02.03.2018. €Bpomneiicbka areHijisi 3 JIKapCbKHX 3aco0iB TepMiHOBO OI[iHIO€E
0e3meky 3acToCcyBaHHsI JIiKapcbKoro 3aco0y Zinbryta (makiu3zyma0), 1o
3aCTOCOBY€EThCSI PU PO3CiIAHOMY CKJ/Iepo3i

Jlikapcbkuli 3acib 006p0o8iIbHO 8UAYUAEMBCS 3 PUHKY 3ASI8BHUKOM

€Bporielicbka areHilis 3 Jjikapcbkux 3aco6iB (EMA) po3mnouaia TepMiHOBUM OTJIsA[,
miKapcbKoro 3aco0y Zinbryta (makmizyma0), 1[0 3aCTOCOBYETBCS AJIsl JiKyBaHHS B
€BpOITi  pO3CiIHOr0 CK/Aepo3y Micas OTpUMaHHsS iHdopmallii mpo 7 BUIAJKIB
CeprO3HUX pO3/1aJiB MO3Ky 3alajJbHOTO TeHe3y, BK/IKYalud eHledanit Ta
MeHiHroeH1edanit, y HiMeuuuHi Ta ogHoro Bunajky B IcrnaHii.

[TapanensHO i3 MoYyaTKOM OT/sily KOMIaHis, 1110 MapkeTye Zinbryta (Biogen Idec
Ltd), noBimomuna EMA rmipo cBiii Hamip 1006pOBi/IbHO BiIKMKATH TOPTOBI JiilleH3il
I[bOTO JIIKApCHKOTO 3aco0y.

Memuunum miparjiiBHuKaM €C HallOmmkuiM dvacom Oyze HajaHa [0/IaTKOBa
indopmatis. o HagxomkeHHs Liel iHdbopmalii EMA pagute iikapsM:

 JTiKapi He TIOBWHHI TTOUMHATH JIIKyBaHHS HOBUX TIAL[i€HTIB JiKapCHKHUM 3aC000M
Zinbryta;

 JIiKapi MOBWHHI OrJITHYTH MALli€HTIB, Ki B JaHUW 4aC OTPUMYIOTh JIiIKapChbKUMN
3acib Zinbryta, i po3mouMHaTH aTbTepPHATUBHY TepParlifo TKOMOra IIBU/IIIIE;

 TAL[iEHTH He TTOBUHHI 3yTUHSATH CBOE JIiIKyBaHHs 6e3 KOHCY/IbTaLlii 3 Jlikapem;

 TIALli€EHTH, SIKi MalOTh OyAb-AKi 3aryTaHHS, TTIOBUHHI MPOKOHCY/BTYBAaTUCS Y
CBOTO JIiKaps.

Kowmrmanist Takoxx noBigomuwia EMA mipo CBO€ pillleHHs 3yIMHUTH MNOCTIiHHI K/TiHIYHI
JOC/TiKeHHsT  Jlikapcbkoro 3aco0y Zinbryta B €C. TlallieHTH B KJIiHIUYHHX
JOCTiKeHHsIX, SIKi MalOTh OyZb-fiKe 3alUTaHHSs, TOBUHHI 3BEPHYTHUCS 0 JiiKaps,
SIKWU JIIKYE€ 1X y CBOEMY JOCJIi/[PKEeHHI.

EMA Hagani iHpopmyBaTrMe 100 1[bOTO MUTAHHS B Mipy HEOOXiAHOCTi.
JleTa/IbHiIIIe PO JTiKapCbKHUM 3acid

Zinbryta mpu3HaueHa [Jis JiKyBaHHSI PeLIUJMBYIOUMX (DOPM PO3CISIHOTO CK/epo3y.
[Ticns BUBUEHHSI BIUIMBY JliKapChbKOro 3aco0y Zinbryta Ha meuinky B 2017 poi,
3aCTOCYBaHHSI I[bOTO JTiIKAPChKOTo 3aco0y Oyno oOMe)XeHO TMallieHTaMm, SKUM He
JIOTIOMOT/TY IIJOHaMMeHIIIe [IBa iHIIMX MEeTO/M JIIKyBaHHs, i IX He MO’KHa JIIKyBaTH 3a
JIOTIOMOT'010 OY/Ib-SIKHUX iHIIIMX MeTO/iB JiKyBaHHS PO3CisSIHOTO CK/Iepo3y.

Ha choroanimHiii zeHs moHag 8000 mMmailieHTiB OTpUMYBalIU JiKapChbKUM 3acib
Zinbryta no BcboMy cBiTYy. binburicts nauieHTiB i3 €C nikyBanucs B HimeuuuHi.

binmbiie iHdopmMartiii mpo Jikapcekuii 3acib Zinbryta gocTymHO 3a MOCHIaHHSM
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/
003862/human_med_001987.jsp&mid=WC0b01ac058001d124.



JeTanbHille Npo npoueaypy

Orniag nmikapcbKoro 3aco0y Zinbryta Oyio po3mouaTo 3a MoJaHHAM €BPOMEeMCHKOT
Kowmicii 26 moToro 2018 poky 3rigHo 3i ctatrero 20 Pernamenty (€C) Ne 726/2004.

[ToyaTkoBuM Or/siA, NpoBOAUTHCST KOMITeTOM 3 OL[iIHKM pU3MKY y (papMaKOHarJsiji
(PRAC), 1o BigmoBiziae 3a OI[iHKY NUTaHb Oe3MeKy JTiKapChbKUX 3aco0iB /Iyist JIto/ieH,
KWW CKJIaJle HU3KY peKOMeH/IalLlik.


http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000150.jsp&mid=WC0b01ac05800240d0

