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IHCTPYKIIISI
AJISE MEIHYHOT0 3aCTOCYBAHHSI JTIKapChbKOro 3aco0y

ABOJIAPT
(AVODART)

Cknao:

0i104a peyosuHa: Ky TacTePu;

1 xancyna mictuth gytacrepumy 0,5 Mr;

O0NOMIDICHI peo6uH1L KaIPUITOBOI/KAaIIPHHOBOI KHCIOTH MOHOIHIIIIIEPH/IH, Oy THIIT1APOKCHUTOITY OJI
(E-321);

00OJIOHKA KallCy/u: JKeIaThH, TIinepuH, tutany aiokcun (E 171), samiza oxcun xosruii (E 172),
TPUTIIIEPUN CEPETHBOTO JAHIIOra Ta JECIUTHH.

Jlikapebpka gopma. Karcyim M’sKi skenaTuHOBI.
Ocnosni ¢pisuxo-ximiuni enacmugocmi: GINi0-)KOBTI HENPO30pi MPOIOBracTi M’sIKi JKeTATHHOBI
karcymnu 3 mapkyBanasm GX CE2.

®apmaKoTepaneBTHIHAa Tpyna. 3aco6H, IO 3aCTOCOBYIOTHCS TPU JOGPOSAKICHIN rimeprurasii
Tepe/MixypoBoi 3ao3u. IHribitopu Tecrocrepon-5a-peaykrasu. Kog ATX G04C B02.

DapMaKonoziuHi 61acmueoCHii.

Dapmaroounamixa. Jlyractepus — moBiifiHuit iHriGITOp Soi-pelyKTasy, mo radbMye sk T 1, TaK i
THII 2 130()epPMEHTIB Soi-pejlyKTasH, sIKi Bi/IOBIJAIOTH 3a MEPETBOPEHHS TECTOCTEPOHY Ha 50i-
JHTIAPOTECTOCTEPOH. JIMTiIPOTECTOCTEPOH — Iie aHIPOTeH, SIKMH, y TEpIly 4epry, BiAmoBinae 3a
riNepIiasiio TKaHUHU NEPEAMiXypoBoi 3ao3n. MaKkcnMaibHe 3MEHIIEHHs T IpOTeCTOCTEPOHY
Ha I IpEHOMY ABOIApTY 3alIeXKHTh BiJf 103H i criocTepiraeThes y mepmri 1—2 Twokwi. [licas 1-ro ta
2-r0  TIDKHSL 3aCTOCYBaHHS ABOmapTy y no6oBiif Js03i 0,5 Mr cepemHs KOHIEHTpaLis
JMTIPOTECTOCTEPOHY 3MEHInyeThCs Ha 85 1 90 % BiimoBinHo.

Y XxBOpuxX i3 N0OpOSIKICHOIO rimepmasiero mepeaMixypoBoi 3amosu, ski oTpuMyBamm 0,5 Mr
AyTactepuiy Ha 00y, CepelHE 3HIKEHHS PiBHS JIMTiAPOTECTOCTEPOHY CTaHOBHIO 94 % wepes 1
pix i 93 % — 4yepe3 2 poku JiKyBaHHs, cepe/Hill PiBEHb TECTOCTEPOHY ITiABHIIyBaBcs Ha 19 % yepes
1 1 uepe3s 2 pokwu.

Dapmakokinemura. JlyracTepuji 3acTOCOBYIOTH IEPOPAIGHO y BUIVLLIL PO3UMHY Y M SIKHX
KeNaTHHOBHX Kamcyiax. Ilicis nmpuiiomy pasosoi nosu 0,5 Mr mik KOHUEHTpamii mpemapary y
CHpOBATIL KPOBi criocTepiraeThes uepes 1-3 roguan. AGcomoTHa 6i0[0CTYIHICTS CTaHOBUTE 60 Y%.
Bio1ocTyIHICT He 3aJIeXXUTh Biji IpuitoMy 1Ki.

JyTacTepun miciist 0fHOPa30BOro Y 6araTopa3oBOro MpHHOMyY Mae BEUKUit 06°eM po3moziny (Bix
300 mo 500 ). BincoTok 3B’s13yBanHs 3 Ginkamu — moHan 99,5 %.
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ITpu 3acrocyBanHi y m000Bi# 1031 0,5 Mr 65 % mocTiitHOI CTiifKoi KOHIIEHTpAIil JyTacTepUy Yy
CHpPOBATIIi KPOBI JOCATAeThCs depes | Micsip JiikyBauHs i npubmmsno 90 % — uvepes 3 micsrii.
CrabuibHa KOHLEHTpAIisl JyTacTepuay mpuOiam3no 40 HIr/MII y CHpPOBATIN JOCSTAETHCS IMicis 6
MiCAIIB 3acToCyBaHHs y H000Bii 1o3i 0,5 mr. SIk i y cupoBatii KpoBi, CTifiKka KOHIEHTpALIis
JDyTacTepuzy y ciM’sHil piiuHi focsraeThest yepes 6 micsiiis. [Ticist 52 THOKHIB JIiKYBaHHS CEpeIHs
KOHLIEHTpaLlisl AyTacTepumy y ciM’sHiM pigmHi ctaHoBUTH 3,4 Hr/mu (y mexax 0,4-14 wr/m).
BincoTok po3noAineHHs {yTacTepu/Ly i3 CHpOBATKHU JI0 CiM’sIHOT pijiuHu — npubimsHo 11,5 %.

In vitro pyrtacrepupn merabomnizyerbest pepmentamu CYP3A4 nuroxpomy P450 momubm 10 ABoX
MOHOTIAPOKCHIIEHUX METabOJIITiB.

3a JaHUMU CHEKTPOMETPUYHOTO aHaNi3y y CHPOBATI JIOJMHH BHSBJISIETHCS HE3MIHEHUN
JyTacTepuzi, 3 TOJOBHHX Metabonitu (4 -rigpokcumytactepua, 1,2-murigpomyracrepuy i 6-
rigpoKcHayTacTepun) 1 2  Manux — Merabomité (6,4 -murimpoxcuaytactepup i 15-
T1IPOKCHIY TACTEPHI).

HyTtactepu)i iHTeHCHBHO MeTabomisyerhest. [licns mepopaibHOrO HPHHOMY IyTacTepHay y HO3i
0,5 mr/noby Big 1 mo 15,4 % (y cepenaboMy 5,4 %) 3acTOCOBAaHOT 103 BHBOAUTHCS 3 (PeKaNisIMU Y
BUTJISJII HE3MIHEHOTO J{yTacTeprIy. Pemmra 3acTocoBaHOl 1031 BUBOJUTLCS Y BUTIIS/I METAbOJIITIB.
V' cedl BHSIBIAIOTHCS JIMIIE CIIiAM He3MiHeHoro aytactepuny (Mewnmme 0,1 % 3acTocoBanoi 1031).
Kinnesuii nepios HariBBUBECHHS TyTacTEPHUJy CTAHOBUTH 3—5 THIKHIB. 3aJUIIKK JyTacTEPUIY
CHPOBATIIl KPOBI MOXKYTh OyTH BHSBICHI Yyepe3 4—6 MiCSAIIiB MMiCIIs 3aKiHYEHHS JIKYBAHHSL.

