IHCTPYKUIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3aC00y

ETOPUKOKCHB-BICTA
(ETORICOXIB-VISTA)

Cknao:

0ioya peyosuHa.: eTOPUKOKCHO;

1 Tabnerka mictutb 30 mr, 60 Mr, 90 mr a6o 120 Mr eTopuKoKcHuoy;

00ONOMIdCHI ~ pewosuHu: KaybIlito Timpodocdar, Ienron03a  MIKPOKPHUCTAIIYHA, HATPIIO
KpOCKapMeno3a, MarHito cTeapar;

ooononxka madremxu. onanpait Il 6immit 31K28459 (turany miokcun (E171), makTo3u MoHorigpar,
rinpomeros3a, TpUaleTHH).

Jlikapcbka ¢gopma. TabieTku, BKPUTI TTIBKOBOIO 000JIOHKOIO.

OcHosHi  ¢hizuxo-ximiuni eracmusocmi. OUTl KPYyrai JBOOMYKJI TaOJICTKH, BKPHUTI IUIIBKOBOIO
000110HKO10, 3 TUCHEHHIM «E9OX» 3 ogHOrO 60KY 1 «30%» 260 «60», a60 «90», abo «120» 3 iHIIOTO
O0Ky.

dapmakorepaneBTHYHA Tpyna. HectepoinHi mpoTu3amanbHi Ta MPOTUPEBMATUYHI MpEHapaTH.
Koxcuou. Kog ATX MO1A HO5.

Dapmakonoziuni eracmusocmi.

DapmaroounHamika.

MexaHi3M fii.

ETopukokcu6 € mepopalbHUM CENEeKTUBHUM IHTIOITOpoM mukiookcurenasu-2 (LIOI-2) y mexax
KIIIHIYHOTO J{iana3oHy J03.

VY xoxi kaiHIYHEX (HapMaKOJIOTIYHHUX AOCTIIKEHb ETOPUKOKCUO 10303a1exHo iHrioysas L1OI-2 6e3
iaridyBannst L{OI'-1 mpu 3actocyBanHi y mozax mo 150 mr Ha mo0y. ETopukokcu® He iHriOye
CHHTE3 INPOCTAIIaHJMHIB LIUIyHKa Ta HE BIUIMBAa€ Ha (QyHKLIO TpoMOouutiB. L{ukiookcureHasa
BIJINIOBiJIa€ 32 YTBOPEHHs mpocTariaHauHiB. IneHtudikosano asi izopopmu — LOI-1 1 HOI-2.
LHOI'-2 € 130hopMor0 (pepMeHTy, 110 1HAYKYEThCS IMITYIBCOM MPO3anajeHHs Ta PO3IIIAEThCS K
OCHOBHUH (akTop, KU BIJINOBIAA€ 32 CUHTE3 IPOCTAHOITHUX MeAlaTopiB OOJt0, 3amaleHHS 1
rapsuku. [1OI'-2 Takox 3ajisiHa y mpolecax OBYJIALI{, IMIUIaHTalii Ta 3aKpUTTS apTepiajbHOi
MIPOTOKH, PeryiisLii GyHKIIT HUPOK 1 LIEHTPaJIbHOI HEPBOBOI cUCTEMU (1HAYKILIIS TapsSuKy, BITIYTTS
600, KOTHITUBHA (QyHKIsA). Takok Moxe OpaTé ydacTh y mpolieci 3aroeHHs Bupazok. L[OI'-2
OyJ0 11eHTU(PIKOBAHO Y TKAaHWHI HAaBKOJIO BUPA3KH IITyHKA Yy JIOAWHHU, ajie 3HAUeHHS JUIsl 3aTO€HHS
BHPAa3KU HE BCTAHOBJICHO.

EdexTuBHICTS.

VY mauieHTIB 3 0CTEOAPTPUTOM €TOPUKOKCHO y 11031 60 mMr 1 pa3 Ha 100y 3HAUHO MOKpALIYE CTaH
pH OOJISX Ta OLIHKY MMalli€EHTa HI0J0 CTaHy 3axXBOproBaHHSA. L{I mMO3UTHBHI epeKTu crocrepiraaucs
BXKE Ha JApPYruil JeHb JiKyBaHHs 1 30epirajgucs NpoTAroM Imepiogy 10 52 TwxHIB. Y Xoji
JOCTIKEHb 13 3aCTOCYBaHHSAM €TOpPUKOKCHOY B 11031 30 mr 1 pa3 Ha 100y e(peKTUBHICTh LOTO
JKapchKOro 3aco0y nepeBulllyBaa mianedo npotsaroM 12 THKHIB JiKyBaHHS (BUKOPHUCTOBYBAIMCS
OIIHKM, MO0 3aCTOCOBYBAJIHUCS B IHIIUX JOCHIDKEHHsX). [lig9ac moCimipKeHHS Mia0opy 103U
€TOPUKOKCUO Y 1031 60 MI' IEeMOHCTPYBaB 3HAYHO OUNIBII BUpaKeHE MOKpAIeHHsI, HiXk B 1031 30 Mmr,
BIJIHOCHO YCiX 3 OCHOBHMX KIHIIEBUX TOYOK TICJI 6 THXKHIB JIIKyBaHHS. 3acTOCyBaHHs 103 30 mr
IPU OCTEOAPTPHUTI KUCTI HE BUBYAJOCS. Y MAIIEHTIB 3 PEBMATOITHUM apTPUTOM ETOPHUKOKCHO Y
no31 60 mr ta 90 mr 1 pa3 Ha 700y 3HAYHO MOKPAIIyBaB CTaH CTOCOBHO BHPAXEHOCTI 00O,
3amaneHHs, a TaKoX PYXJIUBOCTi. Y XOJi AOCHIKEHb 3 OIHKK 103 60 mr ta 90 Mr MO3WTHUBHI
epextn 30epirasiucs MNpoTsIromM 12-TkHEBOro mepiony JikyBaHHS. OOuaBa 103yBaHHS
eTopukokcudy — 60 mr 1 pa3z Ha 100y Ta 90 mr 1 pa3z Ha 100y — Oyau OinbIl eheKTUBHI, HIXK
mnane6o. Jloza 90 mr Oyna edekTuBHIma, HiXK g03a 60 Mr, BIAMOBIIHO J0 3arajbHOI OI[IHKU OO0




naiienTiB (0—100 MM BizyasibHa aHAJIOTrOBa IIKaJa), 13 CepeHiM mokparieHHsm —2,71 mm (95 % Al
[moBipumii iHTepBai|: —4,98 MM, —0,45 MMm).

VY mamieHTiB 3 HamajaMu TOCTPOrO MOJATPHUYHOrO apTPUTY €TOPUKOKCHO y 1031 120 mr 1 pa3 Ha
100y mpoTsroM 8 JHIB MOJIETITYBaB O1Ib Y CYIJI00aX CEpeaHbOrO 1 TSKKOTO CTYIICHS Ta 3arajeHHs
MOPIBHSIHO 3 iHAOMETanuHOM y 1031 50 mMr 3 pa3u Ha 1n00y. 3MEHIIEHHS BUPAXKEHOCTI OO0
CIIOCTEPITraeThCs BXXKE 4Yepe3 4 TOAWMHU IIICIs MMOYATKy JIIKYBaHHS. Y TMAIli€HTIB 13 aHKIJIO3UBHUM
CHIOHTMITITOM €TOPUKOKCHO y 1031 90 Mr 1 pa3 Ha o0y 3abe3nedye 3HaYHE MOKPAIICHHS ITPU OO0
y XxpeOTi, 3amajgeHHi, OOMeXeHHI PyXiB, a TaKOX IMOKpanrye GyHKIIOHAIbHY 31aTHICTh. KitiHiuHI
NepeBaru €TOPUKOKCHOY CHOCTEepiraqucs Ha JAPYruil JeHb Michs moyarky Tepamii i 30epiramucs
YOPOJIOBXK S52-THXKHEBOTO MEPIOAy JIKYBaHHS. Y X0/ APYroro JOCHIDKEHHS 3 OIIHKH 103U 60 Mr
MOPIBHSIHO 3 703010 90 Mr etopukokcu6d y mo3i 60 mr 1 pa3 Ha 100y Ta 90 Mr 1 pa3 Ha m00y
MPOJICMOHCTPYBAB CXO0XY €(EKTUBHICTh NOpIBHAHO 3 HampokceHoM 1000 mr moaeHHO. Y
MAIi€HTIB, [0 HE JAEMOHCTPYBAJIM aJCKBATHOI BIAMOBIAI IiJ 4Yac 3acToCyBaHHS 103U 60 wmr
IIOJIEHHO MPOTArOM 6 THXKHIB, MIABHIIEHHS A03U 710 90 Mr ILIOJIEHHO MOKPAIlyBaJIO OLIHKY
iHTeHcuBHOCTI 600 y cruHi (0—100 MM Bi3yasibHa aHAJIOTOBA IIIKajia) MOPIBHSIHO 3 MPOJAOBKEHHAM
npuitomy 60 Mr 10/1€HHO, 13 cepeAHiM nokpameHuam —2,70 mm (95 % A1: —4,88 mm, —0,52 mm).
[Tig yac KIIHIYHOTO JOCIIDKEHHS MiCISONEPAiftHOr0 3yOHOro 000 eTOpUKOKCcHO y 1031 90 mr
3acTocoByBaBca | pa3 Ha 100y 1O TpbOX JAHIB. Y MIATPYIi MAIll€HTIB 3 MOMIpHUM OOJeM B
MIOYaTKOBOMY CTaHi €TOPUKOKCUO y 1031 90 MI 1eMOHCTpYBaB 3HEOOMIOBAILHUN e(eKT, MoXiOHuH
no Ttakoro B ib6ympodeny 600 mr (16,11 mporu 16,39; P = 0,722), i nepeBuiiyBaB edekt
napareramoiy/koaeiny 600 mr / 60 mr (11,00; P < 0,001) i rurane6o (6,84; P < 0,001), mo
BHU3HAUaJI0Cs 32 MOKa3HUKOM MOBHOro nojermeHHs Oomo yepe3 6 roaun (TOPARG6). Kinbkicts
MAI€HTIB, SKI TOBIJOMIISUTM TIPO 3aCTOCYBAaHHS JIKApChKUX 3ac00iB EKCTPEHOro 3HEOOJICHHS
npotsrom 24 roau, ckiana 40,8 % y rpymi 3actocyBaHHs eTopukokcuOy 90 mr, 25,5 % y rpymi
3acrocyBaHHs 10ympodeny 600 wmr koxHi 6 romuH 1 46,7% 'y Tpymi 3acTOCYBaHHS
napaneramony/koaeiny 600 mr /60 mMr koxkHi 6 roauH TOpiBHAHO 3 76,2 % mMalieHTIB, SKi
npuiMany miane6o. Y 1pOMY JOCHTIDKEHHI IMOYaTOK aHAJITe3WBHOI Mii (BIAYYTHE MOJICTTICHHS
60110) 90 Mr eTopukokcuOy crocrepiragocst Bke uepe3 28 XBHIWH Mics MPUHOMY JiKapChbKOTO
3aco0y.

besneka.

MixHapoJHa JOCTIIHUILKA MPOrpaMa TPUBAJIOrO 3aCTOCYBAHHS CTOPHKOKCHOY i AMKIO(EeHaKY
npu aptputi (MEDAL).

[Iporpama MEDAL Oyna npocneKTUBHO PO3POOJICHOIO MPOTPaMOI0 BIIHOCHO PE3YIbTaTIB MO0
O0e3nekn 3 OOKYy CepleBO-CyIWHHOI CHCTEeMH, OTPUMAaHUX 3a 00 €JHAHHUMH JaHUMU TPHOX
PaH/I0MI30BaHUX, MTOJIBIMHO CIIMUX, KOHTPOJIbOBAHUX aKTHBHUM JIIKAPCHKUM 3aCO00M MOPIBHSHHS
nocikens (nocaimkenas MEDAL, EDGE 111 EDGE).

VY nocmimpxenHi MEDAL, mo Oyno HampaBieHe Ha BHU3HAU€HHS BIUIMBY Ha CEpLEBO-CYAUHHY
cucremy, Opanu ydacth 17804 mamientu 3 octreoaptputroM (OA) i 5700 — i3 peBMaTOinHUM
aptputoM (PA), sixi 3actocoByBanu eropukokcu0 y a031 60 mr (OA) uun 90 mr (OA 1 PA) abo
nukiodenak y no3i 150 mr Ha 100y npotsrom B cepeanbomy 20,3 micsis (MakcumanbHo — 42,3
Micsis, meaiana — 21,3 micsns). Y mpoMy JoCHiKeHHI Oynu 3adikcoBaHI TIIBKH CEpHO3HI
noOi4HI peakuii 1 MPUIMHEHHS NPUHOMY JIIKapChKOTO 3aco0y BHACITIAOK BUHUKHEHHS OYIb-sKHX
MOOIYHUX peaKIii.

VYV xoni pochimxens EDGE 1 EDGE Il mnopiBHIOBaM IUTYHKOBO-KHIIKOBY ME€PEHOCHUMICTh
eTopukokcuOy 1 mukinodenaky. Y mocmimkenHi EDGE Opamu ywgacts 7111 mamientiB 3 OA, ski
OTPUMYBAJIM €TOPUKOKCUO y 11031 90 mr Ha noOy (y 1,5 pasa BHILE pEeKOMEHIOBAHOI JIO3U IS
nmikyBanHs OA), abo nukinodenak y no3i 150 mr Ha 00y mpoTtsaroMm B cepeanboMy 9,1 Micsus
(Makcumym — 16,6 wmicsns, meniana — 11,4 micsst). Y pocnimxendi EDGE 11 6panu yuacthb
4086 mamientiB 3 PA, siki oTpuMyBanu JIiKyBaHHS €TOPHKOKCHOOM y 1031 90 mr Ha moOy abo
aukinopeHakoM y no3i 150 mMr Ha no0y mpotsrom B cepenHboMmy 19,2 Micsns (MakcCUMyM —
33,1 micsms, memiana — 24 mics).

