[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

OMAKOP

(OMACOR®)

Cknao:
ditoua pevoguHa: eTunoBuu edip omera-3-HeHaCUUYEHUX XKUPHUX KUCIIOT 90;

1 kancyna mictutk 1000 Mr eTunoBoro edipy omera-3-HeHacuueHUX KUPHUX KucaoT 90, 1o ckmamy
SIKOT0 BXoOATh 460 Mr eTunoBoro edipy elikosaneHntaeHoBoi kuciaotu (EITK) i 380 mMr eTunoBoro
edipy mokozarekcaeHoBoi kucyoTH ([II'K) (B 9KOCTi aHTHOKCHUaHTa BUKOPUCTOBYETHCS Q-
TOKO(Depon);

donomidcHi peuoguHu: 060/10HKA Kancyau: XKeJaaTuH, TTiEePUH, TPUTTTIIePUIN CEPEeTHBOT0 JIAHITIOTa,
JIELUTUH, BOJla OYHILleHa.

Jlikapcbka ¢popmMa. Kamcynu M’ sKi.

OcHosHi (pi3uko-xiMiyHIi 81acmusocmi: HOBracTa Ipo3opa M’gdKa Kalcyia po3Mipy 20, HalmoBHEHa
o1tieto OJ1im0-2KOBTYBATOTO KOIBOPY.

dapMmakoTepaneBTHYHaA rpymna. inonimigemiuni 3acobu. Omera-3-eTumnosi epipu KUCIOT.

Kom ATX C10A XO06.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

Owmera-3-moniHeHaCUYeHi KUPHI KUCJIOTH - eliKo3aneHTacHoBa KucyoTa (EITK) Ta moko3arekcaeHoBa
kucnora ([IT'K) - HamexXaTh 10 HE3aMiHHUX XXKUPHUX KHUCIIOT.

Omaxop BIIJIMBAE Ha JIMNiAN IJIa3MU KPOBi, 3HUXKYIOYY PiBEHb TPUTIIILIEPUALB, 1[0 IPU3BOAUTH H0
3MEeHIIeHHS PiBHA JINONPOTEIHIB AyKe HU3bKOl1 minbHOoCTI (JITIIHII). Kpim Toro, OmMakop BIiuBae
Ha reMOCTa3 Ta apTepialbHUM THCK.

Omakop 3MeHIIlye CUHTEe3 TPUrinepumiB y nediniy, ockinbku EIIK i [ITK € cnabkumu cy6cTpaTaMu
niist GepMeHTIB, IO BiATIOBial0Th 3a CHHTE3 TPUTIiLIEPUIiB, Ta iHTiOyIOTh eTepudikalliio iHImX
KUPHUX KUCJIOT.



30inbIIIeHHS B-OKMCHEHHS XKUPHUX KUCJIOT B IEPOKCUCOMAX IEYiHKM TaK0XK POOUTH BHECOK Y
3HUKEHHS PiBHSA TPUTIIILEPUAIB LIIIXOM 3MEHIIEeHHS KiJIbKOCTI BiIbHUX XKUPHUX KUCIIOT [AJIST CUHTE3Y
TPUTJIiLIePUAiB. 3MEHIIEeHHS CUHTE3Y TPUTTIiLlePUAIB IPU3BOOUT [0 3HUXKEHHS PiBHS JIIIONPOTEIHIB
nyke Hu3bKOl miinpHOoCTI (JITITHIL).

Y mesikvx mallieHTiB 3 rineprpuriinepuneMieo OMakop 30i/bIlye piBeHb X0JIECTEPUHY JTIMIOMPOTEIHIB
HU3bKOI minbHOCTI (JITTHIL). [TigBuineHHS piBHA X0IECTEPHHY JIIONIPOTEIHIB BUCOKOI IIiTbHOCTI
(JITIBLI) nmpwu nikyBaHHI OMakKOpOM € HEBEIMKUM, 3HAYHO MEHIIINM, HiXK CIIOCTEPIraeThCs MiCsa
3acTocyBaHHS (iOpaTiB, i HETIOCTIKHUM.

TpuBanuii ehekT 3MeHIeHHS PiBHA nHimifiB (6inmbire 1 poky) HeBigomuit. ToOTO He icHYye
IIePEeKOHIMBUX J0Ka3iB TOT0, 1[0 3HUKEHHS PiBHS TPUTJIIIEPUAIB 3MEHIITY€E PU3UK illeMigHOo1 XBopoou
cepu.

