OHoB/1eHi 00Me)XKeHHA I[0/10 BUKOPUCTAHHSA y BariTHuX npenapary Gilenya
(fingolimod), siKHi 3aCTOCOBYETHCA [I/Is TIKYBaHHSA PO3CisIHOT0 CK/1epP0o3y

EMA pekomeHaye, mo06 mikapcbkuii 3acib6 Gilenya (fingolimod), sxuit
3aCTOCOBYETLCS [/ JIIKYBaHHS PO3CISIHOIO CKJ/Iepo3y He BHUKOPUCTOBYBAaBCS ¥
BariTHUX Ta ’KiHOK, fIKi MalwTb 3MOTy MaTH JiTeil 06e3 3acTocyBaHHs e(eKTHBHOI
KOHTpalenifii. fAkiio >kiHka 3aBariTHina mig uac nikyBaHHs Gilenya, npuiiom
rperiapaTy HeoOXiJHO TIPUMUHUTH i 3a TepebiroM BariTHOCTI peTeibHO CTEXKWTH.
Tomy, ujo gitoua peuoBuHa B Gilenya — fingolimod mMorke CpUUMHUTU BpOKeHi
Bagu. 1106 MmiHiMi3yBaTH 1jeil PU3MK, >KiHKH, SIKi MalOTh 3MOTY MaTH JiTel, MOBUHHI
TIPOMTH TECT Ha BaTiTHICTH mepe[ TouvaTkoM JiiKyBaHHS Gilenya, 11100 BUK/IIOUATH
BariTHOCTb Ta BUKOPUCTOBYBaTH e(eKTUBHY KOHTpALIEMI[it0 Mij] yac JiKyBaHHSI Ta
MIPOTSATOM JIBOX MICSI[iB TIiC/IsT TIPUMTMHEHHSI TIPUMOMY JiKapcbkoro 3acofy. Ili
peKoMeH/ialLlil € pe3yJIbTaTOM OIJIsi/ly, iHIL[iIMOBAaHOTO TMOBiJOM/IEHHSIMHY, 1110 CBiAYaTh
TIpO Te, I1J0 PU3KK BPOJPKEHUX BaJl Y HEMOBJIAT, SIKi MijaBanucs BBy Gilenya miz
yac BariTHOCTI, BABIUi BUIUH, HiK pU3UK (2-3%), IKMM CIIOCTepiraeTbCs y 3arajabHin
nonysii. HabtuacTitie moBigomsisisiocst po BpopkeHi Bagu 3 OOKy ceplis, HUPOK,
KICTKIB Ta M’A3iB.

Indopmariis 1 namieHTiB

- He 3aCTOCOByWTe mikapchbKui 3acib Gilenya myis /mikyBaHHSI pO3CiSTHOTO
CK/Iepo3y SIKII[O BariTHi abo Mo)XeTe MaTu JiTel, afe He BUKOPHUCTOCYETe
e()eKTUBHY KOHTpaLeMnLlito;

- 1e noB’si3aHo 3 TuM, 1j0 Gilenya Mo)ke 3aB/aTV IIKOJW HeHapOZpKeHil
JWTHUHI, $KIO 3aCTOCOBYBATH IiperiapaT IIiJi 4yac BariTHOCTI. fKiio BU
BUKOpHcToBYyeTe Gilenya miff 4ac BariTHOCTI y Balllol JUTUHU 30i/IbIITYETHCS
PU3MK BPOPKEHUX Bajl PO3BUTKY 3 00Ky ceplisi, HUPOK, KiCTOK Ta M’sI3iB,;

- Heo0OXi/IHO BUKOPUCTOBYBaTH e(eKTHBHY KOHTpALIeMIlif0 TIPH JiKyBaHHS
npeniapatoM Gilenya. fkijo Bu npuiiMaere Gilenya i € maHyerte
3aBariTHITA CIIOYaTKy MPOKOHCYJIbTYyUTeCh 3 JiikapeM. [Ilepm Hix
3aBariTHITA CJ1iJ] NpUNMHATA NpyurioM Gilenya Ta moyekaTy He MeHIIe IBOX
MICALIiB  TMPOTATOM  SIKMX  HeoOXigHO  3acTocoByBaTU  e(eKTUBHY
KOHTpAaLerILlito;

- SKUI0 BariTHICTB HacTynwaa mifg vac npuromy Gilenya ciij HeraiiHO
TMOBiJOMTU TIPO 1je fikaps. JIikap NpunuHiTh jikyBaHHsi Gilenya Ta npoBe/ie
JIO/IaTKOBi TecTw, 11006 CriocTepiraty 3a BariTHiCTIO;

- SKIIO BU TMaI[i€EHTKa, SIKa Ma€ 3MOTy MaTH [iTed i TiJIbKA TMOYMHAETe
MiKyBaHHS HEOOXi/[HO MPOWTU TeCT Ha BaTiTHICTh, ITJ00 MepeKoHaTHCs Y ii
BIiZICYTHOCTI;

- KO y Bac icHywoTh muTaHHsa 1070 Gilenya abo pu3ukiB, siki Hece
TiperiapaT /il HeHapo/[KeHoi IMTUHU, 0OTOBOPITH 1ie 3i CBOIM JTiKapeM.