VY 06’ennaniii mporpami MEDAL 6panu yuacts 34701 mauient 3 OA 1 PA, ski oTpumyBaiu
JIKYBaHHS YIPOJIOBXK Mepioay B cepenHbomy 17,9 micsns (makcumym — 42,3 micsus, MeiaHa —
16,3 micsis); mpubimszao 12800 marfieHTiB OTpUMYBAIY JIIKyBaHHS MOHAJ 24 Micsalli. Y THAIli€HTIB,




3apeecTpOBaHMX y Wil mporpami, Oyau pi3HI MMOYATKOBI YMHHMKH PH3UKY CTOCOBHO CEpIEBO-
CYIMHHOI CUCTEMH 1 nuTyHKOBO-KHUITKOBOTO TpakTy (IIIKT). IlamienTn 3 HemoaaBHO MepeHECEHUM
iHpapKTOM MiOKap/a, AaoOpTOKOPOHAPHUM IIYHTYBaHHAM a00 Yepe3IIKipHOI KOPOHAPHOIO
AHTIOIUIACTUKOID YIPOJOBXK 6 MICAIIB N0 peecTparii B JOCHIIHKCHHI OynM BHUKJIIOUYEHI 3
JOCHIJKeHHS. Y JOCHIPKEHHSIX OYyJ0 JO3BOJEHO 3aCTOCYBAHHS TacTPONPOTEKTOPHUX JIIKAPCHKUX
3ac00iB 1 allETHIICATIIIUIIOBOT KUCIIOTH Y HU3bKHUX J103aX.
3acanvua be3nexa.
He Oyno cyTTeBHX BIIMIHHOCTEH y YacTOTI TPOMOOTHYHHUX CEPILIEBO-CYAMHHUX YCKIAIHEHb MPH
3aCTOCYBaHHI €TOpPUKOKCHMOYy 1 jaukinodenaky. KapmiopenanpHi mnoOiynHi peakuii dacTime
CIIOCTEpIrajgucsi TPU 3aCTOCYBaHHI ETOPUKOKCHOY, HDK JukiIodeHaky, 1eil edekr OyB
J10303aJIeKHUM (JIETAILHO MPO pe3yibTaTH auB. HUxk4e). [To6iuni peakmii 3 6oky KT i nedinku
BUHHMKAJIM 3HAYHO 4YacTille IPH 3acCTOCYBaHHI IUKIO(EHaKy, HIX eTopukokcuOy. Yacrora
BUHUKHEHHS o0iyHMX peakuiil B nocnimkenHsx EDGE 1 EDGE 11, a takox moOiqHHX peakxiiii, mo
po3rsIIanucs K Ceplo3HI abo Taki, MO0 NPHU3BOIATH [0 BIJIMIHM JIIKApCBKOrO 3aco0y B
nocmimxenni MEDAL, Gyna BUIIOO IpU 3aCTOCYBaHHI €TOPUKOKCHOY, HIK JUKIO(PEHAKY.
Besnexa 6ionocro cepyego-cyounnoi cucmemu.
YacTora MIATBEPIKEHUX TPOMOOTUYHHUX CEpIEBO-CYAMHHUX CEPHO3HMX TMOOIYHUX peaKiii
(BKiIIOYarouM peakxiii 3 00Ky ceplis, epedpoBacKyIsIpHiI peakiiii 1 peakiii 3 60Ky nepudepuaHux
cynuH) Oylia IOPIBHSHHOIO Y €TOPUKOKCHOY 1 nukiiodeHaky (mani migcymoBano B Tabmuii 1). He
Oy10 CYTTEBUX BIIMIHHOCTE B IOKa3HUKaX YacTOTH TPOMOOTHYHHMX YCKIIAQJHEHb IPH
3aCTOCYBaHHI €TOPUKOKCHOY 1 MUKIOPEHAKy B YCIX MpOaHAII30BaHUX IMIATpyHax, BKIIOYAOYU
MAIieHTIB 13 KapAiOBacKyJSIpHUM pU3UMKOM. [Ipu okpemMomy po3riisiii  BIIHOCHUH  pPHU3UK
BUHUKHCHHS ITiITBEP/PKEHUX CEPHO3HUX TPOMOOTHYHHMX MMOOIYHUX peakiid 3 OOKy cepIreBo-
CYIUHHOI CHCTEMH IPH 3aCTOCYBaHHI eTOpUKOKCcHOY B 7031 60 Mr ab6o 90 mr i qukinodeHaxky B 1031
150 mr OyB 0JIHAKOBUM.

Tabmuus 1
[Toka3HUKHM MiATBEPHKCHUX TPOMOOTHYHHX YCKIQJHCHb 3 OOKY CEpIEBO-CYIUHHOI CUCTCMH
(06’emnana nmporpama MEDAL)

ETopuxokcu6 Juknodenak [MopiBHSHHS MiX
(N =16819) (N =16483) rpynamu JTiKyBaHHS
YcknagHeH s 25836 namieHTo-pokiB | 24766 manieHTO-pOKiB
Toka3HuK' Toka3HuK' BinHocHuit pusuk
(95 % AD) (95 % AI) (95 % AD)
[TinTBepKeH1 cepio3Hi TPOMOOTHYHI MOOIUH1 peakilii 3 00Ky cepleBO-CYIMHHOI CUCTEMHU
3a IpOTOKOJIOM 1,24 (1,11; 1,38) 1,30 (1,17; 1,45) 0,95 (0,81; 1,11)
3a HaMipOM JTIKyBaTHCS 1,25 (1,14; 1,36) 1,19 (1,08; 1,30) 1,05 (0,93; 1,19)
[TinTBepKEeH1 YCKIIQAHEHHS 3 00Ky cepls
3a IpOTOKOJIOM 0,71 (0,61; 0,82) 0,78 (0,68; 0,90) 0,90 (0,74; 1,10)
3a HaMIpOM JIIKyBaTUCS 0,69 (0,61; 0,78) 0,70 (0,62; 0,79) 0,99 (0,84; 1,17)
[TinTBEpIKEeH] IepeOpOBaCKYISPHI YCKIIAAHEHHSI
3a IpOTOKOJIOM 0,34 (0,28; 0,42) 0,32 (0,25; 0,40) 1,08 (0,80; 1,46)
3a mamipom mikysatucs| 0,33 (0,28; 0,39) 0,29 (0,24; 0,35) 1,12 (0,87; 1,44)
[TinTBEpKEeH1 YCKIalHEHHS 3 00Ky nepu(epuyHux CyJuH
3a IpOTOKOJIOM 0,20 (0,15; 0,27) 0,22 (0,17; 0,29) 0,92 (0,63; 1,35)
3a namipowm sgikyBarucs| 0,24 (0,20; 0,30) 0,23 (0,18; 0,28) 1,08 (0,81; 1,44)

"Vexnaguens na 100 MaI[lEHTO-POKIB.

JI — noBipunii iHTEpBa.

N — 3arayibHa KUTBKICTh MALI€HTIB Y MOIMYJISLIT 38 IPOTOKOJIOM.

3a MPOTOKONIOM: YCi YCKIaJHEHHsS IIiJ] 4Yac JOCHi/pKyBaHOI Tepamii abo mporsrom 14 namiB micns i
MPUITUHEHHS (32 BUHATKOM TMAI€HTIB, SIKI MpUAHSIN < 75 % JOCHiPKyBaHOTO JKapCchKOro 3acody ado
npuiiMany HeAOCiAKyBaHi HeCTepoifHI mpoTH3ananbHi 3acoou > 10 % Bcworo nepioay).

3a HaMipoM JIIKyBaTUCS: BCl MiATBEPAXKEHI YCKIaJHEHHS 10 3aKiHYeHHS JOCTIDKEHHS (Y T. 4. y MAlli€HTiB,
SIKI MOTJIM 3a3HATH BTPYYaHHS, HE TOB’SI3aHOTO 3 JOCIHI/PKEHHSM, 3 MOJAIBIIAM MPHITUHEHHSIM MPUHOMY
JOCITIDKYBAHOTO JIKapChKOTO 3aC00Y).



3arampHa KUIBKICTH paHIOMI30BaHMX marlieHTiB: 17412 y rtpymi eropukokcwby 1 17289 y rpymi
TUKITOGEHAKY.

[Toka3HUK cepreBO-CYJMHHOI CMEPTHOCTI, SIK 1 3arajbHOi CMEpTHOCTI, OyB MOJIOHMM y rpymnax
JIIKYBaHHSI €TOPUKOKCUOOM 1 TUKIO(DEHAKOM.

Kapoiopenanvhi yckiaonenns.

[Tpubnuzno 50 % mauienTiB, npuitHATHX y nociaimkenass MEDAL, manu aptepiaibHy rinepTeHsito
B aHaMHe31 Ha NOYAaTKOBOMY eTami. Y [bOMY JOCT/DKEHHI 4acTOTa NPUIMMHEHHS JIKyBaHHS
YHACIIOK BUHUKHEHHS TMOOIYHUX peakIiliii, MOB’s3aHUX 13 apTepiaJbHOI0 TilepTeHsi€r, Oyra
CTAaTHUCTUYHO 3HAYHO BWIIOIO y TPYIi 3aCTOCYBaHHS €TOPUKOKCHOY, HDXX y Tpymi AUKIO(EHaKY.
YacTtora Takoi mMoOIYHOI peakilii, sK 3acTiiiHa cepieBa HEIOCTATHICTh (MIPUNUHEHHS MNPUHOMY
JKApCHKOTO 3ac00y 1 cepilo3Hi peakiii), Oynaa aHAIOTIYHOIO K NIPU MPUHOMI €TOpUKOKCHOY 60 M,
TaK 1 mpu npuiioMi aukinodenaky 150 mr, mpore yacToTa BUHUKHEHHS [UX Peakiiii Oyia BUIIOO
npu npuiioMi eropukokcuOy 90 Mr mopiBHSHO 3 nukiopeHakoM 150 mMr (CTaTUCTHYHO 3HAYYIIA
pI3HHUI TIpH TpuiioMi eTopukokcuOy 90 mr mopiBHsSHO 3 150 Mr aukinodenaky B rpym OA
MEDAL). YactoTa miATBEpKEHUX IMOOIYHMX peaklidd, MOB’S3aHUX 13 3aCTIHHOIO CEPIEBOIO
HEJOCTaTHICTIO (sABHILNA, 10 OyaM CcepiHo3HMMH 1 BHMarajid TocmiTamizamii ado HeBiJIKIaAHOI
J0NOMOTH), Oyja HE3HAYHO BHUIIOK NpPU NPUHOMI ETOPHUKOKCHOY TMOPIBHSHO 3 TNPUHOMOM
mukiodenaky 150 mr, 1 uet edexT 3anexan Bia A03H. YacToTa MpUNUHEHHS JIKYBAaHHS YHACIITOK
BUHUKHEHHS TOOIYHUX peakiliii, moB’s3aHuX 3 HaOpskamu, Oyja 3HAYHO BHUILOK MpPHU MPHHOMI
€TOPUKOKCUOY MOpiBHSAHO 3 mpuiloMoMm mukiodenaky 150 mr, 1 meit edekt 3anexaB BiJ 103U
(cTaTHCTUYHO 3HAUYIIA PI3HUI NIPH MPHIHOMi eTopuKOoKcHOy 90 mr, ane He eTopukokcuoy 60 mr).
Kapaiopenanbni pesynbtatu, orpumani B gociimkeHHsx EDGE i EDGE 11, BianoBiganu ganum,
po sIKi moBigoMIsocs B gociimkenHi MEDAL.

B okpemux pocnimkenHsax nporpamu MEDAL abconroTHa 4YacToTa NMPUIMHEHHS JIKyBaHHS B
Oyab-sIKid Tpymi JTiKyBaHHS eTOpUKOKcHOoM (60 mMr abo 90 wmr) cranoBuna mo 2,6 % mpu
aprepianbHiii rimeprensii, mo 1,9 % mnpu Habpskax 1 mo 1,1 % mnpu 3acTiiiHiil cepueBiit
HEJOCTAaTHOCTI, NMPU [FOMY BHUIA YacTOTa BiIMIHM JIIKQpChKOTO 3aco0y crocrepiranacs y pasi
npuiioMy eropukokcuOy 90 mr, Hixk 60 Mr.

Pezynomamu winynxoeo-kuwkoeoi nepenocumocmi 6 npoepami MEDAL.

3HaYHO MEHIIMKM MMOKa3HUK BIAMIHM JIKapChbKOro 3aco0y BHACTIIOK BUHUKHEHHS OYIb-SKOTO
KiHIyHOro yckinagHeHHs 3 O0oky LHIKT (manpuknan aucnerncii, abaoMiHaabHOTO 000, BUPa3KH)
CIOCTepiraBcs IpH 3aCTOCYBaHHI ETOPUKOKCHOY, HIK JUKIO(EeHaKy, B KOXHOMY 3 TPbOX
nocaikenb nporpamu MEDAL. TlokazHukM BiIMIHU JIIKAPCHKOTO 3ac00y BHACHIIOK KIITHIYHHX
peakiif 3 6oky HIKT Ha 100 mamieHTO-pOKiB 3a Bech Mepio AOCHiIKeHHs Oynu Takumu: 3,23 s
eTopukokcu0y 1 4,96 nna nukiodenaky B mocmimkenni MEDAL; 9,12 nnst eropukokcuOy 1 12,28
s aukiodenaky B npocmimxenHi EDGE; 3,71 nns eropuxokcudy i 4,81 nns nukinodeHaky B
nocimimkenai EDGE II.

Pezynomamu npoepamu MEDAL wooo 6e3nexu ons LLKT.

3aranbHi peakuii 3 0oky BepxHboro Bigauny IIKT Oynu BuzHadeHi sik nepdopariii, BUpa3ku 1
kpoBoTeui. Iliarpyma 3aranpHux peakuiii 3 6oky BepxHboro Bigainy LIKT, ski BBaxkanucs
yCKJIaJIHEHUMH, BKIItouana nepdopaiiii, oOCTpyKuii 1 ycKJIaJHEeH] KpOBOTEYl; MIArpyINa 3arajbHUX
peakuii 3 Ooky BepxHboro Bigairy LIKT, ski BBaxanucs HEyCKIAQAHEHUMH, BKIIOYasa
HEYCKJIaJHEH1 KPOBOTEUIl 1 HEYCKJIQJHEH1 BUPa3KH. 3HAYHO MEHIIUN MOKA3HUK YaCTOTH 3arajibHUX
peakuiii 3 Ooky BepxHix Bigaute ILIKT crocrepiraBecst mpu 3acTocyBaHHI €TOPHUKOKCHOY, HIXK
nukiaodenaky. He Oyno cyTTeBOi pi3HUII MK €TOPUKOKCHOOM 1 JUKIO(EHAKOM II0A0 MOKa3HUKa
YacTOTU YCKJIaJHEHHUX peakiiil. J[js miArpynu Takux peakiii, sk KpoBoTeYa y BEpXHbOMY BIJILII
HIKT (06’ennaHi yckiaaJHEHI 1 HEYCKJIaJHEH1), He OYyJI0 CYTTE€BOI BIIMIHHOCTI MIXK €TOPUKOKCHOOM
1 nukiogpenakoM. IlepeBara eropukokcuOy mono BmiuBy Ha BepxHii Bigain LLIKT mopiBasHO 3
nukiodeHakoM He Oyina CTAaTUCTUYHO 3HAUYIIOK Yy TAI€HTIB, M0 OJHOYACHO 3aCTOCOBYIOTH
acIipyH B HU3bKUX J103ax (mpuOiam3HO 33 % marjieHTiB).

