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BapqoapMH-cop,epx(am,Vle NEKapPCTBEHHbIE npenapatsbl - PUCK pasBuUTnA

aHTMKOoarynsHT-accoLuMmMpoBaHHON HedponaTum

KomuteT no oueHke puckos EBponeiickoro megumumHckoro areHtctea (PRAC
EMA) npoaHanu3npoBan CBOAHble [aHHble CMOHTAHHbIX COOOLWEHUA, KINHUYECKNX
UCMbITAHUA M NATepaTypbl B  OTHOLIEHUM pPUCKA Pa3BUTUA  aHTUKOAry/nsaHT-
accouMmnpoBaHHOW HegponaTuM y nauuveHToB, NOJyYalWMX Tepanuto nepopanbHbIM
aHTUKOArynsgHTOM aHTaroHUCToM BuTammHa K (BapapmHom).

HetponaTwus, ceBA3aHHasA ¢ NPUEMOM aHTUKOAry/saHTOB
OcTpoe noBpexeHWe TMOYEK MOXeT BO3HWMKHYTb Yy TMauMeHTOB C HapyLUeHuem
CTPYKTYPHOM LLeNOCTHOCTM KNyBOUYKOB MAM C 3ab0neBaHMEM MOYEK B aHaMHe3e, U
BO3MOXHO CBSi3aHHO C 3nu304amMu MU36bITOYHOrO YrHeTeHUsA CBEPTLIBAEMOCTU KPOBMU M
rematypuein. Coob6LLanocb O HECKONbKUX Cly4vasax Hegponatum y nauuneHToB 6e3
3abo0neBaHNA NoYeK B aHamHese. MaymeHtam ¢ MHP, npeBbiwalowWwmm TepanesTUYecKunin
AnanasoH U remaTypuenl, peKOMeHAyeTcs TULaTeNlbHbI MOHWUTOPUHT C OLEHKOM
(DYHKUUKN noYyeK (BKIOYaA MUKPOCKOMNYECKUE NCCNeS0BaHMS).

NnTepaTypa:

27 September 2021 EMA/PRAC/468914/2021 Pharmacovigilance Risk Assessment Committee
(PRAC) Risk Assessment Committee (PRAC) PRAC recommendations on signals Adopted at the
30 August —02 September 2021 PRAC meeting http://www.ema.europa.eu
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