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AmAovcoTteuon Kal eEopOoAoylopog S1adikaciwv urroypa@ng cUUPBACNG Kal OIKOVOMIKAG dlaxeipiong
KAIVIKWV SOKIUWYV LE @APUOKA, N TAPEUBATIKWY MEAETWYV LE APHAKA, KAIVIKA G £PELVAC LIE LATPO-
TEXVONOYIKA TIPOTOVTA, MEAETWV KAIVIKWV EMSOCEWV E in Vitro S1ayvwoTiKA TpoidvTa Kal Epev-
VNTIKWV EPYACIWV XWPIG APUAKA, LATPOTEXVONOYIKA MPOTIOVTA 1 in Vitro SiayvwoTiKA TpoidvTa.

Ol YMOYPIol
EONIKHZ OIKONOMIAZ KAl OIKONOMIKQN - EONIKHZ AMYNAX -
MAIAEIAYZ, OPHZKEYMATQN KAl AOGAHTIZMOY - YTEIAZ - ANANTY=ZHX

‘Exovtag unoyn;:

1.Tov Kavoviopo (EE) 2017/746 Tou Eupwmaikou Kovof3ouiou kal tou ZupouAiou Tng 5n¢ Ampthiou 2017
yla ta in vitro S1ayvwoTIKA laTPOTEXVOAOYIKA TTPOIOVTA KAl yId TNV Katdpynon tng odnyiag 98/79/EK kal tng
anmégaong 2010/227/EE tng EmtpomnAg,

2. tov Kavovioué (EE) ap16. 2017/745 tou Eupwmaikou KotvoBouhiou kat tou Zupouliou tng 5n¢ Aripthiou
2017 yla Ta laTPOTEXVOAOYIKA TTPOTIOVTA, Yia TNV Tpomornoinon Tng odnyiag 2001/83/EK, Tou Kavoviopou (EK)
ap. 178/2002 kat tou Kavoviopou (EK) ur’ ap. 1223/2009 kat yia Tnv Katdpynon Twv odnylwv Tou Zupouiiou
90/385/EOK ka1 93/42/EQK,

3.1ov Kavoviopo (EE) apib. 536/2014 tou «Eupwmaikol KotvofBouAiou kai tou Zupouliou Tng 16n¢ Ampihiou
2014 yia TI¢ KAVIKEG SOoKIUEC TToU TTpoopiCovTal yia Tov dvBpwTio Kat Tnv Katdpynon tng Odnyiag 2001/20/
EK», o€ ouvbuaopo pe tov v. 1338/1983 (A'34),

4. tnv map. 5 Tou dpBpou oydonkootoL £BSopou Tou v. 4812/2021 «KUpwaon tng amd 24.3.2021 tpormoToi-
nong ¢ amd 3.2.2020 emuépoug XZ0pPaong Awpedc yia 1o Epyo | [Mapdptnua 5 tou v. 4564/2018] kat TnG
amd 13.5.2021 tpomomnoinong Tng amd 6.9.2018 cuuBaong dwpedg petalL tou I6pupatog «Kovwpelég 16pu-
pa Ztavpog X. Nidpxog» kal Tou EANAnvikoU Anpoaiou yia tnv evioxuon kat avafadpion twv umodopwy oTov
Topéa TNC Lyeiag Kat Twv MapapTnUdtwy TN, PUOUICEIC YIa TNV AVTILETWTTION TNS Tavonuiag Tou Kopwvoiol
COVID-19 kat aA\ec Stataéeic» (A’ 110),

5.710 dpBpo 83 Tou v. 5041/2023 «DappakeuTikoi Z0ANoyol MaveAARviog DapUaKEeUTIKOG ZUANOYOG IvoTi-
ToUuTo OapuaKkeuTIKWY Emotnuovikwy Epsuvwy kat dAeg eneiyouoeg puBuioeig» (A'87),

6. 10 ApBpo 17 Tou v. 4683/2020 «KUpwon TnG amoé 20.3.2020 M.N.M. «Katemeiyovta pétpa yia tnv avti-
METWTTION TWV CUVETTEIWV TOU KIvOUVou Slaomopdc Tou kopwvoiou COVID-19, tTn otipién TNS Kovwviag Kat
TNG EMXELPNUATIKOTNTAG KAl TN Slac@ANon TNG OpaANG AstToupyiag Tng ayopdc kat Tng Snuootag Sloiknong»
(A’68) kat dA\eg Sratdaeic» (A'83),

7.70V V. 4622/2019 «EmiteAiko Kpdtog: opyavwon, Aettoupyia kat Stagavela tng KuBépvnong, Twv KuPep-
VNTIKWV OpYAvVWY Kal TNG KEVIPIKAE dnpoatag dtoiknong» (A" 133),

8.710 dpBpo 50 Tou v. 4485/2017 «Opydvwon Kat Aeltoupyia TG avwtaTtng ekmaideuong, puBUIoELC yia TNV
€peuva Kat AANeg Statdeig» (A'114),

9. 1a ApBpa 6A Kal 9 Tou v. 3329/2005 «EBvIKO Zuotnua Yyeiag kat Kovwvikng ANNAgyyUNC Kat AOITTEC
Slatdeic» (A'81),
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10. 10 4pBPO 61 TOUL V. 2071/1992 «EKOUYXPOVIOUOG KAl Opydvwon ZuoTthiuatog Yyeiagy (A'123),

11.10 4pOpo 12 Tou v. 1397/1983 «EBVIKO Z0oTnua Yysiag» (A’ 143),

12. Vv map. 4 tou apBpou 14 kal Ti¢ map. 1 kat 2 Tou dpbpou 2 Tou v. 1316/1983 «16puon, opydvwon Kal
Apuodidotnteg Tou EBvikol Opyaviopou Qappdkwy (E.0.0.), tng EOvikng Oappakofiopnxaviag (E.D.), Tng
KpaTtikng Qapuakamodnikng (K.®.) kal tpomomoinon kat cuunmAipwon tng appakeutikng NopoBeoiag kat
AMeg Slatdgelg» (A'3),

13. 10 1m.8. 27/2025 «Aloplondc Ymoupywy, Avanminpwtr Yrmoupyou, Yeumoupywv Kal AvTimpoéSpou Tng
KuBépvnone» (A'44),

14. 10 1.6. 2/2024 «Al0pIopdC YTToupywV Kat Yumoupywv» (A'2),

15. 10 1M.8. 79/2023 «A10pIouOC YTToupywy, Avaminpwtwy YTToupywv Kal Youmoupywvs (A" 131),

16. 10 T1.8. 29/2025 «Aloplopog YpurmoupyoUu Avamtuéng (A'47)»,

17.1nv map. 2 tou dpbpou 5 tou 1.8. 77/2023 «ZVoTAON YTTOUPYEIOU Kal HeTOoVOopaoia Mevikwy Kat Eldikwv
Mpappatelwy - Meta@opd appodloTATWY UTTNPEECIAKWY HovAdwy, BEcEWY TTPOOWTIIKOU KAl EMOTITEVOUEVWV
@opéwv» (A'130),

18. 10 .8. 142/2017 «Opyaviopdg Yrmoupyeiou Olkovopikwy (A’ 181)»,

19. 10 11.8. 79/2018 «Opyaviopd TOMTIKOU TTPOoowTTIKoU Ymoupyeiou EOvikA¢ Apuvagy (A’ 148)

20. o m.8. 18/2018 «Opyaviouoc Tou Ymoupyeiou MNMaideiag, Epeuvacg kalt ©pnokeupdtwv» (A'31),

21. 1o m.8. 5/2022 «Opyavioudc tou Yrmoupyeiou Avantuéng kat Emevduoewv (A’ 15)»,

22.to1.5.121/2017 «Opyaviopocg Tou Yrioupyeiou Yyeiag» (A’ 148),

23. Tnv umod otolxeia Y14/09.07.2023 anmoégaon tou NMpwBumoupyol «AvaBeon apuodlotitwy otnv Ava-
mnpwTtpla Ymoupyo Yyeiag, Elprivn Ayannddkn» (B'4435),

24. tnv ut’ ap. 37310/2023 kotv amégacn tou MpwbBumoupyou Kal Tou Yroupyou Yyeiag «Avdbeon ap-
podlotnTwy otov Ypumoupyo Yyeiag, Mdplo OsuiotokAéoudy» (B'4435),

25.mvur’ap. 37311/09- 07-2023 kowvrj anmdgaon tou MpwBumoupyou kat Tou Yrmoupyou Yyeiag «AvabBeon
appodiotrtwy otov Yeurmoupyod Yyeiag, Anuitplo Bapt{dmoulo» (B'4435),

26.Tnv Ut ap. 2188/18.3.2025 kotvrj amogaon tou MpwBumoupyo kat Tng Yrmoupyou MNaideiag, ©Opnokeu-
paTwv Kat ABANTIopoL «Avdbeon appodioThtwy otov Yeumoupyo MNaideiag, @pnokeupdtwy kat ABANTIOHOU,
NikéAao Mamaiwdavvou» (B'1314),

27.tnv ur’ ap. 31498/23.4.2025 kolvr anmogaon tou MNMpwbumoupyou Kat Tou Yrmoupyou Avamntuéng «Ava-
Beon apuodiotiTwy atov Ypumoupyd Avantuéng, Ztavpo Kahagdtn» (B’ 1976),

28. 10 apBpo 90 tou Kwdika NopoBeoiag yia tnv KuBépvnon kat ta KuBepvntikd opyava (m.8. 63/2005,
A’98), To omoio dlatnprBnkKe o€ 10XV pe TNV TEP. 22 Tou dpBpou 119 Tou v. 4622/2019 (A’ 133),

29.tnv und otolxeia [20/01k.52875/8.10.2024 kovry amd@acn Twv Yrmoupywv EBvikri¢ Otkovopiag kat Oiko-
VOUIKWVY, EcwTtepikwy Kat Yyegiag «<ApuodiotnTeg Kal oTeAéxwon Tou Autotehoug Turuatog KAvikwv MeAeTwy
oTa voookoueia tou EZ.Y.» (B'5651),

30. tnv umo oTolxeia A3(a)oik.36809/16.5.2019 kovr) amdégaon Twv Yrmoupywv Otkovopiag kat Avantuéng
Kat Yyeiag «Tpomomnoinon kat cupmApwon TG M5a/59676/2016 (B'4131) andégaong twv Yrmoupywv Otkovouiag
kal Avamtuéng kat Yyeiag «Alatdéeic yia tnv epappoyr Tou Kavoviopoo (EE) apiBu. 536/2014 tou Eupwmaikou
KotvoBouliou kat Tou Zupouliou TN 16n¢ AmptAiou 2014 yia TiG KAVIKEG SOKIUEC TTOU TIpoopilovTal yia ToV
AavBpwro Kal Tnv Katdpynon tng Odnyiag 2001/20/EK» (B'2015),

31.Tnv umo oTolyeia 1'50/59676/21.11.2016 kolvr) anmdégacn Twv Yrmoupywv Okovopiag kat Avantuéng kat
Yyeiag «AlaTdgelg yia tnv epappoyn Tou Kavoviouou (EE) apib. 536/2014 tou Eupwmadikol KowvoBouliou kal
Tou Zupouhiou NG 16Nn¢ ArrpiAiou 2014 yia TIG KAIVIKEG SOKIEC TTOU TIpoopifovTal yia Tov AvBpwTTo Kal T
katapynon tng Odnyiag 2001/20/EK» (B'4131),

32. tnv uné otolxeia A.YT3a/M. 32221/29.4.2013 kolvr) amo@acn Twv Ymoupywv Avamtuéng, Avtaywvi-
OTIKOTNTAC, YTTodopwy, MeTagopwy Kat AIKTUwV Kal Yyeiag «Evapuovion tng eNANVIKNAC vopoBeaiag mpog Tnv
avTtioTtolxn vopoBeaia tng E.E. oTov Topéa TG mapaywynq Kal TG KUKAo@opiag papudkwy mou poopilovtal
yla avBpwrrivn xprion, o€ CUUHOpPWOoN He TNV um ap. 2001/83/EK Odnyia «mepi kovoTikoU Kwdika yla Ta
pdpuaka mou ipoopifovtal yla avBpwrivn xerion» (L 311/28.11.2001), 6w LOXVEL Kal OTIWG Tpomtomolifnke
pe Tnv Odnyia 2011/62/EE, 60ov agopd tnv mPoANYN tnG 10660V YEUSETYPAPWY PAPUAKWY OTN VOULUN
aAucida epodiacpou (L 174/1.7.2011)» (B’ 1049),

33.tnv uno otoixeia AYT3a/79602/10.1.2007 ko and@ach Twv Yrmoupywv Oikovouiag Kat OIKOVOULKWY
Kat Yyeiag kat Kowvwvikig ANnAgyyung «Evapuoévion tng EANAnvikni¢ NopoBeoiag mpog tnv avtiotoixn Kotvo-
TIKA oUPPWVa pe TNV 0dnyia 2005/28/EK tng 8ng Ampthiou 2005 «yta Tov KABOPIOUO APXWV KAl AETTTOUEPWY
KATEVOUVTHPIWV YPAUUWY Yid TNV 0O KAIVIKN TTIPAKTIKI 0G0V agopd ta dokipaldpueva @Aapuaka mou mpoo-
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piCovtal yia Tov avBpwrto, KaBw¢ Kal Twv aTAITACEWVY YId TNV £YKPLoN TNG TTAPACKEUNC 1 EI0AYWYNE TETOIWV
TIPOIOVTWV». TPOTIOTIOINON TNG KOWVAG UTTOUPYIKAG amd@acng AYT3a/89292/31.12.2003 (B'1973) «Evappovion
™¢ ENnvikri¢ NopoBeoiag mpog tnv avtiotoixn KotvoTikr cUp@wva pe tnv Odnyia 2001/20/EK tn¢ 4ng Amipt-
Aiou 2001 yla TNV TTPOGEYYION TWV VOUOBETIKWY, KAVOVIOTIKWYV Kal SIOKNTIKWV S1ATAEEWY TWV KPATWY HEAWV
O00V APopaA TNV EQAPHOYN 0PONC KAIVIKNG TIPAKTIKAG KATA TIG KAIVIKEG LENETEC PAPUAKWY TIPOOPILOUEVWY
yla Tov dvBpwrio» (B’ 64),

34.1nv uné otolxeia AY5y/I.N. oik. 75762/21.07.2005 «X0otaon Eidikwv Aoyaplacuwv Kovouhiwv Epeuvag
kal Avantuéng (E.AK.E.A.) oTig Aloikroelg Yyelovoulkig Mepipépetacg (A.Y.MNE.)» (B’ 1037),

35. 10 U’ ap. 25608/25.2.2020 £yypapo tou A’ Avtinpoédpou tou EOD mpog tov Meviko Mpappatéa Ymn-
peolwv Yyeiag,

36.710 amo6 21/11/2025 (um’ ap. Ymoupyeiou Yyeiag 51755/21-11-2025) nAeKTPOVIKO prvupa Tou [pageiou
YmoupyoU kal to amno 26/11/2025 (un’ ap. Yrmoupyeiou Yyeiag 52922/26-11-2025) NAEKTPOVIKO Prvula TOU
Mpageiov TN MevikNg MPAUHATEWS YTTINPESIWVY YYEIAC, OXETIKA UE TNV €KOOON TNE TapoLodC,

37.70 yeyovoc 6Tl Yetd amd Tnv Katdpynon Tou dpBpou 4 v. 4523/2018 «Alatd&elc yia tnv mapaywyr TEAIKWY
MPOoi6VTWY OapUaKeuTIKNE Kavvapng kat AAeg Statdeic» (A'41), e To apBpo 17 Tou v. 4683/2020 «KUpwon
¢ amd 20.3.2020 M.N.NM. «Katemeiyovta HETpA yia TNV AVTILETWTTION TWV CUVETTELWY TOU KIVOUVOU S1a0TT0pd¢
ToU Kopwvoiou COVID-19, Tn 0TAPIEN TNG KOWWVIAG KAl TNG EMIXEIPNHATIKOTNTAC KA TN S1a0QANON TNG OPANNG
AelToupyiag TG ayopdg kat Tng dnuoctag Stoiknong» (A'68) kat AAeG Siatdéelg» (A’ 83), xprilel Slapoppwaong
TO VOUIKO mAaiolo mmou Siémel tn Sievépyela kal Tn Sladikacia éykplong Kal 0IKOVOUIKNG Slaxeiptong Twv un
TTAPEUPRATIKWY PENETWY,

38. 10 yeyovog otL ipémel va SlapoppwBei éva eviaio mAaiolo, To omoio va umooTtnpilel TNV anmpOoKon T,
ATTOTEAECUATIKI KAl ACPAAN Y10 TOUG CUMHIETEXOVTEG Sle€aywyr) KAIVIKWV HEAETWV oTtnv EANGSQ,

39. 710 U6 otolxeia B2a,3 B1a/Owk. 53354/28-11-2025 £yypago tng FAOY tou Ymoupyeiou Yyeiag cupgwva
€ TO oTT0i0, YE TNV Mapouaca Sev mpokaleital Samdavn o€ BAPOC TOU TAKTIKOU TPOUTIOAOYIGUOU TOU YTTOUPYEiou
Yyeiag kat Tou TPoUTTOAOYICHOU TWV ETTOTITEUOUEVWY POPEWV Tou, Sedouévou OTL apopd otn SlapopPwWon
eviaiou VouIkoU TAALGIoU yla TNV UTTOOTAPIEN TNC ATTPOCKOTITNC, ATTOTEAECUATIKIC KAl AGPAAOUC Yia TOUG
OUMMETEXOVTEG 0TN Sle€aywyn KAIVIKWY PEAETWY, SOKIUWVY KAl EPELVNTIKWY Epyaciwv otnv EANGSq, péow
NG anmlovuoTteuong Kal e€0pBoAoylopol Twv S1adIKAcIwV UTTOYPAPrG CUMBACNE KAl TNG OIKOVOMIKAG TOUG
Slaxeiplong,

40. 1o yeyovoc oTl e TiG Sataéelg Tng mapovoag Beomiletal véa SioiknTikr Stadikacia oto EMAA «Mitog»
yla tTnVv umoypa@n T cuPPBaonc yia tn die€aywyn KAVIKWV SOKIPWYV Kal Un TAPEUBATIKWVY HENETWVY UE QAp-
paKa, KAIVIKAG €pEVVAC Kal LEAETWY ETMIOOOEWV HE LATPOTEXVONOYIKA TIPOIOVTA KAl TNV OIKOVOUIKN Slaxeipion
aAUTWV», amo@aAci(ouE:

KEDQAAAIO |
KAINIKEXZ AOKIMEX ME ®APMAKA

ApBpo 1
>UuBaon die€aywyng KAIVIKWY SOKIPMWY PE @AapUaKa
Ma tnv am\ovoTeuon Kal emmiomevon TnG dtadikaciag umoypagng TN cuuBaong, n omoia MpoBAEmeTal 0TO
AapBpo 5 e umo otolxeia M5a/59676/22.12.2016 Kolvrc UTTOUPYIKAC amogaonc (B'4131), peta&l tou xopnyou,
TOU KUPIOU EPELVNTH, TOU VOUIHOU EKTTIPOCWITOU TOU EKACTOTE KEVTPOU Sle€aywyng KAIVIKAG SOKIUAC papud-
Kou (6npodotou 1 IBIwTIKoU) Kal KATA EPIMTWon Tou uTeLBUVOU TOU APUOSIOU POPEX OIKOVOUIKNG Slaxeipl-
on¢ Eidikou Aoyaplacpol Kovouhiwv Epeuvag (E.AK.E.) Avwtatou Ekmaideutiko 1§pupatoc (A.E.L)/Eidikol
Noyaplaopou Kovduliwv Epeuvag kat Avamtuéng (E.AK.E.A.), loxvouv to mpdTuno cupufaong, kabwg kal ta
TMPOTUTIA £VTUTTA Yla TNV amodoxr Slaxeiplong Tou épyou, TNV EPEVVNTIKN ouAda Kal TOV TTPOUTTOAOYIOUO TOU
£€pYyOU, Ta oTToia EMOUVATTTOVTAL OTNV TAPOUCA Kal ArmoTeEAOUV avandéonaoTo Turua avtig (MAPAPTHMATA
A'1, B, "kat A'). Tuxov emmAéov 0pol 1] SIEVKPIVIOEIC EMTi TOU TPOTUTIOU CUMPBACNC TToU TiBevTtal amo Tov xopnyo
Kat &ev amokAivouv 1j épxovTal o€ avTiBeon e TOUG OPOUE AUTOU, ETIIOUVATITOVTAL O€ OXETIKO TTAPAPTNUA TNG
ouupaonc.
ApBpo 2
KataBeon aitnong yia tn die€aywyr] KAIVIKWV SOKIPWY UE pAapUaKa
1. MapdAAnha pe tnv urmofoAn @akélou aitnong yia éykplon tng Slevépyelag piag KAVIKAEG SOKIUNG PE
@appako ano tov EBvikd Opyavioud Gapudkwv (E.0.0.), clpgwva pe Ty poBAenduevn dtadikaoia, o KUPLOG
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epeuvnTic uUTTOBANEl 0TO AUuTOTENEC TR A KAvikwv Mehetwy (A.T.K.M.) Tou kévtpou Sie€aywynicn otn ypay-
pateia Tng Aloiknong, €dv dev vgiotatat A.T.K.M., kabw¢ kat otov appddlo @opéa OIKOVOUIKAG Slaxeiplong
(EAK.E/EAKE.A), akeNo, TO TIEPIEXOEVO TOU OTTOIOU €ival eviaio Kal TTEPIAAUPBAVEL TTEPIOPIOTIKA TA AKO-
AouBa: a) TNV umoyeypappévn amd Tov Xopnyo Kal Tov KUpLo €peuvnTr cUUBaon He OAA Ta TAPAPTHMATA O
Téooepa (4) mpwtotuma avtituma, B) TNV mEPIANYN Tou TPWTOKOAOL GTNV EAANVIKN YAWOOQ, y) TN cUUBaon
aoc@aliong, 8) Tic e€ouolodoTNOEIC TWV EUMAEKOUEVWY OTN Sle€aywyr) ETAIPIWV Kal ToV pOAO AUTWV Kal €) Ta
€vTuma yla Tnv amodoxn Slaxeiplong Tou €pyou, TNV peLVNTIKA oudda Kal Tov TPoUTTOAOYICHO TOU €PYOU.

2. Ew¢ TNV ohokAnpwon tng dtadikaciag amd tov E.0.0., 1o kévipo die€aywynig TnNG KAVIKAG SOKIUAG Kal
0 appodiog popéag olkovopikng dtaxeiptong (E.AK.E/EAK.E.A.) Sie€dyouv Toug amapaitntoug eEAEyXoug 0To
TAQIC10 TWV aApHOSIOTATWY TOUC Kal AapBdvouy SIEUKPIVIOELG amd ToV KUPLO EpELVNTH, OTTOU armalTeiTal, Kal
OPIOTIKOTIOIOUV TNV TTPOC UTIoypa®n cuupaon.

3. Metd tnV éykpton TN KAVIKA G SoKipng amd tov E.0.Q., 0 KUPLOG EPELVNTHG EXEL UTTOXPEWON VA EVNUEPW-
OEL EYYPAPWCE TNV appdSia yia TNV TapaAdf3r) ToU AKENOU UTTNPEGCIA TOU KEVTPOU Sle§aywyng OXETIKA e TNV
€kBaon ¢ Kal Tov apuodio popéa otkovoulkng dtaxeiptong (E.A.K.E/EAK.EA.), umofdAovtag o€ autryv Tn
OXETIKN amogacn mou avaptdtal oto CTIS, evtog Suo (2) epydoipwy NUEPWY amd TNV avaptnon TnG. Z& TEPI-
mITwon un €ykplong tng Ste§aywyric améd tov E.0.0., n e€€Aién tng Sadikaciag SlakdmTeTal, PETA Ao OXETIKN
evNUEPwon amod Tov KUPLO EPELVNTH EVTOC TNE TIPoBeouiag Tou mponyouuevou edagiou.

4. H katdBeon Twv gyypd@wv Kal Twv SiKaloAoynTikwy SUvatal va yiveTal 6€ NAEKTPOVIKA LOP @I aTTd TOUG
Xopnyoug, o€ nAektpovikr dlebBuvon mou dnuioupyEital TPog ToUTo Kal gival TTpooBAcipn o€ GAOUG TOUG
UTTELBLVOUC yia TN SLaXEIPIoN TWV KAIVIKWV EPEVVWV POPEIC KAl UTTNPECIEC.

ApBpo 3
Ymoypagn cVppaong Sie€aywyng KAIVIKWV SOKIPWY UE QAP HOKaA

1. O VOUIOC EKTIPOOWTIOC TOU KEVTPOU Sle€aywyng urmmoypdgel Tn ocUUPacon, evtog Ve (5) epydoipwy
NUEPWV artd TNV UTTOROAN TNG ATTOYAONC EYKPIONG TNE KAIVIKAE SOKIUAC CUM@WVA UE TNV TTap. 3 Tou dpBpou
2. Agv amarteital amdé@acn Tou AlOIKNTIKOU Kal Tou EmotnuovikoU ZupfBouliou Tou kévtpou die€aywyng g
KAIVIKAG SOKIUAG, TPV aTTO TNV UTTOYPA®H TNG CUUPBACNC aTTd TOV VOUILO EKTPOoWTO TOU.

2. Evtéc 6U0 (2) epydoipwy nUEPWV ammd TNV LTTOYPAPH TNG ATTO TOV VOUIMO EKTTPOCWTIO TOU KEVTPOU Ole-
Eaywyng, n umoyeypappévn ouupaocn pe to ouvolo tou pakélou Safifdlovtal amod 1o A.T.K.M. Tou kévtpou
Sle€aywync n amo tn ypappateia tng dloiknong, edv dev veiotatal A.T.K.M., otov umevBuvo Tou apuéSiou
popéa olkovopikig Slaxeipiong (E.A.K.E/E.A.K.E.A.), 0 omoiogTnv umoypd@el evidg oKTw (8) epydoipwy NUEPWY
and tnv mapaAafry, HeTd amd €ykplor TN amod tnv Emtponr Epeuvwy o€ mEPIMTWoN TToU POPEAC OIKOVOUIKNC
Slaxeiplong givat E.AKE. A.E.L. Z& mepimtwon KAVIKWV SOKIMWVY pe undevikég apolBég (media 1,2 kat 3 tou
MAPAPTHMATOX A’ «MPOYTMOAOTIZMOX EPTOY») 8ev Xwpei OIKOVOUIKH Slaxeiplon Kal yivovTal ol OXETIKEC
TTIPOCAPOYEC OTO OIKEIO TPOTUTIO CUKPBACNC.

3. Evtog 600 (2) epydoipwy NUEPWY amé Tnv urtoypa@n TNG cuPBacng amd Tov apuodio opEa OIKOVOUIKAG
Slaxeiptong (E.AKE/EAKE.A.) i povo amd 1o kévipo Sieaywyng, émou dev xwpei oikovouikr Staxeipion, n
UTTOYEYPALIEVN OUUBAON ATTOCTEANETAL OTOV KUPLO EPELVNTH.

4., Y€ mepintwon ouolwdoug Tpomomnoinong TG cUPPBaAoNG LETA TNV évapén die€aywyng g KAVIKNG SoKi-
MAC amarteitatl n €k véou umoypa®n TG cUUEWVA e TI¢ Stadikaoieg, Ta SikatoAoynTikd kat ta Xpovodlaypdp-
pata mou meplypdgovTal oTnv mapovoa andgaacn. Otav dev cuvtpéxel ouclwdng TPOTOMOINGCN, OTIWG TLY.
6tav aAdalouv ta PéAN TNE EPELVNTIKNAC OUASAC (TTANV TOU KUPLOU EPELVNTH)), AVOKATAVEUOVTAL Ol AUOIBEC A
SlopBwvovTal Ta TOCA TWV EPYACTNPLOKWY eEETACEWV AOYW AavBaouEVNG APXIKAG EKTIUNONG N LEWWVETAL A
avéavetal n S1apKela TNS KAIVIKAC SOKIPNAC, APKEL N KATABECN TWV TPOTTOTIOINUEVWY EVTUTIWV.

5.Ta éyypaga kal ta SikalohoynTikd, cupmepiAapuBavopévng kat tng cupBaong Tou apBpou 1, Suvatai va
UTTOYPAQPOVTAL UE NAEKTPOVIKO TPATTO KAl AmOCTENNOVTA, EITE ATTIO TOV KUPLO EPEVVNTH E(TE ATIO TOV XOPNYO,
o€ nAekTpoVIKr SlebBuvon mou dnpoupyNBNKE Yl TOV OKOTIO AUTOV Kal €ival TTPooBAciun € GAOUG TOUG
(POPEIC KAl TIC UTTNPETIEC TTOU EUTAEKOVTAL 0TN SlaXEIPION TWV KAIVIKWY SOKIUWY. TNV TEPIMTTWON NAEKTPOVI-
KNG UTTOYPAPNG TWV EYYPAPWV 1/Kal TwV SIKAIOAOYNTIKWVY 1)/Kal TNG oUPBaon tou dpBpou 1, N NAEKTPOVIKH
uTTIOYPAPH EKAOTOU CUUBANOEVOU PHEPOUG YiVETAL ATTOSEKTH, EQOCOV TTANPOI TIG ATTAITHOELS TNG KEYKEKPIUEVNG
NAEKTPOVIKAG UTTOYPAPAG», OTIWG auTéG opiCovtal otov Kavovioud (E.E.) 910/2014 (elDAS).

6. H un tipnon twv mpoBea Wy yia TNV urtoypa®r TNG cUUBACNC, OTIWE TTEPIYPAPOVTAL AVWTEPW, TIMWPEITAL
ME TIC TTEIDAPXIKES KUPWOELG TOU ApBpou 7. O mpobeopieg Twv map. 1 Kal 2 avaoTéNNovTal, GE TIEPIMTWON TTOU
SlaMOTWVETAL AITIOAOYNUEVA N UN CUMITARPWON OTOIXEIWV TOU QAKENOU, e eUBUVN TOU KUPIOU EPELVNTH,
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Kat ouvexiCovtal PETA TN CUMTTANPWON TOU QAKENOU 1) TNV TIPOCKOULON TNG amd@aong £yKplong Tng map. 3
Tou AapBpovu 2.

ApBpo 4
KooTog voonheiag Kal epyactnplakwy Kat SlayVwoTIKWY EEETACEWY

1. Ot epyaoTnplakég Kat S1ayvwoTikEG e€€TAOELG oPeilouv va yivovTal evidg Tou XpovodiaypduaTtog Tou
TTPWTOKOAOU Miag KAVIKAG SOKIUAG KAl CUM@WVA UE TIC TIPOPAETTOUEVEC TEXVIKEC TTPOSIaypa@EéC. Xe Slago-
PETIKN TTEPITITWON, Ol AcBeveic mapaméumovTal o€ AMEC/eEWTEPIKEC SOUEC LYEIC 1 SIAYVWOTIKA KEVTPA TTOU
€MAEYEL O KUPLOG EPELVNTHG O€ CUVEPYATIa e TOV XopNYyod, € TO GUVOANKS KOOTOG TNG SATAvNg, CUUTIEPL-
Aaupavopévng kal tng damdavng yia tn Stakouidry, 6mmou amaiteital, va Bapuvel Tov xopnyo. H mapamopnn
1N n Stakoptdn Tou aoBevoug TpayaToTolEiTal HETA amd yypapn evnuépwon tou A.T.K.M. 1) Tou Mpagpeiou
Kivnong AoBevwy touhdytotov pia (1) nuépa mpty, pe uBUVN TOL KUPLOU EPELVNTH KAl OXETIKNA avagopd oTov
laTPIKO PAKENO TOU aoBevouc.

2.To kboToC TNG voonAeiag, cupmepAapufavouévng tne Kat' oikov Ste€aywyn g Hépoug TNS KAVIKAE SOKIUNC,
TWV EPYAOTNPIAKWY Kal SlayVWOTIKWV eEETACEWV, TNE TUXOV PAPUAKEUTIKNG damdvng kal Aotmwv Siadikaot-
WV TIOU TIPAYUATOTIOIOUVTAL EVTOG TOU KEVTPOU SIle€aywynG O€ CUUUETEXOVTEG OTNV KAWVIKH SOKIUR AOyw TNG
OUMMETOXAG TOUG O€ AUTAY 1 TTpoKaAoLVTAl e€AITIOC EMITAOKWY OTNV LYEIQ TOUG AOYW TNG CUPUETOXNG TOUG
oTnV KAWVIK Sokiun, Bapuvel Tov xopnyo. Ta @appaka (.. urto SoKIUR, EMKOUPIKA 1 ouyKpITikd YEODIT), Ta
omoia mpofAémovtal amod 1o MPWTOKOANO TNG KAVIKAG SoKIUAG, Suvavtal va mapayyEANOVTAL YId TIG AVAYKEG
Sle€aywyng TN amod To pappaKeio Tou kévipou die€aywyng kat amolnuiwvovTal évavtl Tou kévipou diefa-
Ywyng amoé tov xopnyo.

3. KaBe kA\vikr Sokiur amd tnv umoypaer tTng cupfaong Aappavel povadikd Kwdikéd aptBud, o omoiog
amotelei Tov «<Kwdikd Avagopdc Khvikng Aokipneg» (K.AA.K.A.) yia 0Aeg Tic mpda&elg mou SlevepyouvTal 0TO
TAQIOL0 auTAG KAl KataywpoLvTal avaldywe. MNa tov KA KA. evnuepwvetal appodiwg o KUPLoG EpELVNTNC,
0 0TT0{0C OPEINEL VA EVNUEPWOEL EYYPAPWE ONA TA HEAN TNE EPEVVNTIKAC OHASAC Kal Tov xopnyo. O K.A.K.A.
KATAXWPEEITAL OTOV NAEKTPOVIKO LATPIKO PAKENO KABE GUUUETEXOVTOC OTNV KAWVIKY SOKIUA aoBevolc.

4. H KooToAOYNON TWV AVAQEPOUEVWY OTNV TTAP. 2 OTIWC TTIPOKUTITOUV YIa KABE KAIVIKK SOKIUN CUUQWva
pe tov K.ALK.A., Sievepyeital amo TIC OIKOVOUIKEC UTTNPECIEC TOU KEVTPoU Sle€aywync, BAoel Twv emionuwv
TIHOKATAAOYWV TTOU TIEPINAMPBAVOVTAL OE OXETIKEG UTIOUPYIKEG ATTOPACELS Kal ekSiSeTal TO avtioTolxo popo-
Aoyikd TOPACTATIKO OTOV XopNnyo.

5. H katafolr Twv moowv Tng map. 4 yivetat and tov Xopnyo ameubeiag oto kévipo Sie§aywyngc, Le attio-
Aoyia mou cuvdéetal pe T Slevépyela TNG KAIVIKNAG SOKIUNG Kal avagopd Tou KAK.A.

6. Metd TV évapén Sie€aywyng tng KAVIKAS SOKIUAG Kal 060 autr SlapKeil, 0 KUPLOG EPELVNTAG, KATOTIIV
YVWoTOomoinong TG CUPPWVNG YVWHUNG TOU Xopnyou, umoxpeouTal va UTTOBAAEL EYYPAPWE OTIG OLKOVOUIKES
UTTNPEGieC Tou KEVTPOU Sle§aywyng OXETIKA EVNUEPWON YIa TO UPOC TOU KOGTOUC TV SIAYVWOTIKWY KAl EPEV-
VNTIKWV e€€TACEWV Kal 6T1 auTtd Sev emPBapuvel To KEvTpo Sle€aywyrig, TOV CUUUETEXOVTA 1) TOV ACPAANIOTIKO
POpPEa TOU CUMMETEXOVTA (I01WTIKS 1 SNUOO10), pvnuovevovTag Tov avtiotolyo K.A.K.A. H evnuépwon ameubu-
vetal 0to A.T.K.M. Tou kévtpou Sile§aywync fj, epooov autd Sev umdpxel, otn Atoiknon tou kévtpou die§aywynig
Kat uToBANeTal TTEPLOSIKA, CUMPWVA PE Ta 0pllopEeVa 0T cUUBaon. H TENIKA evnuépwon gival n evnpépwon
MePATWONG TNG KAVIKAG OOKIUAG Kat TTEPIANAUBAVEL TOV TEAIKO aplOUO TWV EVIAYHEVWY OE AUTAY AcBeVWV.

ApBpo 5
Otkovopikn Slaxeiplon KAVIKWY SOKIUWV HE @AppaKa
1. EmBAANAeTal €viaio TTOCOOTO TTAPAKPATNONG TIEVTE TOIG €KATO (5%) UTTEP TOL APPOSIOU POPEA OIKOVOLL-
Kn¢ Siaxeipong (E.AK.E/E.AK.E.A.) kat SekamévTe Tolg kato (15%) umép Tou KévTpou Sle€aywyng TG KAVIKAG
SOKIUAG PE PAPHAKO aTTO TIC AUOIBEC TWV EPELVNTWY, OTIWE AUTEC AVAYPAPOVTAL GTO EVTUTIO TOU TTPOUTTONOY!I-
OMOoU Tou €pyou. & Tiepimtwon mou dev poAémovTtal apolBEg epeuvnTwy Kat €€ autoL Tou Adyou Oev Xwpei
OlKOVOUIKA Slaxeipion amo Tov appoddlo Katd mepimtwaon gopéa olkovopikAg dtaxeipiong (EAK.E/EAK.EA.),
TO TOCOOTO TTAPAKPATNONG UTTEP TOU KEVTPOU Sle€aywync TS KAIVIKACS Sokiunc utohoyiletal i Tou cuvoAou
TOU TPOUTIOAOYIOHOU TNG LEAETNG KA KATABAMETAL ATTO TOV XOPNYO ATTEVOEIAC OTIG OLKOVOUIKEG UTTNPECIEG TOU
KEVTPOU Sle€aywync. ZXETIKN EVNUEPWON YA TIC KATABOAEC KATAXWPEITAL OTOV PAKENO TNG KAIVIKAG SOKIUAG.
2. H otkovopikn Slaxeipton piag KAVIKAG SOKIUNAG ME GAPHAKO TTOU TIPAYHATOTIOLEITAL O VOOOKOWEIQ TOU
EBvikoU Xuotiuatoc Yyeiag (E.X.Y.)  Movadec Wuxiknic Yyeiag tou EBvikoU Aiktiou Yrinpeowwv Wuxikng Yyeiag
(E.AY.LY.) Tnc map. 1 tou apBpou 6 Tou v. 5129/2024 (A’ 124), o€ oTPATIWTIKA VOGOKOUEIQ, 0TO NOONAEUTIKO
16pupa MetoyikoU Tapeiou Ztpatol (N.I.M.T.Z.) kat o€ VOONAEUTIKA IGPUUATA TTOU AEITOUPYOUV HE TN HOPYN
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N.M.LA. kat emomrtevovtat amd 1o Ymoupyeio Yyeiag (Qvdoeio Kapdioxelpoupyiko Kévtpo kat levikd Noookopegio
®eooalovikng Mamayewpyiou) yivetal péow tou EAK.E.A. Tnc oikeiag A.Y.Me.

H okovouikn Staxeipion piag KAMVIKAG SOKIUAG UE @APUAKO TTOU TTPAYATOTIOLEITAL O€ VOGOKOEiD Tou E.X.Y.
N og Movadecg Wuxiknig Yyeiag tou E.A.Y.WY. tn¢map. 1 tou dpBpou 6 Tou v. 5129/2024 (A’ 124), 0€ OTPATIWTIKA
voookoeia, 0to NoonAeuTiko 16pupa Metoxikou Tapeiou Ztpatou (N.I.M.T.Z.) o€ voonAeuTIKA 1dpUpaTA TTOU
Aertoupyouv pe tn popen N.ILLA. kal emomtevovtal and 1o Ymoupyeio Yyeiag (Qvdoeio Kapdioxelpoupyikd
Kévtpo kal levikd Noookopeio Oeooalovikng Mamayswpyiov), og Mavemotnuiakd Noookoueia appodlotntag
Tou Ymoupyeiou Maidegiag, ©@pnokeupdtwy Kat ABANTICHOU Kal 0TNV AVWVUMN €Talpia e TNV emwvupia «AlA
TPIAZ A.E.» kat tov Stakpitikd titho «EYTENIAEIO ©EPANEYTHPIO», ue kUplo epeuvnTh HéNoC A.E.N., yivetal péow
Tou E.AK.E. Tou MavemoTtnpiou, 0To omoio unnpeTei 0 KUPLOG EPEVVNTHG. TNV TIEPITITWOTN TTOU N OIKOVOUIKN
Slayeipion yivetal péow tou E.AK.E. Tou Mavemotnpiouv, To oo TNG MAPAKPATNONG UTIEP TWV SOUWV LYEING
Tou E.2.Y,, TwV OTPATIWTIKWY VOCOKOUEIWV KAl TWV VOONAEUTIKWV IGPUUATWY TTOU AEITOUPYOUV UE TN Hop®n
N.M.LA. ka1 emomrtebovTal amod 1o Yrmoupyeio Yyeiag (Qvaocelo Kapdioxelpoupyikd Kévtpo kat Mevikd Noooko-
peio ©@sooalovikng Mamayewpyiov) amodidetal amd Tov xopnyo ameubeiag oTIC OIKOVOUIKEC TOUG UTTNPEGIEC.