[Tokasuuk yactotm Ha 100 maIi€eHTO-POKIB MIATBEPIKCHUX YCKIAAHCHUX 1 HEYCKIATHEHUX
KJIIHIYHUX peakiiil 3 6oky BepxHboro Biaauny HIKT (nmepdoparii, Bupa3ku i1 KpoBOTEU1) CTAaHOBUB
0,67 (95 % A1 0,57, 0,77) npu npuitomi etopukokcudy i 0,97 (95 % Al 0,85, 1,10) npu npuiiomi
IUKIo(eHaky, mpu bOMYy BIJHOCHHUN pu3uk craHoBuB 0,69 (95 % Ml 0,57, 0,83). Busnauascs



MOKa3HUK YaCTOTHU MIATBEPIKEHHUX peakiiid 3 60Ky BepxHboro Bigainy LIIKT y nmarienTiB 1iTHHOro
BiIKYy; HaWOUIbIlEe 3HM)KEHHS CIOCTepirajgocs y mMauieHTiB BikoMm >75 pokiB (1,35 [95 % Ml 0,94,
1,87] peaxuii Ha 100 narieHTiB-pOKiB IpU MpUHOMi €TOPUKOKCUOY MOpiBHAHO 3 2,78 [95 % /11 2,14,
3,56] npu nipuitomi tuKI0PeHaKY).

[Toka3HUKM YaCTOTH MiATBEP/PKEHUX KIIHIYHUX peakiiii 3 Ooky HmwxHbOro Bigmimy HIKT
(mepdoparttis TOHKOro ad0 TOBCTOTO KHIIEYHHKY, OOCTPYKIIisi a00 KpPOBOTEYa) CTAaTHUCTUYHO HE
BIJPI3HSUTUCS MIPH 3aCTOCYBaHHI €TOPUKOKCUOY 1 TUKIO(]EeHaKy.

Pesynomamu npoepamu MEDAL w000 be3nexu 015 neuinku.

ETopukokcu6 OyB acoriioBaHui 13 CTATUCTUYHO 3HAYHO MEHIIIOK YaCTOTOIO BiJIMiHU JIIKAPCHKOTO
3aco0y YHACIIJOK BHHUKHEHHS MOOIYHUX peakIliii 3 00Ky MeuiHKU, HDK JukiodeHak. Y 00’ eIHaHii
nporpami MEDAL 0,3 % mnarieHTiB, 10 3aCTOCOBYBAJld E€TOPUKOKCUO, 1 2,7 % maIli€eHTiB, 10
3aCTOCOBYBAIM JUKIO(QEHAK, NPUIIMHWIM 3aCTOCYBaHHS JIKAPCHKOrO 3aco0y BHACIIIOK
BUHUKHEHHS NMOOIYHUX peakiii 3 60Ky nedinku. [lokasauk Ha 100 nmamienTo-pokiB cranoBus 0,22
IIPU 3aCTOCYBaHHI eTOpUKOKCHOY 1 1,84 mpu 3actocyBanH1 qukiiodeHaky (p-3nauenns oymno < 0,001
JUTSL ETOPUKOKCHOY TOpiBHSHO 3 aukiiopeHakom). [Ipore B mporpami MEDAL GinbiricTs moOigHUX
peakiiiii 3 00Ky MeYiHKU OyIM HECEPHUO3HUMHU.

JonarkoBi j1aHi 3 O€3MEKH JUIsl CEPIIEBO-CYAMHHOI CHCTEMH IIO0 TPOMOOTHYHHUX YCKJIAJAHEHBb. Y
X0l KJIIHIYHUX JOCTIDKeHb, 32 BUHATKOM JaociipkeHb nporpamu MEDAL, npu6mmsno 3100
MAIEHTIB OTPUMYBAJIM €TOPUKOKCHO Yy 1103ax > 60 mr Ha 100y ynpoxomx 12 TwxHiB i goBure. He
Oy/i0 3HAYYIIOi BIAMIHHOCTI TMOKAa3HUKIB MIATBEP/HKEHUX CEPHO3HUX TPOMOOTHYHHUX CEpPIIEBO-
CYIUHHUX YCKJIQJIHCHb Y TAIIEHTIB, SKi MPUHAMaIHA €TOPUKOKCHO y 1031 > 60 Mr, mianedo abo iHmIi
HII33 [HecTepoigHi mpoTu3anaibHi 3acobu| (3a BUHATKOM HampokceHy). IIpore udactora Takmx
peakiiii Oyna BHIIOI0 y MAIi€HTIB, SIKIi OTPUMYBAJIU ETOPUKOKCHO, TOPIBHSHO 3 THMH, XTO
oTpuMyBaB HampokceH y 71031 500 mr 2 pasu Ha 100y. BiqMiHHICT aHTUTPOMOOTHYHOT aKTUBHOCTI
Mmix geskumu HII33, mo iarioyrore LIOI'-1, i cenextuBHuMU iHTiOITOpamMu 1OI'-2 Moxe Oytm
KJIIHIYHO 3HAYYIIOI0 Y MAli€HTIB TPYNH PU3UKY BUHUKHEHHS TPOMOOEMOOIIYHUX YCKJIaJHEHb.
CenextuBHi iHrioitopu IIOI'-2 3HIWXKYIOTP YTBOpPEHHS CHCTEMHOTo (i TOMY, MOJKIJIHBO,
€H/IOTENIabHOT0) MPOCTALUKIIIHY 0e3 BIUIMBY Ha TpomOouuTapHuii TpoMOokcaH. KiiHiune
3HA4YCHHS IIUX JIaHUX HEBiZOME.

Jonatkosi aaHi mjono 6e3neku juist HIKT.

ITig wac 1BOX 12-TMXKHEBUX MOABIHHO CIINMUX SHIOCKOIMYHUX JOCHIIKCHh KyMYJSITHBHA YacTOTa
BUHUKHEHHS TacTPOAYOJI€HAIbHUX BHPa30K Oylla 3HAUHO HIDKYOIO Yy MAIlI€HTIB, SKI OTPUMYBAIN
JIKYBaHHSI €TOpUKOKCHMOOM y 1031 120 mr 1 pa3 Ha n00y, HIX Y MAalll€HTIB, Kl OTPUMYBAJIU
JiKyBaHHS HanmpokceHoM y 11031 500 mr 2 pasu Ha 100y abo i0ynpodeHom y no3i 800 mr 3 pa3u Ha
n00y. YacToTa BUHUKHEHHS BUPa30K OyJia BUIIOIO TTPH 3aCTOCYBaHHI €TOPUKOKCUOY, HIXK TIIareoo.
JocaimkenHs GYHKINT HUPOK Y NAIlI€HTIB JITHHOTO BIKY.

Y Xxoml paHAOMI30BaHOTO, TMIOJBIMHO CIINOTO, IUIAllE0OKOHTPOILOBAHOTO JIOCHTIKEHHS 3
napajgeIbHUMU TpyHaMH OLIHIOBABCS BIUIMB 15-7A€HHOro JiKyBaHHS eTOpHKOokcHOoM (90 mr),
nenexkokcrooM (200 Mr 2 pasu Ha n00y), HampokceHoMm (500 mr 2 pasu Ha 100y) 1 mianebo Ha
BUBEJICHHS HATPIIO 3 Ceuelo, apTeplalbHUi TUCK Ta 1HIII MOKa3HUKU (YHKII{ HUPOK y MAIiEHTIB BiJ
60 mo 85 pokiB, MO IOTpUMYIOThCS gieTn 13 BMicToM coiii 200 MEkB/moOy. EtopukokcuO,
LIEJIEKOKCUO 1 HAIPOKCEH MaiM MOAIOHUI BIUIMB HAa BUBEJCHHS HATPIIO 3 CEYEIO NMPHU 2-THKHEBOMY
JKyBaHHI. YCl aKkTHBHI JIIKAPChK1 3acO0M MOPIBHSAHHA MOKa3aJlM MiJABUILEHHS BIAHOCHO IUIanebo
CHCTOJITYHOTO apTepiaJIbHOTO THCKY; MPOTE €TOPUKOKCUO acOIiFOBAaBCS 31 CTATUCTUYHO 3HAUYLIUM
MIJBUINCHHSIM Ha 14- 1eHb MOPIBHSHO 3 IIEJIEKOKCHOOM 1 HampoKCceHOM (CepemHsl 3MiHa
CHCTOJIIYHOTO THCKY MOPIBHSHO 3 MOYaTKOBUM PIBHEM: €TOPUKOKCHUO 7,7 MM PT. CT., LIEJIEKOKCUO
2,4 MM pT. CT., HAPOKCEH 3,6 MM PT. CT.).

Dapmarokinemuxa.

Abcopoyis.

ETopukokcu® 1o0pe BCMOKTYEThCS MpHU IepopajibHOMY MpuiioMi. AOcontoTHa O01010CTYIHICTh
ctanoBUTh NpuOan3HO 100 %. Ilicnsa npuitomy 120 Mr 1 pa3 Ha 100y 10 TOCSTHEHHS PIBHOBaKHOTO
CTaHy MaKCHUMallbHa KOHIIEHTpalisl Yy mia3Mmi KpoBi (cepenne reomerpuuHe 3HaueHHS Cmax = 3,6
MKT/MIT) crioctepiraetbes npuoimusHo yepe3 | romunay (Tmax) micas mpuiloMy AOPOCIUMH HATIIE.




Cepenne reomerpuune 3HaueHHS AUCy pany cTaHOBHTH 37,8 MKrXroma/miu. Y Mexkax KIIHIYHOTO
n03yBaHHA (papMaKOKIHETHKA €TOPUKOKCHOY € JITHIMHOIO.

[Tpu npuitomi eropukokcuOy y no3i 120 mr mig gac inu (ika 3 BHCOKMM BMICTOM JKUPIB) HE
CIIOCTEPIrajaoch BIUIUBY Ha CTYIIHb abcopO1ii eropukokcuOy. IIIBuakicTe abcopOiii 3MiHIOBaIaCh,
10 XapaKTepU3yBAIOCh 3HIKEHHSAM Cnax Ha 36 % Ta 30inbineHHsIM Trax Ha 2 ronuau. Taki qani He
PO3MIIAIOTHCS K KIiHIYHO 3Ha4ynTi. [1iq 9ac KIHIYHUX TOCHTIIKEHb €TOPUKOKCHO 3aCTOCOBYBAIU
HE3AJIeKHO BiJ MPUAOMY TXKI.

Posnooin.

Etopukokcn6 mnpubnuzno ©Ha 92 % 3B’sa3yeThcs 3 OUIKaMHM IUIa3MH  KPOBI JIIONMHH 3
koHneHtpanisMu Big 0,05 mo 5 mxr/min. O0’em po3moaury npu piBHOBakHoMY cTaHi (Vdss)
CTaHOBHTH MpuOIM3HO 120 11 y TI0HHH.

ETtopukokcn® npoHukae uepe3 IUIALEHTapHUH Oap’ep y ILIypiB Ta KpOJIB, a TaKOX dYepe3
remMaroeHIedaniyHuil 6ap’ep y mypis.

Memabonizm.

ETopukokcn® akTMBHO MeTa0omi3yeThes, MeHIIEe | % 103M BHIIISETHCS 13 CEYCH0 Y BUIVISII
HE3MIHEHOTO JIIKapChKOro 3aco0y. OCHOBHMI NUISIX MeTa00Ii3My — 1€ (pOpMyBaHHs MOXigHOT 6'-
TiIpOKCUMETHITy IUIIXOM Katanmizanii ¢epmentamu mmroxpomy. CYP3A4 copuse merabounizmy
eTOpUKOKCHOY IN Vivo. Jlocmimkenns in Vitro BkasytoTs Ha Te, mjo CYP2D6, CYP2C9, CYP1A2 Ta
CYP2C19 takoxx MOXYyTh Karajai3yBaTH OCHOBHUH IUIAX METa0oNi3My, aje IX KUIBKICHI
XapaKTEPUCTHKH HE BUBYAIKCS IN ViVO.

VY moanan iaeHTudikoBaHo 5 MetabomiTiB. OCHOBHUM MeTaboIiTOM € 6'-KapOOKCHIIOBOI KUCIIOTH
JiepuBaT €TOPUKOKCUOY, 1110 YTBOPIOETHCS MPHU NOJANBIIIN OKCHAALIT MOXITHOI 6'-T1APOKCUMETHITY.
L{i ocHOBHI MeTa0oIiTH a00 HE BUSBIIAIOTH AKTHBHOCTI, 200 € ciaboaktuBHUMU iHTiIOITOopamu 1[OI-
2. Kopen 13 nux meradomitiB He iHTi0ye [[OI-1.

Buseoenns.

I[Ticng pa3oBOro BHYTPIIIHBOBEHHOI'O BBEAEHHS 370pPOBUM JOOPOBOJIBLSAM 25 MI' €TOPUKOKCHOY,
MideHOoro pajioizorornom, 70 % paaioaKTHBHOTO JIKapChKOTO 3ac00y BUBOAUTHCS 13 ceuero 1 20 %
— 3 KajJoM, TOJIOBHMM YHHOM Y BHUIIIAAI MeTabomiTiB. MeHiie 2 % BHUBOIUTHCA y BHUIJISAL
HE3MIHEHOTO JIIKapChKOT0 3ac00y.

BuBenenns eropukokcuOy BiAOYBa€ThCs Mailke MOBHICTIO HUISIXOM METa0o0Ii3My 3 MOJANbIIUM
BUBEICHHSM HUPKaMH. PiBHOBaXHI KOHIIEHTpAIlil €TOPHUKOKCHUOY MOCATAIOTHCS Yepe3 7 JHIB MpU
3acTocyBaHHI y 71031 120 mr 1 pa3 Ha 100y 3 MOKa3HMKOM KyMYJIALii IpUOJIM3HO 2, 10 BiANOBiIAE
nepioy  HamiBBUBENEHHS  npubnuzHo 22  roauHu.  KiipeHc mia3sMu  KpoBl  HicCis
BHYTPIIIHBOBEHHOT'0 BBEJICHHS 25 MT JIIKapChbKOro 3aco0y CTaHOBUTH MPHOIU3HO 50 MII/XB.

