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IHCTPYKIISA
AJISl MEAUYHOT0 3aCTOCY BAHHA JIIKAPCHKOI0 3ac00y

ETOPA
ETORA

Cknao:

diioua peyosuna: etoricoxib;

1 Tabnetka mictuth 60 Mr, 90 Mr abo 120 Mr eTOpHKOKCHOY;

O00NOMIDICHI  peyoeuHu:  LENI0JN03a  MIKPOKpUCTaNliyHa, Kajblilo rizpodocdar, Harpiio
KpOCKapMero3a, MarHiro creapar;

obononka s tabnerok mo 60 mr ta 120 mr: cnupr nonisininoBuit (E 1203), TuTany miokcun
(E 171), rminepon monocteapar (E 471), inguroxapmin amominieBoro oseproro (E 132), 3amiza
oxcup xoBTu# (E 172), Tanek, HaTpiro Jaypuiicyasdar, Boja OYHIIEHA;

o6ononka a1 Tabnerok mo 90 mr: cnupt nomniininosuit (E 1203), turany miokeun (E 171), rninepon
MoHnocreapar (E 471), Tanbk, HaTpito Jlay puicyabdar, BoJa OUUIIeHa.

Jlikapcbka dopma. TaGeTku, BKpHUTI IUTIBKOBOIO 060JIOHKOIO.

OcHo6Hi i3uxo-XimMiuni enacmueocmi:

Tabnerxu mo 60 Mr: aBoomyxIi TabneTku sOIyKOnoaiOHOT GopMH, BKPHTI MIIIBKOBOKO 000JIIOHKOIO
TEMHO-3€JIEHOTO KOJIbOPY, 3 TpaBipyBaHHsM «60» 3 0MHOro 60Ky Ta piBHI 3 iHIIOTO.

Tabnerku o 90 mMr: gBoomykiIi TabaeTKH SOIYKOIOAIOHOT (hOpPMH, BKPUTI ITIBKOBOIO 0OOJIOHKOIO
6110r0 KOJBOPY, 3 rpaBipyBaHHIM «90» 3 omHOro 60Ky Ta piBHI 3 iHIIOrO.

Tabnerxu mo 120 mr: xBoomyxti TabaeTky 16IyKonoaioHo1 GpopMu, BKPUTI MITIBKOBOIO 060JIOHKOO
611110-3€J1€HOT0 KOIBOPY, 3 rpaBipyBaHHsIM « 120» 3 ogHOr0 60KY Ta piBHi 3 iHIIOrO.

®apmakoTepaneBTH4YHa rpyna. HecrepoinHi mpoTus3ananbHi Ta NpOTHpPEBMATHYHI IIperapary.
Koxcubu. Kog ATX MO1A HOS.

DapmaKono2iuHi énacmueocmi.

DapmakoouHamika.

MexaHi3m mii

Etopukokcub € nepopalbHUM CENeKTHBHMM iHTibiTopoM mukinookcurenasu-2 (LIOI-2) y mexax
KJIIHIYHOTO Jiana3oHy J03.

Y mpomeci KIiHIYHMX (papMaKoJOriYHHX MOCIHIDKEHb Jikapchkuil 3aciG ETopa 10303a1eXkHO
inri6ysas 1[OI'-2 Ge3 iHriGyBanns muximookcurenasu-1 (L{OI-1) npu 3actocyBaHHi y m03ax 1o
150 mr Ha n00y. ETopnkokcu® He iHriOye cuHTE3 mpocTarjiaHIWHIB IIyHKA Ta HE BIUIMBAE Ha
(GYHKLIIO TPOMOOIIMTIB.

[Tuknookcurenasa BiIOBiJIA€ 3a YTBOPEHHS HpOCTaI‘JIaHJIHHlB I/:LeHTH(meBaHo gBl 130(bopMH -
I[HOI'-1 Ta IOI'-2. LIOT"-2 € i30opmoro (bepMeHTy, 10 1HIYKYETHCS IMITY HECOM:
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Bupasok. 11OI'-2 Oyso imeHTH(iKOBaHO Yy TKaHHHI HABKOJIO BHUpPA3KH IUIYHKA Y JIOJWHH, ajie
3HAYEHHS JUISl 3arO€HHS BUPA3KH HE BCTAHOBJIEHO.

EdexTuBHiCTh

V nani€HTiB 3 0OCTE0APTPUTOM €TOPUKOKCUO y 11031 60 Mr 1 pa3 Ha no6y 3HAYHO MOKPAIILY€E CTAH IIPH
Goisix, a TAaKOXK OLIHKY Ialli€eHTa I0JI0 CTaHy 3axBoproBaHHsL. L[i mo3uTHBHI eeKTH criocTepiranucs
BXE Ha JIpyrHil JIeHb JIKyBaHHsS i 30epirajucsi mpoTsroMm mnepiomy o 52 THXHIB. Y mporieci
JOCIiIKEHb 13 3aCTOCYBaHHSM €TOpHKOKCHOY B 1103i 30 mr 1 pa3 Ha 100y e(eKTHBHICTH IIBOTO
Ipenapary NnepeBUInyBaja Iutanedo npotsaroM 12 TUXKHIB JTiKyBaHHS (BUKOPUCTOBYBAIKCS OIIHKH,
1110 3aCTOCOBYBAJIUCS B IHIIUX AOCHiMKeHHAX). [1ix yac mocimimkeHHs miadopy 1031 €TOPUKOKCUO y
n03i 60 Mr IeMOHCTpYBaB 3HA4YHO OLIBII BHpaXKeHe MOKpAIEHHs, HiX y 1031 30 mMr, mono ycix
3 OCHOBHHUX KiHLIEBUX TOYOK ITicJIst 6 THXKHIB JTiKyBaHHS. 3acTOCyBaHHs 1034 30 MT IIPH OCTEOAPTPHTI
KUCTi He BUBYAJIOCS.

V narjieHTiB 3 peBMaTOIqHUM apTPUTOM €TOPUKOKCHO y 103i 60 Mr ta 90 mr 1 pa3 Ha 106y 3HAYHO
[IOKpallyBaB CTaH IIOJ0 BHPaXEHOCTI OO0, 3amajeHHs, a TaKOXK PyXJIUBOCTI. Y Tpoleci
JIOCIIiJKEHB 3 OLIHKH 103 60 Mr Ta 90 Mr mo3uTHBHI edexTu 36epiranucs mpoTaroM 12-THKHEBOTO
nepiofy JTiKyBaHHs. Y IpoOLECi JOCHTIPKEHHS 3 OIIHKK 1031 60 MI IOPiBHSAHO 3 103010 90 Mr oGuaBa
J03yBaHHs eTOpHKOKcuOy — 60 Mr 1 pa3 Ha noOy Ta 90 Mr 1 pa3 Ha goOy — Oynu Ginbl eheKTHBHI,
Hix mane6o. Jloza 90 mr Oyna edexTuBHimIa, HiX H03a 60 Mr BiAMOBiAHO 10 MeTOAY 3arajibHOi
oninku 6omo manieHTiB (0-100 MM BidyanpHa aHamoroBa MIKaia), 31 CEpPeAHIM MOKPAIIEHHIM
-2,71 mm (95 % AI: -4,98 MM, -0,45 mm).

V nanieHTiB 3 HalajaMy FOCTPOro IOJarpHYHOr0 apTPUTY €TOPUKOKCHO y 1031 120 Mr 1 pa3 Ha 106y
npoTAroM 8 AHIB IoJeruryBaB OuIb y Cyriaofax CEepelHBOrO Ta TSHKKOTO CTYIEHS Ta 3allajeHHs
IOPIBHAHO 3 IHAOMETalMHOM y mo3i S0 mr 3 pasu Ha m00y. 3MEHIICHHS BHPaXEHOCTI 0OJIIO
CIIOCTEPITaEeThes BXKE Yepe3 4 OAUHH IMicis MOYaTKy JiKyBaHHS.

V namieHTiB 3 aHKITO3YIOYUM CHOHAMIITOM €TOPUKOKCHO y m03i 90 Mr 1 pa3 Ha mo6y 3abe3mneuye
3HayHe IOKpalleHHs IpH Ooyo y XpeOTi, 3amajeHHi, OOMeXeHHI pyXiB, a TaKOX IOKpaIye
(yHkuioHanpHy 31aTHicTh. KiliHiuHi IepeBary eTopHKOKCUOyY CIIOCTepiraaucs Ha ApyTuil IHb IiCIis
novaTKy Teparmii i 30epiraiucst ynpomoBx S52-TH)XHEBOTO IEpiofy JiKyBaHHS. Y MpoOIECi Apyroro
JOCHIIKEHHS 3 OLIHKU 1034 60 Mr, nopiBHAHO 3 103010 90 Mr, eTopukokcu6 y m03i 60 Mr 1 pa3 Ha
100y Ta 90 mr 1 pa3 Ha 100y NPOAEMOHCTPYBaB CX0XY €()EKTHBHICTH MOPIBHSIHO 3 HANPOKCEHOM
1000 mr mozneHHo. ¥ nmaui€eHTiB, gKi He IEMOHCTPYBAIH aIeKBaTHOT BiIIOBI i I T 4ac 3aCTOCY BAHHS
7031 60 Mr LOAEHHO NPOTAroM 6 THXKHIB, MIABUINEHHS 03U 10 90 MI' INOJEHHO MOKpAIILYBaJO
OIIHKy iHTeHCHBHOCTI Gosito y crnuHi (0-100 MM BizyanbHa aHajoroBa IIKajia), IOPIBHSHO 3
IIPOJIOBXKEHHAM IIpHiiomMy 60 Mr IIOJIEHHO, 31 cepeIHIM MoKpateHHsM -2,70 MM (95 % JII: -4,88 MM,
-0,52 mm).

ITig yac KIIHIYHOTO JOCIHI/DKEHHS MicIsonepaniifHoro 3y6HOro Goio eTopukokcud y no3i 90 mr
3acTOCOBYBaBCcs 1 pa3 Ha 100y [0 TphOX OHIB. Y MiArpymi maiieHTiB 3 mOMipHEM 6ojieM B
MIOYaTKOBOMY CTaHi €TOPUKOKCHO y 1031 90 Mr BUSBISB 3HEOOMOBANBHUN e€(DeKT, MOLIOHUN 10
takoro B ib6ympodeny 600 mr (16,11 mpotu 16,39; P=0,722), i mnepesumiyBaB eQpexr
napaneramoiy/koneiny 600 mr/60 mr (11,00; P<0,001) i mmane6o (6,84; P<0,001), mo BusHaganocs
3a NOKa3HMKOM IIOBHOrO mnosermenHs 6omo yepes 6 rogud (TOPARG6). KinpkicTs martiedTis, siki
IOBiZOMJISUIM TIPO 3aCTOCYBAHHS IIPENapaTiB eKCTPEHOro 3HEOOJIEHHS MPOTIroM 24 TOJIHMH, CKIaia
40,8 % y rpymi 3acTocyBaHHs eTopukokcuOy 90 mr, 25,5 % y rpymi 3actocysanns i6ynpodery 600
Mr KoxHi 6 romuH i 46,7 % y rpyni 3actocyBaHHs mHapaneramoiry/konaeiny 600 Mr/60 Mr KoxkHi
6 roguH MOpiBHSAHO 31 76,2 % manieHTiB, sSKi mpuiiMany miane6o. Y mpoMy JOCIIIKEHH] I0YaTOK
aHaNre3MBHOI Iii (BimdyTHe mojeruieHHs 60im0) 90 M eTOPUKOKCHOY CIIOCTEpIranocs BKe 4epes
28 XBUJIMH TIiCIIS IPUHOMY TIperapary.

besneka

MixHapo/iHa IOCHiAHUIIbKA TporpamMa TPHBAJIOTO 3aCTOCYBAHHS eropnxoxcuGy i
aprputi (MEDAL)
ITporpama MEDAL 6ynia mpocneKTUBHO PO3pOOIIEHOIO IPOTrpaMor0 Bij
Oesmexkn 3 OOKy CepLEBO-CYIMHHOI CHCTEMH, OTPUMaHHX 3a 00°¢
PaHIOMI30BAHMX, TOABIHO CIMUX, KOHTPOJBOBAHHX AKTHBHHM H
nocmimkens (mocimkenass MEDAL, EDGE I i EDGE).

XHTPHY H.B.
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V pocnimxenni MEDAL, mo Oyno HanpaBieHE HAa BM3HAYEHHs BINIMBY Ha CEPLCBO-CYIHMHHY
cuctemy, 6pamu ydacts 17804 mauientu 3 ocreoaptputoM i 5700 — 3 peBMaTOITHHUM apTPUTOM, SIKi
3aCTOCOBYBaJIH €TOPUKOKCHO y 1031 60 Mr (octeoapTpuT) un 90 Mr (OCTEOApPTPUT i pEeBMATOIAHUMA
aptput) abo juKiodpenak y 1o3i 150 mr Ha 100y y cepennbsomy npoTarom 20,3 Micsis (MakCUMaIbHO
— 42,3 micsg, Megiana — 21,3 micans). YV msoMy JociimpkenHi 6ynu 3adikcoBaHi TINBKH cepio3Hi
no6iuHi peaxiii i IPUNMHEHHS NPUIOMY MpenapaTy BHACHIiJOK BUHHKHEHHs OyIb-KMX MOOIYHMX
peaxirii.

