IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

YPOPEK

(UROREC®)

Cknao:
0itoua pevosuHa: 1 xarmcyna MiCTHTb 4 Mr a00 8 MI' CHTIONO3HHY;

00onoMmidcHI peyosuHu: MaHiT (E 421), KpoxMasb IeITH30BaHUM KYKYPYI3SHUM, BOA OYHUIIEH],
HaTpilo TaypuicynbdaT, Maruioo creapart, KejaTuH, TuTaHy giokcup (E 171), ons golyBanHs 4
MT 3aJj1i3a okcup xkoBTuil (E 172).

JIikapcbKa ¢popMa. Karncymu TBepmi.
OcHOBHI (pi3uKo-xiMiuHi 81acCMuUBOCMI:
KaIlCyJIA TBEPHI, 110 MICTATh 4 MI' CUJIO[03UHY,

KAIICy/IX TBEPMi, 1[0 MiCTSITh 8 MI' CUJIONO3UHY.

®dapMakoTepaneBTHYHA Irpyma. AHTarOHICTY X-aipeHopelenTopiB. CUIOL03UH.

Kom ATX G04C A04.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.

Cunomo3uH € IperapaToM BUCOKOI BUOIpKOBOI Mil, aHTAaroHiCTOM o] A-agpeHOPeIenTopiB, 0
MICTSATECSA IIepPEeBaXKHO y IIepeaMiXypoBill 3a103i, Ha [JHI Ce40BOr0 MiXypa, B LKLl CEY0BOTO MiXypa,
B KaIlCyJli IPOCTaTH i MepeaMixXypoBiil YaCTUHI ypeTpu. biiokaga maHux O a
agpeHopelenTopiB 3a6e3neyye po3caabieHHs IIagKol MyCKyIaTypy LbOTO Bifiny, 110, Y CBOIO
Yyepry, NiABUILYE MBUAKICTh BIATOKY CeUi, He BIJINBAOYU Ha CKOPOT/IMBICTH INIagKOT0 M’'A3a
meTpy3opa. BHacmigok 4oro 3HMKalOTh CUMIITOMHU ITOAPa3HEeHHS Ta 00CTPYKIIil, 3yMOBIEHi
noOposKiCHOIO TinepIina3sieio nepegMixyposoi 3ano3u (II'TI3).

CuIomo3uH XapaKTepU3yeThCs HabaraTo MEHIIIO0 CIOPIMHEHICTIO 3 O] ; -aAPEHOPELeITOPaMH, 10
JIOKAJTi3yI0ThCSI TTePeBaXXHO V TKaHMHAX CEPIIeBO-CYOWMHHOI CUCTEMH.



HocnimKeHHs in vitro mokasany, 10 30aTHICTb CUIIOAO3UHY 3B’I3yBaTUCS 3 agpeHOpenenTopamMmu
1A i« CHiBBiTHOCHTHCS K 162:1.

IIoCTOBIpHO BiOMO, III0 IOJIMNIIEHHS CUMIITOMATHAKY 3a IIKaJI0i0 AMEepPUKaHCHKOl yPOJIOTi4HOI
acorriarnii (AYA) 3a6e3neuyeTbCs IpU IPUHOMI CUION03UHY B 103i 4 MT abo 8 MTI 3HAaYHO Kpallle, HixX
npu npuriomi miane6o. Kminiuxi gocnigxkenHs, 1o npoBoguinucs B Cronydenux IlltaTax Ta €Bpori 3
CUITIOmO3UHOM Y 10o3i 8 Mr 1 pa3 Ha o0y, MPOAEeMOHCTPYBaJId 3HaYHe 3MeHINeHHs: cuMnToMiB [II'TI3
SIK HaKONMYeHHs (Mogpa3HeHHs), Tak i BUNyCKaHHS (00CTPYKIIii) MOpiBHSAHO 3 miaue6o, BiAOBiAHO
[0 OolLiHKM MiXXHapoaHOlI MIKaIX OIiHIOBAaHHS MIPOCTAaTUYHUX cUMIITOMIB (International Prostate
Symptom Score, IPSS) gepe3 12 TuxHiB nmikyBaHHS. [1if 4ac KIiHIYHUX OOCTiAXKEHb, TPOBEOEHUX Y
€Bporii, cunomo3uH y f03i 8 Mr 1 pa3 Ha 00y BUSBUBCSA He MeHII e(eKTHBHUM 3a TaMCYJIO3UH Y H03i
0,4 mr 1 pa3 Ha mo0Oy. YacToTa IO3UTHBHOI peakllii Ha JiKyBaHHS, TOOTO MOKpAIleHHS 3a 3arajabHoI0
ominkor IPSS, 6ya 3HaYHO BUIIO0 Y TPYII, 110 MpUiiMaja CUJIONO3UH Ta TAMCYJIO031H, TOPiBHSHO 3
maneoo.

Y moBroTpuBajii BiIKpPHTi# MOJOBXKEHIM (a3i MuxX KIiHIYHUX AOCiIXKEHb, B IKUX MAI[iEHTH
OTPUMYBAJIX CUAJIONO3UH [0 1 POKy, IOKpaIlleHHS CUMIITOMIB IIifl BIIJIMBOM CUJIOHO3UHY Ha 12-My
TUXKHI NTiKyBaHHS 30epiranocs 6inbine 1 poky.