Oxkpemi epynu nayienmis.

IarmienTu sitHboro Biky. dapMmakoKiHETHMKa y MAIEHTIB JITHHOTO BiKY (BIKOM Bif 65 pOKiB) €
oAi0HO0 10 (hapMaKOKIHETUKH Y MOJIO/IINUX TAIlI€HTIB.

Cratb. ®apMaKOKiHETHKA ETOPUKOKCUOY € OIOHOI0 Y YOJIOBIKIB Ta KIHOK.

HopyiieHHs GYHKIIIT MeYiHKU. Y TMAIi€HTIB 3 JISTKUM MMOPYIICHHSIM (YHKII1T medinku (5-6 6aiiB 3a
mkanoro Yainna-II’10) npu 3acrocyBaHHI eTOpHKOKcHOy B 11031 60 Mr 1 pa3 Ha 100y cepenHiit
noka3Huk AUC npubmuszHo Ha 16 % Ouabmmid, HDK y 310pOBUX JOOPOBOJIBIIB MpPHU TaKOMY K
JI03yBaHHI €TOPUKOKCHOY. Y Malli€HTIB 3 TOMIPHUM HOpYIIEHHSAM ¢QyHKLIi nedinku (7-9 GainiB 3a
mkanoro Yainaa-I1'10) mpu 3acTocyBaHHI €TOPUKOKCHOY y 1031 60 mMr uepe3 mo0y cepemHiit
nokasHUK AUC OyB mnoaiOHMI 10 TOKa3HMKAa Yy 300POBHUX JOOpPOBOJBLIB, SKi HpuUiMaiu
eTOpUKOKCHO y 71031 60 Mr 1 pa3 Ha 100y IIOJIGHHO; 3aCTOCYBaHHS €TOPUKOKCHOY B 1031 30 mr 1
pa3 Ha 100y He BHMBYAIOCh Yy Wi rpymi manieHTiB. Hemae kiniHiuHMX a00 (papMakOKiHETHYHUX
JAHUX CTOCOBHO MAIlIEHTIB 3 TSDKKUM MOpYyIIeHHAM (QYHKIIT nediHku (> 10 6aniB 3a HIKanoro
Yaiinga-I1"10).

Hopymiennsa @ynkuii HUpok. PapmMakoKiHETHKA Pa3oBoi 1031 eTOpUKOKcuOy 120 Mr y marieHTiB 13
MOMIPHUMH Ta TSDKKUMH MOPYIICHHSIMU (YHKIIT HUPOK, @ TAKOXK Y MAIEHTIB 13 3aXBOPIOBAHHAMU
HUPOK TEPMIHAJIBHOI CTajli, SKUM MPOBOAATH IeMOJiani3, He BIAPIZHAETbCS 3HAYHUM YHUHOM BiJ
(bapMakoKiHETUKH Yy 3A0poBUX JaoOpoBousbliB. [lpu remopiamizi eTopukokcuO Maibke He
BUBOJUTHCS (KIJIIPEHC Jiani3y — npuoau3Ho 50 mi/xB).

Himu. ®apMakoKiHETHKA €TOPUKOKCUOY B J1iTeil (BikoM /10 12 poKiB) HE BUBYAJIACh.




VY xoxai gociimkeHHs papMakoKiHETHKH (n = 16), 110 TPOBOAMIOCH 32 YYaCTIO MiUTITKIB (BIKOM Bif
12 nmo 17 pokiB), dhapmMakOKiHETHMKA Yy Tami€HTIB 3 Macoro Tia 40—-60 kr, sKUM TpU3HAYATH
€TOPUKOKCHO y 1031 60 Mr 1 pa3 Ha no0y, i y maimieHTiB 3 Maco Tina Oinbiie 60 Kr, SKUM
MpU3HAYAIH JiKapchkuit 3acid y 1031 90 mr 1 pa3 Ha 100y, Oyna moai0HOI0 10 (hapMaKOKIHETHKH Y
JOPOCTIUX, SIKI 3aCTOCOBYBAIM €TOPUKOKCHO y 1031 90 Mmr 1 pa3 Ha 100y. be3neka ta eeKkTUBHICTH
3aCTOCYBaHHS €TOPUKOKCHOY JITSIM HE BCTAHOBJICHI.

KuiniuHi xapakTepucTukm.

Ilokazanna.

Jisi  cMMITOMAaTHYHOI Teparii MPH OCTEOAPTPHTI, PEBMATOIMHOMY apTPHTi, aHKIJIO3HBHOMY
CIOHAMJITI, @ TaKoX TpH OO0JII0 1 O3HAKaX 3alaJeHHs, MOB’S3aHUX 13 TOCTPUM IMOAATPUIHUM
apTPUTOM.

JUiss  HeTpUBANOrO JIIKyBaHHS MOMIPHOTO THicisonepamiiHoro Ooito, MOB’A3aHOTO 31
CTOMATOJIOTITYHUMHU OIEPALIISIMHU.

Pimenns npo mpu3HaueHHs ceneKTHBHOTO iHTIOiTOpy L[OI'-2 MOBMHHO IpyHTYBAaTHCS Ha OIIHII
BCIX 1HIMBIIyalbHUX PU3HUKIB y MAIlI€HTA.

Ilpomunokazanns.

J [inepuyTnuBicTh A0 Ait040i 60 OyIb-5KO1 JOMOMI>KHOI PEUYOBHHU JIIKAPCHKOTO 3aC00Y;

J AKTHBHA TTENITUYHA BHpa3ka a00 aKTHBHA IITYHKOBO-KHUIIIKOBAa KPOBOTEYA;

J [TamienTH, y SKAX BHHHMKAaB OpOHXOCHa3M, TOCTPHHA pPHHIT, Ha3aJIbHI MOJIIH,
AQHTIOHEBPOTUYHUN HAOPSK, KPONMMB’SHKA YHM 1HINI aJepriuyHi peakiii Micis 3acTOCYBaHHS
aleTWICATIIIHIOBOL KHCJIOTH abo HII33, BKJIIOYAIOYHU 1HT10iTOpH HOI'-2
(IMKIIOOKCUTEKCaHa3a-2);

° [lepion BariTHOCTI Ta TOJyBaHHS IPYAIIO;

Tsoxki mopymeHHs: GyHKIil nedinky (anpOyMiH cupoBaTKu KpoBi < 25 r/m abo > 10 Gais
3a mkanoro Yaitnna-I1"10);
[MamienTH, y IKUX PO3paxOBaHU HUPKOBU KilipeHC kpeaTuHiny < 30 Mi1/XB;
Jitu Bikom 10 16 pokiB;
3amnanbHi 3aXBOPIOBAHHS KUIIEUHUKY;
3acriiiHa cepueBa HegocTaTHICTD ((yHKIioHaNbHUH Kinac [I-1V 3a knacudikamniero NYHA
[HLm-ﬁopKCLKa Kap/iosioriyHa acoriariis]);
. [TamieHTH 3 apTepiajgbHOIO TINEPTEH31€10, y SKUX IOKAa3HUKH apTeplaJbHOrO0 THUCKY
noctiitHo Buii 3a 140/90 MM pT. CT. Ta HEJOCTATHBO KOHTPOJIIOIOTHCS;
. HiarHocToBaHa imeMiyHa XBOpoOa cepiis, 3aXBOPIOBaHHS MepudepuIHUX apTepiit Ta/ado
1epedpoBaCKyIIAPHI 3aXBOPIOBAHHS.

B3aecmooia 3 inwmumu nikapcokumu 3acooamu ma iHuii 6UOU 63aEMOOIl.

DapmakoOuHamiymi 83aEmo0ii.

Ilepopanvui anmuxoacynsinmu. Y TMaIlEHTIB, CTaH AKUX CTaO1II30BaHUM MOCTIHHUM 3aCTOCYBaHHSIM
Bap(apuHy, npuiioM eTopukokcuOy B 1031 120 Mr Ha 100y CYNpOBOKYETHCS 30UIBLICHHAM
npubamzHo Ha 13 % mnpoTpoMOIHOBOrO Yacy MIKHApOJHOTO HOPMai30BaHOIO BIJIHOIIEHHS
(MHB). Tomy B naii€HTiB, sIKi 3aCTOCOBYIOTh IEpOpalIbHI aHTUKOATYJISIHTH, CJ1J1 4acTO MepeBipsITH
MOKa3HUKH NpoTpombiHoBoro yacy MHB, oco6inBo B nepiii AHI npuiioMy €TOpUKOKCHOy abo npu
3MiHI HOTO JT03yBaHHS.

Jiypemuxu, ineibimopu auciomen3uHnepemeoposaibHoco Gepmenmy (AIID) i anmaeonicmu
peyenmopie anciomensuny II. HectepoigHi nmpoTu3amnanbHi 3ac00M MOXXYTh MOCIA0IOBaTH e(eKT
JIypeTHKIB Ta 1HIIUX AaHTUTINEPTEH3UBHUX 3ac00iB. Y NESKHUX MALI€HTIB 3 MOPYHMIEHHSIM (YHKIIT
HUPOK (HANpUKJIaA y Mali€eHTIB 3 Aeriaparaiieo ado y JITHIX Hali€HTiB 3 0caabaeHo QyHKIIE
HUPOK) oJJHOYacHe 3acTocyBaHHs 1Hr101Topy AIID abo anTaroHicTiB peuentopiB anrioreHsuny Il i
JKapCchbKUX 3aco0iB, IO iHTIOyIOTh LMKIOOKCHUI€Ha3y, MOXK€ MPU3BOAUTHU [0 MOAAIBIIOTO
MoTipiIeHHs (QYHKIIT HUPOK, BKJIIOYAIOYM TOCTPY HHUPKOBY HEAOCTATHICTh, IO 3a3BUYail Mae
obopoTHuil xapakrep. Cnif maM’sSTaTd OPO MOXKIUBICTH TAKUX B3aEMOIM Yy Malli€eHTIB, sKi
3aCTOCOBYIOTh €TOPUKOKCHO onHOuacHO 3 iHriOiTopamu AII® aGo 3 aHTaroHictamMu penenTopiB



anriorensuny II. Tomy Taki xoMOiHamii cmiJ mpuU3HA4YaTH 3 O0O0EPEKHICTIO, OCOOIUBO MAIliEHTaM
nmiTHbOrO BiKy. CHiJi MpOBeCTH HAJIEKHY TipaTallifo Ta PO3TJISHYTH MUTAaHHS PO MPOBEICHHS
MOHITOPUHTY (YHKIIT HHUPOK Ha MOYaTKy KOMOIHOBAHOTO IJIIKYBaHHsS, a TaKOX 3 II€BHOIO
MEePIOAMYHICTIO 1 HAJATI.

Ayemuncaniyunosa kucioma. Y X0Ji AOCIIJPKEHHS 32 y4acTIO 3I0POBHX J0OPOBOJIBLIB B YMOBax
PIBHOBaYKHOT'O CTaHYy 3aCTOCYBaHHs €TOpUKOKCHOy B 11031 120 mr 1 pa3 Ha 100y He BIUIMBAJIO Ha
aHTHArperaHTHY aKTHUBHICTH aneTwicamimioBoi kuciota (81 mr 1 pa3 Ha mo0y). ETopukokcud
MO’KHA NPU3HAYATH OJHOYACHO 3 alleTUIICATILMIOBOIO KUCIOTOO B JI03aX, L0 3aCTOCOBYIOThCS 715
NpoQUTAKTUKHA CEpLEBO-CYIMHHUX 3aXBOPIOBAaHb (3aCTOCYBaHHS AaLETHJICATIIIMIOBOI KHCIOTH B
HU3bKUX 7103aX). OJHAaK OJHOYACHE 3aCTOCYBaHHS HM3bKUX 103 ALCTHJICATILMIOBOI KHCIOTH H
€TOPUKOKCHOY MoO’ke 301blIyBaTH 4yacToTy BUHUKHEHHS Bupasku KT Ta iHmMX yckiaaHeHb
IOPIBHAHO 3 MOHOTEpAIIEI0 ETOPUKOKCHOOM. He pekoMeHJ0BaHO OJHOYaCHE 3aCTOCYBAHHS
€TOPUKOKCUOY 3 alleTWICATIIMIOBOIO KHCIOTO0, SIKIIO ii 103U BUIII 32 MPO(DITaKTHYHI, a TAKOXK 3
IHIIMMU HECTEPOiTHUMHU IIPOTU3ANAIbHUMHU 3aC00aMH.

Luknocnopun ma makponimyc. Xo4a B3a€MOJisl €TOPUKOKCHOY 3 IIMMH JIIKAPCHKUMH 3ac00aMH He
BUBYAJIaCh, OJHOYACHE 3aCTOCYBaHHS Oy/b-SIKOTO HECTEPOIAHOIO IMPOTU3ANaIBHOIO 3acoly i3
[UKJIOCIIOPHHOM 200 TaKpOIIMyCOM MOKE MOCHIIIOBATH HEPPOTOKCHMYHUI BIUMB ocTaHHiX. Ciix
KOHTPOJIIOBATH (PYHKIIII0 HUPOK MPU OJHOYACHOMY 3aCTOCYBAHHI €TOPUKOKCUOY 3 OYyIb-SKUM 13
X JIIKAPCHKUX 3aCO0iIB.

DapmakoKkinemuuHi 63aEmMo0ii.

Bnaue emopuxoxcudy na ghapmaxoxkinemuxy iHuux 1ikapcoKux 3acoois.

Jlimiu. HectepoinHi nmpoTtu3anaibHi 3aco00M MOCIIA0IIOI0Th BUBEACHHS JIITIFO HUPKAMH, THM CaMUM
MiABHUIYIOYN PIBEHB JITIIO B IUIa3Mi KpoOBi. SIKIIO HEOOXiAHO, MPOBOAATH PETEIBHUN KOHTPOIb
piBHA JITII0O y KpPOBI Ta KOPUTYIOTH 103y JITIIO MPOTATOM OJHOYACHOTO 3aCTOCYBaHHS IMX
JiKapchKUX 3aco0iB, a TaKOXX IMPH NPUIMHEHHI 3aCTOCYBaHHS HECTEPOINHUX IMPOTU3ANAIBHUX
3ac00iB.

