IHCTPYKIIA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKAPCHKOI0 32C00y

TYTACTEPUJI-BICTA
(DUTASTERIDE-VISTA)

Cknao:

diroua peyoguna: nyTacTepus;

1 xancyna mictuth mytactepuny 0,5 mr;

OONOMIICHT peyosunu: TIIepos MOHOKanpuiaokanpar Tum 1, Oytuirigpokcutonyon (E 321);
000JI0HKA KaIlCyJIH: JKeJIaTHH, MIIEPHH, BoAa ounineHa, Tutany aiokeun (E 171), 3amiza okeun
xoBtuit (E 172), Tpurninepuan cepeaHboro JaHIora, Jenutud coesuii (E 322).

Jlikapcbka ¢gopma. Kancynu m’ski.
OcHosHi izuko-Ximiuni éracmueocmi: BUIOBKEHI HEPO30P1 KOBTI M’ K1 JKEJTaTUHOBI KarCyJIH,
10 MIiCTATh MACJISIHUCTY ’KOBTYBATy PiANHY.

dapmakoTepaneBTHYHA Ipyna. 3acodu, 10 3aCTOCOBYIOTHCS NMpPU AOOPOSKICHIN Timepruiasii
nepeaMixypoBoi 3ano3u. [Hriditopu TecroctepoH-5a-penykrasu. Kon ATX G04C B02.

Dapmakonoziuni enacmueocmi

Dapmaroounamika

Hyrtactepun — mnoABIMHMK 1HTIOITOp Sa-pemyKkTa3u, IO TajibMye gK Tum 1, Tak 1 tum 2
i30epMeHTIB  Sa-pemykTasu, fAKi BIIMOBINAIOTH 32 IEPETBOPEHHS TECTOCTEPOHY HA
5a-AUT1APOTECTOCTEPOH. [IUTiAPOTECTOCTEPOH — II€ aHJIPOT'eH, KU, y IepLLy Yepry, BiIOBIIae
3a Trinepruiasiro  TKAaHWHMA [EepeaMiXypoBOi 3ajo3u. MakcumanbHe 3MEHIIEHHS PiBHSA
JUTIPOTECTOCTEPOHY Ha T MPUHOMY AyTacTepUIy 3aleKUTh BiJl 03U 1 CIIOCTEPIraeTbes y
nepmi 1-2 trxHi. [Ticnst 1-ro Ta 2-ro THXKHS 3aCTOCYBaHHS JAyTacTepuay y no00Bii mo3i 0,5 mr
cepeHsl KOHIIEHTpAIlisl AUTIAPOTECTOCTEPOHY 3MEHITyeThes Ha 85 1 90 % BinmoBigHO.

VY xBopux 13 J0OpOSIKICHOIO TiNEpIia3i€lo MepeaMiXypoBoi 3ao3u, siki oTpumyBaiu 0,5 mr
JyTacTepuly Ha 00y, Cepe/iHE 3HIKEHHS PIBHS JUT1APOTECTOCTEPOHY CcTaHOBMIIO 94 % uepes 1
pik 1 93 % — uepe3 2 pokH JIKyBaHHs, CEpEHII pIBEHb TECTOCTEPOHY MiABUIIYBaBcs Ha 19 %
yepes 1 1 uepe3 2 poku.

Dapmaxoxinemuka

JyTactepu] 3aCTOCOBYBATH MEPOPAIBHO Y BUIVISIII PO3UMHY Y M SKHMX KETaTHHOBUX KarCyJax.
[Ticns mpuitomy pazoBoi fgo3u 0,5 Mr mik KOHIEHTpalii Ipernapary Yy CHpPOBATIl KpOBI
crocrepiraetecsi uepe3 1-3 romuHu. AOcomoTHa 0i0J0CTymHICTH cTaHOBHTH 60 %.
BiooCcTynHICTh HE 3aJI€KUThH BiJ MPUAOMY TKI.

JyTtactepun miciast 0JHOPa30BOro abo 6araTopa3zoBOro MpUioMy Mae BEIMKHH 00’€M po3moaiTy
(811 300 o 500 ). Bincotok 3B’s13yBaHHs 3 O11kaMu KpoBi — moHaz 99,5 %.

I[Tpu 3actocyBaHHi y 1000Biit 1031 0,5 Mr 65 % MOCTIIHOI CTiiKOT KOHLIEHTpALil JyTacTepuy B
CUpPOBATL1 KPOBI1 JocAraeTbes yepe3 1 Mmicslp JiKyBaHHA 1 npubin3zHo 90 % — vepes 3 micsl.
Criiika mnocTiifHa KOHLEHTpalis ayTtactepuay npubiausHo 40 HIr/Ma y cupoBaTIi KpoOBi
JOCATAETHCS Mics 6 MiCSIIB JIIKyBaHHS Y 1000Bii 1031 0,5 mr. Sk 1 y cupoBartii KpoBi, cTiiika
KOHIIEHTpAIlis JyTacTepuIy y CiM’sHIN piuHiI JocsaraeTbes yepe3 6 micamiB. [licms 52 TuxkHIB
JIKyBaHHS cepe/IHs KOHIEHTpallls AyTacTepuay Y CiM’ sHii piiiHI CTAHOBUTH 3,4 HI/MII (Y Mexax
0,4-14 ur/mi). BincoTok po3noaiieHHs] IyTacTepUay 13 CHPOBATKH KPOBi 10 CiM’SIHOT PiTUHU —
npubmauzHo 11,5 %.

In vitro gyracrepun meradomnizyerbes pepmentamu CYP3A4 uutoxpomy P450 moauaun 10 18ox
MOHOT1JIPOKCHUIIFHUX METa0OITIB.

3a JaHUMH CHIEKTPOMETPUYHOIO aHaji3y, B CUPOBATIIl KPOBIi JIOJWHU BUSABISETHCS HE3MIHEHUH
ayTacTepul, 3 TOJOBHUX MeTabomiTu (4 -riapokcumyractepun, 1,2-guriapomyractepua i



6-rigpokcuayractepua) 1 2 wmanmux — Mmertabomith (6,4 -murigpokcuayractepua i
15-rigpokcuayracTepun).

Hytactepun iHTeHCUBHO MeTabomi3yerbes. [licas nepopanbHOro npuilomy ayTacTepuiy y 1031
0,5 mr/mo6y Bix 1 go 15,4 % (y cepennbomy 5,4 %) 3acTOCOBaHOT 103U BUBOJUTHCS 3 (heKaATiIMU
y BUIJISII HE3MIHEHOTro Jytactepuay. Pemra 3acTocoBaHOi 103U BUBOAMTHCS y BUIVISIL
METa0OoITIB.

VY ceui BUSBIISIOTHCS JIMILE CIIJIM He3MiHeHOro aytactepuny (Menmie 0,1 % 3acTocoBaHoi 103H1).
KinmeBwuii mepio HamiBBUBEACHHS AyTAaCTEPUAY CTAHOBUTH 3—5 THKHIB. 3aIHIIKH JyTaCTCPUILY
y CUPOBATIII KPOBI MOXKYTh OyTH BHSBJIEH] Yepe3 4—6 MICSIIIB IMIiCIIs 3aKiHUCHHS JIIKYBaHHSI.

3a maHMMH BUBYEHHS (DapMaKOKIHETHKH Ta (apMakoIMHAMIKH, 3MIHIOBAaTH /103y JyTaCTEpUIY
BIJIMOBIJTHO J0 BIKY MaIfieHTa He MOTPIOHO.

