MeBodoAoyia Anpooiotroinong Xroixsiwv

Eicaywyn

H mapouca Anuociotroinon oToixeiwv agopd Tnv €raipeia Pe v emwvupia ,«  «BIAN
BIOMHXANIKH - EMMNOPIKH KAI AIANOMQN OAPMAKEYTIKQN -
NAPA®APMAKEYTIKQN - XHMIKQN KAI KAAAYNTIKQN MPOIONTQN

MONOIMPOZQIMH ANQNYMH ETAIPEIA», ue d.1. «<BIAN A.E.» otroia €dpelel oTo Mépaka
ATTIKAG, 006G Ay. NekTapiou 2, 153 44 Mépakag, MaAAAvn ATTIKAG, AOM 094420252, AOY
OAE AOHNQN, AP. I'.E.MH. 002053801000, yia To ét10G 2023.

H mmapouoca pebodoloyia Tepiypdgel Tn diadikagia Kal Tov TpOTTo TTposTolyaciag NG EtThoiag
Anuooiotroinong ZToixgiwy, yia mnv petagopd agiog mpog toug E.Y, E.Y.® kai Evwoeig
AcBevwv 10 2023, ava@opIKA Pe TNV TTPOWBNGCN TWV CUVTAYOYPAPOUUEVWY QAPHAKWY.

O1 TTAnpogopieg o autAv TAV 1I0TOCEAIDA, dNPOCIOTTOIOUVTAI OTO KOIVO, OCUPPWVA PE TO VOUO
N.4316/2014, apBpo 66, Tapdypagog 7% , Tov Kwdika Agovioloyiog Tou SPEE kai TIg
MNvwpodotioelg utr apiBudév 5/2016 kai 2/2017 1ng ApxAg MMpootaciag Asdopévwv
MpoowTiKoU XapakTAipa.

Ymoxpéwon Anuooiomroinong

H utroxpéwaon dnpoaoiotroinong opidetal ye pdon 10 vopo N.4316/2014 kai tov Kwdika
AgovTohoyiag Tou ZOEE. K&Be ®apuakeuTikr) ETTXEIpNON o@eilel va dnPOCIOTIOIEI OVOUAOTIKG
oTnVv 10TocEAIdA TNG, TO APYOTEPO EVTOG €I UNVWYV ATTO TO KAEIOINO €KAGTOU NUEPOAOYIAKOU
é€Toug, KABe TTOPOXN TTOU Xopnyei TTpog TpiToug ETTayyeAuartieg Yyeiag , EmoTtnuovikoug
Yyelovouikoug Popeic kar Evuwoeig AoBevwv Tou edpevouv atnv EAAGDQ, ava@opika pe Tnv
TTpowbnon Twv OuVTayoypa@oUPeEVWY @Qapudkwy. EvOekTikd kalr Oyl TTEPIOPIOTIKG
dnuogaioTrolouvTal, dWPEEG, XOPNYieg, KOOTOG €eyypa@ng o€ OuveEDpIa KAl €KONAWOEIG
ETMOTAPOVIKAG EVNUEPWONG TNG IOTPIKAG KOIVOTATAG, OTTWG auTéG opidovTal €IBIKOTEPA OTIG
€KAOTOTE EYKUKAIOUG Tou EOD, £¢0da peTdfaong Kai diapovg wg kKal KGBe GAAn TTapoxr Baoel
oupBaong, avagopikd Pe TNV TTPOWONaN Twv CUVTAYoypa@oUNEVWY Qapuakwy. O1 TTapoxEg
0l OTTOiEG apopoUV o€ dpaoTnPIdTNTEG Epeuvag kal AVATITUENG, KOBWG Kal O€ W TTOPEUPRATIKEG
MEAETEG (ME i XWPIG @apuako) Ba dNUOCIOTTOIOUVTAI CUYKEVTPWTIKA aTTd KABE QAPUOKEUTIKA
emixeipnon. Pntwg e€aipolvTtal atmd TNV UTTOXPEWGCN dNPOCIOTTOINONG TA KOOTN OTTO TIG £PEUVEG
ayopdag, Ta yeUUOTA KAl TO TTOTA, KABWGS Kal AVTIKEINEVA APEANTEAS agiag QapUOYWY IATPIKAG
KAl EKTTAIOEUTIKAG XProNG, TTou cuvdéovTal Aueca e Tn dIEEaywyn TNG KaBnuEPIVAG 1ATPIKAG
TTPAKTIKAG Twv EmayyeApatiov Yyeiog kar Twv EmoTtnuovikwy Yyegiovopikwy Popéwy,
oUh@WVa PE To apBpo 126 TTap. 1 TnG utToupyIKnG amopaong AYT 3o/ 3221/2013 (B"1049).
Q¢ apeAnTéa adia evvoeital KGBe avTikeipevo N agia Tou otroiou dev UTTEPPAiVEl TO GUVOAIKS
1000 Twv dekatTévTe (15) eupw ouptrepIAauBavopévou Tou OMA.

