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CynbameToKCca3on 1 TPMMeTONPUM-COoAepXKaLl e NeKapCTBEHHbIE NpenapaThbl -
PUCK pasBUTUSA OCTPOro PECNMPATOPHOro AUCTPECC-CMHAPOMA

KomuTeT no oueHke puckos Esponeinckoro mepumumHckoro areHtctsa (PRAC
EMA), paccmoTpeB wuMelowmecd, B TOM 4uUCNe, MpeACTaBlieHHble AepXaTtensamu
PErucTpPaLMoHHbIX  YAOCTOBEPEHUN  [aHHble, BbIABUN npu NPUMEHEHUN
Cy/ibpaMeTOKCa30/ U TPUMETOMPUM-COLepXKalnX IEKAPCTBEHHbIX MPEnapaTtoB O4YeHb
PeaKo CcoobLlianocb O TSXKeNbIX Cayyasx pPecnupaTtopHOM TOKCUYHOCTW, WHOrAa
NpMBOAALLEN K PasBUTUIO OCTPOro pecnumpatopHoro auctpecc-cuHgpoma (OPAC).
MosiBNeHMe CUMNTOMOB [bIXaTeNbHbIX PacCTPONCTB, COMPOBOXAAIOLWMUXCA, B TOM
yucne, Kalunem, NUXOPALKOM W OAbILKOW, B COYETAHUU C PEHTIEHONOTMYECKUMU
MpU3HaKamu IErOYHON MHAOUAbTPALMM U YXYLLeHNeM (YHKUUWU BHELUHero AbiXaHus,
MOXeT 6bITb CBA3aHO C Haya/lbHbIMK MpuU3Hakamu passutua OPAC. B Takux cny4dasx
HeoOX0AMMO NpeKpaTuTb MNPUMEHEHWe JNeKapCTBEHHOrO npenapata W Ha3HauYUTb
COOTBETCTBYHOLLIEE NleYeHNe.

NnTepaTypa:

PRAC recommendations on signals Adopted at the 03-06 May 2021 PRAC meeting
EMA/PRAC/250777/2021 Pharmacovigilance Risk Assessment Committee (PRAC) 31 May
2021 http://www.ema. eurona. ei/
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