3a JaHMMM BHMBYEHHsI (DapMaKOKIHETHKH Ta (papMaKoJWHAMIKH, 3MiHIOBATH JI03y IyTacTEPULY
3Ti/IHO 3 BIKOM MAIli€eHTa He TMOTPiOHO.

BruiiB HMpKOBOI HEJIOCTATHOCTI Ha (hapMaKOKiHETHKy myTacTepuiy He BHBYaBcs. OjHAK IIpH
npuiiomi 0,5 Mr yTactepuay y JIIOJUHH i3 ceyero BUBOAUTHCS MeHire 0,1% 1031, TOMy 3MiHIOBATH
JI03y TIAI[iEHTaM 3 HUPKOBOIO HEIOCTATHICTIO HE TIOTPiOHO.

BrumB me4yiHKoBOi HEJJOCTATHOCTI Ha (hapMaKOKiHETHKY JIyTaCTEpH/y HE BHBYABCS (JHUB. PO3ZILIH
«Crocib 3acTocyBaHHS Ta J103u» Ta « OCOOIMBOCTI 3aCTOCYBAHHSY).

besnexa ma xniniuni docniodicenns.

Cepyesa Hedocmammuicmeo

B 4-piuHoMy KITiHIYHOMY JOCIIJDKEHHI 3aCTOCYBAHHSI J{yTACTEPHU/IY B IOEJAHAHHI 3 TaMCYJIO3HMHOM
JUISL JIIKyBaHHSI IOOPOSIKICHOI rineprutasii nepeamixypoBoi 3ao3u y 4844 4onoBikis (HoCii ke s
CombAT) yacToTa BUHHUKHEHHS CEpIIEBOI HEOCTATHOCTI (30ipHe MOHSTTS) B TpyIi KOMOiHOBAHOL
teparii (14/1610, 0,9%) 6yna Bumoro, HiX y Oyap-siKiii rpymi MoHoTeparil xytactepunom (4/1623,
0,2%) abo tamcymnoszurom (10/1611, 0,6%).

B oxpemomy  4-piuHOMy  KIIHIYHOMY  TOPIBHSUIBHOMY  JIOCHI/DKEHHI  Iuianebo 3
XiMionpo(iNaKTUKOIO JyTacTepuiioM 3a ydacTio 8231 wonosika Bikom Bim 50 g0 75 pokis 3
IOIIEPEIHBO HEraTHBHUM PE3YJIBTATOM OIOICii CTOCOBHO paky MpocTaTH i BHXigHMM piBHeM PSA
Mk 2,5 mr/mn 1 10,0 ur/ma y dosnoBikiB BikoM Bix 50 mo 60 pokis a6o 3 ur/mu i 10,0 ur/mi y
goyoBikiB BikoMm Bifi 60 pokiB (nocmimkenass REDUCE) 6yio BCTaHOBIEHO, IO 4YacTOTa
BHHUKHEHHsI CEpIIEBOI HEJOCTATHOCTI y MAIi€HTIB, sKi mpuitmanu gyractepun 0,5 Mr ouH pas Ha
nensb (30/4105, 0,7%), Buina OPIBHSHO 3 MalieHTaMH, sIKi npuiiMay 1wianebo (16/4126, 0,4%). V
PETPOCIIEKTHBHOMY aHai31 IbOTO JIOCHI/PKEHHST MTOKa3aHa BHIA YacTOTa CEPIIEBOI HEAOCTATHOCTI
y Tall€eHTiB, sKi NpuiiManu gytacrepusn i anbda-Omokatop ojuovacuo (12/1152, 1,0%), y
HOpIBHAHHI 3 cyO’ekramu, siKi mpuiiMamu mytacrepup 6e3 anba-Omoxaropa (18/2953, 0,6%),
miane6o i anbda-6moxarop (1/1399, < 0,1%) abo mranedo 6e3 anbha-6moxaropa (15/2727, 0,6%).
IIpuuuHHOrO 3B’SI3KYy MDK 3acCTOCYBaHHAM JyTacTepuiy (okpemo abo y KomOiHamii 3 anbga-
Onoxaropamy) Ta BUHHKHEHHSIM CEpIIEBOI HENOCTAaTHOCTI BCTAHOBJIEHO HE OYyJIO (IMB. pO3MLT
«OcoOIMBOCTI 3aCTOCYBAHHSY).

Pax nepeomixyposoi 3ano3u i Hu3bko0Ugpepenyitioeani nyxiunu

VY 4-piuHOMy NOpPIBHSUIBHOMY IOCIi/DKEHHI Iutane6o Ta aytactepujty 3a ydactio 8231 doosika
BikoM Bif 50 710 75 pOKIB 3 IOIEPEAHBO HETATUBHUM PE3yJIbTATOM OiOICii CTOCOBHO paKy MpoCTaTH
i BuxigauM piBHeM PSA mix 2,5 Hr/mi 1 10,0 Hr/Mit y gosoBikiB Bix 50 mo 60 pokis a6o 3 ur/mi i
10,0 mr/mn y uonosikiB BikoM Bif 60 poki (mocnimxenus REDUCE) 6706 cy6’exram 6yiio
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IIPOBEEHO TONKOBY Oiorcito mpocTtaTy (000B’I3KOBY 3a MEPBUHHUM IIPOTOKOJIOM), JaHi K0T Oyim
BUKOPHCTaHI IJIsl aHaNli3y Au(epeHiitoBanHs 3a mKkanoio [micona. B gocrimkenni 0yio BUSBIEHO
1517 marienTiB 3 AiarHo30M pak IpocTaTd. buibmmicts myxiua mpoctatd (70%), BUSBIECHHX 3a
JornoMororo Oiomcii B 000X rpynax JIKyBaHHS, MaJH BHCOKHI piBeHb udepeniiiroBanus (5-6
OautiB 3a mmkaoro [micoHa).

B rpymi pgyracrepumy —3apeecTpoBaHO  OUThII  BHCOKY wactoty (n = 29, 0,9%)
Hu3bKoAMpepeniifoBanoro paky mnpoctata (8—10 GamiB 3a mkamoro ['Jticoma) B MOpiBHSHHI 3
rpynoro miane6o (n = 19, 0,6%) (p = 0,15). IIpotsirom 1-2-ro pokiB JOCTIHKEHHS KiIBKICTH
HAIi€HTIB 3 pakoM TepeIMiXypoBoi 3aio3u 3 qudepeniioBantsm 8—10 Gaiis 3a mxainoro [ricona
Oyna ogHaKOBOIO B IpyIi gyTactepuny (n =17, 0,5%) i B rpyni miane6o (n = 18, 0,5%). ITporsirom
3—4-ro pokiB HOCIIJUKEHHs OinbIla KUTBPKICTh BHIAJKIB paky MepeMiXypoBOi 3aJl03d 3
mudepenniroBannsam 810 Gami 3a mkanoro [micona Oyia JiarHOCTOBaHA y TPYIIi LyTaCTEPHULY
(n =12, 0,5%) B mopiBHsHHI 3 rpynoro miamebo (n = 1, < 0,1%) (p = 0,0035). Hemae manux mpo
BIUIMB HA PU3HK PO3BUTKY paKky IPOCTATH Y YOJIOBIKIB, SKi MPUHMAIOTh J{yTaCTEPH/] IIOHAT 4 POKH.
BifcoTok mamieHTiB 3 JiarH030M paKy IepeaMixypoBoi 3a103u 3 qudepeniiiropannsam 8—10 Gaiis 3a
mKaoro I'nicona 36epiraBcst MoCTiHHUM B pisHi nepiomm pociipkenns (1-2-it poku, 3—4-ii poku) B
rpymni gyracrepuny (0,5% y KoxHHI TIepioJt 9acy), TOAL SIK y TPyIIi mianebo BiICOTOK MaIieHTiB i3
HU3bKOM(pepeHniiioBanum paxoM npocrati (8—10 OGamiB 3a mkanoro I'ricoHa) OyB HIDKYUM
npotsaroM 3—4-ro pokis, HiX mpoTsiroM 1-2-ro poki (< 0,1% i 0,5% BigmoBizHO) (IUB. po3aia
«OcobnuBocti  3acTocyBaHHs»). He Oyno Hisikoi pi3HMII B 4YacTOTi BHHHMKHEHHS paKy
nepeaMixXypoBoi 3a103u 3 audepeniiroBanusiM 7—10 6anis 3a mxasoro [ricona (p = 0,81).

