IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OYTACTEPHUI-BICTA

(DUTASTERIDE-VISTA)

Cknao:

0iroua pevosuHa: OyTaCTEePUn;

1 kamicyma Mictuth gytactepuny 0,5 mr;

donomidcHi pewosuHu: TTIIIEPOTI MOHOKampunokanpat Tun 1, 6yrunrigpokcurtonyon (E 321);

000JI0HKA KaIlCy/IM: XKeJIaTUH, IIillepuH, Bofa ouulleHa, TuTany miokcup (E 171), 3amiza okcup
xkoBtui (E 172), Tpurmninepuau cepemHbOTo JIaHIora, neuuTuH coepuni (E 322).

JlikapcbKka ¢popmMa. Kamcynu M’ sKi.

OcHoeHi (pi3uko-ximiuHi 81acmugocmi: BULOBXKEHI HETIPO30P1 KOBTI M'AKI1 JKeJIaTUHOBI KaIlCyJiy,
I10 MICTSATH MaCISHUCTY KOBTYBaTy PiOUHY.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1110 3aCTOCOBYIOTLCS IIPH [N0OPOSKiCHil rimepriasil
nepelMixypoBoi 3amo3u. IHribiTopu TecTocTepoH-ba-peaykrasu. Kog ATX G04C B0O2.

dPapmakono2iuHi e1acmusocmi
dapmakoOuHamika

HyTtactepun — noaBiiHUY iHTIO6ITOP Sa-pemyKTasH, 1o rajabMye 9K THI 1, Tak i Tun 2 i30¢epMeHTiB
Da-penyKTasH, fIKi BiNOBINAOTh 3a II€PETBOPEHHS TECTOCTEPOHY Ha Da-OUTiAPOTECTOCTEPOH.
[IurigpoTecTOCTEPOH — 1€ aHAPOTreH, IKKUH, y IepIlly 4Yepry, BiAlloBifae 3a rinepriasiio TKaHUHU
mepegMixypoBol 3am03u. MakcuManbHe 3MeHIIeHHS PiBHS OUTiIPOTECTOCTEPOHY Ha TIIi IPUUAOMY
OyTaCTepUAy 3ajeXKuTh Bifl 403U i criocTepiraeTecd y nepimi 1-2 tuxHi. [Ticnsg 1-ro ta 2-ro TUXKHSA
3aCTOCyBaHHS OyTacTepuny y Ho6oBii mo3i 0,5 Mr cepenHs KOHIIEHTpAIlisl QUTiIPOTECTOCTEPOHY
3MeHIyeThcs Ha 85 1 90 % BigmosigHO.

Y xBopux i3 m0OPOSKICHOIO TinepIia3sieio mepeaMiXypoBoi 3ai103H, siKi oTpuMyBanu 0,5 Mr
nyTacTepuny Ha moby, cepeqHe 3HUKEHHS PiBHS AUTiTPOTECTOCTEPOHY CTaHOBUIIO 94 % yepe3 1 pik i
93 % — 4epe3 2 pOKHU NTiKyBaHHS, CEPeNHiN piBEHb TECTOCTEPOHY MMiABuUIyBaBCcsa Ha 19 % yepe3 1 i
yepes 2 POKHU.



dapmakoKiHemuka

IlyTacTepun 3aCTOCOBYBaTH II€POPAIbHO Y BUTTIAL PO3YUHY Y M'AKUX XKeJlaTUHOBHUX Karcynax. [licna
IpuiioMy pa30Boi fo3u 0,5 MT MiK KOHIIEHTpallil IpenapaTy y CHPOBaTIi KPOBi CIIOCTEPiraeThCs
yepe3 1-3 roguHu. A6comoTHa 6iogocTymHiCTh cTaHOBUTE 60 %. BiogocTymHICTh He 3a7eXKUTh Bif
IPUUOMY 1XKi.

IyTacTepup Imicist 0mHOPa30Boro abo 6araTopa3oBOro MPUHOMY Ma€ BeIUKHH 00'€M PO3MOminy (Bifg
300 mo 500 ). BimcoTok 3B’s13yBaHHs 3 GinmkaMu KpoBi — moHapm 99,5 %.

[Tpu 3acTocyBaHHi y m060Bi# mo3i 0,5 Mr 65 % MOCTiHOI CTiKOi KOHIIEHTPALlii AyTacTepUOy B
CHPOBATIIi KPOBi mocsaraeThcst uepes3 1 micsis nmikyBaHHS i mpubnusno 90 % — deped 3 micsmi. Criiika
TIOCTiiHA KOHIIEHTpallis AyTacTepuny mpudnu3uo 40 HI/MI y CUPOBATII KPOBi AOCITAETHCS MicTis 6
MicsIiB TiKyBaHHS y m000BiH mo3i 0,5 Mr. 4K i y cupoBaTii KpoBi, CTiliKa KOHIIEHTPAIlis JyTaCTepPULy
y CiM’gHIU piguHi gocaraeTbca 4yepe3 6 Micauis. ITicna 52 TUXKHIB TiKyBaHHS CepelHS KOHIIEeHTpalisd
AOyTacTepuay y cim’'sHii piguHi ctaHoBUTH 3,4 Hr/mi (y mexax 0,4-14 Hr/mi). BigcoTOK po3mnogineHHs
OyTacTepPHUAy i3 CHpOBaTKU KPOBi IO CiM’siHOI piguHu — mpubnusso 11,5 %.

In vitro mytactepup MeTabomi3yeTbcs pepmenTamu CYP3A4 nuutoxpomy P450 mioguuu no
OBOX MOHOTITPOKCHIIBHUX MeTa0OIiTiB.

3a JaHUMU CIEeKTPOMETPHUYHOTO aHaJsli3y, B CUPOBATLi KPOBi TIOAWHU BUSBIIETHCI HE3MiHEHUU
nyTacTepun, 3 TOJI0BHUX MeTabomitu (4 -rimpokcunyTactepun, 1,2-murinpomyTacTepus i
6-rimpokcumgyTacTepum) i 2 Manux Metabomityu (6,4 -OUTrigpoKCUIyTacTepHUs i
15-rigpokcupyTacTepun).

IyTtactepun iHTeHCHBHO MeTa0oJi3yeThes. [licns nmepopaabHOTO IPUROMY AyTacTepuny y mo3i 0,5
mr/mo0y Bim 1 go 15,4 % (y cepemaboMy 5,4 %) 3acTOCOBaHOI 003U BUBOOUTHLCS 3 (heKalisiMu y
BUTJISIMIi HE3MiHEHOTO AyTacTepuny. PeliTa 3acTOCOBaHOI 1031 BUBOLUTHCS  BUTISAAI MeTabOMiTiB.

Y ceui BUSIBNIAIOTLCS JIMIIIE CNTigu He3MiHeHoro aytactepuny (Meniie 0,1 % 3acTocoBaHOI J03M).
Kinuesuii nepion HamiBBUBEOEeHHS OyTaCTePUAY CTAHOBUTH 3-5 TUXKHIB. 3a/IUIIKU AyTaCTEPUAY Y
CHPOBATIIi KPOBi MOXKYTh OyTH BHUSIBIIEHI yepe3 4-6 MiCSINB Imic/Is 3aKiHUeHHS JTiKyBaHHS.

3a maHMMY BUBYEHHS (hapMaKOKiHEeTHKU Ta (hapMaKOOUHaMiKM, 3MiHIOBaTH 003y AyTaCTEePUAy
BiIMOBiIHO [0 BiKY mallieHTa He MOTPiOHO.

