IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

AJI®IPYM

(ALFIRUM)

Cknao:
ditoua pevosuHa: alfuzosin;
1 TabneTka MicTUTh anbdy303uHy rigpoxnopuay 10 mr;

0onomidcHi peyoguHU: TaKTo3a 0e3BOOHA, KPEMHIIO [iOKCUM KOJOIHUY 0€3BOIHUH, ITOBIMOH, TAJIbK,
MarHilo cTeapart, TimpoMes03a, TiIPOKCHUIIPOIIiIIeT0I03a.

JIikapcbKa ¢opma. TabaeTku 3 MmogudikoBaHUM BUBiIILHEHHSIM.

OcHosHi isuko-ximiuni 81acmusocmi: 0ini abo Maiixke 0ini Kpyri ABOONYKIIi TabneTKu 3
MapKyBaHHSIM «RY 10» 3 ogHOTO 60Ky TabIeTKH.

®apMakoTepaneBTHYHaA rpymna. 3acoby, 110 3aCTOCOBYIOTLCS IIPY J0OPOSIKiCHi rimepTpodii
epegMixypoBol 3am03u. AHTaroHicTu anbda-agperopenentopis. Kog ATX G04C A01.

dPapmako102iuHi e racmueocmi.
dapmakoOuHamika.

Anbdy303uH € aKTUBHUM IOXiTHUM XiHa3o0iHy. ®apMakooriuHi BUIpoOyBaHHS in Vitro mokasanu
BUOIpPKOBICTE Aii anb(y303uHY Ha anbdha,-agpeHopelenTOPY, PO3TallloBaHi y mepeaMixypoBiit 3a1o3i,
Ha [IHi Ce40BOro Mixypa Ta y IepeaMixypoBiil 4aCTUHI CEYOBUIIYCKAIbHOT O KaHAIY.

KniniuHi nposBu qoOposikicHoOI rimeptpodil nepeamixyposoi 3ano3u ([II'TI3) mos'g3aHi 3
iHTpaBe3uKaIbHOI HEIIPOXiMHICTIO, MeXaHi3M KOl BK/IIOYa€ SIK aHAaTOMi4Hi (CTaTU4Hi), TaK i
¢byHKIIOHaNbHI (IUHaMigHi) pakTopu. OyHKI[IOHATbHUN KOMIIOHEHT 3aKyIIOPKHU
BimOyBa€eThCS Uepes3 HallpyKeHHS I'1agKol MyCKylIaTypH IIepeaMiXypoBoi 3a103H, 1110
nepenaeTeCs anbda,-agpeHopenentTopamMu. AKTUBalis anbda,-afpeHOPELenTOPiB CTUMYJIIOE
CKOpPOYEHHS TTafK0l MYCKYyNaTypH, MiABUINYIOYN TUM CaMUM TOHYC ITPOCTaTH, 060IOHKHU
IIPOCTaTH, IePeaMiXypoBOi YaCTUHU CEUYOBUBIIHOTO KaHay i JHa CeY0BOT0 MiXypa, 1110
IIPU3BOAUTH 0 3aKYIOPKHU BiATOKY i3 CEYOBOT0 MiXypa Ta, MOXKJ/IMBO, BTOPUHHOIL
HecTabiTbHOCTI CEY0BOTO Mixypa.

Annda-6nokafa nocnaabisie iHTpaBe3UKaIbHy HEPOXiAHICTh MIJITXOM MPSIMOI [Iii Ha TIagKy



MYCKYJIaTypy IepeaMiXypoBoi 3aI03H.

Anb(y303UH 3HUKYE TUCK Y CEUOBUBIIHOMY KaHaJli i TaKUM YHHOM 3MEHIIYE OIIip BiITOKY
cedi B XO[ii CEYOBUIyCKaHHA. Anb(y303UH IPUTHIUYE TiePTOHIUHY peakllilo ypeTpHy paHile,
HiXX CyIMHHOI MyCKy/IaTypH.

Anbdy303UH moininye mapaMeTpy BUNITEHHS, 3HUKYIOUHA TOHYC YPETPH Ta OMiPHICTh BiOTOKY i3
CEeY0BOI'0 MixXypa, IIOJIEeTIIy€e BUIIOPOXHEHHS MixXypa.

dapmakoKiHemuka.

Abcopbuis.

CepepnHe 3HaYeHHS BimHOCHOI OiogocTymHOCTI cTaHOBUTH 104,4 % mOpiBHSAHO 3 HOPMOI0 HETAHHOTO
BUBINIbHEHHS (2,5 MT [Biui Ha [00y) y 3MOPOBUX JOOPOBOJIBIIB CEpeIHbOrO BiKY, a Cmax

IOOCATAETHCS Yepe3 9 rOOuH IMiciasd IpUHOMY IpenapaTy MOPiBHAHO 3 1 romuHoI0 A GopMu
HEra’HOTO BUBiJIbHEHHS.