BB HHPKOBOI HEOCTATHOCTI Ha (PapMaKOKIHETHKY AyTacTepuiy He BuBUanu. OnHAK TpH
npuitomi 0,5 Mr gyractepuny i3 ceuero y JOAUHM BUBoAuTHCs MeHme 0,1 % mo3u, Tomy
3MIHIOBATH /103y MAI[iEHTaM 13 HUPKOBOIO HEIOCTATHICTIO HE MOTPIOHO.

BrumiB ne4iHKOBOT HEIOCTATHOCTI Ha (hapMaKOKIHETHKY AyTacTepUy HE BUBUAIH (JIMB. PO3ALIN
«Crnocib 3actocyBaHHs Ta 103M» i «OCOOIMBOCTI 3aCTOCYBAHHS).

besnexa ma kniniyni docniodcenns

Cepyesa neoocmamuicmo

VY 4-piuHOMY KITIHIYHOMY JOCTIIKEHI 3aCTOCYBaHHS AyTacTepUAy y MO€IHAHHI 3 TAMCYJIO3HHOM
Ui JKyBaHHA JOOpOsIKICHOI rimepruiasii  mepeamixypoBoi 3amo3um 'y 4844 donoBiKiB
(mocmimkenns CombAT) yacToTa BHHMKHEHHSI CEPIIEBOT HEJOCTATHOCTI (30ipHE MOHSTTS) Y rpyIIi
komOinoBanoi Tteparmii (14/1610, 0,9 %) Oyna Bumolo, HiX y OyAb-sKiil Tpymi MOHOTEparii
nytactepunom (4/1623, 0,2 %) abo Tamcynozunom (10/1611, 0,6 %).

B okpemomy 4-piuHOMYy  KJIIHIYHOMY  TIOpPIBHSJIBHOMY  JOCH/DKEHHI  ramebo 3
XiMionpodiTaKTUKOIO ayTacTepunoM 3 ydacTio 8231 mamienta Bikom Big 50 go 75 pokiB 3
MOTIEPETHHO HETAaTHBHUM PE3YJIbTaTOM OIOICii CTOCOBHO paKy MPOCTATH i MOYATKOBUM PiBHEM
npocratocnenudpiyHoro anturexa (IICA) mix 2,5 ur/mn 1 10,0 ar/mn y vonosikis Bix 50 g0 60
pokiB a6o 3 Hr/mi 1 10,0 Hr/mut y donoBikiB BikoM Big 60 pokiB (mociimkenass REDUCE) 6ymno
BCTAaHOBJICHO, 110 YaCTOTa BUHUKHEHHS CEPIIEBOi HEIOCTATHOCTI y MAIi€HTIB, SKi MpUiiMaIn
nytacrepun 0,5 mr 1 pa3z Ha 100y (30/4105, 0,7 %), BuIla TOPIBHSAHO 3 TUMH MalliEHTaMU, SIKI
npuiimanu mnane6o (16/4126, 0,4 %). Y peTpocmeKTUBHOMY aHali3l LbOTO JOCHTIIKEHHS
MoKa3aHa BHIIla YaCTOTa CEPIIEBOT HEIOCTATHOCTI Y MAII€HTIB, sIK1 MPUMMaIId TyTacTepu I 1 anbga-
6nokarop ogHouyacHo (12/1152, 1,0 %), mopiBHSHO 3 cy0’ekTamH, K1 MpUiiManu aytactepus 0e3
anbga-osokaropa (18/2953, 0,6 %), mnanebdo 1 anbda-6moxarop (1/1399, < 0,1 %) abo mnaredo
6e3 anba-6aokaropa (15/2727, 0,6 %). [IpyunHHOTO 3B’A3KY MiX 3aCTOCYBAaHHSAM JAyTacTepUIy
(okpemo abo y komOiHarii 3 anbda-00KaTopamMu) Ta BUHUKHEHHSIM CEPIIEBOT HEAOCTATHOCTI
BCTaHOBJIEHO He OyJo (AuB. po3ai1 «OcoOIMBOCTI 3aCTOCYBAHHS» ).

Pak nepeomixyposoi 3ano3u i Huzbkoougpepenyitiosani nyxiunu

VY 4-piuHOMY MOPIBHSIIBHOMY JIOCIIIKEHHI Ianedo Ta ayTractepuay 3 ydacTio 8231 maiieHTa
BikOM Bif 50 mo 75 pokiB 3 MOMEPENIHHO HETATMBHUM PE3yJIbTaTOM O10TCii CTOCOBHO paky
npocrtaty 1 noyatkoBuM piBHeM IICA mix 2,5 ur/mi 1 10,0 Hr/mn y yonoBikiB Big 50 10 60 pokiB
a6o 3 ur/min i 10,0 ar/mn y domnosikiB BikoM Bix 60 pokiB (mocmimxenHs REDUCE) 6706
cy0’exktam Oyrna mpoBefeHa TolKoBa Oiomcis mpoctaTH (00OB’sA3KOBa 3a TEPBUHHUM
IIPOTOKOJIOM), AaHi sIKO1 OyJIM BUKOPUCTAaHI JUIs aHaJi3y AudepeHIiIoBaHHA 3a 1IKajoto [ JicoHa.
VY nocnimxenHi Oyno BusBiaeHo 1517 mamieHTIB 13 A1arHO30M pak MpocTaTd. BibIIicTh MyXJIUH
npoctatu (70 %), BUABIEHUX 3a JOMOMOTrOI0 010MCIli B 000X Ipymnax JiKyBaHHS, MaJld BUCOKUI
piBeHb qudepeHIiroBanHs (5—6 6aniB 3a mkanoro [ micoHa).

Y rpymi gyractepuay 3apeecTpoBaHO Outkln  BHCOKY uactotry (n = 29, 0,9 %)
HU3bKOAU(pepeHuiiioBanoro paxky mpoctatu (8—10 OamiB 3a mkanoro [JicoHa) MOpiBHSAHO 3
rpymoro mranebo (n= 19, 0,6 %) (p = 0,15). YV 1-2-i poxu mKociiKeHHS KUTbKICTh MAIi€HTIiB 3
pakoM MepeaMixypoBoi 3ano3u 3 audepenuitoBanHsaM 8—10 GamiB 3a mkanoro ['micona Oyna
OJIHAKOBOIO y Tpymi ayTactepuny (n = 17, 0,5 %) i B rpymi mmane6o (n = 18, 0,5 %). YV 3—4-i pokn




JTOCJTIJDKEHHS O1IbIIa KiITBKICTh BUMA/IKIB PaKy MEepeaMiXypoBoi 3a1031 3 TudepEHITIFOBaHHAM 8—
10 6aniB 3a mkanoro ['icona Oyna niarHocroBaHa y rpymi gyractepuay (n= 12, 0,5 %) nopiBHsHO
3 rpynoto miane6o (n =1, <0,1 %) (p = 0,0035). Hemae ganux npo BIUIMB Ha PU3HK PO3BUTKY
paKky MpOCTaTH Yy YOJIOBIKIB, sIKI MPUAMAIOTh AyTacTepuj moHaa 4 poku. BiicOTOK maIrieHTiB i3
JIIarHO30M paKy MepeaIMiXypoBoi 3ain03u 3 nudepenmiroBanasaM 8—10 OaiiB 3a mkanoro [icona
30epiraBcsi MOCTIHHUM y pi3HI mepiogu pociuimpkeHHs (1-2-it poku, 3—4-ii poku) y rpymi
nytactepuny (0,5 % y KoKeH BiIpi30K 4acy), y TOH 4ac gk y rpyIi mianedo BiJICOTOK Malli€HTIB
13 HI3BbKOAU(epeHItiiioBannM pakoM mpoctaTi (8—10 GaiiB 3a mkanoro [micoHa) OyB HUKYIUM Y
3-4-ii poku, HiX y 1-2-if poku (< 0,1 % 1 0,5 %, BignoBigHO) (1uB. po3ail «OcoOIUBOCTI
3actocyBaHHA»). He Oyno HiSKOI pi3HMII y 4YacTOTI paky NepeaAMiXypoBOi 3alo3u 3
nudepenniroBanasaM 7—10 6aimi 3a mkanoro ['micona (p = 0,81).