ESaipoUpeveg Mapoxég armd tTn Anpooiotroinon
o [lapoxég Ttou oxeTiCovial QTTOKAEIOTIKG Pe Mn  Zuvtayoypagoupeva Pdapuaka
(MH.ZY.OQA).

e Eidn apeAntéag agiag, Tou oxeTiCovTal AUECT YE TNV IATPIKA TTPAKTIKI.
e [elparta & lNoTa.
o [lapoxég TTou OXETICOVTAl JE TNV ayopd Kal TTWANCT QAPHAKWY.

KukAog Anpooiotroinong

H ©&nuooiotroinon Ba yivel éwg 30 louviou 2024, yia TTOPOXEG TTOU TTPAYUATOTTOINBNKAV TO
2023 (1repiodog avapopdgs: To TTANPES NUEPOoAoyIakd £Tog 2023) otnv EAANVIKA YAWwooa kal Ba
TTapapeivel d1abEaiun oTo Kovo yia 3 €Tn.

Tpotrog ZuAAoyng NMAnpogopiwv Anpociotroinong

2tnpifetal o€ éva ouvOUAO O AUTONATOTTIOINUEVWY CUCTNHATWY, TUTTOTTOINUEVWY BIadIKACIWV
KAl €1I0aywynG OTOIXEIWV aTTO EOWTEPIKEG KAl EEWTEPIKES TTNYES (TT. X TIMOASYIO aTTOdEIEEIG,
KOTOOTAOEIG CUUUETEXOVTWYV K.Q.) .

O1 TTAnpo@oOpieG TTOU avaPEPOVTAl €iVal AVTIKEIMEVIKEG, AVTAVAKAOUV OE TIG KAAOTTIOTEG
TTPOCTTABEIEG PAG va CUPPOpPwBoUuE pe TIG attaithoelg Tou Kwdika Anuoaciorroinong Kai
XPNOIMOTTOIOUVTAl HOVO YIA TNV EKTTANPWOTN TWV ATTAITHOEWY dnuoaoiotroinong . Av, TTapd TIg
KaTaBAnBeioeg TTpooTTABeIEC pag, ol ava@opég Oev eival akpIBeic kal TTAAPEIG, Ba TO



EPEUVAOOUNE Kal Ba AvTIMETWTTIOOUPE KATAAANAa Tnv OTroia TTePITITwon AavBaouévwy
OTOIXEIWV.

MNOIEZ NAPOXEZ AHMOZIOMNOIOYNTAI

e Awpeég kai emixopnynoeig oe E.Y.®. pe okomd va utrooTnpix0ei n @povrida
uyeiag, n épeuva, n ektraideuon A n Tapoxn KAAUTEPWY UTTNPECIWYV UYEIag.

e Xopnyieg rpog EmioTnuovikoug Yyeiovopikoug Popeig (E.Y.D) | rpog Tpitoug
TTOU TOUG €X&l avaTedei n dlopydvwon piog eKOBRAWONG | 5pacTNPIOTNTAG.