Y IV (a3i KniHiYHOT0 [OCTigXKEHHS, sIKe ITPOBOTUIIOCS B €BPOIIi BiiMOBIAHO A0 OLiHKK MiXXHapomHOl
IIIKAJIX OLIiHIOBAHHS IIPOCTAaTUYHUX CUMITOMIB, ¥ 77,1 % malieHTiB ciocTepirascs BiAT'yK Ha
nikyBaHHS. [Ipu0nIM3HO y IIOJTOBUHI BUIIQMIKiB MallieHTH 3 Hal0inbIll HalOKyYIUBAMU CUIITOMaMH, a
caMme - HIKTypis, MiIBUILIEHHS YaCTOTH CEYOBUITyCKaHHS, IT0C/IabIeHHS IOTOKY, iMIIepaTUBHi II03UBH
[0 CEYOBUITYCKaHHS, MiATiKaHHSA Cedi B KiHI[I aKTy CEYOBUIIYCKaHHS 1 HEIIOBHE BUIIOPOXKHEHHS
CEeY0BOr0 Mixypa, ITIOBIiIOMUIY IIPO MOKPAIIeHHS CTaHy, K 3a3Ha4€HO B OIUTYBaJIbHUKY
MixHapoaHol opraHisariii 3 mpo6em HeTpuMaHHS cedi (International Continence Society, ICS) mns
YO0JIOBIKiB.

B ycix KiiHIYHUX OOCTiAXKEHHIX, 110 IPOBOAUIIN 3a YMOBHU IPUKXOMY CUJIONO3UHY, He CIIOCTepiraaocs
ICTOTHOTO 3HMXKEHHS apTepiaJbHOI0 TUCKY V IallieHTa B TOPU30HTAJIbHOMY II0JIOKEHHI.

Cumnomo3uH y mo3i 8 Mr ta 24 Mr Ha 100y IOPiBHSHO 3 m1aiebo He Mae CTATUCTUYHO
3HAYYIIOro BIIKBY Ha inTepBanu EKI" abo pemnonsipusaliiio cepiis.

dapmaxkoKiHemuxka.

dapMaKOKiHeTMYHI XapaKTEePUCTUKYU CUJIONO3UHY Ta MOro OCHOBHUX MeTaboJIiTiB
OLIiHIOBAJIUCS IPY IMPUMOMI ITpelapaTy AOPOCIMMHU TallieHTaM¥ 9O0JIOBiUOl CTaTi, 3HOPOBAMHU
abo xBopumu Ha [II'TI3, micnsa ogHOpa3oBoro Ta/abo 6araTopa3oBoro mpuromy B mo3ax Bifg 0,1
Mr 1o 48 Mr Ha f00y. Y 3a3HaueHOMY fiana3oHi 703 papMaKOKiHETUYHI XapaKTEPUCTUKHU
CUJIOOO3UHY 3MiHIOIOTHCS JIIHINHO.

Excmo3utlis 0CHOBHOTO MeTaboJIiTy, Cunono3uny riokyponiny (KMD-3213G), y nia3Mi KpoBi B cTaHi
piBHOBaru B 3 pa3u Oinbllle MOYaTKOBOTO IpemnapaTty. CUIOMO3UH Ta HOTro0 TIII0KYPOHI HOCSATaloTh
CTaHy piBHOBaru yepe3 3 OHi Ta D5 [HIB JIIKyBaHHS BiITIOBIOHO.

AGcopOiris.

CuITOI03MH Y pa3i mepopaabHOTro BBeEeHHS MoOpe 3aCBOIOETHCS OPraHi3MOM, 3HaYEHHS
abcop61iii mpormopirifite 1o BBefeHol no3u. AGcomoTHa 6iooriuHa JOCTYIIHICTD ITpenapaTy
CTAHOBUTH MpuOIU3HO 32 %.



HocmipxeHHS in vitro 3 kmitTuHamu Caco-2 moka3sajo, 10 CUJION03UH € CyOCTpaToOM p-
TJIKOIPOTEIHY.

Y pasi npuitomy npenaparty 3 ixero 3HauenHs C,,,, 3HUXKYEThCI Mprubau3Ho Ha 30 %, t,.,
30inbiyeTbes mpubau3Ho Ha 1 roguny, 3MiHa 3HaueHHS AUC He crocTepiraethes. ITics
IepopajbHOTO IpuiioMy 8 MT npenapaTty 1 pa3 Ha [eHb ogpa3y Mic/is CHijaHKy IpOTAroM 7 gHIB 0yI0
BH3HAYEHO TakKi (hapMaKOKiHETHYHI moKa3Huku: C,,, - 87 + 51 Hr/mn (cB), t,.,- 2,5 roguHu (miama3oH
1,0-3,0), AUC - 433 + 286 Hr/rom/mi.

Posmopin.

O6'em pozmopiny cunomo3uny ctaHoBuTh 0,81 n1/kr. Cunono3us Ha 96,6 % 3B's13yeThes 3 GimkaMu
Iy1a3Mu KpoBi. BiH He pO3NOAinsA€ThCA Y KIIITUHAX KPOBI.

3B’s13yBaHHS 3 OiTKaM¥ CHUJIOMO3UHY TTIOKYPOHiTy cTaHOBUTE 91 %.

bionoriyHe nepeTBOpPEHHS.