IocmimXeHHs ITOKa3alH, 10 BianoBigHUM (apMaKOKiHEeTUYHUHN IPOodink fOCATAETLCS IPU
3aCTOCYBaHHI ITpenapary micis igu.

Y pasi 3acTocyBaHHs Ipenapary micis gy cepensi 3HadeHHs C,,, Ta C,,,, cTaHOBIATEL 13,6 (CB =
5,6) Ta 3,2 (CB = 1,6) ur/mn BignosigHo. Cepenne 3HadenHsa AUC,,, ctanoBuTh 194 (CB = 75)
Hr*rop/mi. [ImaTo KoHIeHTpaIlil criocTepiraeThes Bifg 3 o 14 roguH, KOHIIEHTpallis mepesumiye 8,1
HT/MN (.m.,) TPOTAToM 11 rogus.

Po3nodia.
3B'a3yBaHHA anb(dy303uHY 3 OiTKaMu IJIa3Mu CTAHOBUTD MpuOn3Ho 90 %.

Memaboism ma sugedeHHs.

Anbdy303uH 3a3Ha€ 3HaYHOT0 MeTabomi3My B mediHili, Tinbku 11 % moyaTKOBOI CIIONYKHU
BUSBJISETLCA ¥ HE3MiHEHOMY BUTTIAAL B cedi. BinbimicTs MeTabomiTiB (IKi He MaloTh aKTUBHOCTI)
BUBOIUTHLCS 3 KajioM (75-91 %).

[Tepion HamiBBUBEOEeHHS CTaHOBUTH 9,1 roguHu.
CneuianbHi 2pynu nayieHmias.

Hupkosa HedocmamHicms. CepenHi 3Ha4eHHd C,,, i AUC y XBOPHUX 3 HUPKOBOIO
HEeJI0CTaTHICTIO TOMipHO 30inbIneHi, 0e3 3MiHU Iepiofy HaliBBUBe[eHHS. BBaXKa€eThCH, 110 1S
3MiHa papMaKOKiHETUYHOI0 IPOQisio MpenapaTy He Ma€ KIiHIYHOTO 3Ha4YeHHA. ToMy BOHa
He BUMara€ KOpexkilil [o3M.

Cepuesa HedocmamHicmb. PapMaKOKiHETUYHHH TPODinb anbhy303UHY He 3MIHIOETHCS IPU
XPOHIYHIiN CcepleBiil HeJOCTaTHOCTI.

IlauieHmu AiMHb020 BIKY. Y XBOPUX JIiTHLOTO BiKYy (hapMakokineTuuHi mapametpu (C,., Ta AUC ) He
306iNbIIYIOTECA.




Kniniuni xapakKTepuCTHKH.
Iloka3anhs.

CuMmnToMaTHyHe NiKyBaHHS NOOPOSKiCHOI rinepinasil mepeaMixypoBoi 3am103H.

IIpomunoka3aHHs.

[TigBuIleHa YyTNUBICTE [0 anbdy303uHy ab0 0o iHIINX KOMIIOHEHTIB npemnapaTty. OpTocTaTHYHa
rimoTeHsis, koMOiHallis 3 iHmMMY anbga-610KaTopaMu, MeYiHKOBa HEJOCTATHICTh, XPOHiYHA HUPKOBA
He[OCTaTHICTh (KiipeHC KpeaTuHiHy < 30 MJ1/XB).

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu é3aemoditi.

[ToTpibHO mOoTpUMYyBaTHCA 0COOIMBOI 00€PEKHOCTI IIPU OOHOUYACHOMY 3aCTOCYBaHHI anbpy303uHY i
rinoTeH3WBHUX MIpenaparTiB, HiTpaTiB Ta cunbHuX iHridiTopiB CYP3A4 (KETOKOHA30JI, iTpaKOHAa30J1 Ta
PUTOHABID).

3acToCyBaHHS 3arajlbHUX aHECTETHUKIB y MAIi€HTIB, AKi IPUUMAIOTh albpy303UH, MOXKE CIPUUUHATH
TAXKKY apTepiaibHy rinoTeH3sito. PeKOMeHOyeThCS IPUNUHUTY 3aCTOCYBaHHA IIpernapary 3a 24
TOOWHMU [0 OIlepalril.

Ocob 1ueocmi 3acmocye8aHHsi.