3. H kataoAn Twv mapakpatioewy TS map. 1, KaBWE Kal Twv apolfwy 0TOUC EPELVNTEC TTPAYUATOTIOIETAI
péow Tou appddlou popéa olkovoulkng dtaxeipiong (EA.K.E/EAK.E.A.) evidg tpiavia (30) pydoipwy nUEPWV
amd TNV KAtdBeon Tou TTOooU ATd TOV XOPNYO, EQOCOV AUTEC Sev £xouv KATABANBEI N, agoU TponyoUUEVWE
0 TENEUTAIOC EVNUEPWOEL YIa TO UPOC TOU TTOCOU TWV EPYACTNPIOKWY EEETACEWY TTOU KATERANE OTO KEVTPO
Sle€aywyng, CUUPWVA HE TOV EYKEKPIEVO TTPOUTTOAOYIOUS TNG KAIVIKAC SOKIUAC.

4. OLKATABOAEC aTIO TOV XOPNYO TTPAYHATOTTOIOUVTAL 0TASIAKA KAl GUUPWVA HE TO TTPOYPAUHA TTANPW WY
mmou TpoBAEMETal OTNV UTIOYPAPEica cuUPBaon.

5. O xopnyog umoxpeouTal TipIv amd TNV TEAIKH KATABOAR va UTToBANEL GTOV apUOSIO POPEA OIKOVOULKAG
Slayeiplong (E.AK.E/EAK.E.A.) kal 0to KEVTpo SleE€aywyng EVNHEPWON YA TNV TTEPATWON TNG KAVIKAG SOKIUAG
KO TO OTTOAOYLOTIKA OIKOVOIKA OTOIXEID TNC.

ApBpo 6
KAwvikég SoKIPES XapnAnG TapéuBaong
Ma tn Stevépyela KAVIKAG SOKIUAG XaUNARG mapéufaong, 6mwg autr opiletal otnv map. 3 Tou dpBpou 2 Tou
Kavoviopou (EE) apiBu. 536/2014 tou Eupwmaikou KotvoPouliou, ioxUouv ot S1atdéelg Tou mapdvTtog Ke@ahaiou.

ApBpo 7
Mel®apyikég Siatdelg

1. Emi adikatoAéyntwyv kaBuotepricewv i MANUPENOUC doknong KaBnkovtwy katd tn Stadikacia umoypa-
PNE NG cLKUPBACNC KAl OIKOVOUIKAC Slaxeiptong piag KAIVIKAG SOKIUAG: a) 0 YTToupyog Yyeiag, wg mEBapyIKOC
npoiotduevoc, Suvatal va emPBAANEl 0Toug AIOIKNTEC TWV VOONAEUTIKWY ISPUUATWY KAl TWV YYEIOVOUIKWV
MNepipepeiwv (Y.Me.) TNV ovh TG €mMmANENG R €KEivNG TOU MPOCTIHOU PEXPL Kal TOU UPOUE TwV ArmodoxXwv
€VOC UNVOC Kat B) o Aloikntrc g Y.Me. i o Aloikntnc ) Mpoedpog Tou voonAeuTtikoL 18pupaToC, we melbap-
XIKOG TpoioTtdpevog, Suvatal va emBalel ota péAn Tou EAK.E.A. 1§ Tou Emotnuovikol Zuppouliou (6mmou
TPOBAETIETAL N YVWUN TOU), QVTIOTOLXA, TNV TTOVH TNG EMIMANENG 1) TOU TIPOCTIOU PEXPLTO AUICU TWV PNVIAiwY
amodoxwv Toug.

2. Q¢ mpog tov melBapXIkS EAeYX0 TwV ALOIKNTWV/AIELOUVTWY TWV CTPATIWTIKWY VOCOKOUEIWV Kal Tou No-
onAeuTikoU I6pUatog Tou MetoxikoU Tapegiou Ztpatol (N.LM.T.E.), kaBw¢ kat twv Mpoédpwv Kal TwV HEAWVY TNG
Emrtpommc Epguvwy tou E.AK.E. Tuyxdvouv epapuooTéeC ol EKAOTOTE LoXUOUOEC SIATAEELC Yia TNV KaTnyopia
TOU gv Aoyw mipoowrtikoU. Q¢ melBapxiki motvry Suvatal va emPAnBei n movA TNG éyypaenc emmniAnéng  Tou
TIPOOTIUOU PEXPL KAl TOU UPOUE TOU NIICU TWV UNVIaiwV amodoxwv Toug.

KEQAAAIO I
MH MAPEMBATIKEXZ MEAETEX ME OAPMAKA

ApBpo 8
Y0upaon die€aywyng Un MOPEUPATIKWY HEAETWV HE PAPHAKA
lMNatnv amlovoteuon Kal emiomevuon TnS Sladikaciag ummoypaPng TNE cVPPaoNC yia T SlEVEPYELQ N TTAPEW-
BOTIKWV HEAETWV HE PAPHAKA LIOXUOUV TO TTPATUTIO CUMBACNG HETAED TOU XOpNYOoU, TOU KUPLOU EPELVNTH, TOU
VOUIPOU EKTIPOCWITOU TOU EKACTOTE KEVTPOU Sle€aywyn¢ KAIVIKNAE SOKIUAG @appdkou (dnudactou i 1I8IwTIKoV)
Kal KaTd mepinTwon Tou urreBUVOUL Tou apUOdIoU Popéa olkovoulkng Slaxeipiong (E.AK.E/E.AK.E.A.), kaBwg
Kat mpdTuma évtuma yia tnv amodoxn Slaxeiplong Tou £pyou, TNV €peuvNTIKA Opdda Kat Tov TPOUTTOAOYICUO
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TOU €pYyou, Ta omoid emouvAnTovTtal oTny mapoloa amogacn (MAPAPTHMATA A'2, B; " kat A') kat armoteAolv
AVATTIOOTIAOTO THAHA TNG. TuXOV emmAéov dpol 1 SlEVKPIVIOELS eMTi TOU TIPoTUTTOU cUPPBacNC TTou TiBevTal amod
ToVv Xopnyo Kat dev amokAivouv A €épxovtal o€ avtiBeon pe Toug OPOUE AUTOU, ETTICUVATITOVTAL OE OXETIKO
mapdpTnua tnG ouupaonc.

ApBpo 9
KataBeon aitnong yia tn die€aywyni pn mapeUBATIKWY PEAETWV UE @APUAKA

1. MapdAAnAa pe TV UTTOBOAN TOU PAKENOU Yla YWWHOSSTNON OXETIKA e T Sle€aywyn Hiag pun mapep-
BaTIKNG HEAETNG UE PAPHOKO OTN YPAUUATEID TOU appodiou EmoTtnuovikol ZUpBouAiou Tou VOONAEUTIKOU
16pupatoc N TN apuédiag Emotnuovikig Emtponng TnS ISIWTIKAS KAVIKAC 1 Tou Emotnpovikol Zuuouli-
ou MpwTtofaduag Opovtidag Yyeiag p Yuxikng Yyegiog tng olkeiag A.Y.Me., edv n perétn die€dyetal og e€w-
VOOOKOMELOKO TIEPIBAANNOV, O EMOTNHOVIKA uTTEUBUVOC UTTOBAANAEL oTo A.T.K.M. Tou Kévtpou Sie€aywync n
oTtn ypappateia tng Aloiknong, €dv dev vpiotatal A.T.K.M., f oto Tunua Epguvag kat Avantuéng tng otkeiag
AY.Ne., €av n perétn Sie€dyetal oe eEwvoooKopElaKkS TTEPIBANOY, KABWC Kal 0ToV Popéa OIKOVOUIKAC dla-
xeiplong (EAK.E/EAKE.A), @akeho, To ieplexdpevo Tou omoiou gival eviaio kat mepINapBavel TeploploTIKA
Ta akoAouBa: a) Tnv aitnon yia tn diefaywyn Un mapeUBaTIKAG LEAETNC/Epeuvag, B) To TPWTOKOANO (apKEl
KATd TNV uTtoBoAr To TPWTOKOANO OTA AYYALIKA Kal TTEPIANYN TOU 0TA EAANVIKA), Y) TO £VTUTIO OUVAIvESNC Kal
avTiypa@o Tou UANIKOU 1Tou SiVETal 0TOUG CUMHETEXOVTEC AoBeVeic, 8) To TANPOPOPLaKO LAIKS TTou ameuBUuveTal
OTOUC CUUUETEXOVTEG A0BEVEIC, OTTOL TIPOPBAETTETAL, €) TNV AVAUEVOUEVN AUOLBH/TTPOUTTONOYIOUO TOU KEVTPOU
Sie€aywyng, ot) Tn AMiota pe Ta oTolxEld (OVOUATENMWVUUO, TNAEPWVO, TIEPLOXH IOIWTIKOU 1ATPEIOL) TWV IOIWTWV
LATPWV TToU TTPOPAETETAL OTI O CUUPETEXOLV OTN PENETN, KABWC Kalt ) Tn cVPBaon Sie€aywyng Tng HeEAéTng/
€peuvag Pe OAA TNG T TTOPAPTHATA OE TEGCEPA (4) TPWTOTUTIA AVTITUTIA, TA £VTUTIA Yla TNV armodoxr Slaxei-
ploNg Tou £€pyou, TNV €pELVNTIKN oudda Kal Tov mpolmoAoyloud Tou €pyou.

2. EI81KOTEPA OTNV TTEPITITWON TWV YN TTAPEUPRATIKWY PEAETWV TTou Sle€dyovTal CUPPWVA E TNV EYKUKALO
Tou EO® 82798/22-11-2012, TOL KN TTAPEUPATIKEG LENETEG LETEYKPITIKEG ACPANEIAG 1) ATTOTEAECUATIKOTNTAG
(PASS/PAES) mou emiai\ovtat amod Apuodia Apxn yia Ste€aywyr amokAEIOTIKA Kal pévo otnv EAAAdq, emimAéov
TWV SIKAIOAOYNTIKWV TTOU avagEépovTal otnV map. 1 Tou mapovtog dpBpou amalTeiTal Kal n OXETIKN €YKPLon
Tou E.0.0.

3. MeTd Tov €AeyX0 Kal TN CUPITARPWON TOU QaKENOU, OTTOU amalteital, pe Tn cuvdpour tou A.T.K.M., edv
veioTatal, 1 ue TN ouvdpour Tou Tunuatog Epguvag kat Avantuéng tng otkeiag A.Y.Me., eav n perétn Oie-
Eayetal oe e€WVOOOKOUEIAKS TTEPIBANOV, KAl TTAVTWE TO APYOTEPO eVTOC TPIAVTA (30) EPYACIHWY NUEPWY
KATAd avwTtato 0plo anmd TNV Katdbeon Tou pakélou, To appodio katd mepimtwon Emotnuovikd ZupBouio/
Emotnpovikni Emtpomnn r to Emotnuoviké ZupfBouAio NMpwtofdduiag Opovtidag Yyeiag i Wuxikng Yyeiag, eav
N HEAETN Sie€dyeTal o€ eEwWVOOOKOUEIaKO TTEPIBANOV, YWWHOOOTEL OXETIKA HE TNV amodoxr TN Sie€aywyng
NG Z& mepintwon Ampaktng mapéhevong tng mpobeopiag Twv tptdvta (30) EpyAciuwy NUEPWY, TEKHAIpETAL
n Betikn yvwpoddtnon tou.

4. 'Ew¢ TNV ohokArppwon ¢ dtadikaciag tng map. 3 ) Tnv mapéhevon tng mpobeopiac Twv tpidvta (30)
EPYACILWY NUEPWY, 0 ApHOdIog popéag olkovoulkn g Siaxeipiong (E.A.K.E/E.AK.E.A.) Sie€dyel Toug amapaitn-
TOUG eEAéyXOUG OTO TTAQIOL0 TwV apUodIOTATWY Tou, Aaudavel SIEUKPLIVIOELG amd Tov EMOTNHOVIKA UTTELBUVO
Kal OPIOTIKOTIOLEL TNV TTPOC UTTOYPA®T) cUUPacN.

5. H katdBeon twv eyypdewv Kal Twv SikalohoynTikwv SUvaTal va YIVETAl 0 NAEKTPOVIKI LOP@Pr aTTd TOUG
Xxopnyoug, o€ NAeKTPoVIKA SleuBuvon mou dnuioupyeital TPog ToUTo Kal gival TPooBAcIUn o€ GAOUG TOUG
uTTeLBUVOUG yla TN SlaxEipIon TWV KAVIKWVY EPEUVWV POPEIC KAl UTTNPECIEC.

ApBpo 10

Ymoypagn cVppaong die€aywyng, KOOTOC VOONAEIAC, EpYA0TNPIAKWY Kal SIAYVWOTIKWY £EETACEWV

KOl OIKOVOIKH SlaxEiplon 1N MAPEUPATIKWY UEAETWVY UE PAPHAKA

1. O vOUIPOG eKTTPOOWTTOC TOU KEVTPOU Sle€aywyng i TNC A.Y.Me., v n pehétn die€dyetal o e€WVOCOKOUEL-

aKO TEPIBANNOV, EVTOG TIEVTE (5) EPYACIUWY NUEPWV ATTO TNV armoSoxH 1} TNV TEKUAlpOueVn amodoxn TG map. 3
Tou dpBpou 9, umoypdgel Tn cLPPacn Sle€aywyng TNG PN TTOPEUPRATIKAG LEAETNG OTO CUYKEKPIUEVO KEVTPO,
CUVEKTIMWVTAC TNV KATtd TTEPIMTWon OeTikn yvwpodotnon n Tekpalpduevn BeTikn yvwpodotnon tou Emotn-
povikoU ZupBouliou/Emotnuovikng Emtpomig f tou Emotnuovikol ZupBouliou Mpwtofdbuiag Opovtidag
Yyeiag ; Wuxikic Yyeiag, eav n pehétn die€dyetal o€ e§wvoooKOUEIOKO TTEPIBANNOVY, TNV TUXOV KOGTOAOYNON
OxeTIKWV €£66wv mou oxetiCovtal pe Tn dle€aywyn T HEAETNG, TN BePaiwon kKAAUYNG Twv €€60wWV amd Tov
X0pPNYo, KaBwg kat Tnv avdaykn dtapuAa&ng TG OMAANG EKTEAECNG TOU KAVIKOU £pyou.
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2. Metd amé Tnv umoypa®r TN, N UNoyeypauévn oupBaon pe OAd Ta TapaPTAMATA TNE, LETA TOU GUVOAOU
ToU QakéNou, cupmepAapBavopévng Tng amodoxng TNG LEAETNG amd To EMoTNUoVIKO ZupBoUAlo/EMOTNUOVIKNA
Emtpor ) to Emotnuovikd ZupBouAio Mpwtofaduiag ®povtidag Yyeiag ri Yuxiki¢ Yyeiag, ) Tou avttypdgou
NG MPWTOKOANUEVNG AiTNONG O€ TEPITTWON TeKAIpOeVNG armodoxng, dtafialovtal evidg duo (2) epydot-
Hwv nuepwy, amd to A.T.K.M. Tou kévtpou Sie€aywyng r and Tn ypaupateia tng Aloiknong, dv dev vpioTtatal
A.T.K.M,, i amo 1o Tunua Epguvag kat Avantuéng tng olkeiag A.Y.MNMe., edv n peAétn die€dyetal os ewvoooko-
HELaKO TTEPIBANOV, oToV apuodio popéa oikovouiKig dtaxeipiong (E.A.K.E/E.AK.E.A.) kal umoypageTtal evtog
OKTW (8) epydoIpwy NUEPWV armd TNV Mapalafn f T CUUTARPWOT Tou o€ TEPIMTWOon eANeiPewv. Agv XwpEi
olkovouIKN Slaxeipion o€ mepimtwon mou Sev MPoAEMoVTAL AUOIBEG EPELVNTWV.

3. Evtoc Suo (2) epydoipwy nUEPWY ammd TNV UTToYPA®r) TG oUUBAONC ATTO TOV VOUIUO EKTTPOCWITO TOU
apuédiou popéa olkovouikig dtaxeipiong (EAKE/EAKE.A.) i and 1o kévipo Sle€aywyng, omou dev Xwpel
olKovouIKR Slaxeipton, n ummoyeypauévn oUPPBaon amooTEAETAL GTOV KUPLO EPELVNTH.

4. Ta éyypaga Kal ta dikatohoynTikd, cupmephapBavouévng kat Tng cupufacng tou dpbpou 8, duvatal va
UTTOYPAQPOVTAIL UE NAEKTPOVIKO TPOTTO KAl ATOCTEANNOVTAL, EITE ATIO TOV KUPLO EPEVVNTH E(TE ATIO TOV XOPNYO,
o€ nAektpovikr dlevBuvon mou dnuioupynBNKE Yl TOV OKOTIO AUTOV Kal gival TPooBAciun o€ GAOUC TOUG
(POPEIC KA TIC UTTNPETIEC TTOU EUMAEKOVTAL 0TN SlaXEIPIoN TWV KAIVIKWY SOKIUWV. TNV TEPIMTTWON NAEKTPOVI-
KNG UTTOYPAPAC TWV EYYPAPWV /KAl TwV SIKAIOAOYNTIKWV fi/Kal TNG oUMBAoNG Tou apBpou 8, N NAEKTPOVIKN
UTTIOYPAQH| EKAOTOU CUUPBANNOUEVOU HEPOUC YIVETAL ATTOSEKTH, EQOCOV TTANPOI TIC ATTAUTHOELG TNG «EYKEKPIMEVNC
NAEKTPOVIKAC UTTOYPAPRG», OTIWC auTéC opilovtal otov Kavovioud (E.E.) 910/2014 (elDAS).

5. Y& mepimtwon ouolwdoug Tpomomoinong TG cuuBaong yia tn die€aywyn Un mMapepPatikig LENETNG P
(PAPMAKO, ATTAITETAL N EK VEOU UTTOYPAQT) TN SUMPWVA Pe TIG Sladikaoieg, Ta SikatoAoynTikd Kal Ta xpovodia-
YPAUUATA TTOU TIEPLYPAPOVTAL OTIC TTPONYOULEVEC TTAPAYPAPOUC. OTav Sev ouvTpéxel ouolwdnG TpoToToINON,
OTIWG T1.X. OTAV AAAACOUV TA HEAN TNG EPELVNTIKAC OPAdAC (MANV TOU KUPLOU EPELVNTH), AVAKATAVELOVTAL Ol
apolféc i SlopBwvovtal Ta Tood TWV £PYACTNPLOKWY eEETATEWV AOYW AavBaopuévng apxIKnG eKTiUNoNG A
pelwveTal i av€dvetal n S1apKela TNG KN TTAPEUPATIKNAG KAIVIKAG HEAETNG, APKEi N KatdBeon Twv Tpomonoln-
MEVWV EVTUTIWV.

6. H un thpnon Twv mpoBecuiwy yila TNV umoypagn TG cVPPBACNC CUPPWVA HIE TIC TIPONYOULIEVEC TIAPA-
YPAQPOUG, TIHWPEITAL LE TIG TTEIBAPXIKES KUPWOELG TOL ApBpou 7. a TNV avacToAr Twv PoBeouIwy Twv Ttap. 1
Kal 2 epappoletal to Sevtepo €6A@lo TNG Tap. 6 Tou dpbpou 3.

7. Ma TNV OIKOVOIKN Slaxeipton Twv pn MapeUBaTIKWY HEAETWV PE QAPUAKO, EpOoOV Oev TTPOoPAEmETAl
avtifeta oTic S1aTAEIC TOU TTAPOVTOC KEPAAaiou, LoxUouv ol Slatdéelc Tou apBpou 5.

ApBpo 11
KboTtog voonheiag kal epyaotnplakwy Kat S1ayvwoTIKwY eEETACEWY
KdaBe pun mapepfatikr peAéTn amod tnv umoypa@r TN ouPaonc Aaupdvel povadikd Kwdiko aplBuo, o
ormoiog amoteAei Tov «Kwbikd Avagpopdc Mn MapeuPatikig MeAETNG» yia ONEC TIC TTPAEELG TIEPAV TNE LATPIKNG
TIPAKTIKNC TTOU SlEvEPyOUVTAL EVTOC TOU KABE KEVTpOoU 0To TMAAio1o TNE Sie€aywyn ¢ TNG MEAETNC Kal amaltouvTal
arno To MPWTOKOANO. MMa To KOOTOC TNE VOONAEIOC KAl TWV EPYACTNPIAKWY Kal SIayVWOTIKWY eEETACEWY TOU
mponyouuevou edagiou epapuodlovtal ot Statdéeic Tou apbpou 4.

KEDAAAIO 1lI
KAINIKEZ EPEYNES ME IATPOTEXNOAOTIKA MPOTONTA KAl MEAETES. KAINIKQN EMIAOZEQN
ME IN-VITRO AIATNQZTIKA MPOIONTA EKTOZ TOY MAAIZIOY THE MPOBAEMOMENHE XPHZHE TOYX

ApbBpo 12

ZUupBaon die€aywyng KAIVIKWY EPELVWV LE IATPOTEXVOAOYIKA TTPOTOVTA EKTOC TOU TTAALCIOU TNG
TTPORBAEMOUEVNC XPNONG TOUG 1] LEAETWV KAIVIKWV EMEOCEWV L€ in-vitro S1ayvwoTIKA Tpoidvta
EKTOC TOU TIAALCIOU TNG TTPORAETOUEVNG XPrONG TOUG

MNa tnv am\ovoteuon Kat emiomevon ¢ dtadikaciag umoypagnc cuuBacncg yia tn Sie€aywyn KAIVIKAC
€PEVVAC UE LATPOTEXVONOYIKA TTPOTOVTA EKTOC TOU TTAALGIOU TNG TTPORBAETTOUEVNC XPHONG TOUC TTOU EUTTITITEL OTA
apBpa 62 £wc 82 tou Kavoviopou (EE) 2017/745 i peAéTNG KAIVIKWV eMEOOewV UE in-vitro SlayvwoTikd mpoid-
VIO EKTOC TOU TIAALGIOU TNE TTPOBAETTOEVNC XPONE TOUC TTOU EUMINTEL 0Ta ApOpa 58 €w¢ 77 Tou Kavoviouou
(EE) 2017/746, peta&L tou Xopnyou, ToU KUPLOU EPEVVNTH, TOU VOUILOU EKTTIPOCWTIOU TOU EKACTOTE KEVTPOU
Sie€aywync (dnuoaciou N ISIWTIKOV) Kal KAtd TEPIMTWon Tou uTELBUVOU Tou APUOSIOU POPEA OIKOVOUIKAG
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Slaxeiptong (E.AK.E/EAK.E.A.), 1oxUouv To TpOTUTIO CUMPBACNCE, KABWCE KAl TTPATUTIA €VTUTIA Yid TNV armodoxn
Slayeiplong Tou €pyou, TNV EPELVNTIKH OAdA Kal TOV TTPOUTIOAOYIOMO TOU €PYOU, TA OTTOIA ETTICUVATITOVTAL OTNV
mapoVoa amdé@acn Kat amoTeAoVV avanmoomaoto Turiua ¢ (MAPAPTHMATA A'3, B, I kat A'). Tuxov emimAéov
0pol 1y SIEVKPIVIOELS €TT{ TOU TTPOTUTTOU CUKPBACNG TTOU TiBevTaL amd TOV X0pNnYo Kal Sev amokAivouv 1} épxovtal
o€ avTiBeon Pe Toug 6POUG AUTOU, EMGOUVANTTOVTAL OE OXETIKO MAPAPTNHA TG CUUBACNG.

ApBpo 13

KatdBeon aitnong yia tn die€aywyn KAVIKNG EPEVVAG LE LOTPOTEXVONOYIKA TTpoidvVTa

EKTOC TOU TIAALGIOU TNG TTPOPBAETTOUEVNG XPIONG TOUG I LEAETWV KAIVIKWYV EMOOCEWV HE in vitro
S1ayVWOoTIKA TIPOIOVTA EKTOG TOU TIAALGIOU TNG TTPOBAETOUEVNG XPHIONG TOUG

1. MapdAAnAa pe TV UTTOBOAN PAKEAWV Yia TN SLEVEPYELA KAIVIKAG EPEUVAC LUE LATPOTEXVOAOYIKA TIPOIOVTA
€KTOG TOU MAALGIOU TNG TTPORAETOUEVNG XPIONG TOUG 1 LEAETNG KAVIKWV eMOSCEWV WE in-vitro SlayvwoTikd
TTPOIOVTA EKTOC TOU TTAALGIOU TNG TTPOPAETOUEVNG XPNONG TOUG TIPOoG aéloAoynon amd tnv EBvikn Emitporh
Agovtoloyiag (E.E.A.) i/kat éykpion amo tov E.0.Q., cuppwva pe Tnv mpoBAemopevn Siadikacia, o KUPLOG EPEV-
vntic urtoBdaiAel oto A.T.K.M. Tou kévtpou Sle€aywyn¢ rj otn ypaupateia tng dloiknong, eav dev vpiotatal
A.TK.M., kaBwg kat otov appodio popéa olkovouikng dtaxeiptong (E.A.K.E/EAK.E.A.), paKeNo, TO TTIEPLEXOUEVO
TOv oroiou ival eviaio Kat TEpIAAUBAVEL TTEPIOPIOTIKA Ta aKOAOLOA: a) TNV UTTOYEYPAUUEVN OTTO TOV XOPNYO Kal
TOV KUPLO €peLVNTH oUPPBaoN He OAa TA TTAPAPTAHATA O TEOOEPA (4) TPWTOTUTIA AvTiTUTIQ, B) TNV TTEPIANYN
TOU TIPWTOKOANOU OTNV EANANVIKA YAWOOQ, Y) TN cUPBacn ac@diiong, 6) Tic e€oucloS0TAOEIC TWV EUTTAEKOE-
vwv oTn Sle€aywyn ETAPIWV KAl TOV pONO AUTWV Kal €) Ta évtuma yla tnv amodoxn dtaxeipiong touv épyou, TV
€PELVNTIKA opAda Kat Tov TPOUTTOAOYIOUO TOU €PYOU.

2. 'Ew¢ TNV oAokAnpwon tng aflohdynong amod tnv E.E.A. i/kat Tng éykplong amo tov E.O0.Q., étav anartei-
Tal CUUEWVA PE TNV TTPofAemopevn Sladikacia, To kévtpo Sle€aywyng Kal 0 apuodIoc GopPEAC OIKOVOUIKAG
Siaxeiptong (E.AAK.E/E.AK.E.A.) Sie€dyouv Toug amapaitntoug eEAEYXOUG OTO TTAGICLO TwV APHOSIOTATWY TOUG,
AapBdavouv SIEVKPIVICELC aTTO TOV KUPLO EPEVVNTH, OTTOU ATTAITOUVTAL, KAl OPLOTIKOTIOIOUV TNV TIPOG UTIOYPA®N
ouupaon.

3. Metd v ékdoon yvwung amo tnv E.E.A. ii/kat tnv éykpton amod tov E.O0.Q., 6Tav anaiteitat GUPQwva Y
™V pofAemduevn Sladikacia, o KUPLOG EPELVNTHC EXEL UTIOXPEWON VA EVNIEPWOEL TNV APPOSLa yia TNV TTa-
paAafr} Tou PakéNov LTTNPECIA TOu KEVTPOU Sle€aywyrg OXETIKA e TNV €KPBaor] TNE, uToBANNOVTAC OE QUTHV
€VTOC OU0 (2) EpYACIPWY NUEPWY amrd TNV KovoToinor TG, Tn OXETIKN anogacn tou E.0.0., 6tav vgiotatal/
amaiteital, KaBwg kat tn yvwun tng E.E.A., TPOKEIPEVOU YIa TIG KAIVIKEG EPEVVEC LUE LATPOTEXVOAOYIKA TTpoidvTa
Twv ApBpwv 62 £w¢ 82 tou Kavoviopol 2017/745 kat yia TIG LEAETEG KAIVIKWV eMIOOCEWV LIE in vitro dlayvw-
OTIKA TIpoidvTa Twv ApBpwv 58 £¢w¢ 77 Tou Kavoviopol 2017/746. X mepimtwon apvnTIKAG amd@aong amo
v E.E.A./N kattov E.0.0., n e€€MEN ¢ Sadikaciag StakomTeTal, PETA amd OXETIKA EVNUEPWON aTtd TOV KUPLO
£PEUVNTH EVTOC TNG TTPOBEoUiag Tou Tponyouuevou edagiou.

4. H katdBeon twv eyypdewv Kal Twv SikatoAoynTiKwy SUvaTtal va yiveTal o€ NAEKTPOVIKHA Lop@r amd Toug
xopnyoug, og nAektpovikr SleuBuvon mou dnuloupyeital TPog ToUTo Kal givat TPooBAcipn og OAOUG TOUG
urreLBUVOUC yla TN SlaxEipIon TWV KAVIKWV EPEUVWV POPEIC KAL UTTNPECIEC.

ApBpo 14

Ymoypa@n TnG ouPPaong yia tn Sie€aywyr KAIVIKAG EPELVAC UE LATPOTEXVOAOYIKA TTpoiovTa
EKTOC TOU TIAAICIOU TNG TIPORBAETOMEVNC XPHIONG TOUC I LEAETWV KAIVIKWV EMMIOOCEWV LE in vitro
S1ayvVWOoTIKA TTPOTIOVTA EKTOC TOU TTAALGIOU TNG TTPOPBAETTOUEVNG XPIONG TOUG KAl OIKOVOULKA
Slaxeipion autwy

1. O VOUIOC EKTIPOOWTIOC TOU KEVTPOU Sle€aywyng umoypd@el Tn cUUPBaAon, evtog TEVTe (5) epydoipwy
nUEPWV amd Tnv umoBoAr otnv apuddia unnpecia Twv ano@doswv tng E.E.A./A kat tou E.O.D., cuppwva pe
Vv map. 3 Tou dpbpou 13.

2. Evtéc 600 (2) epydoipwy nUEPWV arrd TNV LTTOYPAPH TNE ATTO TOV VOUILIO EKTTPOCWTTO TOU KEVTPOU Ole-
Eaywyng, n umoyeypappévn cuuBaon pe To cUvolo Tou @akéhou SiapiBalovtal amod 1o A.T.K.M. Tou kévtpou
Sle€aywyng n amo tn ypappateia tng dloiknong, edv dev veiotatal A.T.K.M., otov umevBuvo Tou apudSiou
popéa olkovoiKnig Slaxeipiong (E.A.K.E/E.AKE.A.), 0 omoiog Tnv umoypd@el evidg okTw (8) epydoipwy NUEPWY
anod Tnv mapaAafr, HeTd amo éykplon TnG amd tnv Emtpor Epeuvwv o€ TePIMTwon mou gpopEAg OIKOVOUIKNG
Slaxeipiong gival EAK.E. A.E.l.. Z& epIMmTWon KAIVIKWV EPELUVWV I LEAETWV KAIVIKWV EMMIOOCEWVY PE UNOEVIKEC
apolBéc (media 1, 2 kat 3 tou MAPAPTHMATOZX. A «[TPOYTMOAOTIEMOX. EPTOY>») Sev amatteital n uroypaen
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™G oVpPaong amd tov apuodio popéa olkovoulkng Siaxeipiong (EA.K.E/EAK.E.A.) kal yivovTal ol OXETIKEC
TIPOCAPUOYEC OTO OLKEIO TPOTUTIO CUUBAONC.

3. Evtoc Suo (2) epydoipwy nuepwy amd tnv urmoypa@r tnS cuPacnc and tov apuodlo @opéa olkovo-
MikAG Slaxeiptong (E.AK.E/EAKE.A.) f amd 1o kévtpo Sie€aywyng, omou Sev xwpei olkovoutkn dtaxeipion, n
UTTOYEYPALEVN CUUBAON ATTOCTEANETAL OTOV KUPLO EPELVNTH.

4. Y ¢ mepinTwon ovolwdoug Tpomomnoinong TNS cUUBaoNng HETA TNV évapén die€aywync TnS KAIVIKAC épeuvag
1 MEAETNG KAVIKWV ETMIOOCEWY ATTAITETAL N €K VEOU UTTOYPAPN TNG CUPPWVA UE TIC Sladikaoiec, Ta Sikalolo-
YNTIKA KAl Ta Xpovodiaypdppata mou meptypdgovtal oTnv mapouoa anogacn. Otav dev cuvtpéxel ouolwdng
Tpomomnoinon, 6TWG T.X. 0Tav AANALOLV Ta HEAN TNG EPELVNTIKAG OPASAC (TTANV TOU KUPLOU EPELVNTH), AVAKA-
TavépovTal ot apolPég i SlopOwvovTal Ta TOod TWV EPYACTNPIOKWY £EETACEWV AOYw AavBaopévNG apXIKAG
EKTIUNONG 1 MEWWVETAL 1) au€dveTal N SIAPKELD TNG KAIVIKNAG EPELVAC 1] LEAETNG KAIVIKWV EMOOCEWY, APKE( N
KATABEoN TWV TPOTTOTIOINUEVWY EVTUTIWV.

5.Ta éyypaga kat ta SikaloAoynTikd, CupmePIAapBavouévng Kal tng cupaong Tou apbpou 12, duvatal va
UTTIOYPAQPOVTAL UE NAEKTPOVIKO TPOTIO, OTIWC TIPOoAEémeTal 0To deuTeEPO £6APIo TN TTap. 5 Tou Apbpou 3 Kal
amooTéNNoVTAL, €iTE ammd TOV KUPLO EPEUVNTH EITE ATIO TOV XOPNYO, O NAEKTPOVIKN SlebBuvon mou dnuioup-
YAONKE yla Tov okomod auTév Kal gival TpooBAcipn o€ OAOUC TOUG POPEIC KAl TIG UTTNPECIEC TTOU EUTTAEKOVTA
otn Slaxeipion Twv KAVIKWV SOKIUWV. TNV TTEPIMTWON NAEKTPOVIKAG UTTOYPAPHG TWV EYYPAPWY /KAl TWV
SlkalohoynTIKwy R/Kal TG oVPPBAoNG, N NAEKTPOVIK UTTOYpA®r EKAOTOU CUUPBANNOEVOU HEPOUG YiveTal
anmoOeKTH, EPOCOV TTANPOI TIG ATTAITHAOELG TNG KEYKEKPIUEVNE NAEKTPOVIKI G UTTOYPAPN G, OTIWE AUTEC opifovTal
otov Kavoviopo (E.E.) 910/2014 (elDAS).

6. H un tipnon Twv mpoBeo Wy yia TNV urtoypaer TNS cVUBAoNC, OTIWE TTEPIYPAPOVTAL AVWTEPW, TIMWPEITAI
ME TIC TEIBAPXIKEG KUPWOELG TOL ApBpou 7. OL poBeopieg Twv Tap. 1 Kal 2 avacTéNNovTal O€ TIEPITTTWON TTOU
S1amoTWVETAL AITIOAOYNMEVA N N CUUTTARPWGT EAAEITTOVTWY OTOIXEIWY TOU GAKENOU 1) N N TIPOOKOUIO TWV
amo@daocswv TG E.E.A./1 kat tou E.0.Q., ue euBUVN TOU KUPLOU EPELVNTH, KAl GUVEXICOUV PETA TN CUUTTARPWON
TOU QAKENOU | TNV TIPOOKOUION TWV ATTOQACEWV TG TTap. 3 Tou dpbpou 13.

7. Ava@opikd pe Tnv olkovouikn Slaxeipton, epappoletal To dpBpo 5.

ApBpo 15
KooTog vooneiag Kal epyactnplakwy Kat SlayvwoTIKwY EEETACEWY

1. K&Be KAVIKA €peuva PE LATPOTEXVONOYIKA TIPOTOVTA EKTOG TOU TTAALGIOU TNG TTPORAEMOUEVNG XPNONG
TOUG N MEAETN KAIVIKWV EMSOCEWV HE in-vitro S1ayvwoTIKA TTPoIdVTa EKTOC TOU TTAAIGIOU TNE TPOBAETOUEVNC
XProNG Toug amo Tnv umoypa@n tTnG cuuPaong AapBdvel povadikd Kwdiko aplBud, yia OAeG TIg TPAEELG TTOU
SlevepyouvTal eVTOC TOU KABE KEVTPOU 0To TMAAIC10 TNG Sle€aywyn g TNG EpEuvac/EAETNG KAl ammartouvTal amd
TO OXETIKO TTPWTOKOANO.

2. Na 10 KOOTOG VOoNnA&iag Kal EpyacTnPLOKWV Kal S1ayVwOoTIKWV EETACEWY, TNG TUXOV QAPUAKEUTIKAG
Samdvng kat Aotmwyv Stadikaolwy 1mou TEPIAAPBAvovVTal 0TO TTAAICIO KAIVIKAG €PEVVAC UE LATPOTEXVOAOYIKA
TTPOIOVTA 1) MEAETNG KAWVIKWVY EMSOOEWV UE in Vitro S1ayvwoTIKA TPoidvTa EKTOC TNG TTPOPBAETOUEVNG XPNONG
TOUC, CUUTTEPIAAMBAVOUEVWY KAL TWV UTTIO €PELVA KAL TWV CUYKPITIKWY LOTPOTEXVOAOYIKWV TIPOIOVTWY, EQAp-
polovrtal avaldywg ot dlatd&elg Tou dpbpou 4.

KEDAAAIO IV
KAINIKESZ EPEYNES ME IATPOTEXNOAOTIKA MPOTONTA KAI MEAETES. KAINIKQN EMIAOZEQN
ME IN-VITRO AIATNQZTIKA MPOIONTA ENTOZ TOY MAAIZIOY THE MPOBAEMOMENHS XPHZHE TOYX

ApBpo 16

J0pPaon dle€aywyng KAVIKWY EPEVVWV HE LOTPOTEXVOAOYLKA TTPOTOVTA EVTOC TOU TTAALGIOU TNG
TTPOPBAENOPEVNG XPNONG TOUG 1} LEAETWV KAIVIKWV MSOOEWV M€ in-vitro S1ayvwoTikA Tpoidvta
EVTOC TOU TIAALGIOU TNG TTIPOPBAETTOUEVNG XPrIONE TOUG

lNa tnv amlovoTtevon Kalt emiomevon TN dladikaciag umoypa@nc tnE cuUPBacnc yia tn Slevépyela KAIVIKAC
£€PEVVAG LUE LOTPOTEXVONOYIKA TIPOIOVTA EVTOE TOU TIAQLGIOU TNG TPOPBAETTOUEVNG XPHONG TOUG 1 LEAETNG KAVIKWV
emMOOOEWV L€ in-Vitro S1ayvwoTIKA TIPOIOVTA EVTOC TOU TTAALGIOU TNG TTPOPBAETOUEVNG XPHONG TOUG META&Y TOU
XOPNYOU, TOU KUPLOU EPEVVNTH, TOU VOUILOU EKTTIPOOWTTOU TOU EKACTOTE KEVTPOU Sle€aywyng (dnuooiou r 161-
WTIKOV) KAl KATA TIEPITITWON TOu UTTELBUVOU Tou apPpOSIoU Popéa olkovoulkng Slaxeipiong (E.AK.E/E.AK.EA.)
toxVouv To TPOTUTIO CUKPBACNC, KABWG KAl Ta TTPOTUTIA €VTUTIA Yia TNV amodoxn dlaxeiplong Tou €pyou, TNV
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£pELVNTIKA opdda kal Tov mPoUTToAoYIoUO TOU €PYOU, TA OTToIA ETTICUVATTTOVTAL OTNV TTAPoUCa amd@acn Kal
amote oLV avamdéonaoTto TURpa TNG (MAPAPTHMATA A'4, B, I kat A'). Tuxdv emimhéov 0pol i SIEUKPIVIOELG €T
TWV TIPOTUNTWV cUKBaoNC TTou TiBevtal amod Tov Xopnyo Kat Sev amokAivouv 1 épxovTal o€ avTiBeon He Toug
OpPOUC AUTOU), EMOUVANTTOVTAL OE OXETIKO TTAPAPTNHA TG CUMPBAONC.

