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Kupia/e Npoedpe,

Yog StaBiBalouvpe to €€NG Eyypado:

1. Ymoupyseiouv Yyeiag, EBvikn Emitpomn) AgovtoAoyiag, aplOp.mpwt.
77968/24.10.2016/28.9.2016, (AN MIZ: 130/19.1.2017), pe B€pa: ALEUKPLVLOTIKA
£YKUKALOG yLa TV avadopd Bepdtwv acdalelag npog tnv EBvikn Emtponn
Asovrtohoyiag (EEA), ota mAaiowa Ste€aywyng KAiKwY SOKLUWY, LE TN TapAakAnon
OTWC EVNUEPWOETE Ta PEAN TTEPLOXNG EVBUVNG Tou ZUAAGYOU oag.

ITANEAAHNIOX IATPIKOZ EYAAOTOX (II.1.X.)

ITAOYTAPXOY 3 & YPYHAANTOY e 106 75 AOGHNA @ THA.: 210 7258660, 210 7258661, 210 7258662, FAX: 210 7258663
PANHELLENIC MEDICAL ASSOCIATION e 3, PLOUTARCHOU & IPSILANDOU Str., 106 75 ATHENS ® HELLAS
www.pis.gr e e-mails: KENTPIKO: pisinfo@pis.gr ¢ TPAMMATEIA: pis@pis.gr ® [TPQTOKOAAO: pisref@pis.gr

AOT'IZTHPIO: pislog@pis.gr ¢ AIEONEZX: pisinter@pis.gr, pisinter |@pis.gr
MHXANOI'PA®HZH: pismember@pis.gr




MANEAAMNIOL IATPIKOZ ZYAOIOZ
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EAAHNIKH AHMOKPATIA

YIIOYPI'EIO YI'EIAXZ

E®ONIKH EIIITPOIIH AEONTOAOI'TAX

Meooyeiov 284 , 155 62 Xorapyodg ME AMOAEIZH

Ap. Npwt.: 77968/24-10-16
XoAapyog, 28/09/2016

Mpog: BA. Mivakag anodektwv
Me tnv mapakAnaon £160moinong Twv HEAWVY TOUG

AIEYKPINIZTIKH EFKYKAIOZ A THN ANADOOPA OEMATQN AZQAANEIAZ
MPOZ THN EOGNIKH ENITPOMH AEONTOAOTIAZ (EEA)
ZTA MAAIZIA AIEZATQIMHZ KAINIKQN AOKIMQN

Ita mAaiola Ste€aywyng KAWIKwy Soklpwy otnv EAAnvikn EMKpATeLa, oL amaltioeLg
¢ EBvikAg Emitpomng AsovtoAdoyiag yia v avadopd avemBUpnNTwY EVEPYELWV
givat ot akoAouBeg:

O xopnyog NG KAWLKAG SOKLUNG Elval UTIOXPEWHEVOG va UTIOPBAAEL, TTPOG TV
EBvikr) Emitpony Agovtodoyiag (EEA), kaBe Ewkaldpevn Anpooddkntn Zofapn
AveruBopuntn Evépyela (SUSAR) mou mapatnpeital otnv eAANVIKA ETUKPATELA
kat pévov. H umoPoAn yivetal oe popdn atopikng avadopds mePLOTATIKOU
(doppa CIOMS) amnd to xopnyo mpog tnv ypaupateia tng EEA, péow email
otnv nAektpovikn SievBuvon eed.safety@eof.gr, evidg 7/15 nuepoloylakwy
NUEPWV ard TN OTLYUN TIOU TO TIEPLOTATLKO EPLEABEL O0TO XOpPNYyo.

Meprodikn (etiola) Emkaiporownpévn EkBeon AoddAeiag Ymo Epeuva
QappakevtikoU Mpoidvrtog (DSUR) amd tnv maykooula eumnelpia yia 1o unod
épeuva GapuakeuTIKO TPoidy, UTOBAAAETAL Ao TO Xopnyo mpog tnv EEA ot
nAektpovikn popodn (BA. “CT-3”, evotnta 8). H umoPoAn yivetat and to
Xopnyo mpo¢ tnv ypappateia tng EEA, péow email (ouviotdtar wg
TPOTIHOTEPO) otnVv nAektpovikr StevBuvon eed.safety@eof.gr 1} oe CD oto
pwTOKoAAo Tou EOD.

Ze KABe meplMTWON, 0 XOPNYOG EVNUEPWVEL EYKAIPWE KAl EKTAKTWS tnv EEA edpdoov
SlaBétel elbikd otolyeia mou TpomomolovV To Mpodid aodalelag tou Ynd Epsuva
Qappakeutikou Mpoidvroc.




IYETIKA Eyypada:

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)

O Avtunpdedpog tng EEA,

Inupidwv MveupaTikog,
KaBnyntrg OpBoratdikig
latpikng ZxoAng EKMA

Mivakac anoSeKTWV

Yrioupyeio Yyeiag/ AtevBuvon Qapuakwv kot Qoppakeiwv
Aptototéhoug 17, T.K. 101 87, ABrva

NaveAAfviog latplkog ZUAAoyog

MAoutdpyou 3, T.K. 10675 ABrva

NaveAAqvia Evwon Qappakomnowwv (M.E.D.)

Kopuln 6, T.K. 11743 ABrjva

Tuvéeopog Qapuakeutikwy Eniyelprioewyv EAAGSo¢ (2.0.E.E.)
Aypuwiou 3, T.K. 152 32, XaAdavépt, ABrva

HACRO

A. Anpokpartiag 4-6, T.K. 154 51, Néo Wuxiko, ABriva
MNaveAAfvia Evwon Qappakofopnyaviag (M.E.D.)

A. Kndrolag 324-326, T.K. 15451, Néo Wuyiko, ABrva
MaveAAARvLOC mapw}\_)\_oyoc

Newpoawwg 134 & AyaBnuépou, T.K. 11854, ABrjva

Kowornoinon: EEA
Tudpa KAwikwv Meietwv EOQ
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