Memompexcam. Y X0Ji ABOX TOCTIIKEHb BUBYAINCS €(PEKTH €TOPUKOKCHOY NpPU 3aCTOCYBAaHHI y
no3ax 60 mr, 90 mr a6o 120 mr 1 pa3 Ha 700y npoTsIrom 7 IHIB Malli€eHTaMH, SKi ofepKyBaiu 1 pa3
Ha THXJICHb METOTpekcar y no3i Bix 7,5 mo 20 mMr mpu peBMaToigHoMy apTpuTi. ETOpuKokcHO y
no3i 60 1 90 mMr He BIUIMBaB Ha KOHIIGHTpAIil0 B IUIa3Mi KpoBI a00 HHPKOBHH KIIPEHC
MeToTpeKcaTy. B omHOMY JOCHIDKEHHI TpH 3acTOCYBaHHI €TOPUKOKCHMOY B 1031 120 mMr He
CIOCTEpIrajoch BIUIMBY Ha KOHIEHTpAIl0 B IUIa3Mi KPOBI Ta HUPKOBUM KIIIPEHC METOTpEKcary,
TOAl SIK B 1HHIIOMY JIOCHIJKEHHI MpPU 3aCTOCYBaHHI €TOPUKOKCHOY B 11031 120 Mr KOHIEHTpalis
METOTpeKcaTy B IUIa3Mi KpOBI MiiBUIIyBajiacsi Ha 28 %, a HHUPKOBHM KIIPEHC METOTpeKcaTy
3HmKyBaBcs Ha 13 %. Ilpu ogHOuacHOMY NpU3HAUEHHI ETOPUKOKCHUOY 1 METOTpeKcaTy Cllij
IIPOBOJIUTH BiJIOB1THUI MOHITOPUHT CTOCOBHO MOSIBU TOKCUYHOTO BIUIMBY METOTpEKCATy.
Ilepopanvui xonmpayenmusu. Etopuxokcu® y 1031 60 Mr mnpu OJHOYACHOMY 3aCTOCYBaHHI 3
NEepOpalbHUMHU KOHTpPAlENTUBaMHU, WLI0 MICTATh 35 MKr eTuHuIectpaaiony Ta 0,5-1 wmr
HOPETUHAPOHY, NpoTaroM 21 nHa cnpuunHsaB niaBuieHHs nokasHuka AUCo ganr y pIBHOBOKHOMY
cTaHi ans eruHinectpaaiony Ha 37 %. Ertopukokcu® y no3i 120 Mr mpu 3acToCyBaHHI 3
BUIIEBKa3aHUMH TEPOPATHHIMH KOHTPALENITHBAMHU OJTHOYACHO a00 yepe3 12 roauH MigBHUIYBaB y
piBHOBaxkHOMY cTaHi 3HaueHHsT AUCq oany eTuHITECTpamiony Ha 50-60 %. Ilpo Take migBUICHHS
KOHIICHTpAIlli €TUHIJIECTPaaIoNy CIiJ MaM ATaTh TpH BUOOPI MEPOPATBHOTO KOHTPAIENTHUBY 3
PI3HUM BMICTOM ETHHUIECTPaAioNy, SIKUM 3aCTOCOBYBATUMETHCS OJHOYACHO 3 E€TOPUKOKCHOOM.
[TigBuIeHHST eKCIO3UIlli eTUHIJIECTPAAIoNy MOKe 30UIbLIYBATH YaCTOTY BUHMKHEHHS MOOIYHHMX
peaxIliif, MoB’A3aHMX 13 3aCTOCYBAHHAM NEPOPATBHUX KOHTPALENTHUBIB (HAIIPUKIIAA TpoMOoeMOoutii
BEH y XKIHOK TPYIU PU3UKY).

T'opmonozamicna mepania (I'3T). Ilpuitom 120 Mr eTopukokcuOy 3 TOPMOHO3aMiCHUMHU
JIKapChbKUMH 3aco0aMu, IO BKJIIOYAIOTh KOH'roroBadi ectporeHu (0,625 mr «lIpemapuny™y),
npotsirom 28 gHiB  30utbirye  cepenHid  moka3HUK  AUCqo pany Yy  pIBHOBOXHOMY — CTaHi
HEKOH I0roBaHoro ectpony (Ha 41 %), exBuiny (Ha 76 %) 1 17-B-ectpaniony (Ha 22 %). Binmus 103
€TOPUKOKCHOY, PEeKOMEHIOBaHMX Mg TpuBaioro 3actocyBanHs (30 mr, 60 mr i 90 mr), He
BuBuaBcs. [lopiBHSHO 31 30uIbIIEHHAM ao3yBaHHSA 3 0,625 mr nmo 1,25 mMr mpu MoHoTeparii
JikapcbkuM 3acobom «lIpemapun™), BIUIMB €TOPUKOKCHMOY B J03ax 120 Mr Ha eKCHO3HILIIO



(AUCq 24nr) ecTporenHnx KoMrnoHeHTiB «[Ipemapun™) OyB MEHIIUM, HiXK Ha MoJioBuHY. KitiHiuHe
3HAQYECHHS TaKOro IIJIBUIICHHS HEBIIOME, a TMPUHOM BHCOKHX [103 JIKApChKOTO 3aco0y
«IIpemapun™)» 01HOYACHO 3 €TOPUKOKCHOOM He BuBYaBcs. Crig OpaTu A0 yBaru Take 301IbIICHHS
KOHIEHTpallii ecTporeHy npu BHOOPI TOPMOHAIBHOIO JIKAPCHKOTIO 3aco0y JUIsl 3aCTOCYBAHHS Y
MepioJ] MOCTMEHOIAY3U MPU OAHOYACHOMY 3aCTOCYBaHHI 3 €TOPHUKOKCHMOOM, OCKIIBKH 3POCTaHHS
€KCIIO3MIli eCTPOreHy MiABUINYE PHU3UK BHHUKHEHHS TMOOIYHMX pEaklii Mpu 3aMmicHIN
rOpMOHOTepamii.

IIpeonizon/npednizonon. Y JOCTIDKCHHSIX B3a€EMOii €TOPUKOKCHO HE BHSBISB KIIHIYHO
3HAYYIIOTO BIUIMBY Ha (papMaKOKIHETUKY NPEIHI30HY/TIPEIHI30I0HY.

Jlueoxcun. Tlpu 3acTtocyBaHHI eTopukokcuOy B 1031 120 mr 1 pa3 Ha no0y nmpotsirom 10 nmHiB
3JI0POBUM JTOOPOBOJIBISIM HE criocTepiraBcs BIuiMB Ha MoKa3HUK AUCq 24nr y pIBHOBOKHOMY CTaHi
Ta Ha BUBEACHHS JUIOKCHMHY HHUpKaMu. Croctepiranocsi 30UiblIeHHs] ToKa3HUKa Cpyax TUTOKCUHY
(mpubnmsHo Ha 33 %). Take migBUINEHHS, SIK NPABWIIO, HE € CYTTEBUM Yy OLIBIIOCTI MAIiEHTIB.
Opnak ¢ cnocTepiraTé 3a CTAaHOM MAIll€HTIB 3 BUCOKUM PU3UKOM TOKCHUYHOI Jii IUTOKCHHY MPU
OJTHOYACHOMY NMPU3HAYEHH] €TOPUKOKCUOY 1 AUTOKCHHY.

Bnause emopuxoxcuby wna nikapcvbki 3acodu, wo memadbonizyromecsa cyibghompaucgepazamu.
ETopukokcu® € iHTiIOITOpOM aKTUBHOCTI TOACHKOI cynbdorpancdepasu, 3oxkpema SULTIEIL, a
TaKOX MOX€ MiJBUIIYBATH KOHIICHTPAIII0 €THUHLIECTPaaioNly B cHUpoBarii KpoBi. OCKUIbKU Ha
ChOTOIHI JAaHWUX TPO BIUIMB YHCICHHUX cylbdoTpaHcdepas HEAOCTaTHHO, a KIiHIYHI e(peKTH
0aratbox JIIKapChKMX 3aco0iB JI0OCI BHMBYAIOTHCSA, [OIIIBHO 3 OOCPEKHICTIO IPU3HAYATH
€TOPUKOKCUO OJHOYACHO 3 IHIIMMH JIIKAPCBKUMH 3ac00aMH, IO METa0OJI3YIOThCS TOJIOBHUM
YUHOM JIIOJCBKUMHU  cylnb(oTpaHcepazamu (HalpUKIaA MepopalbHHU  canp0yramon  Ta
MIHOKCH/IHI).

Bnaue emopukokcuby wma nikapceki 3acobu, wo memabonizyiomoca izogpepmenmamu CYP.
3a maHUMH JTOCII/DKEHBb IN VItro, He o4iKyeThcsi npurHideHHs nutoxpomiB P450 (CYP) 1A2,
2C9, 2C19, 2D6, 2E1 a6o 3A4. Y xo/i TOCIIHKEHD 32 yYacTIO 3I0pPOBUX JOOPOBOIIBLIIB II0ICHHE
3aCTOCYBaHHS €TOPUKOKCHOY B 7031 120 Mr He BIUTMBaJIO HAa aKTUBHICTH nevuinkoBoro CYP3A4, mo
BCTaHOBJICHO 32 €PUTPOMIIIMHOBUM JIUXAIBHUM TECTOM.

Bnaue inwux nikapcekux 3acobié na gapmaxoxinemuxy emopuxokcudy. OCHOBHUN NUIIX 0OMiHY
eropukokcu0Oy 3anexkuth Bifg pepmentiB CYP. CYP3A4 crpuse metabosi3My €TOPHKOKCHOY in
vivo. locmimkenns in Vitro Bkasyrots Ha Te, mo CYP2D6, CYP2C9, CYP1A2 ta CYP2C19 takox
MOKYTb KaTaJli3yBaTH OCHOBHUI IIUIAX OOMiHY €TOPUKOKCHOY, aje iX KUIbKICHI XapaKTepUCTHKH He
BHUBYAJIKCH IN VIVO.

Kemoxonazon. Kerokonazon € notyxuum iHriditopom CYP3A4. Ilpu 3actocyBaHHI 3710pOBUMHU
nobpososbisiMu y go3ax 400 mr 1 pa3 Ha 700y ipoTsrom 11 nHIB KETOKOHA30J1 HE YNHUB KIITHIYHO
3HAYyIIOTo BIUIMBY Ha (papMaKOKiHETUKY €TOPUKOKCHOY B pazoBiit 1031 60 mr (36inbmenns AUC
Ha 43 %).

Bopukonazon i mikonazon. OpHOYacHE 3aCTOCYBaHHS TMEPOPaIbLHOTO BOPUKOHA301y abo
MIKOHA30JIy Yy BUTJIAJI OpPaJbHOTO TEII0 IS MICIEBOTO 3aCTOCYyBaHHA (TOTY)XHI 1HTIOITOpH
CYP3A4) 3 eTopuKOKCHMOOM BUKJIMKAJIO HEBEIWKE IMiJBHUILIEHHS €KCIO3UIlll €TOPUKOKCUOY, IO,
OJIHAK, HE BBAXKAJIOCS KJIIHIYHO 3HAYYIIHUM 3T1JJHO 3 OIyOIIKOBAaHUMH JTaHUMH.

Pugpamniyun. OpaHodacHe NMpHU3HAUEHHS €TOPUKOKCHOY 1 pudamminuHy (IOTYKHOTO 1HAYKTOpa
¢depmentiB CYP) npusBoamiio 10 3HMKEHHS KOHILIEHTpallii eTOPUKOKCUOY B Iu1a3mi KpoBi Ha 65 %.
Ile MoXxe CympOBOJKYBATUCH MOBTOPHUM MPOSIBOM CHUMIITOMIB IIPU OJJHOYACHOMY 3aCTOCYBaHHI 3
eTopukokcnObom. Tomi K Taki JaHI MOXYTh BKa3yBaTH Ha HEOOXITHICTh 301IBIICHHS 103U, HE
PEKOMEHI0BAHO 3aCTOCOBYBAaTH E€TOPHMKOKCHO Yy /103aX, IO MEPEeBHILYIOTh BKa3aHi JJIsi KOKHOTO
MMOKa3aHHS, OCKUIBKH HE BUBUYAJIOCh KOMOIHOBAaHE 3aCTOCYBAaHHS pU(paMMIIUHY 1 €TOPUKOKCUOY B
TaKUX J103aX.

Aumayuou. AHTaUMAHI JIKapchKi 3acoO0M HE YHUHATH KIIHIYHO 3HAYyIIOro BIUIMBY Ha
(apMaKOKiHETUKY €TOPUKOKCHOY.

Ocoobnueocmi 3acmocyeanns.
Bnaue na winynkoso-xuwikosuii mpaxm.



[ToBimomisiocst Mpo YCKJIAAHEHHsS 3 OOKY BEpXHIX BiJALTIB NUTYHKOBO-KHIIKOBOTO TPAaKTY
(mepdopartii, Bupa3ku ab0 KpoBOTEU1), i1HOAI 3 JICTATLHUM HACIIIKOM, Y MAI[I€HTIB, [0 OTPUMYBAIH
€TOPUKOKCHUO.

3 00EepeXHICTIO CIIiJI MPU3HAYATH HECTEPOiIHI MpOTH3amnaabHl 3acO0M MaIrlieHTaM 3 IiIBUIIECHUM
PHU3UKOM YCKJIaTHEHb 3 OOKY IITYHKOBO-KHMIIKOBOT'O TPAKTY; MAIliEHTaM JIITHOTO BiKY, HAIliEHTaM,
10 3aCTOCOBYIOTh OY/b-SKHI IHIINNA HECTEPOITHUHN MPOTU3AMAIbHUN 3aci0 a00 aleTHICaATIIUIOBY
KHUCJIOTY OJHOYACHO, a00 MallieHTaM 31 IITYHKOBO-KHUIIKOBHMH 3aXBOPIOBaHHSAMHU B aHaMHE3i, a
caMme BUpPa3KaMM Ta IIUTYHKOBO-KUIIKOBUMH KPOBOTE€YaMHU B aHAMHE3I.