ApBpo 17

KatdBeon aitnong yia t dieaywyn KAVIKAG EPEVVAG HUE LOTPOTEXVONOYLKA TTPOTIOVTA EVTOC TOU
mAaLGiou TNG TIPOPBAEMOUEVNC XPHONG TOUG 1 LEAETNG KAVIKWY EMOOCEWV UE in-vitro SlayvwoTikd
TPOIOVTA EVTOC TOU TIAALGIOU TNG TTIPOPBAETTOUEVNG XPIONG TOUG

1. MapdAAnAa pe TNV UTTOBOAR PAKENOU YIA YVWHOSOTNON OXETIKA PE TN Sle€aywyn KMIVIKAC €peuvag Ue
LOTPOTEXVOAOYIKA TTPOIOVTA EVTOC TOU TAALGIOU TNG TTIPORBAEMOUEVNC XPNONG TOUG I} LEAETNG KAIVIKWVY EMOOOEWV
ME in-vitro SlayvwoTikd mpoidvta evidg Tou MAALGiou TG TPOPRAEMOUEVNE XPONG TOUC OTN YPAUUATEIO TOU
appodiou Emotnuovikou Zupouliou Tou vVOonAEUTIKOU I6pUHATOC 1 TNG appodiag Emotnuovikig Emtpormg
NG WOWTIKAG KAVIKAG 1 Tou Emotnpovikou XupBouliov Mpwtofaduiag Opovtidag Yyeiag 1y Yuxikig Yyeiag
¢ oikeiag A.Y.Me., €dv n peAétn Sie€dyetal oe e€wvoookopElakd TTEPIBANOY, 0 EMOTNHOVIKA LTTELBUVOC
uroBaAAel oto AuToTteAég Turpa KAvikwv Meletwv (A.T.K.M.) Tou kévtpou Sle€aywynig f otn YPOUUATEID TNG
Aloiknong, eav dev vpiotatal A.T.K.M., i oto Turua Epeuvag kat Avantuéng tng oikeiag A.Y.MNe., edv n HeEAETN
Sie€ayetal o e€wvoookouelakd epIBaNNov, kaBwc Kat oTov appodlo popéa oikovopiki dtaxeipiong (E.AK.E./
E.AK.E.A.), @dkelo, To TIEPIEXOHEVO TOU OTTOIOU £ival eviaio kal TepIAApBAvel TTEPIOPIOTIKA Ta akOAouBa: a)
TNV €MOTOAN KATdBeoNG yia T Sie€aywyn KMVIKAG £PELVAC/UENETNG KAVIKWY EMOOCEWV ) TO TTPWTOKOANO
(apkei katd TNV LUTTOBOAA TO TTPWTOKOANO OTA AyYAIKA Kat TIEPIANYT TOU oTa EAANVIKA), Y) TO €VTUTIO ouvdi-
VEONC KAl aVTiypapo Tou UAIKOU TTou S{VETAL OTOUG CUUUETEXOVTEG AoBeVEic, 6) TO TANPOPOPLAKO UAIKO TTOU
ameVBOUVETAL OTOUG CUUUETEXOVTEG AODEVEIC, OTIOU TIPOPBAETETAL, €) TNV AVAUEVOREVN AUOLB/TPOUTTOAOYIOUO
TOU KEVTPoUL Sle€aywyng oT) Tn AMoTa e Ta OTOIXEID (OVOUATEMWVUHO, TNAEQPWVO, TTEPLOX T ISIWTIKOU LATPEiOL)
TWV ISIWTWV 10TPWV TTOU TIPOPBAETETAL OTI B CUUUETEXOUV OTNV KAIVIKN £pEuva/PENETN EMOOCEWY, KABWE Kal
() Tn oupPaon Sie§aywyng TNG KAIVIKNG EPELVAC/UENETNG EMOOCEWV E ONA TNG TA TTAPAPTHUATA OE TEOOEPQ
(4) MPWTOTUTIA AVTITUTIA, TA EVTUTIA YId TNV amodoxr Slaxeiplong Tou €pyou, TNV EPEUVNTIKH OpAda Kal Tov
TIPOUTTOAOYIOO TOU €pYOu.

2. X1nv mepintwon Sie€aywyng KAIVIKAC €PEVVAC UE LOTPOTEXVONOYIKA TIPoidvTa TTou untdyeTal oto dpbpo
74 map. 1 tou Kavoviopol 2017/745, i HeAETNG eMOOCEWV UE in-Vitro S1ayvwoTIKA TTPOIdVTA TTOU UTTAYETAL OTO
AapBpo 70 map. 1 tou Kavoviopou 2017/746, i oto dpbpo 58 map. 2 Tou Kavoviopol 2017/746, av epnmAékovTal
ouvodoi S1ayvwong Kal XpnoloTTolouvTal OVO evaTopeivavTa SeiyaTa, EMMAEOV TwV SIKAIOAOYNTIKWY TTOU
avagépovtatotnv map. 1 ummodarAetar kal BeBaiwon TnG OXETIKAG Kovoroinong mpog tov E.O.O. kal amatteital
n pn ékdoon apvnTikAg yvwung amod tnv E.E.A.. H umooAr Tou pakélou yia aflohdéynon amo tnv E.E.A. xwpei
mapdAAnAa pe tn Stadikacia tne map. 1. Ewg tnv ohokAnpwon tn¢ Stadikaciac a&lohdéynong amo tnv E.EA,,
TO KEVTPO Sle€aywyng Kat o KATd TEPIMTwon aprodlog popEag OIKOVOUIKAG Staxeipiong Sie€dyouv Toug ana-
PAITNTOUC EAEYXOUC OTO TIAAICIO TWV ApUOSIOTATWY TOUC, Aapavouv SleuKpIvioelg amd Tov KUPLo EpeuVNTH,
OTIOU ATTAUTOUVTAL KAl OPICTIKOTIOIOUV TNV TTPOC UTIOYPAQPr) CUUBAON. € TTEPIMTWON ApVNTIKAC YVWHNG aTtd
v E.E.A., n €e€€NiEn TN¢ Stadikaaciag SiakOTTETAL, PETA ATTO OXETIKA EVNUEPWON ATTO TOV KUPLO EPEVVNTH EVTOC
NG MpoBeopiag Tou mponyouuevou edagiou.

3. Metd tov €AeyX0 Kal TN CUMTARPWON TOU PakéAou, érou amaiteital, pe tn ouvdpopun tou A TK.M., av
veiotatal, 1§ pe tn ouvdpoun Tou Tunuatog Epeuvac kat Avamtuéng tng oilkeiag A.Y.Me., eav n pehétn diea-
YETAL O0€ E€WVOCOKOUEIOKO TTEPIBANOV, KAl TTAVTWC TO apyOTEPO EVTOC TPIAVTA (30) EPYACIUWY NUEPWV KATA
avwTaTo 6plo amd TNV NUEPOUNVIa KATABeoNC TOU PAKENOU ATTO TOV EMOTNOVIKA UTTEVOULVO, TO APUOSIo KATA
nepintwon Emotnuovikd XupfBoulio/Emotnuovikn Emtporni i to Emotnpoviko ZupBouiio MpwtoBddutag
Opovtidag Yyeiag ri Wuxiknig Yyeiag Tng oikeiag A.Y.Me., yvwpoboTel OXETIKA e TNV amodoxr TG die§aywyng
NG Y€ MEPIMTWON AMPAKTNC Mapéleuong TN mpobeopiag Twv Tplavta (30) EpYACIUWY NUEPWY, TEKUAIPETAL
n Betikn yvwpodotnon tou.

4."Ewg v ohokAnpwon tng Stadikaaoiag r tnv mapéheuon tng mpoBeopiag tng map. 3 Tou TapovTog, 0 ap-
péS10¢ popéag otkovouikng Saxeipiong (E.AK.E/EAK.E.A.) Sie€dyel Toug amapaitnToug eEAéyxoug 0To AdiC10
TWV appoSIOTATWY Tou, AapBdavel SIEUKPIVIOEIC amd ToV EMOTNUOVIKA UTTEUBUVO Kal OPIOTIKOTIOLEL TNV TTPOG
uroypaen cuupaon.

5. H katdBeon twv eyypdewv kat Twv SikalohoynTtikwy SUvaTal va YIVETAL O NAEKTPOVIKN HOP®H ATTIO TOUG
xopnyoug, og nAektpovikr SleuBuvon mou dnuloupyeital TPog ToUTo Kal gival TPooBAcipn og OAOUG TOUG
uTTELBUVOUG yla TN SlaxEiplon TWV KAVIKWV EPEUVWV POPEIC KAl UTTNPECIEC.
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ApBpo 18

Ymoypaen cUpaong Sie€aywynig KAVIKAG EPELVAC E LATPOTEXVOAOYIKA TTPOIOVTA EVTOG TOU
mAaLoiov TNG TIPOPBAEMOUEVNG XPHONG TOUG 1 LEAETNG KAVIKWYV EMOOCEWV UE in-vitro SlayvwoTikd
TTPOIOVTA EVTOC TOU TTAAICIOU TNG TTPOBAETTOEVNC XPIONG TOUG Kal OLKOVOUIKH Slaxeipton autwy

1. O VOIHOG EKTTPOOWTTOG TOU VOONAEUTIKOU 18pUpatoq 1 g A.Y.Me., edv n épeuva/pelétn Sie€ayetal
o€ e£WVOOOKOUELIOKO TTEPIBANNOV EVTOC TIEVTE (5) EPYACIHMWY NUEPWV ATIO TNV AmoSOoxH 1] TNV TEKUAIPOMEVN
amodoyn TG map. 3 Tou dpBpou 17, urtoypdgel tn cUUPacn Sie€aywyng KAMVIKAG EPEVVAC UE LATPOTEXVOAOY!I-
KA TTpOoTéVTaA £VTOC TOU MAALGIOU TNG TTPOPRAETTOUEVNG XPHONG TOUG i LEAETNG KAIVIKWV EMOOCEWV I in-vitro
SlayVWOoTIKA TIPOIOVTA EVTOC TOU MAALGIOU TNG TTPOBAEMOUEVNG XPIONG TOUG, CUVEKTIMWVTAG TN O€TIKN YVWHO-
60TNoN N TNV TEKPALPOpEVN BETIKN Yvwrod6Tnon Tou Emotnuovikol Zupouliou/EmMoTnOVIKAG EMMTPOoT(
r Tou Emotnuovikou ZuppouAiou Mpwtofdduiag ®povtidag Yyeiag  Yuxikig Yyeiag tng oikeiag A.Y.Me., eav
n épeuva/uehétn die€ayetal og e€WVOOOKOUELOKO TIEPIBANAOV, TNV KOOTOAOYNGN TUXOV OXETIKWVY £€0OWV TTOU
oxetiCovtal pe ™ dle€aywyn) NG épeuvac/HeNéTng, Tn BeRaiwon kAALYNG Twv e€68wWV Ao Tov XopNnYo, KABw¢
Kal TNV avaykn dla@uAa&ng TN opaAng EKTEAECNG TOU KAIVIKOU €pYOu.

2. Metd amd tnv umoypa@n tng cupPaocng die€aywyng, n umoyeypappévn cupPaocn pe dAa ta mapapth-
MATA TNG, LETA TOU GUVOAOU TOU pakEéNOU, CUUTEPINAUBAVOUEVNG TN ATTOSOXIC TNG EPEVVAC 1 TNG MEAETNG
Katd mepimtwon anoé 1o Emotnuovikd XupBouAio/Emotnuovikn Emtponn r to Emotnpoviké ZupfouAio
Mpwtofdaduiac ®povtidag Yyeiag rp Yuxiknig Yyeiag tng olkeiag A.Y.Me., €dv n épeuva/pelétn Sieayetal o
e&wvoookouElakd TEPIBANNOVY, 1) TOU avTlypd@ou TNG TTPWTOKOAANUEVNC AITNONC OE TTEPIMTWON TEKUAIPOLE-
vng amodoxng, dtafiBdalovtal evtog dvo (2) epydoipwy nuepwy, amd to A.T.K.M. Tou kévtpou Sie§aywynes n
amo TN ypaupateia tng Aloiknong, av 6ev vgiotatal A.T.K.M., otov apuodio popéa olkovouIKAG Slaxeiptong
(E.AK.E/EAK.E.A.) kal urtoypa@eTal VIOC OKTW (8) EpYACIHMWY NUEPWVY artd TNV TTapaAafr fj TN CUPTTARPWON
TOU O€ TIEPIMTWON EANEIPEWV.

3. Evtoc dUo (2) epydoipwy NUePWV amo TNV uroypaen TG olUPACNC Ao Tov ApHOSIo POPEA OIKOVOUIKAG
Siayeiptong (E.AK.E/EAKE.A.) i povo amod 1o kévipo Sie€aywync, émou Sev xwpei olkovouikn Slaxeipion, n
UTTOYEYPAEVN OUUBAON ATTOCTEANETAL OTOV KUPLO EPEUVNTH.

4. H pn ™pnon Twv mpoBeoULwy UTTOYPAPNE TNG CUUBACNC CUMPWVA LIE TIG TTPONYOUUEVES TTAPAYPAPOUC,
TIMWPEITAL YE TIC TTEIDAPYXIKEG KUPWOELS TOL ApBpou 7. OL pobeopisg Twv map. 1 kal 2 avacTéN\ovTal o€ Te-
pimtwon mou SIATMOTWVETAL AITIOAOYNHEVA N UN CUUTIARPWON EANEITOVTWY OTOIXEIWV TOU PAKEAOU i N N
TTPOOKOUION TwV amo@dcewv tn¢ E.E.A./f kat Tou E.0.0., pe euBUvn Tou KUpLou gpeuvnTr, Kal cuvexilovtal
META TN CUUTTARPWON TOU QAKENOU 1 TNV TIPOOKOUION TWV ATTOPACEWY TG TTap. 2 Tou dpbpou 17.

5.Ta éyypaga kat ta SikaloAoynTikd, cupmEPIAapBavouévng Kal tng cupaong Tou dpbpou 16, Suvatal va
uTIoYPAPOVTAL PE NAEKTPOVIKO TPOTTO, OTIWC TTpoAémeTal oTo SeUTePO £8A@lo TNE TTap. 5 Tou dpbpou 3 Kal
amootéN\ovTal, €ite amod Tov KUPLO EPELVNTH EITE ATTO TOV X0PNYO, 0€ NAeKTPOVIKN dlebBuvon mmou dnpioup-
YAONKE yia Tov oKomo auTtdv Kal gival TPooAcipun o€ OAOUG TOUG YOPEIG KA TIG UTTNPECIEC TTOU EUMTAEKOVTAL
otn Slaxeipion Twv KAVIKWV SOKIUWV. TNV TTEPIMTWON NAEKTPOVIKAG UTTOYPAPHG TWV EYYPAPWY /KAl TWV
SIKaloAoyNTIKWV r/Kal TNG oUPPBAONG, N NAEKTPOVIKE UTTOYPA®H EKAGTOU CUUBAAOUEVOL PéPOUG YiveTal
amodeKTH), EPOCOV TTANPOI TIC ATTAITHOEIC TNE «EYKEKPIUEVNC NAEKTPOVIKIC UTTOYPAPC», OTIWC AUTEC opilovTal
otov Kavoviouo (E.E.) 910/2014 (elDAS).

6. X& mepintwon ovciwdouc Tporonoinong TnS cuuBaonc yia tn die€aywyry KAIVIKAC €pEUVAC UE laTPO-
TEXVOAOYIKA TTPOIOVTA €VTOC TOU TIAALGIOU TNG TIPOPBAEMOUEVNG XPrIONG TOUG 1| MEAETNG KAIVIKWV eMOOOEWV
ME in-vitro Sl1ayvwoTIKA TIPoidvTa VT TOL TTAALGIOU TNE TIPORAETOUEVNC XPHONG TOUC, ATTAITEITAL N €K VEOU
urroypa®n TNG cUHPWVA PE TIG S1adIKaoieg, Ta SiKkatoAoynTiKA Kal Ta XpovodiaypdpuaTa mou meptypd@ovTal
OTIG TPONYOUUEVEG TTapaypd@ouc. Otav Sev ouvtpéxel ouolwdng TPOTOToINOoN, OTTWG T1.X. OTAV aAAdlouv Ta
MENN TNG EPELVNTIKAG OUASAC (TTANV TOu KUPLOU £PELVNTH), AvakaTavépovTal ol apolBéc i Slopbwvovtal Ta
TTOOA TWV £PYACTNPIOKWY EETACEWY AOYW AavBaopévng apXIKNG EKTIUNONG, apKEi N Katabeon Twv Tporo-
TTOINUEVWY EVTUTTWV.

7. Ta v olkovouikn Staxeiplon KAIVIKAG €PEUVAC LUE LOTPOTEXVOAOYIKA TTPOIOVTA EVTOG TOU TTAALGIOU TNG
TPOPAENOUEVNG XPrIONG TOUC 1 MEAETNG KAIVIKWY EMISOCEWV e in-vitro S1ayvwoTIKA TTPoIdvTa EVTOC TOU
mAaloiou TNG MPOPAETTOEVNG XPNONG TOUG, £pdoov Sev TpoAéneTal avTiBeta ot SlaTdElg TOU TTAPOVTOG
Kepahaiou, loxvouv ol Siatdaelg Touv dpOpou 4.

ApBpo 19
KooTog voonheiag Kal epyactnplokwy Kat SiayvwoTIKwY EEETACEWY

1. KaBe KAVIKR €peuva e 1aTPOTEXVOAOYIKA TTPOTOVTA EVTOG TOU TTAALGIOU TNG TTPORAETOUEVNG XPrONG
TOUG I MENETN KAIVIKWV EMMISOCEWV E in-Vitro S1ayvwoTIKA TTPoIdVTa EVTOC TOU TTAAIGIOU TNE TTPOBAETTOUEVNC
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XPrONG TOUG armd TNV urtoypa@r TG cUUPBaonS Tou dpbpou 16 Aapupavel povadiko KwOIKO aplOud, yia OAeG TIC
TPAEIC TEPAV TNE LATPIKAC TTPAKTIKAC TTou SlEvEPYOUVTAL EVTOC TOU KABE KEVTPoU aTo mAaiclo TnE Sie€aywyng
NG MEAETNG Kal amaitouvTal and To OXETIKO TPWTOKOANO.

2.T1a 10 KOOTOC TNG VOONAEIC, TWV EPYACTNPIOKWY KAl SIAYVWOTIKWV £EETACEWY, TNG TUXOV QAPHUAKEUTIKAG
Samdvng kat Aotmwv Sladikaciwy mépav TS ouvrnBoUC 1ATPIKNAC TIPAKTIKAG TTOU amaitolvTal anmo To TTPWTO-
KOM\O KaTd TN Sie€aywyr] KAIVIKAG €PEVVAC LIE LATPOTEXVOAOYIKA TTPOIOVTA 1 LEAETNG KAIVIKWY EMOOCEWV HE
in vitro S1ayvWwoTIKA TPOIdVTA EVTOC TN TTPOPAETOUEVNC XPHONG TOUC, E@apuolovtal avardywg ot Slatdéelg
Tou ApBpou 4.

KEDQAAAIOV

ApBpo 20
EpeuvnTikéC epyacies xwpic @APHAKA 1 1ATPOTEXVOANOYIKA TIPOoTOvVTA N in-vitro SlayvwoTikd mpoiovta
(MeNéTn/épeuva)
O1diatééeig Tou Kepahaiou Il epappolovral Kat 0TIC EPEVVNTIKES EPYATIEC XWPIC PAPLAKO, LATPOTEXVOAOYIKO
TPOIOV 1 in vitro S1ayvwoTIKO TTPoidV. MNa SleUKOAUVON, XPNOIUOTIOLEITAL TO TTIPOTUTIO TETPAUEPOUC cUHPBACNC
VIO TIG PN TTOPEUPATIKEG LENETEG TTOU ATTOTEAE TAPAPTNHIA TNG TTAPOUCAG LE TIC AVAYKAIEG TTPOCAPHIOYEC.

KEDQAAAIO VI
NOIMEX AIATAZEIX

ApBpo 21
Mn eumOpPIKEG KAVIKEG SOKIUEG UE PAPHAKO, KAIVIKEG EPEVVEC LIE LATPOTEXVOAOYIKA TTPOIOVTA
N LEAETEC KAIVIKWVY eMISOCEWV LE in vitro SlayvwoTikd mpoiovta

1. ZTIC N EUTTOPIKEC KAVIKEG SOKIUEG, OTTwC opiovTal oto onpeio 10, Tou dpBpou 2, Tng uTtd oTolXEla
5a/59676/2016 Kolvr¢ UTTOUPYIKAC amdgaong (B’ 4131), oTi¢ omoieg 0 xopnyo¢ ival Nuedamo VOoNAEUTIKO
i6pupa n mavemoTApio, SNUOOCIOC EMOTNHUOVIKOG POPEAC 1) UN KEPOOOKOTIIKY 0pYAVWON, ME PAPHAKEUTIKA
TIPOIOVTA TTOU £XOUV ASEL0 KUKAOQOPIAG OTNV ENANVIKA ayopd, Ta ApUaKa TNG KAVIKAS Sokiung Suvavtal va
anolnpwvovtal amod toug Oopeic Kuplag Aapdaiiong (OKA), petd amoé anmdégacon tou AlotknTikol Xupouliov
TOU VOONAEUTIKOU I§pUHATOC, XWPIG KA OIKOVOUIKH EMPBAPUVON TOU CUUUETEXOVTA. ZTIC TTEPUTTWOELG AUTE,
Sev epappdlovtal ol Siatdelc Twv apBpwv 4 kal 5. Ta pappaka SlatiBevtal HEow Tou YAPHIAKEIOU TOU OIKEIOU
vOoNnAeUTIKOU I8pUHATOC UTTO TNV €UBUVN TOU KUPLoU gpeuvnTH, 0 oToiog Sev amaAldooetal anod ) Stadikacia
TOU AOYIOTIKOU ammoAoylopoU Twv @apudkwy (drug accountability).

2. 2TIG UN EUTTOPIKEG KAVIKEG LENETEG HE LATPOTEXVONOYIKA 1 in-Vitro S1ayvwoTIKA TTPOIdVTA TTOU KUKAO(O-
POUV VOUIUA 0TNV ENNVIKHA ayopd, OTIG OTTOIEG 0 XOPNYOG eival nuedamd voonAeuTiké iSpupa A TavemoTALO,
SnNUOCIOC EMOTNPOVIKOC POPEAG I N KEPSOOKOTTIKI) 0pYAVWON, Td €V AOYW TIPOIOVTA TNG KAIVIKIC UENETNC
Suvavtal va amolnuwvovtatl amd toug opeic Kuplag Aopdiiong (DKA), petd amd amdg@acn Tou AloiknTikou
Yupouliou Tou VOONAEUTIKOU I6pUHATOC, XWPIG KA OIKOVOUIKY EMBAPUVON TOU CUUHETEXOVTA. XTIG TIEPL-
TITWOELC AUTEC, Oev epapuolovtal ot Slatdelc Tng map. 7 Tou dpBpou 14, kabBwe kat Tou dpBpou 15. Ta mpoidvta
SilatiBevtal pé¢ow tou Mpageiov MpounBeiwv kat Ataxeiplong YAIKOU ToU OIKEIOU VOONAEUTIKOU I&pUUATOG UTTO
TNV €uBLVN TOU KUPLOU EpELVNTH, 0 oToiog bev amaANdcoeTal amo Tn S1adikaacia Tou AoyloTIKOU AmoAoYIGUOU
TWV LATPOTEXVOAOYIKWV TTPOTIOVTWY 1 in-vitro SlayvwoTikwy poidvtwy (device accountability).

ApBpo 22
Metafatikéc Statdéelc
Exkpepeic artnoelg, Kabwc kat eykpIOgioeg KAIVIKEC SOKIUEC, N TTAPEUPATIKEC LENETEC UE PAPUOKO, OL KAIVIKEC
€PEVUVEC JIE 1ATPOTEXVONOYIKA TTPOTOVTA, Ol MEAETEG KAVIKWV eMOOCEWV UE in vitro SlayvwoTikd mpoidvta, ol
AOIUTTEC EPEVVNTIKEC EPYAOTIEC XWPIC PAPHAKA ] 1ATPOTEXVONOYIKA TTPOTIOVTA 1) in Vitro S1ayvwoTIKA TpoidvTa Tou
Sev éxouv ohokANpwOei katd TNV évapén 1oxVo¢ TNE Mapovoag aglohoyouvTal Kal OAOKANpwvovTal CUUPWVA
ME TIC Slatd&elg mou 1oXVoLV KATA ToV XpOVo KATABEONG TWV OXETIKWY AITHOEWV.

ApBpo 23
Katapyoupeveg Alatdéeig

A6 Tn dnuooiguon TG mapoloag Katapyeital n uno otolxeia A3(a)oik. 36809/3.6.2019 (B’ 2015) koivn
UTTOUPYIKA amo@aon «Tpomomoinon Kat cUPMARpwaon TNS M5a/59676/2016 (B'4131) andgpaong Twv YIToupywy
Otkovopiag kat Avamtuéng kat Yyeiag "Alata&elc yia tnv e@appoyn tou Kavoviouou (EE) apiBp. 536/2014 tou
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Eupwmaikou KotvoBouliou kal Tou Zupfouliou TN 16n¢ Ampidiou 2014 yia TIC KAIVIKEC SOKIUEC TTOU TIPOOPI-
Covtal yta tov dvBpwto Kal Tnv katdpynon tng Odnyiag 2001/20/EK"».

H mapouoa cuvodevetal amd mapapTAUATA TTOU ATTOTEAOUV AVATTOOTIACTO HEPOC AUTHC.

H anmogaon autr 1oxvel and t dnuoocieuor| TnG.
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NAPAPTHMA A'1
ZYMBAZH AIEZAFQIHz KAINIKHZ AOKIMHZ

KAwikn Sokiu pe titho: [...] (edpe€nc wg n «Aokiu» A/kat we N « KAk Aok »).
Xopnyog tatpeia:
Etalpeia eknpoownovoa tov Xopnyo otnv EAAada (av epapudletal):
Mpoidvta unod Epsuva
e Yo Aokiur) @appoka:
o Juykpltikd Qdapuoka:
e Ewovika Dappoka:
Emkoupikd Qappoka:
MpwtdékoAlo:

Ap1Ou6g EUdraCT/EU CT:

EpguvnTiko KEVTPO SLeaywyng tnG KAVIKAG SOKLUAG:

Inuepa, T [...] (epe€ng we n «nuepounvia teleutaiag untoypadig»), Ta MAPaKATw cUBaAAOUeVa LéEPN, MToL:

Ad' evog n etapeia pe v enwvupia [..], nomola  €dpevel otny [...] kal pe A.O.M. [...] kat A.O.Y.
[...], vouua ekmpoowrolpevn amd tov/tny [...], evepyoloa otnv EAAASA wg 0 Xopnyog TN KAWVLKAG SOKLUAG
Suvapel el81knG pog ToUTo cUPBAcEWS/e€oucLo80THOEWS, €€ OVOUATOC KL yla Aoyaplaopo tng aAhodarrg
gToLpeiag pe tnv enwvupia [...], edpe€ng kahovpevn otnv mapovoa SUpBaon we o «Xopnydg/CRO»,

Ad' etépou o/n k. [..], latpdg[...] tng [...] KAwikng/ tou [...] TuRpartog tou [...] Nocokopeiou kat pe A.O.M.
[...] kat A.Q.Y. [...], kaAoUpevog/kahoUuevn ede€i¢ otnv mapovoa kal ota Mapaptripata authg wg o «Kuplog
Epeuvntng/Kupla Epeuvitplan ri/kal wg o «Emotnuovikd YrieuBuvog/YreuBuvn» tng KAWIKAG SOKLUAG,

Entiong oupBarAopevo o [...] Noookopelo, mou e6peleL oty [...], emitng odou [...], ap. [...], ue A.O.M. [...] kat
A.0Y. [...], vOuLua EKTPOCWIOUHEVO ard Tov/Tnv Aotkntrh/Alokrtpla autou, K. [...], kahoUpevo epefrc otnv
mapovoa we to «Noookopeion

ko 0 Qopéag Atayeipiong E.AK.E. tou [...] Navemotnuiouv/E.AK.E.A. tng [...]" Y.ME [...], mou £8peveL otnyv [...],
ent tng odou [...], ap. [...], ue A.O.M. [..] kat A.O.Y. [..], VOULUO EKTIPOCWTTIOUUEVOG amod tov/tnv K. [...],
kaAoUpevo edefng otnv mapovoa wg «E.AK.E./E.A.K.E.A.», 6rou ebapudletal.

AEAOMENOY OTI:

. H etapeia pe tnv enwvupia [...], n omola amoteAel Tn xopnyo etaipeia tng KAWLIKAG SOKLUAG, £xovtag U
i8tov Aoyaplacpd n Sud Aoyaplaopod tng avwtépw aAlodamng etaipeiag, OAa Ta SikolwpATa KAl TLG
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UTIOXPEWOELG TIOU N L8LOTNTA TOU XOpnyoU GUVETTAYETAL VORLKA KO TIPOAKTLKA oo TNV LoXU0oU o KOLWVOTIKNA
Kol €0vik vopoBeoia, evwmiov OAwv Twv opuodiwv apxwv Kot ¢opéwv Kal mpoPaivel o OAeG TIG
QMAPALTNTEG EVEPYELEC TIOU 0 VOUOC amaltel yia tn ARbn eykploswv kat adswwv yia tn vopun dte€aywyn
NG KAWIKNG SOKLUAG, oUWV e TIC Statdelg tng Loxvouvoag vopoBeaiag repl KAWVIKWY SOKLUWV Kal Tiepl
edappoyng opbNg KAWVLKNG TIPOKTIKAG KATA TLG KAWIKEG OOKLMEG DOPUAKWY TIPOOPL{OUEVWY YLa. TOV
avBpwro, kabwg kat cuudwva pe TG KateuBuvtrpleg 08nyleg OpOng KAwikng Npaktikig (ICH - Good
Clinical Practices).

Il. O Xopnyog/CRO £xeL {nticel amd tov Kupo Epeuvnt va Sie€dyel tnv KAk Sokiur] kot and to
Nocokopeio Kat To poowrikd Tou va arnodexBouv tn Sie€aywyn Tng KAWIKAG SOKLUNAG OTIG EYKATAOTACELG
tou Noookopeiou, n onola enyopnyeitat ard tov Xopnyo kat adopd Mpoiovta und Epeuva (Yo AoKiun
dapuaka, Zuykptika Pdappoka, Ewkovika Odppaka kAwikng Sokiung) kot ta Emikoupikd Pdappoka,
oUpdwWva PE TO YKEKPLUEVO MPWTOKOANO TNG KAVLIKAC SOKLUNG.

lll. To Nocokopeio €xetL tnv appodiotnta va arodexBei tn Sie€aywyr] TN KAWLKAG SoKLUAg Kot Slabétel Tov
KatdAAnAo efomAlopo wote va amodexBel tn Sie€aywyr AUTAC OTIG EYKATACTACELS TOU Kal o Kuplog
EpeuvnTti¢ SnAwvel OTL €xel ouPdWVROEL v avaAdBeL TNV euBUVN yla Tn Ste€aywyr TG KAWVLKAG SOKLUNG,
n omnoia Ba Sie€axBel otnv [...] KAk tou [...] Noookopueiou, to omoio undyetat otnv [...]" Yyelovouikn
MNepidépeta [...].

IV. Ta pépn &nAwvouv otL n Ste€aywyn Tng KAWLKAG Sokiung Ba yivel cuudwva pe a) thv toxlouoa vopoBeaia
mepl KAVIKWY SOKLUWY PaprAKwV Tpoopllopévwy yLa Tov avBpwro, B) Tn oXeTIKA €ykplon Sleaywyng tng
KAWIKAG Sokung amod tov EBvikd Opyaviopd Gappdkwv (E.0.d.), y) toug dpoug nou kabopilovtatl oto
MpwTtOKoA\O, OTLC TPOTIOMOLACELG I)/Kat 0TI TTPooBrkeg Tov, 8) Tig KateuBuvtnpleg O8nyieg OpOAg KALVIKAG
MNpaktikAg (ICH - Good Clinical Practices),e) tov Kwdika latpikrg AgovtoAoyiag Kat 0T) TouG OPOUG Kat TLG
npoUnoBEoelg mou TiBevtal mapakdtw otnv napoloa.

V. H owovoutkn Staxeipion tou €pyou SnAwvetal otL Ba yivel péow tou Ewdikol Aoyaplaopol KovSuliwv
‘Epeuvag kat Avartuéng (E.AK.E.A.) tng [...]" Y.NE. [...]/ péow tou Edikov Aoyaplacpol KovSuliwv Epsuvag
(E.AK.E.) Tou [..] Mavemnotnpiou. (Ze mepimtwon WSwTkwv NOONAEUTIKWY ISPUUATWY N OLKOVOLKNA
Siaxeipon dnAwvetal otL Ba yivel [...] (cupmAnpwvetatl avaloywg)).

AapBavopévwy umoYn Twv EL0OYWYKWY SNAWOEwWY, Twv apolBaiwv UMOOXECEWV Kal CURGWVLWY TIOU
SlatunwvovTtal e TNV tapouoa, To cUUBaAAOpeEVa LEPN CUUDWVOUV ELBIKOTEPA WG OLKOAOUOWG:

1. Awefaywyn t™ng KAWLKAG SOKLUAG

1.1 Ot cupBaAAdpevol cupdwvouv OTL To NMPWTOKOAND, WG KOl TTACO VORIUWG EYKEKPLUEVN TPOTIOTOINON
auToU, AMOTEAEL AVATOOTIAOTO KEPOG TG Ttapoloag ZUBaong.

1.2 O Kiplog Epeuvntig ocupdwvel vo TapEXEL TNV EMAYYEAUATIKN TOU €€EL8IKELON KAl yvwaon ylo Tn
Ste€aywyn TNG KAWVLIKAC SOKLUAC oUWV e TO NMPWTOKOANO He KwSLKO [...] KAl npepounvia €kdoong tnv
[...], w¢ Kot cUpdWVA PE TACO VOUIUWG EYKEKPLUEVN TPOTOMOINON AUToU, KaBws Kal cUUGWVA HE TIG
Slatdéelg TnG LoxVouoag KOLWVOTLKAG Kol £BVLKNG vopoBeaiag mepl KAWVIKWY SOKLUWVY Kal Ttept ebapUoyng
0pONC KALVLKAG TPOKTLKNAG KOTA TLG KAVIKEG SOKIUEG DOPUAKWY TIPOOPLIOMEVWY YLla TOV AvOpWIo Kot
oUpdwva pe tig KateuBuvtripleg 08nyieg Opbrg KAwikng Mpaktikng (ICH - Good Clinical Practices, ede€ng
w¢ «KatevBuvtnpleg 0b6nyieg ICH-GCP»), Tig koBoplopéveg mpobeopieg KAl TOUG OPOUG KOL TIG
nipoUnmoBéoelg autng tng ZUPPaoNG.
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Y& nepintwon mou o Kuplog Epeuvntng nadel va cuvepyaletal e To Noookopeio, Ba urtoBalet Eyypadn
gldomoinon mpog tov Xopnyo £vtog XpovikoU SLaoTAaTog TMEVTE (5) NUeEpWVY ammd ThV avakolvwaon g
OVOXWPNONAE TOU KoL TouAdyLotov TpLavta (30) NUEPWV TTPLV TNV NUEPOUNVIA avaxwpnong tou. Npog tov
OKOTIO OUVEXLONG TNG OLOANG SLe€aywyng TnG KAVIKAG SoKLnG o KUpLog EpeuvnTtig eyyudtat otov Xopnyo
otL Ba mopapeivel EMIOTNUOVIKA UTEUOUVOC TNG KAWLKAG SOKLUAG €wg OTou oplotel véog Kuplog
Epguvntng. O Xopnyog Ba £xeL to Sikaiwpa va oploet orolovénmote véo KUplo Epguvntr, Sloplopévo oto
Noocokopeio. O véog Kuplog Epeuvntig unoxpeoltal Vo CUUPWVIOEL E TOUG OPOUG KL TLG SLATALELG
QUTAG NG ZUPPBaonG. e mepimtwon mou o Xopnyog &ev oploel tov véo Kuplo Epeuvntr, Unopel va
Katayyelhel autn tn ZVuBacn cVudwva pe o ApBpo 2.2. KatwTépw kat To Noookopeio Ba npofet oe
OAEG TLG AMAPAITNTEG EVEPYELEG TIPOKELMEVOU VAL UAOTIOLNOEL TNV oo acn Tou Xopnyou.

O KuUplog Epeuvntng upmopel va opiost tpito mpoowma Omwe Umopsl va Kplvel amapaitnto, wg
ouvepyalOUEVOUC EPEUVNTEC yla va ocupPBdarlouv otn Se€aywyn tng KAWIKAG Sokwung. OAol ot
ouvepyalduevol €peuvnTég Bal elval EMOPKWE KOTAPTIOMEVOL, EYKOipWCG OLOPLOMEVOL WE TPOTO
OoUVEPYAOLAG yVWOTO oToV Xopnyo Kat Ba Slatnpeital oXETIKA Uiat TARPWE EVNUEPWHEVN KOTAOTOCN TWV
UG QUTAV TNV LOLOTNTA GUUUETEXOVTWY. Mpv amod tv avdAnn omolaodnmote UmoxpEwong Kal
Ste€aywyng onotacdnnote Sladikaciag oto mMAaioo tng KAWLKAG Sokiung, o(ol) cuvepyalduevog(ol)
epeuvntng(-£€¢) Ba €xeL (-ouv) AaPel TG amapaitnteg eykpioelg amo tov E.0.Q., oludwva pe Ta
nipoPAenopeva. O Kuplog Epsuvntig Ba ival amokAelotikd umelBuvog yla t dtelBbuvon kat emonteia
TETOLWV OPAS WYV OUV-EPELVNTWY, OL OTtoloL o€ KABE mepimtwon Ba Seopevovtal pe Toug i§loug dpoug Kal
npolmoBéoelg, onwg o Kuplog Epeuvntng, cupudwva pe tnv mapovoa ZUpPBaocn. To Noookopeio kat o
KbUplog Epeuvntig eival amokAelotikd umeUBuvol yla TG umnpeoieg mou Oa mapgxovial amd To
TIPOOWTTLKO TOUG KOl EyyuwvTal OTL auTtég Ba mapacyxebouv amd ta appodia kal KatdAAnAa tpog touTto
atoua.

O Kuplog Epsuvntig dnAwvel 6 OTL 1000 0 (610G 600 Kal Ol CUVEPYALOUEVOL LOTPOL KATEXOUV VOULUN
adela AokNoNg TNG LATPLKAG eMLotHUNG otnv EAAGSa (R elval edikevopevol Latpol) kat Sev €xouv
UTIOTTEOEL O€ TIELBOPXLKO 1) TTOWIKO aS(KNLOL OXETLKO HE TNV AOKNON TNG LOTPLKAG. Nepattépw SnAwvel U
QUTOV aAAA KL YL AOYOPLOC O TWV CUVEPYATIOUEVWY EPEUVNTWV TOU OTL £X0UV SLABACEL KL KATAVONOEL
OAe¢ TI¢ TMAnpodopiec Tou Evnuepwtikol QuAhadiou Epeuvntn (Investigator’s Brochure) mou toug
napéoxe o Xopnyog/CRO, cuumephappavopévwy Twv SuvNTIKWY KWWSUVWY Kol TTAPEVEPYELWV TOU
dapUAKoU TNG KAWIKAG SOKLUNAG.

Mo tn dte€aywyn tng KAWIKAG Sokung, o Xopnyog Ba mapéxet ta Mpotovra unod Epeuva (Yo Aokuun
dappoaka, Tuykprtika Qappoka, Etkovikd Gappoka KAWLKNG SokLng), Ta Emikoupikd Odppaka), 6Aa Ta
OXETIKA PE TNV KAWLIKA Sokiun éyypada (onwg ta GUAAa NapakoAolBnong Zuppetexoviwv AcBevwv -
Case Report Forms) kot kotd mepintwaon Ba mapaxwprnoeL tn Xprion Tou £omMALOHOU, TToU TIEPLYPAdETAL
oVOAUTLKG oto MNMapdptnua A tTng mapouoag | Tou €EOMALOUOU TTou TUXOV amautnBel katd tn Stdpkela
Ste€aywyng g KAWIKAG Sokung. O e€omAlopdg Ba elval TNG AmOKAELOTLKNG KUPLOTNTAS TOU Xopnyou
edOoov ToUTO eMITPEMETAL Ao Tt duon tou (xpnotdavelo) kal Ba mopaueivel 0TV Katdotaon otny
omola apedo0n, kab' 6An tn SLdpkela TNG KAWIKAG SoKLUNG, AdapBavopévng urtodn TnG AVAUEVOUEVNG
ducohoyikng $pBopdg Adyw tng ouvriBoug xprioews. To Nocokopeio Sla Tou mMapovTog anodExeTal Tov
eV AOyw xpnoldavelopd Kot mopaxwpel tov evdedelyuévo xwpo mpog eykatdotacr tou. O Kuplog
Epeuvntr¢ Ba eivat umteUBUVOG KaL UTIOXPEOC YLa TOV EEOTTALOUO, CUMMEPAABAVOVTOC KOL T oUVTHPNoN
(ue e€aipeon ta avalwolua), 1 onoloveNMoTe KivOUVO OMWAELAG OXETIKO HE TOV €EOTALOUO KATA TNV
neplodo g KAwKNAG Sokiung. O Xopnyog dev Ba eival umevBuvog yla TNV QAVILKOTAOTOON TOU
e€omALopOU, €veka KOKAG Xpnong. Meta tnv oAokAnpwan 1 tn ARén tng KAWIKNAG SoKLUNG, Ba pEmeL va
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ebappocBolv oL 0bnyieg tou Xopnyou yia tn Sabeon/ emtotpodn tou gfomiiopol Adyw Abong tou
xpnowdaveiou.