BrnnmuB HUPKOBOI HEMOCTATHOCTI Ha (papMaKOKIHETUKY AyTacTepUAy He BuBuanu. OgHAK MIPU IPUAOMI
0,5 Mr gyractepupy i3 cedero y m0guHU BUBOAUTHCA MeHIIe 0,1 % mo3u, ToMy 3MiHIOBaATH J03Yy
nalieHTaM i3 HUPKOBOIO HEJJOCTATHICTIO He OTPiOHO.

BrnuB me4iHKOBOI HEOCTATHOCTI Ha papMaKOKIiHETHKY OyTaCTEePUAY He BUBYAIH (JUB. PO3MiTA
«Croci6 3acTocyBaHHs Ta Ho3u» ¥ «OCOBIUBOCTI 3aCTOCYBAHHS»).

bes3neka ma kaiHiuHi 0ocAiOHCeHHSA
Cepuesa HedocmamHicmo

Y 4-piuHOMY KJTiHIYHOMY JOCHIiA2KEH] 3aCTOCYBaHHS AyTaCTEPUNY Y NOEOHAHHI 3 TAMCYJIO3UHOM [J1s1
niKyBaHHS J0OPOSKiCHOI rimeprasii nepegmixypoBoi 3ano3u y 4844 4omnoBikiB (HOCTimXKeHHS
CombAT) yacToTa BUHUKHEHHS CEPIIEBOI HEIOCTATHOCTI (30ipHe MOHATTS) ¥ rpymi KoM6GiHOBaHOI
tepamii (14/1610, 0,9 %) 6yna BuIoro, HiXK y Oyab-aKil rpymi MoHOTepatil myTactepumoM (4/1623,
0,2 %) abo Tamcyno3unoMm (10/1611, 0,6 %).



B okpeMomy 4-pigHOMY K/TiHIYHOMY IOPiBHSJIBHOMY AOCTiAkKeHH] m1arebo 3 XiMionpodilakTuKo0
ayTtactepuaoMm 3 y4yacTio 8231 marienTa BikoM Bif 50 [0 75 pOKiB 3 momepegHb0 HETaTUBHUM
pe3ynbTaToM 6ioICii CTOCOBHO paKy MPOCTATH i MOYATKOBUM PiBHEM IPOCTATOCIENHU(DIYHOTO
anturena (ITCA) mix 2,5 ur/mn i 10,0 Hr/mMn y yonosikiB Big 50 go 60 pokiB a6o 3 ur/mmn i 10,0 Hr/Mn
y 4onoBikiB BikoM Bif 60 pokiB (mocnimxkenus REDUCE) 6yno BCTaHOBIIEHO, 1[0 YaCTOTa BUHUKHEHHS
CeplieBOl HeIOCTATHOCTI y MallieHTiB, 9Ki mpuiimanu gytactepup 0,5 mr 1 pas Ha moby (30/4105, 0,7
%), BUIlla MTOPiBHSIHO 3 TUMMU IalliEHTaMH, SKi mpuitmManu mnauebo (16/4126, 0,4 %). ¥
PEeTPOCIEKTUBHOMY aHasi3i I[bOT0 AOCIiXKEeHHS II0Ka3aHa BUIlla YaCTOTa CEPLIeBOl HEJOCTATHOCTI y
TAllieHTIB, SKi mpuiiManu gyTactepup i anbda-6mokaTop ogHovacHo (12/1152, 1,0 %), mopiBHSHO 3
cy0’ekTaMu, sIKi mpuiimanu gytactepup 6e3 anbda-6mokaTopa (18/2953, 0,6 %), nnarebo i anbda-
6mokatop (1/1399, < 0,1 %) abo nnauebdo 6e3 anbbha-6mokaropa (15/2727, 0,6 %). [IpyyuHHOTO
3B’SI3Ky MiXK 3aCTOCYBaHHSM OyTacTepuny (okpeMo abo y kombiHatlii 3 anbga-610KkaTopaMu) Ta
BUHUKHEHHSIM CEpIIeBOl HeIOCTATHOCTI BCTAHOBJIEHO He Oyo (auB. po3min «OcobmIuBOCTi
3aCTOCYBaHHS»).

Pak nepedmixypogoi 3aa103u i Hu3bkoOugpepeHyillo8aHi nyxauHu

Y 4-piuHOMy OPiBHAIBPHOMY [OCTiAKEHHI MTane6o Ta gyTacTepuny 3 y4acTio 8231 maiieHTa BikoM
Bim 50 10 75 POKiB 3 mMoNepefHbO HETaTUBHUM Pe3yJIbTaToM 0ioIcii CTOCOBHO paky mpocTaTH i
noyaTkoBuM piBHeM IICA mix 2,5 ur/mn i 10,0 ur/mn y 4onosikis Big 50 go 60 pokiB a6o 3 Hr/mi i
10,0 ur/mn y gomogikis BikoM Bix 60 pokiB (mocnimxennss REDUCE) 6706 cy6’ektam Gyiia IIpoBefieHa
roJyikoBa 6iormcis nmpoctaTé (000B’sI3KOBa 3a TEPBUHHKM IIPOTOKOJIOM), laHi K01 Oy/Id BUKOPUCTAaHi
[JIs aHami3y audepeHIlifoBaHHS 3a Kasoo ['micona. Y mocmigxkenHi 0yno BusBneHo 1517 namieHTiB
i3 miarHo3oM pak mpocTtaTtu. Binburicts myxnuH mpoctaTy (70 %), BUSBIEHUX 3a HOIIOMOTO0I0 6ioTcii B
000X rpynax JikKyBaHHS, Ma/Jli BUCOKUI piBeHb OudepeHIitoBaHHs (5-6 6aiB 3a 1mrkanoo I'micona).

Y rpymi gyTactepuny 3apeecTpoBaHo OiNbII BUCOKY YacToTy (n = 29, 0,9 %)
HU3bKOAU(DEePeHIIinoBaHOT0 paky mpocTtatu (8-10 OamiB 3a mkano ['7TicoHa) MOPIBHSIHO 3 TPYIIO0
manebo (n = 19, 0,6 %) (p = 0,15). ¥ 1-2-i1 poku HOCTigXKEHHS KiJTbKiCTh MAIli€HTIB 3 PaKOM
nepefMixypoBoi 3ao3u 3 gudepeHnuitoBanHaM 8-10 6asniB 3a mkanoio ['micoHa 6yna oqHAKOBOO y
rpymi gytactepuny (n = 17, 0,5 %) i B rpymi nane6o (n = 18, 0,5 %). ¥ 3-4-11 poku OoCTigXKeHHS
OinbIna KibKiCTh BUNIAAKIB paKy IepeIMixypoBol 3ao3u 3 fudepeHuitoBanHaM 8-10 Gais 3a
mkasot ['micona Oyna miarHocToBaHa y rpyni gytactepuny (n = 12, 0,5 %) MOpiBHSAHO 3 IPYIIO0
nnane6o (n =1, < 0,1 %) (p = 0,0035). Hemae maHuX PO BIJIUB HAa PU3UK PO3BUTKY PaKy IMPOCTATH
y 4OJIOBIKiB, Ki IpUUMaOTh AyTacTePUA MoHan 4 pokKu. BigCoTOK malieHTiB i3 iarHO30M paky
nepeMixypoBoi 3amo3u 3 grudepeHnuitoBanHaM 8-10 6aniB 3a mKasnoio ['micoHa 36epiraBcs MOCTIMHUIM
y pi3Hi nepiogu gocnigxennd (1-2-u poku, 3-4-i poku) y rpymi gyractepuny (0,5 % y KoxeH Bigpi3ok
Yacy), y TOM 4ac sIK y rpymi miare6o BigCOTOK MallieHTiB i3 HU3bKOAU(EPEHIiHOBAaHNM PAKOM
npocratu (8-10 GaniB 3a mKkanoi ['micoHa) 6yB HUXKUUM Y 3-4-# poky, HiXK y 1-2-%1 poku (< 0,1 % i
0,5 %, BigmoBigHO) (muB. po3min «Ocob6auBOCTI 3acToCcyBaHHS»). He Oy7o HisIKOI pi3HUIIl y 4aCTOTi
paky mnepegMixypoBoi 3an03u 3 gudepeHiiitoBanHsaM 7-10 6asiB 3a mkaso I'micona (p = 0,81).