To «KéoT1og Xopnyiagy TrepIAapBaveral otn cUPBacn TTou TTEPIYPAPEI TOV OKOTTO TNG Xopnyiag
Kal TIG OXETIKEG TTAPOXEG.
Mapadeiypara dpacTnEIOTHTWY, TTOU UTTAYOVTal OTOV TiITAO «KOOTOG Xopnyiag» gival:
* H MioBwaon TepImTépwyv 1 Xwpwv TTPOROANRG O€ ETTIOTNHOVIKEG EKONAWOEIG
* O1 Ala@NUIOTIKEG KATAXWPNOEIG (O€ EVTUTIN, NAEKTPOVIKA 1] AAAN pHop®n)
* Ta Aopugopikd cupuTtdoIa/dIaAEEEIC o€ Eva OUVEDPIO
o 'ESoda Merdfaong kai AlapovAg
Ta €¢oda TTou dNUOCIOTTOIoUVTAI, OXETICOVTAI e dATTAVEG PETAKIVNONG Kal SlaUoVvAG (E101THPIA,
evolkiaon auTokivritou, 816d1a, TEAn oTdBueuong, Taci kar datraveg dlIaovhg o€ {evodoxEio).

o Apoiég yvia ZuppBouleuTikég Kal AAAeg Ymnpeoieg. (Znueiwon: Aegv utmrdpyxouv
Tapoxég yio 2ZUMBOUAeUTIKEG Kol AGAAeg YTrnpeoieg yia 1O Trpoava@epBiv
d1doTnua)

Mapadeiyparta apoifwyv E.Y 1ToU KaAUTITOVTAI OTNV KATNyopia «AUOIBEG Yo GUMBOUAEUTIKEG
Kol GANEG UTTNPEDIEG Eival:
- ApoIBEG OoIANTWV/AUOIBES TTPOEDPWV/CUVTOVIOTWV

AMOIBEG yIa CUUUETOXN O OUUPBOUAEUTIKEG OPADES

2Uyypa®n 10TPIKWV HEAETWV/AVAAUGH dEdOUEVWIV

Extraideuon/AvarTugn ekmmaideuTiKoU UAIKOU

- Ta €¢oda, 1Tou agopouv oTo Tagidl kai TN dlapovr, CUPNPWVa PE TOUG OPOUG TNG
oupBaong, KaTaypaeovTal Kal dNPocIoTToIoUVTal OTO AVTIOTOIXO TTEQI0 AVAPOPWV.

e Tapoxég Tng eTaipeiag BIAN A.E. mpog Evwoeig AcBevwy (E.A). (Znpeiwon: Agv
utrdpyouv Trapoxég mpog Evwoeig AoBevwy yia 1o rpoava@epBév didoTnua)

o 'Epeuva kai avarrtudn . (Znueiwon: Agv utrdpxouv Trapoxég yia E&A T1o

mpoava@epBév didoTnua) O TTapoxEg yia E&A dnuoacIoTrololvTal CUYKEVTPWTIKA

Kal TrepIAaUBAvouV: APEoeS Kal EUPETES TTANPWHES Via KAIVIKEG MeAETEG,

oudTrEpIANapBavouévwy:

0 MNapeuPaTIKEG HENETEG

0 Mn-TrapepBaTikEéG Kal HEAETEG TTAPATAPNONG

o Investigator sponsored trials (MeAéTeG pe xopnyo Tov epeuvnTh)

