IHCTPYKIOIA
AJIS1 MEIMYHOI0 32CTOCYBAHHA JIIKAPCHKOI0 3aC00y

YPOPEK
(UROREC®)

Cknao:

oitoua pevosuna: 1 Karcynaa MiCTUTh 4 MT a00 8 MT CHJIOJIO3HHY;,

oonomigxchi pevosunu: manit (E 421), kpoxmanab MENTH30BaHUN KyKYpYI3SIHUH, BOJAa OYMIIECHA,
HaTpIil0 Jaypwicyab(paT, MarHiio cTeapar, xenaTud, TuTany miokcun (E 171), mis nosyBanHs 4 mr
3amiza okcun sxoTui (E 172).

Jlikapcbka ¢gopma. Karicynu tBepi.

OcHo8HI hi3uKO-XIMIUHI 81ACMUBOCTI:
KarCcyJsiy TBEeP/Il, 10 MICTSTh 4 MI' CUJIOJIO3UHY,
KaIrcCyJiu TBEp/Il, 110 MICTATh 8 MI' CUJIO/IO3HUHY.

dapmakoTepaneBTH4YHA rpyna. AHTaroHICTH a-agpeHopenentopis. CUI0103MH.
Kox ATX G04C A04.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

Cuionio3uH € TpenaparoM BUCOKOiI BHOIPKOBOT JIii, aHTaroHICTOM Ol A-apPEHOPENENTOPIB, M0
MICTSATBCSl TIEPEBAXKHO y MEPEIMIXYpOBIi 3ali031, Ha JIHI CEYOBOIO MiXypa, B HIMIIIl CEYOBOIO
MiXypa, B KamCyll MpocTaTd 1 TMepeAMIXypoBi dacTuHi ypeTpu. brokama gaHux
01 A-IPEHOPEIICNITOPIB 3a0e3Ieuye po3CIa0IeHHS TJaaK0i MYCKYJaTypH I[bOTO BiIAlTy, IO, Y
CBOIO YEpry, MIBUINYE MIBUIKICTh BIITOKY C€Yl, HE BIUIMBAIOUYN HA CKOPOTIUBICTh TJIAJKOTO M’si3a
neTpyzopa. BHacmimok 4Yoro 3HHMKAIOTh CHUMITOMH TMOApPa3HEHHS Ta OOCTPYKIii, 3yMOBIICHI
T0OPOSIKICHOIO TinepIuiasi€eto nepeamixyponoi 3amosu (AI'TI3).

Cuto103uH XapaKTepU3YEThCsl HAbarato MEHIIOK CITOPIIHEHICTIO 3 018 -apPEHOPEIENITOPaMH, 10
JIOKANI3YIOThCA TMEPEBAKHO Y TKAHMHAX CEPLIEBO-CYIMHHOT CUCTEMHU.

JlocmimkeHHs in vitro mokasajid, II0 3[JaTHICTh CHUJIOI03UHY 3B’SI3YBAaTHCS 3 aJpeHOpeLenTopaMu
01A 101p CHIBBIIHOCUTECS SIK 162:1.

JIoCTOBIpHO B1IOMO, IO MOJIMIICHHS CUMIITOMATUKH 3a IIKAJIOK AMEPHUKAaHCHKOI YpOJIOTIYHOT
acorriamnii (AYA) 3a0e3neuyeTbcsi Mpu MPUKHOMI CHIIOJIO3UHY B 11031 4 MT a00 8 MI 3HaYHO Kpallle,
HDK mpu npuiomi miane6o. KimiHiuHi gociaipkenHs, mo npoBoawmcs B Cnomydenux Illrarax ta
€Bpomni 3 cuioA03UHOM Yy 71031 8§ Mr 1 pa3 Ha 100y, IPOJEMOHCTPYBAIM 3HAYHE 3MEHIICHHS
cumnTomiB JII'TI3 sk HakonmuveHHs (MOAPA3HEHHs), TaK 1 BUIIYCKaHHS (OOCTpyKIIil) MOPIBHAHO 3
mIanedo, BIAMOBITHO A0 OIIHKA MDKHApOJHOI IIKaJW OI[IHIOBAHHS IPOCTAaTUYHHUX CHUMIITOMIB
(International Prostate Symptom Score, IPSS) uepe3 12 twxkuiB nikyBaHnHs. [lix 4ac KITiHIYHUX
JOCTIKeHb, MPOBEACHUX Yy €BpOIIl, CUION03UH y 1031 8 Mr 1 pa3 Ha 100y BUSBUBCS HE MEHII
edexTuBHUM 3a Tamcyno3uH y a03i 0,4 mr 1 pa3 Ha m0o0y. YactoTra mo3uTHMBHOI peakiii Ha
JIKyBaHHS, TOOTO MOKpAIlleHHs 3a 3araibHolo ouiHkoio PSS, Gyna 3HauHO BHIOIO y TIpyi, IO
MpHiiMana CUJIOA03HMH Ta TAMCYJIO31H, TIOPIBHSHO 3 TUIaeoo.

Y noBroTpuBamniii BigKpHUTIH MOMOBXEHIH (a3l MUX KIIHIYHUX AOCTIKEHb, B SKUX Malli€HTH
OTPUMYBATH CHJIOAO3MH 0 1 POKY, MOKpAIIEHHS CUMIITOMIB ITiJl BIZTABOM CHIIOJO3UHY Ha 12-my
THKHI JTIKyBaHH 30epirayiocst Outblie 1 poky.