IcHye nmomaTkoBMI pU3MK PO3BUTKY MOOIUYHUX €(eKTiB 3 OOKYy HIUIYHKOBO-KHIIKOBOTO TPAKTY
(IUTYHKOBO-KHMIITKOBA BUpa3ka abo iHIII YCKIAAHEHHS 3 OOKY HMUTYHKOBO-KHIIKOBOT'O TPAKTy) MpPH
OJTHOYACHOMY 3aCTOCYBaHHI ETOPHUKOKCUOY U aleTHJICATIIUIOBOI KHCIOTH (HaBiThb Y HU3BKUX
n03ax). Y X0/l TPUBAIUX KIIHIYHHMX IOCTIDKEHb HE CIIOCTEPIrasiocsi BUPAKEHOI BIAMIHHOCTI y
6e3merni I10/10 NUTYHKOBO-KHUIIKOBOT'O TPAKTY MPH 3aCTOCYBaHHI celleKTuBHOrO iHribiTopy LIOI'-2 3
alleTWICATILMIOBOIO KUCIIOTOK Ta HECTEPOITHUX IPOTHU3ANalIbHUX 3aC001B 3 alleTWICANIILNIOBOO
KHCJIOTOIO.

Bnnue na cepyeso-cyounmny cucmemy.

Kniniuni qociikeHHs BKa3yloTh Ha Te, 10 3aCTOCYBAaHHS JIKapChKUX 3aC00IB KJIacy CeNeKTUBHHUX
iuriditopis L{OI'-2 Moxxe OyTH MOB’S3aHO 3 BUHUKHEHHSM TPOMOOTHYHUX YCKJIaJHEHb (0COOIUBO
iH(papkTy MioKapia Ta 1HCYJIBTY) TMOpPIBHIHO 3 IUIanebo Ta JeSIKUMU HECTEpPOIiMHUMU
IpoTH3anaJbHUMU 3aco0aMu. OCKIUIBKM PH3UK CEPLEBO-CYAMHHUX YCKIAJHEHb 3pOCTa€E Mpu
30UTBIICHH] JIO3M Ta TPUBAIOCTI 3aCTOCYBaHHS €TOPUKOKCUOY, JIIKapChKHA 3aci0 Cii mpu3HAYaTH
Ha sKOMOra KOpPOTIIMI @epiog 4Yacy Ta B HaWHWKYMX e(eKTHBHHUX J000BHX Jo3ax. Ciin
NEPIONYHO MEPErNIAaaTH NoTpedy Mali€HTIB Y CUMITOMATUYHOMY ITOJIETIIEHH] OOJI0 Ta PEeaKiiito
Ha JIIKyBaHHS, 0COOJIMBO Y MAI[IEHTIB 3 OCTE0APTPUTOM.

[TamienTam 3 BHpaXeHUMH (AKTOpAMH PHU3HUKY PO3BUTKY CEpIEBO-CYIMHHHUX YCKIIQIHEHb
(Hampuknaa apTepiaigbHa TiNEpTeH3is, rimepiimigeMis, HyKpoBHWi niabeT, MalliHHA) NpU3HAYaTH
€TOPUKOKCHUO CIIiJl JIMIIE IHCAs PETENbHOI OI[IHKKM PHU3UKY PO3BUTKY  YCKIIAQJHEHHS.
CenextuHi inribitopu I[[OI'-2 He 3aMiHIOIOTH 3aCTOCYBAaHHS alETHUIICATIIUIOBOT KHUCIOTH JIJIs
npopTaKTUKH  TPOMOOEMOOIYHUX CEpIEBO-CYAMHHUX 3aXBOPIOBaHb, OCKUJIBKM HE YHHSTH
anTHarperanTHoi aii. Tomy He cIliJl BIAMIHSATH aHTUArPETaHTHI JIIKapChKi 3aCO0H.

Bnaue na nupku.

HupkoBi npocTariiaHinHU MOKYTbh B1JIiIrpaBaTH KOMIIEHCATOPHY POJIb B MIATPUMII nepdy3ii HUPOK.
ToMy mnpu craHax, IO CYINPOBOJDKYIOTHCS TOTIPIIEHHSM HHUPKOBOI mnepdysii, 3acTOCyBaHHS
€TOPUKOKCUOY MOXKE MPU3BOAMTHU JI0 MOCIA0NEHHS YTBOPEHHS NPOCTarjaHAMHIB i, K HaCHiIOK,
HUPKOBOTO KPOBOTOKY, TUM CAMHM IOTIpIIyIOUN (DYHKIIIFO HUPOK. BUCOKHI PU3UK PO3BUTKY TaKoi
peakiii iCHye Yy TAI[l€eHTIB 3 YK€ HasBHUM BHUPKEHUM TMOPYLIEHHSIM (QYHKLII HHUPOK,
HEKOMIIEHCOBAHOIO  CEpLEBOI0 HEJOCTAaTHICTIO a00 IUpO30M. VY TakuX MalleHTIB  CIij
KOHTPOJIIOBAaTH (DYHKI[IFO HUPOK.

3ampumxa piounu, HAOpsKU Ma apmepiaibHa 2inepmeH3is.

SIk 1 mpM 3acTOCYBaHHI I1HIIMX JIIKApCbKUX 3ac00iB, L0 1HTIOYIOTh CHHTE3 INpOCTarjaHIuHIB,
3aTpUMKa pIOUHM, HAOpsKM Ta apTepiajibHa TINEPTEH31sl CIOCTepirajaucs y Malll€HTIB, SKUM
3aCTOCOBYBAIM €TOPUKOKCHO. Bei HecTepoinHi nmpoTu3anaibHi 3aCO0M, BKIOYAIOUU €TOPUKOKCHO,
MOXKYTh CHPHUUHSATH PO3BUTOK ab0O penuauMB 3acTiiiHOi cepueBoi HenoctatHocTi. IIpo peaxiiro
3aJeKHO BiA 03 1MB. y posaum «PapmakosoriuHi BiactuBocTi. dapmakoauHamika». 3
00EpeXHICTIO JIIKApChKUM 3aci0 TMPU3HAYAIOTH TAIllEHTaM 13 CEPIEBOI0  HEIOCTATHICTIO,
NOpyUIeHHAM (YHKII{ JIIBOr0 HIUIyHOYKa a0 apTepiajbHOIO TINEePTEeH31€I0 B aHaMHE3l, a TaKOoX
namieHTaM 3 HaOpsKaMmM, 10 BUHUKIM 3 OyIb-KHX IHIOUX Npu4uH. [Ipu KIiHIYHUX O3HaKax
MOTIPIICHHS CTaHy TaKWX TMAIi€HTIB CIiI BXUTH BIAMOBITHUX 3aXOJliB, BKIIOYAIOYH BIAMIHY
€TOPUKOKCHUOY.

3acTocyBaHHS €TOPUKOKCHOY, OCOOJIMBO y BUCOKHX J103aX, MOXKE MPU3BOJUTH JI0 YACTIMIOT 1 TSHKYOT
apTepiaJibHOT TiMepTeH3li MOPIBHAHO 3 JESKHUMH IHIIMMH HECTEPOiJHUMH IPOTHU3aNaJIbHUMHU
3acobamu Ta cenekTuBHUMH iHTiIOiTopamu [[OI'-2. Tomy aprepianbHy TilmepTeH3I0 CHil
KOHTPOJIIOBATH [0 MOYAaTKy JIKyBaHHS €TOPUKOKCHOOM, 1 OCOOJHMBY yBary Cii HpUILIUTH
KOHTPOJTIO 32 apTepiajJbHUM THCKOM IIiJ] Yac JIIKYBaHHS €TOPHUKOKCHUOOM. ApTepialbHUI THCK CITiJT



KOHTPOJIIOBATH HPOTSATOM 2 THIKHIB MICJs MOYATKy JIKyBaHHSA, a MOTIM — TMepiogudHo. SIKIo
apTepialbHUA THUCK CYTTEBO IMABHUINYETHCSA, CIIJ PO3TIITHYTH MOMIIMBICTh aJIbTCPHATUBHOTO
JKyBaHHS.

Bnaue na neuinky.

[TigBumenHs piBHA ananinamiHoTpancgepasu (AJIT) Ta/abo acnaprataminotpancdepasu (ACT) (B
3 abo Oumple pa3w MOPIBHIHO 3 BEPXHBOIO MEXKEI HOPMH) criocTepiraigocs mpuodauzHo B 1 %
MAIE€HTIB, SKiI Opaiy y4acTh y KIIHIYHHUX JOCIIPKEHHX 1 3aCTOCOBYBAIM €TOPUKOKCHO y 1o3ax 30
mr, 60 mr ta 90 Mr Ha mo0y mpotsrom mepiony mo 1 poxy. Cmig cmocrepiraTé 3a CTaHOM BCiX
MAI€HTIB 13 CUMOTOMAaMU MOPYIIEHHS (YHKII MEeYiHKM, a TAKOX MALi€HTIB 3 MaTOJOTIYHUMHU
nokasHukamMu (yHkiii medinku. [lpm o3Hakax mopymieHHS (YHKINT MEYiHKH Ta TPH CTIAKUX
MATOJIOTIYHUX 3MiHAX TOKa3HMKIB (yHKLII Me4yiHKH (B 3 pa3u BUIIE 3a BEPXHIO MEXY HOPMH)
€TOPUKOKCHO CJIiJT BIAMIHUTH.

3acanvHi 6ka3iéKuU.

SKI0 mpoTITroM JIIKyBaHHS Y MAIli€EHTa CIIOCTEPIraeThCs MOTipieHHs GyHKII OyIb-gKoi 13 CUcTEM
OpraHiB, 3a3HaYECHUX BHILE, CIi/1 BYKUTH BIAMOBIIHUX 3aX0/IiB TA PO3IVIIHYTH MUTAHHS PO BIAMIHY
eTopukokcuOy. [loTpiOHO 3a0e3meunTH BiANOBIIHE MEIAMYHE CIOCTEPEKEHHS NPHU 3aCTOCYBaHHI
€TOPUKOKCUOY Malli€eHTaM JITHBOTO BiKY Ta Mali€eHTaM 3 MOPYIICHHIM (DYHKIIT HUPOK, MEYiHKH 200
cepls.

3 O00CpexHICTIO CIiJT TOYMHATH JIIKYBaHHS ETOPUKOKCHMOOM TAIli€HTIB 3 JETiJipaTaii€lo.
PexoMeH10BaHO MPOBECTH PETiApaTaliito A0 MOYaTKy 3aCTOCYBaHHS €TOPUKOKCUOY. IIpo po3BuTOK
CepHO3HMX IIKIPHUX pEaKLild, y IeSIKUX BHIAJAKaX 3 JIETAJbHUM HACHIJKOM, Yy TOMY YHCII
excomaTtuBHoro aepMatuty, cuHapomy CriBeHca-J[>KOHCOHa W TOKCHMYHOTO €MiJiepMalbHOTO
HEKPOJTi3y, Ty’Ke PIIKO MOBIIOMIISIIOCS MPU 3aCTOCYBaHHI HECTEPOITHUX MPOTH3ANAIBHUX 3aC001B
1 neskux cenekTuBHUX 1HTiIOITOpiB L[OI-2 mijg yac MOCTMapKETHHTOBOTO CIIOCTEPEKEHHS (JUB.
posnin «Ilo6iuni peakmii»). HaliBummii pu3uK po3BUTKY TaKUX PEaKIliil y MAIieHTIB — Ha IMOYaTKy
Teparii, a MOYaToK iX MPOSBIB y OUIBLIOCTI BUMAJAKIB — MPOTSITOM MEPIIOTO MICALs JTIKyBaHHS.
Cepiio3Hi peakiii rinepyyTiauBOCTI (Taki SK aHadLIakCis 1 aHTIOHEBPOTHYHHHA HAOPSK)
criocTepiraiucs y Mai€eHTiB, SKi 3aCTOCOBYIOTh eTopukokcu0. Jleski cenektuBHi iHriditopu L{OI'-2
MiABUINYIOTh PU3MK BUHUKHEHHS IIKIPHUX PEaKIlii y MAIli€eHTIB 3 aJIEPTiYHOI0 PEaKIiero 10 Oyab-
SKOTO JIIKapchbKoro 3aco0y B aHamHe3l. ETOpukOkcHO ciiji BIAMIHHTH HpU MHEPUIMX MPOsSBaX
BHCHIIIB Ha HIKIpi, YIIKO/PKEHb CIM30BOi 000JIOHKH a00 1HIIMX O3HAKAX TiNepYyTINBOCTI.

IIpu 3acTrocyBaHHI €TOPUKOKCHMOY MOXXYThb MAacCKyBaTHCS MpOSBU TapsiuKM Ta 1HIII O3HAKU
3aMajgbHOTO MPOIIECY.

3 00epeXHICTIO MpHU3HAYAIOTh OJHOYACHO ETOPUKOKCHO 1 BapdapuH abo iHINI HepopaybHi
AQHTHUKOATYJISTHTH.

3acTocyBaHHs €TOPUKOKCHOY, SIK 1 IHIIMX JIIKAPChKUX 3ac00iB, 10 1HTIOYIOTh UKIOOKCUTeHA3y /
CUHTE3 MPOCTarjlaHNHIB, HE PEKOMEHI0BAHO KIHKaM, SIK1 IJNITAHYIOTh BariTHICTb.

Baoicnuesa ingpopmayis npo oonomisicHi peuoguHu.

Jlikapcbkuit 3aci0 MICTUTH JakTo3y. llamieHTH 3 pIAKICHOIO CHAJKOBOK HENEPEHOCHUMICTIO
rajakTo3M, HEJIOCTaTHICTIO JIakTa3u abo CHUHAPOMOM TIJIFOKO30-TalTaKTO3HOI ManbabcopOuii He
ITOBUHHI 3aCTOCOBYBATH L€ JTIKapChKuil 3acio.

Ieit nikapchkuit 3aci6 MicTUTh MeHIIe 1 MMoJib (23 Mr) / 103y HATpit0, TOOTO MPAKTUYHO BIIbHUNA
B1JI HATPIIO.

3acmocyeanns y nepioo eazimuocmi abo 200y8anHsL 2pyook0.

BariTHiCTb.

