IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®JIOCIH®

(FLOSIN®)

Cknao:

ditoua pevosuHa: tamsulosin hydrochloride;

1 Karmcysa MiCcTUThE TaMCyJI03UHY rigpoxiopuny 0,400 mr;

0ONOMIJCHI PEUOBUHU:

A0pO 2paHya: 1esoi03a MiKPOKPUCTaJliYHa, MeTaKpUIaTHUM comosiMep (Tum A) gucrepcis
30 % (uro mictuTh mosyicopbaT 80 Ta HATPi0 MAyPUICYIbGAT), TPUETUIILUTPAT, TAJIbK;

000/10HKA 2paHy1: MeTaKpUIaTHUM comostiMep (tum A) mucnepcis 30 % (1o micTuts mosmicopbat 80
Ta HATPil0 TaypuiICynbdat), TPUETUNILIUTPAT, TaJIbK;

Kancyau (ckaad xkopnycy): 3anida okcupn yepBonuit (E 172), tutany miokcup (E 171), 3amiza okcup
xoBtuil (E 172), XKenaTuy;

kancyau (ckaad kpuwku): ingurokapMin - FD&C cuwiit Ne 2 (E 132), 3amiza okcupg 4opHUM

(E 172), Tutany giokcup (E 171), 3amiza okcup xkoBtuid (E 172), KenaTuH.

JIikapcbKa ¢opmMa.
Kamncynu TBepai 3 MogudiKoBaHUM BUBITbHEHHSIM.

OcHo8HI (pi3uko-XimMiuHI 81acmMuBocmi: TBepAa XKeJlaTHHOBA KallCyJjla 3 KOPIIyCOM II0MapaH4eBoro Ta
KPUILKOIO0 OJIMBKOBOTO KOJIbOPY; KallCy/la HallOBHeHa rpaHynaMu 0inoro abo maiixke 06ioro Konbopy.

QapmaKOTepaneBanHa rpyma.

3aco0wu, 1110 3aCTOCOBYIOThCS IJIs1 JIiKyBaHHS HOOPOSKiCHOI TrimepIasii mepeamixypoBoi 3a103mu.
AHTarosnictu o,-agpeHopeunentopis. Kog ATX G04C A02.

Papmakono2iuHi e1acmueocmi.

dapmakoOuHamika.



MexaHni3M mil

Tamcyno3us BuOipKOBO Ta KOHKYPEHTHO 3B'SI3YETHCS 3 IOCTCUHAITUYHUMHU

0, , aJPEHOPEIETITOPAaMH, 30KpeMa 3 afpeHOpeNenTopaMu MiATUIB &, i &, Lle mpu3BoouThL A0
3HUKEHHS TOHYCY I'Iafikol MyCKYJIaTypH IepeMixXypoBol 3a/1031 Ta CEYOBUBIAHOTO KaHAay.

dapmakomvHaMiuHi epekTr

Tamcymno3us 36inblIye MakKCUMasbHy 00’'€MHY IIBUAKICTh CEYOBUIYCKaHHS. Po3cmabmiooun rinaaki
M’SI31 ITepeMiXypOoBOi 3a71031 Ta CEHUOBUBIIHOTO KaHay, BiH 3MeHIIye 00CTPYKIIiI0 CEYOBHUBITHIX
IUIAXIB 1 TUM CaMUM II0JIETIIy€ CEYOBUILYCKAHHS.

Bin Tak0X IOKpallye pe3epByapHy QYHKIIIO, TKa YacTo IMOpyIleHa Yyepe3 HecTabinbHICTh CEY0BOTO
Mixypa.

LIi edekTu moao0 pesepByapHoi GYHKINI Ta yHKIII CeUOBUIYCKaHHS 30€piraloThCs Mpu
IOBrOCTPOKOBOMY JTiKyBaHHi. TUM caMuM, BiH CyTTEBO 3MEHIITY€E HEOOXiMHICTh XipypriyHoro
BTPy4aHHS a00 KaTeTepu3aliii.