Y IV a3l KIiHIYHOTO MAOCTIKEHHs, sIK€ MPOBOAWJIOCA B €Bpomi BIAMOBIAHO 1O OINIHKH
MiKHapOAHOT IIKaJIM OLIHIOBaHHS MPOCTATUYHMX CUMITOMIB, y 77,1 % mamieHTiB crnocrepiraBcs
BIATYK Ha JiKyBaHHA. [IpuOMM3HO y MOJOBUHI BHUINAJKIB MAllieHTH 3 HAWOUIbII HAAOKYWIMBUMU
CUIITOMaMH, a caMe€ - HIKTYpis, MIIBUIIEHHS YaCTOTH CEYOBUITYCKAHHSI, MOCITA0JICHHS MOTOKY,
IMIIepaTUBHI MO3UBH JI0 CEUOBUITYCKaHHS, MIATIKAHHS Ceui B KIHIIi aKTy CEYOBMITYCKAHHS 1 HETIOBHE
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BUIIOPOKHEHHSI CEYOBOTO MiXypa, MOBIIOMWIM TMPO TMOKPAIICHHS CTaHy, SK 3a3HAa4eHO B
ONUTYBAIBHUKY MixXHapoaHO1 oprasizaiii 3 mpobiem Hetpumanns cedi (International Continence
Society, ICS) mist wonoBiKiB.

B ycix KIHIYHEX JOCHIDKEHHSAX, LI0 MPOBOJWIM 33 YMOBH TNPUHOMY CHIIOAO3UHY, HE
CIOCTEpIrajiocss IiCTOTHOTO 3HIDKEHHS apTepiaibHOTO THCKY Yy Talli€eHTa B TOPU30HTAIBHOMY
MOJIOKEHHI.

Cunomo3uH y 1031 8 Mr ta 24 Mr Ha 100y TMOPIBHSHO 3 IUIAle00 HE MAa€ CTATHCTUYHO 3HAYYIIOTO
BILTUBY Ha iHTepBanu EKI abo penomnspu3zaiito cepiis.

Dapmaxokinemuxa.

dapMaKOKIHETHYHI XapaKTEPUCTHKH CHIIOJO3MHY Ta HOTO OCHOBHHX METAaOOJITIB OIIHIOBAJIHCS
pyu TpUHOMI TpenapaTy JOPOCIUMH MaIlieHTaMH YOJIOBIYOi CTaTi, 3I0pOBUMH a00 XBOPHUMH Ha
JT'TI3, micns ogHOpa3oBoro Ta/abo GaratopazoBoro mpuiiomy B no3ax Bix 0,1 mr mo 48 mr Ha 100y.
VY 3a3HaueHOMy [iama3oHi /103 (apMaKOKIHETUYHI XapaKTEPUCTUKUA CHIIOJO3UHY 3MIHIOIOTHCS
JHIAHO.

Excno3umisi ocHOBHOTO MeTaboJiTy, criioo3uny riokyporiny (KMD-3213G), y mma3mi kpoBi B
CTaHl pIBHOBaru B 3 pa3u Ouipllle MOYaTKOBOro mnpenapary. CHIONO3MH Ta MOTO TIIOKYPOHIT
JOCATal0Th CTaHy piIBHOBAru yepes3 3 qHi Ta 5 THIB JIKyBaHHS BIANOBIIHO.

AGcopouis.

Cutofi03uH y pas3i nepopaIbHOTO BBEACHHS J00pE 3aCBOIOETHCA OPraHi3MOM, 3HAYEHHST aOCOpOITii
MpOMOpIIiiiHE /10 BBeIeHOI 103u. AOCOJII0OTHAa 0610J0TIYHA JOCTYNHICTH INpenapary CTaHOBUTh
nipubsu3Ho 32 %.

Hocnipkennss  invitro 3  ximitunamu  Caco-2  mokaszano, MmO CHJIOJO3WH € CyOCcTpaTtoM
P-rnikonporeiny.

VY pa3i npuilomy mnpemapary 3 Dkero 3Hau€HHS Cmax 3HIKYeTbecsl npubmu3zHo Ha 30 %, tmax
30UThITyeThCsT TIpuONM3HO Ha | romuny, 3miHa 3HadeHHs AUC He cnocrepiraerbes. [lics
MepOPaTHLHOTO MpUOMy 8 MT Tipenapary | pa3 Ha JeHb Ojpasy Iicis CHITaHKY MPOTATOM 7 JHIB
OyJI0 BU3HAUYEHO TakKi (hapMaKOKIHETUYHI MOKa3HUKH: Cmax — 87 £ 51 Hr/mit (CB), tmax — 2,5 TOIUHH
(miamazon 1,0-3,0), AUC — 433 £ 286 ur/rom/mi.

Posmnoi.

O6'eM posnoainy cunogo3uny ctaHoButh 0,81 n/kr. Cunono3un Ha 96,6 % 3B'a3yeThes 3 OLTKaMu
MJ1a3MH KpoBi. BiH HE po3noALIsS€eThCS Y KITITHHAX KPOBI.

3B’s13yBaHHS 3 OUTKAaMU CHJIOI03MHY TJIIOKYPOHITY cTaHOBUTH 91 %.

bionoriyHe nepeTBopeHHs..

