MeBodoAoyia Anpooiotroinong Xroixsiwv

Eicaywyn

H Anuoaciotroinon oToixgiwv agopd Tnv etaipeia pe Tnv emwvuyia, «BIAN BIOMHXANIKH -
EMNOPIKH KAI AIANOMQN ®APMAKEYTIKQN - MAPA®APMAKEYTIKQN -
XHMIKQN KAI KAAAYNTIKQN TMPOIONTQN MONOMPOIQMNH ANQNYMH
ETAIPEIAY, pe 8.1. «BIAN A.E.», omtoia ed5pevel oTov [Epaka ATTIKNG, 060G Avy.
NekTapiov 2, 153 44 Té¢pakag, NMaAAnvn ATTIKNG, ADM 094420252, AOY DAE

AOHNQN, AP. I.E.MH. 002053801000, yia 1o étog 2025.

H ouykekpiyévn pebBodoloyia trepiypdgel mn Oladikagia Kal Tov TPOTIO TTPOETOINATIag TNG
Etolag Anuoaoiotroinong ZToixgiwy, yia mn geTagopd agiag mpog Toug E.Y., E.Y.®. ki Evwoeig
AcBevwyv 10 2025, avagopikd pe TNV TTPOWBNCN TwV CUVTAYOYPAPOUUEVWY QAPHAKWY.

O1 TAnpogopieg o€ auThv TNV I0TooeAida, dnuoacioTToloUvTal 0TO KOIVO, CUN@QWVA JE TOV VOO
N.4316/2014, apBpo 66, Tmapaypagog 7¢, Tov Kwdika Agovroloyiag tou ZPEE kai TIg
MNvwpodotioelg utr apiBuév 5/2016 kai 2/2017 1ng ApxAg MMpootaciag Asdopévwv
MpoowTikoU XapakTipa.

Ymoxpéwon Anuooiotroinong

H umroxpéwaon dnuoaiotroinong opiletal ye Baon tov vopo N.4316/2014 kair tov Kwdika
AgovTohoyiag Tou ZOEE. K&Be PapuakeuTikr ETTIXEIpNON o@eilel va dnPOCIOTIOIEI OVOUAOTIKG
oTnNV I0To0€AIdQ TNG, TO APYOTEPO EVTOG £EI NVWV, ATTO TO KAEIOIO KABE nuEPOAOYIaKOU £TOUG,
KABe Trapoxy Tou Xopnyei TIpog TpiToug: ETmayyeAuatiec Yyeiag, EmoTtnuovikoug
Yyelovouikoug Popeic ki Evwoeig AoBevwv, TTou edpelouv oTnv EAAGDA, ava@opika e Tnv
TPowbnon TwV OUVTOYOYPOPOUUEVWY QaPHUAKwWY. EVOEIKTIKG Kal OxlI  TTEPIOPIOTIKA,
onuoaiotroiouvTal  dwpPEEG, Xopnyieg, KOOTOG eyypa®nAg Ot OUuveédpIa K €KONAWOEIG
ETTIOTNMOVIKAG EVNUEPWONG TNG IGTPIKAG KOIVOTNTAG, OTTWG AUTEG opifovTal, €I0IKOTEPA, OTNV
IoxUouca e€ykUKAIO Tou EO®, £€0da petdBaong kai SlapgovAg, OTTwG Kal KABe GAAN TTapoxn
Baoel ouupaocng, 0c Oxéon PE TNV TTPOWONOCN TWV CUVTAYOYPOPOUUEVWY Qapudkwy. Ol
TTAPOXEC, Ol OTTOIEG apopolv oe dpacTnPIoTNTEG ‘Epeuvac kar Avamtuéng, Kabwg Kal o€ un
TTOPEUPATIKEG HEAETES (ME | XWPIS PAPHAKO), Ba dNUOCIOTTOIOUVTAI CUYKEVTPWTIKA, aTrd KABE
QPAPPOKEUTIKA €TTIXEIpNON. PNTd e€aipeital atmd Tnv uttoXpéwaon dnUoCIOTToinoNG To KOOTOG yia
épeuveg ayopdg, yelpata Kal TTOTd, KABWG Kal QvTIKEINEVA apeANTEQS agiag EQapuoywv
IOTPIKNAG Kal EKTTAIOEUTIKAG XPHONG, TTou cuvdEovTal AuEca PE T dIECaywyr TNG KaBNUEPIVAG
IOATPIKAG TTPAKTIKAG Twv ETrayyeApatiwy Yyeiag kal Twv EToTnuovikwy Yyeiovouikwy Popéwy,
oUPewva e 1o dpBpo 126 Trap. 1 Tg uttoupyikAg amopaong AYT3a/lT1 3221/2013 (B'1049).
Q¢ apeAnTéag agiog Bewpeital KAOE avTikeipevo, N agia Tou oTToiou dev UTTEPPAiVEI TO CUVOAIKO
1000 Twv dekatrévTe (15) eupw, cuptrepIAauBavopévou OIA.