VY 4-piyHOMY KIJIIHIYHOMY JOCIHIKEHHI JIIKYBaHHS JOOPOsKiCHOI rimepruiasii mepeaMixypoBoi
3ano3u (CombAT), 1e mepBUHHUM ITPOTOKOJIOM HE OYJI0 repeadadueHo 000B’ I3K0BY O10TICitO 1 BCI
JiarHo3W paky NpocTaTd OyiM BCTaHOBJEHI Ha Olomcii 3a IMOKa3aHHSAMM, YacTOTa pPaKy
nepeaAMixypoBoi 3aj103u 3 audepenmiroBanasam 8—10 6aiis 3a mkasoro [ricona 6yna 0,5 % (n = 8)
y pymi nyractepuny, 0,7 % (n = 11) — y rpymi tamcynosuny T1a 0,3 % (n = 5) — y rpymi
KOMOIHOBaHOI Tepartii.

3B’S30K MK 3aCTOCYBaHHSAM AyTacTEpUIy Ta BUHUKHEHHSIM HHU3BKOIM(EPEHIIHOBAHOTO PaKy
MepeaIMiXypOBOi 37103 3AHUIIAETHCS HE3 ICOBAHUM.

Paxk epyonoi 3an03u y uonosikis

JIBa emizemMionoriyHi JOCTIIKEHHS «BUMAA0K — KOHTPOJIb»: ofHe npoBeaeHo y CIIIA (n = 339
BUMAJIKIB paKy IpyIHOi 3a031 i n = 6780 y TpyIii KOHTPOIIO), a iHmie y Benukiit bpuranii (n = 398
BUIAJKIB paKy MOJIOYHOI 3ay03u 1 n = 3930 y rpymi KOHTPOJO) — HE MOKa3alu HisSKOTro
301IBIIEHHS] PU3UKY PO3BUTKY paKy IpyIHOI 3aJI03HM y YOJIOBIKIB IPH 3aCTOCYBaHHI iHTi0ITOPIB
So-penykTasu. Pe3ynabpTaTu nmepioro JociipKeHHs He BUSBUIM 3B 53Ky 3 PAKOM TPYIHOI 3a7103H
(BiTHOCHWH PU3MK y pasi 3acTOCYBaHHS B | pOKy 0 BCTaHOBJICHHS AiarHO3Yy PaKy MOJOYHOI
3aJ103U MOPIBHAHO 13 3acTocyBaHHsAM < 1 poky: 0,70; 95 % HI [noBipuwmii intepan]: 0,34, 1,45).
Y npyromy pociijpkeHHi BimHOCHWEM pusuk (BP) paky MomodHOi 3am03u, TOB’s3aHHA 31
3aCTOCYBAaHHSAM IHTIOITOPIB So-pelyKTa3u MOPIBHAHO 3 BIJICYTHICTIO 3aCTOCYBAaHHs, CTAHOBHUB
1,08; 95 % AI: 0,62, 1,87).

[TprunHHUN 3B’S30K MK BHIIAJKaMHU PaKy TPYAHOI 3aJI03U y YOJOBIKIB Ta JOBrOTPHUBAIUM
3aCTOCYBaHHSM JyTacTEPHLy HE BCTAHOBIICHO.

Kainiuni xapakrepucTuku

Ilokazanna

JlixyBaHHS CUMIOTOMIB CEpPEAHBOIO Ta TSAKKOTO CTyMEHs JOOpOsKICHOI —rimepruiasii
nepeaAMiXypoBOi 3allo3M; 3MEHIIEHHS pPU3UKYy BHUHUKHEHHS TOCTpOi 3aTpUMKHM cedl Ta
HEOOX1THOCTI XIpypriYHOTr0 BTPYyUYaHHS Y XBOPUX 3 CHMIITOMaMH CEPEIHBOTO Ta TSHKKOTO CTYIEHS
JOOPOSIKICHOT Tinepriasii nepeIMixypoBoi 3a103H1.

Ilpomunokaszanns

AYTACTEPUI-BICTA npotumnoka3zanuii XBOPHUM 13 MABUIIIEHOIO YYTIMBICTIO 10 TyTaCTEPUIY,
IHIIKX 1HT10ITOPIB Sa-peayKTasu, coi, apaxicy abo IHIIMX KOMIIOHEHTIB JIIKapChbKOTro 3ac00y.
AYTACTEPUI-BICTA ne 3acTocoByBaTH i JIKYBaHHS JKIHOK 1 JITeH (IUB. PO3MILIT
«3acTocyBaHHS y MepioJ] BariTHOCTI 200 TOAyBaHHS IPYJUTIO»).

AVYTACTEPU-BICTA npotunoka3zanuii XBOPHM 13 TSKKOIO NMEYIHKOBOIO HEJIOCTATHICTIO.

B3aemooia 3 inmumu nikapcoKumu 3acodvamu ma inuwii 6u0u 83aemooii

Indopmartito mozo 3umxenHs piBHiB [ICA (nmpocrarocnenudiuHuili aHTUTEH) Y CUPOBATII KPOBi
M1J] Yac JIKyBaHHs IyTacTEPHUIOM, a TaKOXK 1H(GOPMAIIIO 010 BUSBJICHHS PaKy MPOCTaTH JAUB. Y
po3nit «OcobIMBOCTI 3aCTOCYBAHHS.

Bnaue inwux nikapcokux 3acobie na papmaxoxinemuxy oymacmepuoy



3acmocysannua pasom 3 ineioimopamu CYP3A4 ma/abo P-enikonpomeiny. Jlytacrepup
NEPeBAXHO BHBOJAUTHCSA IILUIAXOM MeTabomizmy. JlocmiypkeHHs N VItro moka3yooTs, IO
karanmizatopamu Metabonizmy € CYP3A4 1 CYP3AS. Odinifinux mocimikeHb B3aeMOIii 3
aktuBHUMH iHTiOiTOpaMmu CYP3A4 ne npooaunu. Ilpore y momymsmiifHOMY TOCIiIKEHHI
(hapMaKOKIHETUKH KOHIIEHTpAIlli JyTacTepHay B CUPOBATIII KpoBi Oyiu B cepenubomy B 1,6—1,8
pasa BUIIKMMH y HEBEJIMKOT KUTbKOCTI TUX MAIli€HTIB, SKi OJJHOYACHO JIIKYBAJIHCS BeparnaMiioM abo
nunTiazemMoM (momipHi iHTIOiITOpu CYP3A4 Ta iHriditopu P-riikomporeiny), HDK B IHIIUX
MAIiEHTIB.