AHTaroHIiCTH a,-afpEeHOPELEeNTOPiB MOXKYTh 3HUXKYBaTU apTepiaJlbHUM TUCK 3a PaXyHOK 3HUXKEHHS
nepuepruyHOTo ONOPY CYAUH. Y HOCTiAKEHHSIX TaMCYJI03UHY KITIiHIYHO 3HAYYIIOTO 3HUKEHHS
apTepiaybHOTO TUCKY He CIoCcTepiraaocs.

dapmakoKiHemuxka.

BcMoKTYyBaHHA.

TaMCy103uH BCMOKTYETLCS B KUIIIEYHUKY Ta MalKe MOBHICTIO 6iomoCcTymHUN. Y BUIAOKY
3aCTOCYBaHHS TaMCYJIO3UHY OApa3y Iic/Is BXKUBaHHS 1Ki 10T0 BCMOKTYBaHHS 3MeHIIyeThCs. 1106
TaMCYJIO3WH BeCh 4aC BCMOKTYBaBCs IPUOIM3HO ONHAKOBO, MOT0 MOTPIOHO 3aCTOCOBYBATH B OOUH i
TOU CaMUU Yac Micyg BXKUBaHHA 1XKi. TaMCyI03UH Mae€ JiHIHY KiHETUKY.

[Ticns npuiioMy pa30Boi AO3U TaMCYJIO3MHY Ha IIOBHUM IITyHOK MakKCHMalbHa KOHIIEHTpalid y
n1a3Mi KpOBi focATaeThCs MPUONIU3HO Yepe3 6 roguH, a B PIBHOBAXKHOMY CTaHi, SKUil HacTa€ Ha 5-U
IeHb JTiKyBaHHS, 3HaYeHHs C,, TpubIN3HO Ha [Bi TPETHHU NepeBulllye 3HaueHHs C,, micis
3aCTOCyBaHHS pPa30BOl 03M.

Po3moomin.

Y 4os10BiKiB TaMCyJI03UH 3B’43y€ThCS 3 OiNlKamu nna3Mu KpoBi npubnau3no Ha 99 %. O6’eM po3noginy
He3HauyHu# (mpubnausno 0,2 1/Kr).

BioTpancdopmarris.

[Tpu nepIinoMy IPOXOAXKEeHHI Yepe3 MeviHKy TaMCYyJI03WH MeTab0I1i3yeThCS MOBITbHO. Y Ta3Mi KpoBi
TaAMCYJIO3UH IIPUCYTHiN, TOJIOBHUM YMHOM, Y BUTJISIA] HE3MiHEHOI [if04oi pedoBHUHU. TaMCyI03uH
MeTab0Ii3yeThCs B MEYiHII.

Y mypiB Malizke HisgKa iHAYKIiS MiKpocoMasibHUX (epMEeHTIB IeuiHKU He Oya CIpuYrHeHa
TaMCyJI03UHOM.

Kopnen i3 MeTaboJIiTiB TAMCYJI03UHY HE Ma€ BUIIOl aKTUBHOCTI, aHiXK BUXigHA CIOJyKa.



BuBeneHHd.

Tamcy7no3uH Ta “oro MeTaboJIiTH BUBOASATHCS, TOJIOBHUM YMHOM, i3 ceuelo, TPy IIboMy TPUOIHU3HO 9
% Bif 3aCTOCOBAHOI MO3U BUBOAUTLCS Y (hOpMi He3MiHeHOI fIitouoi pe4oBuHH. [1ic/si oqHOPa30BOT0O
3aCTOCYBaHHS TaMCYJIO3WHY Ha IIOBHUY IIIJTYHOK IIEPiof HOT0 HalliBBUBEIEHHS CTAHOBUTD MPUOIM3HO
10 roguH, a micng HOCATHEHHS PiBHOBAXKHOTO CTaHY - MpuOIu3Ho 13 roguH.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

JlikyBaHHST PYHKITIOHATBHUX PO3JIaiB 3 O0KY HMUKHIX CEUOBUBITHUX IUISAXIB IpU HOOPOSKiCHIN
rinepmnnasii nepegmixypoBoi 3ano3u (HFH3):

IIpomunoka3aHHs.

