THCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

OMHIK OKAC
(OMNIC OCAS)

Cknao:
ditoya pevo8uHa: TaMCYJIO3UHY TiAPOXJIOPHUL;
1 tabnetka micTuth 0,4 MI TaMCYJIO3UHY TiIPOXTIOPULY;

donomiogicHi peuosuHu: makporon 8000, makporon 7000000, marsiio cTeapaT, Boga O4uIlleHa, omnaapi
xkoptuii 03F22733.

JIikapcbKa ¢opma. TabneTku, BKPUTI MTiBKOBOIO 060JI0HKO0, TPOJIOHTOBAHOI [Iil 3 ITepopasibHO0
CHCTEMOI0 KOHTPOIbOBaHOI abcopOiril.

OCHOBHI (i3uKO0-XIMIUHI 81aCMUBOCMI: TaONETKY KPYTJIi, ABOOIYKJIi, BKPUTI JKOBTOO IIJTiBKOBOIO
000JI0HKO10, MapKOBaHi TUCHEHHSIM «04»,

®dapmakoTepaneBTHYHA Irpymna. 3aco0u, 0 3aCTOCOBYIOThCS IPH H0OPOSIKiCHI# rimepmia3ii
TIepeMiXypoBoi 3a103u. AHTAroHICTH o,-agpeHepriynux peuentopis. Kog ATX G04C A02.

dPapmakono2iuHi eaacmueocmi.

dapmakoOuHamika.

Owmnik Okac BuOIpKOBO i KOHKYPEHTHO OJI0KY€E IIOCTCHHANITUYHI ,-agpPEeHOPEeIeNTOopPH,
30KpeMa «,, Ta (;p, [0 3HAXOAATHCA Y TIafKiid MyCKyJIaTypi NepeaMiXypoBol 3aj103H, IITUINKI
Ce40BOT0 MixXypa i IpOCTaTUYHOl YaCTUHU ypeTpH. Lle MIpu3BOAUTE N0 3HUKEHHS TOHYCY
r7agKol MyCKy/lIaTypH IlepeaMiXypoBoi 3a/1031, MUKW CEY0BOTO MiXypa i MpoCTaTU4HOI
YaCTUHYU YPeTPU Ta MOJINIIeHHS BULIIeHHS Ceyi.

OmgHOYacHO 3MEHIIYIOThCS CUMIITOMHU O0OCTPYKIIil Ta Mogpa3HeHHs, TIOB’I3aHi 3
noOpOsKiCHOIO TimepIasieio mepeaMixypoBoi 3ano3u (yTpyogHEeHHS T04YaTKy



CEeYOBUIyCKaAHHS, NOCcTabieHHs CTPyMEeHS cedi, KpanaHHs Micisd 3aKiH4eHHS
CEYOBUITYCKAHHS, BIAUYTTS HEIIOBHOTO CIIOPOXKHEHHS CEYOBOI'0 MiXypa, 4acTi IO3UBU [0
CEYOBUITYCKAHHS, IO3UBY 0O CEUYOBUITYCKAHHS B HIYHUM YacC, HEBIOKIIagHICTh
CEYOBUIIYCKAHHS).

3maTHICTh «,,-agpPeH00I0KATOPiB 3MEHIITYBATH apTepialbHUM TUCK IIOB’sI3aHa 3i 3MEHIIeHHSIM
nepudepuyHoro omnopy. OmMHik OKac y 1o60Bil 1o3i 0,4 MI He CIPUYMHSE KTiHIYHO 3HAYYIIOTO0
3HUXKEHHS CUCTEMHOr0 apTepianbHoro TUCKy (AT) sIK y XBOPUX Ha apTepiaibHy riepTeHsito, Tak iy
IAl€HTIB 3 HOpMaJIbHUM ITo4aTKoBUM AT.

dapmakokiHemuxka.