V mpoueci mocmimkens EDGE i EDGE II nopiBHIOBanM MITYyHKOBO-KMIIKOBY II€PEHOCHMICTH
etopukokcuby i muknodenaky. Y nocmimxenHi EDGE Opamu ywacts 7111 mamieHTiB 3
OCTEOApTPUTOM, SIKi OTpHUMYyBalH eTopukokcu® y mo3i 90 mr mHa noby (y 1,5 pasa Buiie
PEKOMEHIOBAHOI J03M IUIs JIKYBaHHS OCTEOapTpUTy), abo muxnodeHak y mosi 150 mr ma moby
npotsroM y cepeaapomy 9,1 micsius (Makcumym — 16,6 micsaus, Menmiana — 11,4 micans). V
nociimkerni EDGE I 6panu yuacts 4086 manieHTiB 3 peBMaTOIIHAM apTPUTOM, sIKi OTPUMYBaJIA
JIiKyBaHHs eTOpUKOKcHOOM y mo3i 90 Mr Ha noly abo muxinodenHakoM y nosi 150 Mr Ha moOy
IPOTAroM y cepequbomy 19,2 micsus (MakcumyMm — 33,1 micsns, Meniana — 24 Micsi).

V 06’eauaniit mporpami MEDAL 6paB y4acts 34701 mamieHT 3 OCTEOapTPUTOM 1 PEBMATOIAHUAM
apTPUTOM, SIKi OTPHUMYBAJIM JIIKYBaHHS yIIPOJIOBXK Iepiomy B cepeqHboMy 17,9 Micsus (MakCHMyM —
42,3 micang, meniana — 16,3 micsi); mpubnusso 12800 namieHTiB OTpUMYyBaIy JIiKyBaHHS IOHAL
24 micsani. Y mami€eHTiB, 3apeeCTpOBaHUX y Uil mporpami, OyJix pi3Hi MOYaTKOBI YMHHUKH PU3HKY
II0JI0 CEPLIEBO-CYIMHHOT CUCTEMH i IUTyHKOBO-KHIIKOBOro TpakTy (IIIKT). ITanienTty 3 HemoaaBHO
nepeHeceHuM iH(ApKTOM MioKapJia, AOPTOKOPOHAPHHM IIYHTYBaHHSM a00 4Yepe3IIKipHOIO
KOPOHAPHOIO AHT10MIACTHKOIO YIIPOAOBXK 6 MICSLIB 10 peecTpariil B JOCIiUKEHH] Oy BUKIIIOYEH]
3 JOCIIDKEHHS. Y MOCIiKEHHsIX OyJI0 JO3BOJICHO 3aCTOCYBaHHS IaCTPOIPOTEKTOPHUX IIPENapaTiB
1 aleTHICATIIMIIOBOT KMCIOTH Y HU3BKUX 03aX.

3azanvha be3nexa

He Oyno cyTTeBUX BiAMIHHOCTEH Yy 4acTOTI TPOMOOTHYHMX CEPLEBO-CYyIUHHUX YCKIAaAHEHb IIPH
3aCTOCYBaHHI eTOpUKOKCHOy 1 mukimodpenaky. KapmiopeHanshi moGiuni peakmii wvactime
CIIOCTEPITaTHCS TIPH 3aCTOCYBaHHI €TOPUKOKCUOY, HIX IUKIOo(eHaKy; el epekT OyB 10303aI€XKHUM
(meTanbHO PO pe3yJibTaTd AuB. HUXKUe). [1o6iuni peakuii 3 6oky [IIKT i mediHku BHHUKAIU 3HAYHO
yacTile MpH 3aCTOCYBaHHI IHMKIO(EHaKy, HDK eTOpHKOKCHOy. UacToTa BHHHKHEHHS NOOIYHHMX
peakuiit y mocmimkennsx EDGE i EDGEII, a takox moOiyHMX peakiiif, IO pO3INISAamucs SK
cepito3Hi abo Taki, 110 MPU3BOAATE IO BiAMiHH Ipenapary B pocnimkenHi MEDAL, 6yna Bumoro
IIPH 3aCTOCYBaHHI €TOPHKOKCUOY, HK JUKIO(DEHAKY.

Bbesnexa wjooo cepyego-cyounHoi cucmemu

Yacrora MiATBEPIKCHUX TPOMOOTHYHUX CEpIEBO-CYJUHHUX CEpPHO3HHUX IOOIYHUX peakuiit
(BKIrOUaroun peaxiii 3 60Ky cepus, 1epedpoBacKyIsipHi peakiiii i peakuii 3 60Ky nepudepruuHux
cynuH) Oyia IOpPiBHSHHOIO B €TOPUKOKCUOY i Aukiodenaky (mani mizcymoBaHo B Tabmuumi 1). He
OyJI0 CYTTEBHX BiAMIHHOCTEH y MOKa3HHKAX YaCTOTH TPOMOOTHUHUX yCKIIaITHEHb [TPU 3aCTOCY BaHHI
eTOPUKOKCHOY 1 auKiopeHaKy B ycCiX HpOaHali30BaHUX IIATPYyNax, BKJIIOYAIOYM IAIIEHTIB i3
KapIioBacKyJIIpHHUM pH3UKOM. [Ipu OKpemMoMy pO3IJsifi BiIHOCHHUH pH3UK BHHUKHEHHS
HiATBEPKEHHUX CEPHO3HUX TPOMOOTHYHUX MOOIYHUX peakiliii 3 OOKy cepleBO-CyAMHHOI CHCTEMH
P 3aCTOCYBaHHI €TOpuUKOoKcuOy B nmo3i 60 mr a6o 90 mr i muknodenaky B no3i 150 mr Oys
OJTHAKOBHUM.

Tabnuus 1
[Toka3sHMKHM IIATBEPIKEHUX TPOMOOTHYHUX YCKIAJHEHb 3 OOKYy CepleBO-CYAMHHOI CHCTEMH
(06’ ennana nporpama MEDAL)

ETopukoxcu®d Juxnodenax HOpiBHHHHSI Mid

(N=16819) (N=16483) rpynaMn HleBaHHSI
VYcknaHeHHS 25836 martieHTo-pokiB | 24766 namieHTo-poKiB ’

IToxa3nuk’ Toxasnuk’

(95 % D) (95 % D ; 3

[TigTBEepUKEH] cepito3Hi TpoMOoTHYHI OOiUHI peakiii 3 60Ky cepieBo- cyzmﬂljm ,pnqné.m"' A A
3amporokomom | 124 (1,11;1,38) | 1,30(1,17;1,45) | \@\{5,@54(‘0 8*‘1;\‘ ,
XWFPUY H.B.

11.04.2025




3a mamipom mikysatues| 1,25 (1,14;1,36) | 1,19(1,08;1,30) | 1,05 (0,93; 1,19)
[TinTBep/KEH] yCKIaHEeHHs 3 6OKY cepls [

3a MPOTOKOJIOM 0,71 (0,61; 0,82) 0,78 (0,68; 0,90) 0,90 (0,74; 1,10)
3a HaMipOM JIiIKyBaTHCS 0,69 (0,61; 0,78) 0,70 (0,62; 0,79) 0,99 (0,84; 1,17)
[TinTBepKeHI IepeOpOBaCKyYIISIpHI yCKIIaAHEHHS

3a MPOTOKOJIOM 0,34 (0,28; 0,42) 0,32 (0,25; 0,40) 1,08 (0,80; 1,46)
3a Hamipom sikyBatucs| 0,33 (0,28; 0,39) 0,29 (0,24; 0,35) 1,12 (0,87; 1,44)
[TinTBEp/UKEHI yCKIaaHEHHS 3 0Ky neprepUIHUX CYAUH

3a IpOoTOKOJIOM 0,20 (0,15; 0,27) 0,22 (0,17; 0,29) 0,92 (0,63; 1,35)
3a HamipoM JtikyBatucs| 0,24 (0,20; 0,30) 0,23 (0,18; 0,28) 1,08 (0,81; 1,44)

"Vexmanmens Ha 100 mariesTo- pOKlB Hl— uompqpm iHTEepBAL.

N — 3aranpHa KiNbKiCTh HAI[IEHTIB Y MOMYJIALIT 38 IIPOTOKOJIOM.

3a MPOTOKOJIOM: yCi yCKJIaJHEHHs IiX Yac JOCIipKyBaHoi Teparii a6o mpoTsaroM 14 muiB micms i
NPUINHCHHS (32 BUHATKOM MAIU€HTIB, AKki npuitHsii <75 % nocnmimkysaHoro mpenapary a6o
NpuiMany HEeJOCHiJUKyBaHI HECTEepOiaHi npOTmaHaanl npenapata (HII3II) >10 % Bcroro
nepioxay).

3a HaMipOM JIKYBaTHCA: BCi MiATBEP/UKEHI yCKIaQHEHHS N0 3aKiHYEHHS MOCITiKeHHS (Y T. 4. Y
MAIliEHTIB, fKi MOIJM 3a3HATH BTPYYaHHs, HE IOB’S3aHOTO 3 IOCHIMKEHHSM, 3 MOJAIBIIAM
NPUNHHCHHSM [PUAOMY JIOCIIZKyBaHOTO Ipenapary). 3arajibHa KiIbKiCTh paHIOMi30BaHHX
NALI€HTIB y TPyMi eTOpHKOKCHOy — 17412, y rpyni nuknopenaxy — 17289.

Iloxa3HuK cepueBO-CyJMHHOI CMEPTHOCTI, SIK i 3arajpHOI CMepTHOCTI, OyB MOMIGHMM y Tpymax
JiKyBaHHS €TOPUKOKCHOOM 1 AUKIO(PEHAKOM.

Kapoiopenanvhi ycknaonenms

Hpu6nuzno 50 % nanientis, npuitHATHX y Rocmimkenas MEDAL, manu apTepiaibHy rinepTeHsiio B
aHaMHe3i Ha IOYaTKOBOMY €Tami. Y bOMY JOCIiDKSHH] YacTOTa IPUIUHEHHS JiKyBaHHS YHACII 0K
BUHUKHEHHS MOOIYHMX peakiii, MoB’A3aHUX 3 apTepialbHOIO rinepreHsicio, Oyna CTATHCTHYHO
3HAYHO BHILOIO y IPYIli 3aCTOCYBaHHS €TOPHKOKCHOY, HDX y rpymi mukiogpenaky. Yactora Takoi
n0GIYHOI peaKui, sk 3acTiitHa ceplieBa HeOCTaTHICTh (IPUIMHEHHS IPHHOMY Ipemnaparty i cepiosHi
peaxuii), OyJ1a aHAJIOTYHO¥O K IPY IpUHOMi eTOpHKOKCHOY 60 MT, Tak i IpH IpuitoMi JUKIo(heHaKy
150 mr, mpoTe yacToTa BUHUKHEHHS IHX PeaKiiit GyIa BUIOIO MpU MpUioMi eTopukokcuby 90 mMr
NOPIBHAHO 3 AuKIo(peHakoM 150 Mr (CTATHCTHYHO 3HAUYIIA PI3HULS [PH NPUHOMi €TOPHKOKCHEY
90 mr nopisusno 3 150 Mr auxinodenaky B rpyni OA MEDAL). YacToTa miaTBEpIKEHHX TOGIUHIX
PeaKiii, MOB’I3aHUX i3 3aCTiHOIO CEpIEBOI0 HEJOCTATHICTIO (ABHINA, IO OyNH CEpHO3HHMH i
BHMarajii rocuirtanizanii abo HesinkmamHoi nomoMorw), Oyjia HE3HAYHO BHUIOK HPH IpPHMOMI
eTOPUKOKCHOY MOpPIiBHAHO 3 mpuioMoM aukiodenaky 150 mr, i me# eekT 3amexaB Bif IO3W.
YacroTa NpPUIWHEHHS JiKyBaHHS YHACIiMOK BUHHKHEHHS MOOIYHMX peakiiif, MOB’J3aHHX 3
HaOpsikamu, OyJia 3HAYHO BHINOI NPH NpPHIOMI €TOPUKOKCHOY MOPIBHAHO 3 MPHIOMOM
mukiodenaxy 150 mr, i ue#t edext 3anexan BiJ 1031 (CTATHCTHYHO 3HAYYIIA PI3HHIS IPH IPUHOMI
eTopukokcudy 90 mr, ane He eTopuKoKcHOy 60 mr).

KapmopeHanbm pesyibTati, oTpuMaHi B nociimkenasx EDGE i EDGE 11, Binnosiganu nanum, mpo
sIKi oBioMIIsUIOCS B mocuimkenni MEDAL.

