl. [epag HauanoM Ne4eHWA U PEryispHo
BO BPaMA TEPANWM A0/HHO BINOAHATECH NANBUESE0S PEKTANEHOES
OBCABAOBAHWE W, ECNK TPEBYETCR, ONPEREIEHHE CRELMBMEECHOND
NPOCTATMSECHOND aHTwreHa (TICA).

MpH No4E4HOR HEAOCTATOMHOCTY JIBTHOH M CpeaHel creneHu
TAMECTH, & T2HHE NPU NEYSHONHON HEJOCTATOMHOCTH JIBTHON WK
CpefHei CTENBHM TRHMECTU HE TPEOYSTCA HOPpeHUMM peiima
AO3MPOBAHMA.

TamMCcynoanH He CABAYET HasHEYaTk B HOMBWMHALMW C CHMBHEIMA
uHrMbWTOpamn  kaodiepMeHTa  CYF3A4  y  naywesios ¢
HapyweHuem meTabonuama wsodepmenta CYP2D6. Mpenapar
cne,qya'r TNPUMEHRATE C OCTOPOMHOCTEI B KOMEI!!HE.U.HM C CHNbHBIMA
W YMEPEHHBIMK HHTUBTOpamMW Maodepmenta CYP3A4.

BruRrme Ha CrocOGHOCTs YIPABNATE TRAHCOPTHHIMM CREACTRAMA
MMEXEHMINAMY

AanHele 06 OTPMUATENBHOM BIMAHMM HE  CNOCOGHOCTL K
YNpasfeduio  TPaHCNOPTHeIMM  CPeACTEaMM WM 3AHATHO
MOTEHUMANBHO CNacHEIMK BHAAMM -[I8ATENEHOCTY GTCYTCTBYIOT.
Tem He Mereg, B CBR3W C BOSMOMHOCTRIO BO3HWHHOBEHWA
TONOBOKPYHEHWA, A0 BLIACHEHUA WHAMBUAYANbHOW PEaHUMM
nauyvesTa CreyeT BO3AEPWATLECA OT 3aHATHR, TPebyriymx

npenapata OmuuK OHAC, NOCKOMLHY HOHUSHTPAUMA Mpenapaia
OCTaeTCcA B Mpegenax HOpManbHoio Amanasoda. [lwasenam,
NPONPAHON0N, TPMXNOPMETUASHA, XIOPMAZAHOH, aMATPHNTAWH,
ABHIOPERER, TAMOEHKNawMl, CUMBACTATMH M BapdapuH He
MAMEHAIT CE0B0AHYI DPaHLMIC TAMOCYNO2MHE B MUIa3Me YenosaHa
in vitro. B ceow ovepeab, TaMCYnOsMH TEHHE HE WM3MEHAST
cB0B0HbE thpaxuym Avasenama, nponpasonona,
TpUXAOpMETHEINAA W xnopmManuHoHa.

B mccnegosanuax in vilro He BIN0 0OKEPYHEHO B3aMMOAETCTEMA
HA YPOSHE MNEYSHOMHOMD META00AM3MA C  aMUTPMITWIMHOM,
cansbyTamonom, FNAMBEHHNEMAA0M “ uHaCTEPHAOM.
Avknoerak W BaphapuH  MOTYT YEBIWMMBATE  CHOPOCTh
BLIBEASHMA TaMCY/I03HHA.

O,QHDBPG!MSHHOG Ha3Ha4eHne TamcyniosnHa ¢ CHNBHLIMK
wHruGWTopamMu  uaodepmedTa CYP3A4 MOMET npuescTd K
YBENMUEHWIO  HOMUEHTRAUMMA  TamcynoswHa, OfHOBpeMenHOoe
HasHA4eHWE C WETOKOHE30h0M (CWibHBIA MHMWGWTOp CYP3A4)
NpMBOAWAD K yBenkyenuio AUC W Cra. TameynoauHa B 2,8 u 2,2
pass, CoOTBETCTBEHHO.

