MHUHUCTEPCTBO 3JPABOOXPAHEHUS PECOYBJINKHA BEJAPYCh
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JIUCTOK-BKJIA IBIIII
(uHpOpMAIMS NIt IALMEHTA)
10 MEIMIIHHCKOMY ITPUMEHEHMIO JIEKAPCTBEHHOTO CPEJICTBA
TAMCYJIO3UH

Heped npumerHeruem O0aHHO20 JIEKAPCMBEHHO20 cpedcmea NOJNIHOCMbIO
npouumau"me amom JzucmOK-emadbzm, NOCKOIbKY 6 Hem COOBpDiCGMCﬂ 8AJICHbIE

ons Bac ceedenus.

Coxpanume smom nucmok-exnadviu. Bozmoocno, Bam nompebyemcs

npodumames e20 eue pas.

Ecnu y Bac gosnuxnu dononnumensmvie 6onpocs, obpawaiimecs x neya-

wyemy epauyy.

Omo nexapcmeennoe cpedcmeo nHaznaueno umenHo Bam. He nepeoasaii-
me e2o opyaum. OH modxcem Haepedums s3mum NH0OIM, daxce ecny CUMNMOMBb

ux 3abonesanus coenadaiom ¢ Bawumu,

Ecnu y Bac eosnuxnu xaxue-nubo Hedcenamenvusle peaxyuu, obpamu-
meco K nevaujemy épauy. Jlannas pexomeHOayus pacnpocmpanaemca na mobole
B03MOJCHbIE HEdCENameNbHble PeAKYUl, 6 MOM YUC/Ie He NEPeYUCEeHHbIE 8 OaH-

HOM TUCmKe-8KAaoblULe.

Toprosoe na3Banue: Tamcyo3uH.
MexaynapogHoe HemaTeHTOBaHHOe HazBanue: Tamsulosin.

Popma BbIIycKa: TabNETKH NPOJIOHTHPOBAHHOTO AeicTBUs 0,4 Mr.

Onucanne: tabnerku Gemoro usera, Kpyrible, ¢ JBOSIKOBBINTYKJIOHN I10-

BE€PXHOCTBIO.

Ha xaxo#i TabneTke ¢ onHO#M CTOPOHEI HaHeceHa Haxgmuck «T9SLy, ¢ Ipy-

roit cTopoHsI «0.4».

CocraB: oxHa TabneTka COmEPXKHUT: deticmayiouezo seujecmsa: TaMCyJI0-
3uHa ruppoxnopuna — 0,4 Mr; ecnomozamenvivle sewecmea.; MEITION03a MHUK-

POKPHCTATIAYECKas], THIPOMEIIIO3a, Kap60Mep, KpEMHHUA IOTHUOKCHUI KOJIJIOUI-

HBIi O€3BONHBIN, MATHUS CTeapar, xene3a OKCHI KpacHsid E172.
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d)apmaKOTepaneBanecxaﬂ rpymnmna: JICKAapCTBCHHBIC Cpe€acCTea,

HCIIOJb3yEMble IIPH JOOpOKa4YeCTBEHHOH rumepTpoduH mpencTaTenbHOM

XKeJessl, anbda-aJpeHo0I0KaTOPHI.

COrJIACOYL
MRHEA THRO
Kon ATX: G04CA02. LT
Npukas Manueee, i
Pecuybaury Basopven

RIS

IToka3anus K NnpUMEHEHHIO

CuMnTOMEI HapylIleHus MOYEHCITyCKaHHuH, 00yCNOBJIEHHBIE
N06poKaYecTBEHHOM IiIepIIasuell MpeACcTaTeNbHON JKee3bl (AI'TDK).

Crnioco6 nmpuMeHeHHs M 103bI

Bspocneie crapme 18 ner M moxuisle JMuma: mo OOHOM TableTke
©XEAHEBHO, HE3aBUCHMO OT MpHUEMa IMINK. TabJIeTKy IpOoriIaThIBAIOT LEIUKOM,
HE pasjlaMblBass M HE pa3XeEBbIBas, YTO CBA3AHO C OEHCTBHEM aKTHBHOIO
BemecTsa. IIpu nove4no#l HEMOCTATOUHOCTH, a Takke NETKOH M yMepEeHHOM
MEYEHOYHOH HeJOCTATOYHOCTH KOPPEKLUH 1035l He TpebyeTcs.

IIporuBonokazanus

IIoBbIIIeHHAS TyBCTBUTENBHOCTh K TAMCYJIO3HHY (B TOM GHCIE PasBUTHE
aHTMOOTeKa, OOYCIIOBJIEHHOTO NPHEMOM JIEKapCTBEHHOI'O CPEICTBA) HIA K
JIOOOMY BCIIOMOTATENBHOMY BellecTBY. OpTOCTATHYECKas TUIOTEH3HS B
aHamHese. Tskenas eueHOYHas HEOCTATOYHOCTb.