B oxpemux pocimkennsax nporpamu MEDAL aGcomioTHa 4acToTa NPUMMHEHHS JIKYBaHHS B 6ym>-
SIKIA Tpymi JiKyBaHHs1 eTopuKokcubom (60 mr a6o 90 mr) cranoswia 1o 2,6 % npu aprepianbHiii
rineprensii, 10 1,9 % npu mabpskax i 1o 1,1 % npu 3acTiiiniit cepreBiit HeXOCTATHOCTI, IPH LHOMY
BHUIIIA YaCTOTA Bi/IMIHK IpeNapaTy crocTepiranacs y pasi npuifomy etopukokcuty 90 Mr, Hixx 60 M.
Pesynomamu winynko6o-kuuiko6oi nepenocumocmi 6 npozpami MEDAL

3HAUHO MEHIUMH IMOKAa3HUK BiIMiHM IIpemapary BHACIiJOK BHHUKHEHHS OyIb-SKOTO KIiHIYHOTO
ycknanuenns 3 6oxy KT (manpuxnan, qucnerncii, abpomMinanbHOTo 607110, Bnpazxn) CIIOCTEpiraBcs
IIPU 3aCTOCYBaHHI eTopHKoxcn6y, HDXK JUKIo(deHaky, B KOXKHOMY 3 TpI:O},{;gIQQJIT <‘c}15 nporpaMu
MEDAL. Iloka3HuKH BiMiHM [penapaTy BHACTIOK KIiHIYHHUX pegﬁulﬂ 60Ky\mKT Ha
100 nauienTo-pokiB 3a BeCh NEPIOA AOCIiKEHHS OyIM TakKuMu: 3,23 zﬁi’g 9;3%0}3(01{6}11 4,96 JUISL
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nukinogpenaky B mocmimkeHHi MEDAL; 9,12 mns eropuxoxcu®y i 12,28 nnsa mukinodenaky B
nociimkenni EDGE; 3,71 mis etopukokcuOy i 4,81 mst quxnodenaxy B mocnimxensi EDGE II.
Pesynomamu npoepamu MEDAL wooo 6esnexu ons LLIKT

Baranphi peakiii 3 6oky BepxHboro Bimmimy IIKT Oynu BusHaueHi sk mepdoparii, Bupa3ku i
KkpoBoTeui. Ilinrpyma 3arampHuX peaxifiii 3 Ooky Bepxuporo Bimmimy IIIKT, saki BBakamucs
YCKJIaIHEHUMH, BKJIIOUaia nepdopariii, o6cTpyKuii Ta yckyiagHeHi KpoBOTedi; MiArpyna 3arajJbHuX
peakitiii 3 60ky BepxHboro Biauiny LIIKT, ski BBaXkamucs HeyCKIIaJHEHUMH, BKIIIOYaJIa Hey CKJIaqHeH1
KPOBOTEYi Ta HEYCKJIQJHEH] BUPa3KH. 3HAYHO MEHINHI OKa3HUK YaCTOTH 3arajbHUX peakiii 3 60Ky
BepxHix Bigninis [IIKT croctepirascs mpu 3acToCcyBaHHI eTOPUKOKCHOY, HiX qukiodenaxy. He 6ymo
CYTTEBOI Pi3HHUIII MK €TOPUKOKCHOOM 1 JUKJIOGEHAKOM IOJIO MOKA3HWKA YaCTOTH YCKIJIQTHEHUX
peakuiid. s miarpynu TakMx peakuiif, sk kpoBoreua y BepxHbomy Bimaimi IIKT (06’ennani
yCKJIaqHEeH]i 1 HeyckiaaHeHi), He OyJIo CyTTeBOI BiIMIHHOCTI Mi’k €TOPUKOKCHOOM i JUKIO(EHAKOM.
IlepeBara etopukokcuOy monao BmuuBy Ha BepxHid Bigain IIIKT mopiBHsHO 3 nukinodeHakoMm He
Oyna CTaTUCTMYHO 3HAUYYINOIO Yy MAIli€HTIB, SKi OJHOYACHO 3aCTOCOBYBAIM ALECTHJICATIIUIOBY
KHUCIIOTY B HU3BKHX J103ax (mpuOnu3Ho 33 % maiieHTiB).

[Toxasuuk wacrotd Ha 100 mamieHTO-pOKiB MiATBEPKEHHUX YCKIQAHEHHX 1 HEYCKJIaIHEHHUX
KJIiHIYHUX peakuil 3 6oxy BepxHporo Bimuiny IIKT (nepdopauii, Bupa3ku i KpoBOTEYi) CTAHOBUB
0,67 (95 % A1 0,57; 0,77) npu npuiiomi etopuxokcudy i 0,97 (95 % AI 0,85; 1,10) nmpu npuitomi
JTUKIO(GEHaKy, IPH LIbOMY BiqHOCHHU# pu3uk craHoBus 0,69 (95 % M1 0,57; 0,83).

BusHauyaBcs NOKa3sHUK YacTOTH MiATBEpIKEHUX peakuili 3 Goky Bepxuporo Bimmimy IIKT y
TAL[i€HTIB JIITHHOTO BiKy; HalO1IbIle 3HUKEHHS CIIOCTEPIrajocs y NamieHTiB BikoM >75 pokis (1,35
[95 % 11 0,94; 1,87] peaxuiit Ha 100 mamieHTiB-pOKiB IpH MPUHOMi €TOPUKOKCHOY TIOPiBHSAHO 3 2,78
[95 % A1 2,14; 3,56] npu nputiomi aukiodeHaxy).

[Toka3HMKM 4YacTOTH MiATBEP/PKEHUX KIIIHIYHMX peakuiii 3 Ooky HmwkHboro Bimmimy IIIKT
(mepdopariiss ToHKOro abo TOBCTOrO KHIICUHHMKY, OOCTpyKIilis ab0 KpOBOTE€Ya) CTATUCTUYHO HE
BIJIpI3HSUIUCS IIPH 3aCTOCYBaHHI €TOPUKOKCUOY i AuKiIodeHaKy.

Pesynomamu npozpamu MEDAL wo0o 6e3nexu ons neyinku

Eropukoxcu6 OyB acomifoBaHu# 31 CTATHCTUYHO 3HAYHO MEHIIOIO YaCTOTOIO BiMiHH Iperapary
YHacliOK BHHUKHEHHS NMOOIYHUX peakuiii 3 OOKy IediHkH, HiX aukiaopeHak. Y 00’eqHanii
nporpami MEDAL 0,3 % mnauieHTiB, SiKi 3aCTOCOBYBaJIM €TOPHKOKCHO, i 2,7 % mamieHTiB, sKi
3aCTOCOBYBAJIM JUKJIO(QEHAK, NPUIIMHHIN 3aCTOCYBaHHS IIperapary BHACIIJIOK BHHHUKHEHHS
noOiunux peakuifi 3 Ooky mnewinku. [loxasHuk Ha 100 mamieHTo-pokiB cranosuB 0,22 mpu
3acTocyBaHHI eTopukokcuOy i 1,84 mpu 3actocyBanHi qukinodenaxy (p-3nauernns 0yno < 0,001 mis
€TOpUKOKCHOY mopiBHsAHO 3 nukiopenaxom). IIpore B mporpami MEDAL 6Ginburicte mo6iuHux
peakuiii 3 00Ky Me4yiHKH OyJIH HECEPUO3HUMH.

JonatkoBi j1aHi 3 6e31neKy Julsl CepleBO-CYIUHHOT CHCTEMH OO0 TPOMOOTHYHHUX YCKIIAJIHEHb

VY mporeci KIHIYHMX IOCHIIXEHb, 3a BHUHITKOM JociijkeHb mporpamu MEDAL, npubnuzto
3100 manieHTiB OTPUMYBATH ETOPUKOKCHO y 03aX > 60 Mr Ha 100y ynpoaoBx 12 THKHIB i JIOBIIE.
He Oyno 3Ha4ymol BiIMiHHOCTI MOKa3HUKIB MiATBEPIKEHUX CEPHO3HUX TPOMOOTHUHHX CEPIIEBO-
CYIVHHUX yCKJIaJHEHb Y MAI[i€HTIB, SIKi MpUAMai eTOPUKOKCHO y 1031 > 60 Mr, miane6o abo iHimi
HII3II (3a BUHATKOM HampokceHy). IIpore uactora Takux peaxiii Oyia BHUIIOKIO y IALI€HTIB, SIKi
OTPUMYBaJIM €TOPUKOKCHO, TIOPIBHSHO 3 THMH, XTO OTPUMYBaB HanpokceH y n03i 500 mr 2 pazu Ha
no0y. BinMinHicT aHTHTpOMOOTHYHOT akTHBHOCTI MiX mesikumu HIT3II, mo inribyrors IIOT-1, i
ceneKTUBHUMU iHTiGiTOpamu LIOI'-2 Moxe OyTH KIIHIYHO 3HAYYIIOIO0 y HALIE€HTIB TPYNH PU3HUKY
BHHUKHEHHS TpPOMOOeMOoTigHuX yckiaaauenb. CenektuBHi iHrioiTopu I[{OI'-2 3HIKYIOTH yTBOPEHHS
CHCTEMHOTO (i TOMY, MOXJIMBO, €HIOTETiaIbHOT0) IPOCTALUKIIIHY 6€3 BILUTHBY Ha TPOMOOIUTAPHHUIMA
TpoMbOokcaH. KiiHiuHe 3HaYeHHS IIUX JaHUX HEBiIOME.

Honarkosi gani mono 6esneku s [TKT

ITix yac ABOX 12-THXKHEBUX IOJBIMHO CIINUX €HIOCKOMIYHUX JOCITIHKEHb KyMyJISITI/IBHa 4acToTa
BUHHKHEHHS TacTpOJyOJCHAIBbHUX BHPA30K Oyjia 3HAYHO HUIKUOKO y MAall
JiKyBaHHS €TOpUKOKCHOOM y 1031 120 mr 1 pa3 Ha 100y, HixX y NALIEHTIB,
HanpokceHoM y 1031 500 mr 2 pa3u Ha 100y abo iGynpoq)eHOM y 4;{;

HocnikeHHs d)YHKI_Ill HHUPOK Y l'IaI.IleHTlB JIITHEOTO BlKV

{/IPHW’H N F
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V mpomeci paHIOMi30BaHOro, MOABIHHO CIimoro, miane6o-KOHTPOJILOBAHOIO MOCTIKEHHS 3
napajejlbHUME TpPyNaMy OIHIOBABCS BIUIUB 15-I€HHOro JiKyBaHHS etopukokcubom (90 mr),
nenekokcroboM (200 Mr 2 pasu Ha no0y), HanpoxceHoM (500 mr 2 pasu Ha nofy) i mianebo Ha
BHMBEJICHHS HATPIIO 31 ceuero, apTepiajbHUM THCK Ta iHIN MOKa3HUKK (YHKIIT HUPOK Yy MHALli€HTIB
BikoM Bizx 60 0 85 pokiB, 10 KOTPUMYIOTECS JieTH 13 BMicToM couti 200 MExB/no0y. ETopukokcuo,
IEJIEKOKCHO 1 HAPOKCEH MaJTH IMOAIOHMI BIUIMB HA BUBEJCHHS HATPIIO 31 CEUEIO IIPH 2-THXKHEBOMY
JiKyBaHHi. Yci aKTUBHI IpenapaTy MOPiBHSIHHS IIOKA3aJIH i ABUIIIEHHS 1010 ITale60 CUCTONIYHOTO
apTepiallbHOTO THUCKY, IIPOTE€ ETOPUKOKCHUO acOIiFOBABCS 31 CTATHCTUYHO 3HAYYIIUM ITiBHINEHHSIM
Ha 14-i eHb MOPIBHSIHO 3 IEJIEKOKCHOOM 1 HAIpPOKCEHOM (CepeaHsl 3MiHa CHCTOJIYHOIO THCKY
MIOPIBHSHO 3 IOYAaTKOBUM pIiBHEM: €TOPUKOKCUO 7,7 MM pT. CT., menekokcub® 2,4 MM pT. CT.,
HanpokceH 3,6 MM pT. CT.).

Dapmaroxinemuxa.

Abcopbyis

Etopuxokcu® mobpe BCMOKTYETHCS IpU TNEpOpalibHOMY Ipuiiomi. AGcomoTHa OGi0MOCTYMHICT
craHoBUTh Ipubau3Ho 100 %. Ilicas npuitomy 120 Mr 1 pa3 Ha 106y 10 IOCSTHEHHS PiBHOBaXKHOTO
CTaHy MaKCHMaJlbHa KOHIIGHTpaIlil y Iula3Mi KpoBi (CepemHE TeOMETPUYHE 3HAYCHHS
Cmax=3,6 MKr/mMJ1) crioctepiraerbest npuoiusuo yepes 1 roguny (Tmax) IicCis nIpuitoMy IOpOCITMMHU
Hatuie. Cepenne reomerpuuHe 3HaueHHS AUCo4n cTaHOBUTH 37,8 MKrXrom/min. VY Mexax
KJIIHIYHOTO J103yBaHHS (hapMaKOKiHETHKa €TOPUKOKCHOY € JIiHIHHOIO.

Ilpu mnpuitomi mpemapaty y no3i 120 Mr mig yac imu (ika 3 BHCOKHM BMICTOM >KHpIiB) He
CIIOCTepirajoch BIUIUBY Ha CTYIiHb abcopbuii eropukokcuOy. [lIBuakicts abcopOirii 3MiHIOBaIaCk,
IO XapaKTepU3yBaIOCh 3HUKEHHAIM Cmax Ha 36 % Ta 301nb1eHHAM Tmax Ha 2 roaunu. Taki naHi He
PO3IIIIIAIOTHCS SIK KIiHIYHO 3HadyImi. [1ix yac KITiHIYHUX AOCITiIKEHb ETOPUKOKCHO 3aCTOCOBYBAJIH
HE3aJIeKHO BiJl BYKMUBAHHS 1XKi.

Po3znooin

Etopuxokcu6 npubnusHo Ha 92 % 3B’s3yeThes 3 OiTKaMU IUIa3MHU KPOBI JIFOJMHHU 3 KOHIEHTPAIIEIO
Bix 0,05 mo 5 mxr/mi. O6’em posnominy mpu piBHOBaxkHOMY ctasi (Vdss) cTaHOBHTEH NMPUOIH3HO
120 n y monuHwu.

Etopukokcu® mpoHHKae dyepe3 IUTaUEHTapHUM Oap’ep y ImIypiB Ta KpOJdiB, a TakoX depes
reMaToeHuedaniyauii 6ap’ep y urypis.

Memabonizm
Eropukokcn® axTuBHO MeTtaboinisyeThes, MeHIIe 1% 103u BUAIIAETHCS 31 CEUYEIO Y BHUIJISI
He3MiHeHoro mnpenapary. OcHOBHMM muisX Metabonismy — 1e GopMyBaHHS MOXigHOI 6'-

TiIPOKCUMETHITY ILIIAXOM Katajizamil ¢epmentamu muroxpomy. CYP3A4 crnpusie MeraGoiizmy
€TOPUKOKCUOY in vivo. JlocnifpkenHs in vitro Bka3ytoTh Ha Te, mo CYP2D6, CYP2C9, CYP1A2 Ta
CYP2C19 Taxkox MOXYTh KaTali3yBaTH OCHOBHMH IIUIAX MeTabomi3Mmy, aje iX KiIbKicHI
XapaKTEpUCTHKH HE BUBYAIIUCS N VIiVO.