Abcopbuis. Omuik Okac siByiste co0010 TabIETKY ITPOJIOHTOBAHOI il 3 KOHTPOJILOBAHUM BUBIIbHEHHSIM
Ha OCHOBI MaTpUKCy 3 BUKOPUCTaHHAM rejtio HeionHoro Tuny. ®opma Okacy 3abe3mnedye TpuBae Ta
TIOBiJIbHE BUBITbHEHHS TaMCYJIO3UHY, 110 A€ €KCIIO3UIIi0 3i CTaOKUMU KOJTUBAaHHSIMU IIPOTATOM 24
roguH. ITicnsa nepopanbHOTro IpuiioMy HaTile 57 % TaMCyno3uHy abcopOy€eThCsl B KUILIEUHUKY.
[IBupkicTh i 06’eM abcopOIril mpemapaTy B JliKapchKit Gopmi TabIeTOK MPOJIOHTOBaHOI il He
3MIHIOIOTBCS IIPU IPUHOMI 1XKi i3 HU3BKUM BMiCTOM KHUpY. [I0Ka3HUKM BCMOKTYBaHHS IiIBUIYIOTHCS
Ha 64 % Ta 149 % (AUC Ta Cmax BiATIOBigHO) IIpY MPUKXOMI 1Ki 3 BUCOKMM BMiCTOM KUPY IOPIiBHIHO

3 MPUKXOMOM HaTIIIE.
TaMcCyno3uH OEMOHCTPYE NiHiNHY (apMaKOKiHETHUKY.

[Ticnsa omHOpa3oBoro npuroMy npemnapaTy OMHIK OKac HaTile MaKCHUMabHa KOHIIeHTpallisl aKTHBHOI
PEYOBUHY Y IIJIa3Mi KPOBI CIIOCTEPIraeThCs Yepe3 6 TOAuH. Y piBHOBaXXKHOMY CTaHi, IKUU HOCATa€EThCSI
Ha YeTBepPTUi [eHb IPUIOMY IIpenaparty, MK KoHIleHTpallil HacTae yepe3 4-6 roguH He3aleXHOo Bif

npuiiomy ixi. [Tik KOHIeHTpalil y mia3Mi KpPOBi HiABUIIYETLCS IPUOIU3HO 3

6 HI/MJI HiCJs MepIoro npuioMy fo 11 Hr/Mi y piBHOBaXKHOMY CTaHi.

4K pe3ynbTaT TPUBAJIOTO BUBIIbHEHHS HAWHUKYWM pPiBeHb KOHIIEHTPAIlil TaMCYJI03KHY V IIJIa3Mi
ctaHoBUTh 40 % MaKCcHMabHOI KOHIIEHTPallil He3aJIekHO Biff IpUHoOMY IXKi.

Posnodin. 3B’sg3yBaHHs 3 Oimkamu mnasmu - 99 %. O6G’eM po3mnopiny He3HaYHUU
(mpubIU3HO

0,2 n/Kr).

Memaboaizm. TaMcyno3uHy TifpoXJIOpu Ma€ HU3bKUH eeKT MEePIIOro MPOXOAKEHHS, TIOBiTBHO
MeTabomi3younch. binbilla YacTHHA AKTUBHOI PEYOBUHHU MIPUCYTHS B KPOBi ¥ HE3MiHEHOMY BUTTISII.
Metabori3yeThcs y nmedinii. Pe3ynbrat in vitro moka3syioTs, mo CYP3A4 i Takox CYP2D6
BKJTIOHAIOTHCS Y MeTabori3M, inimi isodepmenTr CYP He3HAUHO BIIJIMBAIOTH HA TaMCYJIO3UH.
[TpurnivenHs MeTabomisyounux pepmenTiB CYP3A4 i CYP2D6 Moxke MPU3BECTH H0 MigBUIIEHHS
€KCIT03UIlil TaMCY/I03KHY Tigpoxyiopuay (auB. po3minu «OcobIuBOCTI 3aCTOCyBaHHSI», «B3aemopnis 3
iHITMMHM NTiKapCbKUMM 3aco0aMy Ta iHIIM BUOYM B3aEMOMii»). 2KomeH 3 MeTa0OIIiTiB He € aKTUBHIIIIUM
3a [il04y PeYOBHUHY.