[TigBuileHa YyTNUBICTH [0 MAiI0U0l PEYOBMHH, BKII0YAl0UYX MeIUKaMeHTO3HO-iHIYKOBaHUMI
aHrioHabpsk, abo g0 Oyab-IKOi 3 MOMOMIKHUX PEeYOBUH JTIKapChKOT0 3aco0y; HasiBHICTh B aHaMHe3i
OPTOCTAaTUYHOI TiMOTeH3il; TSXKKa MeYiHKOBa HeIOCTaTHICTh.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.
IIitu

HocmimKeHHS B3aEMOIii TAMCYJIO3UHY 3 iHIIMMHU JTiIKapChKUMM 3aC00aMu ITPOBOMYIIUCS JIUIIE Y
IOPOCTIHUX.

[Tpu ogHOYACHOMY 3aCTOCYBAaHHI TaMCYI03KUHY TiTPOXJIOPUAY 3 aT€HOJIONOM, eHaIarnpuiIoM abo
TeodimiHOM ITiKapCchKOl B3a€EMO/Iil He Bif3HaYaIocCs.

OpHOYacCHe 3aCTOCYBaHHS 3 HUMETUAMHOM IIigBUINYE, a 3 PypoceMifioM 3HMKYE KOHIIEHTPALIil0
TaMCYJIO3UHY B IJIa3Mi KPOBi, ajie OCKiIbKHY IIi PiBHI 3a/IMIIAIOTHCSA ¥ MeKaxX HOPMH, Y CIlelliabHil
KOpPEKIIil J03yBaHHS TaMCYJI0O3UHY HeMa€ MoTpedHu.

Y mocnigkeHHSX in vitro miasenam, IPOIPAHONIO0, TPUXIOPMETia3ud, XJI0PMaaIuHOH, aMiTPUIITUIIIH,
nukiodeHak, riaibeHKIaMil, CAMBacCTaTHH Ta BapdapuH He BIJIMBAIOTh Ha BibHY (pakiiito
TaMCYJIO3MHY B IIJTa3Mi KPOBi TIOOWHYU. AHAJIOTiYHMM YMHOM TaMCYJI03UH He 3MiHIOE PiBEHb BiIbBHUX
dpaxiii fiazenamy, MPOMaHOIONy, TPUXJIOPMETia3uay Ta XJIOPMaAUHOHY V IIJla3Mi KPOBi TIONUHHU.
[IpoTe gukmodeHak Ta BappapuH MOXKYTh MigBUIIYBATH IIBUAKICTh BUBEOEHHS TaMCYJIO3KHY.

OpHouacHe 3aCTOCyBaHHSA i3 cunbHuME iHTibiTopamMu CYP3A4 Moxke mPU3BECTH [0 306inbIIeHHS
e(exTy TaMCyn03uHy rifpoxnopuny. [Ipu ogHOYaCHOMY 3aCTOCYBaHHI 3 KETOKOHA30JI0M (BifOMUU
cunbHuM inribitop CYP3A4) inaykyeTbcs 30inbiienns nokas3uukis AUC i C,,, TaMCyJI03UHY
rigpoxnopuny 3 KoedirieHToM 2,8 Ta 2,2 BignoBigHO.

TaMcyno3uHy TigpoXI0pH[ He CITiJ 3aCTOCOBYBaTH Y KoMOiHallii 3 cunbHuMH iHTi6iTOopamu CYP3A4
namieHTaM i3 GeHOTHUIIOM, [T SIKOT0 XapaKTepHU HU3bKUH piBeHb MeTabonizmy CYP2D6.



TaMCyno3uHy TiTpOXIOPUN CITifl 3aCTOCOBYBATH 3 00€PEKHICTIO V TOEAHAHHI 3 CUJIBHUMHU Ta
noMipHuMu iHribiTopamu CYP3A4.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI 3 TapPOKCETUHOM, CHIbHUM iHribiTopoM CYP2DG6, 3pocTaioTh
nokasuuku C,, i AUC tamcynosuny B 1,3 i 1,6 pasa BigmoBigHo, ase 1e 30i/bIIIeHHS He BBaXKAETHCS
KJIIHIYHO 3HAYYIIUM.