MeTaboJ1i3M CHJIOJIO3MHY 3AIMCHIOEThCA 3a paxyHOK TporeciB riatokypoHigamii (UGT2B7),
AJIKOTOJIb- Ta AJIBJICTIICTIIPOreHa3n Ta okucieHus, B ocHoBHomy CYP3A4. ["osioBHMIA MeTaboJTiT
y IIa3Mi KpoBi — KOH’IOTOBaHUU TIIOKYpoHin cmiono3uny (KMD-3213G), akTUBHICTH SKOTO
miaTBepKeHa in Vitro — XapakTepu3yeThest OUTBII TPHBAIAM IIEPIOOM HAIliBBUBEACHHS (IPHOIHU3HO
24 ronvHuW), WOTO KOHIEHTpAlis y IUla3Mi KpoBi MPUOTU3HO B 4 pa3u NEPEBUIIYE 3HAYCHHS
KOHIIEHTpaIlii caMoro cuioio3uny. Jlaui in Vitro Bka3yioTh Ha Te, 110 CHIIOIO03KMH HE YHHUTH iHT10YI0U0T
abo0 noTeHIi0401 Al Ha 130depMeHTH cucteMu nutoxpomy P450.

BuBeneHHs.
[Ticnst mepopaibHOTO MPUIOMY CUTIOI03UHY Yepe3 7 AHIB mpubinsHo 33,5 % BUBOAUTHECS 3 CEUero i
549 % — 3 kamom. 3arambHHI KIIPEHC CHUJIONO3UHY CTaHOBUTH mpubmm3Ho 0,28 n/roa/kr.

Cuio03uH BUBOJAUTHCS MEPEBAKHO Y BUIJISLII METAOOJITIB, 1 JMIE BKpail HE3HauHUIl BIICOTOK
npenapary B HE3MIHEHOMY BMIJISJII BUBOJUTHCSA 13 ceuero. TepMiHaIbHUM Mepio/l HariBBUBEICHHS
HE3MIHEHOTO Mpernapary Ta Horo IIIOKYpOHIIIB CTaHOBUTH Hpubau3HO 11 roauH ta 18 roxuH
BIJITOBIAHO.

dapMaKOKIHETHKA B 0COOIMBUX TPYMNax MAI€HTIB.

Tayienmu nimnvoeo 8iK).

XapaKkTepUCTUKH BIIMBY CHIIOZ03UHY 1 HOr0 OCHOBHHMX METa0OJIITIB HE 3aJIeXKaTh BiJl BIKY Halli€HTa.
3araJibHUM  KIIPEHC CHIIOZ03MHY 30epiraerbcs HE3MIHEHMM 1 B pa3l IpuiloMy mpenapary
MaIi€eHTaMH BIKOM MOHAJ 75 POKIB.




Jimu.

BrmB Bin 3aCcTOCYBaHHS CUJIOIO3MHY HE OLIIHIOBAIM y HAIli€EHTIB BIKOM 110 18 poKiB.

THopywenns ¢hynryii nevinku.

dapMaKOKIHETUYHI XapaKTEPUCTHKH CHJIOJO3UHY OJHAKOBI SIK Y MAIIEHTIB 3 HOPYIIEHHAM (DyHKIIi1
MEYIHKU CEPEIHbOT0 CTYIEHS TsDKKOCTI (omiHka 3a mkanor Yainma-IT'vo 7-9 GaniB), Tak i B
3I0POBUX JOOPOBOJIBIIB. Pe3ynbTaTH [BOTO JOCHDKEHHS CIHil TIYMAa4uTH 3 OOCpPeKHICTIO,
OCKUIBKM Yy malieHTiB Oyau HOpManbHI Oi0XIMIYHI MOKa3HUKH, HI0 BKa3ye Ha HOPMAJbHY
MeTaboJIuHy (QYHKIIiFO, Ta BOHH KJIACH(IKyBalIHCs SK MAIIEHTH 3 MOPYHMICHHAM (DYHKII MeYiHKU
CepeHbOTO  CTYNEHS TSDKKOCTI 3 OMNIsAy Ha acuuT Ta TEe4YiHKOBY eHmedantomnario.
dapMaKoKiHETHKA CHJIONO3MHY Yy TAIi€HTIB 3 TSDKKMMH TOPYIICHHSMH (QYHKIIT TEYiHKH He
BHBYAJIACH.

THopywenns @ynxyii HUpoK.

JlocnipKkeHHsT pe3yabTaTiB 3aCTOCYBaHHS OJTHOPA30BOi /103U MoKa3aso, mo 3Ha4eHHS Cmax 1 AUC
CWJIOZI03UHY (HE3B’ A3aHOI0) NP MPHUIOMI MalieHTaMH 3 TOPYLIEHHSIM (DYHKIIT HUPOK 3 MOMIPHUM
abo cepelHIM CTYNEHEM TSKKOCTI MiABUIIYIOThCsl B 1,6 1 1,7 pasa BiANOBIIHO MOPIBHSHO 3
MOKa3HUKaMM Yy TMAIIEHTIB 3 HOPMalbHO (DYHKI[IOHYIOUMMH HUPKaMHU. Y TAIl€HTIB 3 TSHKKUM
MOPYIICHHsM (YHKIIi HIPOK CITOCTEpiranocs MmiBUIIEHHs MOKa3HUKIB Cmax ¥ 2,2 paza i AUC — y
3,7 pa3a. 3HadyeHHs (apMAKOKIHETUYHUX XapAaKTEPUCTHK OCHOBHMX METalOJIITIB Ipenapary,
CUJI0/103UHY TIOKYpoHiay 1 KMD3293 Ttakosx miIBUIIMIIHACS.