VY moaunu inenTudikoBaHo 5 merabouitiB. OCHOBHHM MeTaboJIiTOM € 6'-KapOOKCHIIOBOI KHUCIIOTH
JIepUBaT €TOPUKOKCUOY, 110 YTBOPIOETHCS TPH MOJANBIIIN OKcHalii MOXiAHOT 6'-TiIPOKCHMETHILY.
L{i ocHOBHI MeTaboIiTH a0 HE BUABISIOTH aKTHBHOCTI, 260 € ci1aboakTHBHUMH iHriGiTopamu LIOT -
2. XopeH i3 nux meradomiTiB He iHridye [{OT-1.

Bugeoenns

[Ticns pa3oBOro BHYTPIIIHBOBEHHOTO BBEJCHHS 3MOPOBHM J0OPOBOJBISAM 25 MI' €TOPHKOKCHOY,
MigeHoro pazioizoronom, 70 % paaioakTHBHOTO MpenapaTy BUBOAUTLCH i3 ceuero 1 20 % — 3 xajom,
TOJIOBHHUM YHMHOM Y BHUIVILAI MeTabomiTiB. MeHme 2 % BHBOAMTHCS y BUIUISAI HE3MIHEHOTO
npenapary.

BuBenenHst eTOpUKOKCUOY BiOyBaeThcsi Maike MOBHICTIO NUISXOM MeTaboli3My 3 MOJANIBIIMM
BUBEIICHHAM HUPKaMH. PiBHOBa)XHI KOHILIEHTpAIlil €TOPHKOKCHOY JOCATAlOTLCS Hepes 7 I[HIB Tpu

nepioy HamiBBUBEIECHHS NMpuOIM3HO 22 rogunu. KiipeHe mna3mu x
BBEJICHHS 25 MI IIpenapary CTaHOBUTH IpuOIu3HO S0 MII/XB. x/%
Oxkpemi epynu nayicumis :
IManienTy yiTHROrO BiKy. PapMaKoKiHETHKA Y HaLlleHTlB JIlTHBO
noi0HOI0 10 (hapMaKOKIHETHKU Y MOJIOIINX [AI[i€HTIB.

XUTPUY H.B.
11.04.2025




Cratp. ®apMakOKiHETHKA €TOPUKOKCHOY € MOIOHOIO Y YOJOBIKIB Ta XKiHOK.

[Mopywmenns GyHKIT DeYiHKH. Y MAi€HTIB 3 IETKUMH MOPYLIeHHAMHU (yHKIIT nedinku (5—6 6anis
3a mKasoro Yainaa — I1°10) nmpu 3actocyBaHHI eTopuKokcuOy B 1031 60 Mr 1 pa3 Ha 100y cepenHii
nokasHuk AUC npubGnusno Ha 16 % OGinplumii, HIX y 3I0pOBHX JOOPOBOJIBIIB NPH TaKOMY X
J03yBaHHI mperapary. Y MaIlieHTiB 3 NOMipHUMH HOpylleHHSMHU ¢(yHkuii nevinku (7-9 OaniB 3a
mkanoro Yaitnma — IT°10) mpu 3acTocyBaHHI €TOPHKOKCHOY y mo3i 60 Mr yepe3 molOy cepeaHii
nokasHuk AUC OyB noaiOHuU# 0 MOKa3HUKA Y 3/I0POBUX JOOPOBOJIBINB, K1 IpUAMaNu npenapar y
no3i 60 mr 1 pa3 Ha 700y LIOAEHHO; 3aCTOCYBaHHS eTOpUKOKCHOy B n03i 30 Mr 1 pa3 Ha noOy He
BUBYAJIOCH Y Wil rpyIi manieHTiB. Hemae kiiHivHIX a00 GpapMakoKiHETHYHUX JAHUX 100 MAaI[i€HTIB
3 TSDKKUMU IOpyIIeHHsIMH QyHKUii nedinku (=10 6anis 3a mkanoro Yaiina — I1°10).

[Mopymenns ¢yHskuii Hupok. PapmMakoKiHETHKa Pa30Boi 103U eTopukokcuby 120 Mr y marieHris i3
IIOMIpHUMH Ta TSDKKHUMH NMOPYIIEHHSAMH (QYHKIIT HUPOK, a TAKOX y TAIi€HTIB i3 3aXBOPIOBAHHIMHU
HUPOK TepMIHAIBHOI CTaii, SKHM MPOBOAATH FeMOiali3, HE BiApi3HAETHCS 3HAYHUM YHHOM BiJl
(apMakOKiHETHKH y 340poBHUX N0OpoBoibLiB. [Ipy remoxianisi mpemapar Maike He BHBOAUTHCS
(xnipenc npianizy — npubmuzso 50 MiT/XB).

Himu. ®apmakokiHeTHKa €ETOPUKOKCHOY B AiTeit (BikoM 10 12 pokiB) HE BUBYAIACH.

VY mporeci gocnimkeHsb GapMakoKiHETHKH (n=16), 1110 TPOBOAMIIKCS 33 YYACTIO MiUTITKIB (BIKOM BiJ
12 no 17 pokiB), dapMakokiHeTHKa y mamieHTiB 3 Macoro Tima 40-60 kr, sSKUM MpU3HAYATH
eTopukokcu6d y mo3i 60 mMr 1 pa3 Ha 100y, Ta y mamieHTiB 3 Macor Tia Ginemie 60 Kr, SKHM
npu3Havyainu npemnapaTr y no3i 90 Mr 1 pa3 Ha no6y, Oyna momiGHOO 10 (hapMakOKiHETHKH Y
JIOPOCIIHX, SIKi 32CTOCOBYBaIM €TOPUKOKCHO y 103i 90 mMr 1 pa3 Ha no0y. besneka ta edextuBHicTh
3aCTOCYBaHHS €TOPUKOKCUOY JIiTSM HE BCTAHOBIIEHI.

KutiHiuHI XapaKTepHCTHKH.

ITokazannua.

CumnTomaTHyHa Teparis IPU OCTEOapTPHUTI, PEBMATOINHOMY apTPHTI, aHKIJIO3yIOUOMY CIIOHIHIITI,
a TaKOJXK IpH OOJIIO 1 O3HAKAX 3aMaJIeHHs, OB’ I3aHUX i3 TOCTPUM IOAArPHYHUM APTPUTOM.
HertpuBane nikyBaHHS IOMIpHOTO Mic/sONepalliifHoro 600, OB’ SI3aHOTO 31 CTOMATOJOrIYHUMH
oreparisiMy.

PimenHs npo npusHadeHHs CeNeKTUBHOTO iHTioiTopa [{OI'-2 MOBHHHO IPYHTYBATHCS Ha OLIHII BCiX
IHIUBIAyaJIbHUX PU3HKIB Yy TAIiEHTA.

Ilpomunoxazanns.
Jlikapcekwuii 3aci6 ETopa nmpoTunoka3zaHuii:

e  IIpHU IinepdyTIIMBOCTI 0 Ait0uoi abo Oyab-sKOT JOIOMI>KHOI pEYOBHHHU IIPENapary;

e  IIpU aKTHBHIM NenTH4YHiN BHpa3sli abo akTUBHIM 1Ty HKOBO-KHIIIKOBiM KpOBOTEUi;

e qalieHTaM, Y SKHX BHHHKAaB OpOHXOCHAa3M, TOCTPHM PpHHIT, Ha3aJbHi IIOJIIH,
aHTIOHEBPOTUYHHUI HaOpPSK, KpOIMB’ssHKa abo0 iHINI ajepriyni peakmil micyis 3aCTOCYBaHHS
anermicaninuioBoi kuciaotu abo HIT3II, Bkmrouaroun inribitopu [[OI'-2;

®  y IepioJ BariTHOCTI Ta rojlyBaHHS IPyUIIO;

IpH TSOKKUX TOpyHIeHHAX (yHkuil newinku (ansOyMiH cupoBaTku KpoBi <25 r/n a6o

>10 Ganis 3a mkanoro Yaitnma — [1°10);

SKIIO PO3paxOBaHHM HUPKOBUH KiIipeHC KpeaTuHiHy < 30 MJI/XB;

JITSM BiKOM 110 16 pokiB;

IIPU 3alaJIbHUAX 3aXBOPIOBAHHAX KHIICUHHUKY)

IpH 3acTiiiHii cepuesiii HegoctaTtHOcTi (NYHA II-1V);

HAali€eHTaM 3 apTepiabHOIO TiIIePTEH3I€I0, ¥ SIKUX MOKA3HUKH apTePialbHOro THCKY MOCTIHHO

Bui 3a 140/90 MM pT. CT. Ta HEAOCTATHHO KOHTPOJIFOIOTHCS; '

® [Ipu JiarHOCTOBaHiM imemMiyHili XBOpoOi ceplisi, 3aXBOPIOBAHHSIX
Ta/ab0 11epeOpoBacKyIIPHUX 3aXBOPIOBAHHSX.

}' ;,Lflnﬂm
_— ; " El+f r\
B3aemodia 3 inmumu nikapcokumu 3acobamu ma inwi euou 63aemooitg =\

XHTPUY H.B.

DapmaroOuHamiuni 63aemo0il /‘
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Ilepopaneni anmuxoazynanmu. Y Nalli€eHTIB, CTaH SKUX CTabiNi30BaHMIA IIOCTIHUM 3aCTOCYBaHHAM
Bapapuny, npuiiom eropukokcuby B 103i 120 Mr Ha m00y CyNMpOBOMKYETHCS 36iTbILICHHSM
npubM3HO Ha 13 % mpoTpoMO6iHOBOrO Yacy MiXXHaApOJHOro HOpMali3oBaHoro BinHomenHs (MHB).
Tomy B maumieHTiB, sKi 3aCTOCOBYIOTH II€POpaNbHi AHTHUKOATYJISHTH, CIiJ 4YacTO INepeBipaTH
TMIOKa3HUKHU MpoTpoM6GiHoBoro yacy MHB, oco6imBo B mepuri AHI mpuitoMy eTopuKoKcuby ab6o mpH
3MiHi #Oro 103yBaHHS.

Hiypemuxu, inzibimopu aneiomensunnepemeopioganvnozo (epmenmy (AIID) ma anmazonicmu
peyenmopie anziomensury II. HII3II MoxyTs mnocnabmioBaTé edekT HiypeTHKIB Ta iHIIHX
aHTHIINEPTEH3UBHUX MTPEnapaTiB. Y NesSKUX Mali€HTiB i3 nopymeHHsaMu GQyHKIIT HIpOK (HApUKIaj,
y TALIEHTIB 3 Aeriaparaliero abo y JMiTHIX MauieHTiB 3 0caabiieHor QyHKIiEI0 HUPOK) OHOYACHE
3acTocyBanHs iHri6iropa AII® abo anrtarowicriB perentopis anriotensuny II i mpemapatis, 1o
IHri0YIOTh LUKJIOOKCHUTEHa3y, MOXE IPH3BOAUTH N0 HONAIBLIONO MOPYIIeHHS (YHKINI HHPOK,
BKJIIOYAIOUH TOCTPY HHMPKOBY HENOCTATHICTh, MO 3a3BH4ail Mae oOOpoTHuWit Xxapakrep. Ciin
naM’sTaTd PO MOXJIMBICTH TaKMX B3a€MOMIH y MAI(i€HTIB, fKi 3aCTOCOBYIOTh ETOPHKOKCHO
oHOYacHo 3 inribitopamu AII® aGo 3 aHTaronicramu peuenTopis anriorensuny II. Tomy Taki
KoMOiHalii cyiJi mpusHadaTH 3 OOEPEXHICTIO, OCOGNUBO MallieHTaM JiTHBOrO Biky. HeoGximHo
IIPOBECTH HAJIEXHY TiJPATallil0 Ta PO3IMJIAHYTH IHTAHHS PO IPOBENECHHS MOHITOPHHTY (DYHKIIi
HHPOK Ha 10YaTKy KOMOiHOBAaHOTO JIiKyBaHHS, a TAKOX 3 [IEBHOIO MEPIOIUYHICTIO i Hamai.
Ayemuncaniyunosa xucnoma. Y Tporeci 0CiiUKEHHS 3@ y4acTIO 3710POBUX J0OPOBOJIBIIB B YMOBAX
PIBHOBaXHOTO CTaHy 3aCTOCYBAaHHS €TOPHKOKCHOY B m03i 120 mr 1 pa3 Ha no6y He BIMBAIO Ha
aHTHArPEraHTHY aKTUBHICTH aneTuncaninuioBoi kuciotd (81 mr 1 pas na n06y). Etopukokcu6
MO>KHa IIPU3HAYATH OJHOYACHO 3 aLCTHIICANIIIIMIIOBOIO KHCIIOTOIO B JI03aX, 10 3aCTOCOBYIOTBCS JUISI
NpOo(iTakTHKH CEPLEBO-CYJUHHUX 3aXBOPIOBAHb (3aCTOCYBAHHS alleTHIICANIIMIOBOI KHCIOTH B
HHM3bKUX J103aX). OfHaK OAHOYACHE 3aCTOCYBAHHS HHU3BKHX 03 alleTHJICATIIMIOBOT KHCIOTH Ta
CTOPHUKOKCHOY MOXKe 301IbLIyBaTH 4acTOTy BHUHHKHEHHs Bupasku IIKT Ta iHmmx yckiamHeHb
NOPIBHSHO 3 MOHOTEpAIi€l0 eTOPHKOKCHOOM. He peKOMEHIOBAHO OJHOYACHE 3aCTOCYBAHHS
CTOPUKOKCHOY 3 AlETUIICAIIMIOBOIO KHCIOTOO, 03U KO BHINI 32 Mpo(ilakTHYHI, a TaKOX 3
irmamu HIT3IT.