B 4-piyHoMy KJIIHIYHOMY JMOCHTi/DKEHHI JIKyBaHHS JOOpOSKICHOI Timepriiasii mepeaMixypoBoi
3an03u (CombAT), ne mepBHHHHM IPOTOKOJIOM HE OyIo mependadeHo 060B’sI3k0By Oiorcito i Bei
JlarHO3M paKy IIpocTaTH Oyau BCTaHOBJICHI Ha Oiomcii 3a IOKa3aHHIME, YacTOTa paKy
nepeaMiXypoBoi 3a5o3u 3 audepenniroBaHasaM 8—10 6ami 3a mkainoro [ricona 6ymna 0,5% (n = 8)
y rpyni gytactepuny, 0,7% (n = 11) y rpyni Tamcynosuny ta 0,3% (n = 5) y rpymi komGiHOBaHOT
Teparrii.

3B’S30K MDK 3aCTOCYBaHHSM yTacTe€pU/Jy Ta BHHUKHEHHSIM HHU3bKOIHU(EPEHIIHOBAHOIO paKy
MePeIMiXyPOBOI 3aJI031 3AJIMIIAETECS] HE 3’ ICOBAHKM.

Paxk epyonoi 3anosu y yonogikie

JlBa BHIIaJIOK-KOHTPOJILOBAHI €ImiJIeMioNoTivHi JocuimKkenHs, oaHe nposenero y CIIIA (n = 339
BHUIIA/IKIB paKy IpyaHoi 3a103u i n = 6780 y rpymi KoHTpoI0), a inine y Bemukiit Bpuranii (n= 398
BUIIAJIKIB paKy MoJIOUHOT 351034 1 n = 3930 y rpyri KOHTPOJIIO), HE MMOKA3aJIH HiIKOTO 301IbIIEHHSI
PHU3UKY PO3BHUTKY paky IpyJHOI 3aJI03M Y YOJOBIKIB IPH 3aCTOCYBaHHI 1HTiOITOPIB So-peaykrasu.
PesynpraTy mepuioro JOCIHiHKEHHS HE BUSBIIIA 3B’ 513Ky 3 PAKOM I'PY/IHOT 381031 (BiIHOCHHN PH3HK
y pasi 3acTocyBaHHS = 1 pOKy 10 BCTaHOBJICHHS JIiarHO3y paKy MOJIOYHOI 3aJI03W B IIOPIBHSHHI 13
3acrocyBanHsaM < 1 poxy: 0,70: 95% [II 0,34, 1,45). ¥V npyromy nociipKeHHI BiTHOCHHUN PH3HMK
paKy MOJIOUHOI 3aJ03H, IOB’s3aHMI 13 3aCTOCYBAaHHSM iHTIOITOPIB S0-peayKTa3u, B MOPIBHSIHHI 3
TaKUM IIPH BIJICYTHOCTI 3acTocyBaHHs ctanoBuB 1,08: 95% JII 0,62, 1,87.

ITppurHHEKE 3B’S30K MK BUHHMKHEHHSAM paky TIPYAHOI 3aJI03H Y YOJIOBIKIB Ta JOBrOTPHBAIIHM
3aCTOCYBAaHHSM JIy TACTEPH/Iy HE BCTAHOBIICHO.

Kuriniyni XxapakTepucTHKH.

Ilokazanna.

JlixyBaHHSI CUMIITOMIB CEpEIHBOTO Ta TSHKKOTO CTYIEHS J00pOsIKiCHOT rimepruiasii mepeaMixypoBoi
3aJ1034; 3MEHIIEHHS PU3MKY BHHHKHEHHS I'OCTPOI 3aTPUMKHU C€Yi Ta HEOOXiTHOCTI XipypriqHoro
BTPYYaHHSI Y XBOPUX 3 CHMIITOMAaMH CEPEIHBOI0 Ta TSDKKOTO CTYIEHs JOOPOsKicHOI Timepruiasii
MePeAMiXypPOBOT 3aJI03H.

Ilpomunoxasanns.
ABoziapT IIPOTHIIOKA3aHUI XBOPHM 3 IIiABUIIEHOIO Yy TIUBICTIO JI0 Iy TACTEPU/LY, iHIINX iHriGiTOpiB

So-pesykTasi, coi, apaxicy abo iHIIMX KOMIIOHEHTIB IIpenapary. o
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ABOJIAPT HE 3aCTOCOBYIOTH JUIS JIIKYBAHHS JKIHOK 1 JiTel (IMB. pO3i «3acTOCYBaHHS y NEpPioJt
BariTHOCTI Ta TO/TyBaHHS TPYUIIO»).
ABOJIApPT NMPOTHITOKA3AHH XBOPHUM 3 TSHKKOIO MIEUiHKOBOIO HEJIOCTATHICTIO.

B3aemooia 3 inmumu nikapcokumu 3acodamu ma iHuii 6uou 63aemo0iil.

Indopmariro mozo 3umxenHs piBHiB PSA (IIpocraT-crienudiunmii aHTUTEH) y CHpPOBATII KPOBI ITi]T
Yac JIKyBaHHS JyTacCTEPHIIOM, a TAKOX iH(OpPMAIIO IMOJO BHSBICHHS paKy MPOCTATH IHB. Y
po3aiti «OcoONUBOCTI 3aCTOCYBAHHSY.

Bnaue inwux nikapcokux 3acobisé na papmakoxinemuxy oymacmepuoy

3acmocysanns pazom 3 ineivimopamu CYP3A4 ma/abo P-enikonpomeiny:

JlyTactepu/| mepeBakHO BHBOAUTHCS IIIIXOM MeTa0oi3mMy. J[oCHimKeHHs in vitro TOKa3yoTh, 10
karanizaropamu Metabomizsmy € CYP3A4 i CYP3AS. Odiuiiiai gocmipkeHHsT B3aeMoJiii 3
aktuBHuUME iHTiOITOpaMu CYP3A4 we mpoBommumics. Ilpote y momyssimiitHOMY JOCIiDKEHHI
(hapMaKOKIHETHKH KOHIIGHTpAIlii JiyTacTepuly B CHPOBATIIl KpoBi Oyiu B cepeauaboMy B 1,6—1,8
pa3¥ BUIIUMH Y HEBEIHMKOI KiTBKOCTI THX TAII€HTIB, SIKI OJHOYACHO JIIKYBAJIMCSI BeparamiJioM abo
muriazeMoMm (momipHi iHriGiTopu CYP3A4 Ta iHribitopu P-rimikomporeiny), HDX y I1HIIHX
MAIli€HTIB.