KoHuenTpaiis cuiao03uHy y mia3Mi KpoBi micis 4 THXKHIB MPUIOMY MalllEHTaMH 3 NOPYLIEHHSIM
(GyHKIIT HUPOK MOMIPHOTO CTYNEHA TSXKKOCTI Taka 3K, SK 1 Yy TMAalll€eHTIB 3 HOPMAJIbHO
(GYHKIIOHYIOYMMH HHUPKaMH, a y MAIIEHTIB 3 MOPYIICHHSIM (DYHKIII HUPOK CEpeIHbOrO CTYNEHS
TSDKKOCTI KOHIIEHTpAIIIS perapaTy 3pocTa€e BJIBIl.

Ornsan ycix naHux 3 Oe3leKku mpernapary CBIAYWTH MPO Te, IO Tepamis CUJIOJ03WHOM Yy pasi
nopyieHHs: QyHKI[IT HUPOK MOMIPHOTO CTYHEHS TSKKOCTI HE aCOLIIOETHCS 31 3pOCTAHHSM PHU3UKY
3amamMopoyeHb ab0 OPTOCTATUYHOI TIMOTEH31i MOPIBHSAHO 3 TEpami€io MallieHTaMu 3 HOPMaJIbHO
¢dbyHKIIOHYIOUYMMH HUpKamMHu. OTKe, KOPEKIlis 03U sl MAIllEHTIB 3 TOPYIICHHSIM (DYHKIIIT HUPOK
MMOMIPHOTO CTYMEHS TSOKKOCTI HE MOTpiOHA. Y 3B’S3Ky 3 OOMEKEHICTIO JaHUX NP0 PE3yabTaTH
puiioMy Tpenapary Mali€eHTaMHd 3 TOPYIMIEHHSIM (QYHKIi HUPOK CEPEIHBOTO CTYIEHS TSIKKOCTI
[IOYaTKOBA PEKOMEH/IOBaHa J103a MpenapaTry CTAaHOBUTh 4 MI. 3aCTOCYBaHHS CHJIOJIO3MHY y Tepamii
TMAIE€HTIB 3 TOPYIICHHAM (DYHKITIT HUPOK TSKKOTO CTYIEHS HE PEKOMEHIOBaHe.

KuiniyHi xapakrepucTuku.
Ilokazanna. CuMIToMaTHyHEe JIKYBaHHS JOOPOSIKICHOT Timepruiasii mepeaMixypoBoOi 3ai1o03u
(ArTI3).

Ilpomunoxazanns.
[ligBuIieHa 4yTIUBICTh 0 CUIIOIO3UHY a00 Oy/Ib-AKOi 3 JOMOMDKHUX PEUOBHH Y CKIIAJl Mpenapary.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma iHwi 6uou 63aEmooiil.

Cunono3uH akTHUBHO MeTabomizyeThes, ocobnuBo 3 CYP3A4, ankoronbiaerigporeHa3or Ta
UGT2B7. Cunomo3uH TakoXX BHCTymae cyoctpatom i P-riikonporteiny. PewoBunm, ski
1Hri0yI0Th 200 HAYKYIOTH LI (JEpMEHTH Ta MEPEHOCHUKU, MOXKYTh BILUTMHYTH Ha KOHIIGHTpAIll y
IU1a3Mi1 KPOB1 CHJIOZI03UHY Ta HOTO aKTHBHUX META0OJIITIB.

0-0JIOKATOPH.

Hanexnoi iHpopmanii mpo Oe3neky 3acToCyBaHHS CWIOJO3MHY B OJHOYACHIM Tepamii 3
aHTaroHiCTaMH 0-a/IpEHOPELENTOPIB HeMae. Y 3B 3Ky 3 LIUM OJHOYACHE 3aCTOCYBAHHS 3 IHIIUMHU
aHTaroHicTaMu  O-aJIpeHOpElEenTopiB He pekoMeHaoBaHe (auB. po3ain  «Ocobaugocmi
3aCmMOCy8aHHAY).

Inriditopu 3odepmentiB cucremu CYP3A4.

3a pesyabTaTaMu JOCTIDKEHHS JIKapChKUX B3a€EMOJIM BCTAHOBJIEHO, IO IMPH OJHOYACHOMY
3aCTOCYBaHHI 13 CHJIBHOJIIOUMMH iHTiOiTOpamu i30¢epmentiB cucremu CYP3A4 (keTokoHasod,
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400 Mr) mMakcuMaibHa KOHIEHTpalis CUJIOJO03MHY Yy IJIa3Mi KpoBi HinBuIlyeTbcs B 3,7 pasa, a
BB cwiono3uny (3HauenHs AUC) minsumryerbes y 3,1 pasa. OgHoyacHE 3acTOCYBaHHS 13
CHJIBHOAIOYMMH iHTi0iTOpaMu i30¢epmentiB cuctemu CYP3A4 (sx, Hampukiaa, KETOKOHA3OII,
iTpakoHa3071 a00 PUTOHABIP) HE PEKOMEHIYEThCS.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI CHIJIOZIO3MHY 3 TIOMIPHUMH IHTiOITOpaMu i30()epMEHTIB CHUCTEMH
CYP3A4, sk, Hanpukiaa, quiiTia3eM, crocrepiranocs 30utbinenns 3HadeHHs AUC npubnu3Ho Ha
30 %, ane 3HaueHHS Cmax 1 TMEpioJ HANIBBHBEACHHS 3ayMInanucs Oe3 3MiH. J[aHa 3MiHa He Mae
KIIIHIYHOTO 3HAYCHHS, OTKE, KOPEKIIis J03H HE TIOTpiOHA.

Iuribitopu dhochoaiecrepasu tuny 5 (PDE-5).

