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AIEYKPINIZTIKH EFTKYKAIOZ ANA®OPIKA ME TH AIAXEIPIZH KAI ANA®OPA
OEMATQN AZ®AAEIAZ ZTA MNAAIZIA AIEEATQrHZ KAINIKQN AOKIMQN

Sta nAaioia SieEaywynG KAIVIKOV SOKIUGV OXETIKA WE Tn Slaxeipion kai TNV avagopd Bepdtwv
aoMAAEIaC yia TNV €AANVIKA EMNIKPATEIQ, O €AAXIOTEG EISIKEG ANAITNCEIG avagopag eivai ol
akoAouBeg:

1. EpeuvnTig npog Xopnyo:

o KaBe ToBapd AveniOuunto SupBav (SAE avmpspercu aTo xopnyc’; EVTOG 24 wpwV anod
Tn oTiypgn nou Ba yivel avmiAnnté and Tov epsuvnm f HEAOG TNG EPEUVNTIKAG
opadag TNG K)\IVIKI']Q SOKIPNAG. EEalpouvml ol MEPINTWOEI coBapwv avemBiupnTwv
ocupBavTwy ol onoieg npoadiopifovral and To nproKoMo NG KAIVIKAG dokipng r/kai
To Eyxelpidio Epeuvnth (IB), wg pn Xpnlouceg apeong avagopag (BA. “CT-3", EVOTNTEG
4.3 kai 4.4).

o [arTa cgoBapd_aveniBuunTta cupyBavra 10xUouV Ta avapepopeva oto “CT-3", evoTnTa
LN

2. Xopnyog npog Epeuvnrn:

o Kabe Eikalopevn Angooﬁc’:xmn Zo@ogn’ AvenifuunTn Evégxao (SUSAR) npoepxopevn anod
KEVTPO cuyKerlpevou EPEUVNTRA, QNOCTEAAETAI and TO xopnyb o€ pop(pr'] o*ropmr']q
avapopag I‘IEDIOTOTIKOU ((poppo CIOMS) npog TO O’UYKEKpIpEVO €peuvNTn €VTOG 7/15
NUEPOAOYIGKMY NUEPOV and Tn oTIypn nou NepIEABEI aTo Xopnyo.

o Mepiodikdc katahoyoc Eikalouevwy AnpoodoknTwy ToBapmdv AveniBuunTwv EVEPYEIGV
(SUSAR line-listing) and Tnv naykdopia EQNEipia Tou uNO Epeuva (pappOKsunKou
npo:ovmc (n.x. kai and aAAeg K)\lvmsq Bompec Tou idlou xopnyou), anodTEAAETAl and To
XOPNYO Npog EVNUEPWON TOU EPEUVATR CUPGWVA PE TNV evéTnTa 7.10 Tou “CT-3".

3. EpeuvnTiG npog EnioTnpovikéd/AloiknTiké ZupBouAio/EniTponr AsovToAoyiag Tou
VvOONA£UTIKOU I3pUHATOG GMOU UNAYETAl TO EPEUVNTIKO KEVTPO:

o Ka&Be FEikaldpevn Anpoodokntn SoBapn AvemBuuntn Evépvela (SUSAR) nou
napo)\opBovs*rm and Tov epsuvn‘rn oUpPWvVa WE TO OnNpeio 2 avwTEPW, €iTE WG
aTopikh avagopd SUSAR eiTe wg nepiodikdg kataAoyog SUSAR, npowBeiTal and Tov
€pEUVNT NpoOG TO Enlmnpovuxo/momnﬂxo ZupBou)\no/EmTponn Asowo)\oylag TOU
voonAeuTIKOU 15pUPATOG OMOU  UNAyeTal TO EPEUVNTIKO KEVTPO €EVTOG EeninAéov 7
NUEPOAOYIaKMY NUEPMY and Tn oTiypr TNG napaiapng.




4. Xopnyocg npog EBvikA Enitponn AsovtoAoyiag (EEA):

o KaBe Eikalopevn Anpoaddkntn SoBapn Aveni8iuntn Evépyeia (SUSAR) nou napatnpeital
otnv €AANVIKA ENIKPATEIQ, UNOBAAAETAl OE HOP@N ATOMIKAG avapopag NEPICTATIKOU
(pdppa CIOMS) and 1o Xopnyd npog Tnv EEA €VTOG 7/15 nueEpoAoyIak®V nuEp®Y and n
OTIyPA NOU TO NEPIOTATIKG NEPIEABEI OTO XOPNYO.

o Nepiodik_(eThoia) Enikaiponoinuévn 'ExBeon Ac@dAeiag Ynd 'Epeuva ®apUakKeUTIKOU
NpoidvToc (ASR / DSUR) and Tnv naykdopia epneipia yia To UNO £PEUVA PAPHAKEUTIKO

npoidv, unoBaAAeTal and To xopnyd npog Tnv EEA o€ nAexTpovikr pop®n (BA. “CT-37,
gvotnTa 8).