1.7 Téoo to Nocokopelo 660 Kat o KUplog Epeuvntrig Sev Ba xpnotpomnotjcouv ta MNpotdvta umno Epeuva (Yo
Aok @apuaka, Zuykplrikd Odppoka, Etkovika Qdapuaka kKAwikng Sokung), Ta Emwoupkd Qdppaka,
KOlL TOL TTOPEXOUEVA ATtO TOV XOpNyod OXETLKA PE TNV KAWVLIKA SoKLUA £yypada, UAKA Kal Tov EEOMALOUO, TwV
omoiwv n xprnon mapaxwpeital pe tnv napovoa IUUPBacn, yia okomo aAo mépav tng Stefaywyng tng
KAWVLIKAG SOKLUAG KOl oUWV LLE TOUG OPOUG KaL TLG TPoUoBEoeLg xpriong, ou opilovtat avaAuTikd oTo
MNapdaptnua A autrg. H euBuvn yla tnv opdn mapaAafn, anodrkevon, Sltavoun, xprion, dulaén, emotpodn
KOl KATOUETPNON TOU GUVOAOU TWV amoBeudtwyv Tou ¢Gapudkou tng KAWIKAG SOKLUAG Bapuvel To
Nocokopeio kat tov KUplo Epeuvntr). ELSIKWE WG TPOogG Tat GAPLOKA TTOU TIOPEXOVTAL VLA TNV KAWVIKA SOKLUH,
aUTA Ba XPNOLUOTIOLOUVTAL AMOKAELOTIKA cUGwWVA HE TIG 0dnyleg Tou NMPWTOKOANOU Kal HOVOV yLa ToV
OKOTIO TN KALWVIKAG SOKLUAG. Oa akoAouBnBouv oL 06nyieg mou Ba 000UV amd tov Xopnyo os oxéan We TN
S81a0eon toug. Metd tnv oAokArjpwon A Slakomn ™G KAWLIKNAG SOKIUAG Tuxov amdbepa dapudkou, Ba
npéneLva anoppldBein va emotpadel cUpdwva pe TLg 08nyieg tou Xopnyou tn S£50UEVN OTLYUH KoL OTIWG
TipoBAEMETAL KaTWTEPW (ApBpo 2.4).

2.  Auwdpkela ko Katayyelio tng Z0pBaong

2.1 H &udpkela autrg TG TUPBOONG APXETOL AUECO QO TNV NUEPOUNVIA TG TeAeutaiag umoypadng Ttng
TAPoUoac, UTIO TNV Polinobeon €kSoonG Twv OXeTIKWY adelwv armd tov E.0.@., kat AfysL Tov piva |[...]
Tou £10U¢ [...], €KTOC KOl av Angel vwpitepa cuudwva e Toug dpoug tng mapoloat. Ta cupBaropeva
pépn cupudwvolv OTL N AREN TNG oYXV OGS TN tapouaag UUPBacng Suvatal va eméABEL TPO TNG AVWTEPW
nUepopnviog otnv Mepmtwon Katd tnv omnola ta cUpBaAASUEVA UEPN CUVATIOSEXOVTOL OTL OL AVWTEPW
OUMPBOTIKEG UTIOXPEWOELG €XOUV EKTANPWOEL vwpltepa ) KETA TNV WG AVW KOTAANKTIKA TOU APOVIOG
NUEPOUNVia, ITOKAELOTIKA KAL LOVO OTNV TEPIMTWAON KATA TNV onola n mpoBeouia yia TV eKMARpwaon
Toug €xel mapataBel pe apolBaia eyypadn cupdwvia twv cuBoANOUEVWY HEPWY, OTO MAQIOLO TWV
OpwV TG mapovoag ZUupaong.

2.2 AUon g mapovaoag SUUPBacng eMEPXETOL e TN AREN TNG WS Avw opl{opevng SLAPKELAC TNG. AUon TNG
napovoag cUuBaong pnopet va eMEABEL Kat PO TNG MOPEAEVOEWCS TNG SLAPKELAS TNG, OTNV MEepLMTwaon
un €kdoong twv amattovpevwy adswv anod tov E.0.D. kou omotednmote (a) pe kown, €yypadn
ocuudwvia Twv cUPPBaAAOUEVWY HEPWY, Ue TRV omtola Ba pubuifovtal kal oL CUVETELEG TNG AUong Kat'
QUTOV ToVv TPoTo 1 (B) pe éyypadn katayyehio autrg and onolodnnote and ta cuuBaAAoueva pépn
OTOTESATIOTE, ETA QIO TIPONYOULEVN OXETLKN £yypadn eL80Mmoinacn, KOWOTIOLOULEV VOULUWG TTPOG Tal
avTioupBaAropeva pépn mpo dekamévte (15) nuepwv kat (y) e povopuepr) avaitia SHAwaon tou Xopnyou
nipo Sekamévte (15) nuepwv. Ta amoteAéopota 8 AUTAC TNG KatayyeAlog EMEpXOVTAL LETA TRV AP0So
TOU WG Avw XpovikoL Staotipartog. H mapoloa cupBacn AVetat alnpiwg yia ta cupBal\opeva pépn, n
6e oupBatikn ultoxpEwaon tou Xopnyou mpog tov Kuplo Epsuvntr kat to Noookopeio meplopiletal otnv
KataBoAl MOVO TOU MEPOUG TNG QMOLBAG TIOU QAVTLOTOLXEL OTIC MEXPL TNV NUEPO KATA TNV omola
ETIEPXOVTAL T AMOTEAEGUATA TNG KoTayyeAlog mapaoyebeioeg umnpeoieg Kal ektedeaBeioeg epyaoieg,
arnoANaccOpEVOU TOu XopnyoU tng unoxpEwang KataBoAng tou unoloiou tng apolBrg, To onoio dev
elval elo€TL amattnto. Kata nepintwon, Ba enmotpédpetal atov Xopnyo, evidg tplavta (30) nuepwv amno
™V nuepopnvia AnEng, omoLodnmoTe ENUTAEOV OGO MANPWHUAG TIOU KaTaBARONKE.

2.3  KaBe oupPaAropevo pépog Sikatoutal va mpoPel eyypddws otnv Apecn, ampoBeoun kot aliuia
KaTayyeAia tng mapovoag cUUPBaoNG, EGO0OV CUVIPEXEL TIPOC ToUTO omoudaiog Adyog. Zrmoudaio Aoyo
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arnoteAel, petagd aAAwv, n mapaBiacn onoloudnmote Twv Opwv TG apoloag, Bewpoupévwy AWV WG
ouolWdWY, N KN CUUHOpdWON HME TNV LOXUOUGO KOLVOTLKN Kal €0vik vouoBeoia mou SLEmeL T
Ste€oywyn KAWVIKWY LEAETWV KL TV TAPOXH TWV HE TAV Topolod UUPWVNUEVWY UTINPECSLWY, N ARPN
TIANPodoPLWY GXETI{OUEVWV HE TNV OLODAAELD TWV CUMUETEXOVTWY aoBevwy, TIou Kablotouv avaykaio
TV katayyeAia tng Z0pPaong kat n ARPn mAnpodoplwv mou Kotadelkviouv ENAeWPn emMapkoug
OTOTEAECHATIKOTNTAG. H WG Avw KatayyeAia yivetal eyypddws KoL T AMOTEAEGUATA TNG EMEPXOVTAL
aueoa amno tyv eniboon tng. EGv o omoudaiog Adyog odeiletal og umALTIOTNTA KATIOLOU OO TOL KEPN,
TO avuTaitio Hépog Slatnpel OAA Ta SIKOLWMUATA TTOU TOU XOPNYEL 0 VOUOG KATd Tou urattiou, biwg &
To SlKalwpa yla anokatdotacn kabe {nuiag mov Ba umooTel amnod tnv attia autr). Me tnv Kowomnoinon
™¢ katayyeAiag, o KUplog Epguvntng cupdwvel va Anet dpeoa tn Ste€aywyr tng KAWIKAG SOKLUNAG, oToV
BaBo MOV EMITPEMETAL LATPLKA YL TOUG OU UETEXOVTEG OTNV KAWVLKH SOKLUN aoBeveic.

To Nocokopelo kat o KUplog Epsuvntrg Ba emiotpgouv atov Xopnyd r Ba kataotpéPouv cludwva pe
TG pNTEC 0bnyileg Tou Xopnyou, omoladATOTE Un XPnoluomnolnBsica moootnTa TwWV GAPUAKWY TNG
KAWLKNAG Sokiung (Ymd Aok Pdpuaka kKAwkAG Sokiung, Tuykpirikd @appoka, Etkovikd Odppoko
KAWLKNG Sokwung kat Emkoupkd Ddpuoka), oAa ta éyypada, apxeia, UAKA Kot €EOMALOUO TOU
napaoxednkav anod tov Xopnyo/CRO kot OAeg T Epmioteutikég NMAnpodopieg, 6w autég opilovral
0T0 ApBpo 7.2 KATWTEPW, KE TNV OAOKANPWON TNG KAWVLKNAG SOoKWWAC i Ke Tn Abon/Anén tg ZuuBaong
auTnG KaB’ olovdnmote Tpomo. Auth n Sidtagn Sev oxVel yla ta éyypada Kal Ta apxeia, ta onola Ba
npEnet va StatnpnBouv amnd tov Kbplo Epguvnth Kol va IopaeivouV O0TO EPEUVNTIKO KEVTPO LE ELUOUVN
Tou, OMw¢ opiletal amd to MPWTOKOAAO Kal OTWE ATALTELTAL Ao TNV LoXUouoa OVLKA Kal KOWOTIKA
vopoBeoia.

Apunodieg Apxeg - Eyypadn ZuykatdBeon petd anod Evnuépwon — Eykpioelg

O Kuplog Epeuvntig Ba elvatl umelBuvog yla t ARYin tou Evtimou Evnuépwong kat TuykatdBeong
AcBevoUc UTIOYEYPALEVOU QTIO 1) VLot AOYOPLOOUO KABE CUMUETEXOVTOG OTNV KAWLKN SoKLr acBevouc,
To omnoio Evtuno Evnuépwong kat ZuykataBeong AoBevouc Ba €xelL eykplBel amod tov Xopnyo kal tnv
appodia apyn (E.0.0.). Ta evundypada avtd eyypada, tnpel kat puldttel oe apxeio o KUplog Epguvntig
kat Sev ta petaBLpalet otov Xopnyo, cupdwvwg pog Ty Loxvouoa vopoBeoia mepi KAVIKWY SOKLUWY
KaL ekeivng mepl mpootaciag dedopévwy npoowritkol xapaktipa. To apxeio autd npémnel va Bploketal,
edooov {ntnBel, otn dtabeon Twv appodiwv opydvwy, tou E.0.D. } dAAAwv apxXwv. Z€ MePIMTWAON TTOU TOU
{ntnBei, Suvatal va Bepalwvel oe utebBuvn 6nAwon tv tHPNon TN Stadkaciag Kal Tou apxeiou, yla
OAOUG TOUG CUMUETEXOVTEG OTNV KAWLKN Sokuu acBevelg eméyoviag kdbe guBuvn, oe mepimtwon
avakpBoug Snwaonc.

O Xopnyog/CRO pe tn cuvepyaoia tou Kuplou Epguvnth Ba elval umeBuvocg yia tnv oAokApwaon OAwv
TWV TUTUKWV Sladikaolwy €ykplong mou oxetifovtal pe tn Sie€aywyn tng KAWIKAG SOKIUAG (Omwe N
uroBoln aitnong die€aywyng KAWIKAG SOKLUNAG) Kol e TNV TpounBela i eloaywyn Twv GapuUAKWY TNG
KAWLKNG Sokung (Ymo Aok ddappaka KAWIKAG Soklung, Zuykpttikd ddpuaka, Etkovikd Odppaka
KAWLKNG Sokung, Emkoupkd @appaka) kat, av autd amotteital, yio tn Aqdn tng éyypadng ddelag ano
tov E.0.®., mpwv and v évapén tng KAWLKNAG SOKLUAG.

O Kuplog Epeuvntrg umoyxpeoutatl va edapuolel MARPwG TtV Keipevn vopoBeoia mou Siémel to
QVTLKELEVO TNG Tapouoag ZUUPBaong.



&

2064 E®OHMEPIAA THE KYBEPNHIEQX

Teuxog B'230/22.01.2026

3.4 3e kaBe nepintwon, ypanth €ykplon tou MpwtokoAAou Kat tou Evtimou Evnuépwong Kot ZuykataBeong
AoBevouc Ba mpémel va AapBavetat and tov Kuplo Epeuvntr mpLy amno thv evapén tg KAWLKAG Sokung. O
Xopnyoc Ba emutpémnel TNV mapddoon Twv amoOeUdTwy TwV GapUAKWY TNG KAWIKAC Sokng (Yo Aokiun
Ddpuaka, uykpltika Ddpuaka, Ewovikd Ddppoka, Emikoupikd Ddppoka) povo petd tn ARgn
avtlypadou tng ypamntng €ykplong. O Kuplog Epeuvntig cudWVEL vaL NV EVTAEEL KAVEVO UTIOKELLEVO OTNV
KAWLKNA Sokiun téoo mpwv T ANYPn tg yypadng BeTKNAG yvwprodotnong amo tnv apuddia Ssovioloyikn
apxn, 600 KaL PV amo Tt pNTH €ykplon tng Ste€aywyng tng arnd tov E.0.®. To Nocokopeio kal o Kplog
EpeuvnTg umoxpeoUVTOL VO EVNUEPWVOUV QUECA TOV Xopnyod yla KaBe €leyxo n embewpnon amno
omoladnmote puBbuLoTIK apxn, N omola oxetiletal pe TNV KAk Sokiur, mou die€dyetal SuvapeL tng
napovoag SupBaonc.

4. Avadopd AsSopévwy Kat AveriOvpnta Zuppavia

4.1 O KUplog Epeuvntig ocuudwvel va mapéxel otov Xopnyo/CRO meploSikd Kot avd TAKTA XPOVIKA
Sltaotiuata, OAa ta anoteAéopata TNG KAWVLKAG SOKLUAG Kat Ao dedopéva, TTou utayopeUovTaL Ao To
MpwtdkoMo (ta «Asdopévar), og KataAANAwG cupmAnpwiéva (eyypadwe ri/kat nAektpovikd) GUAa
MapakoAolBnong Zuppetexoviwv AcBevwy - Case Report Forms (CRFs) evtog [...] (...) nuepwv amd tnv
kaBe emniokedn kGOe oupUETEXOVTOG a0BeVOUG OTO KEVTIPO e €€aipeon TNV apxikn emiokedn Kol Tig
JoBapég AverubBuunteg Evépyeleg mou mpénel va mpooteBouv evidg ikool teoodpwy (24) wpwv. MNpog
aroduyn apdBoliwy, ta Asdopéva iepAapBavouy, Xwpig IEPLOPLOUO, Eyypada, site Xxelpoypada site
EKTUTIWHEVQ, ypadruata, BIVIEO Kal aKOUOTIKO UALKO, kaBwg kat mAnpodopieg mou mepléxovial os
onotovénnote ¢pdkelo, omotadnmote nAektpoviky Baon r mAnpodopieg oe nAektpoviky Hopdn, mou
Snuoupyolvtal kat/f mapdyovtal oe oxéon pe tn Stefaywyn ¢ KAWKAG Sokunc. Ta éyypada
avadopdc Ba npémnet va GuAACCOVTOL EEXWPLOTA YLaL TNV UTIOOTHPLEN TWV SES0UEVWY TIOU ELOAYOVTOL OTO
eCRF/CRF yw eikool mévte (25) €tn f Kol TepPLOoOTEPO, €dv oL edappooteeg eOVIKEG 1 SLebveilg
nipodlaypadég opilouv peyahUtepn Sldpketa. OAol ol Kwdlkol avayvwplong TwV UTIOKELUEVWVY TNG
KAWLKAG Sokung Ba mpémel va duldooovtal o éva aodarég LEPOG Yo eikoot Tévie (25) €tn R ko
TIEPLOCOTEPO, €AV OL EQOPLOOTEEG EOVIKEG 1) SleBveic mpodlaypadég opilouv peyalutepn SLapkeLa.

4.2 0O Kuplog Epeuvntic cupdwvel emiong va kataypddel kat va avadEpeL oTov Xopnyo AUeca Kol o KAOE
niepimtwon OxL apyotepa anod eikool téooeplg (24) wpeg adol AdBeL yvwon, omoladnnote cofoapd
avemBuunTa cUMPBAVTA, MEPLOTATLKA EYKUMOOUVNG Kol AAAQ coBapd LATPLKG TTEPLOTATIKA, OMWE QUTA
opifovtatl oto MpwTdKoAAO, TTOU MAPATNPEOUVTAL KATA TN SLAPKELA TNG KALWVIKAG SOKLUAG KAl EMNpedlouy
OTIOLOVONTIOTE GUUUETEXOVTA 0TNV KAWLKN Sokiur acBevr). O KUplog Epguvntrg mepattépw oupudwvel va
napakoAouBnoet v eEAEN TéTolwv avadopwy TIEPLOTATIKWY UE AEMTOUEPELS, Eyypadeg avadopEg
mapakoAoUBnong, TG omoieg Ba amooteilel otov Xopnyo clUdwWvA HE TA XPOVOSLAYPAMLATA TIOU
opilouv oL ecwteplkeg Sladikaoieg Tou Xopnyol aAAd Kot Tou MpwtokoAAou, oL LoXUOUOEG VOLLOOETIKEG
SLaTAEELG KO KOVOVLOTIKEG QTALTAOELG, TOOO KATA T SLAPKEL 00O Kol UETA TO TEPAC TNG KALWVIKNG
Sokung. Emiong, o Kbplog Epeuvntrg oupdwvel va mapéxel mAnpodopieg aneubeiag kat otov E.0.D.,
HOVo otnv mepintwon mou o E.0.O. to {ntrioel cupdwva Pe TNV Loxlouoa vopobeatia.

4.3 O KUplog Epeuvntnig untoxpeoUtal eniong va avadépel otov Torkd YrievBuvo Qapuakoenayplnvnong
TOoUu Xopnyou, eviog eikool Teaodpwy (24) wpwv amo Tn otyun ou Ba AdBel yvwaon, OAeg T TBAVEG
AvemiBuunteg Evépyeleg, mou adopolv oe GOPUOKEUTIKA TIPoidvTa Tou Xopnyou, cUpdwva UE Ta
TipoPAemOEVa TTOU 0pilouv TOCO Ol EOWTEPLKES SLadikacieg Tou XopnyoU OXETIKA LE TV avadopd Kat
Slaxelplon AverBountwv Evepyelwv 000 Kat n LoxUouoa vopoBeaia. Yroxpeoutal eniong va avadEpet
KABOE MOLOTLKO TAPATIOVO TIPOLOVTOG, TIOU TOU YVWOTOTOLELTAL, EVTOG 24WPOU ATIO TN OTLYMI TTou AapBAveL
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4.4

4.5

4.6

4.7

5.

5.1

yvwon autou, otov YrieUBuvo Mapaywyng - Mpoypaupatiopnol, wg eLSLKEVEVO TIPOCWITO 1 EVOAAAKTIKA
otov Tomwkd YneuBuvo Mappakoenaypunvnong tou Xopnyou.

O KUplog Epeuvntng unoxpeoutal eniong va avadépel otov Tomikd YrieuBuvo Qapuakoenaypunvnong
TOU Xopnyou, evtog €lkool Teoodpwv (24) wpwv amo tn oTlyun mou Ba AdPel yvwon omnolodnmnote
TapAamovo mou adopd otnV moLoTNTA €VOC Mpoidvtog. Q¢ mapdmovo opiletal omoladnmote eudavig
avnouyia rou Ba propovoe va oxetiletal e mbavr amotuxio Tou mPoidvtog va avienefEABeL og kamola
arno tig npodlaypadéc Tou HeTd tn Slavour] tou. Mo CUYKEKPLUEVA, WG TOPAnovo mou adopd otnv
TIOLOTNTA. €VOG TPOIOVTOG, OplleTal OomolLadnmoTe avnouxia Tou OXeTileTal PE TNV TAUTOTNTA, TNV
Q&LOTILOTLA, TNV OUIMOTEAECHATIKOTATA 1 TNV adS00n Tou MPoildvTog. ITa mapdnova mou adopolv atny
TIOLOTNTA EVOG TTPOIOVTOG TEPAABAVOVTAL EVOELKTIKA KO OXL TIEPLOPLOTLKA TOL TAPAKATW:
- MNapdmova avadoplkd We TN ouokeuaoia, ONMwG eAATEG 1 EAQTTWHATLIKO TIEPLEXOUEVO N
Suoavayvwotog aplBuog maptidag ) nuepounvia AnRéng.
- Moapamnova avoadopLka e T GUOLKA XOPAKTNPLOTIKA, VLA TopAdeLyLa aAAayr XPWHLATOC, OYKOU, 1
KaBapoTNTAC TOU TIPOIOVTOG.
- Napamnova avadoplkd UPE TNV Tapoucio cwpatidiwy N wAuatog, yia napddsiypa n avadopd
Omapéng Lkpwv owpattdiwy rf vidadwyv og uypd To omoio MPEMEL va elval SLAUYEG.

Tdoo o Kuplog Epeuvntrig 6o kat o Xopnyog/CRO umoxpeouvtal va evnuepwvouv tTo NOCOKOUELD, TOV
E.O.®. kat tnv E.E.A. yla TNV 1mpoodo tNG KAWLKAG SOKLUAC KoL META TO TEPOC QUTAC, va uTtoBAAouv
Aemttouepr] €kBeon pe Ta anoteAéopata TG KAWLIKAG Soklung. H evnuépwon tou E.O.D. kot tng E.E.A
TipaypatornoLeital AmokAELOTIKA LECW TOU TTANPOdOPLAKOU CUOTAUATOS KAWVIKWY SoKuwy tng EE (CTIS)

O Kuplog Epguvntrg umoxpeoUtal pntwe va SLatnprioeL LETA TO TTEPAS SLeaywyng TNG KAWVLIKAG SOKLUNAG
o\a ta apyxeia ta omoia oxetifovral pe Kot adopolv atnv KAWLKA SoKLUN, ylo 660 Xpovo opiletal oto
MpwTOkoA\O Kal amatteital ano Tnv LoxUoUoa KOLWVOTLKN Kal eBVIKT vopoBeaia, kaBwg Kat yLa 660 xpovo
tou {ntnOsi eyypadwc amod tov Xopnyo.

0 Kuplog Epeuvntrig unoxpeoutat kab’ OAn tn Sidpkela oAAG KaL LETA To TEPaC Sle€aywyng TtNG KALVIKAG
SOoKLUNG Vo amavtd o KAOE EpWTNHO OXETIKO UE TNV MapoUca cUPOON, TOUG GUUUETEXOVTEG 00BEeVE(C
Kat pe tn Stadikacia Sie€aywyng tng KAWLKNG SokLung, mou Ba tou urtoBAnBei arnod tov Xopnyo, tov E.O.O.
KAl TG QPUOSLEC APXEG HUE TIPONYOUUEVN eVNUEPWON TOU Xopnyou OTIG TIEPUTTWOEL QUTEG. TNV
neplmtwon mou KAt Tn SlapKeEld 1 META TO TEPAC NG KAWLKAG Soklung SexBel epwtnoelg amo
dnuootloypddoug 1 olkovoulkoUG avaAutég, cupdwvel va oupBouAeuBel Kal va EVNUEPWOEL
T(PONYOUMEVWG ToV Emiotnuovikd YrnevBuvo tou Xopnyou [latpikd AteuBuvtr] kal eveeXopévwg va
AMOOYEL TNG QMAVTNONG 0TO MAALCLO TNG APXNG TNG EUTLOTEUTLKOTNTAG Kol EXEUUOELAG IOV LOYXUEL OTNV
mapouoa, aAAd KoL TOU LATPLKOU artopprToU.

Enontteia - MapakoAouOnon tng KAWLKAG SOKLG

Katd t™ Sudpkela autig tng Z0uPaocng, to Noookoueio kat o Kuplog Epsuvntig cupdwvoulv va
ETUTPENMOUV OF  EKMPOOWIOUC Tou XopnyoU/CRO kol ot apuodleg opxeg Kot  ¢opeig
(oupmep\apBavopévng, eav autd duvatat va epappootel, Tng U.S. F.D.A. - United States Food and Drug
Administration) va g€etdlouv evtdg omolaoSATIOTE AOYIKAC WPAG KATA TN SLAPKELQ TOU KAVOVIKOU
wpoaplou epyaciag (i) Ti¢ eykataoctdoelg omou Sie€ayetal n KAk Sokwun, (i) un enefepyacuéva
Agbopéva amd TtV KAWIKA  SOKLUN, OUMMEPNOUBAVOUEVWY TWV TPWTOTUTIWY  OpPXEIWV TWV
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OUMUETEXOVTWY 0L0DEVWY, EAV OUTO EMLTPEMETAL Atd TOUG OPOUG Tou Evtumou ZuykatdBeong AcBevolg
Kol tnv woxUouoa vopoBeoia kot (iii) omoladnmote AAAn oxetikry mMAnpodopia, amapaitntn yw va
erBepatwoouv OtL n KAWLKA Sokipun Sie€dyetal cUppwva e to NMPWTOKOANO, Kol 08 GUUUOPIWON LE TLG
LOXUOUOEC VOUOOETIKEG SLOTAEELC KOl KAVOVIOTIKEG QTOLTAOELG, CUMIMEPINAUBAVOUEVWV TWV VOUWVY Kall
Kavoviopwv mept Mpootaoiag Asdopévwy MNpoowrikol Xapaktrnpa Kol mepl amopprtou Kot achAaleLag
¢ enefepyaciag. O Kiplog Epeuvntic Ba elbomoliosl apéowg tov Xopnyd Ot TEPLMTWON TOU
onolaSAMote apuodia apyr npoypoppatiost N aipvidlaotikd Sieédyel éAeyxo Kat Ba xopnynoeL dusoa
otov Xopnyo, e Tnv kowvoroinah tou, avtiypado onotacdrnote ahAAnloypadiag, mpoepxouevng amnd tnv
0pUOSLA apXr, TIOU TIPOKUTITEL WG OTOTEAECHA EVOG TETOLOU EAEYXOU.

5.2 To Noookopeio kat o Kiplog Epeuvntrig cupdwvolv va AdBouv Ta amapaitnta HETpa, TOU amattouvTal
and Tov Xopnyo, MPoKelévou va SlopBwoouv eAAelPelS TTOU onpelwBNKaY Katd Tn SLAPKELA EVOG
e\éyxou. EmumpooBétwg, o Xopnydg Ba éxel To Sikaiwpa va emBewproeL Kol va eyKpivel omoladnmote
oAAnAoypadia pog TG aApUOSLEC APXES, TIOU TIPOKUTITEL WE OUTOTEAECHA EVOC TETOLOU EAEYXOU QO TIG
apuOSLeg apyEg, pLv TNV uTtoBoAn tng and to Noookopleio rj tov KUplo Epeuvnth.

6. ZuppOpdwWON HE TOUG LOXUOVTEG VOLLOUG

6.1 Ta cupPBaAropeva pépn ocupdwvolv va Sle€dyouv TNV KAWIKA SOkl oUpdwva He TIC SLATALELS TG
LoxVLouoaG EUPWNAIKAG VOLOBESLAG KAL TWV LOXUOVTWY EBVIKWY VOLOBECLWY OV OXETIOVTAL UE TG KALVIKEG
MEAETEC Kal TNV edappoyn G opbng KAWLKNAG TMPAKTIKAG otn Sle€aywyr TwV KAWIKWY HEAETWV OTA
dapUaKEUTIKA TtpolovTa Tou Tpoopilovtal yla avBpwrivn xpron, o cupdwvia pe TG KateuBuvtrpleg
0&nyieg OpOrg KAvikig Mpaktikng (ICH-Good Clinical Practice, ebe€ic wg KateuBuvtrpleg O6nyieg ICH-
GCP), tn vopoBeoia nepi dwpodokiag kat dtapBopdg cupneplappavouévou tou vouou twv HIMA mepl
Mpaxktikwv AtadBopag otnv AANobdann (Foreign Corrupt Practices Act) Kot TG YEVIKWG amoSeKTEG CUVONKEG
Oomwg n Awaknpuén tou EAaivkl, Omwe LoxVeL, eBvikol vopol mou epappolouv tnv Eupwraiki Odnyia mept
0pBng KAwikng Mpaktikng otn Stefaywyn KAwikwv Aokipwv Qappakeutikwy MNpoidviwy ylo AvBpwrivn
Xprion (2001), ypamtég 08nyleg Kol TPAKTLKEG TIOU TTAPEXOVTAL Ao ToV Xopnyo Kabwe Kol Toug LoXUOVTEG
vOUOUC ylo TNV KatamoAéunon tng dwpodokiag mou adopolv alnAemibpdoel Pe KuBePVNTIKOUG
alwpatouyxoug, uttaAAnAoug Kat avtutpoowroug («loxouoa NopoBeoiay).

6.2 EWbikOTEpa, Kavéva amd ta oUupPaAdopeva pépn Oev Ba mpoPel oe oladnmote evépyela, n omola
anmayopeVeTal and tnv €0vikn kal AAn vopoBecia katd tng StadBopdg (cuumeptlapfavopévng tng
vouoBeaioag Foreign Corrupt Practices Act twv H.MM.A., kot cuvoAikd «NopoBeoia katd tng AtadBopdg») mou
TuBavov LoxVouv yla to éva i Kot ta SUo uépn tng ZUuBaong. EmutAéoy, kavéva amnd ta cupBarloOueva LEpn
Sev Ba kavel kapia mAnpwun f Oa mpoodépel | Ba petadépel otdnmote aflag oe omolovdnmote
KUBEPVNTIKO afLwHATOUXO f KPATIKO UTTAANAO, o8 OTEAEXOG TTOALTIKOU KOMpaTog i urtoPrdlo moALTiko n
og omolodnmote Tpito HEPOG TTOU CUVSEETAL e TNV TTapovoa cuvaAlayr pe tpdro mou Ba unopoloe va
napoplaoetl tn NopoBeoia nepl AtadpBopadg.

6.3 Ta cupBaAlopeva otnv mapoloa pépn cupdwvolv va Ste€dyouv TNV KAWVIKA Sokiun Kal va dtatnpolv
apxela kot 6edopéva, Twv omoiwv n Statrpnon sival avaykaio ylo AOyoug VopLKoUg f yta AGyoug mou
adopolv otV £POPUOYr OXETIKWY LATPIKWY Kot PapUAKEUTIKWY Kavoviopwy, aodaAloTikwy 0pwv n
UTIOXPEWOEWV THPNONG apxelwv, Katd tn SLApKeLa KAl LETA TO MEPAS TNG LoXVOG AUTAG TNS TUUBaong, os
AN PN GUUUOPdWON e TV LoxVouoa vopoBeaia kat Toug KavoviopoUg, kabwg kat cUUdwva e TN OXETLKN
TOALTIKA Tou Xopnyou mepl Slatrpnong apxeiwv and efwteptkol cuVeEPYATEG R Kol GAAWG Kot cUpdwva
E TOUG OPOUG Kal TIG tpoUToBEaelg mou TiBevtal avwtépw.
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6.4

6.5

6.6

ErumAéov, o KUplog Epeuvntric oupdwvel ot ot apolBEg mou poPAEnovial otny napoloa TUUPBacn ano
Tov Xopnyo, dev £xouv okomo va ennpedcouv T Andn onotacdnnote anddaocng mbavov va kKAnbel va
AaBeL o i810g, N kKAmolog ard toug SLEVOUVTEC, CUV-EPEUVNTEG, UTIAAANAOUG, CUVEPYATEG, K.A., TTOU TUYXAVEL
va givat dnudactot utdAAnAot, Sev £€xouv oKoTO va EMNPEACOULY, €(Te TN cuvtayoypadia Tou o 0deNOG TwWV
TPOTOVTWY Tou Xopnyou, eite TNV mpounBela eite tnv aodaAlotikr KAAUN LTE TO LE OTIOLOVSHTIOTE TPOTIO
ETUXELPNMATIKO OdeAog Tou Xopnyou. Mpocett Ba Sltacdpaliosl GTL OAOL OL CUVEPYATEG Kal TTPOOTNOEVTES
TOU Kot TUXOV 50pudoplkd KEVTPA, CUMMEPIAAUBAVOUEVWY TWV CUVEPYATOUEVWY EPEUVNTWY, OL omoiol
gurAékovtat otn Ste€aywyr] tng KAWIKAG SOKLUAC, KatavooUuv OTL cUUGWVA LE TOUG LOXUOVTEG VOUOUG Kot
Kavoviopoug, pmopel va amattnBel va yvwotomolnbolUv oplopéva OKOVOULKA OTOLXEld OTLG apUOSLES
PUDULOTIKEG OPXEG €VTOG Kal ekTOg EAAASOC. TéMog yivetat apolBaiwg amodektd OtTL oe mepimtwon
METABOANG TNG ULOTAUEVNG KATACTAONG, I TAPABOONG TOU WG AVw VOROBETIKOU MAALOLOU, 0 XOpNnyog €xEL
Swkalwpo Aaueong KoL MOVOHEPOUG KatayyeAlag tng mapouoag Kol QUECNG EMLOTPOPNG TUXOV
kataBAnBOévtog mooou. Mepattépw Sikaiwpa anolnuiwong tou Xopnyou dev amokAesistal.

Ta cupBaAAdpeva otnv mapoloa pépn SnAwvouv pNTwe OTL elval o yvwon Twv dtatdewv tou Mevikol
Kavoviopou Mpootaociog Asdopévwy [Kavoviouog (EE) 2016/679 tou Eupwmaikol KowoBouliou kat tou
JupBouAiou, tg 27" Ampiliou 2016, EE L 119] kot Twv gBvikwv pubuioswv mou SLEMouV Tt VOULUN
Ste€aywyn NG KAWLKNAG SOKLUAG KaL TNV TapoXh TwV CURPWVNIEVWY UTINPECLWY Kal OTL avoAappavouy
TIANPWG TLG UTIOXPEWOELS TOUG BAcel Tou Sikaiou tng Eupwmaikng Evwong i eBvikwy puBuioewv OXETIKA e
TNV MPOOTOCLO TOU ATOUOU €VavTLTnG enefepyaoiag Se5ouévwy TPOCWTILKOU XaPAKTHPa, avadopLKA LE Tn
oUAAOYN Kot KaBe mepattépw enefepyacia OAWV TwV SUAEXBEVTWY SeSOUEVWV TIPOCWITKOU XOPAKTHP
KOl OAWV QUTWV Twv omoilwv Ttuxov Ba AdBouv yvwon oto MAALolo TNG MAPoXNG TWV CUMPWVNUEVWY
UTINPECLWY, KABWE Kal TwV OXETLKWV UE TN Sleaywyn TNG KAWIKAG SOKLUNAG CUCTNUATWY apXELoBETtnong
mou TepthapBavouy Tétolou £iboug Sedopéva. 2To TAaioLo auTod, Ta GUMBAAAOUEVA pHéPn SNAWVOUY OTL N
oUAAoyn, n tpnon Kot KaBe AN enefepyacia SeSoUEVWV MPOOWTTILKOU XOPOKTAPQ, OMWE MANPOGOPLWY
OXETIKA UE TNV UYEia KAl TN GAPUOKEUTLKN aAywyr] TwV CUMUETEXOVIWV aoBevwy kaBwe Kat SeSouévwy
TPOCWTTLKOU Xapaktrpa mou adopolv otov KUplo EpeuvnTh Kol OTOLOSHATIOTE EPEUVNTLKO IPOCWIILKO, (TT.X.
ovoua, dtevBuvon kat TNAePwVLKOG aplBog tou Nocokopeiou 1 TNG KAWLKAG, Bloypadikd) uTOKeVTAL O
TIANPN CUMUOPDWON LE TOUG LOXUOVTEC VOUOUG, SLATAEELG KL UTIOXPEWOELG Kot TTou emtBaAAovtal Baoet
Tou Sikaiou tng Eupwmnaikng Evwong i eBvikwv puBULoEWY OXETIKA IE TNV TPOCTACLA TOU OTOMOU €VavTL
™¢ enefepyaciag S€SOUEVWV TTPOCWTILKOU XOPAKTAPO Kol OTL KOTA TN GUAAOYA Kol IEPALTEPW EMeEepyaoia
TWV 6€S0UEVWV TTPOCWTTLKOU XOPOKTHPO CUPWVOUV va AdBouv ta KatdAAnAa pETpa achaleiag yla tnv
anoduyn omoloudnmote meplotatikou mapafiaong (kAomng, unefaipeong, mapanoinong avopuodlag
TPOcBAcNG K.ATT.) OTA TNPOUEVA GUCTALATO OpXELODETNONG, VA SLATNPACOUY TOV EUTILOTEUTIKO XOPOKTHPO
Twv MANpodopLwy MePL TNG KATAOTAONG TNG UYELAG Kal TNG GAPUAKEUTIKNAG AyWYNG TWY CUUUETEXOVTWY
acBevwy, va evnuepwvouv KotaAANAwg ta mpdowrmna, ota ornola adopolv ta dedopéva MPOCWILKOY
XOPOKTAPQ, OXETIKA WE TOV OKOmo, T oUAAoyr Kal KaBe AGAAn emefepyacia Toug, va TMAPEXOUV OTA
EUMAEKOMEVA TIPOCWTTA TTPOCBACH OTA IMPOOWTILKA TOUG SESOMEVA KAL VAL OITAYOPEVOUV TNV IPOoPacn og
QUTA Ao Wn e€oucloSotnuéva ATopa.

O Xopnyog duvartal va anooteilel eSopéva MPoowkoU Xapaktnpa o€ AAAEG BUYATPLKEG TALPELEG TOU
Ouidou pe €6pa evtdg ™G Eupwmailkng Evwong oe aviutpoowmnoug /Kot o cUUPBaAAopévoug Tou
epyalovtal ek HEPOUG N yla Aoyaplacpd tou Xopnyou, Kabwe Kol 0e PUBULOTIKEG apXEC. AVTLOTOLXWG,
Sedopéva Mpoowikou xapaktnpa SUvavtal va anooTtaAolV o€ pUBULOTIKEG OPXEG OVA TOV KOGUO 1 AANEG
Buyatplkég etalpeieg Tou Opidou oe XwpPeG ektog Eupwmaikng Evwong, omwg ot H.M.A., oL omoiot va
TAPEXOUV LKOVOTIOINTIKO emtinedo mpootaciag Ttoug. Kabe tétolou eidoug amootoAny SeSopévwv
TIPOCWIILKOU XaPAKTAPA, aveapTATWG €Av 0 amodEéKTng auTwv PBploketal evidg N ekTog Eupwmaikig

‘Evwong, Ba mpaypatomnoleital auotnpws oUWV e TOUG OPOUG Kal TLG TPoUnoBEaelg tou TiBevtal and

TNV €0VIKN KOl KOWOTIK VopoBeoia kal og MANPN CoURUOpdwWoN HE OAEG TG MEXPL ONuepa odnyieg,
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anopaoeLg, eykukAioug kat KavoviopoUg tng Apxng NMpootaciog AeSopévwy Mpoowrikou Xapaktnpa, mou
adopolV OTO AVTLKELUEVO TNG Ttapoloag. 2e KABe meplmtwon, o Xopnyog, ol BuYATPLKEG ETALPELEG TOU
Ouidou kaBwg Kat oL avtiotolyol ekmpoowrol toug Seopeglovtol va £hapUolouV  LKOVOTIOLNTLKES
aodaAlotikeg SIKAEISEC yLa TNV TTPOOTACIO AUTWV TWV TIPOCWTTLKWY SE60UEVWY. AESOMEVA TIPOCWTTLKOU
xopoktipa &uvavtat emiong va amokoAudBouv, edpocov auto emMIBAAAETAL QMO HUEUOVWUEVES
€MomnTelovoeg | SIKAOTIKEG apXEC N amod tnv LoxUouoa vouoBeoia. TéNog, ta pépn cupdwvolv OTL 0
Xopnyog uropei va xpnotuomnotel SeSouéva MPoowIikol XopaKktrpa tou adopolv oTov EpeuvnTr Kot Toug
GUVEPYATEG TOU YLOL OKOTIOUG ECWTEPLKNG SLOXELPLONG KOl ETILKOLVWVIAG.