MeTabo7i3M CHTOI03UHY 3MiMCHIOETLCS 3a PaxyHOK IpolieciB ritokypoHiganii (UGT2B7),
aJIkOT0JIb- Ta aJbAeTiggerifporeHasu Ta OKucieHHs, B oCcHoBHOMY CYP3A4. 'onoBHUM
MeTalOoJIiT y ImIa3Mi KPoBi - KOH'IOTOBaHUM TIIIOKYPOHIM cunono3uny (KMD-3213G),
aKTHBHICTH SIKOTO HifTBEPAXKEHA in vitro - XapaKTepU3yETHCS GibII TPUBAIUM IIEPiOIOM
HalliBBUBeOeHHS (IpubIU3HO 24 roguHM), HOro KOHIIEHTPAIIis V IIa3Mi KpOBi pubIu3HO B 4 pasu
IIepeBUINyE 3HaUeHHS KOHIIEHTPAIlil caMoro CUIofo3uHy. [laHi in vitro BKa3yoTh Ha Te, 110 CUJION03UH
He YMHUTH iHTi0y04o0i abo moTeH1i00Y0i il Ha i3odepMeHTH cucTeMu nuToxpomy P450.

BuBegeHHs.

[Ticrist mepopasibHOTO MPUXOMY CUJIOHO3UHY Yepe3 7 OHIB mpubnu3Ho 33,5 % BUBOTUTHCS 3
ceuero i 54,9 % - 3 KaymoM. 3arajabHUM KJIipeHC CUIOM03UHY CTaHOBUTH mpubau3xo 0,28 n/ron/Kr.
Cunomo3uH BUBOIUTHCS ITePEBaXKHO Y BUTJIAMI MeTa0OJIiTiB, i Mullle BKpall He3HAYHUN BiJCOTOK
npenapaTy B He3MiHEHOMY BUTJISI[Ii BUBOJUTHCA i3 cedero. TepMiHaIbHUY IIepiof HaliBBUBEOEHHS
HEe3MiHEHOTO0 IIpenapaTy Ta MOT0 I/IIOKYPOHifiB cCTaHOBUTD MpuOnmu3Ho 11 rogus ta 18 rogun
BigmmoBigHO.

dapMakOKiHeTHKA B 0COONIMBUX IPYyIIax MallieHTiB.
ITauieHmu AiMHbBO20 BIKY.

XapaKTepUCTUKH BILIMBY CUIOM03UHY i HOT0 OCHOBHUX MeTaboIiTiB He 3asiexkaTh Bifl BiKy
nalieHTa. 3arajJbHUN KJIipeHC CUTO03UHY 30epiraeThCcsl He3MiHEHUM i B pa3i nmpuiiomy
Ipenapary nalieHTaMy BIKOM IIOHAaA 75 POKIB.

Himu.
Brnus Bif 3aCTOCYBaHHS CUIOMO3UHY He OLHIOBAJIM Y Malli€HTiB BiKoM 10 18 poKiB.
ITopyweHHA pYyHKUII neviHKu.

dapMaKOKIHETUYHI XapaKTepPUCTUKU CUIONO3UHY OJHAKOBI SIK y MAIiEHTIB 3 MOPYIIEHHIM (QYHKIIii
IeYiHKY CePeIHbOT0 CTYIEHS TSXKKOCTI (OLiHKa 3a IKasoo Yaunma-IT'io 7-9 6amiB), Tak i B
300POBUX MOOPOBOJIBIIIB. Pe3ynbTaTH I[bOTO OOCTIAXKEHHS CIIif TIYMaYUTH 3 00€PEKHICTIO, OCKiTbKU



y malieHTiB 0ynu HopMasbHi OioxiMiuHI MOKA3HUKHY, 1[0 BKAa3y€ Ha HOPMaJlbHY MeTabO0miyHy QyHKIIito,
Ta BOHM KIacUGiKyBaIuCs SK MAIliEHTH 3 TOPYIIEHHAM (YHKINI Ie4YiHKM CepeqHbOT0 CTYIIeHS
TS2KKOCTI 3 OTJIAY Ha aCIUT Ta INediHKoBY eHIledasonariio. PapMaKoKiHeTHKa CUIIONO3UHY Y
MAI€EHTIB 3 TAKKHAMY IOPYIIEHHAMEU (QYHKIIIl TeYiHKY He BUBYAJIach.

ITopyweHHA PYHKUiII HUPOK.

HocmigKeHHS pe3ybTaTiB 3aCTOCYBaHHS OOHOPA30BO1 [03U [T0Ka3aso, 1[0 3HaueHHd C,,, i
AUC cunono3uHy (He3B'13aHOT0) IIPYU IPHAMOMI IallieHTaMu 3 MOPYIIeHHIM (YHKIIl HUPOK 3
nmoMipHUM a00 cepefHiM CTyIeHeM TSIKKOCTi migBuinyoThcs B 1,6 i 1,7 pa3a BigmoBigHO
MIOPiBHSHO 3 ITOKa3HWKaMU Yy TAallieHTiB 3 HOPMalbHO PYHKIIOHYIOUMMY HUPKaMU. Y
MAI[iEHTIB 3 TAXKKUAM IIOPYIIeHHAM (YHKIIil HUPOK CIIOCTEpPiranocs MigBUIIEeHHS IOKa3HUKIB
Chax ¥V 2,2 pasa i AUC -y 3,7 pa3a. 3HaueHHS papMaKOKiHETUYHUX XapaKTEPUCTHUK OCHOBHUX
MeTa0OoJIiTiB IpenapaTy, CUI0O03uHY IMTIoKypoHigy i KMD3293 TakoXK HigBUIIUIUCS.

