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I{eQrpnaKcoH-coAepxauue JreKapcTBeHHbIe upenapaTbl pIICK

pa3Br{Trlfl 3HllesaJrorlarrrrr
Koyzrerou 11o orIeHKe pLrcKoB EnpoueficKoro MeALIq]rHcKoro areHTcrBa

(2RAC EMA) 6ul BbrroJrHeH o6sop vr aHarrvr3 AaHHbIX AoKrnHI{rIecKnx Lr

KJrr4HlrqecKrrrx Lrcnbrraur4i4, nocrperucrpalllloHuoro MoHLITopuHra LI MeAuIIuHcKofi

nuTepaTypbr B oTHorrreHr/ru pLIcKa pa3BtrTvtfl. sHIIeQaIIoIaTLrvt rlpkI IIpI{MeHeHI'II{

rleoTpvaKcoH-coAepxalqnx JIeKapcTBeHHbIX [penaparoB'

flpunuuax Bo BHI4MaHVS AocTaTOqHOe KoII{qecTBo AgCTyIIH6IX AaHHbIx'

rroATBepx{Autrorlux npr4rrr.rHHo-cJreAcTBeHrrylo B3aI4MOCBt3b Me)KAy rIpuMeHeHLTeM

neKapcTBeHHbIX lpelapaToB u pa3BI,ITI,IeMrIeoTpuaKCOH-COAep)KaIIIUX neKapCTBeHHbIX lpelapaToB n pusEnLvrENL

suqe$arorrurvrvrra raKxe c yrreroM Bepof,THoro 6l4onoudqecKoro MexaHI{3Ma, 6bulo

rrpr4HrlTo peIUeHLIe BHeCTLI IBMeHeHIIt B peKoMeHAAI\VU UO MeALIqI',IHCKOMy

rrpLrMeHeHLrK) c rlenbro cHlrx(eHkr flpr4cKaLrxpe3Bvrrvrt, a raKx(e o6t3arb Aepx(areJlefi

perLrcTpar{uoHHbrx yAocToBepeHl4fi IIe0TpLIaKcoH-co.{ep)KaITIHX JIeKapcTBeHHbIX

[peraparoB B TerreHrlre L20 KaJreHAapHbIX AHefi rrpeAcraBl4Tb o6uryto

xapaKTepr{crr{Ky neKapcrBeHHofo npelapara u nHcTpyKIII4IO nO MeAI{qHHCKOMy

npLrMeHeHLTro (rucroK-BKJIaAbIIIT) co cneAyIoqLIMLt I{3MeHeHI{IMLI.

(rercr, BbIAeJIeHHbIfi noA'repKuBaHLIeM, .f,BJlterc.r HoBbIM)
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PasAer <<IlexcenareJrbnble peaKlllln>>

3 a6 onee aa un ruep e ruo rt c ucmeta ot
r{acrora peAro: enueoanonarllg
Bnecrn rr3MerreH[fl B trHcTpyKrlulo rlo MeAf,qEHcKoMy trpf,MeHeHEro

(.rrncron-nrc"naguur)
PasAer <<Ilpe4ocreperceH Hq n oco6rre yKa3a lrrrr>>

flepe4 Haq€uroM rrprrMeHeHr{fl [roproroe HarIMeHoBaHvre JleKapcrBeHHoro

nperrapara] coo6qure Bpaqy o HaJrurll4vry Bac sa6oresaHzfi ue'reHn u noqeK

PasAer <<HexenareJrbHbre peaKIII{[)>
llpzuenenne qeQrpzarcoHa, oco6enno y ro)KrIJIbIx rarIrIeHToB c

cepbe3Hbr1au sa6oreBaHu.flMlr noqeK LIIII IleHTpalurofi nepnnofi cucreMbl, Mox(er

peAKo (neuacro) Bbr3brBarb cHnxeHlle co3HaHVt, aHoMilrlbHble ABId')K9HIa[''

noe6yx4eHlle, cyAoporn.

Jlumepamypa:
PMa riiommendations on signals, adopted at 26 - 29 October 2020 PRAC meeting

EMA/PMC/570588/2020 Pharmacovigilance Risk Assessment Committee (PRAC) 23 November

2020
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