Hemae kMiHIYHMX JaHUX MPO 3aCTOCYBaHHS €TOPUKOKCHOY B Mepioj] BariTHOCTI. JlocmiykeHHs Ha
TBapUHAX MPOJEMOHCTPYBAIM PENPOAYKTUBHY TOKCUYHICTh. [TOTEHHIWHUN pU3MK IS BariTHUX
HEBIJOMH. 3aCTOCYBaHHS €TOPUKOKCHOY MPOTITOM OCTAaHHBOTO TPUMECTPY BariTHOCTI, SIK 1 1HIIUX
TMKapChKUX 3ac00iB, 110 1HTIOYIOTh CHHTE3 MPOCTATJaHAWHIB, MOXKE MPU3BOJIUTH IO BIACYTHOCTI
CKOPOYCHb MAaTKH Ta IMEepPeI4acHOr0 3aKPUTTS OOTaNIOBOI MPOTOKHU. [TOBIAOMIISIIOCH PO BUTIAJIKH
nopyiieHHss GpyHKII HUPOK IUI0/1a, [0 MPU3BOIUIO 0 3MEHIICHHS 00’€My aMHIOTUYHOI PiTUHU
(omiroriipaMHIOH) y BariTHUX JKIHOK, SIKI NpUManM HECTEpOiJHI NpOTH3analbHI IpenapaTu
(HIT3II) Ha aBaAmsTOMY THXKHI BariTHOCTI abo mi3HimIe. B 1eakux BUMaaKax 11e MOXe MPU3BOIUTH



70 TopyiieHHs (YHKIII HUPOK y HOBOHAPO/KEHUX. 3a3HaueHi e(eKTH MOXYyTh BUHHUKATH
He3abapom micis modarky JjikyBanHs HII3II; omirorimpamMuioH 3a3BHYail € OOOPOTHUM TIiCIS
MIPUMTMHEHHS JIIKYBaHHs. 3aCTOCYBaHHS €TOPHUKOKCHOY NMPOTUIIOKA3aHO B MEPioJ] BariTHOCTI. SIKIIO
KIHKa 3aBariTHLIA ] 9ac JIKyBaHHs, ETOPUKOKCHO HEOOX1THO BiIMIHUTH.

[epion rogyBaHHs TPYJUTIO.

HeBizomo, 4 MpOHUKAE €TOPUKOKCHO B TPYTHE MOJIOKO. Y IIYpiB €TOPHUKOKCHO BUBOIUTHCS 3
MOJIOKOM. JKiHKH, SIKi 3aCTOCOBYIOTh €TOPUKOKCHO, HE IOBUHHI TOAYBATH TPYIIO.

DepTUIbHICTD.

3acTocyBaHHS €TOPHKOKCHOy, SK 1 I1HIIMX JKapChKuX 3aco0iB, mo iHrioyrore LOI'-2, He
PEKOMEHJIOBAHO >KIHKaM, sKi IJIaHYIOTh BariTHICTb.

30amuicms eénaueamu Ha WEUOKICMb peakyii npu Kepy8awHi asMOmpaHcnopmom abo iHuuMu
MexauizMamu.

[amienT, y sSKUX MiJ 4yac 3aCTOCYBaHHS €TOPHMKOKCHMOY BHHHUKA€E 3allaMOPOYEHHS, BEPTHUTO abo
COHJIMBICTh, HE IOBUHHI KEPYBAaTH aBTOTPAHCIOPTOM Ta MPAIIOBATH 3 IHIIMMU MEXaHI3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.
Jlikapcbkuii 3aci® 3acTOCOBYIOTH IepopaiibHO. ETopukokcu0-Bicta MoxHa mpuiiMaTé He3aleXHO
Big BXuBaHHA 1ki. IloyaTtok edexTy Hacrae mBHIIEe NpH mpuidiomi nepexa imoro. Lle morpiGHO
BpPaxoBYBaTU MPHU HEOOXITHOCTI HIBUAKOTO MOCIa0iIeHHs: cMMITOMIB. OCKUIBKU PU3UK BUHUKHEHHS
MOpyUIeHb 3 OOKYy CepLeBO-CYIMHHOI CHCTEMH NpPU 3aCTOCYBaHHI E€TOPHUKOKCHOY 3pOCTaE IMpHU
MiJBUIICHHI J03M 1 TPUBAJIOCTI BIUIMBY, CIiJi MPOBOAUTH HAMKOPOTIIi KypcH JKyBaHHS TPU
3aCTOCYBaHHI HAWMEHIINX e(PEeKTHBHUX H0O0BUX /103. Tpeda mepioAnyHO MepeoIiHIOBaTH MOTPedy
y MOJIETIICHHI CUMIITOMIB 1 BIATIOB1/Ib Ha JIIKYBaHHS, OCOOJIMBO Y MAIIEHTIB 3 OCTEOAPTPUTOM.
Ocmeoapmpum.
PexomennoBana no3a Etopukokcu6-Bicta cranoButh 30 mr 1 pa3 Ha 100y. Y IesSKUX Malli€HTIB IpU
HEJOCTAaTHbOMY TMOCIA0JIeHHI CHMITOMIB 30UTbiieHHS 103U 10 60 Mr 1 pa3 Ha no0y Moxke
MBUIIUTH €PEKTUBHICTD. 32 BIACYTHOCTI MOJIMIICHHS e(PEeKTY CMiJl PO3TISHYTH MUTAHHS PO 1HIII
MOKJIMBI METOJIH JIIKYBaHHS.
Pesemamoionuti apmpum.
PexomennoBana no3a Eropukokcu0-Bicta ctanoButs 60 mr 1 pa3 Ha 100y. YV IesSKUX Mali€HTIB IPH
HEJOCTaTHbOMY TOCNabNeHH] cUMITOMIB 30umbIIeHHs A03u 10 90 mMr 1 pa3 Ha 100y Moxe
MOKpalyBaT TepaneBTUYHUN edekT. [Ipu nocarHeHHi KiiHIuHOI cTallmi3amii MnamieHTa JAOLUIBHO
3HU3UTH 7103y A0 60 mMr 1 pa3 Ha n00y. 3a BIACYTHOCTI MONIMIIEHHA €(eKTy CIiJ pO3IISHYTH
MUTAHHS PO 1HIIT MOKJIMBI METOAM JIIKYBaHHS.
AHKINO3UBHUL CNOHOUTIM.
PexomennoBana no3a Etopukokcu6-Bicta cranoButh 60 mr 1pa3 Ha 100y. Y neskux Naii€eHTiB NpU
HEJOCTaTHbOMY TOCNabNeHHI cUMITOMIB 30umbIIeHHs fo03u g0 90 mMr 1 pa3 Ha m00y MoOxe
MOKpalyBaT TepaneBTUYHUM edekT. [Ipu nocsarHeHHi KiiHIuHOI cTallmi3amii namieHTa AO0LUIBHO
3HU3UTH 7103y A0 60 mr 1 pa3 Ha m00y. 3a BIACYTHOCTI MOMIMIIEHHA €(eKTy CIiJ pO3IISHYTH
MUTaHHS NPO 1HIIT MOKJIMBI METOAM JIIKYBaHHS.
T'ocmpuii 6ins.
Y pa3i nosBu rocrporo 6Gomo Etopuxokcu0-Bicta 3acTOCOBYIOTH JMIIE Yy TOCTpUIl
CHUMITTOMaTUYHHUN TIepioJ.
T'ocmputi nooaepuynuti apmpum.
PexomennoBana no3a Etopukokcudy-Bictu cranoButs 120 mr 1 pa3 Ha no0y. Ilix gac kimiHIYHMX
JOCITIPKEHb TOCTPOTO MOJArPHYHOTO aPTPHUTY ETOPHUKOKCHO 3aCTOCOBYBAITM BIPOJIOBXK & JTHIB.
Iicnsonepayitinuti  6inb, NOG’A3aHUNl 31 CMOMAMONOSIYHUM — ONEPAMUBHUM — BMPYUAHHIM.
PexomennoBana noza — 90 mr Ha 1 pa3 Ha 700y mpOTSAroM MakcuMyMm 3 1HIB. JIs nesikux
MAIlieHTIB MOXe OyTH HEOoOXiTHUM JOJAaTKOBE Iicisornepailiiine 3HeOomoBaHHA. J{o3u, 110
MEPEBUIIYIOTh PEKOMEHIOBaHI /ISl KOXKHOTO MOKa3aHHs, HE MalOTh JIOJIATKOBOI e(h)eKTUBHOCTI 200
HE BUBYAJINCS.
Tomy:

e J103a IIPH OCTEOAPTPUTI HE IOBUHHA nepeBuiyBaTi 60 Mr Ha 100y;



e J03a MpH pPEeBMATOIAHOMY apTPUTI Ta AaHKUIO3UBHOMY CHOHIWIITI HE TOBUHHA
nepesuiryBatu 90 mr Ha 100Y;
e J03a MpU TOCTpi momarpi He moBuHHA mnepeBumyBatd 120 Mr Ha n00y BHOPOAOBXK
MaKCUMaJIbHOTO TIEPio/Ty JIIKyBaHHS 8 JIHIB;
® 1032 MPH rOCTPOMY OOJIIO MICIIsI CTOMATOJIOTIYHOTO ONEPATUBHOTO BTPYYaHHS HE MOBHHHA
nepesuiyBaTy 90 Mr Ha 100y BIPOAOBK MAaKCUMAIBHOTO 3-IEHHOTO MEPIoy.
Hayienmu nimnvoeo 6iky.
Hemae HE0OXiTHOCTI B KOPEKITii TI03yBaHHs JIJIs MAII€HTIB JITHBOTO BiKY. SIK 1 y pa3i 3acTocyBaHHS
IHIIMX JIKapchbKUX 3aco0iB, ETopukokcuO-BicTy cmig mpu3HadyaTH 3 OOEPEXHICTIO MallieHTaMm
JITHBOTO BIKY.
Hopywenns ¢yuxyii neyinku.
Hezanexxno Bij 1moka3aHHs NalieHTaM 3 MOPYHIEHHAM (QYHKIIT ITeYiHKH JIETKOTO cTyreHs (5-6 OaiiB
3a mkanorw Yainma-IT't0) He ciig mepeBumnyBatd no03y 60 mr 1 pa3 Ha mo0y. [lamientam 3
MOPYIICHHAM (QYHKIIiT MIEUIHKH ITOMIPHOTO CTYIMEHs TsHKKOCTI (7-9 OaniB 3a mkanorw Yaiinmaa-I11'1o)
HE3aJISKHO BiJI TOKa3aHHs HEe CITij| mepeBunryBaT 103y 30 mr 1 pa3 Ha 100y.
KuiaiuaMA 10CBI 3acTOCYBaHHS OOMEXKEHUH, OCOOJIMBO IIOAO MAIIE€HTIB 3 MOPYIIEHHAM (QYHKITT
MEYiHKH TIOMIPHOTO CTYIEHs, TOMY JiKapCchKHii 3aci0 ciif mpu3HavaTH 3 o0epexxHicTio. BincyTHii
KJIIHIYHHAA TOCBIJ 3aCTOCYBaHHS MAIllEHTaM 3 TSDKKUAM mopyiieHHs M (yHkiii nedinku (> 10 Ganis
3a mkanoro Yainma-I1"10); Tomy JlikapchKuii 3acid MpOTUIIOKA3aHUN TAKKM MAI[iEHTaM.
THopywenus ¢ynxyii HUpOK.
Kopurysanus n10o3u He noTpiOHE mamieHTaM i3 KiipeHcoM KpeatuHiny > 30 mi/xB. 3acTocyBaHHS
€TOPUKOKCUOY MmanieHTaM i3 KiipeHcoM KpeatuHiny < 30 MiI/XB IPOTHITOKA3aHO.

Jimu.

ETopukokcn6 npoTuriokazaHuii AiTsSM BikoM J10 16 pokiB.

Ilepeoosysanns.

VY Xomi KIIHIYHUX JOCIIPKCHb 3aCTOCYBaHHS pa3oBoi 03U eropukokcuby mo 500 mr abo
6araTopazoBuii mpuiiom 10 150 mr Ha 100y mpoTsrom 21 AHS HE CHPUYUHSIIA ICTOTHUX TOKCHYHUX
edexriB. [ToBimOMIISIOCS TIPO TOCTpE MEPEA03yBaHHS €TOPUKOKCHOY, X04ua B OUIBIIOCTI BUMAJIKIB
PO MOOIYHI peakIii He MOBIOMIISIIOCH.

Cumnmomu. IloOiyH1 peakiii, IO CHOCTEpiralvch HaiyacTiiie, BIANOBiIaIM Mpoduro Oe3nexu
€TOPUKOKCUOY (Taki sK peakiii 3 OOKy IIITYHKOBO-KHMIIKOBOI'O TPakTy, 3 OOKY cepls Ta HHPOK).
Jlixysanns. Y pasi nepeAo3yBaHHS JOUUIBHO BXHUTH 3BUYAWHUX MIATPUMYBAJIBHUX 3aXO/IIB,
HanpuKial BUIAJICHHS HeabcopOOBaHOTO JIKAapPChKOro 3aco0y 31 IUTYHKOBO-KHMIIKOBOTO TPAaKTY,
BEJICHHS KJIHIYHOIO CIOCTEPEKEHHS, y pa3l HEOOXITHOCTI — MPOBEACHHS MiITPUMYBAIbHOIO
nmikyBaHHS. ETOpHKOKCHMO HE BHBOIUTHCS MPU TeMOiani3i; HEBITOMO, Y4 BUBOJUTHCS JIIKAPCHKHIA
3aci0 mpu MPOBEIEHH] NEPUTOHEATBLHOTO J1ali3y.

I ob6iuni peaxuyii.

besneka 3acTocyBaHHS €TOPUKOKCHOY OLIHIOBANACh y XOA1 KIIHIYHUX JOCTIDKEHb 3a Yy4acTio
9295 marienTiB, BKIOYaOud 6757 TaIi€HTIB 3 OCTEOAPTPUTOM, PEBMATOITHHM apTPHUTOM,
XpOHIYHMM OO0JIEeM Yy HWXKHIM YacTMHI CIHMHU ab0 AaHKUIO3UBHMM CIOHIMIIITOM (IIPUOIN3HO
600 narieHTiB 3 OCTEOAPTPUTOM 200 PEBMATOITHUM apPTPUTOM OJICPKYBAIH JIIKYBaHHS MPOTATOM |
poKy abo JOBIIIE).

[lin vac KIIHIYHUX JAOCHIKEHb Npodiab HeOakaHUX sBUIL OyB OJHAKOBUM Yy TMAIll€EHTIB 3
OCTE0apTPUTOM a00 PEeBMATOINHUM apTPUTOM, SIKI 3aCTOCOBYBAIM €TOPUKOKCHO MPOTIroM 1 poky
a0o noBe.