KonIleHTpallid CUJI0Z03UHY V IIJTa3Mi KPOBi micis 4 TUXKHIB IPUUOMY ITallileHTaMu 3
IOPYIIEHHSAM QYHKII1 HUPOK ITOMipHOTO CTYIIEHS TSIKKOCTi TaKa XK, K i y IaIli€HTiB 3
HOPMAaJIbHO (PYHKITIOHYIOUMMY HUPKaMH, a Y MAIlieHTiB 3 IOPYIIEHHSAM (QYHKIII HUPOK
CEepemHbOr0 CTYIEeHS TAKKOCTI KOHIIEHTpallisl Ipenapary 3pocTa€e BABIYL.

Ornsp ycix maHux 3 0e3MeKy MpenapaTy CBiqYUTh IIPO Te, 10 Tepallis CUJII0O03WHOM Y pasi
IIOPYIIeHHS (QYHKIIl HUPOK IMMOMIPHOTO CTYIEHS TSIKKOCTi He aCOIIOEThCS 3i 3pOCTaHHAM
PH3UKY 3allaMOpo4YeHb ab0 OPTOCTATUYHOI TiMOTEeH3ii MOPIBHSIHO 3 Tepallielo nalieHTaMu 3
HOpPMaJIbHO PyHKIiOHYyIOUMMHU HUpKaMu. OTXKe, KOPEKIis Q03U IJId MalliEHTiB 3 TOPYLUIEHHIM
GYHKITI HUPOK IMTOMIPHOT'O CTYIIEHS TSIXKKOCTi He IMOoTPiOHA. Y 3B’93Ky 3 00MeXKEeHIiCTIO JaHuX
IIPO pe3y/IbTaTy IPUKUOMY IIpelapaTy MallieHTaMH 3 MOPYyIIeHHIM (DYHKIIil HUPOK
CeperHbOro CTYIeHs TAXKKOCTI I0YaTKOBAa peKOMEHI0BaHa [03a IIpenapary CTAHOBUTH 4 MT.
3acToCyBaHHS CUJIONO3UHY Y Tepallil MallieHTiB 3 MOPYLIeHHAM (QYHKIIl HUPOK TSKKOTO
CTYIIeHS He PeKOMEeHIOBaHe.

KniniuyHi XapaKTepHUCTHKH.

Iloka3aHHs. CumnToMaTHuHe JTiKyBaHHS NOOPOSKICHOI rimepiiasii mepeaMixypoBoi 3a103u
(OTTI3).

IIpomunoka3aHHsi.

[TimBuIieHa YyTIUBICTH M0 CUIOI03UHY a00 OyIb-sIKOI 3 IOMOMIiXKHUX PEYOBUH Y CKIIafdi
Impemnapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Cunomo3uH akKTUBHO MeTabomi3yeTbcsi, ocobnuBo 3 CYP3A4, ankoronbaerigporesasoin ta UGT2B7.
Cunomo3uH TaKoX BUCTyIa€e cybcTpaToM fjs P-riikomnporeiny. PeuoBuHu, sKi iHTi0yi0Th ab0



iHOYKYIOTE I1i GepMEeHTH Ta TePEHOCHUKY, MOXKYTh BINIMHYTH Ha KOHIIEHTpAIil y mIa3Mi KpoBi
CUJIOMO3WHY Ta HOT0 aKTUBHUX MEeTabOJIiTiB.

a-0JIOKaTOPH.

HanexHoi indopmartii mpo 6e3meKy 3aCTOCYBaHHS CUJIONO3WHY B OOHOYACHIM Teparrii 3
aHTaroHICTaMU (-afipEHOPEeIeNTOPiB HeMaE. Y 3B’sI3Ky 3 IIUM OfHOYACHE 3aCTOCYBaHHS 3 iHIIUMHU
AHTATOHICTaMHU O-afiPEeHOPeIeNITOPiB He peKOMeHaoBaHe (OuB. po3min «Ocob.augocmi
3aCmMOCYBAHHA»).

[aribiTopu i3odepMmenTiB cucTemu CYP3A4,

3a pe3yibTaTaMu OOCIIAXKEHHS JIIKapChKUX B3a€EMOAIN BCTAHOBJIEHO, 1110 IIPY OHHOYACHOMY
3aCTOCYBaHHI i3 cunbHOMitounMy iHribiTopaMu i3odpepmenTiB cuctemu CYP3A4 (keTokoHa307I,
400 Mr) MaKCuMaJibHa KOHLIEHTpAllisl CUJIONO3KUHY Y IJIa3Mi KpoBi MigBHUINY€ETLCS B 3,7 pa3a, a
BIIUB cuIofo3uny (3HaueHHs AUC) migBuinyetscs y 3,1 paza. OmgHOYacCHe 3aCTOCYBaHHA i3
CUNIbHOMiI0YMMH iHTibiTOpamu i3odepmenTiB cucteMu CYP3A4 (5K, HaIlpUKJIa[l, KeTOKOHA30]I,
iTpakoHa301 a0 pUTOHABIP) HE PEKOMEHAYEThCS.

[Tpu olHOYACHOMY 3aCTOCYBaHHi CUIIOMO3UHY 3 TOMipHUMHU iHTiOiTOpaMu i30hepMeHTIB
cuctemu CYP3A4, K, HaIpUKIaf, OUATia3eM, criocTepiranocs 30inbiieHHs 3HaueHHs AUC
npubau3no Ha 30 %, anme 3HadeHus C,, i epio HamiBBUBeNeHHS 3anuInanucs 0e3 3MmiH. [JaHa
3MiHa He Ma€ KJIiHiYHOTO 3HaYEeHHSs, OTXKe, KOPEKIlis Mo3u He MoTpiOHa.