6.7 To Nocokopeio kat o KUplog Epeuvntig Ba evnePWVEL TO EPEUVNTIKO Kol TAONG GUOEWG CUMMETEXOV OTN
Ste€aywyn TG KAWLKNAG SOKLUAG TIPOCWIILKO, OTL T TPOCWITLKA Toug Sedouéva Suvavtal vo cuMEyovtal,
onwg opiletal oto apbpo 6 tou MKMA 2016/679kan Omou amatteital Ba Aappdavel kal tnv €yypadn
ouyKotadeor Toug.

6.8 Itnv mepimtwon mou omotodnmote amd to cupPBaAlopeva otnv mapovca IUUPBaocn uEpn BewpnBel otL
napaPlalel Loxvovteg vOopoug Kal Slatdgelg, tTa cupBaAAdpeva otnv mopoloa HEPN cUUdwvoLV va
SlampaypateuBolv pe kaAr miotn avabewpnon Tou 6poU 1 TWV OPWV TTOU CUVLOTOUV ThV tapaBiacn. ETtnv
nepimtwon mou ta pépn Sev Suvavtal va cUUPWVACOUV WG TTPOG TOUG VEOUC ) TPOTOMOoLNUEVOUG OpoUg,
OMw¢ amatteital £T0L Wote To cUVOAO NG ZUPPBaong va Ppiloketal o cuppopdwon e Thv LWoxouoa
vouoBeoia, tote KABe ocUUPBOANOUEVO WEPOG MmOpel va Katayysilel tnv mapovoa ZUUBACNH KATOTLY
T(ponyoUHEVNG €yypadng elS0moinong VORILWG KOWVOTIOLOUHEVNG TIPOG TA avVTLOUUBOAANOUEVA PEPN TIPO
gfnvta (60) nuepwv.

7. Awkawwpata Mvevpatikrg I8loktnoiag - Epniotevtikétnta — Anpocicuon

7.1 Ol ta Asdopéva, cupneplappavouevwy, xwpic meploplouo, eyypddwy, Xepoypadwv r eviinwy oe
popdn EKTUMIWOEWY, Ypadikwy, UALKOU Bivieo kat nxou, kKaBwg kal MANPodopLwWY TOU TEPLEXOVTAL O
olodnmote apxeio, onmoladnmote nAektpovikr Baon §eSouEvwy | og popdn NAEKTpOVIKWY TTANpodopLWY,
SnuoupynBévta 1/ kal mapaxBévra oe oxéon pe tn Stefaywyn NG KAWLKAG Sokung, Ba amotelolv
8loktnoia tou Xopnyou, o omolog Unmopel va Ta XPNOLLOTIOLCEL e OToLlov TPOTo Bewpel kataAAnAo,
oUudwva e TOUG LoXUOVTEG VOUOUG Kal Tov Kavoviopo mepl MNpootaociag Asdopévwy Mpoowrikou
Xopaktipa, acdpaleiog tng emefepyaciag kal amoppritou, Kabwe Kot cUUPWVA E TOUG OPOUG AUTAG TNG
JOuBaong. OmolodAMOoTE £py0, QVTIKEIUEVO SKALWMOTOG Tveupatikng wSloktnoiag, Suvduevo va
npootateuBel cludPwva pe TIg SLaTAEELG TtEpL TIVEL ATLKNG LLloKTNoLag, To omoio Ba €xel SnuioupynBOel
oe oxéon Me tn Sle€oywyn TNG KAWIKAG SOKLUNG KAl TEPLEXETAL EVTOC TWV Acdouévwy (eKTOg amd
omnotadnnote dnuocicuon amd tov Kuplo Epeuvntr, omweg mpoPAénetal otnv nmapdypado 7.2) Ba
anotelel Sloktnola tou XopnyoU, WG KUPLOU TOU OUIEPLOPIOTOU TIEPLOUCLOKOU SIKOULWMATOG
TIVEULOTLKNA G LOLOKTNOLaG auToU Tou €pyou. OAa Ta SIKALWLLOTO TIVEURLATLKIG LOLOKTNOLAG TIEPLOUCLAKNAG
dUoewg Tou Kuplou Epguvntr Kot Twv Aomwy §nLOUPYWY, CUVTEAECTWY, CUVEPYOTWY, CUV-EPELVNTWY
KOl AOLTWV CUMETEXOVTWY, TIou TuXOV Ba cupBdaAAouv kab’ olovdnmote TPOMO OTO €pyo, T Omnoia
adopouv otnv napovoa IVUBACH, CUUTEPIAAUPBAVOLEVWY KAl TWV 00wV avaypddovtal oto apbpo 8,
Ba avrikouv atov Xopnyo. Mpog touTo, cupdwveital pnTd PeTafl OAWY TwV e5W UUBOANOUEVWY LEPWY,
OTL TO OTEPLOPLOTO TEPLOUCLAKO Sikaiwpa emi tg ekmovnOnoouévng KAWIKNAG SOKIUAC €V VEVEL
(evBelkTikA ovapeEPOUEVWYV TWV QMOTEAEOUATWY, Twv avadopwv, TG TEAKNG €kBeong K.AT.)
petoBBdletal ano ofpepa amnod to Noookopeio, tov E.A.K.E./E.AK.E.A. kat tov KOpLo Epsuvnth, €(0OVTeC
v Tpog touto efoucia TOPA TWV TUXOV AOUTWV SNULOUPYWYV, OUVTEAECTWV, GUV-EPELVNTWY,
CUVEPYOATWYV KOL AOUTWY CUMHUETEXOVTWY, KATA SAWGT] TOUG, AIMOKAELOTLKA KOLL YLOL QITEPLOPLOTO XPOVIKO
Slaotnua otov Xopnyo, o omoiog Sikatoutal va aokel OAeG TLg e€ouoieg ou amoppéouv amo To Sikalwpa
auto, Xwpic va umoxpeoUuTal va KatafdAsl omoladnmote apolpn i amolnuiwon mépav TnG £dw



&

Teuxog B'230/22.01.2026

E®OHMEPIAA THE KYBEPNHIEQX

2069

7.2

7.3

oupdwvolpevng. OL &g avtioupBarlopevol mapattouvtal and toude anod tn Siekdiknon omoloudrnote
TIVEUMOTIKOU SLKOLWMATOC ML TOU ekmovnBEvtog €pyou, SnAwvovtag pnTweg OTL SLd TOU TLUAKATOG TTOU
toug KatePARON, €odAndn kat omoladnmote aiwon autwv. Ald tng mapovoag to Nocokopeio kat o
KUplog Epeuvntng avalopuBavouv TNV UTMOXPEWON VA EVNUEPWOOUV GUECH TO Xopnyo ylo. KABe
texvoyvwoia (KNOW HOW) mou tuxov mpokUel katd tn Stdpkela f/kal o oxéon Ue tnv napoloa
KAWLKA SoKLur Kal avoAapBAavouv va pdnv XpnoLomoLtjoouV oUTAY TV TEXVOYVWOLa yLa oKomoug mEpa
and Toug oKomoug TNG mapovoag ZUuBacng xwpig tnv mponyoluevn €ykplon tou Xopnyou. To
Nocokopeio kat o Kiplog Epeuvntig mapéxouv SLd tng mapoloas armoKAELOTLKI, TTAYKOOULA, AVEKKANTN
Kol xwplg tnv unoxpéwon kataBoAng avtaAldypatog, adsla xpriong kabe texvoyvwaoiag mou tuxov Sev
£xeL ekxwpnBel elbikwg oTov Xopnyd Suvapel Tou mponyoupevou edadiou.

‘OAeg oL mAnpodopieg, ocupnephapBavouévwy TANPodopLWY OXETIKA He Ta Mpoiovta umod Epeuva
(Dapuaka KAWVIKAG SOKLUAG) 1 e paoTnpLOTNTEG TOU Xopnyou, OTwG AULTHOELG EUPECLTEXVIAG, POPUOUAEG,
Sladikaoieg mapaywyng, Baclkd EMIOTNUOVIKA otolxeia, tponyoUpeva KAWVIKG oTolxeia katl mAnpodopisg
Slatunwong, mou napexovtat oto Nocokopeio, otov E.AK.E./E.A.K.E.A. rj otov KUpLo Epeuvntr kot rtou dgv
€xouv Onuooteutel mponyouuévwe kabwg kat omoiadnmote dedopéva Bewpolvtal amoppola Kot
QMOTEAEOMO QUTHAG TNG KAWLKAG OOKIUAG, Bewpolvtal gUmMIOTEUTIKA (ePe€NC WG «EUMIOTEUTIKES
MAnpodopieg») kot Ba mapapeivouv oTNV aMOKAELOTIKA KUPLOTNTA Tou Xopnyou. TOoo Katd tn SLdpKeLa
000 Kol petd tn Angn/Avon autig tg TUpPaong, to Nocokopeio, o E.AK.E./E.AK.E.A. kat o Kiplog
EpeuvnTr¢ umoxpeouvTal va SLoTtnprioouV EUIMLOTEUTIKEG KAL VO XPNOLLOTIOL}C0UV HOVO YLO TOUG GKOTIOUG
mou mpoPAénovtal o auth TtV TUpPBaon (i) TAnpodopiec oL omoieg Bewpolvtal WG EUTMLOTEUTIKEG A TIC
ormnoieg éva AoyLko dtopo Ba Bewpoloe OTL elval EUTILOTEUTIKEG KAl AmoTeAOUV LSLOKTNGLA TOU Xopnyou Kot
OL OTIOLEG YVWOTOMOoLoUVTaL €K HEPOUC TOU Xopnyou 1 armo tov (6o tov Xopnyd mpog to Noookopeio, tov
E.AK.E./E.AK.EA. 1 tov KOplo Epsuvntry kau (ii) Asdopéva mou SnuioupyriOnkav, mapnxbnoav, wg
QMOTEAEOMA AUTAG TNG KAWIKAG SOKLUAG. OL ponyoUEVEG UTIOXPEWOELG Sev LoxUouv yla dedopéva
rminpodopieg mou (i) Snuootevtnkay xwpic unawtiotnta tou Noookopeiou, tou E.A.K.E./E.AK.E.A. fj Tou
KOplou Epeuvntn, (ii) pe tnv éyypadn ouykatdbeon Tou Xopnyou, UMopouv va xpnoidonolnbouv n va
yvwoTtonotnBouv, n (iii) Snuoctevtnkav cuudwva pe TNV Tapdypado 7.3 KATWTEPW.

Avadopika pe omotadnmote dedopéva 1 AAAeg MAnpodopleg TOU €xouv MPOKUYPEL AmMo TNV Tapoxn
UTNPECLWY cUUPWVA UE Kal KAt eKTEAEON TwV OpwV TG tapov oo UUPBacng and to Nocokopeio, Tov
E.A.K.E./E.A.K.E.A. fj Tov KUpLo Epguvntn, 0 Xopnyog 1} oL appodiwg Stoplopévol ekmpdowrnoi tou Ba éxouv
to Sikaiwpa va dnupocteloouv autd ta dedopéva Kat Tig MAnpodopieg, xwpic éykplon amd tov Kuplo
Epeuvntn. O KUplog Epeuvntrg Ba €xeL To Sikalwpa vo SnUOCLEVCEL TA ATTOTEAEG AT TNG KAWVIKAG SOKLUAG
KOL OTIOLECONTIOTE UTOOTNPLKTIKEG TIANpodopieg mou elval amapaitnto voa ocupneptindBolv o€
onotadnmote SnuUocieuon Twv AMOTEAECUATWY TNG KAWVLKAG SOKLUAG A TIou elval amapaitnteg yla GAAOUG
ETULOTHLOVEC, TIPOKELEVOU VOl TILOTOTIOLO0UV TA ANMOTEAEGHATA QUTA TNG KALWVLKNG SoKUNG. Eav o KUplog
Epeuvntng embupel va dnuootlelosl mAnpodopieg amd tv KAWIKA Sokiun, éva avtiypado Tou mpog
dnuooieuon mpwtotUmou xelpoypddou mpemnel va urtoBAnBel otov Xopnyod yla Bswpnon, TouAdylotov
g€nvra (60) nuépeg mpv tnv umoPoAr tou yla dnuocievon f mapouciaon. O Xopnyog kat o Kiplog
Epeuvntng Ba avaldPouv TNV €0TIEUGUEVN ETLOKOTINGN MEPANPEWY, TIAPOUCLACEWY OE posters fj AAAwvV
UALKWV. AeSOHEVWV TWV TOpamavw, Kaveva eyypado mou mepthappavel Eumioteutikég MAnpodopisg dev
Ba katatebel ya Snpocicuon xwplic tnv mponyoUuevn €yypadn cuykatdbeon tou Xopnyou. Av {ntnOei
gyypaodwg, o Kuplog Epeuvntrg umoxpeoutal va kabuoteprosl auth tn Snuocieuon €wg Kat e€nvra (60)
NUEPEG EMUTAEOV, TIPOKELPEVOU Vo KatateBel aitnon SumAwpatog eupeottexviog. EQv plo GUYKEKPLULEVN
KAWVLKR oKL amoteAel TUAMA Lo TTOAUKEVTPLKAG MEAETNG, 0 KUpLog Epeuvntrg ev Ba ekSWoEL yla auth
™V KAWLKA oKL deSopéVa TTOU TIPOEPYOVTOL OO TO OUYKEKPLUEVO EPEUVNTIKO KEVTPO £€wG OTOU TA
EVOTIOLNUEVO OTTOTEAEOUATO OO TNV OAOKANPWHEVN TIOAUKEVTPLKN UEAETN €xouv SnuooleuBel os pia
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7.4

7.5

7.6

7.7

7.8

7.9

Ko, SNUOCIEVON TWV ATTOTEAECUATWY TNG TIOAUKEVTIPIKAG LEAETNG. QOTOCO, EQV L0 TETOLA TIOAUKEVTPLKN
dnuooieuon &ev untoPAnBel evtog Swbdeka (12) pnvwv PeTd TNV oAokAnpwon, eykatalewpn n Anén tng
KAWVLKAG SOKIUAC o OAa Ta EpeLVNTLKA KEVTpa R addtou o Xopnyog emiPBeBaiwoel otL dev Ba uTtdpEel
dnuooieuon ™G TOAUKEVIPLKAG HEAETNG, o KUplog Epeuvntng pmopel va ekdwoel /Snupoctevosl ta
T(POEPXOLEVA AL TO EPELVNTLKO KEVTPO Tou Noookopeiou amoteAéopata, aveédptnta, cUUPWVA LLE TOUG
0OPOUG AUTNG TG Ttapaypadou.

O Kiplog Epeuvntig eyyudtal Th cuppopdwaon OAwv twv cuvepyalOUEVWY EPEUVNTWY Kal OAou Tou
UTIOAOLTTIOU TTAoNG GUCEWG TIPOCWTILKOU, TIOU CUUUETEXEL KOO’ 0LoVENTIOTE TPOTO GTNV KALVLKN SOKLUA N
AA\wg oxetiletal e autny, pe TIg Statagelg Tou mapdvrog apbpou.

0O Xopnyog SikatouTal va Xpnotpomnolel to ovopa tou Noookopeiou kat tou Kuplou Epeuvnth (kat Twv
OUV-EPEUVNTWV) OF TIEPLOSIKA EVNUEPWTIKA EVIUTIA TIOU QTOOTEAAEL O GAAQ EPEUVNTLKA KEVTPOL
TIPOKELUEVOU VA TOUG EVNUEPWVEL OXETIKA Ue e€eNi€elg oTOV TOpEN TWV KAWVIKWV SOKLUWY, TN Stadikacio
£VTOENG UTIOKELMEVWYV TNG KAWVLKNAG SOKLUNAG Kal GAAQ oXeTKA BEpata yevikdtepou evdladépovtog. To
Noookopeio kat o KUplog Epeuvntic g Ba xpnotomnoloUv Thv EMwvuia tou Xopnyou f omoloudnmote
epyalopEVoU Kal ouVEPYATN TG i BuyaTtplkng | ouvbedepévng pe autnv statpeiog, kabBwe kol Kabe
€velén, Aoyotumo f ofpa Kot AAAO cuvadEg SiKaiwpa TTou TNG AVHKEL, O omoLadnote SLadnULoTIKA i
EVNUEPWTLKI AVAKOIVWON TOUG XWPLE TNV PonyoU eV YPATTTH cUyKATABeon Tou Xopnyou.

Me tnv enidpuAaén olacdnmote avtiBetng mpdPAedng otnv mapovoa IUUPBacn, o Xopnyog duvatal va
amokaAUPEL To amoTteAEopaTa TNG KAWVLKAG SOKLUNG TIPOKELEVOU va cuppopdwBOel oe omoladnmnote
vouoBetiky 1 kavoviotik TPoBAsdn mpw TNV oAokAfpwon TNG KAWLWKAG SOKWAG A mpw amnod
OTOLOSTIOTE MPOTELVOUEVN SNocieuan UTO Toug 6poug Ttepl Anpooieuong Omwe auTol eplypdadovtat
otnv napovoa ZUUBaAcn. Z& OAEG TG MEPUTTWOELS, cUpdwVELTAL 0TO TTaPdV OTL 0 EpeuvnThg umoxpeouTaL
va ouppopdwOel pe oladnmote VopoBEeTIKN 1| KavovioTikh poPAedn oxetikd pe tn Sladikaocia, tnv
oucia 1 TNV anokdAudn TwWV ANOTEAECUATWY TNG KAWVLKNG SOKLUAG.

O KUplog Epeuvntrg SeopeleTal OMWG, KOTA TNV TTAPOXH TWV WG AVW TEPLYPAPELOWV UTINPECLWY, TNPEL
OAeG TIC TIPOPALYPELC TWV OXETIKWY VOUWV KOL TI OPXEC TIPAKTLKNG/ oupmepldopdg o Tuxov Ba tou
KolvoToljoel 0 Xopnyog, kabwg emiong mwg oe meplmtwon oloodnmote popdAC €K TOU VOUOU
T(POPBAEMOUEVNG UTIOXPEWONG EVNUEPWONG WG TPOG Tt ¢UCN KAl TNV auoLpr Twv UNPECLWY tou, Ba
nipoBei o SnAwaon oxéoncg/ouudépovtocg (declaration of interest), wg apuodlet.

O KUplog Epguvntng yvwpilel kat amodexetal 0Tl 0 Xopnyog kat o Ouhog ETatpelwy autou, oto mAaiolo
NG VOULUNG GoKNONG TWV §paotnplotitwy toug cUAAEYOLV, TnpoUV Kal enegepyalovtal ot (Slot i dia
Tpitwv cUUPBOAAOUEVWY LE QUTOUC €VTOG N €KTOC TG Eupwrnaikng Evwong, dedopéva mMpoowrnikol
xopoaktrjpa tou Kbplou Epguvnth, cUUdwva TAVTOTE UE TOUG OPOUG TNG EUPWTALKAG VopoOeaiag Kat Twv
VoUWV TIou TuxoV £xouv edappoyn, mepthappavouévwy twy v. 2472/1997, v. 3471/2006, v. 3472/2006,
v. 3115/2003 katv. 4624/2019.

O Kuplog Epeuvntic yvwpllel kol amodéxetal O0TL 0 Xopnyog Suvatal vo amokaAUTTeL o€ Tpita pépn
mAnpodopieg mMou adopolv OTNV TOPOoXH TWV WG AVW UTINPECLWY, CUUTEPAAUPBAVOUEVWY, TOU
OVOULATOG, TOU TOTIOU TIAPOXNG Kot TNG aiag olacdnmote mMAnpwung f anolnuiwong oe eidog AapBavet
yla TIC WG AVWw UTINPECLEG amo thv Etatpeia, onwg eivat n apolpr, otolxeio MAnpwung, n KaAuyn tou
KOOTOUG HETAPOPAG Kol Stapovig, i AAwv tuxov e€66wv. Eldikdtepa o KUplog Epsuvntig yvwpllet kat
anodéxetal 0tL n Etatpeia Suvatal va SnoCLOTOLEL TaL WG AVW OTOLKELD 08 NAEKTPOVLKN LoTooEA IS TOU
Xopnyou 1) Opidou Etatpetwv autol. Ot cupBaAAOpEVOL Elval EVILEPOL YL TNV UTIOXPEWTLKA QVAPTNON
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8.

8.1

8.2

9.

A.

9.1

otolxelwv NG ZUpPBaong oto Stadiktuo cuudwva pe Tov v. 3861/2010 «Mpdypappa Aloavyelar.

Eupeotteyvieg

‘OAa ta Sikalwpata ent omotacdnmote avakdAung f epelpeong, mou xel emvonBel i tou €xel emwvonOetl
Kal tebel oe MPOKTIKA £bAPHOY] WG QMOTEAECUA TWV EPYOCLWV TOU yivovtal cUpdwva pe Kot Kot
eKTEAEON TWV OpwV NG mapoloag TVUBacng N Kot Hetd tn AN autng, Ba avrkouv atov Xopnyo n tov
appodiwe Sloplopévo ekmpoowrnod tou. To Noookopeio, o E.AK.E./E.AK.E.A. kat o KUplog Epguvntrc Ba
YVWOTOTIO|o0uV apéowg omotadnmote edpevpeon N avakdAun mMPokUPEL amd TNV eKTEAECH AUTAG TNG
Z0uBaong. To Noookopeio, o E.AK.E./E.A.K.E.A. kot o Kuplog Epeuvntig cupdwvoulv va petafipacouy
oTOV X0pNYO 1) TOV SLOPLOUEVO EKTTPOCWITO TOU TNV AMOKAELOTIKA KUPLOTNTO ETTL AUTAG, ILE TNV ATOTANPWHNA
Twv €£06wV amod Tov Xopnyo, av UTApXouV TETola, HE Ta omola emiBaplvOnke o Kuplog Epeuvntng, o
E.AK.E./E.A.K.E.A. i/xot to Noookopeio katd thv kataBeon, tn Stabikaotikr erbiwén f tn diatrjpnon ev
oYV omolwwvénmote altioswyv gupeottexviag | ékdoong SUTAwWATWY gupeoLtexviag ylo autd. TEToLEg
QLTAOELG, av UTtapxouv, Ba katatefoUv Kat Ba uTtooTNPLXTOUV SLKAOTIKA Kot SLaSIKACTIKA o Tov Xophyo
Il ToV SLOPLOUEVO EKTIPOCWIO TOU.

To Noookopeio, o E.A.K.E./JE.AK.E.A. kat o KUplog Epeuvntig cuudwvolv va umoypdldouv kal va
Staodaiioouv OTL Kal oL MAong GUCEWG CUVEPYATES TOUG Kat oL UTTAAANAoL Toug Ba umoypaouy, OAa Ta
arapaitnta éyypada yio t petafifacn OAwv Twv SIKAUWHUATWY, TITAWV Kol CUUPEPOVTWV £l
omnolaodnmote tétolag epevpean 1 avakAAuPng mpog tov Xopnyo r Tov SLopLoPEVO EKTTPOCWTTO TOU.

NpoimnoAoylopdg - ApoBég

SHMEIQZH: H mapdypadog auTr CUUITANPWVETOL Ao Tov Xopnyod cUudwva LE TIG apxES Kal Stadikaoieg
Tou.

ApoBég kau Mpoypappa NAnpwpwv

Mo tnv ekmévnon tou €pyou Tng dle€aywyng TnG KAWIKNAG SOKLUNG, cupdwveital OtL o Xopnyog Ba
KOTaBAAEL TO TOOO TwV [...] eVpw (...€) avd acBevr) Tou oAoKANPWVEL TNV KAWVLIKA SoKLun, apoLBr n onola
Bswpeital Sikawn kot gVAoyn, TPOKUMTOUCA QMO TNV OMALTOUMEVN amacxOAnon oto TAaiolo Tou
MpwTtokOA\oU. 10 OGO QUTO, TO OMOoLo TPOKELTAL va KaAUPEL OAa Ta £€08a TTOU TIPOKUTITOUV KATA TN
Sie€aywyn NG KAWLKAG SokLunG cupdwva pe to MpwtdkoAlo, cuumephapupavovtal t6oo0 OAeg oL
aUOLBEC 60O KOl OL SATAVEG EKTIOVNONG TOU £pyou, KabBwg Kot omoleadnmote AANeC lodopEG UTEP
pltwv kot dopohoyikég emBaplvoelg, oL omoieg cuumep appavovtal oTo WG Avw Toco Kot Ba
napakpatnBouv and auto. AuTéG oL apolBEg epAapuBAavouy evEELKTIKA Kal METAEU GAAWY, TNV apolBn
tou KiUplou Epeuvntn (Pl), TI¢ ooOLBEG TOU EMLOTNUOVLKOU Kot AOLMoU TPOCWTKOU, TO omoio Ba
anaoxoAnOei oto €pyo, TNV apolPBr] apxeloOETNONG CNUAVTIKWY gyypddwv Kot apolBég Noookopeiou,
KPATAOELG KOl KABe AAAn Samavn 1 €€060, ou armatteitat yia i emBapuvel T Sie€aywyr Tou €pyou. ITo
0006 aUTo Sev ocupnephappavetat o O.M.A.

Ou kpatfoelg unép E.AK.E./EAKEA. kot unép tou Noookopeiou ocupmephappavovtal poli pe
omnoleabnnote AMeg Lopopég Kal GopoAoYIKEG EMBAPUVOELS OTO WG GAVW TIOOO KAL TOPOKPATOUVTOL
amno auto.
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H ouvoAwkwg mpoUmoAoyloBeioa apolpn yla tn Ste€aywyr Tng KAWIKAG SOKLUNG, OMWG avaAUETAL OTOV
napakatw MINAKA NAHPQOMOQON, 0a katafdAletal amd tov Xopnyd oe  [...] 800l TG MPWING
katapAntéag [...] (...) LAVEC LETA TNV ELCOYWYN) TOU TPWTOU acBeVOUC 0TO EPEUVNTLKO KEVTPO Sle€aywyng
™G KAWLKAG SoKlung, Baoel Twv dedopévwy mou €xouv katoaxwpnBel oto GUAAo MapakolovBnong
AcBevouc (CRF) eite edpamnaf oto téAog TnG KAWLIKAG SoKLUNG. To Uog €kaotng Soong Ba e€aptatal and
oV apOud twv emoKEPEWY TIOU EXEL TIPAYLATOMOLAOEL £KAOTOG OOBEVAG EVTOG TOU GUYKEKPLUEVOU
XpovikoU Slaotripatog kat Ba Stapopdwvetal Bdoel autou. MpolndBeon TnG MPAYUOTONOINCNG TWV
QVWTEPW XPNMOTIKWYV KOTABOAWY omoteAel n miotomoinon OoAOKARPWONG TNG €KAOTOTE GACEWS
(otadiou) TNG KAWIKAG SOKLUNAG, N onola Ba mpaypatomnoteital eyypadwg amnod tov KUplo Epguvntr Kat to
uTteUBULVO yLa TNV KAWLKE Sokun oTtélexog tou Xopnyou.

Ta tipoAoyLa Ba ekdidovrtal ota otolyeia Tou KATWOL PpopLa MANPWHWV:
Ovopa Gopa MANPWUAG:

‘E&pa (tevBuvon, TK, oA, xwpa):

AOM/VAT Reg. Number:

Je KAOe tpamelikn kotdbeon Ba avaypddetal 0 KwSKOCS TNG KAWVLKNAG SOk Kot To Noookopeio.

OLmAnpwiég Ba kataBaAlovral oToug KatwOL Tpamnellkolg AoyapLacpoug:

‘Ovopa AwkatoUxou MAnpwuig 1:

EAKE tou [...] Navemiotnuiov/EAKEA tng [...]" Y.ME. [...]
Tpamela:

AlebBuvon Tpamnelog:

Ap. Noyaplaopou:

IBAN:

BIC:

‘Ovopa AwkatoUxou MAnpwpnig 2:
Noookopeio [...]

Tpamnela:

Ale0Buvon Tpanelog:

Ap. Noyaplacpuou:

IBAN:

BIC:

Ta tipoAoyLa Ba ekdidovral ota otolyeia Tou KATWOL Ppopéa MANPWHWV:
Ovopa Qopea MANpWHAG: [.....]

‘Edpa (6lebBuvan, TOAn, xwpea): [.....]

ADM/VAT Reg. Number: [.....]

O E.AK.E.A./E.AK.E. evnuepwvetal yla KaBe tpamelikn katdbeon péow extrait. e kdOe tpamelikn
katdBeon Ba avaypddetal o KwSKOES Tou MPWTOKOAAOU 1) 0 GUVTETUNUEVOC TiTAoG TN KAk Epeuvac/
Mehétng Emsdoewv/ Epyaciag kat To epeuvnTikd kévtpo Ste€aywyrig (Noookopeio kat KAwikr / Movada
noy).

'O\eg oL TPoPAEMOUEVEG OO TNV TtaPoU oA XPNUOTIKEG KataBoAEg, oL onoieg Ba avtiotololv cUubwva
ME Ta opl{OEVa MAPAKATW OTO MAPOV o€ Tapaoxebelosg Unnpeoieg Kal ekteAeoBeioeg epyaoieg, Ba
kataBaAlovtal, OTwWG 0 VOUOG TIPOPAETIEL, OTOV MOPATIAVW OPL{OMEVO TPATE(KO Aoyaplacpd, SikatoUxog
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Tou omnoiou givat o E.AK.E.A. tng [...]"° Y.ME. [...]/o E.AK.E. Tou [...] Mavemniotnuiou, uetd tnv ékdoon Kot
napadoon and tov E.AK.E.A. tng [...]" Y.ME. [...] / E.AK.E. Tou [...] Maveruotnuiov nmpog tov Xopnyd tou
oxetikol emionuou Bewpnuévou TuuoAoyiou Mapoxng Ymnpeolwy, to omoio o Xopnyog Ba s€odAel
evtog [...] (....) nuepwV amd tnv ékdoan Kat mapaAapr Tou oo tov Xopnyo.

O Xopnyog odeilel va kowvorolel oto Nocokopeio avtiypado Twv TLHOAOYLWY TTAPOXG UTINPECLWY TIOU
AapBavel ano tov E.AK.E./E.A.K.E.A., kdBe dopd nou npoPaivel oe katdBeon.

Ka&Be katdBeon tou Xopnyou umép tou E.AK.E.A. tng [...]" Y.NE. [..]/E.AK.E. Tou [...] Maveniotnuiov
arnoteAel KataBolr avtioTolyou HEPOUG TNG AUOLBAG Kot artodelkvUETAL e TNV anoOdelén (Ypauudtio)
kataBeong tng Tpdmelog. Me Tig mapandvw KataBolég Bewpouvtal e§odAnuéveg Evavit Tou Xopnyou oL
apolBEg Tou KUplou Epguvntr, TV €LIKWVY EMLOTNUOVIKWY KOL AAAWV CUVEPYOTWY, TWV YPALMOTELAKWY
Kall SLoKNTIKWV UTTOANAA WV Kat Tou Aoumol maong GUOEWE POCWTILKOU €V YEVEL, TIOU O CULUETAOYEL
otn dte€aywyn NG KAWIKAG SOKIUAC Kat Oa xpnotpomotnBsl katd tn SLApKELA TOU £pYOU yLo ThV TaPoxXn
TWV UTINPECLWY, OMw¢ autég e€eldikevovtal otnv 0UPBaon Alefaywyng KAwikng Aokiung, adou o
Xopnyocg oudeuio oxéon efaptnuévng epyaciag r mapoxng avefdpTNTwV UMNPECLWV R €pyou N
omoladnmote GAAN €PYACLaKr] OXEON CUVAMTEL UE TNV mapouca IUpBacn Pe To TaAong GUCEWG
nipoowrikd mou Ba xpnowomnotnBel yla tn Sie€aywyr ™G KAWIKAG SOKLUNAG KATA Ta w¢ avw. Kat’
akoAlouBiav, ta mpocwna auta Sev €xouv kapio aflwon katd Tou Xopnyol yla TNV TOPOXN TWV
UTtNPECLWV TouG Katd tn Ste§aywyn TNG KAWLKAG SOKIUNG Kot €8kOTEPA yla KataBoAn pwobwv,
nuepotabiwv, apolBwy, amolnUlwoswy, achoAloTIKWY EL0dopwV Kal Aourd, € ekelvwy Tou Baplivouv
Tov epyodotn.

NINAKAZ NAHPQMQN 1
AvaAuon ApolBi¢ ava cuppetéxovia acBevi
Napadeyua:
100€ ava acBevn, apolfn epeuvntn 80€, mapakpdtnon voonAeuTikoU t6pUpatog 15€ kal mapakpdtnon
dopéa olkovouLkng Staxeiplong 5€, omou edpapudletal.

Kootog Kootog
Enioken ApoBr Epeuvnti Awaxeipong Awaxeipong E.AK.E./ Zuvolo
Kévtpo Aefaywyng E.A.K.E.A.

Apxwkr) Ektipnon
Entioken Evapéng

Eniokeyn 1

Eniokeyn 2

Eniokeyn 3

Eniokeyn 4

Eniokeyn 5

Eniokeyn 6

Enioken 7

Eniokeyn 8

Eniokeyn 9
Entiokeyn 10
Eniokeyn 11
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Eniokeyn 12
Eniokeyn 13
Eniokeyn 14
Eniokeyn 15
Eniokeyn 16
Eniokeyn 17

OMokArjpwon Bepanciag/
Mpoéwpn Stakonn

Z0volo

Zovolo + @.N.A. (eav
edpapuoleta)

Juvolo: ... EYPQ/AcBevn| (+ ...... KOoTog dlaxeiplong).

Anotuyia Katd tnv apxkn ektiunon (Screening failure): EYPQ /AcBevn

NINAKAZ IAHPQMQN 2
ApoBEG yLa Aownég Sladikacieg mou Sev neplAapfavovtal oty apoLBr ava cuppeTéxovta acBevr) (eav

ebapuoletal)
Koéotog Koéaotog
Awdikacia ApolBni Epguvnti Awayxeiplong Awoyeipong Z0volo
Noookopeio E.A.K.E./E.A\.K.E.A.

NINAKAZ IAHPQMQN 3
Epyootnplokég / SLayvwoTikéG eEETACELG Ovd GUMHETEXOVTA acBev) Tou Oa paypatonowndolv oto
Noookopeio mépav tng cuviiBoug KALVIKAG TPOKTLKAG KO YLOL TLG VAYKEG SLE§aywYN G TNG KALWVIKAG SOKLUAG
ko Oa anolnuiwbouv oto Noookopeio.

TR (BAoEL TwV EMICNUWYV TLLOKATOAOYWYV, OTIWG
Epyaotnplakn/Slayvwotikn e€étacn autol opifovtal armd OYETIKEG UTTOUPYLKEG
arnodAoeLg)

MINAKAZ NAHPQMQN 4
Dappaka tov Ba xpnotpononBouv yla tig avaykeg Ste§aywyng tng KAWIKNAG SoKLUAG kat Ba
anolnuwBouv oto NocoKkopeio.
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dappako Katnyopia Apaotikn ouoia MNoootnta Kdéotog
(umo Sokuun,
OGUYKPLTLKO, ELKOVLKO,
ETLKOUPLKO)
NINAKAZ MAHPQMQN 5
ALOBEG SLAXELPLOTIKWV EPYACLWV
s Kdotog Kootog Awaxeipiong
, , ApoBn ; ,
AlaXEPLOTIKA Epyacia , Awaxeipong E.A.K.E./E.A.K.E.A. Z0volo
Epguvntn )
Noocokopeio

ApoiBr yia evapgn g
KAWVLKNG SOKLUNG 0TO
EPEVVNTLKO KEVTPO (start
up fee)

ApoLBn yio to KAELoLo -
ANEN TNG KAWVIKAG SOKLUAG
OTO EPEUVNTIKO KEVTPO
(close out fee)

ApolBn sykotdotoong
dappaxeiov oto
EPEVVNTLKO KEVTPO
(pharmacy set up fee)

ApotBn yla dlatripnon tou
0PXELOU TN KALVIKAG
SOKLUNG OTO EPEVVNTLKO

KEVTPO

9.2.H wg avw avaypadduevn apolpry eCRF/CRF adopd oTtnv oKOVORLKA KAAU PN TWV amopaitnTwy EVEPYELWY
yla TNV eLoaywyrn OAwv twv dedopuévwy eviog [...] (...) EpYACLUWY NUEPWV LETA TNV MioKkePn TOu acBevoUc,
ue e€aipeon tnv apxikn emiokePn kot T oBapég Averlbuunteg EvEpyeLeg mou TpEMEeL va tpooteBo UV eVtog
eikooL tecodpwy (24) wpwv.

9.3.0 KUpLog Epguvntrg avapévetat va eVIAEEL 0TO EPEUVNTIKO KEVTPO [...] (...) AELOAOYAOLLOUG CUUUETEXOVTEG
aoBeveic og authv TNV KAWLKT Sokiur. O Xopnydg Satnpei to Sikaiwpa va katayyeilel kot va AUOEL e Tov
TPOMO aUTOV TN ZUUBacn Ale€aywyng KAWIKAG Aokng aueoa, anpobeopa kat alnuiwg yla autdv, av

Kavévag acBevrg ev €xelL eviayBel 0TO EPELVNTLKO KEVTPO UEXPL TLG [...].

9.4. Kotd tnv €€€A€n tng KAWIKAG SOKLUAG, Kal ebOcoV 0 oplOUOC TWV CUUUETEXOVIWV 0oBevwv Tou
nipoPAEmeTaL and to mapdv va evtaxBoUv 6To gPEUVNTIKO KEVTPO CUUTIANPWOEL, 0 Xopnyog umopel va
awtnBel mpog to Noookouelo kat tov KUplo Epeuvnth va evtd€ouv meploodtepout acBeveilg otnv KAWVLKN
Sokiun. Eav autod eivat anodekto anod to Noookopelo kat tov KUplo Epeuvnti, n éyypadn eldomoinon
tou Xopnyou mpog to Nocokopeio kat tov Kupto Epeuvntr, mou Ba eykpivel tnv évtafn emutAgéov
OUMMETEXOVTWY 0.oBeVWVY 0TNV KAWVLKE SOKLU Bal apKEL YLoL VO TEKUNPLWOEL Ko VoL artodeifel Th cupdwvia
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Twv oupPBarropévwy. To (8lo mood mou mpoPAénetal otnv mapaypado 9.1 tou mapoviog Oa
kataBaretal ava oupunmAnpwBev aflodoynoipo GUANo MapakolouBnong AcBevoug (CRF) kat yia tétolou
€l6oug emumPOoOeTOUC CUNMETEXOVTEG AOBEVELG TNV KALWVIKY SOKLUN, XWPLG VO QmOLTELTOL TTIEPALTEPW
Tpomnornoinon tg nopoloag.

9.5. 'OAeg ol mMAnpwpEG Ba mpaypatonolovvtal cUpdwva Pe To mapandavw Mpoypappa NMAnpwuwv. Apopn
ylot GUMUETEXOVTEG 0.00eveig TTou Sev oAokAnpwvouv tv KAWIKA Sokiuh Ba kataBdAletal eml piag
avaAoyLkng Baong, cupdwva eniong e to mapanavw Mpoypaupa MAnpwuwy. Kauio mAnpwun dev 6a
TIPOYLATOTIOLELTOL YLt CUMUETEXOVTEG 0oBevelg, mou eite amooLPOnKav site oAokAnpwoayv, aAAd Tou
ouviotoUV ToapaBioon Twv Kptnplwv €vtagng Kol Tou €YKEKPLUEVOU [MPWTOKOMOU, TIANV €L8LKWG
EYKEKPLUEVWV arto Tov Xopnyod meputtwoewy, epooov amnatteitat mapakololdnon f} culhoyr| otolxeiwv.
To oo twv [...] evpw (...€) Ba kataBAMeTOL yLa KAOE CUUUETEXOVTA 0l0BEVH TIOU AMOKAELETAL KOTA TV
opXLKN eKTipnon (screening failures), AOyw N QVAUEVOUEVWY EKTOG GUCLOAOYLIKWY OPLWYV EQPYACTNPLAKWY
TLwV. Autd o Tooo Ba kataBAnBetl yia évav péyloto aptbuo [...] (...) tétolwv cuppeTEXOVTWY aoBevwy.
2TV MePMTWon mou NepLocOTEPOL oo [...] (...) CUMMETEXOVTEG A0DEVEIG MTOKAELOTOUV KATA TNV APXLKN
€KTiNON, 0 Xopnyog dev Ba KAAUYPEL TO KOOTOG TNG SAMAVNG AUTAG KOL N WG AVW OLKOVORLLKH amolnuiwaon
Sev Ba katoaPAnOei yla autoUg Toug EMUTAEOV, TTAPA UOVO KATOTILV iponyoUEVNG gyypadng amodoxng
Tou Xopnyou.