[Ipn omHOuWacHOMy 3acTocyBaHHI cwigeHadiry B mo3i 100 mr abo tamamadiny B mo3i 20 mr
crioctepiranacs MiHIMaIbHa (apMakoAWHAMIUYHA B3aEMOJISI, SKa HE CHPHYMHSIIA KIIHIYHO
3HAYYIIOTO ICTOTHOTO 3HIKEHHS CHCTOJIIMHOTO a00 JiacTOJIYHOTO apTepialbHOTO THUCKY
BIJMOBITHO JI0 pe3yJbTaTiB OPTOCTATUYHOI TPoOM (y BEPTUKAITHHOMY IOJIOKEHHI TPOTH
TOPU30HTAJIBHOTO TIOJIOXKEHHS). Y MAallieHTIB BIKOM MOHAJ 65 POKIB cepeqHe 3HMKEHHS B PI3HI
MOMEHTH Yacy Oynu MK 5 Ta 15 mm pr.cT. (cucronynuii) Ta 0 1 10 mm pr.cT. (miactomanuid). [ig
yac OJHOYACHOTO 3aCTOCYBAaHHsI MpernapariB MO3UTHBHI OPTOCTAaTU4HI MpoOu Oynu He Habarato
YacTIIMMU; IPOTE BUIAJKIB CUMITOMAaTHYHOI OPTOCTATUYHOI TIMOTEH31i YM 3allaMOpPOYEHHS HE
Oyno. Cinig 3a0e3MeynuTH MOHITOPUHT MAallI€HTIB, K1 NpUKHMalOTh Mpenapar Ypopek OJHOYacCHO 3
iHriditopamu PDE-5, anst yHUKHEHHS MOXIIMBUX HEOaKaHUX PEaKIlii.

AHTHUrinepTEeH3UBHI NpenapaTy.

Y mporpami KITIHIYHOTO JOCTUDKEHHS OaraTo TMAali€HTIB OTPUMYBAJIW OJHOYACHY Teparito
AHTUTINEPTEH3UBHUMU TpernaparaMu (34e0UIbIIOr0 PEUOBUHH, IO BILUIMBAIOTh HA CUCTEMY PEHIH-
aHT10TeH3UH, OeTa-0JI0KaTOpH, AHTATOHICTH KaJbLI0 1 CEYOTiHHI 3acobu) Oe3 MigBUIICHHS
IMOBIPHOCT! BUHUKHEHHSI OPTOCTaTUYHOI rinotensii. Ilpote ciin Oytu oOepeXHUMH, MOUYNHAIOYN
OJIHOYACHO TpUNAMATH AaHTUTINEPTEH3UWBHI MpemnapaTH; HEOOXiTHO 3a0e3MeUYuTH MOHITOPUHT
MALIEHTIB UIS BUABJIEHHS MOKJIMBUX IMOOIYHUX SIBUIIL.

JIurokcus.

[Ipu ogHOUYacHOMY MpUKOMI 13 CHJIOJO3MHOM y 1031 8 Mr 1 pa3 Ha mo0Oy piBeHb KOHIICHTpAIIil
JTUTOKCUHY, cyOcTpaTy P-riikompoTeiHy, y cTaHi piBHOBard 3MIHHMBCS He3HauyHO. KoperyBaHHs
JI031 HE TIOTpIOHE.

Ocobnueocmi 3acmocy8anus.

[HTpaonepaiiiftHuii CHHIPOM B’s101 paldIy»>KHOi OO0IOHKH.

[HTpaonepariiiuii  CHHAPOM B’SI01 paifIy’)kHOi OOOJOHKHM (BapiaHT CHHAPOMY MIISIBOT peaKilil
31HMII) CIIOCTepiraBcs Iij] Yyac MPOBEACHHS XIpypridHOi onepallii y 3B 3Ky 3 KaTapakTolo y JIEIKUX
MaIi€HTIB, AKI MPUUMAIOTh o1-OJ0KaTOpu abo mpuiiManu ix panime. Take yCKIaJHEHHS MOXKE
MIABUIIUTU PU3UK IPOIEAYPHUX YCKIIAIHEHb MiJ] Yac MPOBEACHHS OIeparlii.

[lamieHTaM He PEKOMEHIYEThCS MOYMHATH JIKYBaHHS MpenapatoM YpopeK Mepel IUIaHOBOIO
omepamiero y 3B’SI3Ky 3 KaTapakTor. PekoMeHJOBaHe NpPUNIMHEHHS Tepamii i3 3acTOCyBaHHSIM
o1-6okaropiB 3a 1-2 TWXHI A0 XIpypridHoi omeparlii 3 BUAAJICHHS KaTapakTu, aje TPHUBAIICTh
MPUIMHEHHS Teparii A0 XipypriuHoi onepariii y 3B 3Ky 3 KaTapakTolO Ta MepeBaru BiJ IbOTO IIe
HE BCTaHOBJICHI.

VY mepion MIArOTOBKHU 0 omeparii y 3B 3Ky 3 KaTapakTOO Xipypru Ta o(TaabMOJOTd MOBHHHI
3’sCcyBaTH, Y TpUiiMae MaiieHT ado 4M MpuitMaB paHilie mpenapar Ypopek, A TOro 1mod BXKUTH
HAJIEKHUX 3aXO0IB A1 YHUKHEHHS IHTPAOIEepalliifHOr0 CUHAPOMY B'sUTOT pali1y>KHOT 000JIOHKH Mif
qac omnepaiiii.

OpTocTaTHyHi sIBUIIA.