ITo6ounoe aeiicrBHe

Bo Bpemst ynanenus KatapakThl Ha (oHe IpHeMa TaMCYI03UHA BO3MOKHO
CYXCHHE 3pavKa ¥ HHTPAONePalMOHHAs HECTAOUIBHOCTD paxyXHOH 000T0YKH
IJ1a3a, U3BECTHBIE KaK CHHAPOM CyKeHHS 3pauka (IRIS).

JUit onucanus nOOGOYHBIX AEHCTBHI UCIIONB30BAHbI cienyromue ob603Have-

HH BEPOATHOCTH HX NOSBIEHHS B 3aBUCHMOCTH OT OGILEro Yncia CITydaes Ipd-

( 21/10); wacto (ot >1/100 mo < 1/10); Hewacto
(ot 21/1000 mo < 1/100); pemxo (ot > 1/10000 mo < 1/1000); ouens penxo

MEHCHHA: OYE€Hb YacTo

(< 1/10000); HensBecTHO (HA OCHOBAHWUM MMEIOIUXCS JAHHBIX YCTAaHOBUTH YacTO-

TY HEBO3MOXHO).

Hapywenus co cmoponst neperoti cucmemsi. Yacto: rOJIOBOKpYXeHHe (110

1,3 %); HewacTo: romoBHas 60Ib; penKo: 0GMOPOKH.
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Hapywenus co cmoponwvr cepoya. HeqaCToérﬁﬂXHK&pﬂKﬁ

Pecmyfasrs Banpyes

GuOpHIIIANIYS NIpencepanii, apUuTMHS, OJBIIIKA.

Hapywenus co cmoponsr __cocydos.  Hedacto:  opTocTaTHYecKas
TUTIOTEH3MHS.

Hapywenusa co _cmoponwr OvixamenvHoti _cucmemul, op2aHoe 2pyOHOl

Knemku u cpedocmenus. Heuacrto: PYHMT.

Kenyoouno- xuweynvie napywenus. Heuacro: 3amop, auapes, TOIIHOTA,

pBOTAa.

Hapywenus co cmoponwr koscu u nodxoscnvix mxaneii. Heuacro: CBIIIb,

3YyA, KpallMBHHUIA; PEIKO: aHTMOHEBPOTHYECKHH OTEK; OYEHb PENKO: CHHIPOM

Crusenca-J/>oHCOHa.

Hapywenus co cmoponsl penpodykmusnoii cucmemsi 1 MonOUHbIX orcenes.

Heuacro: HapYIICHUE IAKYIISALINH, PENKO: IIpHAITU3M.

Obwue napywenus u peaxyuu 8 mecme geedenus. HeuacTo: aCTEeHUH.

Coob1menre o mpeanogaraeMplx HTOOOYHEIX pEeaKIUIX

Ecnu y Bac nosgunuce xaxue-nubo cumnmomsl, onucanHble Wiy He onu-
CaHHble 8 OaHHOM JUcmKe-8Kaaoblue, 0bsS3amensbHO coobwume 06 smom Ba-
wemy nevawemy epayy!

Ilepeno3nposka

Her coobmemmit o cuygasx ocrpoit nepeno3upoBku. OpmHako,
TCOPETHHECKH BO3MOXHBI OCTpast apTepHallbHas THIOTEH3Hs (IPU KOTOPOif
CHCTOJIMMECKOE apTephabHOe NaBJICHHE COCTaBlseT MeHee 70 MM pT.CT.),
PBOTa M 1Hapes, KOTOpble KOPPEKTHPYIOTCS IIyTEM BO3MENIEHHS oTepu
XUIKOCTH.

llpy BO3HMKHOBEHHH OCTpOM apTepuanbHOM THIOTEH3UH Ha (oHe
IEPENO3UPOBKA MOKA3aHBl MEPHI, CIIOCOOCTBYIOMIME CTaGHIM3ALUK bYHKIHH
CepIeHHO-COCYnuCTOR cucTeMsl. HopMmanusauus apTepHalbHOrO HaBIeHHS H
BOCCTaHOBJICHHsI HOPMAaJlbHOM YaCTOTHI CEpJAECYHBIX COKpPALIEeHHH MOXHO

AOCTHUYb, YJIOXKUB IalMEHTa B TFOPU3OHTAJILHOE IIOJIOXKEHMUE. HpI/I OTCYTCTBHUHU
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HCO6XOI[HMOCTI/I, Ha3Ha4YCHHUC COCYNOCYXKUBAKOIIUX IIPEHapaTOB.