Y 4-piuHoMy KiTiHiYHOMY OOCIigXKeHHi TiKyBaHHS D0oOPOsSKicHOI rimepia3sil mepeaMixypoBoi 3a03u
(Combat), me nepBUHHUM IIPOTOKOJIOM He Oyio nepenbadeHo 000B’s13K0BY 6ioIcito i Bci miarHosu
paky npocTtaTu Oyniu BCTaHOBJIEHI Ha 6iorcil 3a MoOKa3aHHSIMHU, YaCTOTa paKky nepegMixypoBoi 3a103u
3 pudepenniroBanEaM 8-10 GaniB 3a mKkanoi [micona 6yna 0,5 % (n = 8) y rpyni gyractepuny, 0,7 %
(n = 11) — y rpymni Tamcynosuny ta 0,3 % (n = 5) — y rpymni kom6iHOBaHOI Teparmil.

3B’SI30K MiX 3aCTOCYBaHHSIM [IyTaCTEePUAY Ta BUHUKHEHHSIM HU3bKOOU(EPEHIIi0BaHOTO PaKy
IepegMixypoBol 3a103H 3a/IUIIAETHCS HE3 SICOBAHUM.

Paxk 2py0Hoi 3a103u y 40/108iKi8



[IBa emifmeMionoriyHi JOCHIAXKEHHS «BUMAA0K — KOHTPOIIb»: ofHe mpoBefdeHo y CIIA (n = 339
BUIIa[IKiB paKy rpymaHol 3a7034 i n = 6780 y rpymi KOHTPOI0), a iHme y Benukii Bpurasil (n = 398
BUIIAJKIB paKy MOJIOYHOI 3a703u i n = 3930 y rpymi KOHTPOJII0) — He IoKa3alu HisIKoro 30iIbIIeHHS
PU3KKY PO3BUTKY PaKky rPyAHOI 3a71031 Y YOJIOBIKiB ITpU 3aCTOCYBaHHi iHTi6iTOpPiB Sa-pemyKTa3my.
Pe3ynbTaTy nepuoro AOCTiAXKeHHS He BUSIBUIIU 3B’I3KY 3 PaKOM T'PY[IHOI 3aj1034 (BiHTHOCHUM PU3UK Y
pasi 3acTocyBaHHS Bifl 1 POKy 70 BCTAHOBJIEHHS OiarHO3y PaKy MOJIOYHOI 3aJ103¥ IOPIBHSHO i3
3actocyBaHHSM < 1 poky: 0,70; 95 % [I [moBipuui intepsan]: 0,34, 1,45). Y opyromy mocmigKeHHi
BimHOCHUY pu3uk (BP) paky Molo4HOI 3a1031, IOB’sI3aHUY 3i 3aCTOCYBaHHAM iHTiOiTOPIB Sa-
penyKTasu IIOPiBHSHO 3 BiACYTHICTIO 3acTOCyBaHHs, cTaHOBUB 1,08; 95 % [I: 0,62, 1,87).

[TprnuymHHMY 3B’S130K MiX BUIIafKaMH PaKy IPYOHOL 381034 y YOJIOBIKIB Ta JOBrOTPHUBAINM
3aCTOCYyBaHHSIM OyTaCTepULy He BCTAHOBIIEHO.

KriniyHi xapakTepucTHKH
ITokazanns

JIikyBaHHSI CUMIITOMIB CEPEHBOT0 Ta TSIKKOT'0 CTYIeHs fo0posiKicHOI rinepria3sii mepegMixypoBoi
3aJ1034; 3MEHIIeHHS PU3UKY BUHUKHEHHS TOCTPOl 3aTPUMKH Cedi Ta HeoOXigHOCTi XipypriuHoro
BTPY4YaHHS ¥ XBOPUX 3 CUMIITOMaMH CEPENHBOI0 Ta TSIKKOT0 CTyIeHs Jo0pOosKiCHOI rinepmnnasil
IIepeMixypoBoi 3a103H.

IIpomunoka3aHHs

OYVTACTEPUI-BICTA npoTuioKka3aHui XBOPUM i3 MiIBUIIEHO0 YYT/JIUBICTIO 1O AyTaCTEepPUAy, iHIINUX
inribiTopiB Sa-pemykTasu, coi, apaxicy abo iHIIXX KOMIIOHEHTIB JTiKapChKOT0 3acoby.

OYTACTEPUI-BICTA He 3aCTOCOBYBaTH AJ1s JIIKyBaHHS KIiHOK i fiTel (GUB. pO34in «3aCTOCyBaHHA Y
mepion BariTHOCTi a0 TOOyBaHHS TPYIII0»).

OYTACTEPUI-BICTA npoTUIioKa3aHU XBOPUM i3 TSAXKKO I€YiHKOBOK HELOCTATHICTIO.

B3aemodisn 3 iHwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditu

[Hpopmanito mopao 3umKeHHS piBHIB [ICA (mpocTaTocnenudidyHuil aHTUTEH) Y CUPOBATIIL KPOBI i
Yac JiKyBaHHS OyTaCTEPUOOM, a TaK0XK iH(popMallifo 1010 BUSIBIIEHHS paKy IIPOCTaTU OUB. Y PO3Tisi
«Oco0IMBOCTI 3aCTOCYBaHHS».

Bnaue iHwux nikapcvkux 3acobig Ha papmakokiHemuky dymacmepuoy

3acmocysaHHs pa3zom 3 iHeibimopamu CYP3A4 ma/abo P-enikonpomeiny. [lyTacTepup mepeBaxHo
BHBOUTHCS LINAXOM MeTabosiaMy. [JocmigKeHHd in vitro OKa3yioTh, 10 KaTalizaTopaMu
MeTtabomnizmy € CYP3A4 i CYP3A5. OdiuiiHux mocnifKeHb B3aEMOIii 3 aKTUBHUMMU iHTibiTOpaMu
CYP3A4 =e npoBopunu. [IpoTe y nonynsauiiHOMY OOCigXKeHHi (apMaKOKiHETUKY KOHIIEHTpallii
IyTacTEepUOy B CUPOBATILi KpoBi Oyiu B cepenHboMy B 1,6-1,8 pasa BULIUME Y HEBEJTUKOI KiJTbKOCTI
TUX TAIli€eHTIB, SKi OMHOYACHO JIiKyBaluCcs BepanaminoM abo gunriazeMoM (rmoMmipHi iHribiTopu
CYP3A4 ra inribitopu P-rnikonpoTeiny), HixK B iHIINUX MaIli€HTIB.