ESaipoupeveg Mapoxég amé tn Anpooiotroinon
o [lopoxég, Tou OxeTiCovial OTTOKAEIOTIKG pe Mn Zuvrayoypagouueva Pdapuaka
(MH.ZY.OQA).

o Eidn apeAntéag adiag, TTou oxeTiCovral AUECA PE TNV IOTPIKK TTPAKTIKA.
o [evuarta & MoTd.
o [lapoxég, Tou oxeTiCovTal e TNV ayopd Kal TTWANCN QAPHAKWV.

KukAog Anpooiotroinong

H dnuooiotroinon Ba yivel éwg 30 louviou 2026, yia TTApOXEG TTOU TTPAYUATOTTOINBNKAV TO
2025 (1mepiodog avapopdg: To TTANPES nUEPOAOYIaKs €106 2025) atnv EAANVIKA YAwooa Kal Ba
TTapapeivel d1abEaiun oTo Kovo yia 3 €Tn.

Tpoé1rog ZuAAoyiig NAnpogopiwv Anpociotroinong

2tnpifetal o€ éva OUVOUAO O AQUTOUATOTTOINMEVWY CUCTNHATWY, TUTTOTTOINUEVWY SIOdIKACIWV
KOl €100YWYNG OTOIXEIWV OTTO ECWTEPIKEG KI EEWTEPIKEG TTNYEG (TT.X. TIMOAOYIA, ATTOdEIEEIG,
KATAOTAOEIG CUMMPETEXOVTWY K.d.).

O1 TTANpOPOpPIEG TTOU AVOPEPOVTAI Eival QVTIKEIMEVIKEG, AVTIKATOTITPICOVTAG TIG KOAOTTIOTEG
TTPOOTIAOEIEG OG VO CUPHOPPWOOUUE PE TIG aTTaiTrioelg Tou Kwdika AgovtoAoyiag Tou ZPEE,
oe oxéon Me Tn AnuooloTroinon Kal XpnolhoTrolouvTal POVOo yid TNV eKTTANPWON TwV



amaITiocwyv dnuoaolotroinong. Av, TTapd TIG TTPOOTTABEIES UaG, O avaPopEg Oev gival akpIPEig
Kal TTARPEIG, Ba TO €peUVACOUNE KAl Ba avTIHETWTTICOUPE KATAAANAQ TNV OTTOIA TTEPITITWON
AavBaopEVWY OTOIXEIWV.

MNOIEZ NMNAPOXEZ AHMOZIOMOIOYNTAI

e Awpeég kai emixopnynoeig oe E.Y.®., pe okomod va utmrooTnpixei n @povrida
uyeiag, n épeuva, n ekraideuon A n mapoxn KAAUTEPWY UTTNPECIWYV UYEIag.

o Xopnyieg Tpog EmoTnuovikoug YyeiovouikoUg Popeig (E.Y.D.) i} Trpog Tpitoug,
OTOUG OTroioug éxel avaTtedei n diopydvwon piag ekdRAwoNg R SpacTnPIOTNTAG.