[Tig yac nikyBaHHS npenapaToM OMaKoOp CIOCTEPIraEThCS 3MEHIIEHHS YTBOPeHHS TpoMOoKcaHy A2 i
He3HauHe 30iblIeHHS Yacy KPOBOTeYi. Byob-SIKOT0 iCTOTHOT'O BIIJIUBY Ha iHII (paKTOpU 3ropTaHHS
KPOBI HE CIIOCTEPIraeThCs.

Y MynbTUIIEHTPOBOMY PaHAOMi30BaHOMY BiIKpUTOMY KiiHiYHOMY pocinigxeHHI GISSI-Prevenzione,
BUKOHaHOMY B Itamil, 11324 mauienTn micns iHpapKTy Miokapaa (< 3 MicAIliB), SIKi OTpHMYyBalIu
CTaHfapTHe MpodinakTUYHe JIiKyBaHHS Ta CEPeN3eMHOMOPCHKY MieTy, OyIu paHmOMi30BaHi y TpyIu:
npuiiomy Omakopy (n=2836), BiT. E (n=2830), Omakopy BiT. E (n=2830) abo 6e3 npuitomy OMaxKopy
Ta BiT. E (n= 2828).

Pe3ynbTaTu, oTpuMaHi npoTsaroM 3,5 poky, mokasanw, mo mnpuiiom OMakopy y mosi 1 r/goby
3HQYHO 3MEHINIUB YacTOTy KOMOiHOBaHOI KiHIIEBOI TOYKH, 1110 BKJIIOYasla JIeTaTbHUH
HACJIIOK 3 YCiX IPUYXH, HeJleTalbHUM iHQapKT MioKapa Ta HelleTalbHUM iHCYIbT
(3HMKEHHS BiTHOCHOTO PU3UKY Ha 15 %

[2-26] p=0,0226 y nanieHTiB, 9Ki npuMainy Tiibku OMakKop, MOPiBHIHO 3 KOHTPOJIEM Ta Ha
10 %

[1-18] p=0,0482 y namuienTis, ski npuimanu OMakop 3 abo 6e3 BiT. E). Takox
IIPOIEMOHCTPOBAHO 3HUKEHHS YaCTOTH BTOPMHHOI KiHIIEBO1 TOUKH, 110 BK/II0Yasia CepIeBo-
CyIUHHUY JIeTaJIbHUM HACMiOK, HelleTalbHUY iHQapKT MioKapaa Ta HeJleTaabHUM iHCYNIbT
(3HMKeHHA BigHOCHOTO pu3uKy Ha 20 % [5-32] p=0,0082 y maui€eHTiB, SKi IpAUMaNH TiTbKA
Omakop, nopiBHSAHO 3 KOHTponeM Ta Ha 11 % [1-20] p=0,0526 y nauieHTiB, gKi mpuiManu
Owmaxop 3 abo 6e3 BiT. E). BroprHHNI aHAali3 KOKHOI'0 KOMIIOHEHTAa IIePBUHHUX KiHIIEBUX
TOYOK YCTAHOBUB 3Ha4YHe 3HUXKEHHS YaCTOTH JIeTaJIbHUX HACJIIAKIB 3 yCIX 1 OKpeMo i3
CEpLIeBO-CYIUHHUX IPUYHUH, ajie 663 3MeHIIeHHS KiIbKOCTi HeJleTaTbHUX CEPLEBO-CYIUHHUX
mofiiit abo JTeTasbHOTO Ta HEJIeTaJIbHOTO 1HCYTIBTY.

dapmakoKiHemuka.
[Tig gac Ta micnist BCMOKTYBaHHS iCHY€ TpU OCHOBHI IIJIIXU MeTa0o0JIi3My oMera-3 KUPHUX KUCTIOT:

- JKUPHI KUCJIOTY CII0YATKy TPAHCIOPTYIOTHCA Y NEYiHKY, e BOHU BKJIIOUAIOTHCS [0
CKJIafly Pi3HUX KaTeropil JimonpoTeiHiB, i MOTIM IePeHOCIThCS A0 epU(pepUYHUX JeTo JIinifiB;

- dbocdomninigu KMiTUHANX MeMOpaH 3aMiHIOI0THCS (ocdoinigamMu TinonpoTeiHis, i
JKUPHi KACJIOTH MOXKYTh IOTIM AifiTU SIK IOTNIEPEJHUKY Pi3HUX €MK03aHOIMiB;

- OinBIIICTD XKHUPHUX KUCJIOT OKHUCITIOETHCA OJIA 3abe3nevyeHHs E€HEePreTuYHux HOTpe6.