4K i y BUllafiKy 3aCTOCyBaHHS BCiX anbda;-0710KaTopiB, ¥ eIKUX NallieHTiB (0COOIMBO V XBOPUX, SAKi
OTPUMYIOTh TilIOTEH3UBHE JIIKyBaHHS) IPOTATOM AEKIIbKOX TOAUH IIiC/IA IPUMOMY IIperapaTy Moxe
PO3BHHYTHUCS MOCTYypajbHa TiIOTEeH3isd i3 CUMITOMaMH (3amaMOpO4Y€eHHs, BTOMA, IiABUIIIEHE
IIOTOBUMiNEHHS) a0o 6e3 HUX. Y TaKUX BUIIaKaX XBOPHM IIOBUHEH JIeXKATH [I0 IIOBHOT'O 3HUKHEHHS
cumnToMmiB. Li gBuIlla 3aBUYall TUMYACOBI, CIIOCTEPIral0TLCS Ha II0YATKY JIIKyBaHHS Ta He
mOTPeOYyIOTh IPUNIMHEHHS 3aCTOCYBAHHS MpelapaTy. XBOpOoro HeoOXiHO MOMEPEeIUTH PO
MOZKJIMBICTh BUHUKHEHHS TaKUX SBHUIII.

[TarmienTaM 3 BimoMOI0 HiABHUINEHOO YYTIUBICTIO 0O anb(ha,-0710KaTOPiB CIIif MOYMHATY JIIKYBaTUCS 3
MeHIIKX 003. HeoOXimHO perynspHO KOHTPOJIIOBAaTH apTepialbHUM THCK, 0COOIMBO Ha IIOYATKY
JIIKyBaHHA.

[TamieHTaM 3 KOPOHAPHOIO HEOCTATHICTIO He 3aCTOCOBYBATH IpenapaT. Heo6XigHO TPOLOBXKUTI
crenudivyHe TiKyBaHHSA KOPOHAPHOI HEOCTATHOCTI. FKII[0 TOHOBIIOETHCS ab0 MOTipIIyeThCS mepebir
CTeHOKapHil Ipu 3BUYalHil aHTHaHTiHAIBHIN Tepatil, Anb(ipyM Cif BigMiHUTH.

Y mesiKWX MAIli€EHTIB, AKi JiKyBanucs abo paHillle 3aCTOCOBYBaJIA TaMCYJI03HH, IIifl Yac omepatiii 3
IPUBOMY KaTapaKTU CIOCTepPiraBcs iHTpaonepaliiHui CHHOPOM aToHiuHOI paigyxkku (ICAP, BapianT
CHHOPOMY BY3bKUX 3iHWIB). OKpeMi TOBiIOMJIEHHS OfepKaHi TaK0XK Y BUNAAKY 3aCTOCYBaHHS iHIINX
anba,-0710KaTOPiB, TOMy He MOXKHA BUKJIIOYATH MOXKJIUBICTh TAaKOT0 e(peKTy IPU 3aCTOCYBaHHI
Andipymy. Ockinbku ICAP MoxXe mifBUIlyBaTH IIPOLIEAYPHI YCKNIagHEHHS i Yac omepaliil 3 IpUBOLY
KaTapakTH, Xxipypra-odTaabMosiora HeoOXiHO 3a37asierigh MONePequTH IIPo icHyIo4e abo nonepenHe
3aCTOCyBaHHS anbda;-6710KaTopiB.



IocBin 3acToCyBaHHS IIpenapary B 0Ci0 3 MOpYyIIeHHSIMY (QYHKIl HUPOK 00MeXeHUH, TOMy
PEKOMEHMIYeThCSA 3 00€ePeKHICTIO 3aCTOCOBYBATH IIpenapaT TaKUM MallieHTaM.

[IpenapaT He 3aCTOCOBYBaTH IallieHTaM 3 KJIipeHCOM KpeaTHHiHYy MeHIe 30 MJI/XB.
Bmicm aakmo3su.

OckinbKy IpenapaT MiCTUTh J1aKTO3y, HOT0 He CJIifi 3aCTOCOBaBaTH IallleHTaM i3 pigKiCHUMHI
CIlagKoBUMU (hopMaMHy HEIIePEHOCUMOCTI TajlakKTO31, 3 TOCTPOIO JTaKTO3HOI HENOCTATHICTIO,
TJII0K030-TallaKTO3HO0I0 Manbabcopbiiero abo HeJOCTATHICTIO.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

He 3acTocoByBaTH y nepio BariTHOCTi ab0o TomyBaHHS TPYIOIO.

|iz3|3damuicmb enaueamu Ha weudkKicmob peakuii npu KepyeanHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

[TpemapaT MoXe CIPUYMHSATHU Taki HebaxaHi peakilil IK BepTUTO, 3allaMOPOYEHHS Ta aCTeHilo, TOMY
i Yac JiKyBaHHS CIIiJ yTPUMYBATHUCS Bifl KEpyBaHHS aBTOMO06iieM a60 poOOTH 3 iHIIUMHU
MexaHi3MaMu.