IoBrocTpokoBe 3acTtocyBaHH4 liKapchkoro 3aco0y IYVTACTEPUII-BICTA 3 mpenapartaMy, 5Ki €
cunbHUMH iHTiGiTOpamu Gepmenty CYP3A4 (TakuMu SK pUTOHABIp, iHAMHABIP, Heda3amoH,
iTpakoHAa30J1, KETOKOHA30J1, SIKi BBOASATH TEPOPAIbHO), MOXKe IIPU3BOAUTH [0 30iNbIIeHHS
KOHIIeHTpallil mytactepuny. [Togasnbime inribyBaHHs Sa-pefyKTa3u Mpu 30i/blIeHH] TPUBAIOCTI il
OyTaCTEPUAY € MalOMMOBIDHUM. Ajle MOXKJIMBe 3MEHIIEHHS YaCTOTU BBEEHHS 03 OyTacTepULy y
pasi po3BuTKy mobiuHux edekxTiB. Ciif BiA3HAYUTH, 110 Y pa3i NIpUTrHiYeHHS aKTUBHOCTI (epMeHTy
[OBTUM Iepiof HamiBBUBEOEeHHS MOXKe CTaTH Le JOBIIUM i CYIyTHA Tepallis MOXe y TaKOMY BUIIaKy
TPUBATHU NOHA[ 6 MicsLiB 10 TOro, K Oyme JOCATHYTO HOBOI PiBHOBaXKHOI KOHI[EHTpallil.

3acTtocyBaHHs 12 T x0necTupaMiny yepes3 1 roguHy Iicias 3aCTOCYBaHHS OMHOPA30BOI I03U 5 MT
OyTaCTepHUAy He BIINIUBAJIO Ha (apMaKOKiHETUKY AYTaCTEPULY.

Bnaue dymacmepudy Ha papmakokiHemuky iHwux aikapcbkux 3acobis

IyTacTepup He BIIMBa€E Ha (papMaKOKiHETHKY BapdapuHy abo furokcuny. Lle Bka3ye Ha Te, 110
nyTacTepun He iHTiOye / He iHAyKye akTuBHICTh hepmenTy CYP2C9 abo P-riikompoTeiny-
nepeHoCHMKa. [laHi mocmimKeHb B3aEMO/Iil in vitro BKa3yIOTh Ha Te, 1110 AyTaCTepH[ He iHTiOye
depmentu CYP1A2, CYP2D6, CYP2C9, CYP2C19 a6o CYP3A4.

Y HeBenukoMy pocmigxeHHi (N = 24) TpuUBamiCTIO 2 TUXKHI 3 y4aCTIO 3OPOBUX YOJIOBIKiB JyTaCTEPUT
(0,5 mr Ha Ho0y) He BIIMBaB Ha papMaKOKiHETHKY TaMCYJI03UHY ab0 Tepa303uHy. Y 1bOMY
IOCTimKeHH] TaKoXK He 0ys10 BUSIBIIEHO 03HAaK (hapMaKOoguHaMigHOI B3aEMO[Iii.

Oco6 1ueocmi 3acmocyeaHHsi

[To6iyni peaxiiii 3 60Ky CcepiieBO-CYOIUHHOI CUCTEMHU

Kom0GiHOBaHy Tepariiio MoXKHa IPH3HAYaTH IiC/Is PETENbHOI OLIiIHKY KOPUCTI/PU3UKY V 3B’SI3KY 3
TIOTEHUIMHUM MTiABUILEHHSIM PU3UKY MOGIYHUX peakiliit (BKIJII0Yaloyy CepleBy HEIOCTATHICTS) i micis
PO3TTISIAY anbTepHATHBHUX BapiaHTIB Teparii, 30kpeMa MoHOTeparii (auB. po3min «Croci6
3aCTOCYBaHHS Ta JO3M»).

3a JaHUMU 4-piYHKUX KITiHIYHUX OOCIiAXKEeHb, Y4aCTOTa BUHUKHEHHS CEepIleBOl HeJOCTAaTHOCTI
(mepeBaxHO IIEPBUHHOI CePlIeBOi HEIOCTATHOCTI Ta 3aCTiifHOI ceplieBOl HeIOCTaTHOCTi) OyIa BUIIO0
cepeq Talli€eHTiB, AKi JiKyBanucsa KoMOiHalli€o nyracTepuny 3 anbda-6710KkaTOpoM, T'OJIOBHUM YHHOM
TaMCYJI03MHOM, ITOPiBHSHO 3 MallieHTaMH, SKi He OTPUMYyBa/IM TaKol KoMOiHallil. 3a JaHUMU IIUX ABOX
MOCTiIKeHb YaCTOTa CepIeBoi HemocTaTHOCTI Oyma HU3bKOI0 (< 1 %) Ta BapiaGenbHOI0 ¥ MeXax HUX
mocyigxKeHb. [IUCIPOIOPIIl ¥ YaCTOTi BUHUKHEHHS CEPLIeBO-CYIMHHUX MOGIYHUX SIBUIIl HEMA€E B
JKOOHOMY 3 HoCimKeHb. [IpHYMHHOrO0 3B’SI3KYy MiXK 3aCTOCYBaHHSM AyTacTepuny (okpemo abo y
kKoMOiHatii 3 anbda-6710KkaTOpaMi) Ta BAHUKHEHHSIM CeplieBOi HeIOCTAaTHOCTiI BCTaHOBIEHO He Oy0
(«®PapMaKONOTiuHi BIaCTUBOCTI»).

[TpoBemeHO MeTaaHasi3 12 paHAOMi30BaHUX, I1ae00KOHTPOIOBAaHUX a00 MOPIBHSIBPHUX KITIHIYHUX
nocripxkens (n 18802), B iKoMy OLliHIOBalIM PU3UK PO3BUTKY NMOOIUHUX peakiiii 3 60Ky cepleBo-
CYIMHHOI CUCTEMH TIPHU 3aCTOCYBaHHI IyTacTepuay (MOPiBHSHO 3 KOHTPOILHOIO I'Pymoio). He Oyno
BCTAQHOBJIEHO CTiHKOT0 CTATUCTHYHO 3HAUYIIOI0 30i/IbIIEHHST PU3UKY CepIieBol HemocTaTHOCTI (BP
1,05; 95 % II: 0,71, 1,57), roctporo indapkry miokapga (BP 1,00; 95 % [II: 0,77, 1,30) abo iHCYNBTY
(BP 1,20; 95 % [I: 0,88, 1,64).

BronuB Ha mpocTaTocneliyHui aHTUTEH



KonmnenTpatis mpoctatocnenrdiunoro anturena (IICA) € BaxXIMBUM KOMIIOHEHTOM CKPHUHIHTOBOTO
IIpoLieCy OJIsl BUSIBIIEHHS PaKy IepeaMixypoBoi 3a103H.

OVTACTEPU]I-BICTA 3gaTHUM 3HUKYBATHU PiBeHb CUPOBaTKOBOrO [1CA y mali€HTiB y cCepegHbOMY
npubnau3Ho Ha 50 % yepe3 6 MicsIiB TiKyBaHHS.

Y namienTis, IKUM npu3HavyeHo nmikapcekuit 3acid JYTACTEPUII-BICTA, noTpibHO 3aHOBO
BU3HAuUTH piBeHb [ICA uepe3s 6 MicaliB JIiKyBaHHS UM IIpeniapaToM. 3rofoM lieil piBeHb
PEKOMEHIYEThCS TTePeBipsATH PerynsapHo. byab-sgke minTBepmKeHe 30inbuieHHs piBHs [1CA Bin
HAMHMKYOT0 PiBHA IIif Yac 3acTocyBaHHS Jikapcbkoro 3acoby NYTACTEPU-BICTA moxke 6yTu
CBiTYeHHSM HasSBHOCTI paKy IepefMixypoBoi 3a103u ab0 HeJlOTPUMaHHS PeXKUMY JIiKyBaHHS
nikapcbkuM 3acobom [IYTACTEPUII-BICTA i moTpebye peTenbHOT0 BUBYEHHS, HaBIiTh SKIIO
noka3HuKy [ICA 3HaXOmsIThCSA Y MeXKaX HOPMU Y YOJIOBIKiB, sIKi He JiKyBanuch iHribiTopamu Sa-
penykTasu. [Ipu iHTepnperaril noka3Hukis [ICA y xBopux, SIKi TIKyIOThCS IpenapaToM
IOYTACTEPUI-BICTA, cnig 3BaxKaTu Ha nonepenHi noka3uuku I1CA s MopiBHAHHS.