KonmenTpanisi omera-3 xkupuux kucnoT - EIIK i [ITK - y ¢ocdomnimigax nma3mu Bifmosigae
koHueHTpatii ETTIK i [IT'K, 110 BK/II0YeHi 10 CKIaAy KIITHHHUX MeMOpaH.

d®apMaKOKiHETUYHI HOCIIIXKEHHS V TBAPUH MIPOOEMOHCTPYBaJIX IOBHUY TiAPOIi3 eTUI0BUX e(ipiB,
IO CYTIPOBOMXKYBABCS JIOCTATHBOIO abcopbiriero Ta BkmoueHHsAM EIIK ta [ITK y dochomimigu nmazmu
KPOBi Ta edipu X0JIeCTEPUHY.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

linepTpurninepugeMis

[Ipu enporenHi rineprpuriinepuaeMii OMakKop 3aCTOCOBYBATH SIK JOIOBHEHHS [0 Oi€TH, SKIIO
OiETHYHI 3aX0Ou HEMOCTaTHI [IJI HOCSATHEHHS afeKBaTHOI peakKIlil:

TUn IV-y BUTTIsIOi MOHOTEpaIil;

tunu [Ib/I1I-y kom6inamii 3i cTaTuHAMHU, SIKIIO0 KOHTPOJIb PiBHS TPUTJIIIEPUIIB ¥ KPOBi
HeIOOoCTATHIu.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTD M0 aKTHBHOI PEYOBUHH, IO COI, apaxicy abo mo OyOb-IKUX iHIIUX KOMIIOHEHTIB
nmpenapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[TomoBKeHMM Yac KPOBOTeUi CIIOCTepiraeTscs, Konu OMaKop 3aCTOCOBYIOTh Pa30M 3 IIEPOPaIbHUMU
aHTHUKOATyJIsTHTaMu a0 iHIIMMH JIiKapCbKUMH 3aco0aMu, 110 BIJIMBAIOTh Ha KOATYJAIii0 (HalpuKiIaz,
ateTuacaninunosa kucnorta abo HII3I). Lle moxke OyTu pe3y/ibTaTOM afUTUBHOTO e(eKTy, aje
reMopariyHi yCKiIafHeHHs He Oyu 3af0KyMeHTOBaHi (OuB. po3nin «OcobIUBOCTI 3aCTOCYBaHHS»).
AnetuincanimnunoBa KucioTa. [TamienTy noBuHHiI 6yTH npoiHGopMOBaHi PO MOTeHIiHe 30iTbIIeHHS
Yacy KpoBOTeui.

[Tpu3nauenHs OMaKopy pa3oM 3 BaphaprHOM He IIPU3BOOUIO OO0 OYOb-IKUX TeMOpariuyHux
yckiapHeHb. OgHak y pasi Kom6iHOBaHOT0 3acToCcyBaHHS OMaKOpy Ta IIpelaparis, 10 BIJIUBAIOThH Ha
npoTpoMOiHOBHI Yac/MixkHapoHe HopMasizoBaHe criBBigHomeHHs ([TY/MHC), abo y pasi
IPUNKMHEHH NiKyBaHHSI OMaKopoM HeoOximHUM KOHTPOoJb 3a [TY/MHC.

Oco06.1ueocmi 3acmocy8aHHsi.
3 06epekHICTIO 3aCTOCOBYIOTh IAlliEHTaM 3 BifOMOI0 YyTNIHBiCcTIO abo anmeprieio no pudwu.

Yepe3s nomipHe 30ibIIIEHHS Yacy KPOBOTEUi (ITPM 3aCTOCYBaHHI BUCOKUX 03, TOOTO 4 KaICyau Ha
no0y) HeoOXigHUY KOHTPOJIb 3a CTAHOM ITAIliEHTIB 3 IOPYIIeHHSIMHU 3rOPTAHHS KPOBi a00 MaIlieHTis,



SIKi OTPUMYIOTh aHTUKOATYJISTHTHY Teparito abo i1 miKapchKi 3aco0u, 110 MOXKYTh BIIJIUBATH Ha
KOaryJsiio (HampuKiaf, aleTuicaiiuiaoBa Kuciaora abo HIT3TI), i BigmoBigHa KOpekIIist qo3u
AQHTUKOATYJISHTY y pa3i HeoOxigHOCTI (quB. po3nin «B3aeMopisa 3 iHIIMME JTiKapChbKUMU 3aco0aMu Ta
iHIIi BUOM B3a€EMO[iK»). 3aCTOCYBaHHS 1IbOTO IIpeapaTy He BUK/II0Yae HeoOXimHOCTI y HaT IS,
3a3BUyYai HeoOXimHOMY TaKuUM IallieHTaM.

