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AIEYKPINIZTIKH EFKYKAIOZ ANA®OPIKA ME TH AIAXEIPIZH KAI ANA®OPA

OEMATQN AZ®DAAEIAZ ZTA MNAAIZIA AIEEATQIHZ KAINIKQN AOKIMQN

>Ta nAaiola die€aywyng KAIVIKOV OOKIMWV OXETIKA PE Tn dlaxeipion kal Tnv ava@opd Beudtwv
aocpAAelag yia TNV €AANVIKN €nKpATeId, oI €AAxIoTeEG €IOIKEG aANAITAOEIG aAvagopdag eival ol
aKOAOUBEC:

1. EpsuvnTtiAg npog Xopnyo:

@)

o

Kabe ZoBapo AvemBuunTto SupBdav (SAE) avageéperal oTo Xopnyo evrog 24 wpwv ano
TN oTiydn nou 6a yivel avriAnnTto and Tov €peuvnTh N HEAOC TNG EPEUVNTIKNAG
opadacg TNG KAIVIKAC Ookiung. EE&aipouvTtal ol MNeEpINTWOEIG coBapwyv avenbuunTwyv
OUMBAvVTWV o1 onoieg npoadiopifovral and To NPWTOKOAAO TNG KAIVIKAG OOKIUAG R/Kal
To Eyxeipidio Epeuvnm (IB), wg un xpndouosc aueong avagopdg (BA. “CT-3”, evoTnTeg
4.3 kai 4.4).

MNa Ta pn coBapd avenBbuunta cupyBavra ioxUouv Ta avapepopeva oto “CT-3", evoTnTa
5.

2. Xopnyog npog EpsuvnTn:

o

Kabe Eikalopevn AnpoadoknTn >oBapn AvenmBuuntn Evépyela (SUSAR) npogpXOMeEVn ano
KEVTPO OUYKEKPINEVOU EPEUVNTR, ANOCTEAAETAl anO To Xopnyo O MOPQI aTOHIKNG
avagopdac nepioratikou (popua CIOMS) NpoC TO OUYKEKPIYEVO EPEUVNTH €vTOoG 7/15
NUEPOAOYIAK®Y NUEPWV AMO TN OTIYHN NOU NePIEABEl OTO Xopnyo.

MNep1odikog kataAoyog Eikalopevwv  AnpoodoknTwv ZoBdpwv Avenbuuntwv Evepyeiwv
(SUSAR line-listing) and Tnv naykoodia e€pneipia Tou uno €peuva QApHAKEUTIKOU
npoidovTog (n.X. kalr and AaAAeg KAIVIKEG DOKIMEC Tou idlou xopnyoU), anooTeAAETal anod To
X0pNYyO Npog EVNUEPWON TOU EPEUVNTH CUNPWVA KE TNV evoTnTa 7.10 Tou “CT-3".

3. EpguvnTiAG npog EnioTnHoviko/A1oiknTikO ZuhdBoUAlo /EmiTponn AgovToAoyiag Tou
VvOONAguUTIKOU 1IGpUHATOG ONOU UNAYETAI TO EPEUVNTIKO KEVTPO:

o

KaBe Eikaléuevn Anpooddkntn >ofapry AvemBuuntn Evépyeia  (SUSAR) nou
napaAayBaveTrar anod Tov e€peuvnT oUPPWVA HE TO ONUEio 2 avwTépw, E&iTe WG
atoudikr] avagopd SUSAR eiTe w¢ neplodikog kataloyo¢ SUSAR, npowBeital and Tov
EPEUVNTA nNpoG¢ TOo EnioTnuoviko/AloiknTikO SupBoUAio/EnmiTponry AcovToAoyiag Tou
voonAeuTikoU 10pUaToG Onou undyeral TO EPEUVNTIKO KEVTPO &vTOG eninAéov 7
NUEPOAOYIAK®YV NHUEPWV aAno Tn OTIyHn TNS napaAapnc.
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4. Xopnyog npog EOvikN EniTponn AgovtoAoyiag (EEA):

