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IATPIKOY' EYAAOTOY' THI XOPA' A0rjva, 25/7 /2AL4

Ap. npor. lt*g

A{r6npe re flp6e6pe,

Ecq xowonoro0pe npoq evnpdpo-ron oaq,

A. To ge ap. npur. L53/24/7/2014 €yypaQo tou YSunoupyo0 flolnropo0 rat

A0)rquopo0 rou kodwrl Av6pravo0 yra rnv loorrpic rov rcrpxtirv ntoronorqnrdrv

B. T a 647 45 /7 .7 .2014 €yypqdo rou E.O, O. Al EYKPI N lETl KH E TKYKAIO: ANAOOPI KA

ME TH AIAXEIPITH KAI ANAOOPA OEMATON A:OAAEIAT TTA NAAIIIA AIE=ATOTH'

KAINIKON AOKIMON.

IANEAAHNTOE rAT PrKOE EYAAOTOE ( r r . r .E . )
IAOYTAPXOY 3 & YYHAANTOY e 106 75 AOHNA e THA.: 2107258660,2107258661,2107258662, FAX: 2107258663

PANHELLEMC MEDICAL ASSOCIATION . 3, PLOUTARCHOU & IPSILANDOU StT., 10675 ATHENS ' HELLAS
www.pis.gr r e-mails:KBNTPIKO: pisinfo@pis.gr o trPAMMATEIA:pis@pis.gr o IIPQTOKOAAO:pisref@pis.gr

AO|TITI{I,IO: pisiog@pis.gr o AIF.@NE' pisinter@pis.gr, pisinterl@pis.gr
MI{XANO|PA@HZH: pismember@pis. gr
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EAAHNIKH AHMOKPATIA
YNOYPIE IO NOAITII MOY KAI AOAHTIIMOY
IPAOEIO YOYNOYPTOY

^rY

IIPOE:rov tlpde6po rou fldvetrLflvrou latptrori lull6you, x, M. Bl,cmctpa.Ko.

O EMA: "1oor4rlo. Lurptrdv nlsronottlrtK(bv"
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Iag Eraprpri(ur ouvqprpiva anoSaorl pou tr1v onoia ps ro un aprBpd npotoxdAAou
1-5194/25-5-2014 fVVpa$o 11 Arr00uvor'1 Aytrrvrmuori A0l,4tropo0 rqq ffA
xotvonolqre npoq rrq a0lqtudq opoonov6lsq rqg Xcbpaq, o0prfotvu FE rrtv onoiu rc
rarprrcd nrtrrorrorl1ruru ru.r or rarprrtq yvogare0oer,q ftou tt<6l$owar rotd toug
vdptpoug r0nouq €Xouv [6ra vo;*r<ri u10 xat xripog ave{uptqra uno to eqv
Er$l6ovrar an6 r6rtirre g rcrpo0q ri qnd ratpo0gnou urrlpEto0v oe NnM xct NlllA.

l-lqpsrnAdr evrlgepdrore olerrxa rouq ouva6il,souq osq ffiouq tffiprrouq outl,oyouq

,afu

nou pydq l'lo)\.nropori raL A0hqttopori

IYNHMMENO: To tug d.vtl eyypc$o rqg Ars00uvoqq Ayutvtottxofi A0Ttqttopori rqg
rfA.

-{

A0riva, 2417120t4
A.n. 153

rrlq xturpoq.
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EANHNIKH AHMOKPATIA
YNOYPTEIO NONIfl EMOY KAI AONHTIEMOY
TENIKH TPAMMATEIA AONHTIEMOY
TENIKH AIEYOYNTH AEAHTIEMOY
AIEYoYNIH AFNN. AOAHTIEMOY
Ta1-AJvo4: AvOpto l-1onov6P6ou 37
151 80 MAPOYEI
flArlpotpopieg : EiPoq BPoXvog
TqAfgtovo:213 131 6425

tIPffEr OAEE TII A(IAHTII{EE OMOEITONALEE

O.EMA : <<I ootrpiu rut p rxdrv fi lcro7rol.rlrrrdrv>

Kripre llp6c5pe,

To rsAeurqlo 6rdmr;po q l-evrrq l-puppureio A0Aqrropo0 xcr ysurOrupo ro Ynoupyeto lloAtroltoti

xor A8Aqtto;rori iXtr ytver ono$fxrqq no}Atitv yponrri.rv Kff Trpoqoflrriv tpulrrlpdttrtv olertxd pE rqv

rrroronolqoq uyrtsq ruv ogAqrt;lv Kqt ouyKEKprpf.vs, tdv ro torplKd rTloTonolrlrlKd rrou sxdldovrot gnd

rdrrrrrtq rorpofiq tlvot to6npo pe ourd rOu sn$i$Ovrot on6 torpo06 nOU fXouv onotOfiflnorc Oxeol U0 TO

Aqpdoro l ]  N,n,A.A.

