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AIEYKPINIITIKH EFKYKAIOI ANA®OPIKA ME TH ATAXEIPIZH KAI ANADOPA
b OEMATSN AZQAAEIAI ITA NMAAIZIA AIESAFQrHE KAINIKQN AOKIMAN

Ira nhalola Beaywyhs kAivikdv Sokiudv oxerikd e 't Biaxelpion kar TRV avapopd Bepdrwy
ucrépd)\emq yia TV eMAnvik enikpdtein, o eAdyiores eiBiké anoiThoeic avagopde elvai ol
tkohoubeg!

1. EpeuvnTihg npog Xopnyod:

o Kie Zofopo AvemiBhunto ZuuBdv (SAE) avapiperal aTo Xopnyd evrde 24 wpdv and T
omiyph) nou B8a ylvel avriAnnTé and Tov epeuvnTh f péAoc tne epeuvnTikhe opddag The
khivikng Sokine. EEaipolivral o1 nepintioeic copapdy aveniBiunrwy ouHBavTwy ol onoleg
npooBiopifovral ané To npwtdkoAo NG KAIVIKNG BOKINAG A To onuelo avapopdc via TI§
nAnpopopies aocgdAeiag (RSI) n.x. EyxeiplBio Epeuvnrd (IB) A M.X.M (SmPC), wg pn
XPCougeg Apeans avapopds (BA. “CT-3", evéTnTeg 4.3 Kar 4.4).

o [ig1g un cofapd aveniBuunTa QUUBAVTR IOXYOUY To avapepdueva oro “CT-3", evérara 5.

. 2. Xopnyég npog EpguvnTi:

v npoepxopevn and
KEVTPO UUYKEKPI;J&VDU. EPELVNTA, anodTEAAETQI and To Xopnyd O Wop®R aTopikhc
avapopds nepioTaTikol (pbdpua CIOMS) npoe To OUYKEKPINEVO EPEUVNTA E&vTOG 7/15
NHEpoAOYIOKDV NWEPWY aNd Tr aTIYKA Nou nepiABer oTo Xopnys.

- and Thv naykoopia euneipla Tou Uné épeuva QapuakeuTikoD npoidvrog
(n.X. kai and dAheg KAlVthg Bokiude Tou 1810y xopnyol), anoaréAAeral and To xopnyd npoc
EVIHEPWON TOU EPEUVNTH OUNGWVE PE TrY evdTnTa 7.10 Tou “CT-3",

3. EpguvnTis npog EnioTnpovikd / A1oIknTiKO ZupBodhio/Enirponi Azovroloylag Tou

voonAeurikoU 13pUpaToq dnou undyeral To EpEUVATIKG kévrpo:

i nou napahaupéveral and Tov
EPELVNTY oUppwva WE TO anuelo 2 avwTipw, elre w6 -aToikA avapopa SUSAR eite wg
nepliodikd  katéAoyog  SUSAR, npowBelrai  ané  Tov EPEUVNT)  npog  TO
EnioTnuovike/AloiknTikd ZupBolMio/EnTponty AeovToAoylac Tou VOONAEUTIKOU ISpupaTog
OnouU UMAYETal To EPEUVATIKG KEvTPo EVTHC EMINAdOV 7 NHEPOAQYIQKWY NWEPWY and Tn
qTIYMR TNG NapaAaphe.
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4. Xopnyég npog EOvikh Enrmponiy AtovroAoylaq (EEA):

o]

J noOV napaTnpeiTal
atnv EAANVIKY ENIKpATEID, UNOBAAAETOI OB HOPMr ATONIKAG GVAPOPAC NEPIOTATIKOU ((pdpua
CIOMS) anb o xopnyd npog Thv EEA evTdg 7/15 nuepoAoyiakdV Nuepdy and ™ OTIYHA nou
TO NEPICTATIKG NEPIEABRI OTO XOPNYd,

b L \J

RUOKEUTIKOU
(RSUR) and Tnv naykoopia euneipla yia to und Epeuva (appakeuTiks npoldy,
unoBaAAeral and To xopnysd npog TRV EEA ae nAekTpovIKh HoppR (BA. “CT-3", evdrnra 8).

Ze kaOe nepinTwon, o xopnydc evnpepbvel eykalpwe Kal exTd KTWS TV EEA epboov Siabére
oToixela nou TpononoioUv To NpoplA aopdAeiag Tou Yné Epeuva ®appaksuTikol MNpolovTeg,

5. Xopnyog npog EO® (Tuua AvemedpnTwv Bvepyzidyv):

o]

J

nou napaTnpelTal
otV EAANVIKA ENIKpATEIR, unoBaAAeTal and To Xopnyd oe popon nAgkrpovikhg avagopde
(E2B) aneubelag otV nAektpovikh BiebBuven Tng EudraVigllance (EVCTM) evrde 7/15
NHEPOAOYIAKWY NUEPWY NG TN ETIYKA nou To nEpiaTaTikG nepiEABel aTov xopnys.

K [) 1 TP H & il= 'En . DapUaK KO
Orelovrog (DSUR) and tnv naykdopia epneipla yia ™ und épeuva papyakeuTikd npoldy,
unoBAAAETal and To Xopnyd npog Tov EO® o NAEKTPOVIKA Hop®pn, (BA. “CT-3", evdtnTa 8),

Ma Ta unohoina Bépata Biaxelpiong Tng acpdAeiag ota nhaloia Bigkaywyng kAivikdy Sokipdy,
népav Twv avwtépw eifikby InmpdTwy (onueia 1 dwg 5), ITXUoUV ol npoPAéyelc Tou Eudralex
Volume 10,

O nponyoulevES TXETIKES avapopts yia Béuara aopdAeiag Tng A.M, 10301/11.2,2010 EYKUKAloU
Tou EQ® (o, 5-6) karapyoUvral kabém avrikabloravral ané Tig napoloee,

ZXETIKQ EvVRQRG:

1.2011/C 172/01: Datalled guldance on the collection, verlfication and prasentation of adverse
event/reaction reports arising from clinical trials on medicinal products for human use (‘CT-3%)

2, ICH guldelina E2F on development safety update raport (DSUR)
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