€BponeiicbKa areHilis 3 TikapCbKUX 3aco0iB miaTBepjuIa, 0 JTKapChKi
3aco0m, 10 MiCTATH oMera-3 )KUPHi KHC/IOTH He MOXXYTh 3armo0irTd moBTOPHOMY
BUHMKHEHHIO CepI[eBHX 3aXBOPIOBAHb Y NMallieHTIB, AKi MepeHec/IU cepiieBUM
Hamap.

29.03.2019 €BporeiicbKa areHifisi 3 Jikapcbkux 3acobis (EMA) miaTBepauna,
1110 JTiKapCbKi 3aco0M omera-3 >XUPHUX KHUCJIOT, 10 MiCTSITh KOMOiHaLlil0 eTH/I0BOTO
edipy eiriko3zamneHtaeHoBoi kucaotu (EPA) i moko3sarekcaeHoBoi kuciotu (DHA) B
no3i 1 r Ha m00y, He MOXKyTh 3aro0irTM BUHUKHEHHIO TIOZA/IbIINX TIpo0ieM i3
cepLieM i CyguHaMH y Malli€HTIB, sIKi repeHecnu iH(apkT. Ha mpoxaHHs, AesKUX
dhapmaleBTUUYHHX KOMITaHiM, 110 3aliMal0ThCs MPOIa’KOM TaKHX JIIKapChKHUX 3aco0iB,
TIpoBe/ieHa TIOBTOPHA repeBipka (http://www.dec.gov.ua/index.php/ua/2-
uncategorised/2270-23-03-2018-evropejska-agentsiya-z-likarskikh-zasobiv-ema-
rozpochala-analiz-zastosuvannya-likarskikh-zasobiv-shcho-mistyat-omega-3-zhirni-
kisloti-pislya-perenesenogo-sertsevogo-napadu).

[lepBunHi pekomeHpalin EMA Oymu Hagani y rpyani 2018 poky
(https://www.ema.europa.eu/en/documents/referral/omega-3-fatty-acid-medicines-
omega-3-fatty-acid-medicines-no-longer-considered-effective-preventing en.pdf).

[TepeBipka IOKa3ama, 1[0 3aCTOCYBaHHSI JIiKapCbKUX 3acobiB, 110 MiCTATb
oMera-3 >KUPHI KWCJIOTU He TIOBMHHI BUKOPUCTOBYBAaTMCS 3a [JAHWM IIOKa3aHHSIM.
OpHak BOHM BCe I1je MOXKYTh OyTW BUKOPHCTaHI /Jis 3HWKEeHHS PiBHIB JIeTKUX THIIiB
JKUPY B KPOBI, TaK 3BaHUX TPUIJIIL|ePU/iB.

Jlikapceki 3aco0u, 1[0 MiCTATb OMera-3 J>KHUPHI KHC/IOTH [IO3BOJIEHi [0
3aCTOCYBaHHS MAIliEHTaM, IO TTepeHec/IM CeplieBHi Hamaj, B f03i 1 r Ha o0y B
KoMOiHalii 3 iHIIMMU TiKapchbKuMU 3acobamu, B psifi kpaiH €C 3 2000 poky. B
MHUHYJIOMY, Ha MOMEHT OTPHMMaHHSI [IO3BO/Ty [I/Is1 3aCTOCYBaHHs, Oy/nu HasBHi [aHi,
10 TI0OKa3aau TeBHi TiepeBard y 3MeHIIeHHi cepho3HUX mpobreM i3 cepuem i
CyZJMHaMHU TIpY iX BUKOPHUCTAHHI.

KowmiTeT 3 ylikapchkux 3aco6iB gyt moanau EMA (CHMP) 1oBTOPHO OLIiHUB
JlaHi, HaKOTMYeHi 3a 11i pOKU Ha JlikapcbKi 3ac00M omera-3 >KUPHUX KMCJIOT CTOCOBHO
KOHKDETHOTI'O TOKa3aHH, i3 3amydyeHHsaM ekcreptiB. CHMP giiimoB BUCHOBKY, 110,
He3Ba)KalOUM Ha Bi/ICYyTHICTb HOBHUX 3acTepe)keHb I1[0/10 Oe3rneku, edeKTHUBHICTb
JMiKapChbKHUX 3aco0iB, 1[0 MiCTSTh OMera-3 >KUPHi KUCJIOTH /151 3ar100iraHHs peLyIuBy
nipobJsieM i3 cepiieM i CyiMiHaMU He ITiITBepKeHa.

EMA piiiiiiia BUCHOBKY, IO [IO3Bi/I Ha TPOJaXK LMX JIIKApCBKUX 3aco0iB
TIOBUHEH OyTY OHOBJIEHWM TP BHAA/IEHH] 3a3HaUeHOr0 MOKa3aHHSI.