3acTtocyBaHHs nikapchkoro 3aco0y IYTACTEPUII-BICTA He BniuBa€e Ha BUKOpUCTaHHS piBHS [ICA
[UIS1 JiarHOCTUKYU paKy IepeaMixypoBol 3aJI03H IIiCJIsi BCTAHOBIIEHHS KOT0 HOBOTO II0YAaTKOBOT'O PiBHSA.

3aranbHUM piBeHb CUPOBAaTKOBOrO [ICA mOBEpPTA€ETHCS OO0 IT0YaTKOBOIO PiBHS MPOTATOM 6 MiCALIB
IiC/ISl IPUNIMHEHHS JIIKyBaHHS.

CraiBBigHomeHHs XK BinbHOTO IICA i 3aranbHOoro piBHs [ICA 3anuiia€ThCs CTAIMM HABITH ITif 9ac
nikyBaHHS npenapatoM JYTACTEPUII-BICTA. ToMy, SKIO AJjis XBOPOTO, IKUM IIpAUMaE
OYTACTEPUII-BICTY, nikap BUPIIINTL BUKOPUCTATH SIK BU3HAUEHHS PaKy ITepeaMixXypoBoi 3a103u
BimcoTok BinbHOTO [ICA, KOpUTYBaHHS MOTO 3HAUYEHHS IIPOBOAUTH He MOTPiOHO.

[Tepen mo4yaTKOM KypCY JIiKyBaHHS MyTaCTEPUIOM Ta MEePioguyHO Iif Yac JTiKyBaHHS MOTPiOHO
IIPOBOMIUTY ITa/IblleBE PEKTaJIbHEe 00CTEXKEHHS IMallieHTa, a TAaK0XK BUKOPUCTOBYBATH iHIII MeTOOU
BUSIBIIEHHS pPaKy IIepeaMixypoBoi 3a103M1.

Pak nmepeaMixypoBol 3a71031 Ta MyXJIWHU BUCOKOTO CTYIEeHs rpafaliii 3a ['micoHoM
(Hm3bKOIMGbEPEHIiI0BaHi)

Y xomi 4-pigHoro KimiHiYHOTO gocmigxkeHHs 3 ydacTio > 8000 4omoBikiB BikoM Bif 50 [0 75 poKiB 3
ToTepeaHiMyY HeTaTUBHUMHY Pe3ybTaTaMu 0iolcii CTOCOBHO paKy IepeaMixypoBoi 3a103u Ta
noyaTkoBuM piBHeM IICA mix 2,5 ur/mn ta 10,0 ur/mn (gocnipxenus REDUCE) y 1517 6yB
[iarHOCTOBaHUY paK IIepeaMiXypoBol 3aj03u. YacToTa BUNIAAKIB paKy IepeaMixypoBol 3amo3u (8-10
3a mKanoio ['7icoHa) y rpyImi mamienTis, ki nikyBanucs gyractepumgoM (n = 29, 0,9 %), Oyna BUIL00
IIOPiBHSHO 3 TPYIOI0, 10 OTpUMYyBana manebo (n = 19, 0,6 %). 30inbiIeHHs YaCTOTH BUIIQ[KiB paKy
ImepegMixypoBoi 3a103u 3a 1Kaso ['micoHa 5-6 Ta 7-10 He cnocTepiranocs. [IpyYuHHOTO
B3a€EMO3B’SI3Ky MiXK 3aCTOCYBaHHSAM OYTaCTEPUOY Ta BUCOKUMU CTaAisSIMU PaKy IepeaMixypoBoi
3aJ103¥ BCTAHOBJIEHO He Oyi0. KimiHiuHe 3HaYeHHS YHCII0BOI JUCITPOIIOpIIil HeBimome. YooBiKiB, sKi
nikyoThcs nikapchkuM 3acobom JYTACTEPUII-BICTA, HeoOXimHO PeryaspHO MepeBipsAaTH ¥ 3B’I3KYy 3
PU3KUKOM paKy IepeMixypoBoi 3a1031, BKIlo4aiouu Bu3HaueHHs [1CA.

Y nomaTKOBOMY IIOCIIIIOBHOMY ABOPIYHOMY HOCIIIIXKEHHI 3 NallieHTaM¥, SKUM 3aCTOCOBYBajIU
nyTacTepun Sk XiMmiuHy npodinaktuky (nocnigxenus REDUCE), Oyna BcTaHOBIeHa HU3bKa YacTOTa
HOBUX BUIIQ[IKiB paKky InepegMixypoBoi 3a03u (rpyna gyractepuny: n = 14, 1,2 %; rpyna nnaune6o: n
=7, 0,7 %) 3 BigCyTHICTIO HOBUX iIeHTU(}IKOBaHUX BUMAAKIB paKy IepeIMiXypoBol 3aI031 3
mudepeHnniroBaHHIM 8-10 6asiB 3a mKkasnow ['micoHa.



IoBroTpuBaje mnociigoBHe (mo 18 pokiB) criocTepexkeHHs 3a MallieHTaMHu, 1110 Opanu y4acThb y
KJIiIHIYHOMY [OCIiIKeHHi i3 3acToCyBaHHSAM iHIIOTO iHTi6iTOpa Sa-penykra3u (pinacTepuny) gk
XiMigHOI TpPodinakTUKHU, HEe TTO0Ka3aji0 CTaTUCTUYHO 3HAUYIIOL Pi3HUII MiXK rpynaMu piHacTepumy Ta
nnaie6o y 4acToTi 3aranbHoro BuxkubaHHs (CP [cmiBBimHOmMeHHs pusukis] 1,02, 95 % I 0,97-1,08)
abo BUKWBaHHS IIiC/Is OiarHOCTYBaHHS paky nepenmixyposoi 3ano3u (CP 1,01, 95 % [I 0,85-1,20).

Pax rpynHol 3a103u

[ToBimomIsiny Npo PigKICHI BUMIaOKYU paKy IPyAHOL 3a7I03U Y YOJIOBIKIB Iifl Yac KIIiHIYHUX OOCIIIXKEHb
Ta y IOCTMapKeTUHTOBUY epiof. [Ipu 1poMy emifeMionoriuHi JOCTigXKeHHS BKa3ylOTh Ha
BifICYTHICTbH MiBUIIIEHHS PU3UKY PO3BUTKY PaKy rPy[AHOI 3aJI031 y YOJIOBIKiB IIPU 3aCTOCYBaHHi
inribiTopiB Sa-pemykTasu. [larieHTH TOBUHHI HeraltHO MOBiAOMIIATH PO OyOb-IKi 3MiHUM Y TKaHUHI
T'PYAHOI 32103, HAIIPUKJIa[ BUAIIEHHS i3 cCOCKa a00 MPUIYXJIiCTh.