9.6. H tehwkn mAnpwun Ba yivel apou to QUM MapakorouBnong AcBevoug (CRF) Ba éxel cupmAnpwBetl
(oupmep\apBavouévwy Twv emakoAouBwy emtokEéPewy apakolouBnong) kat tapadobei otov Xopnyd
Kot ool OAa T EPWTAMOTA OXETIKA e ta Sedopéva Ba €xouv emluBel oTo gpeuvnTIKO KEVTPO. To
TeAKWG odelldpevo mood Ba umoloylotel oUpdwva pe Tov oUVOAKO aplBud twv acBevwv mou Ba
evtaxBoUv Kal Ta KpLTRpLa, Toug Opoug Kal TIG poUmoBEaelg mMAnpwung mou Kabopilovtal mapandavw.

9.7. Ta cupBoaridueva pépn avayvwpilouv kat cupdwvoUlv OtLn apoLBn Kot n KAOe eldoug otkovopkn i GAAN
UTIOOTAPLEN TIOU TIAPEXETOL A0 Tov Xopnyod ocUpdwva pe Kal Kat' ektéleon tng mapovoag TUuBaocng,
QVTUTPOOWMEVEL TN ouvhOn cUVAAAAKTIKA a€la yLo TIC TAPEXOUEVESG UTINPEGLEG KOl Epyaoies Ste€aywyng
™G KAWILKNAG SOKIUAG TTou ekTeAoUvTal amd tov KUplo Epesuvntr kot to Noookoueio, €xel amoteAéoel
QVTLKELUEVO Kal armoTédeopa Slampaypdteuong Kol cupdwviag oto mAaiolo avedptntng cuvaAiaync,
KaL Sev €xel kaBopLoTel pe TPOTIO TTOU VO CUVUTIOAOYLTEL TOV OYKO 1 TNV a§io OToLWVSHTOTE UTNPECLWV I
AAwvV epyacwy, ou €xouv kad’ olovdnmote Tpomo AdBel xwpa HeTafl Tou Xopnyou, Tou NoooKoueiou
Ka tou Kuplou Epguvnti.

9.8.Tooo to Noookopeio 600 kat o KUplog Epeuvntrg dev Ba TipoAoyrioouv omoLodAmoTe TPITo UEPOG yLa Ta
Mpoiovta umo Epeuva (Yno Aok Odpuaka, Zuykpttikd Odapuaka, Ewkovikd Odppoka), To EMikoupkd
Ddppoaka NG KAWLIKAG SOKLUAG 1 ylot GAAa €18n, UALKA 1) UTINPEGLEG, TIOU TLOPEXOVTOL OO TOV XOpnyo
OXETIKA HE TNV KAWVIKA SOKLUN, N YLoL OTIOLECSATIOTE UTINPECLEG TTAPEXOEVEG OTOUG OU LLETEXOVTEG 0LOBEVE(S
OXETIKA UE TNV KAWLIKA SOKLUN, ylo TIC omoieg mpoPAEmeTal Kot KOTABANMETAL TANPWUA WE UEPOG TNG
KAWVLKAG SOKLUNAG, €KTOC €AV KATL TETOLO ELOIKWE ETUTPEMETAL Ao TIC TPoPAEPELG Kal Toug Opoug mepi
KATOBOANC TwWV oOLBwV.

B. El8iKol 6pot

H mopovoa kAwikfp Sokwur Sie€dyetal cUudwva pe UL TIOATIKA KateuBuvopevng €vtaéng (kplenpla
gloaywyng/anokAeopou). O Xopnyog mpoodokd Tnv oAokARpwon TN Eviaéng e tnv emniteuvén evog cuvolou
[...](...) éyKUpWV CUHUETEXOVTWY AOBEVWVY YLl OACL TOL EPEVUVNTLKA KEVTPOL TIOU CUUUETEXOUV OTNV KALVIKH SOKLUN.
Ye mepintwon mov [...] (...) CUVOALIKA £€yKupoL CUUUETEXOVTEG aoBeveig evtaxBoUv TPV TO EPEUVNTIKO KEVTPO
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EMLTUXEL TOV OTOXO TOU TWV [...] (...) éyKUpWV CUMUETEXOVTWY acBevwy, o Xopnyog Siatnpel to Sikalwua va
TepLOPLOEL N} va avaoTelAeL TNV MEPALTEPW EVTAEN OTO EPEUVNTIKO KEVTPO. I€ QAUTAV TNV MEPIMTWON, 0 XOpnyog
Ba evnuepwoeL tov KUplo Epsuvntr kat o KUplog Epsuvntrg e TRV Kowvortoinon tng eldomoinong Ba replopioet
1 60 OTOUATAOEL AUECA TNV TIEPALTEPW EVTAEN CUUUETEXOVIWV A0DEVWV.

10. Nopukn EuBUvn / Amolnpiwon

10.1

10.2

0O Xopnyog Ba umoxpeoutal o€ amokatdotaon onotacdnnote {nuiog tuxdv unootel o Kiplog Epeuvntrg
r)/xatL 1o Noookopeio, mpoegpXOpevn and owpatikr BAGBN i OAvato omolouSATIOTE CUUUETEXOVTOG OTNV
KAk Sokuur acBevolg, ameuBeiag mpokAnbeica and t xpnon twv Mpoidviwv umod Epeuva (Yo

Aok, ZUYKPLTIKWY, Etkovikwv Qappdkwy) Kot Twv EMkouplkwv Gapudkwy Tng KAWLKAG SOKLUAG KaTA

TN SLdpKela TG KAWIKAG SOKLUAG N amo omoladnmote mapéuBacn 1 Sladikacia, mou mMpoPAEMETAL A

amatteital ano 1o NMPwTOkoA\Oo Kal 6TNY OTola 0 CUMMETEXWV 0TNV KAWVLKN Sokilun acBevrg, ev Ba sixe

uTtoBANBEel, edv dev cuppeTeixe otnV KAWLIKA Sokuur), ebOcov cuvTpEXouv oL akOAouBeg mpolmobéoelg:

(at) To cupPav Nrav andtoko piag dokipaldopevng ouaiag tou Xopnyou, Le tnv poiinodecn Ot n ouacia
Xopnynobnke cUUdWVA LE TO EYKEKPLUEVO OO TIC ApUOSLEG SEOVTONOYLKEG KOl KOVOVIOTIKEG OPXES
MpwtokoMo KAWIKAG AOKIUAG Tou XopnyoU, OMWG €KACTOTE LOXUEL KOl PE TIG OTOLEG TUXOV
METOYEVECTEPEG EYKEKPLLEVES TPOTIOMOLNOELG TOU.

(B) To cuppav oxetllOTav Ue TN XPHON CUYKPLTIKWY OUGCLWY, OL OTIOLEG XpnOLomoLOnkav VOUiuwG oTo
TAaioLo Tou MPWTOKOAAOU TNG KAWVLKIG SOKLUAG.

(v) To cupBav mpoékuPe WG GUVETELA SLAYVWOTIKWY SLaSLKAGLWY TTou Ttpaypatomnoldnkayv cuudwva Pe
T0 MNPWTOKOAADO, OTWG EKAOTOTE LOXUEL KOL ME TLG OTIOLEG TUXOV UETAYEVEOTEPEG EYKEKPUUEVEG
TPOMOTOLAOELG TOU.

(6) To cupBav ATAV ArOTOKO BEPATIEVTIKWY i SLAYVWOTIKWVY LETPWV TIOU ottt Bnkav Vouiuws Adyw tng
eudAvVIONG UN QAVAUEVOUEVWY EVEPYELWV TOU TPOKARONKav amd tn Sokwualduevn oucio Tou
Xopnyou, and cuyKPLTIKA GAPUOKEUTIKN aywyn f amod SlayvwoTtikég Sladkaoieg mou amattovvral
ocVpdwva pe to MPWTOKOANO, OMWG EKACTOTE LOXUEL KL HE TLG OTOLEG TUXOV METAYEVEOTEPEG
EYKEKPLUEVEG TPOTIOTIOLAOELG TOU.

O Xopnyog Ba €xeL to amoAuto Sikalwpa vo mpoPel og TUXOV SLOKAVOVIOUOUG, UE TNV TpoUnobean
BeBaiwg otL Sev Ba ekdpaosl mapadoxi AdBouc yla Aoyaplac o Twv StkatoUxwv tng amolnuiwong, xwpeic
va €xel €yypadn €ykplon toug. EmumAéov, n umoxpéwon ywa amolnuiwon &ev Ba mepllapBdvel
TIEPUTTWOELS AMWAELAG, {nuiag ) Samdvng mou MPOKUTITEL Ao apéAELd, EKOUOLA TTAPAVOLa 1 E0OAUEVO
XEPLOUO Twv SkaloUXwv TG amolnuiwaong, evvoeital Gpualkd OtL n xoprynon omolacdnmote ouaiag
oUpdwva e TG 06nyieg tou MpwtokdAou TN KAWLKAG Sokiung dev Ba amotelel apélela i eopaApévo
XELPLOMO o€ O,TL adopd Tnv mapoloa TuuBacn.

H napandvw unoxpéwaon Tou Xopnyou, Onwg opiletal otnv napaypado 10.1, dev Oa £xel epappoyn Kat
0 Xopnyog Sev Ba euBUveTaL yla TNV KatafoAn onolacdnmote anolnpiwaong n damavng, oAl avtiBETwg
o Kuplog Epeuvntng, to Noookopelo, oL tdong pUOEWS CUVEPYATEG KoL TIPOOTNOEVTEG AUTWV, KABWG Kot
TO omolodNmote MPOCWILkO, Tou Ba xpnowomownBel otn Sie€aywyn ™G KAWLKAG SoKLUAG, Ba
unoxpeouvtal otnv anolnuiwon tou aoBevoug KAl OTNV AMOKATACTACN OMOoLaSHoTE Kat KOs {nuiag
Tou Xopnyou, aueong f €upeong, BetikAg | amoBetikng, UALKNAG N NBOIKAG, amoppiéoucas omo tnv
edbappoyn aotikng r MowikNG ¢uoswg Slatdtswv, tnv omola o Xopnyog Ba umootel amd tnv un
nipoorikouaa Ste€aywyn TN KAWLKAG Sokung oUpdwva pe a) to NpwtokoAho, B) Tig yypadeg CUCTATELG
KaL 08nyleg Tou Xopnyou OXETIKA (e T Xprion Tou Twv Mpoidvtwy umnod Epeuva (YO AoKLun, ZUYKPLTIKWY,
Ewovikwv Pappdkwy) kot Twv Emkoupikwv dapudkwv tng KAWIKAG SOKLUNG, y) TI¢ Statdelg tng
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Loxvouoag vopobeoiog mou SLEMEL TO aVTIKE(UEVO TNG Tapoucag ZUpBaong Katl 8) toug dpoug tng
napovoag Tuupaong, efattiag evepyslwy, mpafewv N mapaAelPewy Twv avwtépw avadepopévwy. O
Xopnyog &ev dépel gubuvn ya cupPdavta mou Ba TPokUPOUV OMOKAELOTIKA WG CUVETELA TNG
UTIOKELPEVNG VOOOU KABE UTIOKELMEVOU TNG KAWIKAG SOKIUAG, 1 ylo. cupPdvta mou elval amotoka
SLayVWOTIKWVY 1 BepameuTIKwY HETPWY TIou dev avadEPOVTal CUYKEKPLUEVA 0TO MNMPWTOKOAND, OTIWG
EKAOTOTE LOXVEL KOl LUE TLG OTIOLEG TUXOV ETOYEVECTEPEG EYKEKPLUEVEG TPOTIOTOLOELG TOU.

10.3 H umoxpéwon tou UnoxXpeou TPog amnolnuiwon cupBoarropevou puépoug cUudwva e TRV mapovoa Ba
ebappuoletal povo gdv to AAAO CUUBAANOEVO PEPOG TTaPEXEL Auean eldomoinan, e TNV mapaAafn g
KOLVOTIOLNGNG OMOLAoSATIOTE TETOLAG aflwaong 1 aywyng, KoL EMLTPETEL OTO UTIOXPED TPOC amolnuiwon
UEPOG, TOUG SLKNYOPOUG KOL TO TIPOCWITLKO QUTOU, VAl XELPLOTOUV KaL va EAEyEOUV TNV UTIEPACTILON EvavTL
TETOWV aflWOoEWV N aywywv, ocuumepllappavopevng tng mpodikaotikng Stadikaoiag, 8ikng n
oupBLBacpol, mapéxovtag oto SkaloUUeVo amolnuiwong cupBaAlopevo pépog tn Suvatotnta vo
ouvepyaotel TARPWS kol va Bondnosl o autiv tnv umepdorion. To SikaloUpevo amolnpiwong
oUMBaAAOUEVO HEPOC Tiepaltépw cupdwvel OTL Sev Ba Stakavovicel i cuppLBaocel omoladnmote TETola
aflwon N aywyn xwplg tTnv mponyoluevn éyypadn cuykatdBeon TOU UTOXPEOU TPOG amolnuiwaon
pépoug.

10.4  H euBuvn tou cupPardpevou otnv napovoa E.AK.E. [...] (Mavemotnuiov)/ E.AK.E.A. tng [...]" Y.NE.
[...], T6o0 N cupBatiki 600 Kat N €K TOU VOUOU amoppéouaa, meplopiletal og kal apopd AmOKAELOTIKA KAl LOVO
otnVv olkovopkn Stayelpton tng KAWLKAG Sokung, ou Ba Sie€axBel cupdwva pe Toug Gpoug TG mapoloag
JupBaonc.

11. Acpdhion

O Xopnyog Ba e€aodaliost kat Ba Statnprioel oe MANPEN WOYXY KOTd Tt Stdpkela TNG KAWLIKAG SoKUAG (kat
akoAoUBwG ™G ARENG TNG KAWVIKAG SOKLUNG yla TNV KAAUYN OMOLWVSATIOTE amattoewv mpokuPouv and tv
KAWLKA dokun) aodaAiotiky kaAuvdn yua: (i) ootk euBuvn mpoidvtog kat (i) yevikn aoctikr euBuvn. Kabe
aodaAlotikn kaAuPn Ba avépyeTal ota Mood mou opilel pntwg n Loxvouoa vopobeoia.

12. AnokdAun Owovopkwv Ztoixeiwv/Ataypadn

12.1 To Noookopeio kot o KiUplog Epeuvntig cupdwvoluv va mapgéxouv otov Xopnyd kabe amapaitntn
mAnpodopla cUPUOPPWONG E OTIOLEGSNTIOTE amaltoelg anokaluPng otoweiwy, emipAnbeiosg amnod
onotadnmnote apuodia apxn (cupnephappavouevng, eav autd duvatat va epappootei, tng U.S. F.D.A. -
United States Food and Drug Administration), cupnepilauBavouevng omnolacdnmote mAnpodopiog
anatteital va anokaAudOei, oxeTIKA e OMOLOUSHTIOTE €(60UC OLKOVOULKT 0X€on METAEU TOou Xopnyou
KAl GAAWV BuYaTPLKWY ETAUPELWY TOU OUiAoU [...] KAL TWV AVTIOTOLWY EKTPOCWIWY TOUG Kat Tou Kuplou
Epguvntr, KoL OTOLOUSHTIOTE CUV-EPEUVNTI EUMAEKETAL OTNV KAWVLKI SOKLU Kat petafl omoloudnmote
AaAAou ekmpoowrou 1 epyalopevou tou Noookopeiou kat Tou Xopnyou. Autr n anaitnon anokdAuvyng
UTopEL va emekteiveTal kol otnv amokdAuyn mAnpodoplwv mou adopolv ota HEAN TNG OLKOYEVELOC
QUTWV TIOU EUITAEKOVTAL OTNV KAWVLKA SOKLUA.

12.2 To Noocokopeio kat o KUplog Epeuvntrg emiBeBatwvouv OtL Sev umapxel cUykpouon cUUDEPOVTWY
MeTaél Twv cUPBaAAOpEVWY LEpWV, TTOU Ba epmodioeL i Oa emnpedoeL TNV MAPOXT) UTINPECLWV EK LEPOUG
tou Noookopeiou kat/f Tou Kuplou Epeuvnti cUpdwva pe thv mapovoa Z0UPBacn kat emBepatwvouy
OTL N OPOXN UTNPECLWYV €K LEPOUG TOUC cUUDWVA HE Kal KAt ekTéEAeon TG mapoloag TUpBacng dev
napaPlalel onmoladnmote GAAn oUpPaocn pe tpita pépn. To Noookopeio kat o Kuplog Epsuvntig Ba
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EVNUEPWOOUV Aueca Tov Xopnyd €av mpokUPeL omoladnmote cUyKpouoh CUUDEPOVIWY KOTA TNn
Sapkela dle€aywyng TG KAWVLKNG SOKLUNG KAl EKTEAEDNG TNG apovoog ZUMBaoNG.

12.3 O Kuplog Epeuvntic kot to Nocokopeio dsv Oa mpooAdpouv, cupPAnOolv pe, 1 Slatnproouy wg
ouvepyaTn N WG epyalOUEVO OTOLOOHTIOTE TIPOOWTO, AUECA N EUHECA, YLO VA TIOPACYXEL TLG
OUUPWVOUEVEG E TNV Ttapoloa IUUPOCN UNNPECLEG Kal Epyacie, eav auto To Tpoowrto (i) éxel
Slaypadel and onotadnmnote apuoddia enontebovoa apxn (cupnepapBavopevng, edv autd Suvartal va
edapuootei, tng U.S. F.D.A. - United States Food and Drug Administration) f (ii) €xel katadikaoBel yla
QVTLEMOYYEALATLKI cUUMEPLPOPA Kal adikompatio oxeTIkA He TN Sle€aywyn KAWVIKWVY PEAETWV. YoTepa
amno €yypadn aitnon tou Xopnyou, o Kuplog Epeuvntrg kat to Noookopeio, Ba mapéxouv evtog Séka (10)
nuepwv, éyypadn emPefaiwon ot €xouv cuupopdwBOEel pe Thv mapamdvw unoxpéwon. Auth Ba eival
uLa ouvexng StaBeBaiwon kat eyyunon Katd tn SLAPKeLA LOXUOG TG apovoag ZUpBaong Kot o Kuplog
Epeuvntng kal to Noookopeio Ba eldomolicouv aUécws Tov Xopnyo yla omotadnmote alayn otnv
katdotaon tg dtaBeBaiwong katl eyyunong mou SLATUTIWVETOL LE TO TIOPOV GpBpo.

13. Avegaptnta Mépn

To Noookopeio kat o KUplog Epguvntrg evepyoUv pe Tnv BLOTNTA aveapTATWY HEPWY OTNV APOUCA Ko OXL
WG UTLAAANAOL ] EKTTPOCWTTIOL TOU XOpNyou Kat §ev eykabLdpueTaL LETAEU aUTWV Kol Tou Xopnyou omoladnmote
oxéon e€apTNUEVWVY UTINPECLWV N oxéon epyaociag. O KUplog Epeuvntig Kat To maong GUoEWS MPOCWTTLKO TTOU
TUXOV Ba GUUUETEXEL 0TNV KAWVIKA SOKLUA Sev £xouv TOo SLKOIWUO VA CUUUETEXOUV O€, OUTE £XoUV Sikaiwpa
napoxng KaAUPews amd, omoladnmoTe amnmod TA TPOYPAUUATO TAPOXWY KOL ETLOOUATWY, TLG TIOALTIKES
untaAAAwv | aopaAloTIkEG armolnULWoeLg epyalopévwy Tou Xopnyou.

14. Anpoootnta

Kavévag amd toug ouppollopevoug Sev Ba xpnolpomolloel TV enwvupio omoloudnmote GAAou
CUUBOANOMEVOU yla TPowONTIKOUC OKOToUG, XWPLG Ttnv TiponyoUpevn éyypadn ouykatdbeon Ttou
oUMBaAAOLEVOU TOU OToloU TO Ovopa (EMwvupio) TPOKELTOL VO XpNoLUomotnBel, oUTE KAMOLOG oo TOUG
oupBoANOpEevoug Ba amokaAlPeL TNV UMapén f To MEPLEXOUEVO TNG ApoUoag ZUMBACNG, EKTOG AV AUTO
amnatteital and tov vopo. NapoAa ta mapanavw, o Xopnyog UMopel va SnOCLEUOEL OToLXEla EMIKOWVWVIOG
LotooeAidag kat avadopd atnv KAWLKA SokLur Ttou Sie€dyetal otnv LotooeAida pe thv nAektpovikn StevBuvon
«www.clinicaltrials.gov», og LoOTIEC EMioNUEG LOTOOEAISEG KO LOTOOEALSEG TOU XOopNnyou Kat Twv BuyatpLlkwy

€TALPELWV TOU Opidou. EmumAéov, o Xopnyog Ba €xeL To Sikaiwpa va amokaAUTTEL SNUociwg Toug OPOUG Kal
TIG PO UTTOB£0ELg TNG ZUUPBAONG, CUUTEPINAUPBAVOUEVWY, XWPIG TIEPLOPLOUO, TOU OVOUATOC Tou NOGOKOUELoU,
™G eplypad i TWV UTINPECLWV KOt TOU TTOO0U TIANPWWAG.

15. Kowomnouoelg/YrebOuvog tou Xopnyou yia tn Ste§aywyn tng KAWIKAG SOKLUAG

Q¢ YrnevBuvog tou Xopnyou yla tn Stefaywyn TG KAWLIKAG SOKLUNG Kat tn Staxeipon twv mavtdg eidoug
Intnuatwv mou oxetilovrat pe autrv opiletat o/n [...] (avadopd tng dlotntdg tou/tng). Kabe emikowvwvia
OXETIKA UE TNV KAWIKN SOKLUA armooTEANETAL O0TOV WG Avw YrmevBuvo. O i8log eival urmevBuvog Kat ya Tnv
motonoinon oAokARPWGONG Twv TPORAEMOUEVWY amd TV mapovuca SUUPBacn UTOXPEWCEWVY. Omnoleodnmote
€ldomoLr ol Kowomolouvtal cUpdwva e TNV Tapoloa Ba amooTéANOVTOL e CUCTNEVN ETLOTOAN, HEOW
nAekTpovikoU taxudpopeiou ) Ba kat mapadidovral MTPoowTTIKA, e TTPOMANPWHEVN TTapddoaon, WG akoAoUBwG:

MNpog: [..] (ETAIPEIA)
Ynoyn: k. [...], YmevBuvou tng kKAikng Sokung,
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Mpog: E.AK.E.A.tng[..]" Y.ME. [...]/E.A.K.E. Tou [...] Navemiotnpiouv
Yrown: k. [...], Mpoédpou tng Emttponng tou E.AK.E.A. tng [...]" Y.ME. [...]/E.A.K.E. Tou [...] Mavemiotnuiov

Npog: [..JNoookopeio,
Yroyn: k. [...], Awowntr/Atowkntpla tou Noookopeiou

Mpog: latpd [..] k. [...],
[Eloayete Ovopa, titho kat AtevBuvon Kuplou Epguvntn]

16. Ekxwpnon

16.1 O Xopnydg Ba £xeL o Sikaiwpa vo eKxwpnoeL TNV tapovoa SUUPach o€ eTalpeia Buyatpikr tou Opilou
Etalpelwv f o tpitn kat’ avdbeon etalpeia KATOMLV mponyoLevng éyypadng eldomoinong mpog tov
KUplo Epeuvntr kat to NOOOKOELD. € OAEG TLG GANEG TIEPUTTWOELS, KavEva cUMPBAANOUEVO HéEpOG Sev Ba
SkolouTal va eKXwPoeL Ta SLKOLWUOTA 1 TG UTIOXPEWOELS TOU amo tnv mapovuca ZUpPBacn i Ue
OTTIOLOVOATIOTE TPOTIO VA UTIOKOTAOTHOEL EAUTOV OTO £€pY0, €V OAN 1 €V HEPEL, XWPLC TNV ponyoUUEevn
€yypadn cuvaiveon tou Xopnyou. Me tnv enipUAaln Twv napandvw, n napovoa LVuBacn Oa deouelet
KoL Aettoupyel mpog 6dpehog Twv avtiotolywv cUUBAAOUEVWY, TWV ELSIKWY Kot KABOAKwY SLadoxwv
QUTWV.

16.2 Ztnv mepintwon katd tnv onoia o Kuplog Epguvntng i To NOGOKOWELO XPNOLULOTIOL)OOUV YL TNV EKTEAEDN
TOU £pyou 1 HEPOUG QUTOU, KATOTILV IPONYOUUEVNG Eyypadng EykpLong Tou Xopnyou, Tpito mpocwmo
(duokd A voukd) wg cuvepyatn, Oa umoxpewoouv auto Ue Wiaitepn oVpPBaocn mou Ba cuvayel pall
TouG va oeBaotel GAOUG TOUG OPOUG TG Tapoloag ZUUBAONG Kot Ba TO KATAOTACOUV ard KowoU Kal €L§
oAOKkAnpov cuvumelBuvo pe auTolg Evavtl Tou Xopnyou yla KaBe {nuia mou autog tuxov Ba umootel
amo TG MPALELG Kal TtapaAelPeLg autou.

17. Addopa

17.1 H mapovoa 0uBacn dev pnopei va cuprmAnpwOei, i va tpomomnotnBel aAwg, mapd povo pe gyypado,
UTIOYEYPAUUEVO apUOoSiwg ard oAa ta cupBalopeva pépn. H mapovoa ZUpBacn anotelel tn cuvoALkn
oupdwvia Twv cupuBarropévwy avadopLKa E TO AVTIKELUEVO aUTAG. PNTtwg uneployVeL omolwvenmote
mponyoLUEVWY | oUyxpovwy, MPodPopKWV f ypamtwyv Slafefalwoswy, eyYURAoEWV i cuudwvIwy. Ta
TUXOV cuvnuuéva MapapThata armoteAoUV EVLALO KAL OVOTTOOTIACTO MEPOG TNG ZUUBAONG AUTAG.

17.2 H un dapeon emdiwén A n pun emdiwén Twv SIKALWUATWY TwV HEPWV amd TV mapovuoa ZUUBAcH, Kat
dlaitepa TNG EKMANPWONG KABE UTIOXPEWOEWG TOU AVTLOUUBOAAOEVOU TIOU QIMOPPEEL QMO QUTHY, SV
Ba onpaivel tn pe omoLOVEATIOTE TPOTO TTAPAITNON TOUG artd Ta eV AOYW SIKALWUATA TOUG.

17.3 3e nepimtwon olUykpouong HeTafl tTwv Stotdéswv tNg UUPBAONG Kal OLwWVOATIOTE GAAWVY OXETIKWVY
eyypadwv rAnv tou MpwtokoAAou, oL 6pol TN mapoloag Ba uneploxlouv.

18. loxvov Aikato

H nmapovoa Zuupaon SiEnetal anod tnv eAAnvikr vopoBeaia. MNa tnv eniluon kabe Sladopdg mou MPoKUMTEL

amno t oUpPaon Kot adopd otny eKTEAEDN, TNV EGAPLOYT KOL TNV EPUNVELD TNG WG KAL TLG OXETELG YEVLKA TIOU
Snuoupyouvtal amd aUTAV cUPPWVELTAL OTL apUOSLa Elval ATTOKAELOTIKA Ta KOO’ UANV appodia Aikaotnpla.
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Eilval autovonto otL mpwv amnd omnoladnnote nmpooduyr ota AKaotipla, cUpdwva He Ta MAPAMAVW, Ta
oupBoAOueva pépn Oa kataBalouv kdaBe mpoomdbela yia Gk SeuBétnon twv Sadopwv, ToOU
gvbexoueva Ba avaduovtal HeTaly Toug.

2E NIZTQZH TON ANQTEPQ,
ta cupBaAddueva otnv apoloa péEpN UTEypaav authv th Z0pPaon, SLa TwWV VOULUWY EKTTPOCWIIWY TOUG,
KQTA TNV NUEPOUNVia TTIou avaypadetal avwtépw, o TEcoepa (4) dpola mpwtdTuma Kot KABs ouBAANOEVOG
€NafBe amo eva (1).

Ol 2YMBAAANOMENOI

lNna to NO2OKOMEIO
Aokntrg/AloKrTpLA TOU
[...]

Yroypadr/ dpayida
Huepounvia

Mo tov XOPHIO

[...]

Yrioypadn/ Sdpayida
Huepounvia

KYPIOX EPEYNHTHZ
[...]

Yrnioypadr/ Zdpayida
Huepopnvia

Mo tov E.AK.E. tov [...] Naveruotnpiov /E.AK.E.A. tng [...] " Y.NE. [...]
[...]

Yrioypadn/ Sppayida

Huepounvia
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MNAPAPTHMA A'2
ZYMBAZH AIEZATQIHZ MH NAPEMBATIKHZ KAINIKHZ MEAETHZ ME ®APMAKA, EPEYNHTIKQN
EPTAZIQON XQPIZ DAPMAKO

Mn NapeuBatik KAwikg Mehétn pe dpappako/Epyacia xwpic ddppako pe titho (va emiAéyetan
avadoya): [...] (edbe€ng wg n «KAwikn Melétn»/ Epyaciay).

Xopnyog statpsia:

Etaipeia eknpoownoloa tov Xopnyo otnv EAAGda (av epapuoletan):

Mpoidvra (Dappaka av LoXUEL):

Kwb81kd¢ 1 Zuvtetunpévog tithog KAwik¢ Melétng/Epyaciag (va emiAéyetal avdloya):

EpsguvnTtiko kévipo Sie§aywyrig tng KAwikng MeAétng/Epyaociag (va eridéyetat avdloya):

INnuepa, tnv [...] (edbe€ng we n «nuepounvia teAeutaiog utoypadig»), Ta mMApaAKATW cUBAAOUEVA LEPD,
nroL:

Ad' &evo¢ n etapeia pe TNV enwvupia [..], n onola edpelel otnyv [...] kat pe A.O.M. [...] kat
A.0.Y. [...], vopua sktpoowroluevn arnod tov/tnyv [...], evepyoloa otnv EANGSa wg 0 Xopnyog tng KAWVIKAG
MeAétng/Epyaciag Suvapel €8IKAC TPOG TOUTO CUMPACcEWG/e€0UCL080THOEWG, €€ OVOUATOG Kal yla
Aoyaplaopo tng aAAoSamnig etatpeiag pe TV enwvupia [...], epe€rc kahoupevn otnv napovoa Iuupacn
WG 0 «Xopnyog/CRO»,

Ad' etépou o/n k. [..], latpog ...l tng [...] KAwikng/ tou [...] TuRuatog tou [...] Nocokopegiou/ Movasdag
Mpwtofadbuiag Opovtidag Yyeiag (MDY) tng [...] ™ Yyelovouikng Nepidépetag [...] kal pe A.O.M. [...] kat
A.Q.Y. [...], kahoUpevog/koholpuevn ede€ng otnv mapovoa kot ota Mapapthpota authg wg o «Kuplog
Epeuvnticg/Kipla EpeuvnAtpla» A/kat w¢ o «Emotnuovikd YmewBuvog/YmelBuvn» G KAWIKAG
MeAétng/Epyaociag,

Eniong cupBaidopevo to [..] Noookopeio/ Movada MNpwtoBadutog Ppovtidag Yyeiag (MDY), mou
ebpeveL otny [...], emi tng 060l [...], ap. [...], ue A.O.M. [...] kat A.0.Y. [...], vVOULLOL EKTTPOCWTTIOUEVO atd
tov/tnv Alowknth/AlokAtpla autou/ Alowknth/Alokntpla tng [...]" Yyetovouikng Mepipépelag [...], k. [...],
kaAoUuevo ede€nc otnv mapovoa we to «Nocokopeion/ «Movada NOY»

ko 0 Qopgag Atayeipiong E.AK.E. tou [...] Mavermotnuiov/E.AK.E.A. tng [...]" Y.NE [...], mou €8peleL otnv

[...], emitngodou [...], ap. [...], ue A.O.M. [...] kat A.O.Y. [...], vOULUQ EKTIPOOWTOUEVOC Ao Tov/TnV K. [...],
kaAoULuevo ede€ng otnv napovoa wg «E.AK.E./E.AK.E.A.», 6rou epapudletad.

AEAOMENOY OTI:
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I. H etaupeia pe tnv enwvupia [...], n omola amoteAel tn xopnyo etatpeio tng KAWIKAG
MeAétnc/Epyaaioag, £xovroag 6L iSlov Aoyaplacpod r 61d Aoyoplacuod tng avwtépw arodarig etalpeiac,
O\ T SIKALWLATA KOL TLG UTIOXPEWOELG TIOU N LOLOTNTA TOU XOpNyoU GUVETAYETAL VOULKA KL TPAKTIKA
arno tnv LoxUouoa KOWOTLKA Kal eBvikr vopoBeaoia, evwriov OAwv Twv appodiwv apxwv Kat GopEwv Kot
nipoPaivel o€ OAEC TLG AMOPALTNTEG EVEPYELEG TIOU O VOLOG OTALTEL yLa T AR eykploswv Kat adslwy yla
™ vouwun 6Se€aywyn tng KAwikng Mehétng/Epyaciag, cupdwva pe T Slatagelc tng Loxvouaoog
vopoBeaoiag nepl pn mopeUPATIKWY KAWVIKWV HEAETWY, KABWCS Kat Twv AteBvwyv KateuBuvtiplwv Odnywwv
& Apxwv mou edapudlovral katd nepimtwon (m.x. Apxég Opbng Oappakoemidnuoloyikig MPOKTKAG -
GPP (Good Pharmacoepidemiological Practices) kat Opbwv Mpaktikwv Papuakoenaypunvnong - GVP
(Good Pharmacovigilance Practices).

Il. O Xopnyog/CRO éxeL IntroeL amo tov KUplo Epsuvntr va Ste€dyet tnv KAwikn MeAétn/Epyacia kat
arno6 1o Noookopeio/Movada MAY kat To MPOowTkod tou va amodexBolv tn Ste€aywyn Tng KAWLKAG
MeAétng/Epyaciog otTig eykatactdoelg Tou/tng, n omoia emyopnyeital and tov Xopnyd kat adopd ota
Mpoiovta [...] (papuaka pueAétnc) edv autod ebapuoletal, cUUPwWVA LE TO EYKEKPLUEVO MpwTOKOANO TG
KAwikic Mehétng/Epyaoiac.

lll. To Noookopeio/Movasa MDY €xel tnv appodidotnta va eykpivel tn Se€aywyr tng KAWKNAG
MeAétng/Epyaociag kat StaB£tel tov KatdAAnho eomAlopd wote va anodexBel tn Sie€aywyn authg otig
£YKOTAOTAOELG TOU/TNG Kat 0 KUplog Epeuvntrg SnAwvel OtL €xel cupdwvrost va avoldBel tnv eubuvn yla
™ Se€aywyn tng KAwvikrg MeAétng/Epyacioag, n onoia Oa Sie€axBei otnv [...] KAwikr tou [...] Nocokopeiou
/[...] Movada NOY.

IV. Ta pépn dnhwvouv otL n Ste€aywyn tng KAwvikng Melétnc/Epyaciog Ba yivel cuudwva pe a) thv
Loxvouoa vouoBeoia mepl un mMapeUPatikwy KAWIKWY UEAETWVY B) TN OXeTKN £ykplon Sle€aywyng Tng
KAwvikic MeAétng/Epyaciag  amd to Emotnuovikd SupPoUAlo  kat Tov  Alolknt  Tou
Noookopelou/Movadag MAY, n dAAn avtiotolyn oppddia Empomni/dAAo appodlo Opyavo Ttou
Noookopelou/Movadag MDY, wg ebapuoletal, y) Toug dpoug ou kabopilovral oto MpwTtokoANo, OTLG
TPOTOMOLAOELG A/Kal ot mpoodnkeg tou, 6) tig Aebveic KatsuBuvtripleg O8nyieg & Apxeg mou
ebapuolovtal katd mnepimtwon (m.x. KoateuBuvtripieg O8nyieg Opbrc DappakoemdNULOAOYLKNAG
Mapoktikng - GPP (Good Pharmacoepidemiological Practices) «kat OpBwv MpoKTIKWV
Qappakoenaypunvnong - GVP (Good Pharmacovigilance Practices), €) tov Kwdwka latpikrig Asovtoloyiag
Kol oT) Toug 0poug Kol TG TipoUnoBEoelg TIou TiBevtal
TMAPAKATW TNV Ttapoloa.

V. H owovouikn Staxeiplon tou épyou SnAwvetal otL Ba yivel, péow Ttou ElSkol Aoyaplacuol
KovSuliwv Epeuvag kat Avamtuéng (E.AK.E.A.) tng [...]"S Y.ME. [..]/péow tou Eldkol Aoyoaplacuol
Kovbuliwv Epeuvag (E.AK.E.) tou [..] (Mavermotnuiouv). (Ze mepimtwon Wwtikwv NoonAguTikwyv
I6pupATWY N olkovopLkr Slaxeipton SnAwvetal otL Ba yivel [...] (cupmAnpwvetal avaloywc)).

VI. To Emtotnpoviké TupBouAio tou Noookopeiou/ to Emotnuovikd TupBolilo NAY tng [...]"° Y.ME.
1 GAAn avtiotowxn appdsia emitportr) tou Nocokopeiou/Movadag MDY cuudwva e tn oXeTIKN anodacn
tou Awoknt tou Noookopeiou/Atowkntr tg [...]"° YME, €xeL én eykpivel adevog tn Siefaywyn g
KAwikrg Melétng/ Epyaciag otig eyKaTaoTAoELG Tov, Kat adeTéPou ta £vtuma mou nieptAapBdvovtal otov
dakeho katdBeong yla éykplon tng KAwikng Melétng/ Epyaoiac.
AapBavopévwy UTOPN TWV ELCOYWYIKWY SNAWCEWY, TV OUOLBOlWY UTIOOXECEWY Kal CUUPWVLWV
TIOU SLATUTIWVOVTOL LE TNV TTapolad, To CUMPBAAAOUEVA LEPN CUNDWVOUV ELSIKOTEPA WG 0KOAOVBWC:

1. Awcfaywyn tng KAwikig MeAétng/Epyaciog
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1.1 Ot ocupPar\opevol cupdwvolv OTL To TMPWTOKOANO, WG KoL TACA VOUIHWG EYKEKPLUEVN
TpoMomnoinon autoU, amoTeAel AVOOCOTIOOTO HEPOG TNG TTapoloag ZUUPBaonc.

1.2 O Kuplog Epeuvntng cupdwvel vo TAPEXEL TNV EMAYYEALATIKY Tou €€elSIKELON KAl YVWON yla T
Sie€aywyn g KAwikng MeAétng/Epyaociag oUpdpwva Pe TNV €KACTOTE EYKEKPLUEVN £KSoon
MpwtokOAAOU, WG Kal cUUPWVA PE TTACO VOUIUWG EYKEKPLUEVN TPOTomoinon autol Kabwg Kat
oUWV PE TIG SLaTtdelg TG LoXUOUOAC KOLVOTLKAG Kol €BVIKNG vopoBeoiag mepl pn mapepuBatikwy
KAwikwv Meletwv, Epyaciwv xwpic dapuako [va cuunAnpwvetat avadoya to €idoc tne KAwikric
MeAétng/Epyaoiag], Tt Alebveic KateuBuvtripleg O6nyleg & Apxég mou edapupdlovrol Katd
nepimtwon  (mx. Apxég OpBng  dappakoemidnuioloyikng Mpaktikng - GPP  (Good
Pharmacoepidemiological Practices) kat OpBwv Mpaktikwv Oapuakosnaypunvnong - GVP (Good
Pharmacovigilance Practices) katd TIC KAWLKEG HeAETEG DAPUAKWY TPOOPLWIOUEVWY Yyld TOV
avBpwro, Omou autd epapuoletal, TG KABOPLOPEVEG TPOBEOUIEG KAl TOUG OPOUG Kol TLG
npolmoBéoelc authg tng T0uBaonc.

