EBponeiickaTa areHIius 10 JIEKapPCTBATA 3aCUJIBA MPO3PAYHOCTTA B
EBponeiickus c¢b103 (EC) kaTo npe1ocTaBu HHTEPHET J0CTHII /10
CHOOIIEHUSITA 32 HeKEJIAHU JIEKAPCTBEHH PeaKkIuu

IIpenocraBsHeTO HA NaHHHU 3a JIeKapcTBaTa OT JIbpkaBuTe-4wieHKU U EBporneiickara areHuus
o siekapctBaTa (EMA) ctaBa B CbOTBETCTBHE C IMOJUTHKATA 32 IOCTHII 10 Oa3aTa JaHHU
EudraVigilance* (6a3a-nanau Ha EMA 3a nokiagBaHy OJ03UpaHH HEXXEJTaHU PEaKLIUU BbB
(a3a Ha pa3paboOTBaHE Ha MPOLYKTA U B IOCTMAPKETUHIOBUS IIEPUO/] 32 JICKAPCTBEHUTE
MIPOAYKTH Ha MPUTEKATENIN Ha pa3pelIeHus 3a ynorpeda ot EBporneiickoTo HKOHOMUYECKO
MIPOCTPAHCTBO)

Ha 31.05.2012 r. EMA 3anouna nmyOnuMKyBaHe Ha CHOOILICHMS 3a TOJO3MPAHU HEXKeTaHH
JIEKapCTBEHM peaklUH, CBbp3aHM C JIEKapcTBa, paspelieHu 3a ynorpeda B EBpomneiickoro
MKOHOMHYECKO IMPOCTPAHCTBO Ha HOBA, ONpE/EiCHa 3a OOLIECTBOTO MHTEPHET CTpaHUIA:
www.adrreports.eu. ChOOIICHHUSITa C€ TIPEIOCTABIT HANIPaBO OT 0azara JaHHH 3a HEXKEJIaHU
nekapctBeHu peakuun Ha EC — EudraVigilance u ca eamH OoT MHOroTO BUAOBE JaHHH,
W3IIOJI3BAHM OT JICKAPCTBEHHWTE PETYJIATOPHH OpTaHU 3a NPOCIEAsIBaHE Ha TIONBHTE H
pUCKOBETE OT JeKapcTBaTa cjel paspeliaBaHeTo MM 3a ymnorpeba. OTKpuBaHETO Ha
CTpaHMIIaTa € YacT OT HempeKbcHaTuTe ycwiams Ha EMA na moka3Ba OTKPUTOCTTa W
MIPO3payHOCTTa Ha peryiaropHute nporecu B EC u mpencraBisiBa KIOYOBAa CThIKA BbHB
BHEPSIBAHETO HA MOJMTHKATA 32 TOCTHII 10 O0a3ara manHu EudraVigilance.

[TybnukyBaHaTa MmoHACTOSNIEM HHPOPMAIIMS c€ OTHACS 0 0K0JIo 650 jekapcTBa U aKTUBHU
BEIIECTBA, pa3pellleHd M0 [eHTpaju3hpaHa mpouenypa, mnoaxbpxkaHa ot EMA.
WNudopmanusra e npencraBeHa moj ¢popmara Ha JTOKJIA] 32 BCSIKO JICKAPCTBO WM aKTUBHO
BelecTBo. Bcekn oT Te3u noknamu oOeauHsBa oOwUs Opoil choOLIeHMs 3a HEXETaHU
JeKapcTBeHH peakuuu, mi3npareHn B EudraVigilance ot mbpxkaBure u (hapmaneBTHUHUTE
komnanuu. OOeAMHEHUTE JaHHU MPEJCTABAT pa3NpeaeeHue o Bb3pacT, M0, TUIl HeXellaHa
peakuus u usxon. [lo enna roguna EMA tps6Ba na nmyOnuKyBa AONBJIHUTEIHO ChOOIICHUS
3a HEXellaHW JIEKApCTBEHU DPEaKLHMU, CBbP3aHU C AKTUBHHM BEILECTBA, ChIAbPXKAIIM CE B
JIEKapCTBa, pa3pelleHu 10 HallMOHAIHU MTPOLETYPH.

CrpannvHUAT eQeKT (ONpeneNsiH KaTo HeXellaHa JICKapCTBEHA PEaKIysi) BKII0YBAa CTPAHUIHU
edeKkTH, TOBSBAIM Ce NpU ynorpebda Ha JeKkapcTBaTa cropes oJo0peHaTa XapaKTepUCTHKa
IIpU pa3pelIaBaHETO, HO CHIO M M3BBH TOBA BKJIIOUUTEIHO MPH NPEIO3UPAHE, HEMpPaBUIIHA
ynotpeba, 31oynorpeda, MpU JOMyCKaHE Ha JIEKApCTBEHM TPEIIKM WM MPU KOHTAKT C
JeKapcTBaTa Npy U3MbJIHEHUE Ha CIIyKEOHHU 3aIbJIKEHUS.