Heo6xigHO Bpax0OBYBaTH ITOOBXKEHUY Yac KPOBOTEYi y MAIi€HTIB i3 BUCOKUM PU3UKOM PO3BUTKY
KPOBOTEY (BHACIIOOK TSKKO1 TPaBMH, XipypriyHOTO BTPy4YaHHA i T. 1I.).

[Tig yac nmikyBaHHS NIpenapaToM 3HUXKYEThCS yTBOPeHHS TpoMOokcany A2. He cmocTepiranocs
3HAYHOT'0 BIUIMBY Ha iHIIi (haKTOPH 3ropTaHHs KpoBi. KITiHiuHI JOCTigXKEeHHS He IPOIEeMOHCTPYBal
IiIBUINIEHHS YaCTOTH €IIi30{1iB KPOBOTEY.

Y mesiKvX MaIfi€HTIB TOBIMOMIISIOCS IIPO HEe3HAUHe, ajie iCTOTHe mifBuileHHs (y Mexxax HopMmu) ACT i
AJIT, ane B TOM Ke 4ac BifiCyTHi faHi, 1110 MoKa3yBanu 0 MifBUILIEHHS PU3UKY [JIg IAlli€HTiB i3
TIe4iHKOBOIO HEOCTATHICTIO. V MaIlieHTiB i3 Oymb-IKUMHU MIPOSBAaMHU MOPYIIEHHS QYHKIIII TeYiHKN
(ocobnuBO Mpu MPUIOMi BUCOKOI 1031, TOOTO 4 Kancynu Ha fo6y) HeoOXimHuM KOHTPOob piBHS AJIT i
ACT.

Owmakop He TOKa3aHUU AJId JIiIKyBaHHS €K30TeHHOI rinepTpuriinepuaeMii (rinepxinoMikponemil
tumy 1). [JocBif 3acTOCyBaHHS IPU BTOPUHHIN €HOOTeHHIN rinepTpuriiuepupeMil (0co0ImuBo Ipu

IneKoMIeHCcOBaHOMY fiabeTi) o6Mexenuit. HeMae gaHUX IIO0 3aCTOCYBAHHS IIpenapary y KombiHaril
3 ¢pibpaTamMu 1pu JiKyBaHHi TinepTpUrIinepuaeMii.

3acmocyeanns y nepiod eazimHocmi abo 200yeanuHs 2pydoio.
BaeimHicmo.

ITocsig 3acTocyBaHHA OMakKopy y Iepiof BariTHOCTI BiACyTHi. [IOTeHUIMHWN PU3UK OIS TIOOUHI
HeBigoMUH, TOMY He cIlif mpu3HadaTu OMaKoOp y Iepiog BariTHOCTI, OKPiM BUIIaAKiB KPalHbO1
HeoOXimHOCTI.

HocnimKeHHS Ha TBApHMHAX He MMOKa3aJii TOKCUYHOTO BIIJIUBY Ha PENPONYKTUBHY CUCTEMY.
T'odyeaHHA 2pydoio.

IaHi momo ekckpelrii OMakopy y TpyaHe MOJIOKO JTIOOWHM BifCyTHi. [IpemnapaT He CIIifi 3aCTOCOBYyBaTH
y epiof rogyBaHHS I'PYAIIO.

depmusbHicmb.

BigcyTHi mocToBipHi maHi npo BonuB OMakopy Ha GepTUIbHICTE.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

BrnnuB npemnapaTy Ha 3MaTHICTh KepyBaTu aBTOM0OineM abo mpalffoBaTi 3 iHIIMMU MeXaHi3MaMU He
BHBYaBCH. [IpoTe ouikyeThcs, 1m0 OMaKop He BIIMBae abo Mae He3HAUHUM BIJIUB Ha 3[IaTHICTh
KepyBaTH aBTOTPAHCIOPTOM alo MpallfoBaTi 3 iHIMMMU MeXaHi3MaMu. BofisiM ciiif BpaxoByBaTu



MOZKJIMBICTh BUHUKHEHHS 3aIlIaMOPOYEHH.