Luxnocnopun ma maxponimyc. Xoda B3a€MOJis €TOPUKOKCUOY 3 UMM ITPENapaTaMy He BUBYAJIAC,
oxHoYacHe 3acrtocyBaHHs Oyap-axoro HIISII i3 uuxmocopuHoM aGo TakpoJiMycoM MOMXKe
MOCHJIIOBATH HE()POTOKCHYHMH BIUIMB ocTaHHIX. Cunif KOHTpOMOBaTH (YHKIIIO HHPOK IIpH
OJIHOYACHOMY 3aCTOCYBAaHHI €TOPHKOKCHOY 3 Oy/Ab-SIKHM i3 I[MX Ipenaparis.

DapmaxokinemuyHi 63aemMo0ii

Bnnue emopuxoxcuby na gpapmarxoxinemuxy inwiux npenapamis

Jlimiu. HIT3II mocnabimoroTs BUBENSHHS JIITIFO HUPKaMHU, THM CAMHM IIiIBUILYIOYH PiBEHb JITiIO B
m1a3mi KpoBi. SIKIo HeoOXiHO, IPOBOASTE PETENILHUN KOHTPOJIL PiBHS JITiF0 y KPOBi Ta KOPHTYIOTH
703y JITIIO MPOTArOM OJHOYACHOTO 3aCTOCYBAHHS LUX IIPENapariB, a TaKoX NPH NpPHIHHEHHi
3actocyBanHs HII3IT.

Memompexcam. Y nponeci 1BOX NOCIiIKEHb BUBYAIHACS e(peKTH ETOPUKOKCHOY TIPH 3aCTOCY BaHHi
y nosax 60 mr, 90 mr a6o 120 mr 1 pa3 Ha 106y mpoTsiroM 7 IHIB HamieHTaMu, ki ogepsxkysamd 1 pas
Ha THKJIEHb METOTpeKcar y 1031 Bix 7,5 10 20 Mr nipu peBMaToigHoMy aptpuTi. ETopukokcu6 y no3i
60 mr i 90 Mr He BIUIMBAB Ha KOHIIEHTPALIO B IUTa3Mi KpOBi a60 HUPKOBHUI KITIpEHC METOTPEKCATY.
B onsOMYy n0CHiDKEHH] IIpK 3aCTOCYBaHH] eTOpUKOKCHOY B 1031 120 MT He criocTepiranoch BIUTHBY
Ha KOHLEHTPAalil0 B IUIa3Mi KpOBi Ta HHPKOBHM KIIDEHC METOTpEKCaTy, TOAi SK B iHIIOMY
JOCIIDKEHHI TIPK 3aCTOCYBAaHHI €TOPHKOKCHOY B 1031 120 MI KOHIIEHTpaIlisi METOTPEKCATY B IIa3Mi
KpOBi minBuInyBanacs Ha 28 %, a HUPKOBHH KIIPEHC METOTpeKcaTy 3HmKyBascs Ha 13 %. Ilpu
OZIHOYaCHOMY TPHU3HAYEHHI ETOPHKOKCHOY Ta METOTpEeKCaTy CjliJl INPOBOJUTH BiANOBIAHHI
MOHITOPHUHT IOJIO IIOSIBA TOKCHYHOT'O BILIHBY METOTpEeKCaTy.

Ilepopanvni konmpayenmusu. Etopuxokcu6 y mosi 60 Mr mpu OLIHO"IaCHO[My,m’.}%CTocyBaHHl 3

NepOpaIbHUMHM ~ KOHTPAUENTUBAMH, IO MICTATH 35 MKI  €THHijeC y 0,5-1 Mr
TR L
HOPETHHPOHY, IPOTSATOM 21 nHsA IPU3BOAMB 10 HiJBUINEHHS TOKa3HUKFAUCo. s E)‘mH Ba)KHOMy
,_ A NN IR AL N
craHi s eruninectpagiony Ha 37 %. Etopukokeu6 y mosi 120.M | nILPHY VA

BHILCBKA3aHUMH [EPOPATLHIMHI KOHTPAUETITHBAMH OLHOYACHO ab0 4gpt
piBHOBaXkHOMY cTaHi 3HaueHHss AUCo.4f eTuHigeeTpagiony Ha 50-6;
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KOHIIEHTpaIlil E€THHIIECTPaNioNny ciiJ mam’sTaTd IpH BUOOpI MepopasbHOTO KOHTPALENTHBY 3
pi3HMM BMICTOM ETHHIJIECTPaAioNy, SIKHH 3aCTOCOBYBAaTHMETHCS OJHOYACHO 3 ETOPUKOKCHOOM.
[TifBUINEHHS €KCIO3UIIIT ETHHIIECTPaaioNy MOXke 30UIBIIyBAaTH YaCTOTY BHHUKHEHHS IOOIYHUX
peakxiiiif, OB’ s3aHUX 13 3aCTOCYBAHHSM NEpOPaATbHIX KOHTPAIENTUBIB (HAapHKiIaz, TpoMboeMbomii
BEH Y JKIHOK I'pYITH PHU3HUKY).

T'opmonoszamicna mepaniss  (I'37). Tlpumitom 120 Mr eTopukokcuOy 3 TOPMOHO3aMiCHUMHU
npernapaTaMi, L0 BKIIIOYAIOTh KOH’roroBaHi ectporeHu (0,625 mr «IIpemapuny™y), mpoTsrom
28 nHiB 36inbInye cepenniit mokazHUK AUCo24nr y pIBHOBaXXHOMY CTaHI HEKOH IOTOBAHOT'O ECTPOHY
(ma 41 %), expininy (Ha 76 %) i 17-B-ectpanmiony (Ha 22 %). BmiuB 103 eTOpUKOKCUOY,
PEKOMEHIOBAHUX IS TpuBasioro 3actocyBanHs (30 mr, 60 mr i 90 Mr), He BuB4aBcs. [TopiBHSAHO 31
30inpIueHHAM qo3yBaHHs 3 0,625 no 1,25 mr npu MonoTepamnii npernapatom «IIpemapun™y, BB
eTopukokcudby B no3ax 120 mr Ha excro3uilito (AUCo-24nr) €CTPOT€HHUX KOMIIOHEHTIB IIpernapary
«IIpemapua™)y» OyB MEHIIMM, Hi)K Ha T0JI0BUHY. KiliHiYHe 3HaUEHHS TaKOTO IiABUILEHHS HEBiIOME,
a puHoM BUCOKHX 103 npenaparty «IIpemaprua™) 01HOYaCHO 3 €TOPUKOKCHOOM He BuBUaBcs. Cria
Opartu 10 yBaru Taxe 301IbIICHHS KOHIIEHTpalii eCTporeHy mpu BUOOpPi FTOPMOHAIBHOTO IIpenapary
IUISL 3aCTOCYBaHHS y IEpioJl MOCTMEHOIay3: IPH OJHOYACHOMY 3aCTOCYBaHHI 3 €TOPUKOKCHOOM,
OCKIUJIBKM 3pOCTaHHSI €KCIO3UILIT €CTPOreHy MiBHILY€E PU3HMK BUHHUKHEHHS MMOOIYHUX peakliil mpu
3aMiCHi# rOpMOHOTEpaITii.

IIpeonizon/npeonizonon. Y TOCIIIKEHHSIX B3a€MO/Iii eTOPUKOKCUO He BUSIBIISAB KITIHIYHO 3HAYYIIIOTO
BIIIUBY Ha (papMaKOKiHETHKY IPeNHi30HY/IIPEIHI30JI0HY .

Huzoxcun. Ilpu 3actocyBaHHi eropukokcuOy B mo3i 120 mMr 1 pa3 Ha moOy mpotsrom 10 mHiB
3I0POBHM JO0OPOBOJIBLSIM He criocTepiraBcst BIUTUB Ha MOoKa3HUK AUC.24hr Y pIBHOBRXHOMY CTaHi Ta
Ha BUBEJCHHS IOUTOKCUHY Hupkamu. Crocrepirajiocs 30inbuieHHS MOKa3HUKA Cmax JUTOKCHHY
(mpubnu3Ho Ha 33 %). Take migBUINEHHS 3a3BHYAll HE € CYyTTEBUM y OibIIOCTI mamieHTiB. OmHak
CIiJl crocTepiraTd 3a CTaHOM IAIliEHTIB 3 BHCOKUM PH3UKOM TOKCHYHOI Iil JUTOKCHHY IIpU
OJTHOYACHOMY IIPU3HAYEHH] €TOPHKOKCHOY Ta JUTOKCHHY.

Bnnue emopuxokcuby na npenapamu, wjo memabdonizyiomocs cyiogompanchepazamu
Etopukokcu6 € iHri6iropom akTHBHOCTI JIFOACHEKOI cynb(oTpanchepasu, 3okpema SULTIEL, a
TaK0>X MOXK€ I1IBUIIlyBaTH KOHIICHTPALIIO €THHIJIECTPalioy B CHpOBATIli KpoBi. OCKiNEKH JIOTEIIED
JlaHMX TpO BIUIMB YHCIIEHHUX Cyib(oTpaHCcdepa3 HEOOCTaTHBO, a KIiHiYHI edekTH GaraTtbox
IpenapariB JOCi BUBYAIOTHCS, JOLUILHO 3 OOEPEXHICTIO MPU3HAYATH €TOPUKOKCHO OJHOYACHO 3
IHIIMMH IIpenapaTaMH, o MeTaboi3yI0ThCsl FTOJIOBHUM YHHOM JIIOACHKHMHE CyiibdoTpancdepasamu
(HanpuKia, nepopanbHui canp0yTaMoIT Ta MIHOKCHIHIT).

Bnnue emopuxoxcuby na npenapamu, wjo memabonizyiomocs izopepmenmamu CYP

3a JaHUMU JOCIIKEHb in Vilro, He 04iKy€ThCs IPUTHIYeHHs nuToxpomis P450 (CYP) 1A2, 2C9,
2C19, 2D6, 2E1 abo 3A4. ¥V mpoueci nOCIiPKeHb 338 YYacTIO 3J0POBUX JI0OPOBOJIBIIB MOAEHHE
3aCTOCYBaHHS €TOPUKOKCUOY B 1031 120 Mr He BIUTHBAJIO Ha aKTHUBHICTH meuinkoBoro CYP3A4, o
BCTAHOBJIEHO 33 EPUTPOMIITUHOBUM JIUXATLHHM TECTOM.

Bnnus inwux npenapamie na hapmaxoxkinemuxy emopuxokcuby

OcHoBHuM muUIIX 0OMiHY eropukokcuOy 3amexuts Bix ¢epmentiB CYP. CYP3A4 cmpuse
MeTabo1i3My eTOpPUKOKCHOY in vivo. JIoCHiKeHHs in vitro BKa3yroTh Ha Te, o CYP2D6, CYP2C9,
CYP1A2 ta CYP2C19 Takox MOXyTb KaTajli3yBaTd OCHOBHUU IIISX OOMiHY €TOPHKOKCHOY, ajie 1X
KINBKICHI XapaKTePUCTHKH HE BUBYAIIKCE i1 VIVO.

Kemoxonason. Kerokonazon € notyxHuM iHriditopom CYP3A4. Ilpu 3acTocyBaHHi 300pOBUMHE
no6poBosbLsaMH Y no3ax 400 mr 1 pa3 Ha 100y npoTsroM 11 IHIB KETOKOHA30J HE YHHUB KIIIHIYHO
3HAYyIIOro BIUIMBY Ha (hapMaKOKiHETHKY €TOPUKOKCHOY B pa3oBiit 103i 60 Mr (36insmenns AUC Ha
43 %).

Bopuxonason i mixonason. OgHodacHe 3aCTOCYBaHHS EPOPATIEHOIO BOPUKOHA30Jy a00 MiKOHA30ITy
y BUIJBII OpaJbHOTO TENI0 sl MICIIeBOrO 3acTocyBaHHs (moTykHi imribitopy CYP3A4) 3
€TOPUKOKCHOOM BHKJIMKAIO HEBEJUKE IiJBUIIEHHS EKCHO3MIII eTOPHKOKCHS ’m““'
BB)XAJIOCS KJIIHIYHO 3HAYY MM 3TiZHO 3 OIyOIIKOBaHUMH JaHUMH. : A
Pugpamniyun. OnHOUACHE 3aCTOCYBAaHHSI €TOPUKOKCHOY Ta pH(aMITiIy
dbepmentiB CYP) npu3Boguio 10 3HUKCSHE LEHTpalii eTopHKOKCHG
Lle MOXe CynmpOBOIKYBATHCS TTOBTOP POSIBOM CHMIITOMIB IPH OJ
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eropukokcubom. Tonl sk Taki JaHi MOXYTh BKa3yBaTH Ha HEOOXiOHICTH 30iNBIICHHS 03U, HE
PEKOMEHIOBAHO 3aCTOCOBYBAaTH €TOPHUKOKCHO y H03ax, IO NEpPEeBHINYIOTh BKa3aHi JUIs KOXKHOTO
IIOKa3aHHs, OCKIJIBKY HE BUBYAIOCH KOMOIHOBaHE 3aCTOCYBaHHS pH(paMIIiIHy Ta €TOPHKOKCHOY B
TaKUX J03aX.

Anmayuou. AHTaAMIHI IpernapaTy He YUHATH KJIIHIYHO 3HAUYILIOTO BILIMBY Ha (hapMaKOKiHETHUKY
€TOPUKOKCHOY.

Ocobnueocmi 3acmocyganHa.

Bnnue na LLIKT

IMoBimomuisocs: mpo yckiagHeHHs 3 Ooky BepxHix Bimminmis IIKT (nmepdopauii, Bupasku a6o
KpOBOTeUi), IHOI 3 JIETAIbHUM HACIIiIKOM, y MALliEHTIB, SKi OTPHUMYBAJIA €TOPUKOKCHO.