HosrocrpokoBe 3acTocyBanHs Jikapcbkoro 3aco0y IYTACTEPU/I-BICTA 3 npenaparamu, siki
€ cupHUMH iHTiOITOpamMu depmenty CYP3A4 (Takumu siK puUTOHABIp, IHIUHABIp, Hedas3aloH,
ITpaKOHA30J1, KETOKOHA30JI, $Ki BBOJATH IEPOPAIBHO), MOXE MPU3BOJUTU N0 30UIBIICHHS
KOHIIeHTpauii gyractepuay. [lonanpiie iHriOyBanHs So-peayKTa3u MpH 30UIbIICHHI TPUBAIOCTI
il JIyTacTepuy € MaJoWMOBIpHUM. AJle MOXIIMBE 3MEHIICHHS YacTOTH BBEACHHS J103
QyTacTepuy y pa3i po3BUTKY MOOIYHMX edekTiB. Crij BiI3HAYWTH, 110 Yy Pa3i MPUTHIYCHHS
AaKTUBHOCTI (pepMEHTY JOBrUil MepioJl HAMiBBUBEACHHS MOXKE CTATHU II€ JOBIIUM 1 CYIyTHS
Teparisi MOXXe y TaKOMY BHITaJKy TPUBATHU MOHAA 6 MICAIIB IO TOTO, SIK OyJe MOCSITHYTO HOBOI
PIBHOB@)XHOI KOHIICHTpAITii.

3acrocyBaHHs 12 T XolecTupaMiny depe3 1 TouHy Micis 3aCTOCYBaHHS OJTHOPA30BOT JO3H 5 MT
IyTacTepuly He BILUTUBAIO Ha (PapMaKOKIHETUKY AyTacTepUIy.

Bnaue oymacmepudy na ¢hapmaxoxinemuxy iHuwux 1ikapcoKux 3acooie

JyTtactepun He BITMBae Ha ¢apMakoKiHETHKY Bapdapuny abo aurokcuny. Lle Bka3ye Ha Te, 1110
nyracrepun He iHriOye / He iHAykye akTuBHICTH (hepmenty CYP2C9 abo P-rmikomporeiny-
nepeHocHuka. JlaHi J0CTiKeHb B3aeMOIil IN VItro Bka3ytooTh Ha Te, 10 AyTacTepHU] HE IHTiIOye
depmentu CYPLA2, CYP2D6, CYP2C9, CYP2C19 a6o CYP3AA4.

VY HeBenukomy pociimkeHHI (N = 24) TpuBajicTIO 2 THXKHI 3 Y4acTIO 3[JOPOBUX YOJIOBIKiB
nytacrepun (0,5 Mr Ha 100y) He BIUTHBAB Ha (DapMaKOKIHETHKY TaMCYJIO3HHY ab0 Tepa3o3uny. Y
BOMY JOCHII>KEHH] TaK0XK He OyJI0 BUSBJICHO O3HAK (hapMaKOIUHAMIYHOI B3a€EMOIII.

Ocoobnueocmi 3acmocy8anus

[To0i1yHi1 peakilii 3 00Ky cepleBO-CYAMHHOI CUCTEMHU

KomOiHoBaHy Tepamiro MOXHa MPU3HAYATH MIiCIs PETEIbHOI OLIHKU KOPUCTI/PU3HKY Y 3B’SI3KY 3
NOTEHLIWHUM MIIBUILEHHSAM PU3HMKY NOOIYHUX peakiliil (BKIOYarOYM CeplieBy HEIOCTATHICTD) 1
HicJis pO3MIIsAly ajJbTEPHATUBHUX BapiaHTIB Teparlii, 30KkpeMa MoHoTepamnii (uB. po3aia «Crnocid
3aCTOCYBaHHSI Ta JI031»).

3a naHuMHM 4-piuHUX KJIIHIYHUX JOCIHIIKEHb, 4aCTOTAa BUHUKHEHHS CEpLEBOi HEJI0CTaTHOCTI
(mepeBakHO MEPBUHHOI CEpIIEBOi HEOCTATHOCTI Ta 3acTIMHOI CEpleBOi HEJOCTATHOCTI) Oyia
BUIIIOIO cepej MAaLi€HTIB, AKi JIKyBaJIHCsd KOMOIHALIEI IyTacTepuly 3 ajb(ha-0J0KaTopom,
TOJIOBHUM YHHOM TaMCYJIO3UHOM, MIOPIBHSIHO 3 MALllEHTAMH, SIK1 HE OTPUMYBAJIM TaKOi KOMO1HAIIIi.
3a JaHMMU IUX ABOX JOCTIDKEHb 4acTOTa CepleBOi HeAOCTaTHOCTI Oyna Hu3bkow (< 1 %) ta
BapiabebHOI Y MeXax IUX JOCHiIKeHb. Jucrponopilii y 4acTOTi BUHHUKHEHHS CEpIIEBO-
CYIUHHHUX TNOOIYHUX SBHUI] HEMae B KOAHOMY 3 JAOCHIKEeHb. [IpHunHHOrO 3B’A3Ky MIiX
3aCTOCYBaHHSIM JIyTacTepuay (okpemo abo y koMmOiHallii 3 ainbga-0610kaTopaMu) Ta BAHUKHEHHSIM
CEpILIeBOi HEJOCTATHOCTI BCTAHOBIIEHO HE Oy10 («DapMaKkoIOTiyHi BIaCTUBOCTI).

[IpoBeneHo Metaananiz 12 paHIOMI30BaHUX, IUIallEOOKOHTPOJIBOBAHMX a00 MOPIBHSIIBHUX
KIHIYHUX AociimkeHs (n = 18802), B skoMy OIIHIOBAJIM PU3HUK PO3BUTKY MOOIYHHMX pPEaKIIii 3
OOKy CepIeBO-CYJUHHOT CHCTEMHU TPU 3aCTOCYBaHHI JyTacTepuy (IMOPIBHSHO 3 KOHTPOJIBHOIO
rpynoro). He Oysio BCTAHOBJIEHO CTIMKOTO CTATUCTUYHO 3HAUYILIOTO 301IBIIEHHS PU3UKY CepLIeBOi
nenocraraocti (BP 1,05; 95 % J1: 0,71, 1,57), roctporo indapkry miokapaa (BP 1,00; 95 % I:
0,77, 1,30) abo iacynbty (BP 1,20; 95 % AI: 0,88, 1,64).

BnnuB Ha npocrarocnenndiuHuii aHTUTeH

Konuentpaniss mnpocratocnenudiydoro anturea (IICA) € BaXIMBUM KOMIOHEHTOM
CKPHHIHTOBOTO TPOIECY JJIsl BUSIBICHHS paKy MepeaMiXypoBOi 3aJI03H.




AYTACTEPUA-BICTA 3patHuii 3HWKyBaTH piBeHb cupoBaTkoBoro [ICA y marlieHTiB y
cepenaboMy ipuban3HO Ha 50 % depe3 6 MicsIIiB JIIKYBaHHS.