[Ipu TpuBajioMy 3acTOCYBaHHI KOMOIHAIl JyTacTepuay 3 JIKapChbKHMH 3aco0amu, sKi €
cuipHOAIrounME  iHTiOiTOpamu  gepmenty CYP3A4 (manpukian, puToHaBip, 1HIMHABID,
He(a30/10H, ITPaKOHA30JI, KETOKOHA30JI, SIKi BBOJIMIIM TIEPOPATBHO), KOHIICHTPAIlisl yTacTepU/Iy B
CHpOBATI KpoBi Moxe mijgBuinyBatucs. [lojaneine iHriOyBaHHS So-pelyKTa3u NMpH 301IbIICHHI
TPHUBAIOCTI il TyTaCTEpUIy € MAIOWMOBIpHHM. AJie MOMIINBE 3MEHIIICHHS YaCTOTH BBEICHHS 1103
JqyTacTepuay y paszi po3BuTKy noOiynux edextiB. Ciii BIA3HAYHTH, IO y pa3i NPHTHIUYCHHS
aKTHBHOCTI (DEPMEHTY JOBIHIA IE€Pio/i HAITiIBBUBEACHHS MOXKE CTATH I JIOBIIUM 1 CYITyTHS Tepartis
MOJKE y TAKOMY BHITJ[Ky TPHBATHU IOHA]] 6 MICSIIIB JI0 TOTO, SIK Oy/Ie IOCATHYTO HOBOI PiBHOBAYKHOT
KOHIICHTpaIIii.

3actocyBaHHs 12 T XoJjecTHpaMiHy 4epe3 1 TOHHY ICIs 3aCTOCYBaHHS OJHOPA30BOI JIO3H 5 MT
JIyTacTepu/y He BILTHBAJIO Ha (hapMaKOKiHETHKY STy TACTEPHIY.

Bnaue oymacmepudy na (hapmakokinemuxy iHuux 1ikapcokux 3acobis

Jlytactepuy He BIUIMBa€E Ha (hapMaKOKiHETHKY BapdapuHy abo nurokcuny. Lle Bkasye Ha Te, IO
nytactepun He iHriOye/ He imgykye aktuBHICTH (epmenty CYP2C9 aGo P-rimikomporeiny-
nepeHocHuKa. JlaHi JIOCiDKeHb B3aeMOII in Vvilro BKa3yrOTh Ha Te, IO JAyTacTepu]i He iHTiOye
depmentu CYP1A2, CYP2D6, CYP2C9, CYP2C19 a6o CYP3AA4.

VY HeBenmukoMy pociipkeHHI (N=24) TpHBaJiCTIO ABa THXHI 32 Y9acTIO 3JIOPOBHUX YOJIOBIKiB
nytactepun (0,5 Mr Ha 100y) He BIUIMBAB Ha (papMaKOKIHETHKY TaMCYJIO3HHY abo Tepazo3uHy. Y
I[FOMY JIOCJIIJDKEHHI TaKOXX He OyJI0 BUSBIEHO 03HAK (hapMaKo[HAMITHOT B3a€MO/Til.

Ocobnueocmi 3acmocy8anHsI.

KombiHoBaHy Tepamito MOXKHA IPH3HAYATH IIICJISL PETENHHOI OLIHKA KOPHCTI/PU3HKY y 3B SI3KY 3
MOTEHIIMHUM TTiIBUINCHHSIM PU3UKY MOOIYHMX peaxifiii (BKIIIOYAIOUM CEPIIEBY HEIOCTATHICTH) i
MiCJIST PO3TJISly ajJbTEPHATUBHUX BapiaHTIB Tepamii, BKIIOYAIOUYM MOHOTEpAIiio (JIUB. PO3IiI
«Criocib 3acTocyBaHHS Ta TO3UY).

[To6iuHi peaxirii 3 60Ky cepIeBO-CyIMHHOI CHCTEMHU

3a maHuMU JIBOX 4-piuHHX KIIHIYHHX JOCIIJDKEHb, YaCTOTA BUHUKHEHHS CEpPIEBOI HEIOCTATHOCTI
(30ipHUE TepMiH JUIS BCIX MOBIAOMIIEHB, IEPEBAYKHO IEPBUHHOI CEPIIEBOI HEIOCTATHOCTI Ta
3acTiifHOT cepieBoi HepocTaTHOCTI) Oyjla BHINOIO Yy TAIEHTIB, SKi JIKYBAIMACS KOMOIHAIIEO
ABojiapty 3 ayb(ha-0I0KaTOpOM, FOJIOBHHM YAHOM TaMCYJIO3HHOM, MTOPIBHSIHO 3 TAIli€EHTAMH, SIKi He
OTpUMYBaJTH TaKkol KoMOiHaIil. 3a JAHUMH IHX JBOX JOCII/DKEHb YacTOTa CEPIIEBOI HEMOCTATHOCTI
Oyma Hu3pkoio (< 1%) Ta BapiabenpHOIO y MeXax IUX JociiukeHb. Jlucnponopmii y uactoti
BUHHKHEHHS CEPIIEBO-CYIMHHUX MOOIYHMX SIBHI HEMA€E B JKOJHOMY 3 JIOCHIDKeHb. [IpHYHHHOTO




3B’SI3Ky MK 3aCTOCYBaHHSIM JyTactepuay (oxpemo abo y komOiHamii 3 anbga-01okaropamm) Ta
BUHUKHEHHSM CEPLIEBOI HEJIOCTATHOCTI BCTAHOBJIEHO He 0yI10 («DapMaKosIoriuHi BIaCTHBOCTI).
IIpoBeneno MeTa-aHaymiz 12 paHAOMI30BaHMX, IUIANE00-KOHTPOILOBAHUX a00 IIOPIBHSIBHUX
KIiHigHEEX gociimkens (n = 18802), B sskoMy OIIHIOBAJIH PU3UK PO3BUTKY IMOOIYHUX peakiliii 3 60Ky
CEPIEBO-CYJIMHHOT CHCTEMH TP 3aCTOCYBaHHI IyTacTepumy (B IOPIBHSHHI 3 KOHTPOJIBHOIO
rpynoro). He 6yJ10 BCTAHOBIEHO CTIHKOrO CTATHCTHYHO 3HAYYLIOTO 30UIBIIEHHS PH3HMKY CEPIEBOL
menocrataocti (RR 1,05; 95% JII 0,71, 1,57), roctporo indapkry mioxapma (RR 1,00; 95% I
0,77, 1,30) abo incyasty (RR 1,20; 95% /11 0,88, 1,64).

BuiuB Ha mpocrarocruenudivamit antures (PSA)

Konmenrparist  mpocratocnenudpiunoro antareny (PSA) € BaXImBEM — KOMIIOHEHTOM
CKPUHIHTOBOTO MIPOIIECY JIIsI BUSIBICHHS paKy IepeMiXypoBoi 3aI03H.

ABosIapT 3[IaTHHI 3HH)KYBATH PiBeHb CHPOBATKOBOro PSA y XBOpUX B cepeHBOMY IPHOIM3HO Ha
50 % gepe3 6 MICSIIiB JIIKYBaHHL.