fvurpi(ovrog 6rt q ntoronoiqoq rqg uyeloq rutv o6Arliltv eivot unoXpecurrnq xot unoftAel

qnopoirqrrl npoijnf$eoq Yro Trl ouptrrroXf rouq o€ lrponovf1oerq Kdl oydrvtq (dp0po 33 rrap' I N'

2725/1 sgg) ooq tvqptptitvoupE 6Tl:
'Exovrsq un'6qrrv rrg orOrd{rrq Tou dpgpou 5 v. 3418/?005, 6rcog our8E rpOnOnotfleqxov p6 ?nv

rrup. 2 rou dpgpou I v. 362712007, xoBd.rq Kot TI'lv un' Oprgpr" 379/Eup.551/14 yvtjrpODorqoq rOu

N.f.K,, ro rorprrd TTtsTonolqTtKti t<Ot or rorptrfq yvrrrpOre0otlq TTOu trdidovrot rqrd roU( vdptpoUq

T0noug, iyauv l6w voutKfl to10 xat xipoE ave{dptTra and to tdv tx6l6avrdt and tdtdnK tdrpaie n aTT1

wrpolg rlou ulrnplrc|v ot N'l1.A.A rfl N.ll'l'A'

l-ro onorooqTroTr sxETtKfl nAqpoqopio fi oruuxplvloq, ro opp06ro rptipora Tou qYu'lvroTlKoi

og,\qrroporJ, Elvct orq dtdftorl ooq.

O YCIYIIOYPI.OE NOAI'I'IEMOY & AOAI'ITIEMOY
AKPl t l t I  / tN  I  l f  FAr r rJ
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IfTANNIIX ANAPIANOE
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Mapouot, ?3.5.2014
Ap, l- lpurr.;15194
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ME ANOAEI=HEnnHNTKH anuorpnrta
YNOYPTEIO YTEIAT
EONIKOE OPTANI:MOZ OAPMAKAN
Meooyeiov 284,
T.K 155,62' '  X'oAsPYoq
AOHNA

Are00uvo4 OoPp/rrbv MeAer6v &'Epeuvoq
Tp.rtpo,KAtvtrcbv AorlP6v
Tpripo Avenl g0Hqrov EvePYerrbv
TqA: 213-2040335' 2L3-2O4O337
fax: 21O-6549585
e-mail: trials@eof'or
e-mail :  adi@eof.or

Ap. f1por,: 64745
XoAopyog, 7.7.2014

[-lpoc:
BA. flivoroq onoderrdlv

r j
AIEYKPINIETIKH ETKYKAIOE ANAOOPIKA It{E T!-I AIAXEIPTEH KAi ANAOOPA

OEMATAN A:OANEIAZ ETA NNAIEIA AIE=AFQTH' KNINIKAN AOKIMSIN

Era ntroi-oro: Ote[oytoyqg rArvrrdv 6orrprbv
oogoAerog' yto rrlv eAAqvrr{ entrporelo,
oroAouOeg:

1. Epeuv4rqq nPoq XoP4Y6:

q(erKo pe rq droyeiploq Kot rnv ovogopo 0eporolv
ot etroyrareg el6lrc6g onolrfioetq ovogopdg eivor ol

2 .

o Kooe EoFopo Avenr00pnro EupFov (SAE) ovo<p6peror f io Xopt' lYo Evrog 24 opau sno rn
olypn nou 0o yivet ovrrAnnro ono rov €peuvnrn n piAoq rr lq epeuvnrtKnq opddog rqq
rArvirqq 6orrpqg. E[orpo0vrot or nsprnr6oerg oopop<i:v ovenrg0pqrov ouppovrov.ol onoieg
npoodtopi(ovrot ono ro nprur6roAAo rnq rArvrrflg Oonprlg n ro orlpeio ovocpopoq Ylo rlq
nAqpocpopieg oocpotrerog (RSI) n.X. EyXerpi6ro Epeuvrlrr l  (IB) n n.X.n (SmPC), oq pn

Xpq(ouoeg opeonq ovogopoq (P)r. "CT-3", ev6rrlteg 4.3 rot 4.4).

o l-rs ro pq ooFopo svenrgupnro ouLlFovro rcrxuouv ro ovoqspopevo fio "CT-3", evorqro 5.

Xoprlyoq npoq Epeuvqrq:

Kooe Errco(opevn Anpoodornrn EoFopn Avenr00pnrn Evdpyero (SUSAR) npoepxoptvn ono
rivrpo ouyKEKptpsvou €pEUVnrrl, onosritrAerol ono ro XopnYo oe popqn orol-llKng
ovoeopoq neplorarrro0 (eoptio CIOMS) npoq ro ourlrerpt;.r6vo epeuvqrrl evroq 7/Ls
qpepoAoyrorcci lv qpepcbv sn6 rn ortypn nou neprdA0et cno XopnYo'

neprodrr6c rcqrstroyoq Errco(6pevov Anpoo66rnrov Iogopdv Avenr0tpnrov EvepYerdv
(SUSAR l ine-l ist inq) ono rnv noyKoopro epnerpio rou uno dpeuvo QsppoKEUrtrco0 npolovrog
(n,y. rcor ono oAAeg rArvrrc6g 6orrprdg rou i6rou yopqyou), snoor6AAerot ono ro XopnYo npoq
evqtrr6poorl rou ep€uvrlrq o0pgtr.rvo p€ Trlv evorqro 7.10 rou "CT-3".