VY mnarienTiB, sskuM npuszHadeHo jgikapcekuii 3aci6 IYTACTEPU/I-BICTA, nmoTpibHO 3aHOBO
BuzHaunTu piBeHb [ICA uepe3 6 MicsmiB JiKyBaHHS MM IpenapaToM. 3roJoM Iel piBeHb
PEKOMEHTYEThCS TIEPEBIPATU PeryJIsipHO. byab-ske miarBepmkene 30utbmenHs piBHsa [ICA Bifg
HAHIKIOro piBHS Mia Yac 3acrocyBaHHs jikapchkoro 3aco0y AYTACTEPUIA-BICTA moxe
OyTH CBITUCHHSIM HAsIBHOCTI PaKy MepeaMiXypoBoi 3a1031 a00 HEJJOTPUMAaHHSI PEKUMY JIIKYBaHHS
nikapcekuM 3acobom JJYTACTEPU/-BICTA i notpelye perenbHOr0 BUBYEHHS, HABITH SKILO
noka3sHuku [ICA 3HaX0AThCA Y MEKax HOPMH Y YOJIOBIKIB, sIKi HE JIIKyBaJIUCh IHT10iITOpaMu Sa-
penyktasu. llpu inTepnperanii nokasuukiB [ICA y XBOpHX, $Ki JIKYIOTBCS HpenapaToM
HAYTACTEPUI-BICTA, cnix 3Baxkatu Ha noniepeaHi nmokasHuku [ICA 11t mopiBHSIHHS.
3acrocyBanns Jikapcekoro 3acody JAYTACTEPUI-BICTA He BmiMBae Ha BUKOPHCTAHHS
piBus [ICA mig [iarHOCTUKM paKy MEpeaMiXypoBOi 3a103H MICisl BCTAHOBJIEHHS HOro0 HOBOTO
MOYaTKOBOTO PiBHSI.

3aranpHuii piBeHb CHpOBaTKOBOTO [ICA moBepTaeThCS 10 OYATKOBOTO PiBHS MPOTATOM 6 MiCSIIIB
iCJIsl NPUITUHEHHS JIIKYBaHHS.

CuisignomenHs x ButbHOTO IICA 1 3aransHoro piBHs [ICA 3aimiaeTsest CTaIMM HaBITh ITiJT 4ac
nikyBanHsa npenapatoM JYTACTEPUI-BICTA. Tomy, SKImIo Uisi XBOPOTo, SKHA HpUMAae
AVTACTEPU-BICTY, nikap BUpPIIIUT, BUKOPHCTATU SK BU3HAUEHHS PaKy MEpeaMiXypoBOi
3a7103u BijicoTok BiibHOTO IICA, KOpHTyBaHHS HOr0 3HAUYE€HHS MPOBOAUTH HE TIOTPiOHO.

[lepen moyaTkoM Kypcy JiKyBaHHS JTyTacTEPHAOM Ta MEPIOJUYHO MiJ Yac JiKyBaHHS MOTPIOHO
IIPOBOJIUTH MAJBLIEBE PEKTAIbHE OOCTEKEHHS MAIli€HTA, & TAKOK BUKOPUCTOBYBATH 1HIIII METOAN
BUSIBIICHHS PaKy MEpeaMiXypOoBOi 3aJI03H.

Pak nepeaMixypoBoi 3a1031 Ta MyXJIMHU BUCOKOTO CTYIIEHs rpajaiii 3a [iconom
(nu3pKOoMQepeHItiiioBaHi)

VY xoxi 4-pigHOTrO KIHIYHOTO AOCTIKEHHS 3 ydacTio > 8000 qosioBikiB BikoM Big 50 10 75 pokiB
3 MOMNepeHIMI HETaTUBHUMH pe3ysibTaTaMu O10ICii CTOCOBHO paKy MepeaAMiXypoBOi 3a103U Ta
nouatkoBuM piBHeM TICA mix 2,5 ar/mu ta 10,0 ar/ma (mocnimkenas REDUCE) y 1517 Oys
JIarHOCTOBAHM pak MepeaMixypoBoi 3ano3u. YacToTa BUNAAKIB paKy HEpeaMiXypoBOi 3all03U
(8-10 3a mkanoro I'micona) y rpymi maimieHTiB, sKi JikyBaigucs ayractepunom (n = 29, 0,9 %),
Oy7na BUIIOIO TMOPIBHSHO 3 TPYIOIO, IO OoTpuMyBana muianebo (n = 19, 0,6 %). 36inbmieHHS
YacTOTH BHUMAJKIB PaKy MEpeIMIXypoBoi 3ajmo3u 3a mkaiowo [micona 5-6 ta 7-10 He
croctepiranocs. [IpyunHHOrO B3a€MO3B’SI3Ky MIX 3aCTOCYBAaHHSIM IyTacTepUay Ta BUCOKMMHU
CTaIIsSIMA paKy MEPeIMIXypOBOi 3aJI03M BCTAHOBJIEHO He Oyso. KiiHiuyHe 3HA4YeHHS YHCIIOBOI
qucrpornopuii HeBigoMe. YoNOBIKIB, SKI JIKYIOThCS Jikapcbkum 3acobom JAYTACTEPU/I-
BICTA, HeoOXiHO peryJisipHO NEPEBIPATH Y 3B SI3KY 3 PU3UKOM pakKy MepeIMiXypoBOi 3aJI03H,
BKItoYarouu BusHaueHHs [ICA.

VYV nogaTkoBOMY TOCIIIOBHOMY JBOPIYHOMY JOCJIJKEHHI 3 MAIliEHTaMH, SIKUM 3aCTOCOBYBAJIU
ayractepull Kk XiMiuHy npo¢inaktuky (gociaipkeHHs REDUCE), Oyna BcTaHoBIIeHa HHU3bKa
4yacTOTa HOBUX BUIIAJKIB PaKy IepeaMIXypoBoi 3a51034 (rpymna gyracrepuny: n = 14, 1,2 %; rpyna
wiane6o: n =7, 0,7 %) 3 BIACYTHICTIO HOBUX 11€HTHU(IKOBAHUX BUMAJKIB paKy MepeaMiXypoBoOi
3as1031 3 audepeniiropaddsaM 8—10 6aniB 3a mkanotro [icona.

JloBrorpuBasue mnocinijoBHe (10 18 pokiB) CHOCTEpeKEHHS 3a MallieHTaMH, 110 Opaiu y4acTh Y
KJIIHIYHOMY JOCTI’KEHHI 13 3aCTOCYBaHHIM 1HIIOTO 1HT10iTOpa Sa-penykTasu (diHacTepuay) sk
XiMiuHOT IPO(1IAKTUKH, HE TTOKA3aJI0 CTATUCTUYHO 3HAYYIIO1 Pi3HULI MK TpynamMu (iHacTepuy
Ta r1anedo y yacToTi 3araibHoro BibkuBaHHs (CP [cniBBigHOmeHHS pusukis] 1,02, 95 % 11 0,97—
1,08) abo BMKMBaHHS Micis AiarHOCTYBaHHS paky mnepeamixyposoi 3ano3u (CP 1,01, 95 % Al
0,85-1,20).

Pak rpyanoi 3a51031

[ToBimoMiIsIM TIPO PIAKICHI BUMAAKM paKy TpyIHOI 3aj03U Y YOJIOBIKIB MiJl 4ac KIIHIYHUX
JOCITIJDKeHb Ta y IOCTMapKeTHHroBud mepion. [Ipu oMy emigeMionoriyHi JOCIiIKEHHS
BKa3ylOTh Ha BIJICYTHICTh IMiJBULICHHS PU3UKY PO3BUTKY paKy IpyAHOI 3aJI03U Y YOJIOBIKIB MPHU




3acTOCyBaHHI 1HT10iTOPIB So-peaykTasu. [lamieHTH MOBUHHI HETAHO MOBIIOMIISATH PO Oyab-sIKi
3MIHM y TKaHUHI IPyIHO 3371031, HAPUKJIAJ] BUIUIEHHS 13 COCKa a00 MPHITYyXJIiCTh.
HerepMeTuyHi Karncysau

Hyractepun abcopOyeTbesi uepes3 WIKipy, TOMY JKIHKA Ta JITH MarOTh YHMKATH KOHTAaKTy 3
HETePMETUYHUMH KarcyinaMu. SIKIo piiMHa 3 KarcyJy MoTpanuia Ha MKipy, ii ciix HeraiHo
3MUTH BOJIOIO 3 MUJIOM.

