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BHecenue r{3MeHeHrrfl B uHcrpyKrlrrrc
tro MeArrqrrHcKoMy rrpr{MeHeHrrro
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{epxare"irfl M perrlcrparlrroH Hbrx
yAocroBepeHrrfi JrarvrorpuArnrrH-
coAepI(a ru ltx Jrer(apcTBe H H brx
IIpeIIapaToB,
3apefr{cTprrpoBaHHbrx Ha TepprTopnr
Krrprrr:cKofi Pecuy6.rrnrcu
(no npn.no?r(eHrroMy peecrpy)

JIa uorp uAxtrr H-coA epxra u re
JreKapcTBeHHbre flpellapaTbr
p a3 B rrTrrfl { oro cen c u6*tnuzanluu
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KouzreroM rro oqeHKe pkIcKoB EnpoueficKoro MeAr4qr{HcKoro areHTcrBa
(PRAC EMA) 6rrn BbIIIOJIHEH\j lvrv ulvulJ \rDrJr. Dmrl\rJr-u.ert uusup n id.ril*JlL\3 AaHHbIx B oTHorueIILII4 pI/'CKA
pasBurnfl @orocencufunuzaqnkr rrpn npr4MeHeHzrr JraMorpr.rAx{rfrH-coAepx{arrlr4x

o6:op alIutu3 .IIAHHbIX OTHOIIIeHLILI

neKapcTBeHHbrx [pelapaToB.
flpuuttuax Bo BHuMaHI{e AocraroqHoe Korl4qecrBo AocryrrHbrx AaHH6rx,6rrno rrplrHrrro peuerrl4e BHecrIl rl3MeHeHr.rs B peKoMeHA arluv 11o

MeAI4I{IITHCKOMy IIpI4MeHeHLIIO C qenblo cHrrx{eHr4-rr ptrcKa uxpa3BvrTkrfl Lr o6sgarr
Aepx{areneft perplcrpaquoHHbrx yAocroBepenuft naMorplrAxr4H-coAepx(arqux
neKapcrBeHHbIX lpelaparoB B TeqeHrle 120 rcarcHAapHbrx AHefi [peAcraBlrrb
o6ulyo xapaKTepl4crI4Ky neKapcrBeHHoro rrperapara vr prHcrpyKrlkrro ro
MCAVIILIHCKOMY IIPI{MCHCHLIIO (MACTOX-EKNAArIIII) CO CNCAYIOqI4MI,I
I43MCHEHLTflil'.dld.

Bnecru I{3MeHeH vfl B o6Iqyro xapaKTep[crrrKy JrenapcrBeHHoro rrpe[apara
(rercr, BbrAeneHHhrfi [oArrepKr{BaH'reM, flB,rflercr HoBhrM)

PasAer <<ffpe4ocrepelnen ufl rr oco6bre yKa3aHrrfl >>
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eosHurarta upIa npueN{e errcoKr,rx log (400 N{r IaIu 6onee)' upu noerrmeHlau
,'rr^P rrnRLTTrreHHg tro3bl. IIDII
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Pasaer <<HexelareJrbHble peaKrluu)>

3 a 6 0 n e e aH un xo ttc u u n o d xo u,ttt o - ctc uo o e o it tst em" aml<u

gacrora He'{acro : peaKrruq OoroceHcu6llrugauru

I{sMeHeHUq B rrHcTpyKulIrc IIo MeAI{IIIIHCKOMy IIpIIMeIIeHIII0 ('ttncron-

BKJraAbIrrr)

IlpegocrepexeHrrq u oco6ue yKa3aHrlfl

IIZped Hctqclnoyvt npuJvleHeHufl [mopzoeoe HaurvteHoaQHue JteKqpcmaeHHoeo

cpedcmeal coo6u4ume 6PauY :

ecJrr4 y Bac KofAa-Jrr{6o uoqsnfrIlA)b CbIIIb IIOCJIe IIpI4eMa naMoTpI{DKI4HA IdJI'

Apyfrrx neKapcrBeHHbrx rperapaToB An{ JIeIIeHLIt 6uuompnorc paccTpoficrna

I4TII4 STIVTJIETrcKTVT;

npueMa lallOrpraAXrana u sogAeficrput COIHe'IHOTO IaIu [CxVcCrseHHOro csera

(naupraMep. consplas\ Bpa.r srrnorurar oueHr.'/ Il959ll48--4--Ilgrc.oseqver saM

I{g6eraTb conneqnoro ceera I,IIU UCUOnrgoearr conHuegaluurHrrfi xpeNd I'I / I'UII4

HOCr4Tb 3aIULITHyIO OAeXAy.

Hexe.nareJrbH I'Ie PeaKIITI[
gacrora Pa3Bkrrr4g- Herlacrat cJIY{aLr HA 100 naqueuron)
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Risk Assessment Committee (PMC) 23on signals, adoPted
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