To «KbooTtog Xopnyiag» teplAaupfaverar otn oupBacn, TTou TTePIypA@el TOV OKOTTO TG
XOPNYiag Kal TIG OXETIKEG TTOPOXEG.
Mapadeiypara dpacTnEIOTHTWY, TTOU UTTAYOVTal OTOV TiITAO «KOOTOG Xopnyiag» gival:
* H MioBwan mepImTépwyv 1 Xwpwyv TTPOROAAG O€ ETTIOTNHOVIKEG EKONAWOEIG
* O1 Ala@NUIOTIKEG KATAXWPNOEIG (O€ EVTUTIN, NAEKTPOVIKA 1] AAAN pHop®n)
* Ta Aopu@opik@ cuPTTOCIa/BIONEEEIG O Eva OUVEDPIO
o 'Eoda MeraBaong kai AlaovAg
Ta é¢€oda TTou dnuoaloTrolouvTal, oxeTiCovTal e daTTaveg JeTaKivnong Kal Slauovig (€101ThpIa,
gvolkiaon auTokivritou, 816d1a, TEAn oTdBueuong, Taci Kal datraveg diauovhg o€ {evodoxeEio).

o Apoiég yvia ZuppBouleuTikég Kal AAAeg Ymrnpeoieg. (Znueiwon: Aegv utrdpyxouv
TapoxéG yio 2ZUMBOUAeUTIKEG Kol AGAAeg YTrnpeoieg yia 1O Trpoava@epBiv
didoTnua)

Mapadeiypata apoiBwyv E.Y., TTou avikouv oTnv Katnyopia «APoIBEG yia CUUBOUAEUTIKEG Kal
GAAEG UTTNPETIEG» €ival:
- ApoIBég oIANTWV/AUOIBES TTPOEDPWV/CUVTOVIOTWV

AMOIBEG YIO CUPUETOXN O OUUPBOUAEUTIKEG OPADEG

Zuyypa®n 10TPIKWY HeEAETWV/AVAAUCT dedoPEVIWIV

Extraidcuan/AvamTuén ekTraideuTiKoU UAIKOU

- Ta €€oda, TToUu a@opouv oTn METAPOoPA Kai Tn dlapovh, oUuPwva PE Toug 6poug TNG
oupBaong, KaTaypaeovTal Kal dSNPocIoTToIoUVTal OTO AVTIOTOIXO TTEQI0 AVAPOPWV.

o TMapoxég Tng etaipeiag BIAN A.E. rpog Evwoeig AoBevwy (E.A). (Znueiwon: Aev
UTTApXouV TTapoxég TTpog Evwoeig AoBevwy yia To Trpoava@epBév didoTnua)

o 'Epeuva kai avarrTtugn. (Znueiwon: Asv utrdpxouv Trapoxég yia E&A T10

mpoavapepBév didoTnua). O1 TTapoxég yia ‘Epeuva kai Avatrtuén dnuoaciotroiolvTal

OUYKEVTPWTIKA KAl TTEPIAAUPBAVOUV: QUECES KAl EUPECES TTANPWHEG YIa KAIVIKEG

MeA€éTeg, OTTOU £TTIONG TTEPIAAPBAVOVTAL:

o MapepPaTikég HENETEG

0 Mn-TrapepBaTikEéG Kal HEAETEG TTAPATAPNONG

o Investigator sponsored trials (MeAéTEG e XOpNYO TOV £pEUVNTH)