WNudopmanusra Ha IpeoCTaBeHaTa HHTEPHET CTPAHUIIA € CBhpP3aHa C MOI03UPaHH HeXKEIaHH
nexkapcTBeHM peakuuu. [logo3upanuTe peakuu Morar Jia He ObAaT CBbpP3aHH ¢ WIN
MIPUYMHEHU OT CbOTBETHOTO JIEKAPCTBO, ITOPAJU KOETO MyOJIMKyBaHaTa HHpOpMAIus He
MoOJKe J1a Ob/ie U3I10JI13BaHa 3a ONpeieiTHE Ha BEPOSITHOCTTA 32 HAJIMYUE HA HEeXKellaHa
peakuus Wi KaTo MHJIMKATOp, Y€ JIEKapcTBOTO € BpenHo. [Ipean na ce 3amo3Hasr cbe
ChOOIIECHNUATA, BCHUKHU MOTPEOUTENN Ha CTpaHUIaTa TpAOBa Ja MpoveTaT v pueMaT
yroBOpKaTa, U3sCHIBAIA Kak TPsOBa Ja ce ThIKYBa MpeoCcTaBeHaTa HH(OpMaIusl.


http://www.adrreports.eu/

JlexapcTBara ca BayKeH KOMIIOHEHT Ha ChBPEMEHHATA 3/IpaBHA Iprka. Te ocurypsiBat
e(eKTHUBHO JIEYeHHE 32 MHOTO ChbCTOSTHUS M 3a0onsaBanus. PaspemiaBanero 3a ynorpeda Ha
JeKkapcTBaTa B EBponeicKus Chi03 CTaBa caMo B CIIy4aid, Y€ MOJ3UTE OT JEKAPCTBOTO
MIPEBUINIABAT PHCKOBETE.

Hacrosimiata myOnukarus pa3kpuBa ChIIO BaKHATA POJISA HA TOKJIAJABAHETO HA MOJ03UPaHU
He)XeJlaH! JICKApCTBEHU peaKIIMK 3a 3amuTa Ha odmecTBeHOTO 3apaBe B EC. JloknaaBanero
€ KITF0OUOB €JIEMEHT, KOMTO MO3BOJIsIBA OTKPUBAHETO HA HOBU WJIHM MPOMEHEHU puckoBe. EMA
e MpoIbJKaBa Ja yKpemnBa U B Objelie paboTaTa ¢ MapTHbOPH U yUYACTHUIIN BHB
(hapMareBTHUHUS CEKTOP, 32 JIa U3TPaId MOIIHA CHCTEMa 32 OTKPHBAHE HA CUTHAIH 3a
0€30MacHOCT Ha JeKapcTBaTa.

KirouoBa I/IHCI)OpMaI_[I/IH 34 UHTCPIPETUPAHCTO HA NIPEAOCTABCHUTE JOKIaAU

»Hpe,ﬂOCTaBeHaTa Ha Ta3n CTpaHHUIIA I/IH(I)OpMaI_II/ISI C€ OTHACA 3a MOJO3UPAHM HEKEJTAHU
JEKAPCTBCHU PpPE€aKIMU, TOCCT MCAWLIMWHCKH ABJICHHA, KOUTO HE€ Ca 3albJIKHUTEIHO
CBBpP3aHU ¢ WJIH NIPUYUHCHHA OT MIPUEMAHOTO JJEKAPCTBO

» lapopmarusaTa 3a MOMO3UpPaHU HEKEIAHW JICKAPCTBEHH peEakiMy He TPsidBa 1ga ce
THJAKYBAa KaTo O3HayaBalla, 4Ye JIEKapCTBOTO WM AaKTUBHOTO BEIIECTBO MPHUYMHSBAT
HaOmonaBanus €(eKT Wik, 4Ye ynorpedara UM He e Oe3omacHa. [7oOamHu W3BOAM 3a
1oJI3aTa U pucKa OT yrnoTpebaTa Ha JaJIeHO JIGKAPCTBO MOTaT Ja ObJaT HalpaBEHU CaMmo CIIe]
MOJIPOOHO MPOyYBaHE M HAYYHA OIICHKA HAa BCHYKU HAJMYHU U3TOYHUIIN HA TaHHH.

» Esponeiickara arenmus mo jekapctBata(EMA) myOnumkyBa Te3w nOaHHHW, 3a Ja MOrar
BCHUYKH 34CCrHATU CTpPaHH, BKIIIOUUTCIIHO O6H.I€CTBOTO KaTo 04710, Aa HUMaT AOCTBII OO
nH(popManuaTa, u3noia3Bana oT EBpomneiickure JekapCTBEHU peryjlaTOpHU OPraHU 3a OlLEHKa
Ha Oe3omacHOCTTa Ha JIeKapcTBaTa WM AaKTHUBHUTE BemlecTBa. IIpo3pauHocTTa € BOAEII
KIr040B npuHIMn 3a EMA.

[IpenocraBsiMe TUHKOBE KbM ChOOIICHHETO HAa EMA M M3TOTBEHMST TOKYMEHT ,,Bbhmpocu u
OTTOBOPH’ HA QHIJIMHCKHU €3UK:

http://www.emea.europa.eu/docs/en_GB/document library/Press_release/2012/05/WC500127

957.pdf
http://www.emea.europa.eu/docs/en_GB/document library/Other/2012/05/WC500127958.pdf

Ouaksa ce npe3 1oHu EMA na npenocraBu umHpopManusaTa Ha ocTaHanuTe 22 OQHUIMATHA
esnka 3a EC.
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