3 obepexnictio cmip npusHadaty HII3II marientam i3 migBHIIEHUM PU3UKOM YCKIIATHEHD 3 GOKY
IIKT; nmamieHtam JTHBOrO BiKy, MAIliEHTaM, SIKi 3aCTOCOBYIOTH Oymb-skuil immumit HII3IT a6o
alETHICATILIMIOBY KHCIIOTY OJJHOYACHO, a00 MalieHTaM 3i Ty HKOBO-KHIITKOBUMH 3aXBOPIOBaHHIMH
B aHAMHe3i, a caMe BUpa3KaMH Ta LIUTYHKOBO-KHIIKOBUMH KPOBOTE€YaMH B aHAMHE3I.

Icnye monaTkoBUi pU3MK po3BUTKY NOOiYHKX edekTiB 3 6oky IIIKT (1myHKOBO-KHIIKOBA BHpa3Ka
abo inmn yckimagHenHs 3 Ooky IIKT) mpu onHouacHOMY 3acTOCYBaHHI €TOPHKOKCHOY Ta
alleTHJICANIIIIMIOBOT KUCIIOTH (HaBITh Y HU3BKHX J103aX). Y MPOLECi TPUBAIUX KIIHIYHKX JOCIIKEHE
He criocTepirajocs BupaxeHoi BiqminHocTi y 6e3neni momxo KT npu 3actocyBaHHi CEJIEKTHBHOTO
inribitopa LIOI'-2 + aneruncaninuiona kucnora ta HIT3IT + aneruicaninuiosa Kuciora.

Bnnue na cepyego-cyounmy cucmemy

Kuniniuni qocimikeHHs BKa3yIOTh Ha Te, 1[0 3aCTOCYBAHHS JIIKApCHKUX 3aC00iB KIIacy CeleKTHBHUX
iHridiropis I1OI'-2 Moxe OyTH NOB’S3aHO 3 PU3UKOM BHHHKHEHHS TPOMOOTHYHHUX YCKJIAJHEHb
(ocobnuBo iH(baApKTy MioKapaa Ta iHCYJBTY) HMOPIBHSAHO 3 mare6o Ta aeskumu HIT3IT. Ockinpku
PH3HK CEpLEBO-CYAUHHUX YCKJIaJHEHb 3pOCTAaE MpH 301IBIICHH] 03U Ta TPUBAIOCTI 3aCTOCY BAHHS
€TOPUKOKCHOY, NpenapaT Ciliff IpU3HAYaTH Ha SIKOMOTa KOPOTIIHHM Iepioa yacy Ta B HAMHHKYHX
epextuBHUX nm000BUX gmo3ax. Cmig mepiomudHO IeperisaaTH  1moTpeby IallieHTiB Y
CHMIITOMAaTHYHOMY IIOJIETHIEHHI OOJII0O Ta peakuilo Ha JIKyBaHHS, OCOOJMBO y IAIli€HTIB 3
OCTEOAPTPUTOM.

[TanienTam i3 BHUpaXeHUMH (aKTOpaMH pH3UKY PO3BHTKY CEpIEBO-CYyJMHHHX YCKJIAJIHEHb
(nanmpuKiIan, apTepialibHa TiNepTeH3is, rinepimizemis, MyKpoBHH miabeT, MaliHHSA) MPU3HAYATH
€TOPUKOKCUO MOTPIOHO JIMIIE MiCHIsT PETENBHOI OIIIHKH PU3HUKY PO3BUTKY YCKJIA{HEHHSI.

CenexrtuBHi inribitopu [[OI'-2 He 3aMiHIOIOTH 3aCTOCYBAHHS AlECTHJICATIMIOBOI KHCIOTH JUIs
npodinakTHKH TPoMOOEeMOOIYHUX CEpLEBO-CYIMHHHUX 3aXBOPIOBAaHb, OCKIJIBKM HE YHHSTBH
aHTHarperaHTHoi nii. ToMy He ciif BiIMIiHATH aHTHArPEraHTHI Mperapary.

Bnnue na nupru

HupkoBi npocTarnaHqMHA MOXYTh BilirpaBaTi KOMIIEHCATOPHY POJIb Y i ATPUMIL mep@y3ii HUPOK.
Tomy mnpu cramax, IO CyNpPOBOMXKYIOTbCS IIOPYLIEHHSM HHPKOBOI mepdy3ii, 3acToCyBaHHS
€TOPUKOKCUOY MOXKE IIPU3BOJUTU 10 MOCHAOJICHHS YTBOPEHHS NMPOCTArJIaHIUHIB 1, IK HACIJIOK, —
J0 HUPKOBOTO KPOBOTOKY, THM CaMHUM IIOTIpIIyIOYM (YHKIIO HUPOK. BHCOKHM PHU3HK PO3IBUTKY
Takoi peakiii iCHye y NAallieHTIB 3 y)X€ HasBHUMH BHPXCHUMH MOPYIICHHAMH (QYHKIIi HHPOK,
HEKOMIIEHCOBAHOIO CEPLEBOIO HEIOCTATHICTIO a00 LIUPO30M. Y TaKUX MAIIE€HTIB CJIi{ KOHTPOJIIOBATH
(GYHKIIIO HUPOK.

3ampumxa piounu, Habpsaxu ma apmepianvHa 2inepmensis

Sk 1 mpu 3acTOCyBaHHI IHINMX IIpenapartiB, IO iHriOYIOTH CHHTE3 MPOCTArJIAHIAMHIB, 3aTPUMKA
pinuHu, HaOpsSKH Ta apTepianbHa TilepTeH3ist CHOCTEpIiraaucs y MAI[iEHTIB, SKHM 3aCTOCOBYBAIN
eropukokcu6. Bei HII3II, Bxiodaoyn €TOPUKOKCHO, MOXYTh NMPU3BOAMTH 10 PO3BHUTKY abo
penuauBY 3acTiHOI cepleBOl HEIOCTATHOCTI. [HpOpMAITito PO peakiliio 3aIeXKHO Bifl 103K JUB. B
posnini  «®apmakonoriuni  BiactuBocTi. ®apmakoxuHamikay. 3 065(%9)1&1%19_3_}% npenapat
IPHU3HAYAIOTh NALli€EHTaM i3 CEpPLIEBOIO HEIOCTATHICTIO, TIOPYIIEHHIM (QyH g'gjﬁf&iﬁdjzﬁhpqxa abo
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ETopuxoxcu6, 0cOGIMBO y BUCOKHX 033X, MOXKE IIPH3BOUTH JIO YaCTIIOi Ta TSHKYOI apTepiasibHOL
rineprensii nopieusHo 3 nesikumu iHmmMu HIT3IT Ta cenexruBnumy inri6iropamu LIOI-2. Tomy
apTepianbHy TiepTEH3ito CIIiZ KOHTPOJIIOBATH JI0 OYATKY JIIKYBaHHS €TOPUKOKCHOOM, Ta 0COOIHUBY
yBary CIiJ MpUILIMTH KOHTPOJIO 33 apTepiallbHUM THCKOM IIiJl Yac JIKyBaHHS €TOPUKOKCHOOM.
ApTepiansHuil THCK CJTifi KOHTPOJIKOBATH IIPOTSATOM 2 THXKHIB ITCJIS IOYATKy JIiKyBaHHS, a IOTIM —
nepioguuHo. SIKIIO apTepiaibHUM THCK CYTTEBO IIJBUILYETHCS, CNif PO3IISHYTH MOXIHBICTH
QJITEPHATUBHOTO JIIKyBaHHS.

Bnnue na neyinky

IlinBumenHs piBHs ananinaminorpancdepasu (AJIT) Ta/abo acnmapraraminorpancdepasu (ACT)
(mpubnusHo y 3 abo Ginblie pasiB MOPIBHAHO 3 BepXHBOIO Mexero Hopmu (BMH)) crocrepiranocs
npubmu3Ho B 1 % mamieHTiB, ski Opaiy ydyacTh y KIHIYHHX MOCIIDKEHHAX Ta 3aCTOCOBYBAIH
eropukokcu6 y mo3ax 30 mr, 60 mr ta 90 Mr Ha 100y npoTsirom nepioxy A0 1 poky.

Cunig criocTepiraTi 3a CTAHOM BCiX MAIliCHTIB 31 CHMIITOMaMH IOPYIIEHHS (yHKLIT IIEUiHKH, a TaKOX
NALi€HTIB 3 MATOJOTIYHUMH IOKa3sHHKaMu (QyHKII medinkd. [Ipu o3Hakax mopyureHHs (yHKLIl
MEYiHKK Ta MPH CTIHKHX IATOJOTNIYHUX 3MiHaX NMOKa3HUKIB ¢yHKuii nedinku (y 3 pasu BULIE 3a
BMH) etopuxokcu6 ciin BiaMiHUTH.

3azanvhi exasziexu

SIKIIO TpOTSroM JIiIKyBaHHS y IMallieHTa CIOCTepiracThCsl NOpyLeHHs (yHKUiT Oyab-sSKo0i 31 CUCTEM
OpraHiB, 3a3HaYEHUX BUIIE, CJIiJl BXXUTH BiJIIOBITHUX 3aXO/iB Ta PO3IJISIHYTH MUTAHHS PO BiAMIHY
eropukokcuOy. HeobxinHo 3abe3neyuty BiAMOBiJHE MEIUYHE CIIOCTEPEXKEHHS IMPH 3aCTOCYBaHHI
€TOPUKOKCHOY MallieHTaM JIITHBOTO BIKYy Ta Malli€eHTaM i3 MOpYLIEHHIMH (YHKIT HUPOK, MEYIHKU
abo cepusl.

3 00epexHIiCTIO Clil MOYMHATH JIKYBAaHHS ETOPUKOKCHOOM TMAaIlieHTiB i3 Jerigparariero.
PexoMeHI0OBaHO MPOBECTH Periparanilo 0 NoYaTKy 3acCTOCYBaHHS €TOPUKOKCHOY.

ITpo po3BHUTOK CEPHO3HUX HIKIPHUX PEeaKilid, y AeSKUX BHUIAJKaX 3 JICTAJHHUM HACIiKOM, y TOMY
qyucii  excomiaTUBHOrO aepMmartuty, cuHapoMy CriBenca — JKOHCOHAa ¥ TOKCHYHOTO
eNiIepPMaIbHOIO HEKPOJi3y, Ayke pinko moBimomuisuiocs mpd 3actocyBanHi HIT3IT i nmesikumx
cenekTuBHUX iHribiTopis L[OI'-2 mim yac NMOCTMApPKETHMHTOBOIO CIIOCTEPEXKEHHS (JMB. PO3MLN
«ITo6iuni peaxuii»). HaliBuImui pu3uk po3BUTKY TaKHX peakxiliif y Malli€HTiB — Ha OYaTKy Teparrii,
a T0YaToK iX MpOsBIB y OUIBIIOCTI BUIAJIKIB — IPOTSArOM NEPIIOro Micsus JikyBaHHs. Cepio3Hi
peakuii rimepdyTauBOCTi (Taki sk aHaginaxcis ¥ aHTIOHEBPOTHYHHN HaAOpPSK) CIIOCTEPIrayiucs y
TAIi€HTIB, SKi 3aCTOCOBYIOTh eTOpHKoKcuO. [leski cenexTuBHi iuribitopu [[OI'-2 migBuInyroTh
PU3MK BUHUKHEHHS HMIKIpHUX peakiii y MaIieHTiB 3 aJIEprivHOI0 peakiicro 10 Oy ab-SKOro Ipenapary
B aHamHe3l. ETopukokcu6 ciif BiIMIHUTH IpH NEpUIMX MPOsSBaX BUCHIIAHB HA LIKipi, YIIKOKEHb
CJIU30BOI 00OJIOHKH ab0 IHINKUX O3HAKAX TilIePUyTIHBOCTI.

ITpu 3acTocyBaHHI €TOPUKOKCUOY MOXKYTh MaCKyBaTHCS ITPOSIBH FapsAvKH Ta iHII 03HAKHU 3aI1aJIbHOTO
Iporecy.

3 00epeXHICTIO NPU3HAYAIOTh OJHOYACHO ETOPHKOKCHO Ta Bapdapun abo iHIN mepopaibHi
AQHTHKOATyJISTHTH.

3acTocyBaHHSI €TOPUKOKCHOY, SIK 1 IHINMX IpenapariB, 10 iHTIOYIOTh IUKJIOOKCHIEHA3y/CUHTE3
IIPOCTArJIaHIMHIB, HE PEKOMEHIOBAHO JKiHKaM, 5K INIAHYIOTh BariTHICTb.

Lle#t nikapcpkuit 3acib MicTUTh MeHIe 1 MMOIIB (23 Mr)/mo3y HaTpiro, TOOTO MPAKTUYHO BIIBHUIM BijT
HATpilo.

3acmocysanns y nepioo eazimnocmi abo 200yeanis epyooio.