[le4yiHKOBa HEJIOCTATHICTh

BB me4yiHKOBOT HEMOCTaTHOCTI Ha (apMaKOKIHETHKY JyTacTepuay He BuBuanm. UYepes
aKTHUBHUN MeTabO0i3M qyTacTepuay Ta 3—5-THXKHEBHH IMepioj HOTO HaIiBBUBEACHHS JIIKYBaHHS
JyTacTEPUJIOM TAIIEHTIB 13 JIETKOI0 200 CepeTHHOIO0 MEYiHKOBOIO HEJJOCTATHICTIO CIIiI IPOBOJIUTH
3 oOepexHicTio (muB. po3aium  «Crocid 3acTtocyBaHHS Ta 103W», «lIpoTumnokazaHHs»,
«DapMaKoJIOTiYHI BIACTUBOCTI).

3acmocysanns y nepioo eazimmocmi aoo 200y8anHs 2pyooro

@epmunvuicme. 110BiIOMISIIN PO BUNIAAKHU BIUIMBY AYTacTepUIy HA XapaKTEPUCTUKH EAKYIATY
(3MEHIICHHsI KUIBKOCTI CHEpMaTo30i/iB, 00’e€My ESIKYyJSATY Ta PyXJIMBOCTI CIIEPMATO30iliB) y
3I0POBHX YOJIOBIKiB. He BUKIFOUEHUH PU3UK 3HWKEHHS Y0JI0BIYO01 (PEpTUIILHOCTI.

Bazcimuicmes. Jlyracrepun mpoTUTIOKA3aHUH JIJIS JTIKYBaHHS JKIHOK.

Sk 1 iHmI1 1HT10ITOPU S0-peAayKTasu, JyTacTepu MEePEIIKOHKAE TEPETBOPEHHIO TECTOCTEPOHY Y
JUTIIPOTECTOCTEPOH, IO MOXE TJIbMyBaTH PO3BHTOK 30BHIIIHIX CTaTEBUX OpPraHiB y IUIO/A
40JI0BiuOi craTi. HesHauHy KiNbKICTh JIyTacTepuay OyJio BHUSBJICHO B €SKYINATI CyO’€KTIB, SIKi
npuitmanu 0,5 Mr gyracrepuay Ha 100y. HeBigoMo, 4u BIUIMBA€E JQyTacTepH, IO MOTPAIUB JIO
Oprafi3My >KIHKH 13 CIM’SIM YOJIOBiKa, SIKMM JKYETHCS TyTacTEPUAOM, Ha IUIiJ YOJIOBIYOi CTaTl
(el pu3MK € HAWBUIIMM TPOTATOM NEepIIUX 16 THKHIB BariTHOCTI).

Sk 1 y pa3l 3acTOCYBaHHS IHIIUX I1HTIOITOPIB Sa-peyKTa3u, PEeKOMEHAYEThCS KOPUCTYBATHUCS
Ipe3epBaTUBAMH, SIKIIO MTAPTHEPKA MAIIEHTA BariTHa a00 MOTEHIIIHHO MOKE 3aBariTHITH, 3 METOKO
3aro6iranHs NOTPAIUISIHHSA CIM’ S 10 OPTaHi3My KIHKU.

T'ooysanns 2py0oio. HeBimoMo, uu IpOHUKAE TyTacTePUI y TPYIHE MOJIOKO KIHKH.

30amnicmos énnueamu Ha wWeUOKICMb peaKyii npu KepyeanHi agmompancnopmom aoo
IHWUMU Mexanizmamu

3 orysiy Ha papMaKOKIHETHYHI Ta (papMaKOJUHAMIUHI BIACTUBOCTI IyTacTepH]l HE BIUIMBAE Ha
3/IaTHICTh K€PyBaTH aBTOMOO1JIEM Ta IHIIUMH MEXaHI3MaMHU.

Cnoci6 3acmocyeannsa ma 0o3u

Jlikapcekuit 3aci6 AYTACTEPU-BICTA mokHa mpu3Hayat OKpeMo abo y komOiHarlii 3
anbda-6mokaropom TamcynozuHoM (0,4 mr).

Jlopociti 40JIOBIKH (BKIIFOYAIOYM XBOPUX JITHHOI'O BIKY)

PexomennoBana no3a mikapcekoro 3acody AYTACTEPUJ-BICTA — 1 kancyna (0,5 mr) Ha
no0y. [IpuitmaTt mepopanbHo. Karcyiny ciiiji KOBTaTH 171010, HE BIIKPUBATH Ta HE PO3KOBYBATH,
OCKUIBKH IIPU KOHTAKTI 13 BMICTOM KarCyJId MOKJIMBE MOJIPa3HEHHs CIIM30BOi 0O0JIOHKHU poTa Ta
TJIOTKH.

Jlixapcekuit 3aci6 AYTACTEPU/I-BICTA moxHa npuiiMaTH He3aJIeKHO BiJ] IpUHoOMY 1XKi.
Hespakarouu Ha Te, 1110 MOJIETTLIEHHS Bl NPUHOMY Mpenapary MOKe CIOCTepIiraTHCs Ha paHHIN
cTajii, A7 00’ €eKTUBHOT OLIIHKM €(PeKTUBHOCTI [Iii penapary JiKyBaHHs CIIiJ IPOJIOBXKYBaTH HE
MeHIIe 6 MICSIIIB.

HupkoBa HeslocTaTHICTD

dapMaKoKIHETHKY IyTaCTepUAy Y XBOPHUX i3 HUPKOBOIO HEIOCTATHICTIO HE BHBYAIH, TOMY
JKapChKUH 3aci0 citif] 3 00epekHICTIO MPU3HAYaTH XBOPHUM 13 TSHKKOIO HUPKOBOIO HEIOCTATHICTIO.
[leyiHKOBa HEJIOCTATHICTh




®dapMaKOKIHETHKY AyTaCTEPUIY Y MAIIEHTIB 13 IEYIHKOBOIO HEJIOCTATHICTIO HE BUBYAIA, TOMY 3
00EepeXHICTIO CIIiJ] 3aCTOCOBYBATH JIIKAPCHKUI 3aci0 MpH Jerkid Ta MOMIpHIM MediHKOBiH
HEIOCTaTHOCTI. XBOPHUM i3 TSDKKOIO TICUiHKOBOKO HEIOCTATHICTIO Mperapar MpOTUITOKa3aHHIA.

Himu

3aCTOC}’BaHHSI IMPOTHUIIOKA3aHO.

Ilepeoo3ysanns

3a maHUMH KJITHIYHUX JTOCIIKEeHb, pa3oBi 1031 ayTactepuny a0 40 mr/mooy (y 80 pasiB Buii 3a
TEpareBTHYHI), 10 IPUIMAITH JOOPOBOJIBIII MPOTITOM 7 THIB, HE BUKJIMKAJIA TOOOIOBAHb 3 OTIISTY
Ha Oe3reky ix 3acrocyBaHHs. [1i1 yac KIIHIYHUX JOCIIPKEHb 3aCTOCOBYBAIM JIO3H Iy TACTEPUIY
no 5 mr/go0y mpotsarom 6 MicsIiiB 0e3 MOsIBM AOAATKOBUX MOOIYHUX peakiiii MOpiBHSHO 3
3aCTOCYBaHHSIM JyTacTepuy y no3ax 0,5 mr/mo0y.

