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

OEMATQN AZ®DAAEIAZ ZTA NMAAIZIA AIEEATQrHz KAINIKQN AOKIMQN

>ta nAaioia dieEaywyng KAIVIK®OV SOKIHMOV OXETIKA e Tn dlaxeipion kal Tnv avagopd OepdTtwv
aocQAlelag yia TNV eANANVIKA €MKPATeld, ol €AAXIOTEG €IOIKEG dAMAITRCEIG avapopdg eival ol
akOAOUBEG:

1. EpeguvnTthg npog Xopnyo:

o

Kabe SoBapd AvemBuunTto SupBav (SAE) avagEperal oTto Xopnyo evrog 24 wpwv ano
TN oTiydr) nou Ba yivel avmAnnTté anod Tov gPeuvnT N HEAOG TNG EPEUVNTIKNAG
ouadac TNC KAIVIKAG JokIunG. EEaipolvral ol nepINTMOEIC coBapwyv avenmeuunTwv
OUMBAVTWV ol ornoieg npoadiopifovral and To MPWTOKOAAO TNG KAIVIKNG SOKIUNAG f/Kal
To Eyxeipidio Epeuvnm (IB), wg pn Xpridouceg apeong avagopdg (BA. “CT-3", evdTnTeg
4.3 kai 4.4).

fa Ta pn coBapd avemBuunTa cupPBavra loxUouv Ta ava@epopeva oto “CT-3", evdtnTa

5.

2. Xopnyog npog EpsuvnTn:

[e]

KaBe Eikaldopevn Anpoaddkntn Zofapn AvemBuuntn Evépyeia (SUSAR) npogpXOHevn ano
KEVTPO OUYKEKPIMEVOU €PEUVNTH, ANOCOTEAAETAl and To Xopnyd OE HOP®N dATOMIKNG
avagopdac nepioratikol (@oppa CIOMS) npog TO OUYKEKPIPEVO €PEUVNTH €vTOG 7/15
NUEPOAOYIAKMV NUEP®V aAnod Tn GTIYUN Nou NePIEABEI aTO Xopnyo.

Mep1odikdg katahoyog Eikalopevwy  AnpocdoknTwv FoBdapmv AvenBUunTwv EvVeEpYEIQV
(SUSAR line-listing) and Tnv naykoouia €pneipia ToUu UMNO €peuva (QApHAKeEUTIKOU
npoiovToc (M.X. Kal and AAAeC KAIVIKEC OKIHEG ToU idlou xopnyou), anocTEAAETAl anod To
XOpNYyoO Npoc EVNHEPWAN TOU €PEUVNTR cUP@®VA PE TNV evotnTa 7.10 Tou “CT-3”,

3. EpgeuvnTAG npog EnioTnpoviko/ AloiknTiko ZupBouAio /Emirponn Agovroloyiag Tou
vOOonA&guTIKOU 13pUNATOG ONOU UNAYETAI TO EPEUVITIKO KEVTPO:

@]

KaBe Eikalouevn  Anpocddkntn  Fofapr) AvemBuuntn Evépyela  (SUSAR) nou

napalappaverar and Tov £peuvnTy OUPQ®VA HE TO ONpeEio 2 avwTEépw, E&iTe g
aropikr ava@opd SUSAR eite w¢g nepiodikdg kataloyog SUSAR, mpowBeital and Tov
EPEUVNTH Npo¢ To EnioTnuoviko/AloiknTikO ZUpBoUAIo/EmiTponn AgovToAoyiag Tou

VOoonAeuTIKoU 10pUpaTo¢ Ornou UNAyeTal TO EPEUVNTIKO KEVTPO €VTOG EMINAEoV 7

NUEPOAOYIAKMY NHEPWOV ano Tn GTIYHR TNG napaiapne.




4. Xopnyog npog EBvikR EniTponn AsovroAoyiag (EEA):

o Kd&6e Eikalopsvn AnpoadoknTn SoBapr) AvemBiuntn Evépysia (SUSAR) nou napatnpeita
otV eAANVIKR ENIKPATEIQ, UMNOBAAAETAl O HOP®N ATOMIKNG avapopdg nepIoTaTikou
(@bdppa CIOMS) and To Xopnyo npog TNV EEA evrog 7/15 nUEPOAOYIAK®V NUEPGV aAnod Tn
OTIYHI MOU To MEPIOTATIKO NEPIEABEI GTO XOpNnyo. .

o [Mepiodikn (etnaia) Enikaiponoingevn 'ExkBeon AgpdAeiag Yno 'Epeuva PApUAKEUTIKOU
MpoidvTog (ASR / DSUR) and Tnv naykoopia guneipia yia 1o und €peuva QpAappaxkeuTIKoO
npoiov, UnoBAAAETal anod To xopnyo npo¢ Tnv EEA oe nAektpovikn popen (BA. “CT-3”,
evoTnTa 8).

Y€ KABe NepPIiNTWon, 0 Xopnyog EVNUEPWVEl £YKAIpWE Kal EKTAKTWG TNV EEA epocov d1aBéTel
oTolIXeia nou TpornonoloUV To NPo®iA acpaleiag Tou Yno 'Epsuva dappakeuTikoU MpoidvTog.

5. Xopnyog npog EO® (Tunpa KAIVIk@®v AoOKIH®V):

o Kabe Eikalopevn Anpocddkntn Zofapr) AveniBuuntn Evépyeia (SUSAR) mnou napartnpeitai
otV  €AANVIKA  €MIKPArteid, UNoPBAAAeTal and To Yopnyod O HOP®MN NAEKTPOVIKNG
avagopdc (E2B) aneuBeiag otnv nAekTtpovikn dielBuvon Tng EudraVigilance (EVCTM)
EVTOG 7/15 nuepoloyiak®Vv NUEP®V aAno Tn OTIYHR Mou To MeEPIOTATIKO NEPIEABEl aTOV
Xopnyo.

o [Nepiodikr (etnoia) Enikaiponoinuevn 'ExkBeon Ac@dAeiag Yno 'Epsuva ddpuakeuTikou
MpoiovTog (ASR / DSUR) and Tnv naykoopia €Uneipia yia To Uno €peuva QpappaxkeuTiko
npoiodv, unoBaAAeral and To xopnyod npo¢ Tto TpApa KAivikov Aokipwv Ttou EO® oe
nAekTpoVvIKr Hop®r, (BA. “CT-3", evoTtnTa 8).

MNa Ta unoloina Bguarta diaxeipiong TnG acPdaieiag ora nAaiola SiEEaywyng KAIVIKQOV OOKIH®V,
népav TV avoTépw edikmv (NTNHAaTwv (onueia 1 €wg 5), 1oxUouv ol npoBAEwelg Tou Eudralex
Volume 10.

Ol NPonNYoUUEVEC OXETIKEC avapopEG yia Bguara ao@aleiag Tng A.MM. 64745/07.07.2014eykukAiou
Tou EO® katapyouvTal kaBoTl avTikadioravral and TG Napouoed.
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