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HaNo oT MHCt)OpMaU,I/IOHHOG NMMCbMO

ANS1 CreumanmcToB 34paBooXpaHeHus!

HoBas MH(opMaLus us pasgena 6e30nacHOCTU UCNONb30BAHMSA NeKAPCTBEHHOTO
cpeacTea

22.12.2020

MobynpodeH-, KeTonpodeH-coaepXkallime NeKapCTBEHHbIE CPeACcTBa -
NOBbILLEHNE PUCKA Pa3BUTUS CEPbE3HbIX OCOXHEHNIA MH(EKLMOHHbIX
3a60neBaHUN

KomuTeTom No oLeHKe pUCKOB EBponeinckoro meauumnHekoro areHtcTea (PRAC EMA)
Mo pe3ynbTaTam BbIMO/IHEHHOrO 0630pa M aHaimM3a HaKOMIEHHbIX AaHHbIX Obli0
YCTaHOB/IEHO, YTO B HACTOsILLEE BPeMS HEBO3MOXHO UCK/IHOUUTL MOBbLILIEHHbIN PUCK
PasBUTUA  OCNOXHEHMI  MH(EKUMOHHbIX  3ab0/1eBaHUA, NpU  NPUMEHEHUM
NEeKapCTBEHHbIX CPEeACTB, cofepxawyx wnbynpogeH W  KeTONpoMeH, KOTOpbIi
00YCNOB/IEH MaCKMPOBKOW CUMMTOMOB MHMeKUMN. MacKnupoBka Mpu3HaKoB W
CYMMNTOMOB WUH(MEKLMOHHOIO 3ab0/1eBaHMs SBMAETCA U3BECTHBIM PUCKOM, CBA3aHHbLIM
C NPUMEHEHVEM HECTEPOUAHLIX MPOTUBOBOCMANUTENbHBIX JIEKAPCTBEHHBIX CPEACTB
(HMBC). Pe3ynbTaTbl HECKOMbKMX WCCMEAOBaHMI MNOKasanu, UTO [aHHbIA PUCK
ABNAETCA  K/IMHWYECKM  3HAYMMbIM  MPEVMYLLECTBEHHO Npu  BGakTepuasibHOM
BHEOO/IbHUYHOW NMHEBMOHUU W OCIOXXHEHHOW BETPSHOM OCre.

PeKomeHaLuM ANs CReUuanncToB 34paBooXpPaHeHMS.

MpUMeHeHNe BbllLeyKa3aHHbIX NIEKAPCTBEHHbIX CPEACTB MOXET CKPbIBaTb MPU3HAKU
M CUMNTOMbI MH(EKLMW, TaKMe Kak nmxopaaka M 6onb. B pesynbTaTe BO3MOXHA
3a[lepXkKa B Ha3HAYeHUW afleKBaTHOrO fleUeHUs] MHAEKLMN, YTO MOXKET MOBbICUTb
PUCK Pa3BUTUSA OCNOXKHEHWIA. ITO HabnoaaeTcs Npu GakTepuasibHOM NHEBMOHMM, a
TaKXe NPy 6aKTepuanbHON MHPEKLMN KOXM Ha (hoHe BETPSIHON OCTbl.
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Ecnn Bbl npuHUMaeTe WGynpodeH-, KeTonpodeH-coaepyKallime NeKapcTBEHHbIE
cpeAcTBa MpU  UH(EKUMOHHOM 3a00MeBaHMM U OTMEYaeTe COXPaHeHWe Wn
yXy/LleHe CUMNTOMOB, HEOOX0AMMO HEME/IEHHO 06PATUTLCS K Bpady.

Kak npyHumarsb:

CrnepfyeT nNpuHMMaTb B MWHMMa/IbHON 3(PMEKTUBHON [03e W Ha NPOTHKEHUM
MWHUMa/IbHO KOPOTKOrO nepuoga, Heo6xoamMmoro Ans oberyeHms CMMNTomoB. Ecnu
CUMNTOMbI MH(EKUMN, TaKMe Kak NIMXopaKa U 60/1b COXPaHAKTCA UKW yXyALWaroTcs,
HeobXoAMMO HeMeAleHHO 06paTUTLCA K Bpady.

3amMecTuTeNb AMPEKTOPA

JInTepaTypa:

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.V/imwwv. ema. euroya, eit/
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