BaritHicTh

Hemae xiHIYHMX JaHUX NIPO 3aCTOCYBAHHSI €TOPHKOKCHOY B mepioa BariTHOCTI. JIOCHiIHKEHHS Ha
TBapUHaX IPOJEMOHCTPYBAJIM PENPOLYKTHUBHY TOKCHYHICTh. [IOTEHUIHHUN PH3WK Ui BariTHUX
HEBiIOMUH. 3aCTOCYBaHHS €TOPUKOKCHOY NPOTATOM OCTAHHBOTO TPUMECTPY BariTHOCTI, SIK 1 1HIIKX
Ipenaparis, 10 iHri0YIOTh CHHTE3 IPOCTArIaHIuHIB, MOYXKE npnsBonHTH/nQ:f'_urcymocn CKOPOYEHb

MaTKH Ta [IEpPe4acHOro 3akpuTTs 6oTanoBoi npotoku. [Tosimomi ﬂocs Tipo- BI/Il‘laﬂ 1 HOpYIICHHS
GyHKII] HUPOK IUTOA, IO TPH3BOAMIO [0 MY, AMHIOTHYHOI  piuHK
(omirorigpaMHiOH) y BariTHUX iHOK, SIKi 1Y \‘an,r;mgnpenapa'm (HII3IT)

= \\"( 'iili)\qu A4

e HpysBoauTH 10
/i 1

XUTPUY H.B.
11.04.2025



nopyieHHs GpyHKIIl HUPOK Y HOBOHAPO/DKEHHX. 3a3HaueHi eeKTH MOXKyTh BUHHMKATH Hezabapom
micina mouatky jikysanHst HII3II; omirorizpamHioH 3a3BH4aif € 0OOPOTHMM IIICHIs NMPUITHHEHHS
NiKyBaHHs. 3aCTOCYBaHHsS ETOPUKOKCHOY MPOTHIIOKa3aHO B Iepiox BaritHocTi. SIkimo xiHka
3aBariTHijA i 9ac JIiKyBaHHS, €ETOPUKOKCUO HEOOXIHO BiIMiHUTH.

[Iepion rojryBaHHS TPy IO

HeBinomo, u¥ MPOHHWKAE €TOPUKOKCUO y TpyIHE MOJIOKO. Y IIypiB €TOPUKOKCHO BHBOAUTHCS Y
rpyaHe MoJioko. JKiHKH, SKi 3aCTOCOBYIOTh €TOPHKOKCHO, HE TIOBHHHI F'OTyBaTH I'PY IO,
depTUbHICTh

3acTocyBaHHSI €TOPUKOKCHOY, SIK 1 iHIIMX mpenapatis, mo iHridyrots 1{OI'-2, He pexoMeHI0BaHO
XKIHKaM, sIKi TNIaHYIOTh BariTHICTE.

30amuicme ennusamu Ha wWEUOKICMb pearyii npu KepyBamHi AGMOmMpAaHcnopmom abo iHwuMu
MexaHizmamu. '
[TarienTy, y SKUX MiJ Yac 3aCTOCYBaHHS €TOPUKOKCHOY BHHHKAE 3allaMOPOYCHHS, BEPTHUIrO abo
COHJIUBICTH, HE TIOBUHHI KEpyBaTH aBTOTPAHCIIOPTOM Ta MPAIFOBATH 3 IHIIUMH MEXaHi3MaMH.

Cnocio 3acmocysanna ma 0o3u.

Jlixapcekuit 3aci6 ETopa 3acTocoByroTh nepopanbHo. Ilpenapar Mo)kHaA MpUHMATH HE3aJIEKHO Bif
BxuBaHHs Dxi. [TouaTok edexTy npenapary HacTae MIBHIIE IPH NpHitomi niepex inoro. Lle moTpiGHo
BpaxOBYBATH NPH HEOOXiTHOCTI IIBHAKOTO MOCTA0IEHHS CHMIITOMIB.

OcCKiNbKU PU3UK BUHUKHEHHS MOPYIIEHb 3 OOKy CeplLeBO-CYIHHHOI CHCTEMHU IIpH 3acCTOCyBaHHI
€TOPUKOKCHOY 3pOCTaEe IpU MiJBUINEHHI JO3M 1 TPUBAJIOCTI €KCIO3HUIlii, HEOOXiTHO MPOBOIUTH
HAWKOPOTINI KypcH JIIKyBaHHS TpPH 3aCTOCYBaHHI HaMMeHIMX e(peKTUBHHX n060BHX m03. Crif
HEepiOJUYHO TEPEOIiHIOBaTH INOTpedy y IOJIETIIEeHH] CHMITOMIB 1 BIiAMOBiAb HAa JKyBaHHS,
0COOJIMBO Yy TAIIEHTIB 3 OCTEOAPTPUTOM.

Ocmeoapmpum

PexomengoBana nosa craHoBuTh 30 Mr 1 pa3 Ha no0y. Y JAesKHX NAI€HTIB MPU HEJOCTATHHOMY
nocabaeHHl CUMITTOMIB 30UTbIIeHHS 1034 10 60 Mr 1 pa3 Ha 700y MOXe MiABHIIUTH €()eKTUBHICTb.
3a BiJCYTHOCTI HOJIMIIEHHS e(eKTy CiiJ PO3MVISHYTH MUTAHHS PO iHIOI MOMJIHBI METOIH
JKyBaHHS.
Peemamoionuii apmpum
PexomennoBana no3a craHoBuTh 60 Mr 1 pa3 Ha noOy. ¥V neskuX NamieHTIB NMPH HEIOCTATHHOMY
nocnalieHHi CUMNTOMIB 30inblieHHs J03u A0 90Mr 1pa3 Ha 100y MoXe MOKpallyBaTh
TepareBTHYHUH e(eKT. Hpn JIOCSITHEHHI KJIiHIYHOI cTabini3anii namnieHra JOUiabHO 3HH3UTH O3y 10
60 mr 1 pas Ha n00y. 3a BiACYTHOCTI MOiMIIeHHs ehexTy PO3IJIAHYTH ITHTaHHS IPO iHII MOJITHBI
METO/IY JIIKYBaHHSI.
AHnKinosyouuii cnoHOunim
PexomennoBana no3a craHoBuTh 60 Mr 1 pa3 Ha noOy. ¥V nesKuX HauieHTIB MPH HEIOCTATHHEOMY
nocnabieHHi cuMNTOMIB 30UTbmeHHS xo3u a0 90 mMr 1pa3 Ha 100y MOXKe MOKpallyBaTH
TepaneBTHYHUM edekT. [Ipu nocsrHeHHi KiiiHiYHOT cTabini3amii nmarienTa JOmiIbHO 3HH3UTH 103y 10
60 Mr 1 pa3 Ha no0y. 3a BiACYTHOCTI MoONiNIIEHHS e(eKTy CIil pO3TJSHYTH NMHTAHHS PO iHIIi
MO>KJTHBI METOH JIIKYBaHHS.
T'ocmpuii 6inv
V pasi nosiBu rocTporo 6010 ETOPUKOKCHO 3aCTOCOBYIOTE JIHIIE Y TOCTPHIA CHMITTOMATHYHHUMI HEPioj.
TI'ocmpuii nodaepuynuti apmpum
PexomeHnnoBaHa f03a ctaHoBUTh 120 mr 1 pa3 Ha no0y. Ilix yac KIHIYHHAX DOCHIIHKEHb FOCTPOTO
TIOZarpUYHOr0 apTPUTY ETOPHUKOKCUO 3aCTOCOBYBAIU BIIPOJIOBXK 8 JIHIB.
Ilicnaonepayiiinuii  6inb, noG’A3anull 31  CMOMAMONORIYHUM — ONEPAMUGBHUM  GIMPYYAHHAM
PexomennoBana no3a — 90 mr Ha 1 pa3 Ha 100y npoTsAroMm MakcuMyM 3 nHiB. J[Jis JesKuX MalieHTiB
MOXe OyTH HEOOXiIHUM J0/IaTKOBE MicisonepaniiHe 3He00IOBaHHS.
Jlo3u, IO NepeBUIYIOTh peKOMeH,HOBaHl AU KOXKHOTO TIOKa3aHHs, HE MAIOTh JO0AAaTKOBOI
edexTuBHOCTI a00 He BUBUYaANUCS. To y St S

e J103a IIPH OCTEOAPTPHTI HE

epeBuInyBaTu 60 Mr Ha 106,
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e [03a [IPH PEBMATOITHOMY apTPHTi Ta aHKiJIO3yIOYOMY CIIOHAMIIITI HE IIOBUHHA IEPEBHUIITY BATH
90 mr Ha 100y;
e J03a IpU TOCTpiii momarpi He NOBHHHA mnepeBuiryBatd 120 Mr Ha m00y BIPOIOBXK
MaKCHMAJILHOTO NIepio/Ty JiKyBaHHS 8 1HiB;
e J103a MPH FOCTPOMY OOJIFO IIiCIIS CTOMATOJIOTIYHOTO ONEPATHBHOI'O BTPYy4aHHS HE IOBHHHA
nepepuirysat 90 Mr Ha 100y BIPOJIOBK MAaKCHMAIBLHOTO 3-I€HHOTO Iepiofy.
Hayichmu nimnvozo 6ixy
Hemae HeoOXiIHOCTI B KOpeKIii J03yBaHHs IS MAIiEHTIB JIITHHOTO BiKy. Sk 1y pa3i 3acTrocyBaHHS
IHIIMX Tpenaparis, penapar CJIiji IpU3HayaTé 3 00ePEeXXHICTIO MallieHTaM JIITHBOTO BiKY.
Iopywenns gynryii nevinku
HesanexxHo Bim MmokasaHHS MamieHTaM i3 MOpyIIEHHSMH (DyHKIUI mediHku jerkoro crymeHs (5—
6 6aiB 3a mkanoro Yaitnaa — [1°10) He cnig nmepeBunryBatu go3y 60 mr 1 pa3 Ha 100y. ITamientam i3
MTOpYIIEHHSIMHE (DYHKIIIT IEYiHKH IOMIPHOTO CTYyTIEeHs TsHKKOCTI (7-9 6aniB 3a mkainoro Yainga — I1'10)
HE3aJIeXKHO BiJl TOKa3aHHs He CJIij nepeBUInyBaT 103y 30 mr 1 pa3s Ha 100y.
Kniniynuit nqocBiz 3acTocyBaHHS 0OOMEXKEHUM, 0COOIUBO 111010 NAIEHTIB i3 MOPYIICHHIMHU (YHKIT
NEeYiHKA IOMIPHOTO CTYIIeHS, TOMY -IIpemapaT CliJ Ipu3HadaTh 3 oOepexHicTio. BimcyTHiit
KJIIHIYHUH TOCBIJI 3aCTOCYBaHHS Mpenapary NalieHTaM i3 TSHOKKUMH MOPYIICHHAMHA (QyHKUIT TeYiHKH
(>10 6aniB 3a mkanoro Yaitnga — [T°10), ToMy npenapaT NpOTUIIOKa3aHUH TaKHM TAI[iEHTaM.
Iopywenns ¢ynxyii Hupok
KopurysanHs 10o3u He moTpiOHe mamieHTaMm i3 KJIipeHcoM KpeaTHHiHy >30 MiI/XB. 3acTOCyBaHHS
€TOPUKOKCUOY MarieHTaM i3 KJIipeHcoM KpeaTuHiHy <30 MJI/XB MPOTHIIOKA3aHO.

Himu.

Etopukokcu® npoTunokazaHuit Aitam BikoM 10 16 pokis.

Ilepeoosyeanns.

VY mpoueci KIIHIYHHUX IOCIHIIPKEHb 3aCTOCYBAaHHS Pa30BOi J03U eTopukokcuby mo 500 mr abo
OaratopasoBuit npuiioM 10 150 Mr Ha 100y npotsrom 21 AHS HE CIPHYKHSIO iICTOTHHX TOKCHYHUX
edexri. [ToBimoMIsiocs mpo rocTpe nMepeno3yBaHHsA €TOPUKOKCHOOM, X04a B OiIBIIOCTI BUIIAAKIB
npo nobGiuni peakiii He moBimomusuiock. [ToGiuni peakmii, 10 crmocTepiranucy HaiyacTie,
BianoBigamu npodimo Oe3nexu eropuxokculOy (Taki sk peakuii 3 6oky IIIKT, 3 Goky ceprus Ta
HUPOK).

Y pasi mepenosdyBaHHS JOLIIBHO BXHTH 3BHYaHHUX MiJTPUMYBAJIBHUX 3aXOJiB, HAIPHKIAL
BUJlaJIeHHs. Heabcopbopanoro mpenapaty 31 IIIKT, BemeHHs! KITIHIYHOTO CIIOCTEpEXXEHHS, Y pasi
HEOoOXIJHOCTI — IIPOBEJICHHS ITi ATPUMYBAJIILHOTO JIIKYBaHHS.

Etopukoxcu6 He BUBOAMTHCS NIPY FeMOJIiai3i; HEBIIOMO, UM BUBOJUTECS TIpenapar Ipu pOBEIECHH]
IEPUTOHEATBHOTO Jiasi3y.

Ilo6iuni peaxuii.
besnexa 3acTocyBaHHSI €TOPUKOKCHOY OIiHIOBaJIACh Y MPOIECi KITIHIYHUX JOCIIIKEHD 3a yYacTIO
9295 nanientiB, Bkmodaroun 6757 malieHTIB 3 OCTEOAPTPUTOM, DPEBMATOIMHHUM apTPUTOM,
XpOHIUHMM 0o0JIeM Yy HIKHIM 4yacTHHI CIHHH abo0 aHKIJIO3YIOUMM CIOHJWIITOM (IPUOIU3HO
600 mamiedTiB 3 ocTeoapTpuToM ab0 PEBMATOIIHHM apTPHTOM OEPIKYBANM JIKYBAHHS IIPOTATOM
1 poky abo nosiue).

ITin yac KmiHIYHHUX JOCHI/KEHb NPOodine HeOaXaHWX SBHUL] OyB OJHAKOBHM y MAILliCHTIB 3
OCTE0apTPUTOM ab0 PEBMATOIMHUM apTPUTOM, SIKi 3aCTOCOBYBAJIM €TOPUKOKCHUO MPOTATOM 1 poky
abo JoBIIe.

