«Komiter 3 oniHku pusukiB y ¢apmakoHariasaai (PRAC) mnigTBepaus
o0Me)KeHHsI I}0/i0 BUKOPHUCTAHHSA rafio/IiHiiBMiCHUX KOHTPACTHUX 3ac00iB»

07.07.2017 KowmiTteT 3 ouiHKA pu3MKiB y (apmakoHarasgi (PRAC) nigTBepaus
oOMeXXeHHsI 1110I0 BUKOPHCTaHHS TiHIMHUX ra/lo/TiHIMBMiCHMX KOHTPAaCTHUX 3aco0iB,
1o 6yso0 omy6/1ikoBaHO Ha caliTi €Bporieticbkoi MeanuHoi areHiii (EMA).

CITiBBi{HOIIIEHHS] KOPUCTh/PU3UK JTIHIMHUX Taj0/TiHINBMiCHUX KOHTPAaCTHUX 3ac00iB
He € Oifblile CIpUATIUBUM.

PRAC migTBepZiMB CBiMl moriepefiHiii BUCHOBOK Bifi Gepesnst 2017 poky, 110 icHye
MEePeKOH/IMBUM  [I0Ka3 HAKOMWYEHHsS TaJo/iHIl0 B TKAaHWHAX MO3KY IiC/d
3aCTOCYBaHHS T'a/[0/1iHIBMiCHUX KOHTPAaCTHUX 3aC00biB.

He BusiB/iIeHO »KOAHUX crieliM(ivHUX YMOB, TOB'SI3aHUX 3 HAKOMTMUEHHSIM Ta/I0MNiHil0 B
MO3KY, ajie K/IiHiYHI HaC/IiIKA HeB1OoMi.

B pesynbrari ornsgy, PRAC pekomeHzaye, 11100 BHYTpPIIIHBOBEHHI JIiHiMHI
KOHTpacTHi 3aco0H, a came Ta/IOKCeTOBa KHCJIOTa Ta rafio0eHOBa KHC/IOTa
BUKOPUCTOBYBA/IMCh JIUIE [0 CKaHYBaHHS T[I€UIHKM Yy CUTYyaL[igX, KOJA BOHU
33/I0BOJIbHSIOTh Ba)K/IMBY JAiarHOCTUYHY moTpeOy. Kpim Toro, raziorieHTeToBa
KWC/I0Ta TIOBMHHA BUKOPUCTOBYBATUCS JIMIIe [JI1 CKaHYyBaHHS CYT/00iB, OCKiTbKH
KOHLIeHTpaI[isl Ta/I0/iHi0, 1[0 3aCTOCOBYETHCS /IS iH'€KIIili Cyrio0iB, Ay’Ke HU3bKA.

Bci inmm BHYTpIilTHLOBeHHI JTiHiMHI rafo/iHiiBMiCcHI KOHTpacTHI 3acobm (razoiamif,
ra/loreHTeToOBa KMC/IOTa Ta raZiloBepceTaMi/l) MOBUHHI OyTH MPU3YIIMHEHI BiJTOBiZIHO
710 peKoMeH/a1lili, mpuitHATHX y 6epe3ni 2017 poky.

[HIIMIA Kjlac peyoBHWH TafiojIiHil0, BiJOMHX SIK MaKPOLMK/IiUHi KOHTPACTHi 3aco0u
(gadobutrol, gadoteric acid ta gadoteridol), € 6isbil cTabiTLHUMU i MalOTh MEHIITY
CXWIBHICTb [0 BUBIIbHEHHSI TalOMiHit0, HDK JIiHiIWHI 3acobu. BoOHU MOXyTh
MPO/IOB)KYBaT BUKOPUCTOBYBATHCS 3a JIFOUMMU MOKAa3aHHSIMM, aje B HAUHWKUYMX
[103aX, SIKi Z03BOJISAIOTH 30i/mblyBaTy 300pakeHHSI [OCTAaTHBO, i JIMIIE TOJi, KOJIA
CKaHyBaHHSI HEPO3TrOPHYTOIO TiJla He MiJXOJUTb.

Pekomenjailii PRAC 6yayTh HaripaB/eHi g0 KowmiTeTy 3 JlikapcbKuX 3acobiB st
moavan (CHMP), skuii mipuiiMe ocTaTOYHe pillleHHd €EBpOMNeuchbKoi areHmii 3
nikapcekux 3aco6iB (EMA).

IMocunanns:http://www.ema.europa.eu/docs/en_GB/document_library/
Referrals_document/gadolinium_contrast_agents_31/
Recommendation_provided_by_Pharmacovigilance_Risk_Assessment_Committee/
WC500230928.pdf