BusedeHHs. TaMCyTI03UH Ta KOTO MeTabOIiT! BUBOASTHCS B OCHOBHOMY HUPKaMu, 4-6 % mo3u
BU[IINISIETHCS ¥ HE3MiHEeHOMY BUTIAAL. [1epiof HamiBBUBeAEeHHS TaMCYJI03UHY IIPKU OOHOPa30BOMY
IIPUUOMI Ta y PiBHOBaXKHOMY CTaHi cTaHOBUTH 19 1 15 rogus BiAmoBifHO.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

JlikyBaHHSI CUMIITOMIB 3 00Ky HUKHIX Bifjfi/TiB CEYOBUBIAHMX IIJIAXiB IIpX HOOPOSIKIiCHIN rineprasii
IIPOCTAaTH.

IIpomunoka3aHHsi.

['inepuyTauBICTh IO TaMCYJIO3UHY TiIpPOXJIOPULY, BKJIIOYAOUYU MeIUKAaMEeHTO3HO
iHOyKOBaHMY aHTiIOHEBPOTHYHMM HAOpSK, a00 [0 OyAb-9KOl 3 JOTIOMiKHUX PEYOBUH;
HasBHICTb B aHAaMHE3i OPTOCTATUYHOI TMMOTeH3il; TSIXKKa MevYiHKoBa HEeIOCTATHICTh.

B3aemodia 3 iHnwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.
HocmigKeHHS B3a€MOZil TPOBOJUIIKCS TiIbKU 3a y4acCTIO JOPOCIIUX.

[Ipu omHOYACHOMY 3aCTOCYBaHHI TaMCYJIO3UHY TiIAPOXJIOPUAY 3 aTEHOJI0JI0M, eHaJlallpUiIoM,
HipemuminoM abo TeodiniHoM miKapchKoi B3aemMoii He BigdHavamocs. OmHOYACHE 3aCTOCYBAHHS 3
IIMETHOMHOM IIIBUIYE, a 3 GypoCeMigoM - 3HUXKY€E KOHIIEHTPAI[il0 TaMCYJI03UHY y IIJIa3Mi KPOBi,
asie OCKUIBbKY LIi PiBHI 3aJIMIIAIOTHCS y MeXXaxX HOPMH, Y CIlellialbHiN KOPEKIil J03yBaHHSI
TAMCYJI03UHY HeMa€ HeoOXiIHOCTI.

Y pmocnipXkeHHSAX in vitro gia3enaM, IPONIPAHOJION, TPUXIIOPMeTia3uy, XJIOPMaguHOH,
aMITpUNTUIIIH, OUKIO0(deHaK, IMibeHKIaMil, CMMBaCTaTUH Ta Bap(apuH He BIJIUBAIOTh Ha
BinbHY (pakiiito TaMCYJI03UHY Y IIJ1a3Mi KpoBi moguHu. [Iofi0HUM YUHOM TaMCYJI03UH He
3MiHIOE PiBEHb BUIBHUX (PPaKIlii giasemaMy, IPOIPaHOIO0y, TPUXJIOPMETia3ugy Ta
XJIOPMafVHOHY Y I1JIa3Mi KPOBI JIIONUHIU.

[Ipote puknodeHak Ta BaphapuH MOXKYTh MiABUIIyBaTH IIBUAKICTE eJliMiHallil TaMCY/I03UHY.

OpgHoYacHe 3aCTOCYBaHHS TaMCYJIO3UHY TiIpoXIopuany 3 cunbHuUMY iHriditopamu CYP3A4
MOXKe IIPU3BECTH [0 30iNbIlIeHHS BIIJIUBY TAaMCYJIO3UHY Timpoxiopuny. OmHoYacHe
3aCTOCYBaHHS 3 KETOKOHAa30J10M (BimoMuit cunbHui iHribirop CYP3A4) nmpu3Boaumio o
30inpmenns AUC i C,, 1o 2,81 2,2 pa3a BifmoBigHO.

TaMcyno3uHy TigpoXJIOpU[ He CHif mpu3HadaT ¥ KoMbiHallii 3 CUIIbHUMY iHTi0iTOpaMu
CYP3A4 nanienTtam 3 Hu3bkuM MeTabosizmom CYP2D6.