[uridiTopu docdomiecrepasu Tumy 5 (PDE-5).

[Tpu ogHOYaCHOMY 3acTocyBaHHi cunmeHadiny B mo3i 100 mr abo tamanadiny B mo3i 20 Mr
criocTepiranacs MiHiManbHa (hapMakKoguHaMiuHa B3a€EMOZIiS, SIKa He CIPUUYMHSNIA KITiHIYHO
3HAYYILIOT0 iCTOTHOTO 3HUKEHHS CUCTOJIYHOT0 ab0 AiacTONYHOTO apTepialbHOr0 TUCKY BiMOBIIHO
II0 Pe3yJ/IbTaTiB OPTOCTATUYHOI TpoOU (Y BEPTUKAIIbPHOMY II0JI0KEHHI IPOTU FOPU30HTAJIBHOT O
IIOJI0KEHHS). Y MallieHTiB BIKOM IIOHaA 65 POKiB CepefHe 3HUKEHHS B Pi3HI MOMEHTH 4acy
Oymu Mix 5 Ta 15 MM pT.cT. (cuctomiunuit) Ta 0 i 10 MM pr.cT. (miacTtomiunuit). ITig yac
OJHOYACHOT'0 3aCTOCYBaHHS IIperapariB MO3UTHUBHI OPTOCTAaTHYHI Tpobu Oynu He HabaraTo
YaCTIIIMMY; TPOTE BUIMAAKIB CUMIITOMAaTUYHOI OPTOCTATUYHOI TilTOTEeH3il UM 3aaMOpPOYeHHS
He Oyno. Crig 3a0e3meuynTy MOHITOPUHT IAIliEHTIB, SIKi MpUIMalOTh IpemnapaT Ypopek
ogHO4YacHO 3 iHribitopamu PDE-5, [yisi yHUKHEHHS MOXK/INBUX HeOakKaHUX peakilill.

AHTUTINEePTEeH3WBHI IIpenapaTy.

Y nporpami KniHigYHOTO [OCTifXKeHHS 0araTo malieHTiB OTpHMYyBaJid ONHOYACHY Tepaliio
AQHTUTINEPTEH3UBHUMU IIpenapaTaMu (30e06ibIIoro peYoBrHY, 1110 BIIMBAIOTh Ha CUCTEMY PEHIiH-
aHTioTeH3UH, 6eTa-0J10KaTOPU, aHTATOHICTH KaJIbIlilo i cevorinHi 3acobu) 6e3 migBUILIEHHS
iMOBIpHOCTi BUHUKHEHHS OPTOCTATUYHOI rinoTeH3ii. [TpoTte cnig 6yTy 00epeXHUMHU, TOYXHAIOYN
OIHOYACHO IIPUMMATH aHTUTINePTEeH3UBHI ITpemnapaTy; HeoOXigHO 3a0e3MeYnTH MOHITOPUHT
MIALEHTIB MJIS BUSBIIEHHS MOXK/INBUX IIO0IYHUX SBHUIII.

,HI/II'OKCI/IH.

[Tpu omHOYacHOMY MPHUIOMI i3 cCHTOmO3WHOM y [03i 8 Mr 1 pa3 Ha 700y piBeHb KOHILIEHTpallil
OUTOKCHUHY, cyOcTpaTy P-riuikonpoTeiny, y cTaHi piBHOBaru 3MiHUBCS He3HAYHO.



KoperyBaHHS 7031 He TOTPi0OHeE.

Oco06.1ueocmi 3acmocyeaHHsi.

[HTpaonepaliiHWi CHHIPOM B’4710i pagyKHOI 060IOHKH.

[HTpaomepaliiHuil CUHAPOM B’siy10i paioyKHoi 000I0HKH (BapiaHT CHHIPOMY MIISIBOI peakiiii
3inu1i) CIOCTepiraBcs Mmif Yac MPOBeNeHHS XipyprigHol onepatil y 3B’93Ky 3 KaTapaKToo y
[NesKHUX MAalll€HTIB, SKi MpuiMaoTh a,-010KaTOpu abo mpuiiManu ix paHime. Take YCKITagHeHHS
MOXKe IiJBUIIUATY PU3KK IIPOLENYPHUX YCKIIAQAHEHb Iifl 4ac MPOBEeeHHs Omepalii.

[TamieHTaM HE PEKOMEHAYETHCI IOYMHATH JIIKyBaHHS IIperapaToM YPOpeK Ieper MIaHOBO
oTiepalli€lo y 3B'sI3Ky 3 KaTapakToo. PekoMeHIoBaHe IPUNIMHEHHS Teparil i3
3aCTOCYBaHHSAM a,-0710KaTOPiB 3a 1-2 THXKHI [0 XipypriuHoi omepailil 3 BuganeHHs
KaTapaKTH, ajie TPUBAJIiCTh IPUIMHEHHS Tepallil 0 XipypridyHol omnepariil y 3B’sI3Ky 3
KaTapaKTOIO Ta IlepeBaru Bif LbOrO Il He BCTAHOBJIEHI.

Y nepiop miATOTOBKY [0 omepatil y 3B’A3Ky 3 KaTapaKTO0 Xipypru Ta opTaabMOJIOTH
IIOBMHHI 3’sICyBaTH, Y¥ NIpPUIMaE NalieHT abo YU puiiMaB paHillle mpenapaTt Ypopek, ais
TOTO I100 BXKUTH HaNEXKHUX 3aXOMiB [JIs1 YHUKHEHHS iHTpaonepalitHoro CUHAPOMY B'SI7T01
paymyxkHoi 000JI0HKHY IIif Yac omepatiii.