IMamienTty, sxi mpuiMaroTh ABOJIAPT, TOBHHHI MaTH HOBHH BHXIJHUI piBeHb PSA, BcTaHOBIECHHI
yepe3 6 MICSIIB Mmiciast JTiKyBaHHS IMM IIpelapaToM. 3TOAOM LieH pIBEHb DPEKOMEHIYETHC
HEPEBIPATH PErYISIPHO. Byb-sike miaTBep/pKeHe 301blIeH s piBHS PSA Bin HallHWOKYOro piBHA
IiJ Yac 3acTOCYBaHHS ABOJAPTY MOXKe OyTH CBiTYEHHSM HasBHOCTI paky IepeIMiXypoBoi 3aJ03H
2060 HEOTPUMAHHS PEKUMY JIIKYBaHHSI ABOapTOM i MOTpeOye peTeI-HOI0 BUBYECHHS, HABITh AKINO
HOKa3HUKH PSA 3HaXOJATHCS Y MEXax HOPMHU JUTs YOJIOBIKIB, sIKi HE JIIKyBaIUCh 1HriOITOpaMu Soi-
penykrasu. Ilpu inTepmperanii moka3HukiB PSA y XBopmX, sKi JiKyroThCsS ABOJAPTOM, CIIJ
3Ba)KaTH Ha IOTEPE/IHI MoKa3HUKH PSA Ui IOPIBHSHHIL

3acTocyBaHHS ABOJApTy HE BIUIMBAE€ Ha BHKOpPHCTaHHS piBHS PSA nmd miarHocTMKH paky
HEPEMiXypPOBOT 3aJI03H MICIIST BECTAHOBJICHHSI 10r0 HOBOTO BHXiZHOTO PiBHS.

3aranpHuil piBEHb CHPOBATKOBOTO PSA TOBEPTAETHCS 10 BUXIJHOTO PiBHS IPOTAIOM 6 MICAIIB
ITiCJIsT TPUITHHEHHS JIIKYBaHHSI.

CuiBBigHomenns BinsHoro PSA i saramsHOoro piBHs PSA 3amumaeTbcs cTalnuM HaBiTh Iif 4ac
nmikyBaHHs ABomaptoM. ToMmy, SIKIIO JUIi XBOPOTo, SIKMH IpuiiMae ABOAapT, JKap BHPIIIUTH
BUKOPHCTATH SIK BH3HAUCHHS PaKy NepeaMiXypoBOi 3031 BifICOTOK BimbHOTO PSA, KopuryBaHHs
HOro 3HaYEHHS TIPOBOJIUTH HE TTOTPiOHO.

Ilepen 1moyaTkoM Kypey JIKyBaHHS TyTacTEPHAOM Ta IIEPIOAMYHO IIijl Yac JiKyBaHHSA HOTPiOHO
IPOBOJUTH MaJbIeBe PeKTaJbHEe 0OCTEKCHH IIAllieHTa, a8 TaK0)K BUKOPUCTOBYBATH IHIII METOIH
BHSIBJIEHHS paKy MepeMiXypoBoi 3aJI03H.

Pak nepeaMiXypoBOi 3al03W Ta IYXJIMHA BHCOKOTO CTyHeHs rpafamii 3a ['JlicoHOM (HH3BKO-
JdepenrtiioBani)

V xomi 4-pidHOro KIHIYHOrO JOCIi/pKeHHs 3a yyacTio > 8000 wonosikiB BikoM Bij 50 10 75 pokis
3 IONEPENHIMA HETaTHBHUME pPe3yJbTaTaMd OiOICil CTOCOBHO paky IIE€pe/MiXypoBOi 3aJl03d Ta
puxigauM piBHeM PSA wmix 2,5 mr/mn ta 10,0 mr/mn (mocmimxenns REDUCE) y 1517 6ys
I1arHOCTOBAaHMM paK TepeaMixypoBoi 3aimo3u. YacToTa BHIAAKIB paKy IIEpEeAMIXypOBOI 3aJl03d
(8-10 3a mxanoro [yicona) y rpymi XBopHX, siki JikyBamuch ABomaptoM (n = 29,09 %), 6yna
BHUIIOIO IMOPIBHAHO 3 TPYIOI0, IO OTpuMyBana Iutanebo (n = 19,06 %). 30inpnenHs 9acToTH
BHIIAJKIB paKy NepeaMixypoBoi 3ao3u 3a Inkaioro Iicona 5-6 Ta 7-10 He cmocrepiraiocs.
[IprYMHHOTO B3aEMO3B’SI3KYy MIDX 3aCTOCYBaHHSM ABOJApTy Ta BHCOKMMHM CTaliiMH paKy
HepeaMiXypoBoi 3aJl03i BCTaHOBICHO He Oyio. KiriHiuHe 3HAYeHHsS YMCIOBOI JMCIPONOPIil
HeBigome. YonoBiKH, SKi JIKYIOThCS ABOIAPTOM, TOBHHHI PETYJISIPHO IIEPEBIPSITUCH Y 3B’SI3Ky 3
PH3HKOM paKy IMepeMiXypoBOi 3aJI03H, BKIIIOUAlOYH BH3HAUYEHHS PSA.

V 10JaTKoBOMY IIOCITIOBHOMY 2-piYHOMY JIOCHI/DKGHHI 3 IallieHTaMHu, sIKi Opaiu ydacTb y
JIOCIIDKEHH] 13 3aCTOCYBaHHSAM IyTaCTEpHY sIK XiMiunHOI podinaxtuxu (gociimxenus REDUCE),
OyJ0 BCTAaHOBJIEHO HH3bKY YaCTOTY HOBHX BHIIQJKIB paKy IepeiMiXypoBoi 3amos3u (rpyma
nyracrepuny [n=14, 1,2 %] ta rpyma mmane6o [n=7, 0,7 %]) 3 BIICYTHICTIO HOBHX
inenTH(iKoBaHUX BHNAJKIB paKy mepeaMixypoBol 3ano3m 3 audepenmioBanHsM 8—10 OGamis 3a
mrkaoro ['icoHa.




JloBrorpuBase mnociijjoBHe (0 18 pokiB) crocTepeskeHHs MaIie€HTiB 3 KIIHIYHOTO MOCITIHKEHHS 13
3aCTOCYBaHHSIM 1HIIOrO iHTiIOITOpa So-pemykrazu ((iHacTeprjiy) sk XiMidHOT Hpo(GITaKTHKH HE
II0Ka3aJI0 CTATHCTUYHO 3HAYYIOi PI3HUII MDK rpymaMu (piHactepuiy Ta Iuianebo y yacTorax
3aranpHOro BrkuBanHs (HR 1,02, 95 % JII 0,97—1,08) a6o BmyxuBaHHSI MiCJIsT JIarHOCTYBaHHS paKy
nepeamixyposoi 3amo3u (HR 1,01, 95 % JI1 0,85-1,20).

