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[penapaThi #ejne3a — puck passuTus cunapoma Koynuca

Komurer mno oueHke prckoB Epponeifckoro MeAHIHHCKOIO areHTcTsa
(PRAC EMA), nocne mpoBe/leHHO0 0030pa W aHa/lM3a NAHHBIX KIHHHYECKHX
HCCNE/IOBaHMH,  MOCTMAPKETHHIOBONO  NPHMEHEHHMA,  NPEIOCTABICHHBIX
NepXaTeNSMH  PErMCTPALMOHHBIX  YAOCTOBEpeHHi, AaHHBIX MeIHIHHCKOH
JUTEPATYPBl, YBEJOMIZET O TOM, HYTO JKeJIe30COJAepiKallHe JeKapCTBEeHHbIE
cpeacTBa (caxapar Kenesa, KapGOKCHMAIbTO3a JKeje3a, H3OMANbTO3HI Kejesa,
JIEKCTpaH Jxejle3a H  HATPHS-KeNe30 IIOKOHAT), BLI3BIBAT  PeaKuHH
THNepIYBCTBHTENBHOCTH, cuHOpom Koyruca (oCTpblii KOPOHApHBIH CHHAPOM,
CBA3AHHBINA C peakiHel TMNepYyBCTBHTEIBHOCTH), KOTOPBI MOXET NMPHBECTH K
HHOAPKTY MHOKap/a.

Jlumepamypa:
PRAC recommendations on signals Adopted at the 28-310ctober 2019 PRAC meeting. 25 November 2019
EMA/PRAC/580132/2019 Pharmacovigilance Risk Assessment Committee (PRAC),
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