EIAIKO MEPITPAMMA GEXHZ EPTAZIAZ: QapuaKomolog

EKAOZH: 1

HMEPOMHNIA TPOMOMOIHZHZ: 02/06/2026

Topéag MoAttikig Kwbwkog IM TitAog Ofong Epyaoiog

Yyeila 5.7 Dappakomnoldg
TMHMA EAETXOY KYKAO®OPIAZ

OpyovLoHOG

EONIKOZ OPTANIZMOZ ®APMAKQN (E.O.®.)

Movada

NMPOEAPOZ A3/EO® | AIEYOYNZH EAEMXOY MAPATQIrH: KAl KYKAO®OPIAZ MPOIONTQN | TMHMA EAETXOY
KYKAODOPIAZ

Kwbikog Oéang Katnyopia Mpoownikou
7833879578 MOAITIKO NMPOzQMNIKO
Epyaciakn Zxéon

MONIMOI YIIAAAHAOI TOY AHMOZIOY /AIKAZTIKOI AEITOYPIOl /AHMOZIOI AEITOYPTOI

Evtog Katnyopia KAadog EwdikotnTa

MpocovtoAoyiou Eknaidsuong

NAI Mne OAPMAKEYTIKHZ OAPMAKONOION

Tonog Epyaciag E€untnpétnon MoAitn
AEQ®OPOZ MEZOTEIQN 284, 15562, AHMOZ NMANATOY-XOAAPTOY, EANGSa OXI

Zuvtoun Mepypadn thg O£ong epyaciag

O okomog tng B€ong tou ME Oappakomnolot oto Tunua EAEyxou Kukhodopiag elvat n cuotnuatikn
mapakoAouBnaon, o EAeyx0g Kal n EMOTTEL TWV TPOIOVTWY appodlotntag tou Opyaviopou Petd tn S1dbeon Toug
otnv ayopa (post-marketing surveillance), pe okomno tn Stacdaliion g Snuooilag vysiag.

Feviko Npodil
MuwoBoAoyikég MpoPAEYELg BaOuadg
M Yraywyn oto puoBoidylo o A

OE€aipeon amnod to pioBoAoylo

COEmutAéov apotBeg .




Ix€oelg avadopag Kal cuvepyaciog

®Dopeic ue Toug onoioug ocuvepyaleton Avadépetal o€

e OMAot ot Anpootol Qopeig

e [poioctapevog povadag: TMHMA EAEFXOY
KYKAOODOOPIAX

e [poiotapevog povadac: AIEYOYNIH EAEMXOY
NAPATQIH: KAl KYKAODOPIAZ MPOIONTQN

Kupla kabnkovta

¢ Ewonyeltal otnv nyeoia §pdoelg mou adopolV otV MOALTIKA dopUdaKou.

e EALYXELTIOLOTIKA KOl TTOOOTLKA TN oUOTOON TWV MPWTWVY UAWY KoL TWV TIPOLOVTWY (GUCLKOXNULKEG oTaOepEc,
TOUTOTIOLHOELG, LETPNOELC KATL.).

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

e Kootoloyel, emAéyel kal aflohoyel mpoodopég 1 mpounBela avoAWCIHWY Kol UN-aVOAWCLWY UALKWV.

e Juokeudlel, anoBnkevel, GUAACOEL TIC TTPWTEC UAEC KoL T TTPOLOVTa 0 KATAAANAOUC amoBnKeUTIKOUG XWPOUG.

Osopkn EKmpoowrnion Kot Zuvepyaoio

Anattoupeva NMpocovta

‘Yrapén ldIkwv/opyavikwy SLaTAEEWY YL TA AMOLTOUEVO TUTILKA TTPOaOvVTa NAI

Turké Mpogcodvta

Mpooovta Bdon MA 85/2022

a) Mtuyio N dtmwpa Qappakeutiknc A.E.l. Tng nUedamng n akadnuaika
LloodUvVaPOoC f LOOTLUOG TITAOG avTioTolyNg ELSIKOTNTAC OXOAWV TNEG aANodaTAC.
B) H amattovpevn adela doknong emayyEALOTog 1 BeBaiwon OtL MANPoL OAEG TIG
VOULUEG TTPOUTIOBECELC YLa TNV AOKNGN TOU EMAYYEALATOC ATt TV apuodLa
SloknTkn apxn.

y) Tvwon xelplopol H/Y ota avtikeipeva: (i) eme€epyaciag ketpévawy, (ii)
uTtoAoyLoTikwv GUAAWV Kal (iii) umnpectwy Stadiktvou.

NA142/1989 (A' 68)
"Opyaviouog EBvikol
OpyaviopoU Qapudakwy"

ApLOTN YVWOoN ULoG oo TIg EEveg yYAWooeg AyYALKNAG,
FaAALKAG, FEpUAVIKAG, ITaALKAC.

Tvwoeg

M'vwon Twv SleBvwv KavOVwV UYLEWVAG Kal 0opAAELAG.

M'vwon Kwdlkomoinong KoL apXeloB£tnonc GpapUAKwy.

I'VWOELG OTPATNYLKOU & ETIXELPNOLOKOU OXESLOGUOU GTNY TIOALTIKI PapUaKoU.
I'Vwoelg Zuotnuatwy Atacpaiiong Nolodtntag.

Eldkég amnattnoslg Oéong
Epyaociag

Epnelpia




Ag§LotnTeg

Ag§Lotnta EmiBupunto eninedo
AIAXEIPIZH TNQZH2 YynAo
EMNAITEAMATIZMOZ & AKEPAIOTHTA YynAd
EMIAYZH MPOBAHMATQN & AHMIOYPIIKOTHTA Métplo
HFETIKOTHTA Xopn\o
OMAAIKOTHTA Métplo
OPTANQ2H & MPOTPAMMATIZMOZ YynAo
MPOZANATOAIZMOZ 2TO ANOTEAEZMA YynAo
MPOZANATOAIZMOZ 2TON MOAITH Métplo
MPO2APMOZTIKOTHTA Métplo
Emibupnta Npocovra

Awdpkela Onteiag YNoXpeWTIKN EMpopdwon AMNAeg MAnpodopieg

TP thv avaAnyn tng B€ong

OXI