TamcynosuH He CNeysT HASHEYATh B HOMGMHALMM C CUNBHEIMKA
HHTUGMTOpaMH  W3odepmerta  CYP3A4 y  nauwestos ©
HapyweHnem metaGonvama wiotepmenta GYF2D6. Mpenapar
CEAYET NPUMEHATS C DCTOPOMHOCTLH) B HOMGWHALNM C CWbHEIMK
W YMEDEHHBIMW MHTUBITOpami usodepmerta CYP3AL.
OfHOBPEMEHHOS  HaZHEYEHUE TAMCYNO3MHA W NApPOHCETHHE,
CHABHOTO  MHTMGWTOpa waodepmenTa CYP2D6, npwsoguno K
yeenwuenmio Co v AUC Tamcynoswke 8 1,3 n 1,6 pasa

COOTBETCTBEWHO, OfHaHO  [BHHOS  YEE/AMMEHWE  MPU3HEHO
KIMHHHECHM HEAHAUHUMBIM,
OpHospenerHoe HazHayexue APYrix GAOHATOPOB
Qy-8APEHOPSUENTOPOS  MOMET  MPMBECTM  H  CHUMEWMIO
APTEPUANEHORO AEBNEHMA.

Mepbl NPeaOCTOPOMHOCTH NPH NPHMEHEHHKM

Hak ¥ npi MCrons208aHui ApYyivX 0-aapeHoBNOKATOROR, MpH
nesedum npenapatom Omuuk OHAc B OTABABHLIX CAYHaAX MOMET
HaOMOAATECA CHUHEHWE 8pTEpUansHOT0 AaBNequs, HKOTOpoe
MHOTI8 MOKET NPUBECTH K 0BMOPONHOMY COCTOAHMO. MNP NepasIX
MPH3HAHAX  OPTOCTATWMECHON TMNOTEH3WA  (TOAOBOKPYHEHME,
CaGoCTh) NAUWEHT AOMHEH CBCTL MM NEYb W OCTASATHCE 8 STOM
NONOHEHAH A0 TEX NOP, NOKA NMPU3HAHK.HE HCHESHYT.

nosk HOHLEHTPEUMM M BLICTROTEl  MCHXOMOTOPHBIX
peanmit, B TOM HACNE OT BOMASHHA,

Dopma BbINycHa
TabneTHd C HOHTPOAMPYEMBIM  BbICBOGOHISHWEM, MOHPhITHIE
obonouwolt, 04 mr. Mo 10 Tabasiok B Gaucrepe W3
NaMKMHNpoBanHoro onkroi MBX 1 anomunresoil doasry. Mo 1
WM 3 GrvcTepa BMECTE C WHCTPYHUMER MO NPUMEHSHWIO B
HADTORKYHO TaHKY.

YcnoBua xpasesua
XpaHuTh NPy Temnepaiype He Beiwe 25 °C.
XparuThb B MECTaX, HeRoCTYNHLIX ANA feTeil,

Cpok rogHoCTH

3 roga. He npumexATa Nocie WCTEYeHWA Cpoxa rogHocTr. Cpok
FOAHOCTH PACcCYMTBIBAETCA C fAaThl M3TOTOBAEHWA |amMCynoaqH
OHKAC, cyBcTanyum-rpanyn.

YcnoswuA oTnycHa
OTnycKaoT No peyanTy.

Bnapenel perucTpayMoHHOro yaocT
3AD «3u0-3noposses, Poccua

MpouasoguTens

BAQ «3u0-3pnoposbe», Pocows

142103, Poccus, Mockoscxas ofn.,

r. Mogonkck, yn. MeneaHofopom-as, A. 2

Ten/pamc: +7 (495) 418-20-64

MpeteH3aud  NoTp 7 P cA Ly
PErMCTPALMOHHONO YAOCTOBEPEHHWA MO agpecy:
142103, Poccwn, Mockoscwas obn,,

r. Moponsck, yn. Meneanopopok-an, f. 2

Ten./daxc: +7 (495) 419-20-64

quality@zio-zdorovie.n, farmacovigilance @zio-zdorovie.nu
www.zio-zdorovie.ru

1-733 (734)-03-05