Huepopnvia Anupooiotroinong Mapoxwv

O1 TTapoxég, TTou oxeTiCovtal e katTola ekdAwaon/utrnpeaia (dnNAadr OAEG o1 TTapOXEG TTANV
TwV dwpewv/etixopnynoewv mpog E.Y.®P.), dnuoaciotroiolvtal 0To £T0G, TO OTTOI0 OpifeTal aTTO
TNV NUEPOMPNVia évapgng TNG CUYKEKPIUEVNG €kONAwONG / uTTnpeciag, €pOoov Ta OXETIKA
TTaPAOTATIKA £XOUV €KOO0BEI, TO apyoTEPO, PEXPI TO TEAOG TOU £CAMNIVOU TOU ETTOPEVOU £TOUG.
O1 TTapox€g pe kaBuoTepnuéva TIMOAOYIA, aAAG Kal o1 dwpeEg / eTTixopnynoeig TTpog E.Y.P.,
OnNUOCIOTTOIOUVTAI OTO £T0G, KATA TO OTTOI0 £XOUV €KOOBEI TA OXETIKA TTAPACTATIKG.

Mepik MapakoAouOnon/Akipwon

MNa Toug E.Y., TTOU yIa KATTOI0V AGYO dEV PUTTOPECAV VO CUPPETAOXOUV O€ KATTOIA ETTICTNUOVIKA
ekdRAwon i HéPog authg, otn dnuoaciotroinan Ba cupTTePIANEBoUV Ta £€£0da, TTOU GUVIOTOUV
TN datrdvn TTPOG auToug (cupTtrepIAauBaveTal, dnAadn, T0 KOOTOG TWV AKUPWTIKWY).

®MNA ka1 Pépog MapakpdTnong
OAa 1a T1100d, TTOU OnuoaiotroloUvTal, TrepIAauBavouv PrA (émou uttdpxel) Kal AOITTEG
TTAPAKPATACEIG (OTTOU UTTAPYOUV).

MAnpwuég ZxeTI{Opeveg e MNMoAueTeic ZupBdaoeig
Agv éxouv TTpayuarotroindei, 1o 2025, TAnpwuég Tpog EY/ EY®D, TTou oxeTiCovTal e TTOAUETEIG
ouppaoElG.



Alag@opeTikd NopiopaTta

OAa ta Tood kataypd@ovTal Kal dnuoaiotrololvtal oe Eupw (€).

MNa Tapoxég, TTou apxiké dev €yivav O€ eUpw, YIiVETal JETATPOTTH, HE BAon TO VOUIGHA Kal TV
IoxUouca IooTIdiaL.

Etaipeieg ‘Epeuvag Ayopdg kai MeAéteg ‘Epeuvag Ayopdg

Agv atmraiteital SNPocIoTToinon TWV TTAPOXWY, TTOU TTPAYUATOTTOIOUVTAI TTPOG ETAIPEIEG EPEUVAG
ayopdg, epdéoov dev gival yvwaoTr n TautotnTa Tou E.Y./ E.Y.D., TTOU CUPMETEXEI OTNV £pEUVA
ayopdc.

MpooTacia MpoowTrikwyv Agdopévwv

H BIAN deopeUeTal yia TV TTPOCTACIA TWV TTPOCWTTIKWY dedouévwy Twv E.Y., oefduevn
OXeTIKA vopoBeoia kalr Tov levikd  Kavoviopd  TMpootaciag MNpoowtrikwy Agdopévwv
(E679/2016).

MNa TePIoadTEPES TTANPOYOPIES, OXETIKA PE Ta TTPOCWTTIKG dedouéva Twy E.Y., TTapakaiouue
VO OUPBOUAEUBEITE TOV OXETIKO OUVOECHO OTNV ICTOOEAIDO pag www.vian.gr yida Tnv TTpooTaacia
TWV TTPOCWTTIKWYV dedouévwy (MoAimikA AtToppriTou).

Mepioodrepeg NMAnpoopicg | Aleukpivioelg
MNa TePIooOTEPES TTANPOPOPIES 1) DIEUKPIVIOEIG, OXETIKA PE TN BNUOCIOTTOINCN CTOIXEIWY TTPOG
E.Y./E.Y.®., mapakaloupe atreuBuvBeite otn dielBuvon: disclosure@vianex.gr


http://www.vian.gr/