TaMcyno3uHy TigpoXJIOpUA CJIiff 3aCTOCOBYBaTH 3 00epexKHICTI0 Y KOMOiHaIlil 3 CUJIbHUMU i
nomipHuMu iHribiTopamu CYP3A4.

OpgHoYacHe 3aCTOCyBaHHSA TaMCYJIO3UHY TiIPOXJIOPUAY i TapOKCETUHY (CUIbHUN iHTi0iTOP
CYP2D6) mpu3Bomuo mo 36inbmenss C .. i AUC go 1,31 1,6 pa3a BifmoBigHO, aje Iie He €
KJIIHIYHO 3HAYYIIUM.

OpgHoYacHe 3aCTOCYBaHHS 3 iHIIMMU O,-agpPeH00I0KaTOpaMU MOXKe ITOCUITIOBATH



TimOTeH3UBHUM e(]exKT.

Oco06.1ue8ocmi 3acmocyeaHHsi.

4K i mpu 3aCTOCYBaHHi iHIUX O,-agApPeHO00I0KATOPiB, B OKPEMUX BUIIA[IKaX IIPX 3aCTOCYBaHHI
miKapchKoro 3acody OMHIK OKac MOXIIMBe 3HUKEHHS apTepialbHOr0 THUCKY, IO PiIKO MOXKe
IPU3BONUTHU [I0 BTPATH CBimoMocTi. [Ipy mepimux o3HaKax OPTOCTATUYHOI TioTeH3il
(3amaMopoueHHs, CTabKiCTh) MalliEHT TOBUHEH CiCTU ab0 NATTH i 3a/IMIIATUCS B TAKOMY IIOJIOKEHHI
110 3HUKHEHHS BUIEe3rajaHuX CUMIITOMIB.

Ilepen TUM gK pO3MOYaTH JIIKyBaHHA IpenapaToM OmHIK OKac, Cllif IpouTH MefuyHe
00CTeK€eHHS 3 METOI0 BUSIBJIEHHS iHIIMX CYIYTHIX 3aXBOPIOBaHb, III0 MOXKYTh CIPUYMHUTH TaKi caMi
CHUMIITOMH, K J0OpOSIKiCHa Tinepria3ig mepeaMixypoBol 3ao3u. [lepe mo4yaTKOM JIiKyBaHHS
HeoOXiTHO ITPOBECTHU PeKTasibHe 00CTeXKEHHS IepeaMixXypoBoi 3a103u Ta Ipu HEOOXigHOCTI - TeCT Ha
BHM3HAQUYEHHS PiBHA Crelu(idHOr0 aHTUTEeHY IlepeMixypoBoi 3amo3u (PSA) mo mouaTKy Ta uepes
O[IHAKOBI IIPOMIKKH 4acy IIif] Yac JiKyBaHHS.

[Tpr3HayaTy mpemnapar IallieHTaM i3 TSIKKO0I0 CTafi€lo HUPKOBOI HeIOCTATHOCTI (KIipeHc
KpeaTuHiny <10 m/xB) HeoOXigHO 3 0COONMMBOIO 00EPEKHICTIO, OCKITbKY KITIHIYHUX
OOCIIAZKEeHb /I TaKUX IaLllEHTIB HE IIPOBOOUIIN.

Y mesikux Malli€eHTiB, AKi MpuiiMany abo IpUUMaloTh TaMCYJI03KH, IIif 4ac XipypriyHoro
BTPy4YaHHS 3 IPUBOAY BUAaleHHS KaTapaKTH i rIayKOMM Bifi3HA4aBCS CUHAPOM aTOHIYHOI
3inumi (IFIS, BapiaHT cuHAPOMY 3BYy2KEHOI 3iHHUII), 110 MOXKe CTaTH IPUYNHOI0 30i/IbIIeHHS
KiTbKOCTI YCKTafgHEHb IIiJ YacC 4M IIiC/Is IPOBeIeHHS TakKol omepariil.

