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K.rrHnAa*rr,rrlnH-coAep?Karrlue JreKapcrBeHuble [perraparbl prlcK pa3Bnruc
ocTpofi lloqeqHoft HeAocrarorrHocT[

Kouurerou rro orIeHKe pLrcKoB Enpoueficroro MeAr,rqLIHcKoro areHTcrBa

(PRAC EMA) ro pe3ynbraraM BbrrroJrHeHHoro o6sopa kr aHaJwI3a 6asu AaHHbx
He)KeJrareJrbHbrx peaKrlr,rfi Eudravigilance, AaHHbrx MeAwlprHcKofi nl{TepaTypbl,

,{aHHbrx, [peAcTaBn HHbrx KoMrraHr.refi Pfizer, 6un ycTaHoBIIeH pLIcK pa3Bu'I]Lr',.

ocTpofi noqeqHofi HeAocrarorrHocTrl, cBf,3aHHbrfi c uplzl,teHeHrreM KJII,IHAaMLIIIITH-

coAep)Kaulrrx JreKapcTBeHHbrx npelapaToB Anr cllcTeMHoro npvMeHeIILrs.

,{epxarenxrvr perlrcrpaqr{oHHbrx yAocroBepeHnfrt neKapcrBeHHbIX cpeAcrB,

coAepxarqux KJrrrHAaMvrrIvtH, Heo6xoALlMo B TeqeHr,re 120 AHefi rIpeAcraBLITb

LTHCTpyKTIWO IIO MeALTTILTHCKOMy rrpUMeHeHUIO CO CneAyrcIqI,IMU AOIIOIHeHIdflts.{IlI

(rercr, BbIAeneHHbIfi [oArrepKLIBaH]IeM, -ttBrlterct HoBbIM) :

PasAer (IIpeA ocrepe?I(eH rrfl rr o co6 bI e yKa3 a H l{fl >>

flpu gtmrenbHofi Tepankrr4 cneAyer [poBecru QynrqzoH€ulbHble rrpo6bl rIeqeHLI

BKJIIOqA'

COH: 2l-92-88.



KOHrpOrr4poBaTb oyHKuLIIO roqeK.

PasAer <<Hexe.nareJrbHble peaKIIn[))

3a6oneeaHut noHeK u MoHerbteodnu4ux n\tmeil

Jlncrorc-sKJraAbIIrr

Vmo ueo6xoduuo sHamb do uauatta npueMa [mopzoeoe HauMeHoeauue]

flpe4o crepex(eHu.s lt oco6ue yna3anvrfl

MO}KET CBAHI,TE

B HaCTO.flIIIee BDeM.S. kI O CYIUeCTByIOIUUX [pooleMax c [orIKaMLI.

BbI3bIBAIO

BoslaoxHble Hex(eJlarenbHble peaKIIuLI

HeueAnenso coo6rILITe Bparly, ecnld y Bac Bo3HLIKHeT:

TOIIIHOTa.

Jlumepamypa:
PRAC recommendations on signals Adopted at the 03-06 May 2021 PMC meeting

EMA/PMC/250777/2021 Pharmacovigilance Risk Assessment Committee (PMC) 31 May 2021

htt p : //www. em a. e u ropa. e u /

3auecrureJrb ArlpeKTopa

MEqAETC' CHIDKCHUE

OAbIIIIKA UJIII TOIIIHOTA.

C<DH: 2l-92-88.
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