OpTtocTaTHuHi SBUINA MiJ Yac JIKyBaHHS MpernapaTtoM YpopeKk BUHHUKAIOTH Ayxke pigko. [Ipore y
JIeSIKUX TAII€HTIB MOXKIIMBE 3HMKEHHS apTepialbHOTO THUCKY, IO B OKPEMHUX BHITaJIKaX MOXKE
MIPU3BECTH J0 BTPATU CBIMOMOCTI. [Ipu mepmux o3Hakax OPTOCTATUYHOI TMOTEH3Ii (HANPUKIad Yy
pa3i OpTOCTATHYHOTO 3allaMOPOYCHHS) MAaIlieHTa CIi MOCaauTH abo MOKIACTU 0 3HUKHEHHS




cumnromiB. llamieHTaMm, sKi CTpaXJalOTh Ha OPTOCTATUYHY TiMOTEH3iI0, Tepamis HpenapaToM
VYpopek He peKOMEHI0BaHa.

[opymenns GyHKIIT HUPOK.

3acTocyBaHHs npenapary Ypopek IS JIIKYBaHHS MAIl€HTIB 3 TSHKKUM MOPYIICHHAM (DYHKIIT HUPOK
(CLcr <30 Mi1/XB) HE pEKOMEH/IOBAHE.

[opymenus GYHKIT MEYIHKH.

3acTocyBaHHsI Tpernapary YpOpeK JUisl JTIKYBaHHS NAI€HTIB 3 TSOKKUM TOPYIICHHSIM (QyHKITI
MEYiHKU HE PEKOMEHI0BaHE, OCKUTBKH HeMa€e HeoOXimHo iH(opmMarlii.

Kapuunoma mpocraru.

VY 3B’s13Ky 3 TIM, 0 JII'TI3 i kapumHOMa MpOCTaTH CYNPOBOKYIOTHCS OJJHAKOBUMU CUMITOMaMH,
1 o0u/iBa 1i 3aXBOPIOBAHHS MOXKYTh IMPOTIKaTH OJHOYACHO, 1 MEPII HDK MPHU3HAYATH MAlliEHTOBI
JMKyBaHHS MpemapatoM Ypopek y 3B’s3ky i3 JI'TI3, ciig BUKIIOYUTH HASBHICTH KAapIIUHOMU
npocraru. CITiJi MPOBECTH TAIBIEBE PEKTAIbHE MOCHIPKCHHS. TakoX y pa3i HEOOXITHOCTI CIIiJ
BU3Hauatu mnpocratocneundiuanii anturen (IICA) no mouaTky JIKyBaHHS 1 4epe3 pPEryispHi
MIPOMDKKH Yacy IMiciisi HbOTO.

PenpoiykTHBHA 34aTHICTB.

JIikyBaHHS mperaparoM Ypopek MpU3BOJUTh 10 OOMEXEHHS CiM’SIBUBEP)KEHHS M1 Yyac oprasMmy Ta
MOX€ THMYacoBO BIUIMBATH Ha pENpOAYKTHBHY 3/aTHICTb 4YOJOBiIKa. Bumanku perporpaiHoi
esKyJALli (opra3M 3 0OMeXeHUM CiM’IBUBEpXKEHHSIM abo 0e3 ciM’sBUBEp)KeHHA) OyiH 3adikcoBaH1
y TAIll€HTIB, SKI NpuiiManu cuiofo3uH. Lleit edexT 3HHMKae Micas NPUIMHEHHS 3aCTOCYBaHHS
npemnapary Ypopek.

Jlo moyaTKy NOpOBEIEHHS Teparii Ciil MOBIJOMHUTH Tali€HTa MPO MOKJIMBICTH PETPOTpagHOl
eSKYIIALII.

3acmocyeanns y nepioo eazimmocmi abo 200y8arHs 2pyooro.
Cuto03uH pU3HAYCHUH TUTBKH TS Tepartii maIi€HTiB 40JI0BIUO0i CTaTI.

30amuicmv enaueamu Ha wUOKICMb peakyii npu KepysaHHi A6MOMpAHCNOPMoM abo THUUMU
MEeXaHIZMaMU.

CremianizoBaHuxX JOCHIDKEHb JJI1 BHU3HAUCHHS BIUIMBY TIperapary Ha 3/IaTHICTh KepyBaTu
ABTOTPAHCIIOPTOM, 1HIIIOIO TEXHIKOIO HE MpoBOuIH. [1aIieHTIB Ci1if momnepe/pKaTi Mpo MOXKIIUBICTh
BUHUKHEHHSI SIBUIL, 3yMOBJIEHX OPTOCTAaTUYHOIO TMMOTEH3IEI0 (TaKUX SIK 3aIlaMOPOYEHHS), @ TaKOX
3acTepiratd Bil KepyBaHHsS aBTOMOOUIEM a00 IHIIOK TEXHIKOKO JI0 TOTO, SIK BOHM JI3HAIOTHCS, K
came Ypopek BIUTUBAE Ha iX CTaH.

Cnoci6 3acmocysannsa ma o0o3u. JlopociuM. 3aCTOCOBYBaTH BHYTPIIIHBO. PekomeHI0BaHa 1032
cTaHOBUTH 8 Mr' 1 pa3 Ha 100y. [y okpeMux Ipyn NalieHTiB peKOMEHA0BaHa | Karcyia mpenapary
VYpopek 4 mr 1 pa3 Ha 100y (AUB. HIDKYE).