4K npaBuno, 3a 1-2 TUXKHI 10 IPOBeIeHHS Omepallil 3 TPUBOAY BUMaJEHHS KaTapaKTH i
IJIayKOMU PEKOMEHIYEThCS IPUIIUHUTY JIIKYBaHHS TaMCYJIO3UHOM, IIPOTE KOPUCTH Bif
IPUNIVHEHHS JIIKyBaHHS TaMCYJIO3MHOM Ha CbOTOIHI TOYHO He BCTaHOBJIEHA. [Ipo cuHApoM
ATOHIYHOI 31HUI OBITOMIIAIOCS TAKOXK y MAlli€HTiB, SKUM IIPUINHUIINA 3aCTOCYBaHHS
TaMCYJIO3UHY IIPOTATOM TPUBAJIOTO Yacy OO IPOBefeHHs OIepPaTUBHOI'O BTPY4YaHHA 3
IIPUBOAY KaTapakTH.

[TarieHTaM mepeq IIaHOBOK OIepalli€lo 3 MPUBOAY KaTapaKTH YU IIayKOMU He
PEKOMEHAYETHCS PO3MOYUHATY IIPUNOM TaMCYJIO3UHY TiIPOXJIOPUAY. 3 METOI0
onepeaXKeHHs MOXKJIMBUX YCKIIagHEeHb, OB’ 13aHuX i3 IFIS, mpu migroToBIi Ao omnepairil
Xipypru Ta oTaabMOJIOTH MAIOTh Mi3HATHCS, UM MpuiMaB (abo mpuiiMae) MalieHT
TaMCYJI03UH.

TaMcyn03uHY TigpoXJIOPUM He CIIif mpu3HavYaT Y KoMOiHallii 3 CUIbHUMU iHTi6iTOpaMu
CYP3A4 namientaM 3 Hu3bKuM MeTabonizmom CYP2D6.

TaMCyn03uHY TigpoXJIOPU CJIif 3aCTOCOBYBaTH 3 00epPeKHiICTI0 Y KOMOiHaIlil 3 CUTBHUMU i
nmoMipauMu iHridiTopamu CYP3A4 (muB. «B3aeMopmis 3 iHIKMMU JTiKapChbKUMHU 3aco0aMu Ta
iHITTi BUOM B3a€EMOMIIN»).

[HOOi MOXKHa BUSIBUTY 3a/lUIIKKA TaONETKHU y GeKamisix.



[ToBigoMIsAaM PO BUIIaAKM alepriyHuX peakiii Ha TaMCYJIO3WH Y Malli€HTiB 3 HasgBHICTIO B
aHaMHe3i anepril Ha cynbdaHinamigu. Cuig moTpuMyBaTuCS 00epeKHOCTI ITPX 3aCTOCYBaHHI
TaMCYJIO3MHY TiIPOXJIOPUAY ITalliEHTaM, y AKUX paHillle Bif3Hayaacs ajeprisa Ha
cynbdaHinaMigu.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.
OwmHiK OKac He MOKa3aHWU AJIT 3aCTOCYBaHHS XKiHKaM.
OepTUNIBHICTD

[1ig 4ac KIIHIYHUX OOCIiAXKEHb TaMCYJIO3UHY IIPOTATOM KOPOTKOT'O Ta TPUBAJIOTO Yacy
Big3HAYaNuCs MOPYIIeHHS esAKyNAllil. Bunmagku mopyiieHHs esgKysilii, peTporpagHoi
esIKyJIslil i He@OCTaTHBO! eSIKyIANil BiI3HaAYaINCs y MiCIApeeCTpaliiHui Iepiof.

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

IocmimXeHHS BIIMBY IIpellapaTy Ha 3[aTHICTh KEPYBAaTU aBTOTPAHCIIOPTOM abo iHIIMMU
MexaHi3MaMu He mpoBoguau. OgHak MallieHTiB IOTPiOHO MONEePeUTH PO MOXKIIUBICTh
BUHUKHEHHS 3allaMOPOYEHHS.

Cnoci6 3acmocyeaHHsi ma do3u.