OpHOYacHe 3aCTOCYBaHHS TAaMCYJIO3UHY 3 iHIIMMU ,-afipeH00I0KaTopaMu MOKe IIPU3BECTH [I0
rinoTeH3UBHOTO eEeKTY.

Oco6 1ueocmi 3acmocyeaHHsi.

4K 1 iHII aHTAroHICTH O,-afAPEHOPELEeNTOPIB, TAMCYI03UH MOXK€e BUK/IUKATHA B OKPEMUX BUITagKax
3HUKEHHA apTepiaJibHOT0 TUCKY, 110 iHOM1 MOZKe IIPU3BECTU 40 BTpaTU CBiZoMocTi. [Ipu nepiux
O3HaKaxX OPTOCTATUYHOI TiNnoTeHs3ii (3amaMopoyeHHs, c/1abKiCTh) MallieHTy HeoOXigHO cicTu abo IATrTH
0O 3HMKHEHHS CHMIITOMIB.

JIikyBaHHIO TaMCYJI03WHOM IIOBUHHO IepenyBaTy 00CTeKEHHS XBOPOTO 3 METOI0 BUK/IIOUEHHS Oyab-
STKOTO iHIIIOTO 3aXBOPIOBAHHS, 110 Mepebirae 3i ckapramu, CX0XKHUMH Ha TakKi K P H0OPOsSKicHi
rinepnnasii mepenMixypoBoi 3a03u. PekTanbHe masbiiboBe 06CTeXKEeHHS IIPOCTATH i, SIKIIO MOTPi6HO,
BUMIipIOBaHHA PiBHS crielu(pigyHOTO aHTUTEeHY nmpocTatu (PSA) cnif mpoBecTy nepep MiKyBaHHAM i
yepe3 peryJsgpHi IPOMiXKKY 4acy IIif yac JiKyBaHHS.

JIikyBaHHS Malli€HTIB i3 TSIXKKO0I0 (POPMOI0 HUPKOBOI HEIOCTATHOCTI (KJIipeHC KpeaTHuHiHY

< 10 mn/xB) BUMarae oco611B0oi 00epeKHOCTI, OCKIIbKY [OCTiAXKEHHS 3a y4acTI0 TaKUX IallieHTiB He
IIPOBOJUTIUCSI.

[1ig 9ac xipypriuHol onepatiii 3 MPUBOAY KaTapaKTH Ta IJIayKOMHU Yy JesKUX MalliEHTIiB, SKi MPUINMalOTh
abo mpuiiMany paHille TaMCyJI03UH, CIIOCTEPIiraBcs iHTpaoIepaliiiuil CHHIPOM aTOHIYHOI
paunyxku (ICAP, BapiaHT cuHAPOMY By3bKHX 3iHUIIE). ICAP M0oXKe mocuioBaTi mpolenypHi
yCKJIafIHEHHS IIifl Yac Ta IicJis omepatiii.

B okpemux BuIafiKax Cjlif IPUNUHUTYA 3aCTOCYBaHHS TaMCYJI03UHY 3a 1-2 TUXKHI 00 TPOBENeHHS
olepallil 3 TPpUBOMY KaTapaKTU Ta I'IayKOMH, OOHAK AOLiIbHICTh IPUIMHEHHS TiKyBaHHS
TaMCYJIO3WHOM AO0Tenep MOBHICTIO HE BCTaHOBNeHa. Takox noBigomsany npo ICAP y mallieHTiB, sKi
IPUNMHUIY 3aCTOCYBaHHS TaMCYJI03WHY 3afIOBTO [0 OIlepallil 3 MPUBOAY KaTapaKTH.

[TarienTaM, IKi TOTYIOTBCS [0 XipypriyHoi onepaiiii 3 TpuBOAY KaTapakTH Ta I'TayKOMH, PO3MOYUHATH
Tepaliio TaMCyJI03UHOM He PEKOMEHIYEThCS.

