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Topéag MoAttikig Kwbwkog IM TitAog Ofong Epyaoiog

Yyeila 5.7 Dappakomnoldg
TMHMA ANENIOYMHTQN ENEPTEIQN

OpyovLoHOG

EONIKOZ OPTANIZMOZ ®APMAKQN (E.O.®.)

Movada

MPOEAPOZX AZ/EOQ® | AIEYOYNZH GAPMAKEYTIKQON MEAETQN KAI EPEYNAS | TMHMA ANEMNIOYMHTQN
ENEPTEIQN

Kwbikog Oéang Katnyopia Mpoownikou

5655751854 MOAITIKO NMPOzQMNIKO

Epyaciakn Zxéon

EMI OHTEIA

Evtog Katnyopia KAadog EwdikotnTa

MpocovtoAoyiou Eknaidsuong

NAI Mne OAPMAKEYTIKHZ OAPMAKONOION

Tonog Epyaciag E€untnpétnon MoAitn
AEQO®OPOZ MEXOTEIQN 284, 15562, AHMOZX MANATOY-XOAAPTQY, EAAGSa oxl

Zuvtoun Mepypadn thg O£ong epyaciag

Ewoniynon kat vAomnoinon epyactwv tou TMHMATOZ ANEMNIOYMHTQN ENEPTEIQN

Feviko NpodiA

MuwoBoAoyikég MpoPAEY el BaOuag

M Yraywyn oto uoBoAdylo

CE€aipson and to ploboldylo

COEmuAéov apotBeg

Ix€oelg avadopag Kol cuVeEpyaciog

®Dopeic pue Toug onoioug ocuvepyaleton Avadépetal o€




e OMAot ot Anpoctotl Qopeig

e [poiotapevog povadoc: TMHMA ANENIOYMHTQN
ENEPTEIQN

e [lpolotapevog povadag: AIEYOYNIH QAPMAKEYTIKQN
MEAETQN KAI EPEYNAZ

KUpla kaBrikovra

e Elonyeltal otnv nyeoia §pdoelg mou adopolV TNV MOALTIKA dapuUdKou.

e (Dpovrtilel yla TNV TNPNON TWV KAVOVWVY UYLELVNG Kal acdAAelag tou xwpou GpuAaéng kal amobrkeuong Twv
dapudakwy, cuudwva pe ta Stebvr) mpotuna.

o MMapéxel CUUPOUAEG OXETLKA e TN doooAoyia Kal TNV popdr Twv KATAAANAWY popUAKWY.

e Kootoloyel, emihéyel kal aflohoyei mpoodopég 1 mpounBeta avoAwoipwy Kot Un-avVoAWCLWY UALKWV.

e Juokevalel, amoBnkelel, GUAACOEL TIG TTPWTECG UAEC KaL TA TTPOIOVTA 0€ KATAANAOUC amoBnKeUTIKOUC XWPOUG.

Oeouikn Ekpoowrnion Kat Zuvepyaoio

Anattoupeva NMpocdovta

Yriap€n £L61KWV/0PYaVIKWY SLOTAEEWVY YLO T OITALTOUEVA TUTILKA TIPOCOVTA NAI

Tunka Mpooovta

Mpoacovta Baon MA 85/2022

a) Ntuxio N dimwpa QappakeuTikAg A.E.I. TNg nuedamng n akadnuaika
1008UVA P0G ) LOOTLUOC TITAOC avTioTolyng ELBIKOTNTAG OXOAWV TNG aAAodarnc.
B) H amattoupevn adela doknong emayyEApartog n BeBaiwaon otL mAnpot OAeg Tig
VOULUEG TIPOUTIOBECELG YL TNV AOKNON TOU EMAYYEALATOG Ot ThV apUoOSLa
SlolknTikn apxn.

y) Tvwon xetplopov H/Y ota avtikeipeva: (i) eme€epyaoiag ketpévwy, (ii)
umoloyLotikwv GUAAwWV Ka (iii) umtnpeolwy dtadiktuou.

MNA142/1989 e ApLOTN yVWON HLOG arto TS Eéveg yAwooeg AyYALKNG, TaAALKAC, TEPUOVIKAG,
ITaALlKAG.
fvwoelg e [VWon mapaokKeUNG GOPUOKEUTIKWY TIPOIOVTWV.

e [vwon Twv SLEBVWV Kavovwy LYLELVAG Kol aodAAELag.

e [vwon kwdlkomoinong Kot apXeloB£TNong bopUAKwV.

e [VWOELG OTPATNYLKOU & EMIYELPNOLAKOU oXeSLAOUOU 0TNV MOALTIKA dapUaKou.
e [vwoelg Zuotnuatwy Atachaiiong Nolodtntag.

EwdkEG anattioelg O€ong
Epyaoiog

Epnelpia




Ag§LotnTeg

Ag§Lotnta EmiBupunto eninedo
AIAXEIPIZH TNQZH2 YynAo
EMNAITEAMATIZMOZ & AKEPAIOTHTA YynAo

EMIAYZH MPOBAHMATQN & AHMIOYPIIKOTHTA Métplo
HFETIKOTHTA Xopn\o
OMAAIKOTHTA Méetplo

OPTANQ2H & MPOTPAMMATIZMOZ YynAo
MPOZANATOAIZMOZ 2TO ANOTEAEZMA YynAo
MPOZANATOAIZMOZ 2TON MOAITH Méetplo
MPO2APMOZTIKOTHTA Métplo

Emibupnta Npocovra

Eunelpia Touddylotov SUo (2) eTwv ota KATwOL avTIKEpeva:

1. otnv agloAdynon Neplodikwv EkBEcewv Aodahelag

2. otV KwdikomoinonavemBuunTwy evepyelwv pe MedDRA terms.

3. Epnelpia tovAdylotov tpuwv (3) etwv otnv xprion epyalsiwv Siaxeipong/

avtaAlayng mAnpodoplwv (EPITT)

4. Eunelpila touddaylotov Tplwv (3) eTwv otnv avalntnon mAnpodoplwy otnv

EudraVigilance

Awdpkela Onteiag

YROXPEWTIKN EMpOpdwon
TP Thv avaAnyn tng O£ong

AMNAeg MAnpodopieg
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