Hpgpopunvia Anpooiotroinong Mapoxwv

O1 Tapoxég TTou oxetiCovTal pe Kamoia ekdnAwaon/uttnpeaia (dnAadr} OAeg oI TTapoxEG TTANV
TWV SWPEWV/ETTIXOPNYATEWV TTPOG EY®) dnuoaciotroiolvTal 0To £T0G TO OTTOI0 OPIfeTal ATTO
TNV NUEPOMNVia évapéng TNG ev Adyw ekdAAwWONG / UTTNPETIag, EQOCOV T OXETIKA TTAPACTATIKA
€xouv ekd0BEi TO apydTEPO WEXPI TO TTEPAG TOU EEANIVOU TOU £TTOMEVOU £TOUG. OI TTAPOXEG ME
KaBuoTepnuéva TIHOAGYIa aAAd kal ol dwpeég / emixopnynoelg TTpog EY® dnuoaiotroiodvTal
OTO £€TOG KOTA TO OTTOI0 £X0UV £KOOBOEI TA OXETIKA TTAPACTATIKA.

Mepikn NMapakoAouOnon/Akupwon

MNa toug E.Y, 110U yIa KATTOI0 AGYO dEV PTTOPECAV VO CUPPETAOXOUV O€ KATTOIA ETTICTAMOVIKI)
ekdNAwoN A PéPOg auTig, aTn dnuoaloTroinon Ba cuuTTEPIAN@OOUV Ta €600 TTOU CUVIOTOUV
TNV aAnBivij datrdvn TPog autoug (cupTTePIAapBAaveTal SnAadr TO KOOTOG TWV AKUPWTIKWY).

@A ka1 o Poépog NMNapakpdTnong
OAa T1a 1Tmo0d TTOU dnuooiotrolouvTtal TTepIAapBavouv OMA (btTou uTTApxEl) Kal AOITTEG
TTAPOKPATACEIG (OTTOU UTTAPXOUV).

MAnpwpég ZxeTI{OpeVEG pE MoAueTeig Zuppdoeig
Agv €xouv Trpayuarotroindei To 2023 TTAnpwpég TTpog EY/ EY®D, 110U oxeTiCovTal HE TTOAUETEIG
ouppaoElG.



Alag@opeTikd NopiopaTta

OAa 1a Tood kataypd@ovTtal kal dnuoaioTrololvTal o Eupw (€).

MNa TTapoxég, Tou apxIka dev gyivav o€ Eupw, yivetal ueTatpoTrr, ye Baon 1o vOuIoua Kai TV
IoxUouca I00TIdia.

Etaipieg ‘Epeuvag Ayopdg kai MeAéteg 'Epeuvag Ayopdg

Aev atraiteital SnPocIoTToinon TWV TTAPOXWY, TTOU TTPAYHMATOTTOIOUVTAl TTPOG ETAIPIEG £pEUVAG
ayopdg, epoéoov dev gival ywwoTh n Tautétnta Tou EY/ EY® TTOU OCUPPETEXEI OTN MEAETN
épeuvag ayopdg.

MpooTtacia NMpoocwKwWvV Aedouévwv

H BIAN &eopetetal yia Tnv auoTtnpery TTPOOTACIA TWV TTPOCWTTIKWY dedopévwy Twy E.Y.,
ogBouevn T oxeTik vopoBeoia kai Tov lMevikd  Kavoviopd  TlMpootaciog MpoowTTiKwy
Aedopévwy (E679/2016).

MNa TepIoodTEPES TTANPOPOPIEG OXETIKA HE Ta TTPOCWTTIKG dedopéva Twv E.Y, TTapakalouue
VO OUHPBOUAEUBEITE TOV OXETIKO GUVOEGHO TNG I0TOOEAIBAG Jag www.vian.gr yia Tnv TTpooTaaia
TWV TTPOCWTTIKWYV dedouévwy (MoANITIKA ATToppriTou).

Mepioodtepeg NMANpoopicg N AlEUKPIVIOEIG
MNa TePIooOTEPES TTANPOPOPIES 1) DIEUKPIVIOEIG, OXETIKA PE TN BNUOCIOTTOINCN CTOIXEIWY TTPOG
EY/EY®, Tapakaloupue atreubuvbeite otn dielBuvon: disclosure@vianex.gr


http://www.vian.gr/