PekoMenpoBaHa no3a - 1 TabneTka IIOeHHO, He3aJIeKHO Bif mpuiioMmy ixi. TabneTKy i KoBTaTu
I1i/I010, HE PO3/IaMyI0uM Ta He PO3KOBYIOUH ii, OCKiNIbKY I1e OyIe MmepeIKoKaTyh JOBTOTPUBAJIOMY Ta
KOHTPOJIbOBAHOMY BUBIJIbHEHHIO aKTUBHOI'O IHI'pefieHTa. TpUBaIiCTh JIIKyBaHHS BCTAHOBIIIOETHCSA
IHOUBIAYyaIbHO.

[TarmienTaM i3 HUPKOBOIO HEIOCTATHICTIO He MOTPiOHA KopekKilis mo3u. [TarieHTaM i3 moMmipHo Ta
CepemHbOr0o CTYIEHS TSIKKOCTI IIe4iHKOBOIO HEIOCTATHICTIO He MOTPiOHa KOPEKIisa 103U (OUB. TaKOXK
po3pin «IIpoTunoka3aHHs»).

Himu.
[IpemapaT He 3aCTOCOBYIOThH JiTAM.

Be3neKy Ta e(l)eKTI/IBHiCTB 3dCTOCYBAaHHSA TAMCYIIO3UHY OiTSM He OILiHIOBAJIH.

Ilepedo3yeaHHsi.

Cumnmomu.



[Tepeno3yBaHHS TaMCYJIO3UHY TigPOXJIOPHUOOM MOXKeE IMOTEHI[INHO CIPUUYUHUTH TIXKKY
rinoTeH3uBHY Hit0. TsXkKKa rinoTeH3WBHA [id Bij3Ha4aacs IpU Pi3HUX CTYIIEHAX
repeno3yBaHHS.

JIiKy8aHHA.

Y pasi pi3koro 3HUKEHHS TUCKY BHACIIINOK IIepefo3yBaHHs CJIiJl IPOBOLUTH MiITPUMYOUY
Tepallilo, CIPSIMOBaHy Ha BiIHOBJIEHHS HOPMaJlbHOI (PYHKIIil CepIieBO-CyAMHHOI CUCTEMU
(HampuKIaf, MalieHTa CJIif MOK/JIaCTh B TOPU30HTAJIbHE ITOJIOXKEHH ). AKIIO0 IIe 3axid He [ie€,
IPOBeCTH iH(DY3ilHY Tepaliio Ta ITPU3HAYKUTH Ba30IpecopHi 3acobu. HeoOxigHO cimKyBaTH
3a (yHKIIi€l0 HUPOK Ta IIPOBOAXTH 3arajbHy MiATPUMYIOUY Tepallilo. 3 OT/IsIoy Ha BUCOKUU
CTYTiHb 3B’SI3yBaHHS TAaMCYJIO3KMHY 3 OillkaMu IJ1a3MU KPOBi, MaJIO¥WMOBIpHO, 110 IPOBEAEHHS
reMopianisy € OOLIbHUM.

[l IpUNMHEeHHS IOfabIIOr0 BCMOKTYBAaHHS [IpellapaTy MOXHA ITYYHO BUKJINKATH
OmoBaHHs. [Ipu mepeno3yBaHHI 3HAaYHOI KiTbKOCTI ITpenapary MalieHTy HeoOXigHO TPOMUTH
IIJIVHOK 13 3aCTOCYBaHHSAM aKTUBOBAHOI'0 BYTLJIIsA Ta HU3BKOOCMOTAYHUX [IPOHOCHUX
3aco0iB, TakuX K CylbdaT HaTpilo.

ITo6iuni peakuii.