OpToCTaTUYHI ABUIIIA.

OpTocTaTUyHi ABHUILA IIif Yac JIiKyBaHHS IIpernapaToM YpOopeK BUHUKAKTh OyXKe PiAKo.
[IpoTe y AesiKuX NalieHTIiB MOXKJIMBE 3HUKEHHS apTepialbHOr0 TUCKY, IIJ0 B OKPEMUX
BUTIaJKaX MOXe IIPHU3BECTHU OO0 BTPATU CBimOMOCTI. [Tpu mepIinx 03HaKax OPTOCTaTUYHOI
rimoTeH3il (HampUKian y pasi OpTOCTaTUYHOTO 3allaMOPOYeHH) MallieHTa CIIif mocafguTu abo
IIOKJIaCTY [0 3HMKHEHHS CUMITOMIB. [lamienTaM, sKi CTpaXgalTh Ha OPTOCTAaTAUYHY
rinoTeH3siwo, Teparis npenapaToM YpopeK He PeKOMeHJOBaHa.

[TopyvieHHa GVHKIN] HUPOK.

3acTocyBaHHS IpemnapaTy YPOpeK A JiKyBaHHS MallieHTiB 3 TIXKKUM IOPYIIEHHSAM (YHKIII1
HUPOK (CLz <30 Mi1/xB) He peKOMeHOOBaHe.

[TopyieHHa GVHKII] TEYiHKA.

3acTocyBaHHS IpernapaTy YPOopeK [Jis JiKyBaHHS MallieHTIiB 3 TIXKKUM IOPYIIEHHSAM (YyHKIII
IeYiHKKM He PeKOMeHI0BaHe, OCKiIbKN HeMae HeoOximHol indopmarrii.

KapiyHoMa npoCTaTy.

Y 3B’s13Ky 3 TuM, 1o [II'TI3 i KapuuHOMa IIPOCTATH CYIPOBOIXKYIOTHCS OQHAKOBUMU CUMIITOMAaMHU, i
oOumBa IIi 3aXBOPIOBAHHS MOXKYTb ITPOTiKATH OJHOYACHO, i eI HiXK IPU3HAYATH MallieHTOBI
JIIKyBaHHS IpenapaTtoM Ypopek y 3B°sa3Ky i3 [II'TI3, ciifg BUKIIOYUTY HasIBHICTh KapLIMHOMU
npocTaTy. CJifi MpoBeCTH MasblleBe PeKTabHe JoCHimKeHHSI. TakoX y pa3i HeoOxigHOCTI ciif
BHM3Ha4daTHu npocratocnenupiuauy antures (IICA) mo moyaTky JiKyBaHHS i yepe3 perysspHi
IIPOMiXKKHU 4acy MiCJIA HBOTO.



PeniponyKTrBHA 30aTHICTE.

JIikyBaHHS IIpenapaToM YPOpeK IPU3BOAUTH J0 00MeKeHHs CiM’ SBUBEPKEHHS IIifl 4ac
oprasMy Ta MOXe TUM4YaCOBO BIJIMBATU Ha PEIPONYKTUBHY 3[ATHICTL Y0JI0BiKa. Bunagku
peTporpafHoi esKynsil (opra3M 3 00MexKeHUM CiM’IBUBEPXKEHHAM abo 6e3
ciM’ssBUBepKeHHS) Oynu 3adikcoBaHi y malieHTiB, SKi npuiiManu cunono3uH. e edexr
3HUKAE ITICIIA IPUNIMHEHHS 3aCTOCYBaHHA IIpernapaTy Ypopexk.

Ilo moyaTKy mIpoBefeHHs Tepallil CIlif MOBIHOMUTH Ialli€HTa PO MOXKJIUBICTh PETPOTPagHOl
eSIKYJIISIII.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py00io.

Curnomo3uH NpU3HAYEHUY TiIbKM [IJIST Tepallil MallieHTiB Y0I0Biuoi cTaTi.

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

CreniasnizoBaHUX OOCIIIAXKEHb [JI BU3HAUEHHS BIJIUBY IIpellapaTy Ha 3[aTHICTh KepyBaTu
aBTOTPAHCIIOPTOM, iHIIIOI TEXHIKOIO He IPOoBOOUIM. [lalieHTIiB Cif IonepemXKaTy Ipo
MOXKJIMBICTh BUHUKHEHHS SBUIL, 3yMOBJIEHUX OPTOCTaTAUYHOIO TiMIOTEH3i€10 (TaKuX IK
3arraMOpPOYEeHHSs), @ TAKOXK 3aCTepiraTu Bifl KepyBaHHS aBTOM0OieM a0o iHIIOI0 TEXHIKO0 [0
TOTO, SIK BOHU Hi3HAIOThCS, IK caMe YPOpeK BIIMBA€E Ha iX CTaH.

Cnoci6 3acmocyeanHsi ma 0o3u. [1opociuM. 3aCTOCOBYBAaTU BHYTPIIIHL0. PEeKOMEHI0BaHa
mo3a cTaHoBUTH 8 Mr 1 pa3 Ha goOy. 19 oKpeMux rpyI NallieHTiB peKoMeHOoBaHa 1
KaIlCyJa Ipenapary Ypopek 4 mr 1 pa3 Ha 0o0y (OUB. HUXKYE).