Ilo mpyunHe cIOCOGHOCTH TaMCyJIO3WHA aKTHBHO CBS3BIBATHCS C OENKaMu
IJ1a3MBI, IOJNIOXKUTENBHEIN 3G (OEKT OT MpUMEHEHHS THaln3a MaJIOBEPOSTEH.

LlenecoobpasHo BBI3BIBAHHE PBOTHl JUIA YMEHBIIEHHS KOJIHYECTBA
BCAChIBaeMOro BerecTBa. Eciy B opraHu3M mocTynuiio GoJblnoe KOIHYECTBO
npenapara, IOKa3aHO NPOMBIBAaHHE XXENyJKa, Ha3HadeHHe aKTUBMPOBAHHOI'O
YTJIsl U OCMOTHYECKMX CIIa0UTEIbHBIX CPENCTB.

B3aumoaeiicTBue ¢ ApYraMH JIeKapcTBEHHbIMH NpPeNapaTaMH

Ilpn  opHOBpeMEHHOM IpHEMe C  aTeHONOJOM,  SHAJAIPHIOM,
HUQETUNMHOM ¥ TeOQWUIMHOM B3aMMOIEHCTBHS He HaGIIONAHCH. IIpu
OAHOBPEMEHHOM IIpHEME C LHUMETHAMHOM KOHLEHTpaldsd TaMCyJo3MHAa B
IJ1a3Me MOBBIIIACTCS, ¢ PYPOCEMUIOM CHIKAETCs, OAHAKO OCTAeTCs B Ipeesax
HOPMaJIbHOTO YPOBHS. Hunazenam, IIPONIPaHOJIOI, XJIOPMaJIUHOH,
AMUTPUNTAIIINH, IUKIO(EHaK, IITUOeHKIaMHA, CUMBACTATHH U BaphapHH He
BIMAIOT Ha CBOOOIHYIO (PaKIHUIO TaMCYyJIO3WHA, CaM TaMCYJIO3HH TaKXKe He
MEHSAET CBOOOIHYIO (paknmio Auasenama, HPONpPAHONONA H XJIOPMaAHHOHA.
YCTaHOBJIEHO, YTO TAaMCYJIO3UH B HCCIEHOBAHHSX in Vitro MHEKPOCOMAJIBHBIX
Gpakiui mevenu (NPEACTAaBISIOLIMX CHCTEMY MeETaboNM3Ma SH3HMOB,
CBA3AHHOTO C HUTOXpoMOM P-450) He B3aMMOJEHCTBYeT ¢ aMHUTPHITHIHHOM,
cans0yTamMonoM, IIHOEHKIaMUIOM ¥ QMHACTEPHLOM. IIpuem nuknodenaxa u
BapdaprHa MOXET YCHIIMBATh BhIBEJCHHE TAMCYJIO3HMHA.

Cunbuste uarn6uTOopsl CYP3A4 (KETOKOHA30MI) 3aMeUISIOT MeTabomu3M
TaMCyJIO3KHa ¥ NOBBIIIAIOT €r0 MaKCUMalbHy10 KoHUeHTpanuo 1 AUC B 2,2 u
2,8 pa3 cooTBeTCTBEHHO. [IpHeM CHIIBHBIX uHrnburopo CYP2D6 (napokceTun)
TaIOKE IIOBBIIACT MaKCUMaNbHYIO KoHUeHTpauuio # AUC Tamcynosusa B 1,3 u
1,6 pa3, omHAKO 9TO He ABJAETCH KIUHHIECKH 3HAYMMBIM.

OnHOBpeMeHHBIH  IpEeM ¢ APYrMMH  aQHTATOHHCTAMH  Oa-
aIpCHOPENENTOPOB  MOXET CIIOCOOCTBOBATE  CHIKEHHIO  apTepHaIbHOTO

JaBJICHU .
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Mepbl npegocTopoKHOCTH

IIpreM TaMCy03UHa MOXET CIIOCOOCTBOBAT
JaBJICHHS, B PENIKUX CIIy4asX CONPOBOXIAIOLIErocs morepeit co3Hanus. Ecmu
NOSBJIAIOTCS IICpBBIC INPU3HAKK DPAa3BUTUS OPTOCTATHYECKOM TI'MIIOTEH3UH
(ronoBokpyxeHue, cnaboCTh), MANMEHTa CEAYeT YCAAUTh HIM YIOXKHTE MO
VCYE3HOBEHUS JAHHBIX CHMIITOMOB.