Pak rpyanoi 3an03u

IToBimomisiocss mpo PiAKICHI BHIAJKKA paKy TPYAHOI 3aJ03dH Yy YOJIOBIKIB il 4Yac KITIHIYHMX
JIOCHI/DKEHh Ta Yy IOCTMAapKeTHHTOBHU mepiox. I[lpu I(pOMy emigeMiooriumi JOcCiiIKeHHs
BKa3ylOTh Ha BIJICYTHICTh IIJBUINEHHS PH3HKY PO3BHUTKY paKy TpyIHOI 3a703d y YOJOBIKIB IpH
3acTocyBaHHI iHTiOITOpIB Soi-pemykrasu. [lamieHTH MOBMHHI HEraiiHO MOBIZOMIIITH IIPO Oy Ib-sKi
3MIHHM B TKQHUHI IPYAHOT 3aJI03H, HAIPUKIIAT BUAUIEHHS i3 cocka ab0 MPHUITYXJTiCTh.

HerepmeTwuni Kancymiu

Hytacrepun abcopOyeTbess depe3 IMIKipy, TOMY JKIHKM Ta MITH MalOTh YHHUKATH KOHTAaKTy 3
HErepMETUYHUMH KalcyJaMu. SIKINo pifuHa 3 KamlcylM MOTpanwia Ha IIKipy, 11 i HeraiHo
3MHTH BOJIOIO 3 MHJIOM.

IlediHKOBa HEJIOCTATHICTD

BronuB neuiHkoBoi HeZOCTaTHOCTI Ha (hapMaKOKiHETHKY JyTacTepHIy HE BHB4YaBcs. Uepes
aKTHBHUH MeTaboi3M JyTacTepuay Ta 3—S-TIDKHEBHH Tepio]] HOTO HarliBBHBEICHHS JIIKYBaHHSI
JQyTacTEpHIOM IALI€HTIB 3 JIETKOIO ab0 MOMIPHOIO ITEYiHKOBOIO HEJIOCTATHICTIO CIIi/T TPOBOIUTH 3
obepexxHicTio  (mmB. posmimm  «Croci®  3actocyBaHHS Ta  m03u», «lIpoTHmokazaHHs,
«®apMaKoJIOTiuHi BIACTUBOCTIY).

3acmocysanus y nepioo eazimuocmi abo 200yearnts 2pyooio.

JlyTactepu 1 mpOTHITOKA3aHUH JIJIST JIIKYBaHHS JKiHOK.

3acToCyBaHHsI y TIePioJI BariTHOCT1

Ax 1 inmi iHriGiTOpH SO-pemyKTasu, IyTacTepuJi MEepenIKopKae MEePETBOPEHHIO TECTOCTEPOHY Y
JAT1IPOTECTOCTEPOH, IO MOXKE TalbMyBaTH PO3BHTOK 30BHIIHIX CTATEBUX OpraHiB y IUIoja
yosioBiyoi crari. HesHauHy KiNbKICTh AyTacTepumy OyJio BHSBICHO B €SIKYJIATI Cy0’eKTiB, sKi
npuiivanu 0,5 mr ABomapry Ha n00y. HeBijomo, 4M BIUIHBa€e JyTacTepwji, IO IMOTPAIHB JI0
OpraHi3My JKiHKH 3 CiM’SIM YOJIOBiKa, KU JIIKYy€EThCS Iy TaCTEPH/IOM, Ha IUTi/T Y0JI0BiU0i cTaTi (1eit
PH3UK € HAHBHIIHM IPOTSTOM IEPIIHX 16 TIKHIB BariTHOCTI).

SIk 1 y pasi 3acTocyBaHHs IHIIMX IHTIOITOPIB So-peyKTasd, PEeKOMEHIYEThCS KOPHCTYBATHCS
IIpe3epBaTHBAMH, SIKIO NapTHEpKa MallieHTa BariTHa abo ITOTEHIIHHO MOJXKE 3aBariTHITH, 3 METOIO
3armo0iraHHs MOTPATUISTHHS CiM 51 I0 OpraHi3My JKiHKH.

3acTocyBaHHs Y NEPi0JT TOIYBAHHS TPYJUTIO

Hegizomo, 9u IpoHUKaE AyTacTEPU ] y TpyIHE MOJIOKO.

DepTUILHICTD

[ToBimomiIsiocss Mpo BUIIQJKU BIUIMBY JyTacTepuay Ha XapaKTEPUCTHKH €SKYJISTY (3MEHIMEHHS
KUJTBKOCTI CHIepMAaTo30i/iB, 00’ eMy €sSIKyJISITy Ta PyXOMOCTI CIIEpMaTO301/1iB) ¥ 3I0POBHUX YOJIOBIKIB.
He BuiuttoueHU# pU3HK 3HIKEHHS Y0JIOBIUOT (hepTHUIIBHOCTI.

30amuicme ennusamu Ha wWEUOKICMb peaxyil npu KepyeawHi asmompaHcnopmom abo iHuumu
Mexauizmamu.

3 orsiny Ha (papMakoKiHETHYHI Ta (papMaKoJMHAMIUHI BJIACTHBOCTI JIyTaCTEPHI HE BILIMBAC Ha
3JIaTHICTH KEPYyBaTH aBTOMOO1LJIEM Ta IHITMMH MEXaHi3MaMH.

Cnocib 3acmocysannsa ma 0o3u.

ABojlapT MO)XHa IIpU3HAYaTH SK MOHOTepamito abo y xombiHauii 3 anbda-Ookaropom
tamcyJsiozuaoM (0,4 mr).

Jlopociti 4otoBikH (BKIIOYAIOYH XBOPHX JIITHBOTO BiKY)




PexomenmoBanoio mo30r0 Aomapty € 1 kamcyma (0,5 mr) ma mo0y mepopanbho. Karcyy ciif
KOBTATH I[IJIOI0, HE BIJIKPHBATH Ta HE PO3’KOBYBATH, OCKiIbKH TPH KOHTAKTI 3 BMICTOM KAaIlCyJIH
MOJJTHBE TTOJIPa3HEHHS CIIH30B01 000JIOHKH POTa Ta IJIOTKH.

ABosiapT MOYKHA TIPHIMATH HE3AJIEKHO BiJT IIPHIOMY 1Ki.

HesBakaroun Ha Te, IO TIOJIETIIEHHS Bil IPHIOMY IIperapaTy MOJKE CIIOCTEpIraTHCh Ha PaHHIH
cTamii, st 00’ €KTUBHOI OIIHKHM e(EeKTUBHOCTI JIii Mpermapary JIKyBaHHS CIIiJ MPOJIOBKYBAaTH He
MeHIIe 6 MICSIIiB.

Hupkora HelocTaTHICTh

dapmMaKoKiHETHKA TyTaCTePHUIy Y XBOPUX 3 HUPKOBOIO HEOCTATHICTIO HE BHBYAJIACH, TOMY CIIiJ 3
00EpPEeXKHICTIO IPH3HAYATH XBOPHM 3 TSDKKOIO HHPKOBOIO HEJIOCTATHICTIO.

[lediHKOBa HEIOCTATHICTE

dapmMaKkoKiHETHKa JTyTacTEPUIy Y XBOPHX 3 INMEUiHKOBOIO HEJOCTATHICTIO HE BHBYAJIACh, TOMY 3
00EPEeXKHICTIO CJIiJT 3aCTOCOBYBATH IIPH JIETKIH Ta MOMipHiM MEUiHKOBIM HEIOCTATHOCTI. XBOPUM 3
TSDKKOIO TIEYIHKOBOIO HEJIOCTATHICTIO IIpenapaT MPOTHIIOKA3aHHH.

Himu.

3aCTOCYBaHH$I IIPOTHUIIOKA3aHO.

