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NHCynmH-cofepyKalLlme leKapcTBEHHbIE CPEACTBA - PUCK PasBUTUS

amMuoMa03a Koxxu
KomuteToM no oueHKe puckoB EBporneickoro meauumHekoro areHtctea (PRAC

EMA) no pe3ynbTaTaM BbINO/IHEHHOr0 0630pa 1 aHan3a 6a3bl AaHHbIX HEXENaTe bHbIX
peakumii Eudravigilance n faHHbIX MeAMLMHCKON NuTepaTypbl 6bln YCTaHOBMIEH PUCK
PasBUTUS amMWUION03a KOXW, CBS3aHHbIA C MPUMEHEHWEM WHCYNNH-COAEPXKALLMX
NEKapPCTBEHHbIX CPEACTB. YUWUTbIBasi BbILLEN3NIOXEHHOE, NaUMEHTbl A0MKHbI OblTh
MPOVH(OPMMPOBaHbl O HEOOXOAMMOCTM MOCTOSIHHO MEHSITb MecTa WHBbEKLWIA B
npefenax OfHOV aHaTOMWUYECKOW 30Hbl, YTOObI CHU3WUTb PUCK Pa3BMTMS aMUNIOMA03a
KoXu. CyLUecTBYeT MNOTeHUMaNbHbIA PUCK W3MeHeHMst abCcopbLMKM  MHCYNMHA W
YXYALEHWUS! TNIMKEMUYECKOrO KOHTPO/S, €CNN MHBLEKUUS WHCY/MHA MPOBOAUTCS B
06nacTb ammnonao3a. Bbiin NonyyeHbl COOOLLUEHMS O Pa3BUTUM TUMOFIMKEMUN MPK
BHE3anMHOM W3MEHEHUM MECTa MHBLEKLUMM C MOPaKEHHOM 0611acTM Ha MHbBEKLUMIO B
HOPMaNbHYH TKaHb. ocne U3MeHeHUs MecTa MHBEKLIMN PEKOMEHAYETCS MOHUTOPUHT
YPOBHS [NIFOKO3bl B CbIBOPOTKE KPOBU, 1 NpY HE06XOAMMOCTU NPOBefeHNEe KOPPEKLM
[03bl TUNOMNKEMUYECKNX NEKAPCTBEHHbBIX CPeaCTB.

NlnTepaTypa:

PRAC recommendations on signals Adopted at the 14-17 April 2020 PRAC meeting
EMA/PRAC/201784/2020 Pharmacovigilance Risk Assessment Committee (PRAC) 11
May 2020 http://www. ema. europa. ei/
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