[ITo6 yrukayTH ICAP, 1110 MOKEe BUHMKHYTH IIiff YacC Oomepallii 3 MPHUBOAY KaTapaKTH Ta I'JIayKOMH,
Xipypru Ta oTanbMOJIOTH IIOBUHHI Il ¥ IIPOIeCi Iepeaonepaliiiiol OLiHKY 3’ICyBaTH, YX He
3aCTOCOBYBAB IIAIiEHT [I0 OIepallil TaMCyI03uH ab0 Y1 He MPOMIOBKYE BiH 3aCTOCOBYBATH 1€
JiKapChKUH 3acio.

Tamcyno3uH He cIlif 3aCTOCOByBaTH Y KoMOiHaii i3 cunbHuMu iHTiOiTopamu CYP3A4 natieHTam i3
(GheHOTHUIIOM, [AJIS TKOT'0 XapaKTepHUM HU3bKUM piBeHb MeTabommizmy CYP2D6.

Tamcynmo3uH cifi 3acTocoByBaTu 3 06epekHiCTIO y KoMOiHallil i3 CUIbHUMY i TOMipHUMU
inribiTopamu CYP3A4 (guB. po3mnin «B3aeMopmis 3 iHIMMMY JTiKapChbKUMU 3ac00aMu Ta iHIII BUOK



B3aEMOJIiN»).

3adikcoBaHO BUIAOKU aJIePrivyHUX peaKlii Ha TaMCYJIO3HUH Y TallieHTiB 3 HAasBHICTIO B aHaMHe3]
arneprii Ha cynbdaninamigu. Crig TOTpUMyBaTHACh 00€PEKHOCTI IIPX 3aCTOCYBaHHI TaMCY/I03UHY
TiApOXIOpUY y MAli€HTiB, y IKUX paHillle BifMidanach aneprisi Ha cynabbaHinaMingu.

[TonOMiXKHi peYOBUHU

Lle#t mikapcbku# 3aci6 MicTuth MeHIe 1 MMonb (23 Mr)/Kalcyiy HaTpiio, TOOTO TPaKTUYHO BiTbHUMN
Bifl HaTpilo.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyo0oto.
TaMcyno3uH He TOKa3aHUY [JId 3aCTOCYBaHHS Y KiHOK.
[Tig 4yac KIIiHIYHUX OOCTIgXKEeHb TaMCYJIO3UHY IIPOTIrOM KOPOTKOTO Ta TPUBAJIOr0 Yacy BigMidaiucs

TIOpYIIeHHs egKynsalil. Bumagku mopyiieHHs egKyysllii, peTporpagHol esKysiil i HegocTaTHbOI
eSKyJIAIil BifMidanucs y micasapeecTpaliiitHoMy Iepiofi.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocmimKeHHS BIJIMBY TAMCYJI03WHY Ha 3JaTHICTh KePyBaTH aBTOTPAHCIIOPTOM a0o ITpalioBaTH 3
IHIMMMU MexaHi3MaMu He npoBogunucs. OgHak MnallieHTaM CJIifi BpaxOBYBaTH, III0 B pe3ybTarTi
3aCTOCYBaHHS I[bOTO JIIKapChKOT0 3ac00y MOXkKe BUHUKATH 3allaMOPOYeHHS.

Cnoci6 3acmocyeaHHss ma do3u.
OmHa Karmcyma IOomHS, SKy MPUAMal0Th MiCs CHigaHKy a00 IepIIoro BXKUBAHHS 1XKi 3a HEHb.

Karmcyny crig KoBTaTH 11i1010, ii He MOXKHa MoApPiOHIOBaTH abo XKyBaTH, OCKIIbKY 1€ IePeIIKOIKae
MonuGbiKOBAaHOMY BUBiTbHEHHIO aKTUBHOI PEYOBHHH.

Hisikoro KopuryBaHHS 0031 He BUMAara€eThCs IIPY NOpPYyIIeHH] QYHKII HUPOK. Y MaIli€HTiB i3 1erKoio
Ta CepefHbOI0 ITeYiHKOBOK HeOCTaTHLOIO 3MiHU 03U He BUMAraeThCs (OUB. TAKOXK PO
«IIpoTUNOKa3aHHS»).

Himu.

Hewmae BigmoBigHUX ITOKa3aHb [JIg 3aCTOCYBaHHS TaMCYJIO3UHY Y OiTeH.