VY mpomneci KIiHIYHOTO JOCIIKEHHS 3a y4yacTIO MAlli€HTIB i3 TOCTPHM TIOJIATPUYHUM APTPUTOM
€TOPUKOKCUO NpH3HAYaIA B n03i 120 mr 1 pa3 Ha 106y npoTsarom 8 aHiB. l’Ipoq)mL Heﬁamaﬂnx SIBULI]
y IIbOMY JOCIiIDKEHHI 6yB y LIOMYy TaKkum CaMHM, K y I{OCJII,H)KCHHSIX 3a, yqac‘rlo nalﬁemm 3

p X .p,o
| 3 t’z)&‘p@ap
pukokcu6 (y mosax 60 mr aﬁ 90MP
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JIOCII/UKEHb 3 aKTHBHHUM IIperapaToM
PEBMATOINHUM apTPUTOM OTPHUMYBAIH



BIOponoBX Mpubmmsno 18 wmicsuis. Jani npo Gesmexy Ta Ginbn feTanbHa iHpOpMaIis IPoO O
nporpamy npezcTasieHi B po3aisi «PapMakonoriuni BIaCTUBOCTI».

Y nponeci KIiHIYHAX TOCIIHKEHb 32 yJacTIO NAaLi€HTIB i3 TOCTPUM TlicisonepaiiauM 601eM micIis
CTOMATOJIOTIYHMX,  a0JOMiHANBHO-TIHEKOJIOTIYHUX  XIPypridHMX  BTpPy4aHb,  BKJIIOYAIOYU
1222 nariienTy, [Ki 3acTOCOBYBaiu eTopukokcub (y mosax 90 mr abo 120 mr), npodine HebakaHUX
gyl OyB y ILIJIOMY TaKkuM e, SK Yy JOCIIPKCHHSX 3a y4YacTIO IAI[ieHTiB 3 OCTE0apTPHTOM,
PEBMATOIHMM apTPUTOM Ta XPOHIYHUM O0JIEM y HIDKHIN YaCTHHI CIIUHH.

[Ipo Hwxue3asHaueHi moOiYHi peaxuil MOBiIOMISIIOCH 3 GiNBILIOI0 YACTOTOIO MPH 3aCTOCYBAaHHI
npemnapary, HiXx ruiane6o, y nporeci KIiHiYHHX JOCIiKEHb 32 YYacTIO MaIliEHTiB 3 0CTE0apTPUTOM,
PEBMATOIMHMM apTPUTOM, XPOHIYHMM OoJieM y HIDKHIM dYacTHHi cnMHH ab0 aHKIJIO3yIOUHM
CIIOHUJIITOM, SIKi 3aCTOCOBYBaIK eTOPHKOKCHO y mo3i 30 Mr, 60 Mr a6o 90 Mr mpoTsarom 12 THXKHIB
(mocnmikenns 3a nmporpamoro MEDAL, KOpOTKOCTPOKOBI JOCIIIKEHHS OO0 rocTporo 0oio Ta
IIOCTMApKETHUHIOBUI IOCBIN).

Tabnuus 2
Knac cucremu oprasis [ToGiyni peakuii Kareropis
gacToTu*
In¢exuii Ta iHBa3ii QJIBBEOJIIPHUN OCTHT 4acTo
racTPOCHTEPUT, iH(PEKIiT BEpXHIX JUXATBHUX LUISXIB, HEYacTo

iH(eKIIi] ceuOBUBITHOTO TPAKTY

3 Ooky KpoBi i miMpaTuuHoi |aHeMis (IlepeBa)XKHO B pe3yJIbTaTi IIUTYHKOBO-KHIIKOBOI | HEYacTO

CHCTEMH KpOBOTEY1), JJEHKOIEHisl, TPOMOOLUTONIECHIs

3 60Ky iMyHHOI CUCTEMH rinepuyTuBicTs* ® HEYacTo
aHTiOHEBPOTUYHUH HAOPSIK, pinxo
aHadinaktuyHi/aHadinakToiNHI peakii, y TOMy 4ucii
ok

Po3nagu metabomnizmy i HaOpsiKu/3aTpUMKa PiMHA 4acTo

Xap4yBaHHS 3HIKEHHSI a00 MOCUJICHHS alleTUTY, 301IbIICHHSI MACH | HEYacTo
Tina

[cuxiuni nopyIeHHs TPHUBOXKHICTB, IETPECIs], OTiPIIEHHS PO3YyMOBOT HEYacTo
JHSTEHOCTI, TAJIFOIMHALL T+
CITYTaHiCTh CBiIOMOCTI?, HecroKiitHui cran? piKo

3 60Ky HEpBOBOI CUCTEMH 3araMOpOYEHHs, TOJIOBHUH O1ITb 4acTo
JTUCTeB3is, 0€3COHHS, MapecTe3is/TinecTe3ist, COHJIUBICTh | HEYACTO
BHYTPIIIHBO-YEPETTHUN KPOBOBUIIUB 4acToTa

HEBiJIoMa

3 60Ky opraiB 30py HEYITKICTh 30py, KOH IOHKTUBIT HEYacTo

3 Goky opraHiB CIIyXy i LIyM y ByXax, 3allaMOpPOYECHHS HEYacTo

BECTUOYJIIPHOTO amapary

3 6oky cepus BiJIUyTTS CEpIEOUTTS, apUTMist 4acTo

dibpunsaiis nepencepns, Taxikapist, 3acTilina cepuesa |He4acTo
HeJI0CTaTHICTb, Hecienudiuni 3mMinu Ha EKT,
creHokapaist, indapkr miokapaa’

3 60Ky CyIMHHOI CUCTEMHU rinepTeHsis 4acTo

TIPUIUTMBH KPOBi, HOPYIIEHHS MO3KOBOTO KpoBoobiryS,  |HedacTo
TPaH3UTOPHA ilIeMiyHa aTaka, TilepTOHiYHMII Kpu3t,
BacCKyJIiT*

Tpom603 rIIMOOKHX BEH 4yacToTa
HeBigoMa

3 60oKy JUXaNbHOI CHCTEMH, | OpoHXOCHa3M* “{uacro

. S5 . . AN
OpraHiB I'pyJHO1 KJIITKH 1 Kalelib, JUCITHOC, HOCOBA KPOBOTCHA _\Hc;qacm

<

CEPeNOCTIHHS JlereHeBa eMoois Hacrora
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3 6oky LLIKT O1IIb y JKHBOTI JIY’K€ 4acTo

3a1op, METEOPU3M, TaCTPUT, NIEYis/KUCTOTHUH peduItOKC, |9acTo
Jiapest, JUCIENCist/IucKoMpOpPT y DIISHIN emiracTpis,
HyJ10Ta, OTEOBaHHS, €30(arit, BUpa3KH B POTOBIiit
OPOXKHHHI

3Ty TTSI )KMBOTA, 3MiHa XapaKTepy MePHCTAETHKH HEYacTo
KUIICYHUKY, CYXICTh Y POTi, TaCTPOIYOJCHATbHI
BHUpa3KH, MENTHYHI BUPA3KH, Y TOMY YHCII repdopartis i
kpoBoTeya IIIKT, cunapom nmoapa3sHEHOTrO KUIIEYHUKY,

TAaHKPEeaTUT*
3 Goky remnarobinmiapHoi ninsumenHs AJIT, nigsumenus ACT 4acTo
CHCTEMH renaTut pixo
TeyiHKOBA HEOCTaTHICThY, JKOBTSHHIIS: pigxo’
3 OOKy IIKipH 1 MIMKIpHOT | €KXiMO3 4acTo
KJIITKOBUHH HaOpsK 061uuys, cBepOikK, BUCUIIAHHS, epuTeMa’, HEeYyacTo
KpONHB’HKa*
cunnpom Crienca — JKoHCOHAY, TOKCHYHHT pigxo’
emizepManbHUi HEKpois®, cTifika MeTHKaMEHTO3HA
epurema’
3 60Ky OIIOPHO-PYXOBOL CIa3MH/CyJOMH M’513iB, CKEJIETHO-MSI30BHIH HEYacTo
CHCTEMH i CIIOTYYHOT O1ib/CKyTICTD
TKaHUHH
3 60Ky HHUPOK i MIPOTETHY pist, MiIBUIIICHHS PiBHS KPEaTHHIHY B CHPOBATII | HEYACTO
CEYOBUAILHOT CHCTEMH KPOBIi, HUPKOBA HEIOCTATHICTE/ MUCHYHKIIA* (IUB. pO3IiT
«OcoBIMBOCTI 3aCTOCYBAHHS))
[TopymieHHs 3arajJibHOTO acCTEHisl/BTOMa, TPUIIONOAiIOHI CHMITTOMHM 4acTo
CTaHy Ta Oinp y rpyaHiM KTl HE4acTo

MOpYIIEHHS, OB’ A3aHi 31
croco6oM 3aCTOCYBaHHs

JlaGopaTopHi IOCTIUKEHHS. | IiABUIICHHS PiBHS a30TY CEYOBHHH KPOBI, ITiIBUINEHHS | HEYACTO
piBHS KpeaTHH(OCOKiHA3H, TiepKaTiEMis, ITi IBUIIICHHS
PiBHS CEYOBOI KUCJIOTH

3HHIKEHHSI PiBHSI HATPIIO B KPOBI piako

* Kareropist 4acTOTH BHU3HAYAETHCS Ui KOXKHOTO TEPMiHY IMOOIYHOrO SIBMINA 3a YacTOTOIO B 0asi
JaHUX KIIHIYHUX JOCHIIDKEHb: myxe wacto (>1/10); wacto (>1/100, <1/10); mewacto (>1/1000,
<1/100); pinko (>1/10000, <1/1000); my>xe pinko (<1/10000).

* Tlo6iuna peaxitist ineHTH(hiIKOBAaHA y MpOIECi IIOCTMAPKETHHIOBOIO CIIOCTEpeXeHHs. Yacrora
BU3HAYajacs 3a MAaKCHMAaIbHOK YaCTOTOIO Yy KIIHIYHMX JOCHTI[KEHHSX (mami 3i0pami 3a
3aTBEPPKEHUMH [TOKa3aHHSIMH Ta J03aMH).

" Kareropis wacToTu «pinko» Bu3Hauamacs BimmoBimmo mo Guideline on summary of product
characteristics (SmPC) (2-# nepernsia, Bepecens 2009) Ha mifcTaBi po3paxoBaHOl BEPXHBOI MeXi
95 % I mna O sBUIN 3 ypaXyBaHHSIM KiBKOCTI YUacHUKIB, sIKi puitMaiy JTikapchKuii 3aci6 Etopa,
B aHani3i ganux III dasu, 06’enHanux 3a 103010 i mokaszauuam (n=15470).

% TinepuyTimBicTh BKTIOYAE TOHATTS: anepris, MeJMKAMEHTO3HA aiepris, MeIHKaMEHTO3HA
rinepuyTJIMBICTh, TiNEPYyTINBICTh, TiNEPUYYTIHBICTE HEYTOYHEHA, peaKilis TIilepuyTIHBOCTI i
HEYTOYHEHA aJleprisl.

¥ 3a pesynsraramu aHamisy TpUBAIMX, KOHTPOJHOBAHHX 33 JOIOMOTOIO IUIANeG0 Ta aKTHBHOTO
npenapary NOpIBHAHHS KIIHIYHHUX JOCIiJKEHb, CeJIeKTHBHI iHriGiTopu [[OT'-2 6me noB’s13aHi 3i
301IBIICHHSM PH3UKY BHHHUKHEHHS CEpHO3HUX apTepiaibHUX TPOMOOTHIHHX: TIOAiH, BKIIOYAIOUH
iHapkT Miokapna Ta iHCyJNbT. Basyiounch Ha HasgBHUX JAHHX, Manomwompno IIIO\ 36IHBIH6HH$I
abCOTIOTHOTO PU3UKY BUHHKHEHHS TAKUX K/(r€dact
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ITpu 3actocyBanni HII3II noBigomiisiiiocst mpo Taki cepio3Hi mobivHi peakiii: HepOTOKCHUHICTS,
BKJTIFOUAIOYH IHTEPCTUIIAIEHUN HEPPHUT 1 HEPPOTUYHHHA CHHIPOM, TOMY HE MOXKHA BUKIFOYATH X
BUHUKHEHHS TP 3aCTOCYBaHHI €TOPUKOKCHOY.

3gimysanns npo nido3plogani nodiunHi peaxyii

BaxxiuBo 3BiTyBaTH IO Mifo3proBaHi nobivii peakuii micis peectparii jgikapcskoro 3acody. Lle nae
3MOTy W HaJali KOHTPOJIIOBATH CHIiBBIJHOIIEHHS KOPHCTH/PH3UK IIPU 3aCTOCYBaHHI JIIKApCHKOTO
3aco0y. KBamidikoBaHUX MpaliBHUKIB y rajy3i OXOPOHH 30POB’S MPOCATH MOBIAOMIISTH IPO BCi
Ii103proBaHi Mo6iuHi peakuii.

Tepmin npuoamrocmi.
4 poxu.

YmoBH 30epiraHus.
He notpebye crienialbHUX TeMnepaTypHUuX yMOB. 30epiraTd B OpHTiHAJIbHIN yIaKoBIli ISl 3aXUCTY

BT Bosiory. 30epiraTi y HEJOCTYITHOMY IS TiTel MicIii.

Ynakoska.
ITo 7 Tabnerox y 6aictepi. ITo 1 GmicTepy B KapTOoHHIN KOpOOILi.

Kareropis Bianmycky.
3a penenToMm.

BupooHuk.
Pontic Xennac Menikan Eng @apmacerorikaic [Ipomakre C.A.

Micue3snaxoskeHHsI BHPOOHHMKA Ta ajipeca Miclsl IPOBAKEHHS HOro AisJIbHOCTI.
Jlapucca IIpomucnona 3ona, [Tomrosa ckpunska 3012, Jlapucca, 41 500, I'peris

Jara ocrannboro neperasay. 11.04.2025.
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