HerepMmeTuyHi Kacynmn

HytacTtepun abcopOyeThCsa Yepe3 IKipy, TOMY XKiHKM Ta [JiTH MalOTh YHUKATH KOHTAKTY 3
HerepMeTHYHUMH KallCcylaMHu. fKINo piguHa 3 KaICyjIu IoTpanuia Ha LUIKipy, il cig HeralHo 3MUTH
BOJIOI0 3 MUJIOM.

[TeyinKoOBa HEIOCTATHICTD

BrnuB nediHKOBOI HEIOCTATHOCTI Ha (hapMaKOKiHETUKY AyTaCTepPUAy He BUBYaIu. Yepe3 aKTUBHUU
MeTabomi3M fyTacTepuny Ta 3-5-TUKHEBUU [Iepiof 10oro HalliBBUBENEHHS JIiKyBaHHS OyTaCTePUIOM
TIAIEHTIB i3 JIeTK0I0 a00 CepemHbOI0 MTeYiHKOBOIO HENOCTATHICTIO CJIifl TPOBOAUTH 3 00ePeKHICTIO
(muB. po3minu «Crmoci6 3acTocyBaHHs Ta 0o3u», «IIpoTunoka3anHsa», «PapMaKoJIOTiuHi
BJIACTUBOCTI»).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio

®epmuavHicmy. [T0BiIOMIISIN PO BUMAAKY BIIJIUBY AYTaCTEPUAY Ha XapaKTePUCTUKHU
eSIKyJIATY (3MeHIIeHHS KiTbKOCTi CliepMaTo30i1f1iB, 06’'€My eIKyIATY Ta PyXIUBOCTI
CIIEPMAaTO30i1MiB) Y 3MOPOBUX YOJIOBiIKiB. He BUKIIOUEHUN PU3UK 3HUKEHHS Y0JIOBI401
(hepTUNbHOCTI.

Baeimuicms. [lyTacTepup IPOTUNIOKA3aHUM [JIS1 JIIKYBaHHS XKIiHOK.

4k i inmi inribiTopu Sa-pegykrasu, JyTaCTepH[ epemKoXKae MepeTBOPEHHI0 TECTOCTEPOHY Y
OUTIOPOTECTOCTEPOH, 110 MOXKe rajIbMyBaTy PO3BUTOK 30BHIILIHIX CTAaTEBUX OPraHiB y IJIOfa
40110BiYol cTaTi. HeaHayHy KinbKiCTh fyTacTepuny Oysio BUSBIEHO B eSIKYJATi Cy0 €KTIiB, AKi
npuiimanu 0,5 Mr gytactepuny Ha go0y. HeBimoMo, uu BIuBa€e myTacTepum, 110 MOTPAIUB [0
OpraHi3My XIiHKY i3 CiM’IM 4YO0JIOBiKa, SKUU TIKYyEThCSA HyTaCTEPHUIOM, Ha IJIif 9YOJI0BidOl CcTaTi (uen
PU3UK € HAUBUIIUM IIPOTSATOM IIePIIuX 16 TUXKHIB BariTHOCTI).

4K i y pasi 3acTocyBaHHS iHIIKX iHTiIOITOPIB Sa-peayKTa3u, peKOMEeHAYETHCS KOPUCTYBATUCS
Impe3epBaTHBaMH, SIKIIO ApPTHEPKaA MallieHTa BariTHa abo MOTEHIHO MOXKe 3aBariTHITH, 3 METO0
3anobiraHHs MOTPaIUITHHS CiM’S 0 OpraHi3My XKiHKHU.

I'odysaHHA 2py00t0. HeBimomo, YU MPOHUKAE NYTACTEPH[ Y TPYIHE MOJIOKO KiHKH.



30damuicmsb eniueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu

3 ornAnmy Ha ¢papMaKOKiHETHYHI Ta (h)apMaKOAMHaMiYHi BIaCTUBOCTI AYyTaCTEPUM He BIIMBAE Ha
3MATHICTh KepyBaTH aBTOMOOiIEM Ta iHIIMMU MeXaHi3MaMHU.

Cnocid 3acmocyeaHHs1 ma do3u

Jlikapcekuii 3aci6 JYTACTEPU]I-BICTA moxkHa npr3HadaTé OKpeMo abo y KkoMmObiHarii 3 anbda-
6mokaTopoM Tamcyno3unom (0,4 mr).

[TopOCIIi YOIOBIKY (BKIII0Ya0Y¥ XBOPUX JIITHBOT'O BIiKY)

PexomeHmoBaHa fio3a Jikapcbkoro 3acoby YTACTEPUII-BICTA — 1 kancyna (0,5 mMr) Ha go0y.
[TpuiimaTu nepopanbHO. Karncymy ciif KOBTaTH 1LijI0l0, He BiIKpUBATHU Ta HE PO3KOBYBATH, OCKIIbKU
IIPY KOHTAKTi i3 BMICTOM KallCyjiu MOXKJIMBe ITOAPa3HeHHs CIM30B01 000JIOHKM POTa Ta TJIOTKH.

Jlikapcekuii 3aci6 JYTACTEPU[I-BICTA moxHa npuiiMaTy He3aleXKHO Biff MIPUHAOMY ixki.

He3Baxarouu Ha Te, 110 IIOJIETIIEHHS Bifl IPUIOMY IIpeliapaTy MOXKe CIIOCTepiraTucs Ha PaHHIN
cTafii, ayist 06’€KTUBHOI OLiHKY e(eKTUBHOCTI [iii Tpemapary JiKyBaHHS CJIifi TPOOOBXKYBaTH He
MeHIIIe 6 MicsIliB.

HupkoBa HENOCTaTHICThL

dapMaKOKIHETUKY AyTaCTEPHUAY Y XBOPHX i3 HUPKOBOK HEOCTATHICTIO He BUBYAJIU, TOMY JIIKapChKUU
3acib cmip 3 06epekHICTIO TPU3HAaYaTH XBOPUM i3 TSKKOI HUPKOBOIO HEJOCTATHICTIO.

IleuiHKOBa HEOOCTATHICTh

dapmMakOKiHETUKY AyTaCTEPUOY y HALiE€HTIB i3 Ie4YiHKOBOK HENOCTATHICTIO He BUBYAJIM, TOMY 3
00epexkKHiCTIO CITif 3aCTOCOBYBaTH JTiKapChKUi 3aci0 Mpu JIeTKil Ta OMipHil TeYiHKOBiN
HEe[OCTATHOCTi. XBOPUM i3 TSIKKOI0 ITeYiHKOBOI HEIOCTATHICTIO IIperapaT MPOTUII0Ka3aHuu.

Himu

3aCTOCYBaHHH ITPOTHUIIOKA3dHO.

Ilepedo3yeanus

3a maHUMU KITiHIYHUX OOCIigXKeHb, Pa30Bi 10o3u myTactepuny mo 40 mr/moby (y 80 pasiB Buii 3a
TepamneBTUYHi), 110 MpUKMaIu To0OPOBOJIbLIi MPOTATOM 7 OHIB, He BUKJIMKAIK 1000I0BaHb 3 OTJIANY Ha
6e3neky ix 3acTocyBaHHs. [1if yac KITiHIYHUX JOCiXKeHb 3aCTOCOBYBaJIU N03U AYTACTEPUAY 110 5
Mr/mo0y IpoTsaroM 6 MicsiiB 0e3 MosSBY IOAATKOBUX MOOIYHUX peakllii MOPiBHAHO 3 3aCTOCYBaHHSIM
nyTactepuny y mo3ax 0,5 mr/mo0y.