Ilepeoosysanns.

3a maHuMHU KIIIHIYHUAX JTOCII/PKEHB, ¥ JIOOPOBOJIBINB pa3oBi H03u AyTacTepumy a0 40 mr/mody (y 80
pa3iB BHUIIII 3a TEPAINIEBTHYHI) IPOTSITOM 7 JHIB HE BUKJIMKAIH 3aHETIOKOEHE 3 TOUKH 30py Oe3ImeKu
ix 3actocyBanHs. [li 9ac KIHIYHUX JOCIIPKEHb AyTACTEPHJI 3aCTOCOBYBAJIH Yy 1031 5 Mr/mo0y
npoTsaroM 6 MicsiiB 0e3 MOsBH JOAATKOBHX MOOIYHHUX peakiliii IOPIBHSIHO i3 3aCTOCYBaHHSIM
nytactepuay y no3i 0,5 mr/mo0y.

CoenuigyHOTO a@HTHIOTY HEMae, TOMY Yy pa3li WMOBIPHOTO TIEpeo3yBaHHsS IIPOBOJSTH
CHMITTOMATHYHY Ta MiJITPHMYIOUY TEpaIIifo.

Iobiuni peakuyii.

MoHoTeparrist ABoJlapToM

[Ipubnuszno y 19% 3 2167 mnarmienTiB, sKi NpHEMand myTacTepup] y 2-piyHuX Iuiane6o-
KOHTPOJIbOBAHUX JOCHiPKeHHsIX (a3u III, mpoTsrom mepioro poky JIiKyBaHHS BHHUKIN HOOiIYHI
peakiii. BinbnricTs HeOa)XaHUX SBUII, IO CIIOCTEPIrauCh, OyJM JIETKOI UM IMOMIPHOI TSDKKOCTI i
ypakaJld PerpoiyKTHBHY cucTeMmy. IIpoTsromM HacTymHHX 2 POKIB y BIIKPHTHX PO3IMIMPEHUX
JIOCTIDKEHHSIX He 0YJIO BHSBIICHO YKOMHIX 3MiH Y IPodiii TOOITIHUX SBHIIL.

VYV tabmumi 1 HaBemeHo HeOakaHi peaxilii, BUSBJICHI IMPOTATOM KOHTPOJHOBAHUX KIIIHIUYHIX
BUIPOOYBaHb Ta y IEpiof MicisipeecTpariiinoro 3acrocyBaHHs. Hapexeni HebaxaHi sBHIIQA,
BHSIBJICHI TIPOTSITOM KITIHIYHMX BHIIPOOYBaHb, $IKi, HAa IYMKY JOCIHIJHHKIB, OyJId IOB’si3aHi 3
npuiioMoM JIiKiB (3 wacTtoToro Oinbine abo piBHOIO 1%), 3 OLIBLIOID YaCTOTOIO CHOCTEPIraiucs y
MAIi€HTIB, SKi TpHMand JyTacTepHJ, y IOPIBHSIHHI 3 IUIanebo MPOTSIrOM IIEPIIOro POKY
nikyBanus. HeGakaui siBuina, 3adikcoBaHi y TepioJi MiCISIPEECTPaIiifHOTO 3acTOCYyBaHHs, Oyid
BHSIBJICHI B CIIOHTAHHUX ITICISIPEECTPAIIMHUX 3BiTaX, TOMY CIIPaB)XHS X 4aCcTOTa HEBiZOMa.

Krnacuikaris gacrotu: ayxe gacto (> 1/10), wacro (> 1/100 mo <1/10), meyacto (Bix 1/1000 mo
1/100), pigxo (Bix 1/10 000 mo 1/1 000), my>xe pinko (<1/10000), yactora HeBijoMa (HEMOKIHBO
OILIIHUTH 3 HASIBHHUX JIAHUX).

Tabmus 1
Cucrema [To6iyna peakiist YacToTa 3aXBOPIOBAHHS 3a JJAHUMH KITIHIYHHX
OprasiB JIOCIIIJDKEHb
Yacrora 3axBoproBanHsl | Yacrora
npoTsirom 1 poky 3aXBOPIOBaHHS
mikyBaHHS (n=2167) IIPOTSTOM 2 POKY
JiKyBaHHs (n=1744)




[opymrerns 3 | IMmoTeHmis 6,0% 1,7%
boxy 3MiHeHe (3HIKEHE) 3,7% 0,6%
penpoyKTuB- | nibino *
HOI cuctemu Ta | Posznmajm eskysmii */ 1,8% 0,5%
MOJIOUHHX 3aXBOPIOBAHHS 1,3% 1,3%
3aJ103 MOJIOYHOT 3AJI03H
OuiHKa 3aXBOPIOBAHOCTI 3@ MOCTPEECTPAIi HHUMEI

[Topymenns Anepriuni peaxitii, JTAHUMHU
iMyHHOT BKJTFOYAOYH BUCHII, YacToTa HeBiioMa
CHUCTEMU CBepOXK, KPOIHB'STHKY,

JIOKaJIi30BaHUH HaOPSIK i

AHTIOHEBPOTHYHHIA

HaOPsIK
IMeuxiyni JHenpecis YactoTa HEBigOMA
posznanu

[lopymenns 3
OOKy ImIKipH Ta
i AIKIpHOT
KIIITKOBHHHA

Anonerist (Hacammepes
BTpaTa BOJIOCCS Ha TiJi),
rinepTpuxo3

Heuacto

[lopymienns 3
Ooky

Tectuxynspuuii 6116 Ta
HaOPSIK

YacrtoTa HeBiL[OMa

PETIPOTyKTHB-
HO1 CUCTEMHU Ta
MOJIOYHHX
3a1103

* Tlepeniueni nebaxani sBuma 3 60Ky CTaTEBOT CHCTEMH, TI0B’A3aHi 3 JIKyBaHHIM JyTaCTEPUIOM
(BIIIOUAIOYM MOHOTEpAIio Ta KOMOiHaIiIo 3 TaMcyo3uHOM). HaBeneni mo6iuHi peakiiii MOXyTh
TPUBATH 1 IMiCIsI MPUTTHHEHHS JIIKyBaHHs. PoJib MyTacTepumy y miid CTiHKOCTI HEBimoMa.

" Bkmrodae 3MeHIeHHs 00'eMy CIIEPMH.

" Briroyae 9y TIHBICTh Ta 301IbIIEHHS TPYIEH.

ABoJiapt y komOiHariii 3 anbha-010KkaToOpoM TaMCyI03UHOM

Jani 4-piunoro pocmimkenns CombAT, y sikomy nmopiBHIOBaBcs puiioMm aytacrepumy 0,5 mr (n =
1 623) ta Tamcyno3uny 0,4 mr (n = 1611) ogun pa3 Ha JeHb OKkpeMo Ta B koMOiHaiii (n = 1610),
[oKa3aJid, 1110 4acToTa NOOIYHUX SIBUIL, CIPUIMHEHUX IIPUHOMOM IIpenapaTiB, IMPOTATOM IIEPIIOTO,
JIPyTOT0, TPETHOTO Ta YETBEPTOTO POKY JIKyBaHHS BiAMOBIAHO cTaHOBMIA 22%, 6%, 4% 1 2% st
KOMOIHOBaHOI Tepamii JyTacTepuioM/TaMcyino3uHoM, 15%, 6%, 3% i 2% Juis MoHoTeparil
naytacrepusiom, a takox 13%, 5%, 2% i 2% miis MoHOTeparii TaMCyJI03uWHOM. binbina vactoTta
BHHUKHEHHS IMOOIYHMX peakIfiif y rpymi KoMOiHOBaHOI Teparril IPOTAroM MEePIIOro POKy JIiKyBaHHS
Oyma oOymoBiieHa OiTBII BHCOKOI YacTOTOIO IOPYIIEHb PEMpPOMYKTHBHOI CHCTEMH, 30Kpema
HOPYIIEHb ESKYJISIIIT, IO CIOCTEpirajikcs B Iii rpyIi.