CrenudiuHoro aHTHIOTy HEMae, TOMY Yy pa3i MOXJIMBOTO IEpeJo3yBaHHS IPOBOAUTHCS
CHUMIITOMAaTUYHA Ta MiATPUMYOUa TEPaITis.

Hobiuni peakuii

MoHoTepaIisi AyTacTEPUIOM

[Mpubmmzno 'y 19 % 3 2167 mnauieHTiB, sKI NOpuiMand AyTacTepua y ABOPIYHHUX
I1aleO0KOHTPOIBOBAHUX JOCIiKeHHAX (asu I1I, mpoTsarom mepmoro poxy JiKyBaHHS BUHUKIN
no0iyHi peakiii. binbuiicte HeOaXkaHUX ABHIL, IO CHOCTEpiraiucs, Oyau Jerkoi abo momipHoi
TSOKKOCTI Ta BPaXKaJId PENPOAYKTHBHY CUCTeMy. [IpOTSATOM HACTYNMHHX 2 POKIB y BIIKPUTHX
PO3MIUPEHUX AOCTIKEHHIX He OYyJI0 BUABIICHO KOJIHUX 3MiH Y Po(iii MOOIYHUX SBUIII.

VY Tabmuui | HaBexmeHo HeOakaHi peakxilii, BHUSBICHI MPOTATOM KOHTPOJIbOBAHUX KIIHIYHUX
BUIIPOOYBaHb Ta y MepioJ MicispeecTpalliiiHoro 3acrocyBanHa. HaBeneni HeOaxaHi sBHILA,
BUSIBJICHI NPOTATOM KJIIHIYHUX BUIIPOOYBaHb, sIKi, HA TyMKY IOCTIIHUKIB, OyiH IOB’s3aHi 3
npUitoMOM JIiKiB (3 4acTOTOrO moHaimenmie 1 %), yacTilie crnocTepirajucs y MaIli€eHTiB, SKi
npuiiMalii AyTacTepu, MOPIBHAHO 3 IUIanedo, MPOTATOM MEPIIOro poKy JiKyBaHHs. HebaxaHi
ABHINA, 3a(iKCOBaHI y Mepioj MiCIHSPEECTPAliifHOrO 3aCTOCYBaHHSA, OyJM BUSBJICHI 3aBISKU
CIIOHTAHHUM 3BiTaM, TOMY CIIPaBXHs X 4acTOTa HEBiIOMa.

Knacudikariist yactoTu mobiuHUX peakiiiii: gyxe vacto (> 1/10), gacto (Big > 1/100 go <1/10),
Heuvacto (Big 1/1000 no 1/100), pinko (Bix 1/10000 no 1/1000) ), nyxe piako (<1/10000), yacrora
HeBiioMa (HEMOJKIIMBO OI[IHUTH 3 HasIBHUX JIAHHX ).

Ta6mmis 1
Cucrema [ToGiuHa peaxiis YacroTra 3aXBOPIOBAHHS 32 JAHUMH KJIIHIYHUX
OprasiB JTOCJTIKEHD
YacToTa 3aXBOPIOBAHHS Yacrota
OpoTAroM 1-ro poky 3aXBOPIOBAaHHS
JikyBaHHS (n =2167) IPOTATOM 2-TO POKY
JikyBaHHS (n = 1744)
3 6oky ImMnorenmis™ 6,0 % 1,7 %
pPEnpONyKTHB- | 3MiHEHE (3HUKEHE) 3,7% 0,6 %
HO1 CUCTEMH Ta | j1i6imo™*
MOJIOYHHX Poznaam eskymsmii*” 1,8 % 0,5%
3aJ103 3axBOpIOBaHHS 1,3% 1,3%
MOJIOYHOIT 31031
3 Goky Anepriuni peakiiii, OriHKa 3aXBOPIOBAHOCTI 32 MOCTPEECTPALlIHHUMU
IMyHHOT BKITIOYAIOUH BHCHII, JTAHUMU
CUCTEMU cBepOiXK, KPOMTUBSHKY, YacTora HeBimoMa
JIOKaJ1130BaHUN HAOpSK
Ta aHT'1OHEBPOTHYHUIMA
HaOpsK




ITcuxiuni Henpecis Yacrora HEBigOMA
po3naau

3 Ooky mikipu | Asonenis (Hacammepen Heuacto

Ta MIAMIKIPHOT | BTpaTa BOJOCCS HA T1JI),

KIJIITKOBUHU rinepTpuxo3

3 O6oky TectukynspHuii Oi1b Ta YacroTa HeBiToMa

PENpOAYKTUB- | HAOPSK
HOI CUCTEMU Ta
MOJIOYHUX
3aJ103

* [1o6iuHi peakiii, OB’ s13aHi 3 MOPYIIEHHSM CTaTeBOI (PYHKIII1, ACOMIFOIOTHCS 3 TIKYBAHHIM Iy TaCTEPHIOM
(BKITIOYArOUM MOHOTEpAIiio Ta KOMOIHAIlit0 3 TaMcyio3uHOM). Lli mobiuHi peakiii MOKyTh TPUBATH ITiCIIS
NPUIUHEHHS JiKyBaHHs. BIUMB gyTactepuay Ha iX TPUBaTiCTh HEBITOMHUIA.

" Brirouae 3MEHILIEHHS 00’ €My CIIEPMH.

+ Brurrodaroun 9y TIUBICTh Ta 301MBIICHHS TPYACH.

KoMb6iHoBaHa tepairis (ryractepui + TaMCyJIO3UH)

Hani 4-piunoro pocnimkenHs CombAT, y skoMmy mopiBHIOBaBcs mpuiiom aytacrepuay 0,5 mr
(n =1 623) Ta tamcyno3uny 0,4 mr (n = 1611) 1 pa3 Ha 100y okpemo i B kom0OiHaii (n = 1610),
MOKa3ajy, IO YacToTa MOOIYHUX SBUI, CIPUYMHEHUX MPHUIOMOM TNIperapariB, MPOTATOM
HEepUIOTo, APYroro, TPETHOro Ta YETBEPTOTO POKY JIIKYBaHHS BiNOBITHO cTaHoBMiIa 22 %, 6 %,
4 % 12 % npu KOMOIHOBaHI Tepamii JyTacTepuIoM/TaMCyI03uHOM, 15 %, 6 %, 3 % 12 % npu
MoOHOTeparii gyracrepunom, a Takox 13 %, 5 %, 2 % i 2 % npu MoHOTEparii TaMCyJI03UHOM.
binpima yactotra BUHHMKHEHHsS MOOIYHUX peakiiii y rpymi KoMOlHOBaHOi Teparii MpOoTAroM
NEepuIoro poKy JiKyBaHHsA Oyjla 3yMOBJIEHa OUIBII BHCOKOIO YacTOTOIO TOPYIICHB
PENpPOAYKTUBHOI CUCTEMHU, 30KpEMa MOPYLICHb €AKYJIIAIIi, 110 CIIOCTEpiraiucs B il Tpymi.
[TpoTsarom niepiioro poky JikyBaHHS y gociipkeHHI CombAT 3a3HadeHi HUKYE TOOIYHI peaKilii,
K1, Ha JYMKY JOCJIIHHKIB, TIOB’s13aHi 3 MPUHOMOM MIpernapariB, Oyl 3apeecTpoBaHi 3 4aCTOTOIO
nioHaiimenIe 1 %; yactoTa BUHUKHEHHS LIMX PEaKIiil mpoTAroM 4 pokiB JIKyBaHHS HaBEJEHA B
Tabnuii 2.