Besneka Ta eeKTUBHICTh 3aCTOCYBaHHS TaMCYJI03UHY y AiTel BiKoM 0 18 poKiB He BCTaHOBIIEHA.

Ilepedo3yeanHns.



Cumnmomu.

[Tepeno3yBaHHSA TaMCYJI03WHOM TiIpOXJIOPHUAOM MOKE IIOTEHI[INHO CIPUYNHUTH TSIKKY TillOTEH3UBHY
miro. TskKa TinoTeH3WBHA [is BiIMidanacs IpU Pi3HUX CTYIEHSIX IIepefo3yBaHHS.

JIiKyBaHHA.

Y Bunafxy panToBOro 3HUXKEHHS apTeplaJibHOr0 TUCKY BHACIIIIOK Iepefo3yBaHHs CIIif [IPOBOAUTH
NiATPUMYIOYy Teparlilo, CIpsIMOBaHy Ha BiJHOBIEHHS HOpPMalbHOI (PYHKIII ceprieBo-CyauHHOI
cuctemu. [I719 HopMasi3allil apTepiaJlbHOTO0 TUCKY Ta YaCTOTH CEPIEBUX CKOPOUEHbD MallieHTa CJIif
IIOKJIACTH B TOPU30HTAJIbHE TI0I0KEHHS. fAKIIO I[eH 3aXi[ He JoroMarae, peKOMEeHAY€EThCS
BMKOPUCTOBYBATH I1JTa3MO3aMiHHUKY Ta, IPU HEOOXiMHOCTi, CyIMHO3BYKYyBaJIbHi TiKapchKi 3aC00H.
Crip KOHTPOJIIOBaTH (PYHKIIiI0 HUPOK Ta IIPOBOAUTH IiATPHUMYIOUy Teparito. [IpoBefeHHS remMofianily
€ HaBPS[ YU AOLIIBHUM, OCKIJIbKM TaMCYJI03WH 3HAYHOIO MipOI0 3B’A3Y€ThCS 3 OilKaMu I1a3Mu
KPOBI.

I oToMOXKYTh 3aX0/I¥, CIIPSIMOBaHi Ha 3armobiraHHs BCMOKTYBAHHS, HAlIPUKJIIa[ BUKJIMKAHHS
6moBaHHs. [Ipy 3HAYHOMY IIepeno3yBaHHi HEOOXiIHO MMPOBECTH TPOMUBAHHS IITYHKA, @ TaKOXK
3aCTOCYBaTH aKTHMBOBaHE BYTiJUISl TA OCMOTHYHUYN IIPOHOCHUI 3acib, HapuKiay Cyabdat HaTpilo.

ITobiuni peakuii.

Kmnac/ cucteMu HacTo HeuacTto Pigxo [lyXe pimko HacToTa
Oprasis (=1/100, <1/10)|(=1/1000, (=1/10000, (=1/10000) HeBimoMa
<1/100) <1/1000) (HEMOXKJIIUBO

OILIIHUTHU 3a
HASIBHUMU
maHUMH)

[TopyweHHs 3 60Ky [3allaMOpPOYeHHS|roI0OBHUM Oilb  [HEIIPUTOM-

Hepsosoi cucmemu (1,3 %) HiCTh

ITopyweHHs 3 60Ky 3aTyMaHEeHHS

op2aHis 30py 30py*,
MOPYILIEHHS
30py*

ITopyweHHA 3 60Ky BiO4yTTA

cepuA cepueduTTs

ITopyweHHs 3 6OKY OpPTOCTATUYHA

cyOuH rimoTeHs3is

[TopyweHHA 3 OOKY PUHIT HOCOBa

OuxabHOI cucmemu, KpoBoTeua*

opaaHie epyoHOi

KAIMmKu ma

cepedocmiHHA

ITopyweHHs 3 6OKY 3amop, miaped, CyXiCTb y poTi*

W /1YHKOBO-KUWK0B020 HYTIO0Ta,

mpakmy Or0BaHHS

ITopyweHHs 3 60Ky BUCUIIAHHS, AHTi0HAOPSK |cHHAPOM MyNbTA(DOPMHA

wKipu ma cBepOiK, CriBeHca-][I;)KOHCOHalepuTeMa*,

niOWKipHUX MKAHUH KPONUB' THKA exchomiaTUB-HUU
nepmaTtut*




ITopyweHHs 3 60Ky [po3mamu mpiamism
penpodyk- eSIKY TSI,
MUBHUX OpP2dHi8 ma |BKIIOYardu
MO/I0YHUX 30103 peTporpamHy
eSAKYIALIo i
HeooCTaTHICTh
eSTKyAil
3a2a1bHi nopyweHHA aCcTeHis
ma nopyweHHA y
IMicUi 3acmoCcyB8aHHA