Epeuvqrqq npoq Entorrlpovtx6/Arolxqrrn6 EupBotAro/Enlrponrl AeovroAoyiog rou
vooqAeunxo0 rdpriporoq 6nou undyeror ro EPEUvnrlx6 x€vrpo:

Ko0e Errco(opevn Anpoodornrn logopil  Avenrgripnrq Evtpyero nou nopoAopBoveror on6 rov
epeuvrlrr'1 oupeovq UE ro orlpeio 2 ovor6po:, eire cog,aro;rtrfl ovogopo SUSAR eire rog
neprodrrcog xoroAoyog SUSAR, npooOeirot ono , rov epeuvrlr{ npoq ro
Enrorrlpovrro/Arorrr lrrro Iu;rBouAro/Enrrponq AeovroAoyiog rou voorlAeurtrcou. rOpuporoq
onou unoyerot ro EpeuvnlKo rivrpo EVToq entnAdov 7 qpepoAoytorrbv r lpepcbv ono rn
cnrypn rqg nopoAoBnq.



4. XopqY6q npoq E0vrrfl Enmponri AeovroAoVioq (EEA):

o Ko0e Erro(opevn Anpoo6ornrn EoFqpq Avenr00pnrrl Evipyerq CSUSAR) nou noporrlpeiror
cnqv etrAqvrrfl enrrcpdrero, unopdAAeror o€ l.roperl oroprrqg ovogopog neprororKou (rpoppro
CIOMS) on6 ro Xopnyd npoq rnv EEA evroq 7/15 npepoAoyrordrv qpepdlv ono rn crrrvpn nou
ro nsprororrrc6 neprdA0et oro XopnYd.

o fleprodrrrl (ernolo) Enrrorponornl.revn 'ErOeon AoeoAeroc Ynd 'Epeuvo Oopporceurrrou
flpoTdvrog (DSUR) on6 rqv noyKoopro e;-rnerpio Vro ro un6 dpeuvo eoppoKeurtr6 npoi6v,
unoBoA)reror on6 ro Xopnyo npoq rnv EEA oe q)tercrpovtrn popqn (BI. "CT-3", €votqto B).

Ie rdOe nepinrooq, o Xopnyog evqpepdlver eyraiprog rot err&rcroq rqv EEA eqooov 6to0dret
cnorXeio nou rpononoro0v ro npogiA oogoAerog rou Yn6 'Epeuvo Oopporeurrro0 flpoiovrgc.

5. Xopny6q npoq EOO (fp{;ro Avenl00p4rolv Evepyerdv):

o Ko0e Erxo(opevn Anpoo66rcnrn EoFopn AventO0pnrn EvApyeto (SUSAR) nou noporqpeiror
cnrlv eAAqvrrcll enrrcporero, unopotrAeror on6 ro Xopnyo o€ popen qAerrpovtrrlg ovoeopoq
(E2B) oneuOeiog cnrlv 4AerrpovrKn 6reu0uvo4 rrlg EudraVigilance (EVCTM) evroq 7/15
qpepotroyrordv qpep6v ono rq orryp{ nou ro neproronKo nepriA0er orov Xopnyo.

e nepro6rrcn Lerfioro) Enrrcorponornpivn 'Er0eon Ao<pdAetoc Yn6 'Epeuvo Oopporeurrro0
llpol6vroq (DSUR) on6 rrlv noyr6oprro epnetpio yro ro und dpeuvo eoppoKeurtrco npoi6v,
unopdtrleror on6 ro Xopnyo npoq rov EOO oe qAerrpovtrn popQl'1, (PA' "CT-3", ev6rrlro 8),

l-ro ro un6trorno 0dporo DroXeiproqg rqg oorpotr€roq oro nAoioto dreloytrly4g rArvrrdlv 6orctpdv,
nipov rov ovolrdpco erdrrolv (qrqporrrlv (crqpeio 1 6crlg 5), rcry0ouv or npoBtrdryerg rou EudraLex
Vo lume 10.

Or npoqyoutl€vaq oXerrrcdg ovoeopdg yro 06poro oo<pdtrerog rqg A.fl. 10301/11.2.20L0 eyrurliou
rou EOO (oetr. 5-6) rcoropyo0vrot ro0ort ovrtrco0iorovrot on6 rrg nopo|oeg.

Ixarrro iyypoeo:

L. 20tI/C L72/01: Detailed guidance on the collection, verif ication 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)
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A. NINTZEPHI

Eotor, rorvonolrlon:
. A'Avrrnpdedpog Eoo
. B'Avrnpoedpog Eoo
. Noutri Ynr'lpeoio EOID
. A/von AYEI]
. A/vor1 AlroAoyt'1ot-1q
. A/von Epyoorqpiov
. A/von AqPooir..lv Exdoeov
. A/von EtlKfl
. A/von <DME
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