[Ipemapat ciin npuitMaT pa3om 3 bkero, OakaHo B OJUH 1 TOM ke 4ac AHda. Kamncyny He nmoTpibHO
po3iamMmyBaTH, ii CJ1iJ] KOBTAaTH LLIOI0, HE PO3KOBYIOUH, 3aIIMBAIOYH CKIISTHKOIO BOJIH.

Hayienmu nimnvo20 6iKy.

KoperyBanHs 1031 1 NAIIEHTIB JITHHOTO BiKY HE TOTPiOHE (IUB. po3AlT « DapMaKoOKiHEMUKa).
Tayienmu 3 nopywenuam Qyukyii HUPOK.

KoperyBanHs 1031 115 NALI€HTIB 3 MOMIpHUM nopyiieHHsaM ¢yHKuii Hupok (CLcr Big =50 no <80
MJI/XB) He MOTpiOHe. Y pa3i mopymeHHs QYHKIIT HUPOK cepeaHboro crymneHs TsukkocTi (CLcr Bin
>30 mo <50 Mi/XB) Tepamiro PO3MOYMHATH 3 03U 4 MI CHUJIOJ03MHY | pa3 Ha 100y, MiCig 4oro,
BpPaxoBYIOUM IHJMBIIyaJbHY pEaKililo OpraHiaMy, depe3d | THXJIEHb JIIKyBaHHS JI03y MOJKHA
niABMIUTH 70 8 Mr 1 pa3 Ha 100y. 3acTocyBaHHS Ipenapary B Tepamii Mali€HTIB 3 TSHKKUM
nopymeHHsaM QyHkii HUpok (CLcr <30 Mi1/XB) HE peKOMEHIOBAHE.

Tayiecumu 3 nopyuieHHAM QYHKYIT neyinKu.

KoperyBanHs 7031 Uil MAlli€HTIB 3 TOMIPHUM a00 CEPEIHbOrO CTYMEHS TSKKOCTI MOPYIISHHSM
¢byHkuii nedinkd He moTpioHe. OCKUIbKM HeMae KIHIYHOTO JIOCBiAY 3aCTOCYBaHHS Ipenapary B
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Tepanii MaIieHTIB 3 TSHKKUM MOPYIICHHAM (DYHKIIT MEeYiHKH, TPU3HAYCHHS JIIKAPCHKOTO 3aco0y Il
KaTeropii maiieHTiB He PEKOMEH/I0BAHE.

imu. He 3acTocoByBaTu y neaiaTpuyHii MpaKkTULII.

Ilepeoo3ysanns.

Cuito031H OLIIHIOBABCS Yy 103ax A0 48 Mr/n00y, AKi mpuiiManu 310poBi JOOPOBOJIBII YOIOBIYHOT
ctari. J1030iMITYI09010 TTOOIYHOIO peakIfiero Oyiia OpToCTaTUYHA TIIOTEH3IS.

Sxmmo npuiioMm mpenapaty BifOyBCsl HEIIOJABHO, PEKOMEHIYETHCSl BUKIIMKATH Yy TIAI[IEHTA OJIFOBAHHS
abo mpoBecTH #OMYy NPOMHUBAHHA UUTyHKA. SIKIIO TEpeo3yBaHHS IpernapaToM Y popek
CYIIPOBOJIKYETHCS TIMOTOHIE0, HEOOXITHO 3a0€3MEUNUTH TAIIEHTOBI MIATPUMKY POOOTH CEpPIIEBO-
CynuHHOI cuctemu. [IpoBeneHHs mianily HEIOIUIbHE, TOMY IO CHJIOJO3WH B OpraHi3Mi Maixe
MOBHICTIO 3B'SI3y€ThCS 3 OlTkamu KpoBi (96,6 %).

IHo6iuni peaxuyii.

Haityactimumy HeGa)kaHUMH peakiiIMU, PO K1 MOBLAOMIISUIOCS MiJ Yac Teparlii CUIOJ03UHOM Y
X0l  Miane00-KOHTPOJIbOBAaHUX  KIIHIYHUX  JOCIHLIKEHb Ta  IPOTATOM  JIOBTOTPUBAIOIO
3aCTOCYBaHHS, OyJIM MOPYIICHHS ESKYJIALil, HANpUKIaJ peTporpajHa eSKyJslisl Ta aHesKYJsIis
(3MeHIIeHHs1 a00 BIICYTHICTh €sIKyJALii), 3 4actotoro 23 %. lle Mo)ke TUMYacoBO BIJIMHYTH Ha
PEenpoyKTUBHY 3/IaTHICTh YOJIOBIKA. Ta BOHA BITHOBIIIOETHCS Yepe3 KUTbKa JHIB MICIS MPUTHHEHHS
JKyBaHHS.

VY rtabnuii HWK4Ye BKazaHl MOOIUHI peakuii, Mpo sKi MOBIIOMIISUIOCS Mi Yac yCixX KIIHIYHUX
JOCII/DKEHB Ta Y MepioJ1 MICIIPEECTPALIiHOTO 3aCTOCYBAaHHS TIpenapary, BiAMOBIIHO 0 CHCTEMHO-
opranHoro kiacy MedDRA Ta wacroru: myxe 4dacti (>1/10); wacti (Bim >1/100 mo < 1/10); Hewacri
(Big >1/1000 mo < 1/100); moommuoki (Bim >1/10000 mo < 1/1000); pimkicai (< 1/10000) 1
HEBCTAaHOBJIEHOT 4acTOTH (y BUIAJAKaX, KOJIM YacTOTYy PEaKilii He MOXKHA pO3paxyBaTy 3a HAsBHUMU
JTaHUMH). Y KOXKHIN TPYITi peakirii 3a3Ha4ueH1 1o Mipl 3MEHIIIEHHST CEPHO3HOCTI SBHIIA.