1.3 e mepintwon mou o KUplog Epeuvntrg maet va ouvepydletal pe to Nocokopsio/ Movasa MDY n
ouvta€lodoteital, Ba umoBdiel éyypadn eldomoinon mpog tov Xopnyo/CRO evtdg xpovikou
Slaothpatog MévTe (5) NUEPWV amd TNV avakoivwaen TS avaxwpnong Tou Kot TOUAAXLoToV TpLdvta
(30) nuepwv mMpWV TNV nUEpounvia avaxwpnong tou. MNpog Tov OKOMO CUVEXLONG TNG OMOANG
Ste€aywync tng KAwvikrg Mehétng/Epyaoiag o Kuplog Epsuvntrg eyyudtat otov Xopnyd/CRO 611 Ba
MAPAPELVEL EMOTNUOVIKA uTteUBUVOC TG KAvikAg MeAétng/Epyaociag €wg dtou oplotel véog KUplog
Epeuvntig. O Xopnyog/CRO Ba €xel to Sikaiwpa va opiocel onolovérmote véo Kiplo Epsuvnti,
Sloplopevo oto Noookopeio/Movada MADY. O véog KUplog Epguvntrig urtoxpeoutal va U wvroeL
LLE TOUG OPOUG KaL TIC SLOTAEELG auThG TG SUMPBaoNG. 2€ epimtwaon mou o Xopnydg/ CRO dgv opiost
1o véo Kuplo Epeuvntr, pmopel va katayyeihel auty tn T0pPacn cvpdwva pe to apbpo 2.2.
KatwTtépw Kat To Noookopeio/ Movada MAY Ba mpoPel oe OAeg TG amapaitnTteg EVEPYELES
TPOKELUEVOU Va UAoTIoLAoEL TNV anddaon tou Xopnyou/CRO.

1.4 O Kuplog Epeuvntig umopei va opioel Tpita mpoéowna Onwg Umopei va Kpivel amapaitnto, wg
ouVEPYALOUEVO TIPOCWTILKO yLa va cuBAaMouv otn Ste€aywyn tng KAwikng Mehétng/ Epyaoiag.
'O\o 1o ouvepyalOUEVO TIPOCWTIILKO Bal Elval EMAPKWE KATOPTLOUEVO, UE TPOTIO CUVEPYACLOC YVWOTO
otov Xopnyo/CRO kat Ba Slatnpeital oOXETIKA Lo TANPWE EVAUEPWHEVN KATAOTACH TWV UTIO OUTAV
v WBLoTNTA CUPPETEXOVTWY. MpLy amod tnv avaAndn omolacdAmoTe umoxPEwaonG Kat Steaywyng
omnotacbnmote Sladikaciog oto mhaiowa tng KAwiwkng Mehétng/Epyaciag, to cuvepyalduevo
npoowrtikod Ba €xel AdPel Tic amapaitnteg eykpioslg amnd tov Alokntr) tou NoGoKopEloU LETA amd
OXETIKNA BeTIKA Yyvwpodotnon Tou Emotnuovikol ZupBouliou/ tov Atoknth g [...]"S Y.ME. petd amnod
OXeTKn Betkl yvwpodotnon tou Emotnuovikol JupPouliou MNOY—nR daAlo  apuodio
opyavo/emutponty tou Noookopeiou/tng Movdadag NAY} we epapudletal, cvudwva pe T
nipoPAenopeva. O KOplog Epeuvntng Ba eival amokAelotikd umevBuvog ywa tn StevBuvon kot
€MOTTEla TETOLOU GUVEPYALOUEVOU TIPOCWTILKOU, TO OoToio o KABe mepinmtwon Ba decpevetal pe
Toug (8loug Opoug Kal TpolmoBiaoelg, omweg o Kuplog Epeuvntng, ocUpdwva pHe thv mapoloa
SUOuBaocn. To Noookopeio/ Movada NAY kat o KUplog Epeuvntng eival amokAelotikd umeBuvol yla
TLG UTINPECILECG TTOU Ba TaPEXOVTAL ATTO TO MPOCWITLKO TOUC KAl EyyuwvTal 0Tl autég Oa mapacyebolv
ano ta apuoddia kal KatdAAnAa mpog touto dtopa. Me tnv mapovoa cVuuBacn to Noookopeio/
Movada MY emnitpenel oto MpoavapePOUEVO CUVEPYALOUEVO TIPOOWTILKO TNV TIARPN TPooPacn
ota apxeia Twv acBevwV TOU EPELVNTIKOU KEVTPOU.
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1.5

1.6

1.7

2.1

O KUplog Epeuvntrg SnAwvel §& OTLTOOO 0 1810¢ 0G0 Kol 0L CUVEPYATLOEVOL LATPOL KATEXOUV VOLLUN
adela AoKNoNG TG LATPLKAG EMLOTAUNG otnv EAAASa [f eival eldikeudpevol Latpol] kat dev €xouv
UTIOTIEOEL O€ TIELOAPXLKO M) TTOLWVLKO aSIKN L OXETLKO UE TNV AOKNON TNG LATPLKNG. MNepattépw SnAwvel
SU' auTOV aAAd Kat yla Aoyaplac o Twv cuvepyal{OUEVWY EPEVVNTWY TOU, OTIOU QUTO epapuoleTal,
OTL €youv Slafacel Kal KOTAVONOEL OAeG TG mAnpodopieg tng MepiAndng XapakTnpLoTkwy
Mpoiovtog (Summary of Product Characteristics) av edapudletal, TmOU TOUG TOPECYXE O
Xopnyo¢/CRO, cupmep\aUBAVOUEVWY TWV SUVNTIKWY KWWSUVWV Kol TIOPEVEPYELWY TOU bapUaKoU
™G HeAETNG av epapudletal.

Mo t Sie€aywyn tng KAwikng Mehétng/Epyaciag, o Xopnyog/CRO Ba mapéxel OAQ TA GXETLKA HE
v KAwikn MelAétn/Epyacia éyypada kal Katd mepimtwon epocov LoxVeL Ba apoyxwpriosL Th
Xprion tou efomAlopol, mou meplypddetal avaAutikd oto Napdaptnua A f Tou €omAlopol mou
TUXOV amattnBel katd t Sapkela Ste€aywyng tg KAwikng Mehétng/ Epyaociag xwpig o authiv tv
TeplMTWwon va anatteital Tpomomnoinon tg napovaoag, aAAd evumoypadn edonoinon aAAayng tou
MNapaptipatoc A tng mapovoag amd tov Xopnyo/CRO mpog ta Aoutd cupPaAAidusva pépn. O
€€omALopog Ba eival TG amokAELOTIKNG KUpLOTNTAC Tou XopnyoU/CRO ebdoov TOUTO eMLTPEMETAL
amno tn ¢puon Tou (xpnoldavelo) kat Ba apAUEVEL OTNV KATAOTOCN 0TNV onoia mapedobn, kad' 6An
™ Oudpkela g KAwiwkng MeAétng/ Epyaoiag, Aappavouévng umoldin TG AVOUEVOUEVNG
duactoroyiknc ¢Bopdc Aoyw tng ouvrBoug xprioews. To Noookopeio/Movada MOY Sia tou
TAPOVTOC AMOSEXETAL TOV €V AOYW XPNOLSAVELOUO KAl TAPAXWPEL TOV eVOESELYUEVO XWPO TIPOG
eykataotaon tou. O Kuplog Epeuvntng Ba eival umeuBuvog Kol UTOXPEOG yla ToV €EOTTALOUO,
oupnepAapBavopévng Kat Tng cuvtnpnong (pe e€aipeon Ta avalwolua), rj onolovénmote kivéuvo
anwAelag oxetikd pe tov e€omhlopd katd tnv mepiodo tng KAwikrng MeAétng/ Epyaociog. O
Xopnyoc/CRO Sgv Ba gival urtelBUVOG yLa TNV AVTIKATACTACH TOU €EOMALOUOU, EVEKQ KAKAC XPRONG.
Metd tnv ohokAnpwon 1 t ARén g KAwikng Mehétng/ Epyaciag, Ba mpémel va ebapuocBouv ot
oényiec tou XopnyoU/CRO yw tn &aBeon/emiotpodrny tou efomAlopol Adyw Auong Ttou
xpnowdaveiou.

Téoo 1o Noookopeio/Movada MY doo kat o Kuplog Epeuvntng Sev Ba xpnoluomolioouy ta
mapexoOueva amno tov Xopnyo/CRO oxetikd pe tnv KAk MeAétn/Epyacia éyypada, UALKAE KoL Tov
e€omALopo (eav edapudletal), Tou omoiou n xprion mapaxwpeeital e Ty mapovoa IUpPBacn, ylo
okomo aMov miEpav tng Ste€aywyng tng KAwikng Melétng/Epyaciog kat cuudwva e TOUG OPOUG
KalL TLG tpoUToBEaeLg xpriong, mou opilovtal avaAuTikd oto Mapdptnua A autrg.

Awdpkela kot Katayyelia

H 8lapkela autng tng Z0UPBAONG APXETAL AUETQ OO TNV NUEPOUNVia uTtoypadng ou avaypadeTat
otnv apxn tng mapoloag, umd tnv mPoUnoBeon £Kk600NC TWV OXETIKWVY adewwv amd To
Nocokopeio/Movasda MAY, n oxVg g eival dppnkta cuvbedepévn pe tn Stdpketa TnG KAWLKAG
MeAétng/Epyaciag tou €xel eykplOel amo TG appodleg emITponég/dpyava Kol TwV TPOTMONOLCEWY
QUTWV Kal 8ev Unopel va AfyeL vwpitepa amo nevie (5) £tn Hetd tnv tTeAeutala enioken teAevtaiov
acBevoug (last patient, last visit), ekto¢ kat av ARfeL vwpitepa cUPGWVA PE TOUG OPOUG TNG
napovcog. Ta cupPBarAdpeva pépn cupdwvolv OtL n AR€n g oxvog NG mapovoag UUPBACNS
Suvatal va €eméABel MPo NG AVWTEPW NUEPOUNVIOG OTNV TEPIMTWON KATA ThV omoia Ta
oUpBaANOpEeva HéEPn cuvarmodExovTal OTL OL OVWTEPW CUMPBATIKEG UTIOXPEWOELG EXOUV EKTTANPWOEL
VWPITEPA N LETA TNV WG AVW KATAANKTIKA TOU MOPOVTOG NLEPOUNVIA, QITOKAELOTIKA Kat HdvVo otny
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TEPLMTWON KATA TNV omoia n mpoBeopia yla TNV eKMANpwon Toug €xel mapoatabel e apolfaia
€yypacdn cupdwvia Twv cUUPBAAAOUEVWY HEPWY, OTO TAALCLO TwV OpWV TG apoloag ZUUBacnG.

2.2 AUon tng mapouoag TVuBaocng emEpXeTal Le TN AREN TNG WG Avw opl{opevng SLAPKELAS TNG. Alaon
¢ napovoog cuuPaong Urnopel va eméABel kal po TNG MapeAeloewWs TG SLAPKELAG TNG, OTNV
neplmtwon  pn ékdoong TNG QMOLTOUMEVNG  EYKPLTIKAG  amddaons amo TG apuodLeg
ETUTPOMEG/Opyava Kal orotednmote (a) pe kown, éyypadn cupdwvia Twv cUUPBAAAOUEVWY LEPWY,
pe Tnv omola Ba puBuilovtal Kal ol CUVEMELEG TNG AUONG KAT' auTOV Tov TpOmo N (B) pe gyypadn
KatoayyeAio autig amo omolodnmote amd Tt CUUPBOAAOUEVO HEPN, OMOTESHMOTE, META QAo
TponNyoUUEVN OXETIKN €yypadn eL80moinon, KOWOMOLOUUEV VOUILWE TTPOG T avTLoUUPBAAAOUEVA
pépn mpo Sekamévee (15) nuepwv kot (y) Ue povouepr avaitia SrAwaon tou Xopnyol/CRO mpo
Sekarmévte (15) nuepwv. Ta amoteAéopata € AUTAG TNG KatayyeAlag EMEpXovTal LETA TNV Tapodo
TOU WG Avw Xpovikou Slactrpartog. H mapovoa cUpPacn AVetal alnuiwg yia ta cupBarAdpeva
puépn, n O8g oupPatikn umoxpéwon Tou Xopnyol Tmpog Ttov Kiuplo Epeuvnt KoL TO
Nocokopeio/Movada MAY meplopileTal otnv KOTOBOAR HOVO TOU UEPOUG TNG QAMOLBAG, Tou
QVTLOTOLXEL OTIG UEXPL TNV NUEPA KATA TNV OTola EMEPXOVTAL TA AMOTEAECUATO TNE KATayYEAoG
napaoxebeioeg unnpeoieg kal ekteheoBeioeg epyaoieg, anallacoouevou tou Xopnyol/CRO tng
umoxp£waong kataBolng tou umoloinou tng apolBnc, to omoio Sev eival swoétt amattnto. Katd
nepintwon, Ba emotpédetal otov Xopnyo/CRO, evtdg tplavta (30) NUEPWY Ao TNV UEPOUNVia
Anéng, omolodnmote emumA£oV MO0 MANPWNG TToU KaTaBARBONKE.

2.3 KaBe cupBorropevo pépog Sikatoltal va Tpofel eyypadwg otnv Aueon, anpobeoun Kat alfpLo
katayyeAia tng mapovoag ZUpPBacng, ebpOcoV CUVIPEXEL TPOG TOUTO onoudaiog Adyoc. Znoudaio
Aoyo amotelel, petafl aAwv, n mapaBiacn onoloudHMoTE TwV OpwV NG apoloag, BEwWPOUUEVWY
OAwV w¢ oucwdwy, N Un cupUOpdWaon Ue TNV LOXUOUOA KOLWVOTLKH Kal €Bvikn vopoBeoia rou SLémetl
™ Sle€aywyn un mapeuBatikwy KAWIKWY LeEAETWVY/ epyactwv Xwpis papuako [va cuumAnpwveto
avadoya 10 €ibo¢ ™G KAwikric MeAétng/Epyaoiag] kol TNV TMOPOXN TWV HUE ThV Tapouca
oupdwvnuévwy umnpeowwv, n AQPn mAnpodoplwv OXeTWOUEVWY HE TNV oodAlela Twv
CUUUETEXOVTWY 00Bevwy, Tou kablotolv avaykaia tnv kotayyeAia tng Z0uBacng kat n Afdn
mAnpodoplwv mou katadelkviouv ENeLdn emapkol g amoTeEAEoHATIKOTNTAG. H WG dvw KatayyeAia
yivetal eyypadw Kal Ta amoTEAECUATA TNG EMEPXOVTOL ApUeca amd tnv emniboon tg. Eav o
omnoudaiog Adyog odeiletal og uALTIOTNTA KATTOLOU artd Ta PEPN, TO AVUTIALTLO HEPOG Statnpel OAa
Ta SlKalwpata Tou TOU XOpNnyel o VOHOG Katd tou umattiou, W8lwg 6g To Skaiwpa yla
arokotactacn Kabe {nuiag mou Ba umootel amd tnv awtia aut. Me TNV Kowomoinon tng
katayyeliag, o Kiplog Epeuvntrig oupdwvel va Afgel dpeca tn Sie€aywyn g KAWLIKAG
MeAétnc/Epyaciog, otov Babud mou EMITPEMETOL LATPLKA YLOL TOUG CUUUETEXOVTEG otV KAWVLIKN
MeAétn/Epyaoia aoBeveic.

2.4  To Noookopeio/Movasa NOY kat o Kiplog Epeuvntrig Ba emiotpeédouv atov Xopnyo/CRO cuudwva
HE TIC pntég odnyieg tou XopnyoU/CRO, OAa ta €yypada, apxeia, UALKA Kal €EOMALOMO TOU
napaocxEdnkav amd tov Xopnyo/CRO kat OAeg TiG Eprmioteutikég MAnpodopleg, OMweg aUTEG
opilovtal oto apbpo 7.2 KATWTEPW, HE TNV oAokApwaon tng KAwikng MeAétng/ Epyaociag A pe T
A0on/AAgn tng T0pBaong autng kad' olovdnmote Tpomo. Auth n Stdtagn Sev LoxVeL yia ta éyypoda
Kal T apyeia, Ta onola Ba mpémnel va StatnpnBolv and tov Kuplo Epeuvntn Kat va mapapeivouv
oTo EpeuvnTiko Kévtpo pe euBuvn tou, 6mwg opiletal amo to MpwTtdkoAAo Kot OMWE amatteitaL and
TNV Woxvouoa €BVIKNA Kal KOWOTLKN VvopoBeaia.

3. AppOdieg ApXEG - Eyypadn ZuykataBeon petda ano Evnuépwon — Eykpiosig
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3.1

3.2

3.3

3.4

3.5

4,

4.1

JUpdwva pe TIG SLaTAEELS TN LoXUouoag BVIKAG Kal KOWOTIKAG vopoBeaiag, o Kiplog Epeuvntng
Ba elval urtevBuvog yla t ANYn €ykplong tou MPwTOKOANOU Kol TWV TPOTOMOLCEWV QUTOU, TOU
EvtUmou Evnuépwong kat ZuykatdBeong AcBevouc, Kal omolwvenmote AAWY OXETIKWV WE TNV
KAk Melétn/Epyacia eyypadwv amd 1o EmotnUovikd ZUpPOUALO Kol Tov ALOWKNTA TOu
Nocokopeiou/ to Emiotnpoviko Zuppouito NAY kattov Atowkntr tng [...]" Y.ME. [...] n aA\o appodio
opyavo/ enutpornr] tou Noookopeiou/ tng Movadog NAY wg epapudletal, mptv amod thv Evapen tg
KAwikng MeAétng/ Epyaociag. O KUplog Epsuvntric Ba eival umteBuvog yia tTnv urtoBoAr OAwv Twv
anottoUpevwy gyypddwv yo tn AfYn twv anapaitntwy eykpioswv mou adopolv otn VOULUN
Sie€aywyn tng KAwvikng MeAétng/Epyaoiag, cUpdwva pe TV oxvovoa vopobeaoia.

O Kuplog Epeuvntrg Ba eival emiong umelBuvog ya tn Afdn tou Evtimou Evnuépwong kat
JuykatdBeong AcBevouc umtoyeypaLéVOU aro f yla Aoyoplacpo KABe cuppetéxovtog otnv KAvikn
MeAétn/Epyaocia acBevoug, to onoio Evtuno Evnuépwong kat SuykatdBeong AcBsvolg Ba €xel
eykpLlOel and tov Xopnyd/CRO, To Emotnuoviko upBoulio kat tov Alolkntr tou Nocokopeiou/ to
Emiotnpoviko upPBoudio NOY kat tov Awowkntiy tng [..] ™ Y.NE. [..] 1 A&A\o appddo
opyavo/emutpornty tou Noookopeiou/Movdadag MDY wg ebapuodletal. Ta evumoypada autd
gyypada, tnpeikat buldtteLoe apxeio o KUplog Epeuvntrgkat dev ta petapLpalel otov Xopnyd/CRO,
OUMPWVWE TPOG TNV LoxUouoa vopoBeaoia mepl KAWIKWY SOKLUWY Kal EKelvng Tepl pooTaciag
Sebopévwy mpoowrikoU xapaktnpa. To apxelo autod mpénel va Bploketal, ebpooov {ntnbei, otn
S61a0e0n appodiwv n apxwv. e nepintwon mou tou {ntndsi, Suvartal va BeBalwvel o umteOuUVN
SnAwon tnv tpnon tng Stadikaciog kat Tou apxeiou, yLa OAOUG TOUG CUETEXOVTEG OTN UEAETN
aoBeveic eméxovtag kaBe euBUvN, o nepimtwaon avakplBoug SHAwaonc.

O Xopnyog/CRO ue tn ouvepyoaoio tou Kupiou Epsuvntr Ba givat umeBuvog yia tnv oAokAfpwon
OAWV TWV TUTILKWV Sladlkaclwy €ykplong mou oxetilovtat pe tn Ste€aywyn tng KAWIKAG
MeAétncg/Epyaciag.

O Kuplog Epeuvntrg umoxpeoutoat va epappolel mANpwe TNV Keipevn vopoBeoia mou SLEmel to
QVTIKElPEVO TNG mapovcag UUBaoNG.

Y& kABe mepinmtwon, n eykpLtkn anddaocn tou Alowkntr) tou Nocokopeiou/tou Atoknth tng [...]"°
Y.NE. [...] (yta Movada N®DY), yia to MpwtokoAo kat To Evtumo Evnpépwong kat Zuykatabeong
AocBevoug Ba mpemnel va mapalappavetat and tov Kbplo Epguvnth pv amd tnv évapén tng KAWIKAG
MeAétnc/Epyaciag. O Kiplog Epsuvntic cupdwvel va unv evtdéel kavevav acbevr otnv KAwikn
MeAétn/Epyacia npwv and tv unoypadn tng napovoag UUPBAcNG and OAa Ta cUMPBaAAOUEV
uépn. To Noookopeio/Movada MDY kat o KUpLog Epguvntrg UTIOXPEOUVTAL VAL EVNILEPWVOUV GECA
Tov Xopnyo/CRO yia kAdBe €Aeyxo f emiBewpnon amd omoladnmote pubuLoTIKA apxf n omoia
oxetiletal pe tnv KAwikn Melétn/ Epyacia mou Sie€ayetal Suvapet tng mapoloag Zupdwviac.

Avadopd Asdopévwy Kat AvemiOupnta Zuppavia

O Kiplog Epeuvntig oupdwvei va mapéxel otov Xopnyd/CRO meploSikd Kol avd TOKTA XpOVIKA
Staotipata OAa ta amoteAéopata tg KAwikAg MeAétng/Epyaoiag kat dAAa sSopgva, mou
unayopevovtal and to NMpwtdkoAo (ta «AeSopévar), og KATAAANAWC CUUMANPWHEVA (EyypAdwg
A/ kat nAektpovikd) GUAa MapakololBnong Suppetexdviwv AcBevwy — (Electronic) Case Report
Forms (e-CRFs/CRFs) evtog [...] (...) nuepwv amo tnv kABe emiokePn KABe cuppETEXOVTOG 00BEVOUC
OTO KEVTPO, e efaipean TNV apxkr emiokedn Kat ta oBapd AvemtBuunta SuppAavta mou mPEmeL
va avadepBouv evidg eikool tecodpwy (24) wpwv. Mpog anoduyn apdiBoiiwy, ta Asdougva
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neptAapfavouv, xwplc meploplopd, yypada, eite xewpoypada elte eKTUTWHEVA, Ypadruata,
Bivteo kAl akouoTkO UALKO, KaBwg katl mAnpodopieg mou mepléxovral o€ onolovdnnote GakeAo,
omoladnmote NAekTpovikn Baon f MAnpodopieg og nAektpovikn popdr, mou dnuioupyouvtal kat/
| mapdyovtal os oxéon e tn Ste€aywyn g KAwvikng Mehétng/ Epyaciac. Ta éyypada avadopdg
Ba mpénel va duldooovtal EeXwPLOTA yLa TNV UTIOOTNPLEN Twv SeS0UEVWY TIOU €L0AYOVTAL OTO
eCRF/CRF yia elkool Tévte (25) €tn f Kol mMePLocOTEPO, €AV oL £bOpUOCTEEG €OVIKEG 1 SleBvelg
nipodiaypadeg opilouv peyaAutepn Stapketa. OAot ol KwSLKol avayvwpeLong TwV UTTOKELLEVWY TNG
KAwikng Melétnc/Epyaciog Ba mpénet va puldooovtal og éva aohahéG LEPOC yla eikooL TTEvTE (25)
£1N 1\ KoL TIEPLOCOTEPO, £AV OL EPaPUOOTEEC €BVIKEG 1] SLeBvelg mpodlaypadEg opilouv peyahutepn
Slapkela.

4.2 0O Kuplog Epeuvntrg oupdwvel emiong va kataypddel kat va avadEpel otov Xopnyo AUeoa Kal o€
KaBe mepimtwon oxL apyodtepa and eikool téooepl (24) wpeg adol AdPel yvwon, omoladnmote
JoBapd AveruBiunta TUMPBAVTA, TIEPLOTATIKA EYKUMOOUVNG Kol GAAQ COBapd LOTPLKA TIEPLOTATLKA,
onw¢ autd opilovtat oto MpwtdkoAlo, mou Tapatnpolvtal Katd tn Siapkela G KAWIKAG
MeAétng/Epyaciag kat emnpedlouv omolovénmote cuppetexovta otnv KAwik Melétn/Epyacia
acBevr). O KuUplog Epeuvntng mepattépw oupdwvel va moapakolouBnoel tnv efEAEN TETOLWV
avodopwy TEPLOTATIKWY UE AEMTOUEPELS, £yypadeg avadopeg mapakololBnong, TG onoisg Ha
anooteilel otov Xopnyo oUpdwva HE TA XPOVOSLOYPAUHATA TIOU O0pIl{ouv Ol E0WTEPLKEG
Sladikacieg tou Xopnyol alld kat Tou MpwTtokOAAOU, OL LOXUOUCEG VOUOBETIKEG SLaTAgelg Kat
KOVOVIOTIKEG QTOLTAOEL], TOOO KOTA TN OldpKeEld OCO0 KAl META To TMEPAC TG KALWLIKAG
MeAétng/Epyaciag. Emiong, o Kiplog Epsuvntr oupdwvei va mapéxel mAnpodopieg ansubeiag Kat
otov E.0.®., pévo otnv nepintwon mou o E.0.D. 1o {ntroetl cupdwva LE TNV LoxUouoa vopobeaia.

4.3 O Kiplog Epeuvntng untoxpeoutal eniong va avadépet otov YrneuBuvo Qappakoenayplnvnong Tou
Xopnyou, evtog kool Tecodpwy (24) wpwv amo tn otypr mou Ba AdBet yvwan, oAa ta Zofapd
AveruBopunta Iupfavta, cUpdwva pe Ta MPoPAemoOpeva Tou Opilouv TOOO Ol EC0WTEPLKES
Sladilkacieg Tou XopnyoU oxXeTIKA Le Thv avadopad kal Staxeipton AvenmiBupuntwy Evepyelwv 660 Kat
n wxvouoa vopoBeaoia. Yioxpeoutal eniong va avadEpel kabe Mototikd Maparmnovo MNpoidvtog, mou
TOU YVWOTOTOLELTAL, EVTOG 24WPOU amd TN OTLyWr Tou AapBAvel yvwon autou, otov YreuBuvo
MNapaywyng - Mpoypauuotiopol, wG elSIKEUREVO TPOOWTO H eVOANAKTIKA otov YmelBuvo
Dappakoenaypumvnong tou Xopnyou.

4.4 0O Kiplog Epeuvntic urtoxpeoutal emiong va avadépel otov YrevBuvo Qappakoenayplnvnong tou
Xopnyou, €vtog €ikool Tecodpwv (24) wpwv amod tn otyun mou Ba AdBel yvwon omolodnmnote
napdrnovo nmou adopd TNV oLOTNTA EVOE TPOoiovToc. Q¢ mapdnovo opiletal onoladnmote epudavng
avnouyia mou Ba puropoloe va oxetiletal pe mbavr anotuyio Tou mpoidvtog va avienefEAOeL o
KAmoLla amo TIG mpodlaypadEG Tou PETA Tt Slavoun Tou. Mo cuykekpluéva, we Mapdmovo mou
adopd oTNV TOLOTNTA EVOG TIPOIOVTOG, OpIleTal OmoLadnmote avnouyio mou oxetiletol Ue TtV
TOUTOTNTA, TNV QELOTILOTIA, TNV OMOTEAECUATIKOTNTA 1) TNV AmoS00n Tou POoIovVToG. ITa mopanova
mou adopouv TNy Motdtnta evog Mpoiovtog mephapfavovtol eVEELIKTIKA Kol OXL TIEPLOPLOTIKA Tl
TOPAKATW:

- MNapdamova avapoplkd HeE TN ouokevoola, OMwG eAAUTEG 1 EANTTWUOTIKO TIEPLEXOLEVO N
SuoavayvwoTtog aplBuog maptidag f nuepounvia Anéng.

- Moapamova avadopikd pe Ta GUCLKA XOPOKTNPLOTLKA, YLa TIopaSeLypa oAAayn XpwLATOG, OYKOU,
1 KaBapotnTag TOU MPOoIoVTOoC.

- Mapamnova avadoplkd Pe Tnv nmapoucio cwuatdiwv f ARATog, yla mapadsyua n avadopd
UTIAPENG LLKPWV CWUATLSLWY 1 VidAadwv og LYPO TO OMolo MPEMEL va elval SLAUYEC.
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4.5

4.6

5.

O Kuplog Epeuvntig umoxpeoutal pntwg va Slatnproel Heta To népag Ste€aywyng tng KAWIKAG
MeAétne/ Epyaoiag 6Aa ta apxeia ta onoia oxetifovtal pe kot apopolv otn Mehétn/ Epyaoia, yia
000 XpOvo opiletal oto MpwTOKOAAO KAl amaltelTal amd TNV LoXUOUCA KOWOTLKA Kal €EAANVLKN
vouoBeoia, kabwg Kat yLo 000 Xpovo tou {Ntnbeil eyypadwc amnod tov Xopnyo.

O KUplog Epeuvntrg umoxpeoutal kaB' OAn tn Sldpkela aAAd Kal HETA To MEPaG Sleaywyng tng
KAwikng MeAétng/Epyaciag va anavid os KABs epwTnUa OXETIKO e TNV Tapoloa ZUUPBACH, TOUG
ouppETEXOVTEG aoBeveic kal pe Tn Stadikaoio Sie€aywyng tng KAwikric Mehétng/ Epyaciag, mou Ba
tou untoPAnBel and tov Xopnyo/CRO, Kal TG ApUOSLEG APXEG UE TTPONYOUHEVN EVNUEPWON TOU
XopnyoU/CRO OTIG TIEPLTTWOELG AUTEC. ITNV MEPLMTWON TIOU KATA TN SLAPKELD 1) LETA TO TEPOAC TNG
KAwikAg Mehétng/Epyaociag SsxBel spwtroelc and dnpoctoypddoug f OLKOVOULKOUG OVOAUTEC,
oupdwvel va cUPPBOUAEUBEL KaL va eVNUEPWOEL TIPONYOUUEVWG ToV Emlotnuovikd YriebBuvo tou
Xopnyou KoL EVEEXOUEVWG VO ATTOCKEL TNC OMAVTNONG 0TO MAQLGLO TG apPXG TNG EUTLOTEVTIKOTNTAG
Kall exeUBELOG TTOU LOXUEL OTNV MAPOUCa AAAQ KaL TOU LATPLKOU TTOPPNTOoU.

Entorntteia - NapakoAouOnon tng KAwikng MeAétng/Epyaciag

5.1 Kotd tn Sdpkela autig tg 2UpBacng, to Nocokopeio/Movada NAY kat o Kuplog Epsuvntig

GUUPWVOUV Va ETILTPENMOUV OE EKTIPOCWITOUC Tou XopnyoU/CRO Kat oTig appdSLeg apxEg Kat Gpopeig
(oupmnephapBavopévng, eav autd duvartal va epappootel, tng US F.D.A. — United States Food and
Drug Administration) va eniBewpolv evtog omolaodNMoTe AOYIKAG WPAG KATA T SLAPKELA TOU
KavovikoU wpapiou gpyaciag (i) Tig eykataotdoslg omou Sie€dyestal n KAwvikr) Mehétn/ Epyaoia, (ii)
un enefepyaocpéva Asdopéva amd tnv KAwikny Mehétn/Epyocio, ocupmep\auBavouévwy twv
TPWTOTUTIWV OPXELWV TWV CUUUETEXOVIWY A0BEVWY, €AV QUTO ETLTPENETAL OO TOUG OPOUG TOU
Evtumou ZuykataBeong AcBevoug kal tnv toxVouca vopobeaoia kat (iii) omoladnmote GAAN GXETIKN
mAnpodopia, amapaitntn ywa va emPepawwoouvv Ot n KAwiky Melétn/Epyacia Sie€ayetal
oUpdwva pe to MPWTOKOAND, KAl OE CUUHOPPWON HE TIG LOXUOUOEG VOUOBETIKEG SLOTALELG Kal
KQVOVLOTIKEG QAT OELS, CUUTEPIAABAVOUEVWY TWV VOUWV Kat Tou Kavoviopou nepi Mpootaciog
Asbopévwy Mpoowrikol Xapaktnpa kal mepi amoppntou kat achalelag tng enefepyaoiag. O
Kuplog Epsuvntic Ba sibomoliost apéowg tov Xopnyo/CRO ot mepintwon mou omoladnmots
apuodia apyn mpoypappotiost ) awdpviblaotikd Sie€dyel emibewpnaon kot Ba xopnynoeL Aueoa otov
Xopnyo/CRO, pe tnv Kowormoinor tou, avtiypado onolacdnnote aAAnloypadiag, TPoePXOUEVNS
Qo TNV appodLa apxh, TTOU TIPOKUTITEL WG ATIOTEAECHLA EVOG TETOLOU EAEYXOU.

5.2 To Noookopeio/Movada MAY kat o KUpLog Epeuvntig cupdwvolv va AdBouv Ta anapaitnta LETpa,

6.

Tou arattovvtal amod tov Xopnyo/CRO, mpokelpuévou va Stopbwaoouv eNeleLg mou onpewwdnkav
Katd t Sldpkela plag embswpnong. EmutpooBétwe, o Xopnydg/CRO Ba éxel to Sikaiwpa va
ermBswpnoeL kat va eykpivel ortotadnmote aAAnAoypadia tpog tig appdSLeC apXEG, TTOU TIPOKUTITEL
WG ATIOTEAECUO LOG TETOLAG EMBEWPNONG QIO TLG OPUOSLEG APXEG, TIPLV TNV UTTOBOAN TNG amo to
Noookopeio/Movasa NDY 1 tov Kuplo Epguvnti).

Zupuopdwon LE Toug LOXUOVTEG VOLOUG

6.1 Ta ocupBaAAopeva pepn oupdwvolv va Ste€dyouv tnv KAwvikp Mehétn/ Epyacia cUpdwva pe Tig

SLOTALELG TWV LOXUOVTWY EUPWTOIKWY Kal €BVIKWY VOUOBECLWY TIOU OXETI{OVTOL UE TLG KALVLKEG
HEAETEG KaL TV edappoyn Twv AleBvwy KateuBuvtnpuwyv O8nywv & Apxwv mou edapuolovrat
Kot mepimtwon  (mx. g Opbng Dappoakosmdnuiodoyikng Mpoktikng - GPP  (Good
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Pharmacoepidemiological Practices) kat twv OpBbwv Mpaktikwv Dapupakoenaypunvnong - GVP
(Good Pharmacovigilance Practices) otn Sie€aywyn Twv pn MAPEUPATIKWY KAWIKWY HEAETWV N
epyaclwyv xwpic ddapuako [va cuunAnpwvetat avaloya to eibog tng KAwikric MeAétng/Epyaciac],
T vouoBeaoia nept Swpodokiag kat dtadpbopdg cupneplapBavouévou tou vopou twv HMNA mepl
Mpaktikwv AtadBopdg otnv ANodarr (Foreign Corrupt Practices Act) Kol TIG YEVIKWE OIMOSEKTEG
ouvOnKeg, OMwE N Alakrpuén tou EAcivkl, omwg LoxVel, €Bvikolg vopoug mou ebapuolouvy TNy
Evpwrnaikn O8nyia 6cov adopd otn pappakoenaypuvnon, YPOITTEG 08NYLEG KOl TIPAKTIKESG TIOU
napgxovral amno tov Xopnyd/ CRO, KaBwg Kol TOUG LOXUOVTEG VOUOUG YLa TNV KATOMOAEUNGN TNG
Swpodokiag mou apopouv aAAnAemdpacelg pe kKuPBepvnTikolg aflwpatoUxouc, UTTAAARAOUG Kal
avtutpoownoug («loxvouvca NopoBeaia»).

6.2 EWbikdTEpQ, KOavEva amd ta cupBarlopeva pépn dev Ba mpoPel os oladbnmote evépyela, n omnola
arayopeVetal oo tnv eBvikr kat dAAn vopoBeaia katd tng StadOopdg (cupmephapBavouévng tng
vopoBeoiag Foreign Corrupt Practices Act twv H.M.A., kot cuvoAikd «NopoBeoia Kkotd Tng
AladpBopdc») mou mbavov oxUouy yla To éva 1 Kal ta urtohouta uépn tg TupPBaonc. EmutAéov,
Kavéva ano ta cupBallopeva pépn 6ev Oa kAvel kapia TAnpwpn ) Oa mpoodEpel i Oa petadépst
otdnnote aflag oe omoloveNMote KUPBEPVNTIKO afLwHUATOUXO N KPATIKO UTAAANAO, OE OTEAEXOG
TIOALTIKOU KOUUATOG H urtoPridpLo TOALTIKO 1) O OMOLOSATIOTE TPLTO MEPOG TIOU CUVOEETAL LE TNV
mapoloa cuvalhayr|, Le TpOMo Tou Ba punopouce va napafLacet tn vopoBeaoia nept StadBopac.

6.3 Ta cupPBaAlopeva otnv mapovoa PEpn cupdwvolv va Ste€dyouv tnv KAwikry MeAétn/ Epyacia kot
va dlatnpouv apxeia kot Sedouéva, Twv omolwv n dlatrpnon ival avaykaia ylia AOyoug VOULKOUG
N ywa Adyoug mou adopouv otnV ePpaployr CXETIKWY LOTPIKWY KAl GAPUAKEUTIKWY KAVOVIOUWY,
aodOaALOTIKWY OpWV 1) UMIOXPEWOEWY TAPNONG APXElWY, KATA TN SLAPKELD KOL LETA TO TEPAC TNG
LoxU0G AUTAC TNG ZVUPAONC, o€ MANRPN CUMUOPdWON LE TNV LoxUouoa VooBeaia Kol KOVoVIoUOUG,
KaBw¢ Kat cuudwva Pe TN OXETIKN TOALTIKA Tou XopnyoU/CRO mepl Siatrpnong apxeiwv amod
€€wTEPLKOUC OUVEPYATEG N Kal GAAWC Kal cUpdwWvaA PE TOUG OPOUC Kal TG polmoBéaelc mou
TiBevral avwtépw.

6.4 EmumAéov, o KUplog Epeuvntic cupdwvel 0tL ol apolBEg tou poPAEmovTal otnv napovoa IUUBacn
a6 tov Xopnyo/CRO, Sgv £xouv OKOTO va ennpedoouv T AfPn ornolocbnmnote anddpacng nbavov
va KAnBel va AdBeL o (6log, | kAmowog amd toug SleuBuVTEG, ouv-gpeLVNTEG, UTTAAARAOUC,
OUVEPYATEG K., TIOU TUYXAVEL va ival Snuoactol urtdAAnAot, émou ebapudletal, Sev £xouv okomo
va ennpedoouy, site tn cuvtayoypadia tou os 6dpelog Twv mPoidvtwy Tou Xopnyou, eite TNV
nipounBeLa, eite TNV aodaAlotikr KAAUYn, €ite TO e OMOLOSATIOTE TPOTO EMLXELPNUATIKO OdeNOG
Tou XopnyoUu/CRO. Mpoaoétt Ba Staodahiosl dTL OAOL OL GUVEPYATEG KOL TTPOOTNOEVTEG TOU KaL TUXOV
Sopudoplkd KEVTpA, OCUUMEPAAUPBOVOUEVWY TWV OUVEPYAIOUEVWY €pPEUVNTWY, OL oOmoiol
eumhékovral otn Ste€aywyn tng KAwikng Mehétng/Epyaciag, katavoouv Ot cUUdWVA UE TOUG
LOXUOVTEC VOLOUG KaL KAVOVLOMOUG, Umopet va amattnBel va yvwotonotnBoUv opLopEVA OLKOVOULKA
oTolXela OTIG apUOSLeG PUBULOTIKEG apXEG EVTOG Kot €KTOG EANGSOG. TEAog, yivetal apolBaiwg
Qro8eKTO OTL o€ mepintwon HeTaBoAng Tng uPLOTAUEVNG KOTAoTAoNG, | MapdBacng Tou wg avw
vouoBetikoU mhatciou, o Xopnydg/CRO €xel Sikaiwpo GUEONC KAl LOVOUEPOUG KatayyeAlag Tng
napoloOg Kal Aueong emotpodng Ttuxov kataPAnBéviog moool. Mepattépw  Sikailwpa
arolnuiwong tou Xopnyou/CRO &gv amokAeietal.