Indopmaiiis 1A MeMUHUX NMpaLliBHUKIB

- 4Yepe3 pU3MK BPO/PKEHUX BaJ, PO3BUTKY y IUIOAY, L0 IMiJLat0TbCsl BIUIMBY
fingolimod BHyTpiliHEOYTPOOHO, Gilenya mipoTUIIOKa3aHa BariTHUM



JKiHKaM Ta JKiHKaM [JiTOPOJHOTO BiKy, SIKi He BMKOPHUCTOBYIOTH 3acobu
e(eKTUBHOI KOHTpaL[erLii;

- TpU JIKyBaHHI JKIHOK [JiTOPOAHOTO BIKy MepeKOHaWTeCh, IO Mal[i€EHTH
roiHopMoOBaHi MpO pH3MK IMIKiJTMBOr0 BIUVIMBY Ha IUIiJl, TIOB’SI3aHOTO 3
fingolimod;

- [0 TIOUaTKy JIiKyBaHHsS HeOOXiZJHO OTpUMaTH HeraTUBHHWM pe3y/bTaT TeCTy
Ha BariTHICTB;

- 3acobu edeKTUBHOI KOHTparlenijii HeoOXiZHO 3acTOCOBYBaTW TMifi dYac
JIIKYBaHHS Ta IPOTArOM 2 MiCAL{IB MiC/s TIPUITMHEHHS JTiKyBaHHS;

- nikyBaHHs fingolimod cnig npunuHUTA 3a 2 MicAlli A0 TUIaHyBaHHS
BariTHOCTI;

- fKIIO >KiHKa 3aBariTHijla Tif uac J/iKyBaHHS, HeOOXifHO TIPUITUHUATH
BUKopucTaHHs Gilenya Ta mailieHTKy cifi moiHbOpMYyBaTH I[OA0 PHU3UKY
IIKi/ITMBOTO BIUVIMBY Ha IUTiJl. 3a BaTriTHICTIO HeOOXiZHO peTe/lbHO CTEXKUTH
Ta npoBoauTH Y 3/1.

Lli pekomeHAaLlil € HAC/TIAKOM OIVISIAy HasiBHUX JaHUX 3 MiC/AAMapKeTUHIOBUX
TIOBiZIOMJ/IEHD 3 SIKMX BiZJOMO, IJ0 Y HEMOBJISIT, HAPOPKEHUX MaTepsMHU, dKi ITiJ Jac
BariTHOCTI orpuMyBanu fingolimod y 2 pa3u Bullle pU3MK BUHUKHEHHS OCHOBHUX
BPO/PKEHUX BaJ] PO3BUTKY MOPIBHAHO 3 OCHOBHOW MoOmyJisLi€e0 (2-3%, 3a JaHUMU
EUROCAT). Haiibinbil 4yacTo MOBiJOMJISZIOCS TIPO BaJjy PO3BUTKY Y HEMOBJIAT, SIKi
mifaBasvMch BHYTPIlIHbOYTPOOHOMY JikyBaHHIO fingolimod, 3 06oky cepus
(Hanpuknan, gedekTu MiKriepeAcepaHOI Ta LITYHOYKOBOI Teperopojku, TeTpaja
dasi0), HUPKOBI aHOMaJlil Ta MOPYIIeHHS OTIOPHO-PYXOBOT0 arapary.

JleTabHile Mpo JTiKu

Gilenya — mikapceKuii 3aci0, KW 3aCTOCOBYETBHCS ISl JIiIKyBaHHS 0Ci0 3
BUCOKOAKTMBHHMM  pelUJVMBYIOUMM  pEeMITyHOUMM  PO3CiSIHUM  CKJIEPO30M,
3aXBOPIOBaHHSM, TpU SKOMY 3ariajieHHsi PyHHY€ 3aXvUCHY 000JIOHKY, II0 OTOYY€E
HEPBOBI KIITUHU. «PelyIWBYHOUMU-DEMITYIOUMM» O3Hayae, W0 y TialieHTa 3a
peluaMBOM cilifye mepios pemicii. Gilenya 3acTocoByeTbCsl y mepiofi aKTUBHOIO
3aXBODIOBaHHS He3Ba)KalOUM Ha BiJNOBiZHe JliKyBaHHsA, Xoua 0 3 OfHi€r0
MOAMGIKyIOUOI0 3aXBOPIOBAHHS Teparti€o, abo SKIIO 3aXBOPIOBAHHS  BaXKKe i
LIBHU/IKO IPOIPeCye.

JeTanbHime npo npouegypy

Ornsag Gilenya 6yB mpoBesenunii PRAC ta komitetom CHMP B pamkax
npoueAypy, Bigomoi 5K «Bapianis II Tumy». €Bpornelickka Kowmicisi BuHece
IOpUIUYHO 000B’s13K0Be pillleHHs, YMHHE B ychoMy EBporieticbkkomy Coro3i.

[TocunanHA Ha npecc-peniz3 EMA
https://www.ema.europa.eu/en/news/updated-restrictions-gilenya-multiple-
sclerosis-medicine-not-be-used-pregnancy
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