€Bponeiicbka KoMmicis 06.06.2019 Buaia ocraTouHe I0PU/HYHO 000B'I3KOBe
pillleHHs, fIKe 3aCTOCOBYEThCA Y BCiX Jiep)kaBax-uwieHax €C 1m10/10 TiKapcbKHUX
3aco0iB, 1110 MiCTATH oMera-3 XUPHi KHC/I0TH

29 6epe3nst 2019 poky EMA migTBepauma, 110 JliKapCbKi 3aco0u omera-3
JKUPHI KHMCJIOTH, ITI0 MiCTSTh KOMOiHaIlifo eTunoBoro edipy eiko3arieHTaeHOBOI
kuciotu (EPA) i goko3arekcaeHoBoi kuciotd (DHA) B mo3i 1 r Ha 100y, He
edekTHBHI 1 3amobiraHHs TofanblivX mpobsemM 3 ceprieM i KpOBOHOCHUMH
Cy[lMHaMW y TaL{i€HTIB, fIKi mepeHec/iy iH(apkT Miokapay. Lle € pe3ynbraTom
TIOBTOPHOI MepeBipKHU, SIKY MPOCU/IH [iesKi 3 KOMITaHiH, 1110 3ahMat0ThCsl MPOAaKeM
Bi/ZITIOBiTHUX /TiKapCBKUX 3aco0iB, micis mepBuHHOI pekoMeHallii EMA y rpyaHi
2018 poky. Lle 03Hauae, 110 I1i MperapaTty Oi/bille He TTOBUHHI BUKOPHUCTOBYBATHCS
TakuM 4YruHOM. O/lHaK BOHU BCe IIle MOXKYTb OyTM BHUKOPHCTaHi /sl 3HW>KeHHS
PiBHS TPUIJIiLIepUAIB B KPOBI.

[TepBunHHY iH(bOpMaliito 6yn0 po3miiieHo odiliiiHoMy caiiTti [lepskKaBHOTO
ekcieptHoro I1ieHTpy 03.04.2019 http://www.dec.gov.ua/index.php/ua/novini-ta-
podiji.

EMA giiiiiia BUCHOBKY, II[0 [I03Bi1 Ha MapKeTHHT JIiKapChbKUX 3aco0iB
oMera-3 KUPHi KUCJIOTH TIOBUHEH OyTW OHOBJIEHWH, 1100 BUIYUMTU ITOKa3aHHS
MpO BTOPUHHY TpOodilakTUKy Iicis iHdapkTy Miokapza. €Bporelicbka Komicis
BUJla/la OCTaTOUHE FOPUJUYHO OOOB'SI3KOBE pillleHHs, 110 3aCTOCOBYETHCS Y BCiX
nepkaBax-uneHax €C 6 uepsHs 2019 poky.

3MiHM 10 BimoBigHMX po3aiiiB [HCTPYKILii /1A MeJMUHOr0 3aCTOCYBaHHA
Omega-3

HeobxigHo BHecTM 3MiHM [0 [itfouoi iHCTPyKIii, 11006 BuUganuTH OyIb-sKe
MOCWIaHHS Ha BTOPUHHY NPOQiIaKTUKY Mic/s iHQapKTy MioKapja:
Po3nin Iloka3aHHs.
Heo0xiiHO BW/IyUnTH HacCTyIHe NoKa3aHHs: [Ticis indapkTy miokapza
AJ'toBaHTHe /liKyBaHHSI BTOPUHHOI TTPOQiaKTUKKY Mic/s iHpapKTy MioKapza, KpiMm
iHmoi cranAapTHOI Teparii (HampuWK/aj, CTaTUHA, aHTUTPOMOOI[UTAPHI TiKapchKi
3acobwu, 6eta-6s10kaTopH, iHribitopu ATID).
Po3zin Crocid 3acTocyBaHHsI Ta J03M.
HeobxigHo BuaanuTy iHdOpMaIifo, IO CTOCYEThCS TIOKa3aHHSA «BTOPWUHHOI
nipodisakTUKu micas iHbapkTty wmiokapga»: [licns iHgapkty Miokapaa. OpHa
Karicysia Lo/Hsl.
Po3gin ®apmakosuHamika.
[cHyrounii BifIMOBiAHUI TEKCT I[OZI0 «BTOPUHHOI MPOQiNaKTUKU TIic/isg MioKapza
iHauKariisi iHhapKTy» MOBUHEH OYTH BUTyUYeHUH.



[Tocunanus Ha nipec-peniz EMA:
https://www.ema.europa.eu/en/medicines/human/referrals/omega-3-acid-ethyl-esters-containing-

medicinal-products-oral-use-secondary-prevention-after
[ITofo OHOBJIEHHS IHCTPYKLIiT A1 MeUYHOTO 3aCTOCYBAHHS:
https://www.ema.europa.eu/en/documents/referral/omega-3-acid-ethyl-esters-annex-iii_en.pdf
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