EIAIKO MEPITPAMMA GEZHZ EPTAZIAZ: Mopaiatplkod POCWITKO

EKAOZH: 1

HMEPOMHNIA TPOMOMOIHZHZ: 09/05/2026

Topéag MoAttikig Kwbwkog IM TitAog Ofong Epyaoiog

Yyeila 5.9 Mapalatplkd MTPOCWIILKO
TMHMA KAINIKQN AOKIMQN

OpyovLoHOG

EONIKOZ OPTANIZMOZ ®APMAKQN (E.O.®.)

Movada

MPOEAPOZ AZ/EOQ® | AIEYOYNZIH GAPMAKEYTIKQN MEAETQN KAl EPEYNAZ | TMHMA KAINIKQN AOKIMQN

Kwbéikog Oéong Koatnyopia Mpoowmnikou
8068452466 MNOAITIKO NPOZQMNIKO
Epyactakn Zxéon

MONIMOI YOAAAHAOI TOY AHMOZIOY /AIKAZTIKOI AEITOYPIOI /AHMOZIOI AEITOYPTOI

Evtog Katnyopia KAabdog EwdkotnTa

MNpocovtoAoyiou Eknaidsvong

NAI Mne BIOAOTQN BIOAOTQN

Tonog Epyaciag E€uninpétnon MoAitn
AEQOOPOI MEZOTEIQN 284, 15562, AHMOZ MAMATOY-XOAAPIOY, EA\GSa oxl

Zuvtopn Mepypadn tng O€ong epyaciag

Eivat urte0Buvo yla TG epyacisg tou Tunuotog KAINIKON AOKIMQN

Feviko Npodil

MuwoBoloyikég MNpoPAEY el BaOudg
M Yraywyr oto poBohdylo o A
OE€aipeon amnod to ploBoAoylo : ?
CErumAéov apolBég o A

Ixéoeig avadopag Kal cuvepyaoiog

®Dopeig pe Toug onoioug ocuvepyaletat Avadépetal o




e OMAot ot Anpoctotl Qopeig

e [poiotapevog povadac: TMHMA KAINIKQN AOKIMQN
e [lpolotapevog povadag: AIEYOYNIH QAPMAKEYTIKQN
MEAETQN KAI EPEYNAZ

KUpla kaBrikovta

e SxebLalel, CUMUETEXEL KaL UAOTTOLEL Sladikaoieg Staodaliong moldtnTag, EoWTEPLKAG afloAdynong Kal

Tuotonoinong.

o Sxe8LAlEl/CUMUETEXEL OE EVEPYELEG ETILLOPDWTIKOU XOpOKTPA 0TO TTAaioLo Tt cuvextl{opevng dia Biou

eknaibevong.

® JUMUETEXEL O SLETLOTNOVIKEG OLASEC KAL ETILTPOTIEC.

Oseouikr EKtpoowrnion Kat Zuvepyaoio

Anattovpeva NMpocdvta

Yriap€n L61KWV/0PYaVIKWY SLOTAEEWVY YLO TOL OITALTOULEVA TUTILKG TTPOCOVTAL NAI

Tunuka Mpoaoovra

Mpocovta Baon MA 85/2022

a) Mtuxio n SimAwpa BloAoyiag i Blodoywkwv Edappoywv kat Texvohoylwv n
Moptaknc Bliohoyiag kat Fevetikng A.E.I. tTng nuedamng | akadnuaikd L.ooduvopog
A LoOTLUOG TiTAOG avTioTolyNng l8IkOTNTAC OXOAWV TG aAAodartic.

B) N'vwon xelplopol H/Y ota avtikeipeva: (i) emefepyaoiog Ketpévwy, (ii)
umoloyloTtikwy GUAAwWV Ka (iii) umtnpeotwy dtadiktvou.

MA 142/1989 e AploTn yvwon pLag amo Tig Eéveg yAwooeg AyyAkng, MaAAKNG, FEpUAVLIKAG,
ITaALKAC.
Mvwoelg e [vwon Twv SLEBVWY Kavovwy LYLELVAG Kol aodaAELag.

e [vwon kavovwy nBkAg kat deovtoloylag.
e [vwon xprnong LotpotexvoAoyLlkoU e€oMALOOU.

Eldkég anattnoelg Oéong
Epyaociag

Epnelpia




Ag§LotnTeg

Ag§Lotnta EmiBupunto eninedo
AIAXEIPIZH TNQ2HZ YgnAo
EMNAITEAMATIZMOZ & AKEPAIOTHTA YynAo

EMIAYZH MPOBAHMATQN & AHMIOYPIIKOTHTA Métplo
HFETIKOTHTA XaunAo
OMAAIKOTHTA Métplo

OPTANQ2H & MPOTPAMMATIZMOZ YynAo
MPOZANATOAIZMOZ 2TO ANOTEAEZIMA YgnAo
MPOZANATOAIZMOZ 2TON MOAITH Métplo
MPO2APMOZTIKOTHTA MétpLo

Emibupnta Npocovra e Eumelpia touldaylotov Tpwv (3) etwv otnv afloAoynaon dedopévwv aodalieiog

YEON ota mAaiola Steaywyng KAWIKWY SOKLLWV.
o Eumelpia otnv xprion CTIS, EudraVigilance

Awdpkela Onteiag YRoXpEWTIKN EMpOpdwon
TP thv avaAnyn tng O£ong

AMNAeg MAnpodopieg

OXI