[Ipenapart ciif mpuiiMaTy pa3oM 3 ke, 0axkaHO B OOUH i Toi XKe 4yac gHs. Kancymny He
oTPiOHO po3/7aMyBaTH, 11 CJIifi KOBTATH LIiJIO0, He PO3KOBYIOUYHU, 3allUBalOUYM CKISTHKOIO
BOIU.

ITauieHmu AimHb020 BIKY.

KoperyBaHHS J03U [AJIS MalliEHTIB TiTHBOTO BiKy He MOTPiOHE (OUB. PO3MiN
«QapmakokiHemuka»).

IMauieHmu 3 NOpyweHHAM (PYHKUiI HUPOK.

KoperyBaHHS 003U AJIS NMALli€EHTIB 3 TOMIPpHUM MOpPyIIeHHSIM QyHKLil HUPOK (CL Big =50 mo
<80 mi1/xB) He moTpiOHe. Y pasi mopyeHHs QyHKIII HUPOK CEePeqHbOTO CTYMEHS TAXKKOCTI
(CLCg Bim =30 go <50 Mn/xB) Teparito po3noYnHaT 3 1034 4 Mr cuyiofo3uny 1 pas Ha go0y, micis
YOr0, BpaXxOBYIYM iHOUBiAyasbHY peakllilo OpraHi3aMy, yepe3 1 TUXKOeHb JIIKyBaHHS 003y MOXHA
nigBumuTy 10 8 Mr 1 pa3 Ha mo0y. 3acTocyBaHHS IIpenapaTy B Tepallil NalieHTiB 3 TAXKKUM
nopymeHHAM ¢yHKII HUPOK (CL.; <30 M1/XB) HE peKOMEH0BaHe.



ITauieHmu 3 nopyweHHAM QYHKUiII neyviHKU.

KoperyBaHHS 003H [AJIS MAIliEHTIB 3 TOMipHUM a00 CepegHbOTO CTYIEeHS TSKKOCTI
OPYIeHHAM GYHKIII nevinku He moTpidHe. OCKinbKY HeMa€e KITiHIYHOTO OOCBimy
3aCTOCYBaHHS MIpeMNaparTy B Tepailil MallieHTiB 3 TIKKUM MOPYIIEHHIM (DYHKIII1 IeYiHKH,
IIpHU3HaYeHHS JTiKapChKOro 3acoby IIili KaTeropii malieHTiB He peKOMeHIOBaHe.

limu. He 3acTOCOBYBaTH y nefiaTpUYHil MPAKTHII.

Ilepedo3yeanHs.

Cunomo3uH OIiHIOBABCS Y mo3ax 10 48 Mr/mo0y, sKi mpuiiMany 300poBi oOPOBOIIbIII YOJIOBIYHOI
crati. [lo3omimiTyo4uoio mobigHO0 peakirieio 6yia OpToCcTaTUYHA TimOTeH3is.

fAx1o mpuiioM npenapaTty BimOyBCst HEIOJaBHO, PEKOMEHIYETHCS BUKJIMKATH y Talli€HTa
OmoBaHHS a00 MpPoBeCTH HOMY IIPOMHUBAHHS IUTYHKA. SKINO Iepeqo3yBaHHs IpernapaToM Ypopek
CYTIPOBOIKYETHCS TilIOTOHI€0, He0OXiHO 3a0e3MeYnTH MalieHTOBI MATPUMKY POOOTH CEpIIeBO-
CyOuHHOI cucTeMu. [IpoBefieHH [iali3y HeJoLiibHe, TOMY 1110 CHJIONO3WH B OpraHi3Mi Malixke
TIOBHICTIO 3B'sI3y€ThCs 3 Oinkamu KpoBi (96,6 %).

ITobiuni peakuii.

HamuacTimumu HeOakaHUMHU peakIisiMU, TIPO SKi MOBIIOMIISNIOCS TIifl Yac Teparii
CHJIOMO3WHOM Y XOfi M1ale00-KOHTPOIbOBaHUX KITiIHIYHUX AOCIIXKEHb Ta IPOTITOM
IOBrOTPUBAJIOT0 3aCTOCYBaHHs, OyNU MOPYIIEHHS esIKyJIAllil, HalpuKIaf peTporpagHa
eSKYJIAIS Ta aHesKYIIisa (3MeHIIeHHs a0 BiICYTHICTh esAKyliil), 3 yacToToio 23 %. Lle
MOXKe TUMYaCOBO BIJIMHYTU Ha PENPONYKTUBHY 3[aTHICTh YOJIOBiKa. Ta BOHA BiIHOBIIIOETHCH
yepes KiJlbKa [JHIB IICIIA IPUNIUHEHHS JIIKyBaHHA.

Y Tabnuii HuKYe BKa3aHi MOOIUHI peakiii, Mpo SKi IOBiIOMIISIIIOCS i Yac yCixX KITiHiYHUX
OOCIIiIXKeHb Ta Y epiof HicIspeecTpaliiHoro 3aCTOCYBaHH IIpernaparty, BifilloBIAHO H0
CcUCTeMHO-opranHoro kinacy MedDRA Ta wactotu: gyxe 4acti (=1/10); gacrTi (8ig =1/100 go
< 1/10); Heuacri (Big =1/1000 mo < 1/100); moogunoKi (Bim =1/10000 mo < 1/1000); pigkichi
(< 1/10000) i HeBcTaHOBIEHOI YACTOTH (y BUIIagKaX, KOJIM YacCTOTy pPeakilil He MOXKHa
po3paxyBaTy 3a HasBHUMU JaHUMH). Y KOXKHIN I'PyIIi peaklil 3a3HadeHi 110 Mipi 3MeHIIeHHS
CEepPHO3HOCTI SABHUIIIA.