S€ KGO NEPINTWON, O XOPNYOG EVNHEPOVEI EYKAIPWS Kal EKTAKTWG TNV EEA epodoov S1aBETEl
oToIXEla NoU TpononoloUV To NPOPIA aoPaAeiag Tou Yné 'Epeuva ®appakeuTikoU MpoidvTog.

5. Xopnyég npog EO® (Tpnpa KAIVIKGOV AOKIH®V):

o Kabe Eikalopevn AnpooddknTn ZoBapn AvemBuunTn Evépyela (SUSAR) nou naparnpeital
otnv eAANVIKn EnikpaTeid, unoBaAAeTal and To XOpnyd O HOP®A NAEKTPOVIKNAG
avagopag (E2B) aneuBeiag oTnv NAEKTPOVIKA SieuBuvon Tng EudraVigilance (EVCTM)
evTOG 7/15 NUEPOAOYIGK®V NUEPGV and Tn OTIYUR NOU TO MNEPIOTATIKO NEPIEABEI OTOV
Xopnyo.

o Nepiodikn (eThoia) Enikaiponoinuévn 'EkBeon Acgaleiag Yné 'Epeuva ®apuakeuTIKOU
NpoidvTtog (ASR / DSUR) ané Tnv naykéopia euneipia yla To UNO £PEUVA PAPPAKEUTIKO
npoidv, unoBAAAeTal and TO Xopnyod npog TO TuApa KAvik@v Aokig®@v Tou EO® ot
NAEKTPOVIKA Hop®r, (BA. “CT-3", evoTnTa 8).

Ma Ta unoloina Béuata diaxeipiong TNG acpdaleiag ota nAaioia BIEEaYWYNG KAIVIKGOV SOKIPMYV,
népav Twv avwTépw eidIk@V {NTNHaTwy (onpeia 1 éwg 5), loxUouv oI npoBAEyelg Tou Eudralex
Volume 10.

O1 NponYOUHEVEG OXETIKEG avagopég yia Béuata aopaAeiag Tng A.M. 64745/07.07.2014gyKukAiou
Tou EO® kaTapyouvTai kaBoT avTikadioravtal anod TiG NapoUCEG.

SXETIKG €yypaga:

1. 2011/C 172/01: 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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Nivakag AnodekT®OV

1. Ynoupyeio Yyeiag kal Kovwvikng AMRAgyyung
a.  AiglBuvon ®appdkwv-OapPaKeiwy
B.  AiglBuvon Anpdaiag YyIEvng
y.  AiglBuvon BioiaTpikig Texvoloyiag
ApioToTédoug 17, T.K. 101 87 ABrjva
2. 1n Y.NE. ATTIKHZ, Zaxdpw® 3 ABrva T.K. 115 21
3. 2n Y.NE. NEIPAIQZ & AIFAIOY, @nBmv 196, T.K. 18233 Ay. Iwavvn Pévrn
4. 3n Y.NE. MAKEAONIAZ, ApioToTéAoug 16, T.K. 54623 ©cooalovikn
5. 4n Y.NE. MAKEAONIAZ & OPAKHZ, ApioToTéAoug 16, T.K. 54623 ©ecoalovikn,
6. 5n Y.NE. @EZZAAIAZ & ITEPEAZ EAAAAAZ, Nikntapd 18, T.K. 41221 Adpioa

7. 6n Y.NE. NEAONONNHZOY, IONIQN NHEQN, HNEIPOY & AYTIKHZ EAAAAAZ, N.E.O Matpiv- ABnvav kai Ynarng 1, T.K.
26441

8. 7n Y.NE. KPHTHZ, Zptpvng 26, T.K. 71201, T.© HpdakAeio,

9. IOEE, A. Bao. Mewpyiou 30 ka1 Mikpdg Aoctag, XaAavdpr T.K. 152 33
(Mg TNV NapakANon evNUEPWONG TWV HEAGV 0Qg)

10. NaveAAnvia ‘Evwon ®appakofiounxaviag, AeAnyidpyn 12, T.K. 104 37 A8Ava
(Me TNV napdkAnon evnuéPWONG TWV PEAWY 0ag)

11. ZUAAoyog Avtinpoohnwy ®ap/kav Eddv kal EifikotATwv, ZaTwBpiavdou 19, T.K. 104 31 ABfva
(Me TNV NapakAnon evnuépwaong Twv PEAWV 0ag)