Tabmuws 2
Cucremu opratis [ToGiuna peakiis YacToTa BAHUKHEHHS POTATOM JIIKYBaHHS
1-ro poky | 2-ro poky [ 3-To poky | 4-TO poKy
Kowmbinaris® (n) n=1610 |n=1428 |n=1283 |n=1200
Hyrtacrepun n=1623 |n=1464 ([n=1325 |n=1200
Tamcyno3un n=1611 |n=1468 ([n=1281 |n=1112
3 Goky ImmoTenmis®
PENPOAYKTHBHOT KOMOiHawis? 6,3 % 1,8% 0,9% 0,4 %
CHUCTEMHU Ta JyTacTepu.l 51 % 1,6 % 0,6 % 0,3%
MOJIOYHHX 3aJI03 TaMCyJIO3WH 3,3% 1,0% 0,6 % 1,1%
3MiHa
(3HIKeHHS) Mi6inoP
KoMOiHamis? 53 % 0,8 % 0,2 % 0%
JTyTacTEPH]T 3,8% 1,0% 0,2% 0%
TaMCYJIO3UH 25 % 0,7% 0,2 % <0,1%
ITopyieHHs
esky i
KOMOiHamis? 9,0% 1,0% 0,5 % <0,1%
Ty TacCTEPH/T 1,5% 0,5% 0,2 % 0,3%
TaMCYJIO3UH 2, 7% 0,5% 0,2 % 0,3%




Poznanu 3 6oky
rpyaHoi 3a5m03u°
KoMOiHamis? 21% 0,8% 0,9 % 0,6 %
JyTacTepu/l 1,7% 1.2% 0,5% 0,7%
TaMCYJIO3UH 0,8% 0,4% 0,2 % 0%
3 6oky cepiist Cepuena
HEJIOCTATHICTh
(3aranpHa HazBa %)
KoMOinaris® 0,2 % 0,4 % 0,2% 0,2%
Ty TacTepHU/I <0,1% 0,1% <0,1% 0%
TaMCYJIO3UH 0,1% <0,1 % 0,4 % 0,2%
3 60Ky HEpBOBOi | 3armaMOpOYCHHS
CUCTEMH KoMOiHamis? 1,4 % 0,1 % <0,1% 0,2 %
Ty TacTePHU/I 0,7 % 0,1% <0,1% <0,1%
TaMCYJIO3UH 1,3% 0,4 % <0,1 % 0%

8 Komb6inamiss — pyracrepun 0,5 mr 1 pa3 Ha 100y + tamcynosus 0,4 mr 1 pa3 Ha 100y.

® [ToGiumi peakuii, HOB’A3aHi 3 IOPYIIEHHAM CTaTeBOT (yHKIIii, ACOLIIOIOTHCS 3 TIKyBaHHAM JyTacTEPUIOM
(BKJTIOYAFOUYM MOHOTEpAIi0 Ta KOMOIHAIlI0 3 TamMcysno3uHoM). Lli moOiuHi peakiiii MOXKYyTh TPUBATH
TiCJIsl IPUIMHEHHS JTiIKyBaHHA. BITUB myTacTepuay Ha iX TpUBaJIicTh HEBIJOMUIL.

¢ Brxirogarouu 9y TIUBICTH Ta 301IBIICHHAS TPyACH.

d TepMiH «ceplieBa HEJOCTATHICTE» BKIIFOYAE: 3aCTIHHY CEpLIEBY HEIOCTATHICTh, CEPIEBY HENOCTATHICTD,

JBOLTYHOYKOBY HEAOCTATHICTh, TOCTPY JiBOILTYHOYKOBY HEIOCTATHICTh, KapAIOreHHHH IIOK, TOCTPY

CepleBy HEIOCTaTHICTb, MPABOLLIYHOUYKOBY HEIOCTAaTHICTB, TOCTPY NMPABOILTYHOYKOBY HEIOCTATHICTB,

3aCTiiHy KapAioMIiOIaTilo, CepIeBO-JIETeHEBY HEIOCTaTHICTh, MUIYHOYKOBY HEIOCTATHICTh, CEpIEBO-

JISTEHEBY HEJIOCTATHICTb, 3aCTIHY Kap1iOMiOIaTito.

" Birouae 3MEHIIEHHS 00’ €My CIIEPMU.

JlaHi 1ocai/UKeHb

Hocnimxkenns REDUCE BusiBuiio 6u1b11 BUCOKY YacTOTY paKy MpPOCTaTH 3 OLIIHKOIO 3a IIKaJIOk0
['nmicona 8-10 y 4onoBikiB, SIKi mMpUAMald JyTacTepua, NOpiBHAHO 3 muianebo. Hesimomo, uu
BIUIMHYJIM Ha Pe3yJIbTaTH LbOTO JOCIHIPKEHHS 3MEHUIEHHs 00’ €My NMPOCTaTH YU iHILI (aKTOpH,
MOB’s13aH1 3 TPUHOMOM JTyTacTepUILy.

[ToBiomMisyii  MpPO BHUNAJAKU paky TpyAHOI 3aJ03M Yy YOJOBIKIB y KIIHIYHUX Ta
MOCTMAapKETUHTOBUX JIOCIIKEHHSIX (UB. po3ii1 «OcoO0IMBOCTI 3aCTOCYBAHH» ).

Tlogioomnenns npo nobdiuni peaxyii

[ToBioMieHHs Tpo MOOIYHI peaKIlii micis peecTpalii JIKapchbKoro 3aco0y Mae BEJIMKE 3HAUEHHS.
Lle nae 3Mory MpoOBOJUTH MOHITOPUHT CIIBBIAHOIIEHHS KOPUCTH/PU3UK MPHU 3aCTOCYBAaHHI IIbOTO
JIKapchbKOTo 3aco0y. MeanuHuM Ta (papManieBTUUHUM MpaliBHUKAM, a TaKOX MalieHTaMm abo
iXHIM 3aKOHHUM MPEJCTaBHUKAM CIIiJl TIOBIIOMJIATH MPO yCi BUMAIKU MiAO3PIOBAHUX MOOIYHHX
peakuii Ta BIIACYTHOCTI €(EKTHUBHOCTI JIKapchKoro 3aco0y uepe3 ABTOMaTHU30BaHY
iHdopMmaliiiny cuctemy 3 papmakoHarmsiy 3a nocunanssam https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 4 poxu.

YmoBu 30epiranns

30epiratu B OpUriHANbHIA YNaKoBII JJIS 3aXMCTYy B1Jl BoJIOTH npu Temieparypi He Buiie 30 °C.
30epiratu y HeIOCTYITHOMY JJIs 1iTEH MicLii.

YnakoBka. [To 10 karcyn y 6ictepi, mo 3 abo 9 6micTepiB y KapTOHHIN KOPOOIIi.

Kareropis Binmycky. 3a penenrom.

BupoOnnku


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

TAJIEHIKYM XEJIC C.JLY.
LIUHEA ®APMA, C.J1.
CAT MAHY®AKTYPIHT, C.JLY.

Micue3Haxo/:keHHsI BAUPOOHUKA Ta aJpeca Micls MPOBAIKeHHS Oro XisiJIbHOCTI

Kappep [le Cant I'abpiens 50, Ecrimyrec [le JInmoGperat, 08950, Icnanis.

[Tomirono Inayctpiane Eminiano Pesinna Cans, ABenina ne Arpena, 31, Onsera, Copia, 42110,
Icnamist.

Kapperepa Hamionan 1 Km 36, Can Arycrin aen I'yananike, 28750, Manpun, Icnanis.