CHeLII/I(l)i‘-IHOI"O AHTHUOOTY HEMA€E, TOMY Y pa3i MOZKIJIMBOT'O ITepeao3yBaHHA IIPOBOOUTHCA
CHMIITOMATHU4YHA Ta HiI[TpI/IMYIO‘-Ia Tepar[i;{.

ITo6iuni peakuii

MoHoTepalis oyTacTepunom

[Tpubnusno y 19 % 3 2167 malrieHTiB, gKi npuiitmManu OyTacTepun Y ABOPIYHUX
1171a11e00KOHTPOJIbOBAHUX [OCTiIKeHHAX Pa3u 111, mpoTSIroM mepioro poky iKyBaHHS BUHUKITU
no0iyHi peakuii. BinburicTe HebaxkaHUX SBUII, IO CIIOCTepiranucs, 0yau nerkoi abo moMipHoi
TSKKOCTi Ta BpaxKaji PEeNPOAYKTUBHY CUCTEMY. [IpOTATOM HaCTYNHUX 2 POKiB Y BiIKPUTUX
PO3IIMPEHNX JOCITIIKEHHSIX He OY/I0 BUSBIIEHO XKOOHUX 3MiH ¥ TPodini mobiyHUX SBUIL.

Y tabnuni 1 HaBemeHO HebaXKaHi peakilii, BUSIBIIEHI MPOTITOM KOHTPOJIbOBAHUX KITiIHIYHUX
BUNIPOOYBaHb Ta y Mepiof micaspeecTpalifHoro 3actocyBants. HaBeneni HeOaxaHi siBUIlla, BUSIBIIEH]
IIPOTATOM KJIiHIYHUX BUIIPOOyBaHb, 5Ki, Ha IyMKY OOCJiIHUKIB, Oy/IM MOB’s13aHi 3 IPUIOMOM JIiKiB (3
4acToTo moHanMeHIIe 1 %), yacTillle criocTepiraaucs y Nalli€HTiB, SKi IpUiMany OyTacTePUs,
TIOPiBHSHO 3 M1alebo, MPOTATOM IIepIIOTO POKY JIiKyBaHHsA. HebaxaHi siBuina, 3adikcoBaHi y mnepion
iCIApeeCTpaliftHOr0 3aCTOCYBaHHs, Oy BUSIBIIEH] 3aBOIKU CIIOHTAHHUM 3BiTaM, TOMY CIIpaBXKHS 1X
YacToTa HeBimoMa.

Knacudixkaris yactotu mobigyHMX peakiii: gyxke dacto (> 1/10), gacro (Big = 1/100 mo <1/10),
HeyvacTo (Big 1/1000 mo 1/100), pimko (Bim 1/10000 mo 1/1000) ), myxke pigko (<1/10000), wacTota
HeBigoMa (HEMOKJIMBO OLIIHUTHU 3 HasIBHUX OAHUX).

Tabmuns 1
CucreMa [TobGiyHa peakiris YacToTa 3aXBOPIOBAaHHS 3a JaHUMU KITIHIYHUAX
OpraHis IOCIiIKEeHb
YacToTa 3axBOpIOBaHHA YacTOTa 3aXBOPIOBAHHS
IPOTATOM 1-TO POKY IIPOTSITOM 2-TO POKY
nikyBaHHSA (n = 2167) JikyBaHHA (n = 1744)
3 OOKy IMmoTeHIisT* 6,0 % 1,7 %
PenponyKTUB-HOI3MiHEHEe (3HUKEHE) 3,7 % 0,6 %
CUCTEMH Ta mmioigo*
MOJIOYHUX 3a/103 Po3nanu esaxynsamii*”™ 1,8 % 0,5%
3axBoproBaHHS MOIo4YHOI 1,3 % 1,3%
3aJI03H1
3 OOKy AnepriuHi peaxkil, _ . N
iMyHHOI BKITIOYAIOYY BHCHII, OrminKa 3aXBOPIOBAHOCTI 3a ITOCTPEECTPAIliMHUMU
cUCTEMU cBepOik, KPONMBSIHKY,  HAHMMH
JI0OKaTi30BaHUM HAOPSK Ta .
) o YacToTa HeBimoMa
AHT10HEBPOTUYHUHN
HaOpPsK
INcuxiuni Ienpecis YacToTa HeBimoMa
po3naau
3 0oky mIKipu Ta Arnonenia (Hacamneperm Heuacto
HiAmKipHOl BTpaTa BOJIOCCS Ha TijIi),

KJIITKOBUHU rinepTpuxo3



3 OOKy Tectukynapaui 6inb Ta YacToTa HeBimoMa
PENpPOAYyKTUB-HOIHAOPSK

CHACTEMU Ta

MOJIOYHHX 3aJ103

* T1o6iuHi peakilil, TOB’s13aHi 3 MOPYILIEHHSIM CTaTeBOI QYHKIIii, aCOIliI0I0TLCS 3 JTIKyBaHHIM
oyTacTepuaoM (BK/II0UAI0YX MOHOTepaIiio Ta KoMOiHalliio 3 TaMcyno3uHoM). Lli mob6iuni peakiril
MOXKYTh TPUBATH ITiCJIs IPUIUHEHHS JIiIKyBaHHS. BIIMB IyTacTepumy Ha iX TPHUBAIICTh HEBiMOMUIA.

" BKmoyae 3MeHIIeHHs 06'eMy CIIEPMH.

Bxitoyarouu 4yTIKBICTh Ta 30iNbIIEHHS TPYAEH.

Komb6iHoBaHa Tepamis (IyTacTepua TaMCYI031H)

Hani 4-piunoro gocnigxeHHsa CombAT, y sKkoMy mopiBHIOBaBCs npuiioM gytactepuny 0,5 mr (n = 1
623) Ta Tamcyno3uny 0,4 mr (n = 1611) 1 pa3 Ha moby okpemo i B komOinartii (n = 1610), mokasanu,
1110 YaCTOTa MOGIYHUX SBUIL, COPUYMHEHUX IPUIOMOM IIpenapariB, IPOTATOM IIEepPIIOro, APYTOTO,
TPETHOT0 Ta YETBEPTOI'0 POKY JIiKyBaHHS BiATIOBiAHO cTaHoBUIa 22 %, 6 %, 4 % i 2 % npu
KoMOiHOBaHil Tepamil myTacTepunoM/TaMcyno3uHoM, 15 %, 6 %, 3 % i 2 % npu MoHOTeparil
nyTacTepunoM, a Takox 13 %, 5 %, 2 % i 2 % npu MoHOTepartii TaMcyno3uHOM. Binbilla yacToTa
BUHUKHEHHS MOOIYHUX peakiliil y rpyni kKoMOGiHOBaHOI Teparlil IPOTATroM IEePIIOro POKY JIiKyBaHHS
Oyna 3ymMoByeHa OiNbIl BUCOKOIO YaCTOTOIO IIOPYIIeHb PEPOAYKTUBHOI CUCTEMH, 30KpeMa IIOpYIIeHb
esKyJIALil, [0 CIIOCTePiraaucs B Liil TPYII.

[TpoTsiroM TIEePIIOro POKY JiKyBaHHS y gociigkeHHi CombAT 3a3HaueHi HUXKYe MOGIYHI peakiii, sIKi,
Ha JYMKY [OCHiHUKIB, ITOB’3aHi 3 MPUHXOMOM IIpenaparTiB, 6y 3apeecTpoBaHi 3 4aCTOTOI0
moHauMeHIIe 1 %; 4yacToTa BUHUKHEHHS IIUX peakI(ii IPOTAroM 4 POKiB JIiKyBaHHS HaBe[eHa B
Tabmuti 2.