Cucme/!m Lyorce wacmi Yacmi Heuacmi Ilooounoxi Pioxkicni Hdacmoma ne
opeaHie 6cmanosiena
Peaxuii
aJIepriyHoTO
TUITY,
BKJIIOYAIOYH
3 60Ky IMyHHOT HaOPsIK
CUCTEMHU o0muyus,
HaOpsIK s3UKa
Ta
(dbapuHreanb-
Hy efieMy’
[cuxiuni 3HMKEHHS
po3naaun moigo
3 boxy . 3aramopo- Brpara Hempurom-
HEPBOBOI : 1 .
cHCTeMI YeHHS CBIZIOMOCTI HICTh
. . 1 |CunbHe
3 Ooky cepriist Taxikapist cepriebuTTs:




3 6oky Oprocra-
CYJIMHHOL TUYHA Iinotensis®
CUCTEMU TimoTeH31s
PecniparopHi,
TOpaKaJbHi 1 3akiaze-
MeIiacTUHAIBHI HICTb HOCA
MOPYIICHHS
3 Goky
[IUTYHKOBO-
KHIIIKOBOTO
TpaKty Hynora,
Hiapest CYXICTh y
poTi
TPaKTy
TPaKTy
Bigxunenus
3 OOKy MEeYIHKU BUL HOPMH
2 pe3ynbTati
. JOCITIKEHB
HKOBYOBHBI/IHUX F—
MIUTSXIB .
MTeYIHKU
[xipaWnit
BuCHIT,
3 GOKy WIKipH cBepOik?,
Ta MIIIKIPHAX KpPOTIUB’ STH-
TKaHUH Kal,
MeAUKaMeH-
TO3HUI
Bucumn’
3 60Ky
PETpOTYKTHBHOT PeTporpa}z[Ha Epextibia
CUCTEMH 1 eSKYIIALIA, .
. TUChYHKITIS
MOJIOYHHX aHeSKYJIALIA
3a03
InTpaonepa-
TpaBmu, 0815050507
OTpY€HHS, CUHPOM
MpOIeTypHI B’sUIO1
YCKIaIHEHHS paii1y>KHO1
00O0JIOHKH

1

— JlaHi mpo MoOivHi peakiii, OTpUMaHi 31 CIIOHTAHHUX MOBIIOMJIEHB 32 Yac MICIsApeecTpalifHOro
3aCTOCYBaHHs y CBITI (4acToTa 00YMCIIEeHA 3 ypaxyBaHHSIM BHIAJKIB, PO sKi MOBiOMIsUIOCS y |-
IV ¢a3i kIiHIYHUX TOCHIKEHb Ta HEIHTEPBEHIIMHUX TOCITIKEHHSX ).

OprocraTyyHa TiOOTEH3iA: 4YacTOTa 3aXBOPIOBAaHb HA OPTOCTAaTMYHY TiMOTEH310 Yy MIanebo-
KOHTPOJIbOBAHUX KITIHIYHUX JOCTIPKEHHAX cTaHoBuIA 1,2 % mpu jikyBaHHI cuiiogo3uHoM Ta 1,0 %




npu JikyBaHHI miarne6o. OprocTaTuyHa TiMOTEH31s MOKE CHPUYUHUTH HEMPUTOMHICTD (AMB. PO3JILI
«Ocobnusocmi 3acmocy8anusy).

InTpaonepaniiinuii cuHapoM B’sI0i paiiaykHOi OOOJIOHKH (BapiaHT CHHAPOMY MIISIBOI peaxilii
3iHUII) CHOCTepiraBcs MiJ yac MPOBEICHHS XIPYpridHOi omeparii y 3B’s3Ky 3 KaTapakTolo (IHB.
po3ain «Ocobaugocmi 3acmocy8antsy).

Tepmin npuoammuocmi. 3 poxu.

YMoBH 30epiranus.
30epirati B OpUTiHAJBHINA YIAKOBI YISl 3aXMCTY BiJ CBITJIa Ta BOJIOTH NPU TEMIEPaTypi HE BUILE
30 °C. 36epiratv y HEJOCTYITHOMY JUIS NITSH MICIIL.

YnakoBka.

Jst nozyBannsa 4 mr: no 10 kancyn y o6mictepi; mo 1, abo mo 3, abo mo 5, abo mo 9 GmicTepiB y
KapTOHHIM mayiii.

Jnst nosyBannsa 8 mr: no 10 karcyn y o6mictepi; mo 1, abo mo 3, a6o mo 5, abo no 9 GmicTepiB y
KapTOHHIN TayIIi.

Kareropis Binmycky. 3a peuentom.

BupoOHuk.
Pexoppari Ingactpia Ximika e @apmaceBtika C.m.A./
Recordati Industria Chimica e Farmaceutica S.p.A.

Micue3naxo/:keHHs BUPOOHMKA Ta HOro ajapeca Micusi MIPOBAa/sKeHHS AislIbHOCTI.
Bia M. Yigirtani 1, 20148, Minan, Itamia/
Via M. Civitali 1, 20148 Milan, Italy.

3asiBHUK.
Pexopnari Autenp Jitn/
Recordati Ireland Ltd.

Micue3naxoakeHHS 3asiIBHUKA.
Pexin3 Ict, Pinreckipui, Ko. Kopk, Ipimanmis/
Raheens East, Ringaskiddy, Co. Cork, Ireland.