VY XoIi KJIIHIYHOTO JOCHI/PKEHHS 3a y4yacTIO MAI[€HTIB 13 TOCTPUM MOAATPUYHUM apTPUTOM
€TOpUKOKCcHO mpu3Havaiau B A031 120 mr 1 pa3 Ha nodOy npotarom 8 auiB. [Ipodinp HeOaxaHMx
SBUII Y IBOMY JOCJI/DKEHHI OYB y IIUIOMY TaKUM CaMUM, SIK Y JOCIIPKEHHIX 32 Y4acCTIO MAlli€EHTIB
3 OCTE0apTPUTOM, PEBMATOITHUM apTPUTOM Ta XPOHIYHUM OOJIEM Y HHKHIA YaCTHHI CIIMHU.

VY mporpami OIiHKM Oe3MeKu Ui CepLEeBO-CYIUHHOI CUCTEMH 3a JAaHUMHU TPhOX KOHTPOJIbOBAHHX
JOCITIUKEHb 3 AaKTHBHOI PEYOBHMHOK TMOpIBHAHHS 17412 marieHTiB 3 OCTEOapTpPUTOM abo



PEBMATOIIHUM apTPUTOM OTPHUMYBAIM €TOPUKOKCHO (y mo3ax 60 mr a6o 90 mr) B cepenrHbOMY
BNpoAOBXK mpuOau3Ho 18 wmicsamiB. Jlani mpo Oe3meky Ta OLIbII AeTayibHA iH(OpMAIlS MPOo IO
IporpaMy mpecTaBieH] B po3ain «DapMakoIoridyHi BIACTUBOCTI». Y XOA1 KIIHIYHUX JTOCIiTKCHb
3a y4yacTI0 TMAli€HTIB 13 TOCTpUM MicigonepauiiHuM OoyieM MTICig CTOMAaTOJOTIYHUX,
a0JJOMIHAIbHO-TIHEKOJIOTIYHUX ~XIPYpriuHUX BTpy4YaHb, BKIouaroun 614 NAIi€HTIB, SKi
3aCTOCOBYBaIM €TOPUKOKCHO (y mo3ax 90 mr a6o 120 mr), mpodinb HeOakaHUX SBHI OYB Y LLIOMY
TaKUM e, SIK Y JIOCIIDKEHHSIX 32 YJacTIO MAIIEHTIB 3 OCTEOAPTPUTOM, PEBMATOITHUM apTPUTOM Ta
XPOHIYHUM 00JIEM Y HWKHIM YacThHI ciiHM. [1po HMKYe3a3HaueH1 MoOIYH1 peakilii moBiAOMIISAIOCH
3 OUIBLIOID YacTOTOI TPU 3aCTOCYBaHHI ETOPUKOKCHMOY, HDK Tuianebo, y XoIai KIIHIYHHX
JOCTIPKEHb 32 Y4acTIO MAalll€HTIB 3 OCTE0apTPUTOM, PEBMATOITHIUM apTPUTOM, XPOHIUHUM OOJIEM y
HWKHIN 9acTUHI CIMHKA 200 aHKUIO3WBHUM CIOHIIMJIITOM, SIKi 3aCTOCOBYBAIIM €TOPUKOKCUO Y /1031
30 mr, 60 mMr a6o 90 mr mporsarom 12 TwKHIB (mocmikeHHs 3a mporpamoro MEDAL,
KOPOTKOCTPOKOBI JTOCIIKEHHS 00 TOCTPOTr0 OOJII0 Ta IMOCTMAPKETHHIOBUH JI0CBiN).

Tabmuus 2
) o Kareropis
Cucremu opraHis [ToGiuni peakuii P *
JaCTOTH
Indekuii Ta iHBa3il QJIbBEOJISIPHUM OCTUT 4acTo

racTPOSHTEPHT, iH(EKIii BEpXHIX AUXATbHHUX HUISAXIB, | HEUYACTO
1H(EKIiT CeYOBUBITHOTO TPAKTY

3 OOKy KpoBi i aHeMis (IepeBaXHO B  pPE3yNbTaTi IIIYHKOBO- | HEUACTO

JiM(ATUYHOT CUCTEMH | KMIIIKOBOIi KpOBOTetn) JeWKONeHisl, TPOMOOLIUTONEH1s

3 6OKy iIMYHHOI CHCTEMH | TillepuyTIuBiCTh HEYacTo
AQHT1OHEBPOTUYHUI HaOPsIK, | pIAKO
aHadimakTHUHI/aHA(1IAKTOIHI peakIii, y ToMy 9Hcii
ok’

3 00Ky 0OMiHY pE€UOBHH, | HAOPSIKH / 3aTPUMKa PiAUHU 4acTo

MeTabomizmy 3HIDKEHHS 200 MOCHUJICHHS alleTUTY, 30UIbIIEHHS] MacH | HE4acTo
Tina

3 OOKy MCUXIKU TPUBOXKHICTh, JENpecis, TMOTIPIIEHHS PO3YMOBOI | HEYACTO
TiAABHOCTI, TAJTFOLMHALT
CIUTYTaHICTh CBiI[OMOCTii, HECTIOKIMHMI cTan* p1IKO

3 60Ky HEpBOBOI 3araMoOpOYEHHs, TOJJIOBHHM O171b 4acTo

CHCTEMH JIACTEB31, 0e3COoHHS, napecTe3is/TinecTesis, | He4acTo
COHJIMBICTh

3 OOKy OoprasiB 30py HEYITKICTb 30pYy, KOH IOHKTHUBIT HEYacTo

3 OOKy OpraHiB ciIyxy i |IIyM y ByXax, 3allaMOPOUYCHHS HEeyacTo

BECTUOYIISIPHOTO

amnapary

3 OOKYy cepirst CepLEOUTTS, APUTMisi+ 4acTo
diGpunsmis  mepencepmb, Taxikapais®, —3actiitha | HewacTo
cepiieBa HeJO0CTaTHICTh, Hecnienugiuni 3minu Ha EKT,
cTeHoKapis+, indapkT Miokapaa®

3 00Ky CYyAMHHOI rinepTeH3is 4acTo

CHCTEMHU MPUTLTABH KPOBI, MOPYIICHHS MO3KOBOT'O | HEUaCcTO
KpoBOOGiry’,  TpaHsWTOpHAa  imeMmiuHa  araka,
TiIepTOHIYHUN KpU3®, BaCKyniTi

3 00Ky pecmipaTopHOT GPOHXOCITA3M" 9acTo

CHCTEMH, OpTaHiB Kallelb, TUCITHOE, HOCOBAa KPOBOTEUa HEYacTo

IpyIHOT KIITKU Ta

CepETOCTIHHS

3 60Ky IIUTYHKOBO- O1Jb Y J)KUBOTI JTy’Ke 4acTo

KHIIIKOBOT'O TPAKTY 3armop, METeOpu3M, TacTpuT, Medid / KHUCIOTHHH |4acTo

peduroke, miapes, Aucrencis / AuckoMQopT B IIISHIN
eniracTpisi, HyJoTa, OnroBaHHS, €30¢ariT, BUPa3Ku B




POTOBIH MOPOKHUHI
3OYTTS JKMBOTA, 3MiHA XapakTepy IEpUCTATBTUKH | HEHaCTO
KHUIIEYHUKY, CYXICTh Yy pOTi, TracTpoJyoOJeHANbHI
BUPa3KM, TENTHYHI BHPa3KH, Yy TOMY YHCIi
nepdopamiss 1 kpoBorewa  LIKT,  cunapom
MOJPa3HEHOr0 KUIICYHUKY, TAHKPEATHT

3 O6oky remaroOimiapHoi | minBuieHHs piBHsA AJIT, minsumenns piBas ACT 4acTo

CHCTEMHU remnaTur piako
[IEYIHKOBA HC,I[OCTaTHiCTBi, JKOBTSHHUIIA" piz[KoT

3 OOKy IIKipH Ta eKXiMO03 4acTo

[iMIIKIPHOT KITITKOBUHM | HAGPAK ~ 0oOMHMuus, CBEPODK, BHCHII, EPUTEMA*, | HEYACTO
¥

KpOIMB’ sTHKA"

CHUHJIPOM CTiBeHca-]_IH(OHCOHaI, TOKCUYHUHI piz[KoT
eninepMz}nLHnﬁ HEKpoIi3*, cTiiika MeIHMKaMeHTO3Ha
epureMa’
3 OOKY OMOPHO-PYXOBOi | CITa3MU/CYyIOMHU M’SI31B, CKEJICTHO-MSI30BUH | HEUACTO
CHCTEMH Ta CIOIY4HOI | OiJIb/CKYTICTB
TKaHUHU
3 00Ky HHPOK i NpoTeiHypis, MiJBUIICHHS pIiBHA KpEaTHHIHY B |HEYacTo
CEYOBHIIBHOI CHCTEMH | CHPOBATIII KpOBI, HHUPKOBA
HeILOCTaTHiCTb/m/IC(1)yHK11i;1i (nus. PO3iIT
“OcobaMBOCTI 3aCTOCYBaHHS )
3aranpHi po3magy Ta acCTEHisi/BTOMa, TPUIONOAIOHI CHMIITOMHA 4acTo
peakuii y Micii OUIb y TpYAHINM KITITII HEYacTo
BBEJICHHS
JlaGopaTopHi MIJBUIICHHS ~ PIBHS  a30Ty  CEUYOBHMHM  KPOBI, | HEUACTO
JIOCITI JKSHHS 1 ABUILICHHS piBHS KkpeatuHpochokinasmy,
rinepKajieMis, MiIBUIICHHS PIBHSI CEYOBO1 KHCIOTH
3HIDKCHHS PIBHSI HATPIIO B KPOBI piako

* Kareropisi 4acTOTH BU3HAYAETHCS ISl KOXKHOTO TEPMiHY IMOOIYHOTO SBUILA 32 YaCTOTOK B 0asi JaHWX
KIHIYHUX JOCIIKEHb: ayke dacto (> 1/10); gacto (> 1/100, < 1/10); newacto (> 1/1000, < 1/100); pimko
(> 1/10000, < 1/1000); myxe piako (< 1/10000).
' Iobiuna peaxiiis inenTHdIKOBAHA y XO/Ii MOCTMAPKETHHIOBOTO CIIOCTEPEKeHHs. UacToTa BH3HAUAIACS 32
MaKCHMaJIbHOI YaCTOTOI0 y KIIIHIYHUX JOCITIDKEHHSX (JaHi 310paHi 3a 3aTBEp/KEHUMH MMOKA3aHHSAMHU Ta
JI03aMu).
TKaTeropisl 4acToTH “pinako” Bu3Hauvamacs Biamosigno mo Guideline on summary of product characteristics
(2-it mepernsz, Bepecensb 2009) Ha mizncTaBi po3paxoBaHOi BEpXHBOI Mexi 95 % noBipuoro intepsany s 0
SIBUIIl 3 ypaxyBaHHIM KiJIbKOCTI YYaCHHUKIB, SIKI NPUIMAaNN JIKapChKUiA 3aci0 3 iI0Y0I0 PEYOBHHOIO
eTOpUKOKCHO, B aHai3i ganux I1I ¢asu, 06’ exHanuX 3a 103010 1 mokazanusMm (n = 15470).

linepdyTnuBiCTh  BKJIIOYAE IOHATTSA:  ajepris, MeIUKaMEHTO3Ha ajeprisi, MeIUKaMeHTO3Ha
rinepyYyTINBICTh, TIEPUyTIHBICTh, TIEPUyTIINBICTh HEYTOUYHEHA, PEAKIlis TiMepYyTIMBOCTI 1 HEyTOUHEHA
ajepris.
¥3a pesynpraTamMm aHai3y TPUBAIMX, KOHTPOILOBAHKX 32 JOIIOMOTOKO TIAIE60 i eTOPHKOKCHOY KITiHI4HMX
JOCHIDKEHb, ceneKkTuBHI iHriditopu LOI-2 Oynu mnop’si3aHi 31 30UIBLICHHSM PU3MKY BUHUKHEHHS
CepHO3HUX apTepiaibHUX TPOMOOTHYHHX YCKJIaTHEHb, BKIIOUAlOUH iH(apKT MioKapaa Ta iHCYJIbT. 3 OTJIsiLy
Ha HasBHI [JaHi, MaJOWMOBIpPHO, IO 30iUNbIICHHS a0CONIOTHOIO PHU3MKY BHHUKHEHHS TaKUX SIBHILI
nepeBuInTh 1 % Ha pik (HeJacTo).

[Ipu 3actocyBanni HII33 moBinomiisnocs npo Taki cepilo3Hi moOiuHI peakiii: He)POTOKCUUHICTb,
BKJIIOYAIOUM 1HTEPCTULIAbHUN HePPUT 1 HEePPOTUUHUI CUHAPOM, — TOMY HE MOKHA BHUKIIIOYATH
iX BUHMKHEHHS TIPU 3aCTOCYBaHHI €TOPHUKOKCHOY.

Ilosidomnenns npo nido3prosani nobiuHi peaxyii.

[ToBigomieHHs po MOOIYHI peakIlii Mmicisl peecTpalii JiKapchbKOro 3aco0y Mae BEJIMKE 3HAYEHHS.
Ile nae 3Mory mpoBOJUTH MOHITOPUHI CIIBBIJHOIIEHHS KOPHCTH/PU3MK HPU 3aCTOCYBaHHI IIbOTO
JKapChKOTO 3ac00y. MeanuHum Ta dapMarieBTUYHUM MpalliBHUKAM, a TAKOXX TMaIlieHTaM abo IXHIM




3aKOHHHMM IPEICTABHUKAM CIIiJl TIOBIOMJISITH MPO yCi BUIMAAKH ITiI03PIOBAHUX MOOIYHUX peaKiiit
Ta BIJACYTHOCTI €(QEKTHUBHOCTI JIKApChbKOTO 3aco0y 10 Jlep)KaBHOTO EKCIIEPTHOTO IICHTPY
MO3 VYkpainu 3a nocunanasam: https://aisf.dec.gov.ua/

Tepmin npuoammnocmi.
3 poku.

YmoBH 30epiranus.
Jns  nmikapchkoro 3aco0y HE BHMAraeThcs CHEIialbHUX yMOB 30epiranHs. 30epiratu B
HEJIOCTYITHOMY JIJIsl JITEH MICIIi.

YnakoBka.
ITo 7 Tabnetok y Gmictepi; mo 1 abo 4 GmicTepu B madiri

Kareropis Binnycky.
3a penenTom.

BupooHuk.
Ciuron Xicnanis, C.JIL.

Micue3HaxoakeHHsI BHPOOHUKA Ta ajpeca Miclsl IPOBasKeHHs HOro AifJbLHOCTI.
Byn. K/Kacrenno, n°1, Caur boi ne JIno6perar, bapcenona, 08830, Icnanis



