10.03.2017 poky Ha caiti €Bpomneiicbkoi MeguuHoi areduii (EMA) 6ymo
ony6ikoBaHO pekoMmeH iallii KoMmiTeTy 3 o1fiHku pu3ukKiB y ¢apmakoHarJsii (PRAC)
010 TaZl0/iHIBMiCHUX KOHTpacTHUX 3acob6iB. PRAC pekomeHAye TIPU3YITUHUATH
peectparjito HecrielupiuyHMX JTIHIMHUX TaJO/MiHIMBMiCHUX KOHTPAaCTHHUX 3aco0iB i
3Q/IMIIMTH Ha (PapMaLleBTUUHOMY PHHKY MaKpPOLMK/IIUHI 1 crnenudiuHi miHiMHI
ra/[0/1iHiMBMiCHI KOHTPACTHi 3acO0U.

PRAC Hapmae pekoMmeHAallii, 11040 MPU3yNUHEHHS [ii peecTpaljiiHUX MOCBiUYeHb
J/IST UOTHPbOX HecrnerubiuHuX JIiHIMHUX TaJ0MiHIMBMiCHMX KOHTPACTHHMX 3aco0iB
yepe3 [0Ka3u TOrO, IO HeBeJUKI KiJIbKOCTI TaflojiHilo, fKIi B HUX MICTATbCH
Bi/IK/IaJatOTHCSI B TOJIOBHOMY MO3KY.

I'amoniHiMBMIiCHI KOHTPACTHI 3aco0H Ipo SIKi ¥izie MOBa — Iie JTiKapChbKi 3ac0o0M, 1110
MiCTATb  Taf00eHOBY  KHC/IOTY, TafofiaMiJl, TafIOTIeHTeTOBY  KHC/IOTy i
rajjopepcerami/i, /g BHYTPIIIHBOBEHHOI'O BBeJEHHs, sKi 3aCTOCOBYIOTHCS IIpU
MarHiTHoO-pe3oHaHcHil Tomorpadii (MPT) Tina.

PRAC Biagmiuae, 1110 3Hal[eHO MEPeKOH/IMBI [OKa3W HAKOIMMWYEeHHs TaJio/liHil0 B
TKaHWMHAX MO3KY 3 J0C/Ii/pKeHb Oe3rocepeHLO BUMIPIOIOTh TafiojiHiM B TKaHWHAX
rOJIOBHOTO MO3KY B JOC/IPKEHHSIX [0 TIPSMOMY BH3HAau€HHIO KOHL[eHTpaLil
rajlojiiHit0 B TKaHWHAx TIOJIOBHOI'O MO3KY Ta 30HAaX IIi/IBUL€HOl IHTeHCHUBHOCTI
CUTHaJTy, sKi BUJHO Ha MarHiTHO-Pe30HAHCHUX 300pa)keHHSX Ha TPOTs3i GaraThox
MICSIL[iB MiC/Is1 OCTaHHBOI iH'€KI]ii raf|0/1iHIMBMiCHOT KOHTPACTHOI PEUOBHHH.

Ocrtarouni pekomeHnpauii PRAC OyayTh crpsimoBaHi Ao KomiteTy 3 jiKapChbKuUx
riperniapaTiB A moauHu (CHMP) ans 3aTtBepykeHHs. Bisiblil JeTanbHa iHbopMailis
Oyze omy6sikoBaHa mic/st mpuiiHaTTS fymkd CHMP.

Xoua HiKMX CHUMIITOMIB a00 3axBOpPIOBaHb TOJIOBHOTO MO3KY, IIOB'SI3aHUX 3
ra/lo/liHiNBMiCHUMUA KOHTpPAaCTHUMU 3acobamu He Hazaxoawno, PRAC mnpuiiHsaB
obepeyKHUH MifXif, 3a3HAUMBIIM, 1[0 AaHi PO AOBrOCTPOKOBi epeKTH B rOJIOBHOMY
MO3Ky 0OMeXXeHi.

PRAC pekoMeH[lye€ 3a/MIIATA Ha (apMal[eBTUMHOMY PHHKY MaKpOLMK/IiuHi
ra/lo/iHiMBMiCHI KOHTpACTHi 3acobM, Ta BUKODUCTOBYBAaTU iX B HaWHWKUYiM [103i,
JOCTaTHIiN [I/I9 BCTAHOBJIEHHSI [iarHO3y, KOJIM [OC/iKeHHs 0e3 KOHTPaCTHOTO
nijicusieHHss He € iHGopMmatuBHUM. B cBoix pekomeHpallisx PRAC Bigmiuae, 1110
MaKpOIMK/IiuHi KOHTpacTHi 3aco0u € 6inbill cTabibHUMU i MalOTh 3HAUHO MEHbIIY
3[IATHICTh [0 BUBLIBHEHHS rafi0JIiHIk0.

B pekomenganisix PRAC Bka3aHO, 1110 [esiKi JIiHiMHI raZjo/liHIKBMiCHI KOHTpPACTHi
3ac00M MOXKYyThb BHUKODHCTOBYBATHCS, a CaMe: TaJJOKCeTOBAa KWCJIOTa, JIiHIMHUN
KOHTpPAaCTHUM 3acib, 1110 BUKOPUCTOBYETbCA B Ma/MX [03ax MJig JOC/iKeHHS
TIeviHKH, TaK sIK HOro BUKOPHCTaHHS Ha/la€ HeoOXigHy iHpopMariito A1 AiarTHOCTUKH
3aXBOPIOBaHb IMEUiHKM, Ta Y JaHOTO MEeTOAY ICHY€E Majl0 ajlbTePHAaTUBHUX METOZIB
nociipkeHHs. KpiM Toro, BHyTPillIHBOCYT/I000Be BBe/IeHHS T'a/IONeHTeTOBOT KUC/IOTH



TEX € JJOMYCTUMHM, TOMY III0 KOHIIEHTpallis TaJ0/MiHis Jy>Ke Mana — IpuO/M3HO B
200 pasiB MeHbllle, HiXK IPY BHYTPILLIHLOBEHHOMY BBe/IeHHi.

Pekomenzianiii PRAC € mepmimM KpoOKOM Yy IIpoLieci meperisjy LbOro IUTAaHHSA B
€BpornencbkoMy coro3i (EC), a ocTaTouHe pillleHHs 3 LbOr0 MUTAHHS OUiKY€EThCS Ha
riouatky uepsHs 2017 poky.

OnoB/ieHHs Bif 7 kBiTHA 2017 poky: BianosigHo go pekomenpailii PRAC, 1o
Oynu omy6sikoBaHi y Oepe3ni 2017 poKy, fAesKi 3 BJ/IaCHUKIB peecTpaljiiHUX
TIOCBi/lueHb Ha Ifi JIiKapChKi 3aco0wu, 10 € cTypOOBaHi I[UM pillleHHSM, 3arpOCUIH
TOBTOPHY ekcrieptusy. Ilicis otpuMmanHs miacTtaB s ix npoxaHHs, PRAC moune
TIOBTOPHY eKCIIepTU3y, sKa, K OUiKy€TbCs, 3aBepIunThCs B UNHI 2017 poky.

ITocunanus: http://www.ema.europa.eu/ema/index.jsp?
curl=pages/medicines/human/referrals/

Gadolinium-containing contrast_agents/human_referral prac_000056.jsp&mid=
WC0b01ac05805c516f
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