Ilanuenta cnexyer o6cnenoBaTh nepe Ha3HAYSHHEM TAMCYJIO3HHA, YTOOBI
HCKIIOYHTE HaNW4Me MHBIX 3a00/NeBaHMH, KOTOpble MOIyT COIPOBOXKAATHCS
CUMIITOMaMH, CXOXHMM C CHMIITOMaMH N00OpOKaueCTBEHHOM TrHIepriasueit
mpocTatel. Ilpencrarenshyro xemesy ciemyer o6CIIenoBaTe depe3 3amHMiA
IpoXoA ¥, €CIM BO3HUKAET HEOOXOOUMOCTh, HA3HAYUTh AaHAJIU3 Ha
CTIENM(QUIECKUH aHTUTEH NPEACTATENbHOM XKeNessl Iepe] Ha4yanoM JIeYeHHns U
BIIOC/ICICTBUY BBINONHATE NAHHBIA aHAM3 C PEryNAPHBIMH HHTepBaltamu. K
JICICHUIO NAUUEHTOB C TOKENBIMM HapyUIEHHMSMH (QYHKUMH MOdYeK (KIHpEHC
KpeaTHHHHa MeHee 10 MII/MHUH) clefyeT NOLXOIMTE C OCTOPOXKHOCTBIO,
IIOCKOJIBKY ITIPUMEHEHHME IIperapaTa y OSTOM KaTeropuM MalHUeHTOB He
U3y4ayloCh.

Pa3BuTHe anrmooreka Iocie MpHeMa TAaMCYJIO3UHA OTMEYaeTCs penxo. B
IIONOOHOM Clly4ae IpHeM IIpenapara CiledyeT HeMeIJIeHHO IIPEeKpaTHTh, a 3a
MALMEHTOM CleyeT HaOMIONaTh 10 MCUe3HOBEHHS OTeKa. [IOBTOPHO HasHAyarTh
TaMCYJIO3HH He CIIEyeT.

Y HeKOTOPBIX IAlNeHTOB, NPHHMMABIIHX TAMCYNO3MH HA MOMEHT
TIPOBCNICHUS OIEpaUuH HIIM paHee, NpH yHAICHHH KaTapakThl HaGonancs
CHHIPOM CyXCHHS 3payka. PasBuTve cuHApOMa CyxeHHMS 3padka MOXKeT
TPUBOMUTE K  YBEICYCHUIO pHCKA OCIOXHEHHH BO BpEMS ONEpAIHH.
IlanuenTam, y KOTOPEIX IUIAHUPYETCS YalleHHe KaTapakTel, Ha3Ha4YaTh JICUCHHE
TaMCyJIO3UHOM He PEKOMEHIyeTCH.

bepemennocmo u naxmayusa

.HeKapCTBeHHOC CPEACTBO IpeAHaA3HAYEHO g npueMa TOJIBKO

MYXYHHaMHU.
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Bnusnue na cnocobrnocme ynpaenams mpar NOBBI HblMe

Pecmytinnn Beay

EPEICIEAMM. I

e

pabomamu ¢ mexanusmamu
ViccnenoBaHus 0 BIMSHHIO HA CIIOCOGHOCTS YIPaBIATE TPAHCIOPTHEIMU

CPEACTBaMH M PabOTaTh ¢ MEXAHHW3MaMH He NPOBOIMINCH. OIHAKO MAI[MeHTEH
AODKHBI ~ 3HaTh, 4YTO BO BpeMsA [pHeMa TaMCYJIO3WHA BO3MOXHO
T'OJIOBOKPYIXKEHUE,

YnakoBka

IIo 10 TabneTok B KOHTYpHOI sUeiiKoBOK YOAKOBKE W3 IIJIEHKH IIOJIUBH-
HUWIXJIOPUIHOM U (ONBIY aIFOMIHHEBOIA.

3 KOHTYpHBIE SYEHKOBEIE YIIAKOBKH BMECTe C JTMCTKOM-BKIIAIBIIIEM [TOMeE-
INar0T B MaYKy u3 kapToHa (Nel0x3).

YcnoBust xpanenus

B 3amyinensom ot cBeTa u BiIaru mecre, IIpH TeMIiepaType He Belue 25 °C,
XpaHHUTh B HEJAOCTYIIHOM VIS fieTel MecTe.

.Cpom FOAHOCTH

3rona.

YciaoBHS oTIycKa H3 anTek

ITo penernry.

Hudopmanus o nponmsBogutene

Ilpousseneno: Synthon Hispania S.L., Pol. Ind. Les Salines. Carrer
Castello 1, 08830 Sant Boi De Llobregat (Barcelona), Ucnanus.

Pacacosano u ynakosano: orkpsitoe aKIHOHEpHOEe 00mecTBO «Bopucos-
CKHH 3aBOJ MEIUIMHCKUX MpPEIapaToBy, Pecniy6nuxa Benapycs. Munckas o011.,

r. boprcos, yi1. Yanaesa, 64, Ten/daxc +375 ( 177)735612.
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