Yacmoma He

Cucmema opzaHis Hyoice vacmi Yacmi Heyacmi ITooOuHoKi  PiOkKicHi
8CMaHos/IeHa



3 6oKy iMyHHOI
CHCTEMHU

[cuxiuHi po3nanu
3 60Ky HEPBOBOL
CUCTEMU

3 6OKy cepIst

3 6OKy CymUHHOI
CUCTEMU
PecnipaTopHi,
TOpaKasbHi i
Me[iaCTHHAIbHI
IIOpPYLIEHHS

3 6OKY IIJTYHKOBO-
KUIIKOBOTO TPaKTY

TPaKTY
TPaKTY

3 60Ky IeYiHKM Ta
2KOBYOBUBIOHUX
MIJISIXiB

3 6oKy wIKipu Ta
MiAIIKIPHUX TKaHUH

3 6OKY
PEIpPOOYKTUBHOI
CHCTEMH i MOJIOYHUX
3a7103

Petporpagua
eSIKyTIALis,
AHEeSIKYJIALig

TpaBMu, OTpy€EHHS,
NIpoLeAypHi
yCKJIagHEHHS

3anamMopo-4eHHs

OpTocTa-Tu4YHa
rimoTeH3is

3akiage-HiCcTb
HOCa

Hiapes

3HUXKEeHHS 1i6igo

Taxixapmis'

TimoTen3is'

Hymnora, cyxicts y
poTi

BigxuneHnus Bif,
HOpPMHU Pe3y/bTaTiB
IOCIio>KEeHb
byHkil mevinku'

IIkipauit BuCHI',
cBepbix’,
KPOIMB'H-Ka',
MeOuKaMeH-TO3HUH
BUCHI

EpekTtunnaa
muchyHKIiA

Brpata
cBigomocTi'
CunbHe
cepie6urTs'

Peaxuil
aJIeprivHoro
THUILY,
BKJTIOYAIOYHU
HabpsK
00IHYYsI,
HaOPSK S3UKa
Ta
(apunreans-uy
egemy’

HenpuroMm-HicTh

IHTpaonepa-iiHuk
CHHIPOM B’siyoi
pauinyxkHOI
000JI0OHKH

' - mani mpo no6ivHi peakiii, oTpMMaHi 3i CIOHTaHHMX OBIIOMIIEHD 3a Yac MiCITPeECTPaIiifHOro
3aCTOCYBaHHS y CBiTi (YacToTa o04YuCIeHa 3 ypaxyBaHHSM BUIIQMKIB, PO SIKi moBimomsinocs y I-
IV dazi kmiHiyHMX JOCTigKeHb Ta HeiHTePBEHITIMHUX JOCITiIKEHHSIX).

OpTocTaTHyHa riNOTEH3isd: YacToTa 3aXBOPIOBaHb Ha OPTOCTATUYHY TilOTEH3ii0 y miare6o-

KOHTPOJIbOBaHUX KJIIHIYHUX AOCHIAKEHHAX CTaHOBuUIa 1,2 % npu nikyBaHHI cumofo3uHoM Ta 1,0 %
pu iKyBaHHi miane6o. OpTocTaTUYHA TilTOTEH3is MOXKe CIPUYMHUTH HEIIPUTOMHICTh (OUB. PO3Min
«0cobausocmi 3acmocy8aHHs»).

[HTpaonepaliiHui CHHIPOM B’s7101 palifyKHO1 000JIOHKY (BapiaHT CUHAPOMY MJISBOI peakiiii
3iHHUII) CIIOCTepiraBcs Mif Yac MpOBeIeHH XipypriyHol onepatil y 3B’43Ky 3 KaTapakKTO
(muB. po3min «Ocobausocmi 3acmocy8aHH»).



Tepmin npudamHocmi. 3 POKHU.

YMmoBH 30epiraHHsi.

30epiratu B OpUTiHaIbHIN YIIAKOBIIi AJIST 3aXUCTY Biff CBiTIa Ta BOJIOTH IIPU TEMIIEPATYpi He
Butie 30 °C. 36epiratu y HeIOCTYITHOMY [JIS AiT€W MiCIIi.

YnakoBkKa.

st mo3yBanHs 4 mr: mo 10 kamcyn y 6mictepi; mo 1, abo mo 3, abo 1o 5, a6o mo 9 GiicTepiB y
KapTOHHIY mayIii.

st mo3yBanHs 8 mr: mo 10 kamcyn y 6mictepi; mo 1, abo mo 3, abo 1o 5, a6o mo 9 GicTepiB y
KapTOHHIU Mayili.

KaTeropis Bigmycky. 3a pernentom.

BupoOHHK.
Pexopparti [ngacTpia Ximika e ®apmacesTika C.m.A./

Recordati Industria Chimica e Farmaceutica S.p.A.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 ajJpeca MicIsi IPOBaKeHHsI Tisl/IbHOCTI.

Bia M. Yisitani 1, 20148, Minan, Itamis/

Via M. Civitali 1, 20148 Milan, Italy.

3asIBHHUK.

Pekopparti Ainenn JIta/

Recordati Ireland Ltd.

Micne3HaxomXKeHHS 3asiBHHKa.



Pexiu3s Ict, Piareckigni, Ko. Kopk, Ipnanpis/

Raheens East, Ringaskiddy, Co. Cork, Ireland.



