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Ne NudopmanuoHHOE MHCHBMO

AJIS CrIenuaJIucToB 3}.IpaBOOXpaHeHl/lﬂ!
Ha Ne oT

MHopas madopmanus u3 pa3jesna 6e30MacHOCTH HCMOJIb30BAHHSA JIEKAPCTBEHHOT0
npemnapara.

M

JIaMOTpUIKUH-CcOAEpKAIIHE
JeKapCTBEHHbIe MpenapaTbl — PHCK
pasBuTHs (OTOCCHCHONIU3ANUH

VBaxaeMble CIECHUATIUCTBI CUCTEMBI 3[JPaBOOXPAHEHNS,

Cekrop (apmakoHag3opa JlemapramMeHTa JI€KapCTBEHHBIX CpPEACTB U
MmemuimHckux m3nemuii mpu M3 KP unpopmupyer Bac o HOBOM pDHCKE
pasBuThst POTOCEHCHOMIU3ALMY P PHUMEHEHHUH JIAMOTPUDKAH-COACPIKAIIIX
JIEKapCTBEHHBIX IIPEIapaToB.

BEUIM TNONy4eHBl COOOIIEHWS O peakuusx (OTOUyBCTBUTEILHOCTH,
CBS3aHHBIX C IPMMEHEHHEeM JaMOTPUKKMHA. B HEKOTOPBIX CIrydasx peaKlid
BO3HHMKAIA IPH IIpHEMe BBICOKHX 103 (400 Mr mim Gornee), MPH HMOBBIICHAN
TO3bI WA [IPY YBEJTMIECHIH PEKOMEHIOBAHHBIX TEMIIOB MOBBIIIEHHS T03BI.

[Ipy TIOMO3PEHMM HA DPasBUTHE pEakiud (OTOYYBCTBUTENLHOCTH,
CBSI3aHHOM ¢ NMPUMEHEHHWEM JIaMOTPUIKHHA, (HAIIPUMED, CUIBHOTO COIHEYHOro
0O0ra), HeOOXOIUMO TIPEKPAaTUTh TepaInuio npenapatoM. ECIu mponomKeHue
JleYeHrs TaMOTPUIKUHOM CYATAeTCs KIMHMYECKM OOOCHOBaHHBIM, MAlMEHTY
clelyeT pEKOMEHIOBaTh H30eraTb BO3ACHCTBUS COJNHEYHOTO CBETA H
HCKyCCTBEHHOTO YO-M3IydeHus ¥ HCIONB30BaTh  3AIUTHBIC —CPEICTBA
(HaIpiMep, 3aIUTHYIO Oy U COTHIIE3AIIUTHBI KpeM).

Ilepen Ha3HAYeHHEM HE00OX0IUMO NpeAocTepeh nanueHra!

Jlumepamypa:

PRAC recommendations on signals, adopted at 26 - 29 October 2020 PRAC meeting
EMA/PRAC/570588/2020 Pharmacovigilance Risk Assessment Committee (PRAC) 23
November 2020
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