*- BigMidanucs y micagpeecTpalniiitHoMy nepiofi.

[Tig yac micnsgpeecTpalliitHOro HaT/IsAAy ONKCaHi BUNAAKY iHTpaonepaliiftHoro CHHAPOMY aTOHIYHOI
paiimyxkHo01 060m0HKY 0Ka (ICAP) mpu omepariil 3 mpuBoAy KaTapakTH Ta IJIayKOMHU y TAlli€HTiB, SKi
IpUKMaIy TaMCyJI03UH (IUB. po3aisl «Oco6IUBOCTI 3aCTOCYBAHHS»).

ITicaapeecmpauitiHuti doceid. KpiMm BuIlleBKa3aHUX MOOIYHUX peakllii IMOBiIOMIISIIN PO BUTIAOKU
Gibpunsiil nepencepab, apuTMii, Taxikappil Ta 3aAUIIKY IIPU 3aCTOCYBaHHI

TaMCcyn03uHy. OCKiIbKY CBITOBUM HiCISpeECTpaliiHuil JOCBif € AKepesioM BKa3aHUX BHUIIE
CIIOHTAHHMX BUIAKiB, YaCTOTA MOBiJOMJIEHb Ta POJIb TAMCYJIO3UHY y IIUX BUIAOKAX HE MOXYTh OyTH
NOCTOBIPHO BCTaHOBJIEHI.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6iuHi peakiii

BaxkuBo mOBimOMIATH PO Migo3pioBaHi mo0iyHi peakiiii micisa peecTpatii mikapcbkoro 3acoby. Lle
[03BOJISIE IPOBOAXTHU MOCTIMHUM MOHITOPUHT CHiBBiAHOLIEHHS KOPUCTH/PU3UK JIiIKAPCHKOTO 3aC00y.
Io mpaniBHUKIB 0XOPOHU 3[I0POB’Sl 3BEPTAIOThCS 3 IIPOXAHHSIM IIOBIIOMIIATH NP0 Oy Ob-sIKi
mimo3proBaHi moOivHi peaxkirii.

Tepmin npudamHocmi. 3 POKHU.

He 3acTocoByBaTu npenapart IIic/i 3aKiHYeHHS TEPMIiHY IIPULATHOCTI.

YMmoBH 30epirannsi.

CnenianbHi yMOBU 30epiraHHs He BUMaraloThcs. 306epiraTi B OpuUriHalbHil yIaKOBII.

YnakoBka.

10 xamcyn y 6micTepi; mo 3 GiicTepu y KapTOHHI#M KOPOOIIi.

Kareropis Bigmycky.



3a pelemnToM.

BupoOHHK.

Menapini-®on Xeitmen I'm6X

Menarini-Von Heyden GmbH

Micue3HaxoKeHHsI BHPOOHHKA Ta ajipeca MicCIsi IpoOBaIKeHHs MOro Tis/IbHOCTI.
Jleunrirep mrpace 7-13, 01097 [Ipe3nen, HimeuuwnHa.

Leipziger Strasse 7-13, 01097 Dresden, Germany.

3asIBHHK.

Menapini [HTepHemonan Onepeiintonc Jliokcembypr C.A.

Menarini International Operations
Luxembourg S.A.

Micue3HaxoaKeHHsI 3asiBHHKA Ta aJpeca MicCIisi MIpoBaJKeHHs HOTr0 TisyIbHOCTi.
1, ABento me na Iap, JI-1611 JTrokceMOypr, JTltokceMOypr.

1, Avenue de la Gare, L-1611 Luxembourg, Luxembourg.