Taonus 2
Cucrtemu opraniB IlobiuHa peakmis YacToTa BUHUKHEHHS IIPOTATOM JIiKyBaHHS
1-ro poky 2-r0 poKy 3-r0 poKy 4-ro poKy
KomMmbinaris® (n) n=1610 n=1428 n=1283 n=1200
HyTtactepup n=1623 n=1464 n=1325 n=1200

Tamcyno3un n=1611 n=1468 n=1281 n=1112



3 oKy IMmoTeHmis”

PENpOnNyKTUBHOI  koMOGiHaIis® 6,3 % 1,8 % 0,9 % 0,4 %
CHUCTEeMHU Ta OyTacTepun 5,1 % 1,6 % 0,6 % 0,3 %
MOJIOYHUX 3aJI03  TaMCYJI03UH 3,3 % 1,0 % 0,6 % 1,1 %
3MiHa
(3HUKEHHS) Tibimo”
KoMOiHaIia® 5,3 % 0,8 % 0,2 % 0%
IyTacTepu, 3,8 % 1,0 % 0,2% 0%
TaMCYJI031H 2,5% 0,7 % 0,2 % <0,1%
[Topyienus
eaKymsmii
KOM6iHaHiﬂa 9,0 % 1,0 % 0,5 % <0,]. %
MyTaCTEepPHL, 1,5 % 0,5% 0,2% 0,3%
TaMCyJI03HUH 2,7 % 0,5 % 0,2% 0,3%

Po3snanu 3 60Ky
TPYOHOI 3a/103uU°

KoMOiHa1is® 2,1 % 0,8 % 0,9 % 0,6 %
MyTacTepPH 1,7 % 1,2 % 0,5 % 0,7 %
TaMCYJI03UH 0,8 % 0,4 % 0,2 % 0%
3 OOKy cepiist CepueBa
HeJOoCTaTHICTD
(3aranbHa Ha3Ba ")
KoMbiHarig® 0,2% 0,4 % 0,2 % 0,2 %
OyTacTepun <0,1 % 0,1 % <0,1 % 0%
TaMCyJ103UH 0,1 % <0,1 % 0,4 % 0,2 %
3 00Ky HEpPBOBOI 3alaMOpPOYEHHS
CUCTEeMU KoMOiHarisa® 1,4 % 0,1 % <0,1% 0,2 %
OyTacTepun 0,7 % 0,1 % <0,1 % <0,1 %
TaMCyJ103UH 1,3 % 0,4 % <0,1 % 0 %

* koMmbOinanis — gytactepun 0,5 mMr 1 pa3 Ha mo6y Tamcyno3ut 0,4 mr 1 pa3 Ha fo0y.

® TToGiuni peakiii, MOB’s3aHi 3 IOPYIIEHHAM CTaTeBOi GYHKIIii, ACOIIIITLCS 3 MTKyBaHHAM
oyTacTepuaoM (BK/IIOHUAIOYX MOHOTepaIio Ta KoMOiHalliio 3 TaMcyno3uHoM). 11i mobiuni peaxkiril
MOXKYTh TPUBATH ITiCJII IPUIUHEHHS JTiKyBaHHS. BIIIUB IyTacTepuay Ha iX TPHBaliCTh HEBIJOMMUI.

¢ Briroyaoyu 9yTNUBICTh Ta 301IbIIEHHS TPYAEH.

‘ TepMiH «ceplieBa HEMOCTATHICTL» BKIIIOYAE: 3aCTiliHY CeplieBy HeOCTaTHICTh, CepILEeBY
He[0CTaTHICTB, JIIBOLIJIYHOYKOBY HE[JOCTATHICTh, TOCTPY JIIBOLIJIYHOYKOBY HEJOCTATHICTS,
KapIiOTeHHUU 10K, TOCTPY CepLieBY HEAOCTATHICTh, IPaBOILIYHOYKOBY HEOCTATHICTh, TOCTPY
IIPaBOLITYHOYKOBY HEIOCTATHICTh, 3aCTiMHY KapAioOMiolarTiio, ceplieBO-IereHeBY HEOOCTATHICTbh,
IIJTYHOYKOBY HE[OCTATHICTh, CeplieBO-JIeTeHeBy HEeJOCTATHICTh, 3aCTiiHY KapAioMionaTito.

" BKioyae 3MeHIIeHHS 06'eMy CIIePMH.

[TaHi gocHimKeHb

Hocnipxenuss REDUCE BusiBuio 6i/bIil BUCOKY YaCTOTY PaKy IIPOCTATH 3 OLIHKOIO 3a IIKaJIol0
['nicona 8-10 y 4onoBiKiB, sIKi mpuiiMany AyTaCTePH A, MOPiBHSHO 3 miarie6o. HeBimomMo, YU BIIUHYIH
Ha pe3y/IbTaTy UbOT0 AOCIiAXKeHHS 3MeHIIeHHSI 00’eMy TPOCTaTH 4y iHII (paKTOpH, ITOB’'A3aHi 3
IPUUOMOM TyTacCTEpUny.



[ToBimoMIIsiNM PO BUNAMKK PaKy IPYIHOI 3271031 Y YOJIOBIKiB ¥ KITiHIYHMX Ta IOCTMapKETUHTOBUX
IOCTimXKeHHIX (OUB. Po3din «Oco0MMBOCTi 3aCTOCYBAHHS»).

ITogidomaeHHs npo nobiuHi peakuii

[MToBimomnenHs mpo mobiuHi peakiril micis peecTpatlii TiKapchkoro 3aco0y Ma€ Benuke 3HaYeHHs. Le
[la€ 3MOT'y IIPOBOAUTYU MOHITOPUHT CIiBBiIHOILLIEHHS KOPUCTh/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKOro 3aco0y. MeouyHuUM Ta ¢apMalleBTUUHUM IIpalliBHHKAM, a TAKOXK IalieHTaM abo ixHim
3aKOHHUM IIpe[CTaBHUKAM CJIif] TTOBiJOMJISITH TIPO YCi BUMTAAKHU Iif03PI0OBaHKX MOOIYHMX peakllii Ta
BiICYTHOCTI e(peKTUBHOCTI TiKapChKOro 3aco0y Yyepe3 ABTOMaTH30BaHy iHPOpPMAIliliHy CUCTEMY 3
(dhapMmakoHarnsAmy 3a nocunaHHsaM https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 4 POKH.

YMmoBH 30epiranus

30epiraTtu B OpuriHanbHi{ yIaKOBII I 3aXUCTY Bifl Bojoru mpu Temnepatypi He Buie 30 °C.
30epiraTv y HeIOCTYITHOMY [JIST OiTeH MicCIii.

Ynakoska. [To 10 xamcyn y 6ictepi, mo 3 abo 9 6ricTepiB y KapTOHHIN KOPOOITi.

Kareropist Bigmycky. 3a peLerToM.

BupoOHUKH
T'AJIEHIKYM XEJIC C.JL.Y.
LIVMHIOEA ®APMA, C.JI.

CAT' MAHYOAKTYPIHTI, C.JLY.

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Micus MpoBaJIXKeHHs HOro Tis/IbHOCTi
Kappep e Cant I'abpiens 50, Ecrinyrec [le JImo6perat, 08950, IcnaHis.

[Tomirono Iupyctpians Eminiano Pesinna Can3, ABeHifa me Arpena, 31, OnBera, Copia,
42110, IcnaHis.

Kappetepa Hamionan 1 Km 36, Can ArycTin gen I'yaganikc, 28750, Magpup, Icnasis.


https://aisf.dec.gov.ua/