Cnoci6 3acmocyeaHHss ma do3u.

lnepTpurninepugeMis

[TouaTKoBa f03a - 2 Kancynu Ha fo6y (3a 1 abo 2 nmpuiiomu). Y pasi HemoCcTaTHLOTO e(HEKTy H03Y
MOXKHa 30inpmmTy 0o 4 Karcyn Ha mo0y. TpuBasicTh Kypcy JTiKyBaHHS BU3HAYaE JIiKap 3aJIeXKHO Bif
iHOWBimyambHUX 0COOIUBOCTEN OPTraHi3My.

Kamcynu MoxHa mpuiiMaTy 3 1kelo, 11106 3amo6irTi HITyHKOBO-KUIIIKOBUM PO3JIafiaM.

[ndopMmariis momo 3acTocyBanHg OMaKoOpy HiTAM Ta MifjIiTKaM, XBOPUM BikoM Bif 70 poKiB i XBOpuM
i3 MeYiHKOBOI HEJOCTATHICTIO BiiCYyTHS (OUB. po3min «OcoOIMBOCTI 3aCTOCYBAHHS»), a OO0
3aCTOCYBaHHS XBOPUM i3 HUPKOBOIO HE[OCTATHICTIO-00MeXKeHa.

Himu.

Yepe3 BifICYTHICTh JaHUX 100 e(PeKTUBHOCTI Ta Oe3MeKH 3aCTOCYBaHHS mpenapaTy OMakKop miTSM
1Oro IpU3HAYeHHS He PeKOMEHOOBAHO ITi KaTeropil maIieHTiB.

Ilepedo3yeanHs.

Yepes BiACyTHICTL faHUX 0COOIMBUX PeKOMeHAallil HeMae. JIikyBaHHS TOBUHHO OyTH
CHMIITOMaTUYHUM.

IToGiuni peaxkirii.

YacTtoTa nobiYHUX peakilii, 3a JaHUMU OOCIIIXKEeHb, VIIOPSAKOBaHA TaKUM YMHOM: AYyXKe 4acTo (=
1/10); gacto (= 1/100 go < 1/10); HewacTto (= 1/1000 mo < 1/100); pigko (= 1/10000 mo <1/1000);
nyxe pigko (<1/10000); yactoTa HeBimoMa.

3 6oky imyHHOI cucmemu

Pigko: rinep4yyTiauBiCTh.

3 60Ky 06MiHY PEYOBUH i Xap4yBaAHHS

Heuacro: rinepriikemis, mogarpa.

3 6oky Hepeoeoi cucmemu

HewgacTo: 3armaMOpoYeHHs, JUCTeB3is1, TOJIOBHUH Oillb.

3 6oky cyouH



HeuacTo: apTepianbHa rinoTeHsis.

3 boky pecnipamopHoi cucmemu, opa2aHie 2py0HOi KaimKu i cepedocmiHHS
HeuacTo: HOCOBa KpoBOTeHa.

3 60Ky WayHK0B80-KUWKOB020 MpaAKmy

YacTo: UIITYHKOBO-KHUIITKOBI PO3/Iafy (BK/IIOUAIOYHX 3AYTTS KUBOTA, Oilb ¥ XKUBOTI, 3a10p, Aiapero,
IUCIIETICii0, MEeTEOPU3M, BilpUryBaHHSs, racTpoe3odareanbHul pedIiokc, HynoTy abo 6Ji0BaHHS).

HewacTo: HmIIyHKOBO-KHUIIKOBA KPOBOTEYA.
3 6oky eenamobiniapHoi cucmemu

HewacTo: po3nanu 3 60Ky Ie4yiHKu, BKIIOYAIOUy MigBUIIEHHS PiBHS TpaHCaMiHa3
(amaminaminoTpaHC(epa3u Ta acnapTaTaMiHOTpaHCdepasn).

3 60Ky wkipu i nidwkipHOT MKaHUHU
HeuacTo: BUCUNIaHHA.
Pinko: kpomnus’'gHKa.

YacToTa HeBimoMa: cBepOix.

Tepmin npudamHocmi.

3 POKH.

YMoBu 30epiranHsi.

30epiraTtu B OpuriHanbHi¥ yIaKoBIi pu TeMmepaTypi He Buile 25 °C. He 3amopoxyBaTu. 36epiratu
y HEJOCTYIIHOMY [JId AiTel MiCIIi.

YnakoBka.

ITo 20, 28 a6o 100 M’sgskux Kancyn y ¢haakoHi, mo 1 ¢pmakoHy y KOpoOii.

Kareropis Bigmycky.

3a peLemnToM.

BupoOHHK.
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