CucreMa opraHismy Yacrto (>1/100, [HeuacTo Pinko (>1/10000, [yxke pigko |[HeBigomo
<1/10) (>1/1000, <1/1000) (<1/ (HEMOKIIUBO
<1/100), 10000) OIIIHUTH Ha
OCHOBI
[MOCTYIHUX
TAHNX)
|HeBpooriuni po3namu 3amamopoueHnHs [['onoBHUM O0inb |HempuTOMHICTE
(1,3 %)
3 00Ky opraHiB 30py 3aTyMaHEHHS
30Dy,
[TOpYIIeHHS
30py
3 00Ky cepus BiguyTTs
ceprieOuTTS
CymuHHi po31agn OpTocTaTuyHa
rinoTeH3is
PecnipaTropHO-MeaiacTHHAILHI] PuHiT Hocosa
|po3na11n KpoBoTeua'
I TyHKOBO-KHMINKOBi po31agu 3anop, fiapes, CyxiCTb y poTi'
HYLOTa,
GITI0BaHHS
|Po31agu 3 00Ky mKipu Ta BucunaHHS, AnrioHeBpoTHYHUY |CuHppoMm  |MynbTudOpM- Ha
CTH30BHX 000/I0HOK cBepOixK, HaOPSIK CriBeHca - |epuTeMa),
KPOIIUB' AHKA [>XOHCOHA |ekcdomiaTuB-HuH
mepMatur,
peaxiis
boTouyTIMBOC-TI
|PenponyTHBHI MOpyIIeHHS Po3manu [Tpiami3zm
eSIKy AL,
BKITI0YAI04N
PETPOrpanmHy
eAKYIIALIIO 1
HemOoCTAaTHICTD
esIKy il
3arajbHi po3magu IACTeHisz




*Bif3Hadanucs y micagpeecTpaliiHuil Iepiof,.

[Tig yac micnsipeecTpalliiHOro HATJIAAy ONMMCaHO BUIIQKU iHTpaomepalliiHol HecTabiTbHOCTI
paimyxkHoi 000JI0HKYM OKa (CMHOPOM 3BYKEHOI 3iHMII) ITpu olepaliii 3 MPUBOY KaTapakTH Ta
T7IayKOMHU Y Talli€eHTiB, sSIKi MpUUManIy TaMCy/lI03uH (IuB. po3ain «OcobmuBoCTi
3aCTOCYBaHHS»).

ITicasapeecmpauiiiHuti doceid. KpiM BuIlleBKa3aHUX MOOIYHUX PeakKIlid, IOBimOMIISIIIOCS PO
BUNAAKK GiOpumsdilii mepencepnb, apuTMil, Taxikapmii Ta gucnHoe. ITpo 3a3Ha4YeHi BUMAgKH
ITOBITOMJISITIOCS CIIOHTAHHO, YaCTOTY IIOBIIOMIIEHDb Ta POJIb TAMCYJIO3UHY V 1X BUHUKHEHHI He
MOXKHa IOCTOBiPHO BCTAHOBUTH.

Tepmin npudamHocmi. 3 POKHU.
YMoBu 30epiranns. 30epiraTy y HeJOCTYIITHOMY [JIs OiTel MicIIi.

30epiratu npu TeMiepartypi He Buile 25 °C.

YnakoBka. ITo 10 ta6neTtok y 6rmicTepi, o 3 6ricTepu B KapTOHHi#M KOPOOIIi.

Kareropis Bignmycky. 3a pelenToM.

Bupoonuk. Actennac ®apma FOpon B.B., Hinepnaumu.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

Actennac ®apma HOpom B.B.: Xoremart 2, 7942 12K Mennen, Higepnauau/Astellas Pharma
Europe B.V.: Hogemaat 2, 7942 JG Meppel, the Netherlands.

3asaBHHUK. AcTemac ®apma HOpon B.B.

Micue3HaxomKeHHsI 3asiBHMKa. Cunbsiycser, 62, 2333 BE Jleiinen, Hinepnaunu/Sylviusweg,
63, 2333 BE Leiden, the Netherlands.

Y pasi BunuKHeHHS Mo6iYHuX eeKTiB MPOCUMO HaIpaBIsATH iHpopMallio 0o
npencTtaBHuITBa AcTemnnac ®apma FOpon bB. B. Ha appecy: 04050, m. Kuis, Byn. [IuMoHEHKa,
13, xopm. 7-B, odic 41, ten.: 044-490-68-25, dpakc: 044-490-68-26.