[Ipotsirom meprioro poxy JikyBanHs y mociipkeHHi CombAT 3a3naueni Hybkve moOivHI peakiiii,
sIKi, HA J[yMKY JIOCJIJTHHKIB, ITOB’sI3aHl 3 IPHIOMOM IIpenapariB, OyJid 3apeecTpoBaHi 3 4aCTOTOIO,
611010 200 piBHOIO 1%; YacTOTa BHHUKHEHHS WX PEAKINN MPOTITrOM YOTHPHOX POKIB JIIKYBaHHS
HaBeJleHa B TabuI 2.



TabGmuis 2

Knac cucremu [To6iuna peaxitis YacroTa 3aXBOPIOBAHOCTI IMPOTSATOM TEPIOTy
OprasiB JKYBaHHSI
Pix 1 Pix 2 Pig 3 Pix 4
KomoGinamis® (n) (n=1610) | (n=1428) | (n=1283) | (n=1200)
Jlytactepun (n=1623) | (n=1464) | (n=1325) | (n=1200)
Tamcyno3un (n=1611) | (n=1468) | (n=1281) | (n=1112)
[MopymreHHs 3 3amaMopoveHHS
Ooxy HEpBOBOL | g\ Gisranis® 1,4% 0,1% | <01% | 02%
CHCTEMH
Hyrtactepun 0,7% 0,1% <0,1% <0,1%
Tamcyno3un 1,3% 0,4% <0,1% 0%
[Topymiennst 3 CepreBa HEIOCTaTHICTh
00Ky cepIist (3aranpHa Ha3Ba®)
s 0.2% 0,4% 02% | 02%
FFTaeTEpHa <0,1% 0,1% <0,1% 0%
Ty 01% | <0,1% 0,4% 0.2%
[Topyienss 3 ImmoTentis®
gggoﬂymmi. KowGiraris® 6.3% 1,8% 09% | 04%
CHCTEMH Ta JHyrtactepun 5,1% 1,6% 0,6% 0,3%
WARTERARIE RS TaMCyI031H 3,3% 1,0% 0,6% 1,1%
3miHeHe (3HIKEHE)
mi6i10°
Komb6inaris?® 5,3% 0,8% 0,2% 0%
Hyractepun 3,8% 1,0% 0,2% 0%
Tamcyno3un 2,5% 0,7% 0,2% <0,1%
TlopyIeHHs esKyJIsmiic
KowmbGinaris® 9,0% 1,0% 0,5% <0,1%
Jyractepun 1,5% 0,5% 0,2% 0,3%
Tamcyno3un 2,7% 0,5% 0,2% 0,3%
3aXBOPIOBAHHSI
MOJIOUHHX 325103
KoMmOinaris? 2,1% 0,8% 0,9% 0,6%




Jyracrepun 1,7% 1,2% 0,5% 0,7%
Tamcyno3un 0,8% 0,4% 0,2% 0%

4 KomOinarisi: mytactepua 0,5 Mr ofuH pa3 Ha JIeHb IUTIOC Tamcysio3uH 0,4 Mr oJuH pa3 Ha
JICHB.

b BarampHmit Tepmin «CeprieBa HEOCTATHICTEY BKIJIIOYAE 3aCTiHHY CepIeBy HETOCTATHICTH,
CepIeBy HEIOCTATHICTh, JIIBOIUTYHOYKOBY HEJOCTATHICTh, TOCTPY CEPILEBY HEOCTATHICTH,
KapJIIOTeHHWH  INOK, TOCTPy  JIBOILIYHOYKOBY  HEJOCTATHICTh,  IIPABOILIYHOYKOBY
HEJIOCTATHICTh, TOCTPY MPaBOILIYHOYKOBY HEJOCTATHICTh, IUIYHOYKOBY HEIOCTATHICTH,
CEpIIEBO-JIET€HEBY HEIOCTATHICTD, 3aCTIHHY KapAiOMiOIaTilo.

¢ HaBeneni moOivHi peakiiii 3 00Ky cTaTeBOI CHCTEMH IOB’s3aHi 3 JIKyBaHHSIM JyTaCTEPUIOM
(BKJIFOUAOUYM MOHOTEpaIilo Ta KOMOiHaIi0 3 Tamcysio3uHoMm). HaBemeni moOiuni peaxirii
MOXXYTh TPUBATH ITiCJIsI TPUITMHEHHS JIIKyBaHHs. Pob qyTactepumy y il CTINKOCTI HEBioMa.
4 Bxirowae 4y TiEBicTh Ta 361IBIIEHHES TPy ICH.

" Bmioyae 3MEHIIEHHS 06’ €My CIIEPMH.

Trimi jrani

Hocnimkenas REDUCE BusiBHIIO OUTBII BHCOKY YacTOTY pakKy IPOCTATH 3 OIIHKOIO 3a IKaJoo
I'micona 810 y 9onoBikiB, sIKi mpuiiManu JyTacTepus, y HOpiBHSAHHI 3 Iuianebo. Hepimomo, un
BIUTMHYJIA Ha Pe3yJIbTAaTH IIHOTO MOCIIDKSHHS 3MEHIIEHHS 00’eMy MpocTaTH 4M iHIm (hakTopw,
OB’ s3aHi 3 IPHUHOMOM JIyTaCTEpU/LY.

ITix yac KTiHIYHEX BAIPOOYBAaHb Ta MPOTITOM ICISIPEECTPALIHOTO MEPioy MOBIIOMIIIIIOCS TIPO
BHITA/IKK BUSIBJICHHS paKy Ipye y 4oJoBikiB (IUB. po3ina « OcoOIHBOCTI 3aCTOCYBaHHSY).

Tepmin npuoammocmii.
4 poku.

YmoBu 36epiranns.
36epiratu mpu Temrepatypi e Bume 30 °C. 36epiraty y HeJOCTYIHOMY JUISL TiTEH MicCIii.

Vmakoska. [To 10 xamcyn y Omicrepi 3 mosiBiHUIXIOpH/antoMiHieBol ¢omeru, mo 3 ado 9
6JticTepiB y KapTOHHIH KOpoOIi.

Kareropis Bigmyecky. 3a perieritoMm.

Bupo6uux. Jlenpapm [Tozuans C.A., [Tompima/
Delpharm Poznan S.A., Poland.

Micue3HaxoaKeHHsI BHPOOHHKA Ta agpeca Micls NPoBa/’KeHHsI Hioro JisyIbHOCTI.
189, Bya. ['pronBanbaceka, 60-322 Io3uans, [Tonbima/
189, Grunwaldzka Street, 60-322 Poznan, Poland.

JlaTa 0CTAHHBOrO NEperasmy.