Ingopmayis oaa nayienmie

e Ornag yciX HasgBHUX AAHWX II[O/I0 JIiKApChKUX 3acobiB omera-3 >KMPHUX
KWC/IOT, 10 MiCTATh KOMOiHallit0 eTwioBoro edipy elKo3areHTaeHOBOI
kucinotd (EPA) i pgoko3arekcaeHoBoi kuciotu (DHA), nokasaB, mjo 1i
niKapchbKi 3aco0M He MOXKYTb 3arobirTi BUHUKHEHHIO MOAAJIbIINX Mpobiem i3
cepiieM i CyZJuHaMH y TIalli€HTIB, sIKi TTlepeHec/y iH(apKT.

e JSIKIj0 BU BUKODUCTOBYETE JTiKapChbKi 3aco0M omera-3 >KUPHUX KHUC/IOT [JIst
3MeHIIIeHHs] PU3WKYy cepiieBux IMpobsem, Bam HeoOXiHO 3BepHYTHCS [0
JIiIKaps 3a 1opajoro LI0J0 3MiHU JIIKyBaHHS.
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e JlikapcheKi 3ac00u, 1110 MiCTSTh OMera-3 YKHUPHi KUC/IOTH BCe Iije [03BOJIeHi J/ist
3HIKEHHS piBHA [edKUX TUIIB JXUPY B KPOBI, Tak 3BaHUX TPUIJILIEPU/IB.
JIikyBaHHS 3a LJUM [MOKa3aHHSIM MOXKe OyTH TIPOJIOB)KeHe.

e JKoguux HOBUX mpoOsieM Ge3mneKH, TMOB'A3aHUX 3 BUKOPUCTAHHSM JTiIKapChKUX
3ac06iB oMera-3 >KUPHUX KUC/IOT HEMAE.

e fkmo y Bac BUHMK/IM MUTaHHS 00 JiIKApCHKUX 3ac00iB oMera-3 >KMUPHUX
KUCJIOT, 3BePHITLCA [0 JIiKaps.

Ingopmayisn 01a meduyHux npayieHUKie

e JlikapckKi 3acobu omera-3 J>KUPHUX KHMC/IOT, 1[0 MiCTATb KOMOiHaIlito
eTUNoBoro edipy erko3aneHTacHOBOI KucaotTu (EPA) i moko3arekca€eHoBOi
kuciotn (DHA), OGisbilie He  TMOBMHHI 3aCTOCOBYBATHCSI JII BTOPHUHHOI
npoisiakThKY iH(papKTy MioKapja.

e PilmieHHs 3acHOBaHe Ha OIVISIAI BCiX HAasBHUX [JaHUX TPO e(QeKTUBHICTh
JiKapChbKHUX 3aco0iB oMera-3 YKUPHUX KUCJIOT MPHU 1[bOMY ITOKa3aHHi.

® byso po3ryisHyTO pe3y/bTraTy BigkpuToro gociimkeHHs «GISSI Prevenzione»,
ripoBeseHoro B 1999 pori, ske migTpMMaso IOYaTKOBY aBTOPHU3aLlil0 LUX
MKapCchKUX 3acobiB, a TakoK Oifblll paHHE paHAOMi30BaHe KJIiHiUHe
JOCJIiIKeHHS, peTPOCIIeKTUBHI KOTOPTHI JOC/IiIP)KEeHHs Ta MeTa-aHasli3u.

e 3pob6sieHO BUCHOBOK, III0, HeBe/IMKe 3MeHIleHHs PU3UKy OyJio BiZj3HaueHO B
OpuriHa/IbHOMY BiAKpUTOMY fociimkeHHi «GISSI Prevenzione», MO3UTHBHI
ebekT He Oyaud MiATBep/yKeHi B OBl paHHBLOMY PpaH/IOMi30BaHOMY
JOC/Ii/I>KeHH] Ta KOHTPOJIbOBaHUX BUTIPOOOBYBaHHSIX.

e OrisAg He BIUIMBAE HA [I03Bi/I BUKOPHMCTAHHS I[UX JIIKAPCBKUX 3aco0ax st
JIIKyBaHHS TilepTpuUrJiiLepueMii.

/Jloknaduiwe npo niku

Jlikapceki 3aco0m, 10 MiCTSITh OMera-3 >KMpPHi KHCJOTH 3aCTOCOBYIOTHCS
repopasibHO. BoHM MicTATh eliko3arneHTacHOBa KUCIOTYy (EIIK) i moko3arekcaeHOBY
kucioty ([AI'K), 110, 3a3BHYai, 3yCTpiuaroThCsl B pub'suoMy >kupi. BoHM 103BOJIEHi
[0 3aCTOCyBaHHA y psfi KpaiH €C 3a HalliOHa/lbHOIO TIpoLeAyporo. [laHui Orjsif
EMA 30cepemkeHuii Ha 3aCTOCYBaHHI LIMX JiKapChKUX 3acobiB y Malfi€eHTiB, siKi
TiepeHec/v CepleBUM Haraf,.

JloknadHiwe npo npoyedypy

Ornsim yikapchbKux 3acobiB, 1[0 MiCTATbH oOMera-3 >KUPHI KHCJIOTH 0ysio
posriouato 22 Oepe3Hsi 2018 poKy Ha TpOXaHHS LIBeACHKOI areHIfil JiiKapCchbKUX
3aco0iB 3a crarreto 31 dupektrsu 2001/83/EC. CHMP 6ysio npoBefieHO aHasi3 Ta y
rpyAHi 2018 poky yxBasieHO pilieHHsi. Ha rpoxaHHs jesKUX BJIaCHUKIB [JO3BOJIIB Ha
npogax, CHMP moBTOpHO meperysissHyB CBO€ TEPBUHHE pIllleHH 1 NPUHSB
octatouHy AyMKy. Pekomenzariii CHMP Gyzae HaziciaHo 0 €BporerchbKoi KOMICii,
fKa BHHECe OCTaTOUHEe IOPUIMYHO OOOB'SI3KOBe PillleHHs, [JIs1 BCiX Jep’KaB-u/ieHiB
e€C.



[Tocunanus Ha nipec-peniz EMA:

https://www.ema.europa.eu/en/news/ema-confirms-omega-3-fatty-acid-
medicines-are-not-effective-preventing-further-heart-problems-after
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