o Kabfe Eikalouevn Anpooddkntn ZoBapn AvenBupntn Evepyeia (SUSAR) nou naparnpeital
otnv €AANVIKA €niKpAaTeld, UMoBAAAETal O pop@n aTodIKNG avagopdc nePIOTATIKOU
(@opua CIOMS) anod 1o xopnyo npog Tnv EEA evTtog 7/15 nuepoAoylak®wyv nUeEpwv and Tn
OTIYMN MOU TO NEPIOTATIKO NEPIEABEI OTO XOpPNYO.

o [Mepiodikn (etnoia) Enikaiponoinuévn 'EkBeon Ao@aleiag Yno 'Epesuva DapuakeuTiKoU
MNpoiovtog (ASR / DSUR) ano Tnv naykoouia gUneipia yia To unod €peuva QApHakeuTiko
npoiov, unoBaiAeralr and 1o xopnyo npo¢ Tnv EEA oe nAektpovikn popopn (BA. “CT-3”,
gvoTnTa 8).

>e KABe nepinTwon, 0 Xopnyoc EVNUEPWVEl EYKAIPWG Kal EKTAKTWG TNV EEA spdoov d1abeTel
oTolxeia nou TpononoioUv To NPoPiA acpaAsiag Tou Yno 'Epsuva ®dappakeuTikoU MpoiovToc.

5. Xopnyog npog EO® (Tunua KAIvikov AOKIH®V):

o KaBe Eikaloyevn Anpoodokntn 2oBapr AvemBupnTn Evepyeia (SUSAR) nou naparnpeital
otnv  eAANVIKN €nikpdTteld, UnoBAAAETal and To Xopnyo Ot HOPEPN NAEKTPOVIKNG
avagopdc (E2B) ansuBeiag ornv nAekTpovikn OieuBuvon Tng EudraVigilance (EVCTM)
EVTOC 7/15 nUEPOAOYIAGK®WV NUEPWV AMO Tn COTIYMN MOU TO MEPIOTATIKO NePIEABEl aTov

Xopnyo.

o [Mepiodikn (etnoia) Enikaiponoinuévn ‘EkBeon Ao@aleiac Yno ‘Epsuva DapuakeuTikou
MpoidvToc (ASR / DSUR) and Tnv naykoouia €uneipia yia To Unod €peuvad QApPAKEUTIKO
npoidv, unoBaAAeTar and To Xopnyo npo¢ 1o TuApa KAvikwv Aokigwv Tou EO® ot
nNAekTpovikn pop®n, (BA. “CT-3", evdtnTa 8).

MNa Ta unoloina OfpaTta dlaxeipiong TNG ao@dAAeglag ora nAaioia dIEEaywync KAIVIKOV JOKIN®Y,
nepav Twv avwTeEpw €IdIKwV (NTNHATwy (onueia 1 €wg 5), 1oxUouv ol NpoBAEwelc Tou Eudralex
Volume 10.

O1 NponyoUMEVEG OXETIKEC avapopEG yia Béuata aopdAesiag Tng A.M. 64745/07.07.2014gykukAiou
Tou EO® katapyouvTal kKaboT avTikadioTavral and TIG NapoUoEC.

SXETIKA €yypaga:

1. 2011/C172/01: Detailed guidance on the collection, verification and presentation of adverse
event/reaction reports arising from clinical trials on medicinal products for human use (‘CT-3’)

2. ICH guideline E2F on development safety update report (DSUR)

3. Questions and Answers to the Annual Safety Report Frequently asked questions regarding the
Development Safety Update Report (DSUR), CTFG, 22 Dec 2011
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http://ec.europa.eu/health/files/eudralex/vol-10/2011_c172_01/2011_c172_01_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/2011_c172_01/2011_c172_01_en.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/09/WC500097061.pdf