Cnocid 3acmocyeaHHsi ma do3u.
IIpenapam npusHavyeHul 8UHAMKO80 40108iKam!

PekoMenpoBaHa no3a cTaHoBUTh 1 TabmeTky 10 Mr mopHs. 3aCTOCOBYBaTH Ofpa3y Micys igu.
TabneTky HEOOXiMHO KOBTATH I[iTMMU. XBOPOTO CJIif IIOTIEPEUTH, 110 TaOIeTKU He MOXKHA
PO3KYIIIyBaTH, PO3KOBYBaTH, MOAPiOHIOBaTH ab0 pO3THpPATH y IOPOIIOK. [TonpiOHIOBaHHS TabieToK
MO2Ke MIPU3BECTH OO LIBUAKOTO BUBIIbHEHHS Ta BCMOKTYBaHHS MiI040l PEYOBMHY IIpernapaTy Ta
BHACJTIIOK LIbOTO - [0 IIBUIKOI MTOSIBY IO0iYHUX e(peKTiB mpemapary.

Himu.

[IpemapaT He 3aCTOCOBYBATU AiTAM.

Ilepedo3yeaHHs.

[Ipu nepeno3yBaHHi IpenapaTy CIOCTEPIraeThCA apTepianbHa rinoten3sid. [Ipu nepeno3yBaHHl
HeoOXi[IHO TOCIIiTa/li3yBaTl XBOPOT'0, IPOBECTH JIiIKyBaHHS apTepialbHOl rinoTeH3il. XBOpuil NOBUHEH
nepebyBaTy y j1e3KauoMy I10JI0KEHH.

[TpemapaT moraHo fiai3yeThCsA Yepe3 BUCOKUYU CTYIiHb 3B'3yBaHHS 3 OiKaMu.



ITob6iyHi peakuii.

[ToGiyHi peakiii 3a3Ha4YeHi 3a YacTOTO0: fyxke mommwmpeHi (> 1/10), momupesi (> 1/100; < 1/10),
HenomupeHi (> 1/1000; < 1/100), pigko nomwpeHi (> 1/10000; < 1/1000), nyXe pigko
noumpesi (< 1/10000). Y koxHi rpymi nobiyHi peakilii HaBefieHi y MOPSIAKY 3MEHIIEHHS
TSKKOCTI.

3 60Ky Hepsosoi cucmemu: TIOMMUPEHI — HEIPUTOMHICTh/3aIIaMOPOYEHHS, TOJIOBHUM OiJlb;
HEIOLIWPEH] — BEPTUT0, HE3YXKaHHS, COHJIUBICTb.

3 60Ky cepueso-cyouHHOi cucmemu: HETIOUIMPEHI — TaxiKapmis, IPUCKOPEHe CepleduTTs,
aprepiasibHa TiMOTEH3is (IOCTypasibHa), CHHKOIE; OyKe PiIKO NOMKUPEeHi — BUHUKHEHHS,
noripiieHHs abo peluauB CTEHOKapil y MallieHTiB 3 IomnepegHbo iCHYI049010 XBOP000i0
KOPOHaAPHUX apTepii.

3 60Ky mpasHo20 mpakmy: TIOIIKUPEHi — HymoTa, 0inb y XKUBOTI; HETIOMMPEH] — miapesi, CyXiCThb
y POTL.

3 6oky wkipu ma niOwKipHoi KAiMKoBUHU: HETIOUINPEHI — BUCUIIaHHS, CBEPOiXK; IyXKe PimKo
TIOIINPEeH] — KPOUB'THKA, aHTi0HEBPOTUYHUIM HaOPSIK.

3azanbHi nopyweHHA: MOMWUPEH] — aCTeHisl; HeNOMUPEeHi — MPUIIKUBY, HAOPSK, Oinb y rpynsx; y
MTOOAMHOKHUX BUMAJKax - Ipiami3M.

Tepmin npudamuocmi.

2 POKH.

YmMmoBH 30epiranns.

30epiratu mpu TeMiepaTypi He Buire 25 °C y cCyxoMy Ta HEOOCTYIHOMY OJIS OiTe# MicCIIi.

YnakoBka.

[To 10 TabneTtox y 6iicTepi; mo 3 6iicTepu B KapTOHHIM YIAKOBIIi.

Kareropis Bignycky.

3a pelemnToM.

BupoOHHK.



Can ®apmacerotukan [HgacTpis Jlimiten/

Sun Pharmaceutical Industries Limited.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.
c. l'anryBana, I[Taonta Caxi6, HicTpikt Cipmoyp, Ximauan [Tpagem 173025, Iumis/

V. Ganguwala, Paonta Sahib, District Sirmour, Himachal Pradesh 173025, India.