12. EAE®I, Maiavdpou 23, T.K. 11528 Abrva

13. ZUAAoyog Enixeiprioewv AieEaywyhg KAIVik@v MeAeTdv EAAGS0G (HACRO), A. Anuokpartiag 4-6, T.K. 15451 Néo Wuxikd
(Me TNV NapdkAnon evNEEPWONG TWV PEADV 0ag)

14. ZToug akdAouBoug Kat' AvaBeon Opyavioudg Epeuvag (CRO)/ EAelBepoug ZuvepyaTeg ‘Epeuvag (Freelancers),
EYYEYPAPUEVOUG OTO OXETIKO EBVIKO MnTpwo

a. ANTAEA Medical Services Ltd, NeioioTpaTou 68, T.K. 17675 KaAAIBéa
8. BEKPO ENE. EprohiwTn 21, T.K. 11525 ABrva

y. CORONIS RESEARCH AE, Niknrapd 2, T.K. 15232 XaAavdp!

o

COVANCE CLINICAL AND PERIAPPROVAL SERVICES EAANvIkO Ynokatdornua, MatpokAou 1 & Napadeioou , T.K.
15125 Mapouot

€. CREATIVE Pharma Services AE, A. Knenoiag 286, T.K. 15232 Xahavdpi

. CROS&S I.K.E., AopuBapdou 55, T.K. 11474 ABfiva

o9

EYPQMAIKO INZTITOYTO IATPIKHE EPEYNAZ A.E., MeyahoundAewg & Apkadiag 1, T.K. 145 64 Kngioia

HEALTH DATA SPECIALISTS ENE, Karexakn 22, T.K. 11525 ABrva

23

8. INC Research Hellas SA, EBvikii¢ AvTioTdoswg 28 BpiAfiooia, T.K. 152 35 ABrva

I InVentiv Health Greece MENE, ToakaAwe® 5, T.K. 10673 ABfiva
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IQVIA RDS GesmbH YnokataoTnua EAAGBOC, A. Knoioiag 284, T.K. 152 32 XaAavopi
MEDWORK, Xiou 5, T.K. 164 52 ApyupoUnoAn

NEXT CRO, I'. Zoupn 15 & Bao. Topiag, T.K. 151 24 Mapouol

PHARMABIDE E.N.E., A. NevréAng 31, T.K. 152 35 BpiAfooia

®APMAZIZT M.E.N.E. Meooyeiwv 262, T.K. 155 62 XoAapyog

. PHAZE A.E., ZevonouAou 7, T.K. 154 51 Néo Wuxikd

PPD GLOBAL Ltd, Ay. Qwpa 27 Mapouoai, T.K. 151 24 ABfva

PRA HELLAS CRO AE, 1piyéveiag 81, Néa lwovia T.K. 142 31 A8rva
QUALITIS E.N.E, AeTidtwv 13 & Boutowva, T.K. 15561 Xohapyodg

Zeincro Hellas A.E., Avanatoewg 30, T.K. 152 35 BpiAnooia

MACHAON M.E.N.E., A. Pénna 52, T.K. 15669 Nandayog

Aunepiadou AvaToAd), NanavikoAn 5, Ave MéAn, T.K. 54634 ©eooaAovikn
Baorakn Mapia, Fpapuou 33, T.K. 15235 BpiAfjooia

Aehixa Eun , Apioreidou 39, T.K. 16674 MAupada

Aouka Agonoiva , Kuvoupiag 63, T.K. 16561 rAupada

‘Toko XproTo, AokAnniou 77, T.K. 16674 Mupada

. Kot{apavn Fedpyio, XapBoupn 18, T.K. 11636 ABfva

Koukoupidn Xpnoto, Priya ®epaiou 27, T.K. 161 22 Kaioapiavn

KoupTn ZwKEATN, Xpuoaveepiov 7, T.K. 15452 M. Wuxixd

Aapnpividn Aewvida, Qpwnou 5A, T.K. 14578 EKGAN

MatZoupdavn Podonn, NAataidy 28, T.K. 152 35 BpIAoo1a-ABnva

Mixa KaAhiénn, Zapévou 8, T.K. 166 74 rAueada

NaAavtZa NoAuEevn, Bépon 18, T.K. 15669 Nanayou

Navouon Mapia ~NEPEAN, Nwywviou 13, T.K. 15669 Nandyou
NanayewpyonoUAou XpioTiva, NeanoAéwg 60, T.K. 15341 Ayia Napaokeun
Tobdxa ZTEPAVO, XapBoupn 18, T.K. 11636 ABfva

Dwna Medpyio, Npaowo ANiBepiou, T.K. 34500 AABép N. EUBOIOG

XaT{nNKWVOTaVTivOU Mapla, Xappoupn 18, T.K. 11636 ABnva
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