6.5 Ta cupPaAlopeva otnv mapoloa péEpn dnAwvouv pnTwG OTL gival og yvwon twv Slatdfewv tou
Fevikol Kavoviopol MMpootaciog AsSopévwv [Kavoviopog (EE) 2016/679 tou Eupwmaikol
KowoBouAiou kat Tou TupBouliou, Tng 27" Altpiliou 2016, EE L 119] kat Twv gBvikwv pubuicswv
mou Siémouv ™ vouun Sie€aywyn tng KAwikng Mehétng/ Epyaciag kat tnv mapoyxf Twv
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CUUPWVNUEVWV UTINPECLWYV KAl OTL avoAapBAavouy ANPWG TLG UTIOXPEWOELG TOUG BACEL TOU Sikaiou
™G Eupwrnaikng Evwong i €Bvikwv pubpioEwY OXETIKA E TNV TPOOTOCIO TOU ATOMOU EVOVTL TNG
enefepyaciog 6£60UEVWVY TPOOWTTLKOU XOPOKTAPA, avadopLkd e T cUANOYN Kal KABe mepaltépw
enefepyacio OAwV Twv cUAEXBEVTWY SeSOUEVWV TTIPOCWIILKOU XOPOKTNEA KoL OAWV QUTWV TWV
omoiwv Tuxov Ba AdBouv yvwaon oTo MAALCLO TNE TAPOXNG TWV UG WVNUEVWY UTINPECLWY, KOBWG
KOLL TWV OXETIKWV Ue T Ste€aywyn tng KAwikng Melétng/Epyaciog cuotnuatwy apxeloBétnong mou
nieptAapBavouv tétolou eiboug Sedopéva. 2to Aaiolo auto, Ta cupBarlopeva pépn SnAwvouv OtL
n ouMoyn, n tpnon Kot kaBe AMn emefepyacia SeSOUEVWY TPOCWTIKOU XAPAKTAPA, OMWE
TANPOGOPLWV OXETIKA UE TNV UYELD Kol TN GAPUAKEUTLKI aywy TWV CUUUETEXOVTWY acBevwy,
KaBw¢ kat Oedopévwv mpoowrikol xapaktipa Tou adopolv otov Kiplo Epesuvnt Kal
OTOLOSATIOTE EPEUVNTIKO TIPOCWTILKO (m.X. Ovopa, StevBuvon kot tnAedwvikdg aplBudc tou
Nocokopeiou/Movasda MAY A tng KAWIKAG, Bloypadikd) UTIOKELVTAL OE TTA PN CURHOPDWON LLE TOUG
LOXUOVTEG VOUOUG, SLATALEL Kol UTIOXPEWOELG Kol Tou emBaAAovial BAaoel tou Sikaiou tng
Evpwraikig Evwong | €Bvikwv pubuicswv OXETIKA Ue TNV mpootociot Tou atdpou £vavtl TG
enefepyaciog SeS0UEVWV TPOOWIIKOU XAPAKTAPO KAl OTL KATA TN OUAAOYN Kol TEPALTEPW
enefepyacio Twv 6e50UEVWV TPOCWTILKOU XapaKkTnpa cupdwvouyv va AdBouv ta katdAAnAa pHETpa
acdaleiag yla tnv amoduyn omoloudnnote meplotatikol mapafiaong (kAomng, umefaipeong,
napamnoinong, avapuodiag mpoofacng K.AM.) ota TNPOULEVA CUCTAMOTA apXeloBEtnong, va
510TNPOOUV TOV EUTILOTEVUTIKO XAPAKTAPA TwV MANPOodOopLWY TEPL TNG KATACTAONG TNG UYELAG Kot
™G GUPUAKEUTIKAG AyWYNG TWV OCUMUETEXOVIWV OC0OEVWVY, VO EVNUEPWVOUV KOTAANAWG Ta
npéowrna, ota omnoia apopolv ta SE60UEVA TIPOCWITLKOU XOPOKTAPA, OXETLKA LE TOV OKOTO, TN
ouM\oyn Kol KB GAAn eme€epyacia TOUG, Vo TAPEXOUV OTA EUTMTAEKOUEVA TTIPOCWITA TPOGRaon oTa
TIPOCWTTLKA Tou¢ SeSopéva Kal vo amayopelouV TNV MpocBacn o AuTd amnod un e€oucslodotnuéva
atoua.

6.6 O Xopnyog/CRO Suvatal va amooteilel SeSouéva TPOCWTLKOU XOPOKTpa o€ AANEG BuyaTplKEG
etalpeieg tou opilou pe €8pa evtdg tng Eupwmaikng Evwong o€ aviutpoowrnoug /Kol og
oupBalopévoug mou epyalovtal ek HEPOUC A yLa Aoyaplacpd tou Xopnyol/CRO, kabwg Kat og
PUBULOTIKEG apXEG. AvTLoTolxwg, Sedopéva MPoowrkol xapaktipo SUvavtal va anooTtalolv oe
PUBULOTIKEC OpXEG OV TOV KOOMO N GAAEG BuyaTplKEG €TALPEIEG TOU OMIAOU OE XWPEG EKTOG
Evpwraikic Evwong, omwg ot H.M.A., oL omoiol va mapgXouV LKAVOTIOLNTIKO eMinedo mpootaciog
Toug. KaBe tétolou £i6oug amootoAr] dedopévwy MPoowrkol XapPaKTHPA, aveEapTnTwWS €AV O
amoSEKTNG aUTWV BplokeTal evtog N ektdg Eupwmnaiknig Evwong, Oa mpaypaTtonoLeital auotnpwe
oUpdwva PE TOUG OPOUG Kol TIG MPoUmoBéoelg mou TiBevtal amd TNV €OVIKA KOl KOLVOTIKN
vopoBeoia kol o€ MARPN CUMMOPdWON e ONEG TIG LEXPL ONepa 0dNYieC, amodAoeLg, eyKUKALOUG
kal KavoviopoUg tng Apxng Mpootaciag Asdopévwy Npoowrikol XapaKtrpa, mou adopolv oto
OVTIKEIEVO TNC apovooag. S kGOs mepimtwon, o Xopnyog/CRO, ol Buyatplkég statpeieg tou
Ouidou, KaBWG Kat oL avTioTolyoL eKMpocwrol Toug Secpelovtal va eGapUolouV LKOVOTIOLNTLKEG
aodalloTikég SikAEiSeg ylo TRV mpootacia autwy Twv Sedopévwy. Asdopéva TTPOCWTTLKOY
Xopoktipa Suvavtal eniong va anokaAludBolv, edpdcov autd emBANMETAL aMd MEUOVWUEVES
EMOMTEVOUOEG ] SIKAOTIKEG apXEG N amo tnv LoxUouoa vouobeaia. TENOG, Ta péEpn cudwvoUy OTLO
Xopnyog/CRO umopei va xpnowuomnolel dedopéva MPOoowrikol Xopaktipa mou adopolv GTov
EpguvnTh KOL TOUG CUVEPYATEG TOU YLA OKOTIOUG ECWTEPLKNG SLAXELPLONG KAL EMKOWVWVLAC.
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6.7

6.8

6.9

7.

7.1

To Noocokopeio/Movada NDY kat o Kuplog Epguvntrg Ba EVNUEPWVEL TO EPEUVNTIKO KOl TTACNG
dloewg ouppetéxov otn Sie€aywyry tg KAwikAg Melétng/ Epyaociag mpoowrikd, Ot ta
npoowrika toug Sebouéva Suvatal va culAéyovtal, OmMw opiletal oto apbpo 6 tou KMA
2016/679, kai émou amnatteital Oa AapBavet kat tnv eyypadn cuykatddeon Toug.

YtV nepintwon mou onolodnmote and ta cupBarlopeva otnv mapovoa ZUpPBacn pépn BewpnOel
otLmapaPLaiel LoxUOVTeG VOUOUG Kal SLaTAEeLs, Ta cUMPBAAAOUEVA OTNV TapoUaa Hépn cudwvouy
va dlampaypateuBbolyv pe KaAr miotn avabewpnon Tou 0pou i TwV OpWV TIOU CUVLOTOUV TNV
napafiacn. Itnv nepintwon mou ta pépn 6ev Suvavrtal va cupdwvroouV we POC TOUG VEOUG i
TPOTIOMOLNKEVOUC OPOUG, OTWG amalteital £ToL WOTe To cUVOAO NG ZUpBacnG va Bpioketal os
oUHHOpdwon Ue TRV LoxVouoa vouoBeoia, Tote KAOe cUUPBAANOUEVO UEPOC UImOpEL va KaTtayyeiAel
v mapovca IVuBacn KOTOTLY TponyoUpevng £yypadng elbomoinong VOUIUWS KOWVOTIOLOUEVNG
TpOoG Ta avtiouuBoAopeva pépn po e€nvta (60) nuepwv.

To Noookopeio/Movada NAY odeilel va Statnpel kal va mapéxel otov Xopnyo/CRO Kol otoug
€NEYKTEC KAl QA\OUG €KMpoowTou¢ Ttou, TpocPacn ot apxeio (olkovoulkd Kot GAAa) Kot
SKaLOAOYNTIKA TTOU OXETI{OVTOL LE TO QVTIKEIEVO TNG cUdwViaG, OTwg propel va Intnbet amnod tov
Xopnyo/CRO, TPOKELUEVOU VA TEKUNPLWVETAL i} va emaAnBeletal N ouppdpdwon We T SLaTEEELS Tou
TIAPOVTOG TN UOTOG.

Awouwparta Mvevpatikrg I8loktnoiag - EpnicteutikdtnTa — Anpocisuon

'O\ ta AsSopéva, cupmep\apBavopUEVWY, XwpLg epLoplopd, eyypadwy, XELPOypadwy I EVIUTTWY
oe popdn ekTUMwoewv, ypadikwy, UAkoL Blvteo kat nxou, kabwg kot mMAnpodoplwv Tmou
Tiepléxovtal oe olodnmote oapxeio, omoladnmote nAektpovikn Baon Sedouévwv N oe popdn
NAEKTPOVIKWVY TAnpodoplwy, dnutoupynbévta f/katl mapayxbévta os oxeon pe tn Sleaywyn Tng
KAwikng MeAétng/Epyaciag, Ba amoteAolv Sloktnoia tou XopnyoU/CRO, o omoiog pmopel va
Xpnotpomnotnoetl ta AeSopéva pe omolov tpodmno Bewpel katdAAnAo, cUUbWVA HE TOUG LOXUOVTES
VOUOUG Kal KavoviopoUg mept MNpootaciag Asdopévwy MpoowrikoU Xapaktnpa, achaAeiag Tng
enefepyaciog kal amopprtou, Kabwg Kat cUpdpwva HE Toug OpoUG QUTAC TG ZUMPOONG.
OmolodAmoTe £€pyo, AVTLKELUEVO SIKOULWLOTOC TIVEUUATLKAG Lloktnolag, Suvapevo va mpootatsuBbel
Katd TG dtatdaelg mepl mvevpatikng Woloktnolag, to onoio Ba €xel dnuoupynOel og oxéon Ue T
Sie€aywyn t™ng KAwikng Melétng/Epyaciag Kol TepLEXETaL eVviog Twv Asdopévwy (ekTog amd
omoladnmote dnuoacieuon and tov Kiplo Epsuvntr, omwe npofAénetal otnv mapdypado 7.3) Ba
amnotelel Sloktnoia tou Xopnyou/CRO, wg KUPLOU TOU AIMEPLOPIOTOU TIEPLOUGCLAKOU SIKALWUATOG
TMVEUMATLKAG BlokTnolag autol tou €pyou. OAa ta SKAULWUOTA TIVEUUATIKAC SlokTnoiag
neplovolakng ¢uvoswe tou Kiplou Epsuvnt kal Ttwv AoOmwv SnULOUPYWV, GCUVTEAECTWY,
OUVEPYATWY, OUV-EPEUVNTWV KOL AOUTWV OUMMETEXOVIWV, TOU Tuxov Ba cupBdlouv kab'
0LOVSATOTE TPOTIO 0TO £pYO0, Ta oTtoia adopolv tnv mapolcoa SUUPBach, cuunepAapBavouévwy Kot
TwV 60wV avaypdadovtal oto apbpo 8, Ba avrikouv otov Xopnyo. MNpog Touto, cupdwveltal pnta
HETOEL OAWV TWV 8w cUUBAAOUEVWY HEPWY, OTL TO ATEPLOPLOTO TIEPLOUGCLOKO SiKalwua €Ml TNG
ekrovnOnoopévng KAwikng Melétng/Epyaciog ev yével (evOelKTiKA avadePOUEVWY  TwWV
QMOTEAECUATWY, TWV avadopwy, TNG TEAKNG €kBeong K.ATL.) petofiBaletal amod onuepa amno To
Nocokopeio/Movasda MY, tov E.AK.E./E.AK.E.A., 6mou ebapuoletal, kot Tov Kuplo Epeuvntn,
€XOVTEG TNV TPOG ToUTOo efouciat MOPA TwV TUXOV AOUTWV ONHLOUPYWV, OUVIEAEOTWV, OUV-
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7.2

7.3

EPEUVNTWY, CUVEPYOTWV KOL AOUTWV CUUUETEXOVTWY, KATA SHAWOT TOUG, QTTOKAELOTLKA KO ylo
QTIEPLOPLOTO XPOVLKO SLACTNA OTOV XopNnyo, 0 omolog SikatoUTal va aoKel OAEG TIG EE€0UTILEG TTOU
QIOPPEOUV Ao TO SIKAlwHA aUTd, XWPLG va uToxpeouTal va KataBalel onotadnmote apolBn n
anolnuiwon mépav tng 6w ouudwvoupevnc. Ot g avtlioupfarlopevol mapattouvtal anod Toude
anod tn Olekdiknon omolouSNAMOoTE TMVEUMATIKOU SLKALWKATOC €Ml TOu eKmovnBévtog €pyou,
SnAwvovtag pnTweg OtL S1d Tou TIUAUATOC TTou Toug KateBAROn, €odAndn kat onotadnmnote aia
autwv. Ald tng mapovoag to Nocokopeio/Movada MDY kat o Kuplog Epsuvntig avaiapBdvouv thv
UTIOXPEWGCH VO EVILEPWOOUV dpeca tov Xopnyo/CRO yla kdBe texvoyvwoio (KNOW HOW) mou
TUXOV mpokUPEeL Kata tn Sldpkela r/kaL oe oxéon We tnv mapovoa KAwikyp Melétn/Epyacia kat
avaAopuBAavouv va pUnv XpnoLUOTOLO0UV QUTAV ThV TEXVOYVWOL yla oKomoUg MEpa amd TouG
okomoUG TG mapovoag IUuBaong, Xwplg thv mponyoUpevn €ykplon tou Xopnyou/ CRO. To
Nocokopeio/Movada NDY kat o Kuplog Epeuvntig mapéxouv SLd TG mopoUoas amOKAELOTIKA,
TLAYKOOLA, QVEKKANTN KoL XWPLG TNV uToxpéwaon KataBoAng avtaAhdyuatog, adsla xprong Kade
TEXVOYVWOolag Tou Tuxov Sev €xel ekxwpnBel el8ikwg otov Xopnyd SUVAUEL TOU TPONYOUREVOU
ebadiou.

'O\eg oL mAnpodopieg, oupmeplappavopévwy TANPOPOPLWY OXETIKA HE SpaoTnPLOTNTEC TOU
Xopnyou, 0w aLTAOELS eupeattexviag, pOpUoUAES, SLadikaoieg mapaywyrg, BOOLKA EMLOTNUOVIKA
otolxela, mponyoUpeva KAWVIKA otolyelor kal mAnpodopieg Slatumwong, Tou TAPEXOVTAL OTO
Noookopeio/Movasa NOY, otov E.A.K.E./E.AK.E.A., 6iou epapudletal, f otov Kuplo Epguvntr kat
mou dev €xouv dnuooteuBel mponyoupévwg, kabwg kol omoladnmote Sedopéva Bewpouvral
anoppolo. Kol amotéheopa autig tng KAwikng Melétng/Epyaciog, Oswpolvtol €UMIOTEUTIKA
(ede€nc we «Epmioteutikég MAnpodopleg») Kat Ba MAPAPEIVOUV OTNV AMOKAELOTIKI KUPLOTNTO TOU
Xopnyol. Tooo katd tn Oldpkela 000 Kat UeTd tn AAREn/AUon autic tng vpBacng, TO
Nocokopeio/Movada NOY, o E.AK.E./E.A.K.E.A., omou edapuoletal, kat o Kiplog Epeuvntig
umoxpeolVTaL Va SLATNPHO0UV EUMLOTEUTIKEG KOL VOL XPNOLLOTIOL)COUV MOVO YLA TOUG OKOTIOUG TTOU
nipoPAénovtal og authv tn ZUUBacn mMAnpodoplieg oL onoieg BewpPoUVTAL WG EUNMLOTEVUTIKEG N TIG
omoieg éva Aoylko dtopo Ba Bswpoloe OTL £lval EUMLOTEUTIKEG KOL amoteAoUv LSLloktnoia Tou
Xopnyou Kal oL OTtOIEC YVWOTOMOLOUVTAL €K LEPOUC TOU XopnyoU f arod tov iSlov tov Xopnyo mpog
1o Noookopeio/Movada NOY, tov E.A.K.E./E.A.K.E.A., 6mou edapudletat, rj tov KUplo Epguvntr kat
Asbopéva  mou  Snuloupyndnkav, Tmapnxbnoav, w¢ amotéAeopa autig NG KAWILKAG
MeAétnc/Epyaciag. Ot mponyoUeVeG UTIOXPEWOELS Sev LoxUouv yla Sedopéva i mAnpodopieg mou
(i) dnuootevBnkav xwpic untawtidtnta tou Noookopeiou/Movadag NOY, tou E.A.K.E./E.AK.E.A.,
omou edapuodletal, ) tou Kopou Epeuvnth, (ii) pe tnv €yypadn ouykatdBeon tou Xopnyou,
propoUV va xpnotpornotnBolv i va yvwotorotnBouy, 1 (iii) dnupoolelOnkav cvudwva pe tv
napaypado 7.3 KATWITEPW.

Avadopikd pe onotadnmote Asdopéva | AAAeC TAnpodopieg Tou £Xouv MPOKUPEL amd TV mapoxh
UTINPECLWV OUPGWVA UE KAl KAT' €eKTEAEOn Twv Opwv TnNG mapouca¢ UpPaocng amd To
Nocokopeio/Movasda MNOY, tov E.AK.E./E.AK.E.A., onou ebappdletal, f tov Kuplo Epguvnth, o
Xopnyog n oL apuodiwg dloplopévol ekmpoownoi Tou Ba £xouv To Sikaiwpa va SnNUocLELooUY AUTA
Ta Sedopéva kat TIg mAnpodopieg, xwpic Eykplon amod tov Kuplo Epeuvntr. O Kuplog Epeuvntig Ba
€xel 10 Skaiwpa va Snuocievoel ta amoteAéopata tnG KAwkng Melétng/Epyaciag Kot
OTIOLECONTIOTE  UTIOOTNPLKTIKEG TIAnpodopieg mou elval amapaitnto va ocuunepidndBolv oe
omoladnmote dnuocicuon twv amotedsopdtwv tng KAwikng Mehétng/Epyaciac i mou eivat
anopaitnTeg yta AAOUG ETLOTALOVEG, TIPOKELUEVOU VAL TILOTOTIOL|COUV T AMOTEAECHUATO QUTA TNG
KAwikic Melétnc/Epyaciag. Edv o KOplog Epsuvntig emBupet va dnupoaotebosl mAnpodopieg amnd
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v KAwikp Mehétn/ Epyaoia, éva avtiypado tou mpog dnuoocisuon mpwtotlmou Xslpoypddou
nipémnel va untoPAnBel otov Xopnyo/CRO yia Bswpnaon, touAhdxlotov e€nvra (60) nUEPEG TPV TNV
umofoAn Tou vyl dnuooieucn f mapouciacn. O Xopnydg/CRO kat o Kiplog Epsuvntig Ba
avaAABouV TNV ECTIEUCUEVN EMLOKOTNON TEPAAPEWY, TIAPOUCLACEWY OE posters ] AAAWY UALKWV.
AgSopévwy TWV Tapanavw, Kaveva Eyypado mou mepthappavel Eumioteutikég NMAnpodopieg dev
Ba katatebel yLa dSnuoacievon xwpig tnv mponyolpevn €yypadn cuykatdBean tou Xopnyou/CRO.
Av {ntnBel eyypadwg, o Kbplog Epeuvntrg umoxpeoutal va KabuoteproeL auTnyv tn dnupocieuon
£we Kat e€Avta (60) NUEPEG ETMUTAEOV, TIPOKELUEVOU va KaTaTeDeL aitnon SUTAWUATOC EUPECLTEXVLAG.
EQv pla ouykekplévn KAk Mehétn/Epyaoia amoteAel TUAMA ULAG TTOAUKEVTIPLKNG UEAETNG, O
KOplog Epsuvntric 6ev Ba ekdwoel yio aut tnv KAwikp Melétn/Epyacia Ssbopéva mou
T(POEPXOVTOL ATTO TO GUYKEKPLUEVO EPEUVNTLKO KEVTPO £WG OTOU TO EVOTIOLNUEVA ATIOTEAECUATA QTTO
™V oAoKANPwUEVN TIOAUKEVTPLKA WEAETN €xouv SnuooleuBel os pla Kowvr, dnupocisucn twv
QITOTEAECUATWY TNG TIOAUKEVTPLKAG LEAETNG. QOTOCO, EAV Lo TETOLA TTOAUKEVTPLKNA Snuocieuon Sev
umoPBAnBsei evtog Swdeka (12) uNVWV PETA tnv olokAnpwon, sykatdAewpn i AREn tng KAWIKAC
MeAétnc/Epyaciag oe OAa Ta £PEUVNTIKA KEVTPA 1 adOTou 0 Xopnyog emiBepatwoel ot bev Ba
umdpgel moAukevtpikn Snuoocicuon tng Mehétng/Epyaciag, o Kuplog Epeuvntig umopel va
ek6WOoel/SNUOCLEVOEL TA TIPOEPXOUEVA QITO TO EPELVNTLKO KEVTPO Tou Noookopeiou/Movasa NOY
anoteAéopata, aveEaptnta, oUWV LLE TOUG OPOUG QUTHG TG tapaypddou.

7.4 O KUplog Epguvntng eyyuatal tn cURUOPpdwWan OAWV TwWV cUVEPYATIOEVWY EPELVVNTWY KL OAOU TOU
uTtoAoutou Taong PpUOEWG TPOCWTITILKOU, TTOU CUMHETEXEL KaB' olovdnmote tpomo otnv KAwikn
MeAétn/Epyacia  GAAw¢ oxetiletol pe auth, Ue T Slatdéelg Tou mapovrog apbpou 7.

7.5 0O Xopnyog Sikatovtal va xpnotpomnolei to ovoua tou Noookopeiou/Movadag NAY kat tou Kuplou
Epeuvnth (KoL TWV OUV-EPELVNTWV) OE TTEPLOSIKA EVNEPWTLKA EVTUTIOL TIOU QTOOTEAAEL 08 AAAQ
EPEUVNTLKA KEVTPOL TIPOKELLEVOU VO TOUG EVNLEPWVEL OXETIKA e e€eAIEELG 0TOV TOMED TWV KALVIKWY
Meletwv/Epyaciwy, tn Stadikacio évtagng umokelpévwy g KAwikng Mehétng/Epyaciag kat GAAa
OXETIKA OEpata yevikotepou evbladepovtog. To Noookopeio/Movada NAY kal o Epsuvntrg sv Ba
XPNOLUOTOloUV TNV eNMwWVUMia Tou XopnyoU 1 omoloudnmote epyalOHEVOU KOl GUVEPYATN TNG
Buyatpikng | cuvdedepévng Le auThV etalpeiag, kabwg Kat kabe évdelén, Aoydtumo ) onua Kat
AaAAo cuvadEg Sikailwpa Tou TNG avnKeL, o€ oroladAmote SLodpNELOTIKA 1 EVAUEPWTLKH avoKoivwaon
TOUuC, XWPI¢ TNV mponyoUuevn yparttr) cuykatdBeon tou Xopnyou.

7.6 Me v endpvlagn olacdnmote avtiBetng mpoPAedng otnv mapovoa XUuBacn, o Xopnydc/CRO
SUvatal va amokoAUPel ta amoteAéopata tng KAwikAg Mehétng/Epyaciog mpokeluévou va
ouppopdwbel os omoladnmote vopoBeTIkA | KavovioTik PoBAsdn mpv tnv oAokAnpwaon tng
KAwikig Mehétng/Epyaciag f mpv and onoladAMoTe MPOTEVOLEVN SNUOGIEVOn UTIO TOUG OPOUG
niepl Anpocieuong, OMwe aUTEG eplypadovtal otnv mapovoa TUUBACN. 2 OAEG TG TIEPUTTWOELC,
oupdwveLTaL 0TO TtapPOV OTL 0 EpeuvnThg untoxpeolTalL va cUppopdwOEel e oladnmote vopoBEeTIkn
N KavovioTikr TpOoPAedn oxetikd He tn OSwadikaoia, tnv oucio [ TNV amokdAuyn Twv
anoteAeopdtwy tng KAwikng Mehétng/Epyaoiac.

7.7 O Epeuvntnic SeopeVETAL OMWG, KATA TNV IOPOXT TWV WG AVW UTINPECLWY, TNPEL OAEC T TTPOPBAEYELS
TWV OXETIKWV VOUWV Kal TI apXEC TIPAKTLKAG/cuprepldhopds mou Tuxov Bo Tou KOLVOTOLAOEL O
Xopnyog, kabwg emiong nwg oe mepimtwon olaodnmote HopdPNAC €K TOU VOUOU TIPOPRAEMOUEVNG
UTIOXPEWONG EVNUEPWONG WG TIPOG TN dUon Kal TNV ool Twv UTnpeclwv Tou, Ba mpofel oe
SnA\waon oxgong/oupdépovtog (declarations of interest), wg appdlet.

7.8 O Epeuvntig yvwpilel kat amodéxetat 6Tl 0 Xopnyoc kat o Opdog Etatpelwy autou, 6To MAALOLO TG
VOULUNG AoKNOoNG Twv Spaotnplotrtwy tou, cUAAEYEL, Tnpel Kat emefepydletal o 16Log 1 SLa Tpitwv
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7.9

8.1

8.2

9.1

OUMPBaANOUEVWY LE OQUTOV €VTOC h €KTOG TnG Eupwmaikng Evwong, Sedopéva MPoowrikou
Xopaktipa Tou Epguvntr, cUubWVA MAVTIOTE e TOUG OPOUG TNG EUPWIALKNAG VOUoBEesiag Kal Twv
VOUWV TIou TuxXov €xouv edapuoyr, meplhapBavouévwy twv v. 2472/1997, v. 3471/2006, v.
3472/2006, v. 3115/2003 kot v. 4624/2019.

O Epeuvntng yvwpilet kat amodéxetat 6Tl 0 Xopnyog/CRO SUvatal va amokaAUTTEL O TplTa HEPN
mAnpodopiec mou adopolv oTNV MAPoX TWV WG AVW UTNPECLWY, CUUIEPNAUPBAVOUEVWY, TOU
OVOUATOG, TOU TOMOU TaPOoXNG Kal TNG aflag olacdnmote MANPWUAG N amolnuiwong o €idog
AapBavel yla TG we Avw umnpeaoieg and tnv Etalpeia, 6nwg ivat n apolpr], otoxeia mMANPWUNAGS, N
KaAun tou kdoToug petadopdg Kat SLapovig, 1 GAAwv tuxov e€68wv. El8ikotepa, o Epsuvntng
yvwpilel katl amodéxetal 0t n Etatpeio Suvatal va SnUOCLOTOLEL T WG AVW OTOLXELO OE NAEKTPOVIKN
LotooeAiba tou Xopnyol 1 Opidou Etatlpuwv autol. Ot cupBaAllopevol ival evAUEPOL yla TNV
UTIOXPEWTLK avaptnon otoleiwv tg 2uppacng oto Stadiktuo, cludpwva pe tov v. 3861/2010
«Mpdypappa Alalyesla», 6rmou ebapuodletal.

Eupeotteyvieg

OA\a ta Sikawpata eni onmolacdrnote avakdAudng i epelpeong, mou €xel emvonBel 1 Tou £xeL
emwvonBel kol teBel oe MPOKTIKN ePAPUOYH WG ATTOTEAECHA TWV EPYACLWYV TIOU yivovtal ol udwva
HE KO KT' EKTEAECN TWV OpWV TNG tapoloag ZUUPBACNG 1) KAl LETA TN AREn autng, Ba avrkouv otov
Xopnyd 1 Tov appodiwg Sloplopévo ekmpdownd tou. To Noookopsio/Movdada MDY, o
E.AK.E.JEAAK.E.A., omou edappoletal, kat o Kiplog Epsuvnti¢ Ba yvwoTOMOLooUV OUECWE
omoladnnote ebevpeon | avokdAudn mpokUPEL anmd TNV ektéAeon autng tng Z0uPBaocnc. To
Nocokopeio/Movada NOY, o E.AK.E./E.A.K.E.A., omou edapuodletal, kat o Kiplog Epsuvntrg
oupdwvouy va PeTaBLBacouv otov Xopnyo f Tov SLOPLOREVO EKTTPOCWIIO TOU TNV OTTOKAELOTIKNA
KUPLOTNTA ETTL QUTNG, E TNV AITOTANPWHN Twv €£66WV o Tov Xopnyo, av UNAPXOUV TETOLA, UE T
omoia emPapuvlnke o Kuplog Epeuvntrg, o E.AK.E./EAK.E.A., omou sbapudletal, f/kal to
Nocokopeio/Movasda MDY katd tnv katdbeon, tn Stadikaotikn embiwén N tn diatripnon v woxu
OTOLWVSNTIOTE ALTACEWV gUpeoLTEXVIAG N €K600NG SUMAWUATWY EUPECLTEXVIAC YLl QUTA. TETOLEG
QLTAOELG, av UTIAp)XoLV, Ba katateBolv kal Ba umtootnpxBoUV SLKAOTIKA KAl SLaSLKOOTIKA ard Tov
Xopnyo 1 Tov SLOPLOUEVO EKTIPOCWTIO TOU.

To Noookopegio/Movada NOY, o E.A.K.E./EAK.EA., 6mou edapuoletal, kat o KUplog Epeuvntig
oupdwvouv va umoypaouv kat va StacdaAicouv OTL Kal oL tdong GUOEWS CUVEPYATEG TOUG KOl OL
undAAnAoi toug Ba umoypdouy, 6Aa ta amapaitnta £yypada ya tn petafifacn OAwv Twv
SkoLwUATWY, TITAWV Kal cupdEPOVTWY £l OMOLOGSATOTE TETOLAG EPeVPEDNG I avaKAAUING TTPOG
ToV Xopnyo I Tov SLopLOUEVO EKTIPOCWIIO TOU.

NpoUmoAoyLopuog — AoLBEG

YHMEIQIH: H mapdypadog autr cupminpwvetal amno tov Xopnyd/CRO cUudwva LE TIC apxEC Kal
Sladlkacieg Tou.

A. ApoBég ko Mpoypappa NAnpwHWV

Mo tnv ekmoévnon tou €pyou tng Ste€aywyng tg KAwvikng Mehétng/Epyaciag, cupdwveital otL o
Xopnyog/CRO Ba katafdAet (i) To mocd twv [...] evpw (....€) avd aocBevr) mou oAokANPWVEL TV
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KAwikry Mehétn/Epyacia, apolpr n onoia Bswpeitat Sikatn kat eUAoyn, mpokUuITouca and thv
QTOULTOUMEVN QMacXOANnon oto mAaiolo Tou MpwtokoAAou Kat cupmnepthapBavel GAAeG ELl0dOPES
unép Tpitwv Kat dopoloyikég emiBapuvaoelg, kat (i) Aoutég Samaveg mMOU MPOKUTITOUV KATA T
Siefoywyn t™g KAwiwkng Melétng/Epyaciog oUpdwva pe to MNpwtokoAo. O GUVOALKOG
PO UTOAOYLOUOG GUUTEPAAUPAVEL OAEG TIC apoLBEC Kal TG SAMAVEG KMOVNONG TOU £pyou. Ita
mood autd ev cuunephapPBavetat o O.M.A.

Owkpatfoelg umtép E.AK.E./E.AK.E.A., 6mou ebapudlovtal, kat urtép tou Noookopeiou/ Movasdag
NOY ocupnephapPavovrtal pall pe onoteadnmote AAeG elodopeg Kal GOPOAOYLKEG EMLBOPUVOELG
OTO WG AVW TOOA KOl TTOPAKPATOUVTAL Ao QUTA.

O ouVvoAIKOG TtpoUTtodoyLlopog yia tn Ste€aywyr tng KAvikig MeAétng/Epyaoiag, 6mweg avaAletal
otov rtapakatw NINAKA NAHPQMOQN, Ba kataBdaletat anod tov Xopnyo/CRO eite o< [...] (...) 860eLg,
™G mpwtng KatapAntéog [...] (...) LAVEC LETA TNV ELCAYWYN) TOU TIPWTOU 0.oBEVOUC OTO EPEVVNTIKO
Kévtpo TG KAwikng Mehétng/Epyaciag, Bdoel twv Sedopuévwy mou €xouv kataxwpnBel oto QUANO
MNapakolovBnong AcBevoug (CRF) eite edpamag oto téAog tng KAwikig Mehétng/Epyaciac. To Uog
ekdotng 86ong Ba e€aptdtal amno tov aplBud TwWV EMOKEPEWY TTOU EXEL TTPAYLLATOTOLAOEL £KAOTOG
a0BevrG €VIOC TOU OUYKEKPLUEVOU XpoVvikoU Slaotipatog Kot Ba Stapopdwvetatl Baosl autou.
MNpolmo0Oecn TG MPAYLOTONOINGNG TWV AVWTEPW XPNUOTIKWY KAtaBoAwv amoteAsl n motonoinon
olokAnpwong tng ekdotote ¢pdoswg (otadiou) tng KAwikng Mehétng/ Epyaciag, n omoia 6o
npayuatonoleital eyypadwg amo tov Kuplo Epsuvnii kat to YmelBuvo yla thv KAWLIKAG
MeAétn/Epyacia Itédexog tou Xopnyou.

OLmAnpwuég Ba kataBarlovtat otov KATwOL Tpaellkd AoyapLooUO:
‘Ovopa Awatouxou MANPWHUAG:

Tpanela:

AplOp. Noyaplacpou:

IBAN:

To TipoAoyLa Ba ekdidovral ota otolxela Tou KATwOL popéa MANPWHWV:
Ovopa ®opéa NANpwHAGC:

‘Edpa (6tevBuvaon, oA, xwpa):

AOM/VAT Reg. Number:

To TipoAoyLa Oa ekdidovral ota otolyelo Tou KATwOL popéa MANPWHWV:
Ovopa ®opéa NANPWUAG: [.....]

‘E&pa (6tevBuvan, oAn, xwpa): [.....]

ADM/VAT Reg. Number: [.....]

O E.A.K.E.A./JE.A.K.E. evnuepwvetal yla kKaOe tpamelikn Katabeon péow extrait. & kaOes tparmelikn
kataBeon Ba avaypdadetal o KwSLKOG Tou MPWTOKOAAOU I 0 CUVIETUNUEVOS TITAOG TNG KAWVLKAG
‘Epeuvac/ Melétng Embdoswv/ Epyaciog kat to epsuvnTikod kévtpo Sie€aywyng (Noookopeio kat
KAwikr / Movada NOQY).

'O\eg oL mpoPAenodpeveg amd TNV mapolod XPNUATIKEG KaTaBoAEC, oL omoieg Ba avtiotolxouy,
ocupdwva PE Ta OpL{OEVA TTAPAKATW, OTO TIOPOV O TapacyeBeioeg untnpeoieg kol ekteAeaBeioeg
epyaoieg, Ba katafdilovral, OMWG 0 VOUOC TIPOPAEMEL, OTOV TAPOTAVW OPL{OUEVO TPATEKO



&

Teuxog B'230/22.01.2026

E®OHMEPIAA THE KYBEPNHIEQX

2097

Aoyaplaopo, Sikatouxog tou onoiou eivato E.AK.E./E.AK.E.A., 6rtou edpappoletal, LeTtd TnV £kSoon
kat mapadoon amd tov E.AK.E./ EAKEA. mpog tov Xopnyd/ CRO tOu OxetikoU emionuou
Bewpnuévou TiwoAoyiou Mapoxnc Yrnpeowwy, Omwe npoBAEneTal and tnv Loxvouoa vopobeaoia, to
ormoio o Xopnydc¢/CRO Ba e€odAel evtog [...] (...) nuepwv amd tnv £kdoaon Kat mapaAafr] Tou anod tov
Xopnyo/CRO.

KaBe katdBeon tou Xopnyou/CRO umép tou E.A.K.E./E.AK.E.A., omou edapuodletal, amotelel
KOataBoAr avtiotowyou HEPOUCG TNG OauoLBAG Kol armodelkvUETAL HE TNV amodelln (YpopuATLo)
kataBeong tng tpamnelag. Me TG mapanmdavw Katafolég Bewpolvtal efodpAnpéveg Evavil Tou
XopnyoU/CRO ot apotBec tou KUplou Epsuvntr), TWV ELSLKWY EMLOTNUOVLKWY Kol GAAWY GUVEPYATWY,
TWV YPOUUOTELOKWY Kot SLOKNTKWY UTTOAAAAWY Kal Tou Aowutol mdong pUoEWS MPOCWILKOU &V
Vével, Tou Ba cuppetdoyel otn Ste€aywyn tng KAwikng Melétng/Epyaciog katl Ba xpnotpomnotndet
KATA TN SLAPKELA TOU £€pyou YLol TNV TAPOXN TWV UTNPECLWY, OMWE auTéG e€etdikelovtal otn
SOuBacn Alefaywyng KAwikig Melétng/Epyaciag, adol o Xopnyog/CRO oubeuia oxéon
e€aptnUévNG epyaciog f mapoxnc aveéapTNTWY UTINPECLWY R £pYOU 1 omoladnmote GAAN EpyacLOK)
OX€0N CUVAITTEL WE TNV tapoloa TUUPBacn Ue To maong GUCEWG TPOCWTILKO Ttou Ba xpnotponotnOei
yla tn Sie€aywyn tng KAvikiig Mehétng/Epyaciog katd ta wg avw. Kat' akolouBiav, ta mpdéowmna
aUTA Sev £xouv Kapia afiwon Katd Tou Xopnyou/CRO yla ThV Mapox TWV UTINPECLWV TOUG KOTA TN
Sie€aywyn tng KAwvikig Mehétng/Epyaciag kat eldikotepa yia katafoAr] pobwv, nuepoptodiwy,
apolBwy, anolnUwoewyv, acPaAloTikwy elodopwvy Kot Aoutd, €€ ekeivwv mou PBapuvouv Tov
epyodortn.

NINAKAZ NAHPQMQN

AvaAuon ApOLBrG ava CUMPETEXOVTA acBevn

MNapadelypa:

100€ avd aoBevry, apolBry epeuvntr 80€, mapakpdtnon voonAeuTtikou W8pupatog/Movadag MDY 15€ kat

mapakpatnon Gpopéa oLKOVOULKAG Slaxeiplong 5€, omou edpapuoletal.

Kootog Kootog
Eniokeyn Apoifn Epguvnti Awayxeiplong Awyeipiong E.AK.E./ Z0volo
Kévtpo Ateaywynig E.A.K.EA.

Apyxikn Extipnon

Enioken Evapéng

Enioken 1

Enioken 2

Eniokeyn 3

Enioken 4

Enioken 5

Eniokeyn 6

Eniokeyn 7
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Enioken 8

Eniokeyn 9

Eniokeyn 10
Eniokeyn 11
Enioken 12
Eniokeyn 13
Eniokeyn 14
Eniokeyn 15
Eniokeyn 16
Emioken 17

OAokAnpwon
Bepaneiag/ Mpdéwpn
Slakormn

JUvolo

Juvodo + O.N.A. (eav
eboapuoletal)

Juvoho: (...) EYPQ/AcBevn (+ (...) kbotog Slaxeiplong).

9.2 H wg avw avaypadouevn apolBry eCRF/CRF adopd otnv olkovopkn KaAupn Twv amnapaitntwy
EVEPYELWV YLO TNV elocaywyn OAwv Twv dedopévwy eviog [...] (...) EPYACLUWY NUEPWV META TNV
eniokedn Tou acBevouc, pe e€aipeon TNV apxikn emiokePn kat ta Tofapd Averubuunta Tuupdavra
TOU MPEMEL v tPooTeBoUV EVTOG £(KOOL TECOAPWY (24) wpwv.

9.3 O Kuplog Epeuvntig avapévetal va evidéel oto epeuvnTKO kévipo [...] (..) aflohoynoipoug
ouppeTEXovTeG aoBeveic oe autiv tv KAwiky Melétn/Epyacia. O Xopnydg/CRO Siatnpel to
Sikaiwpa va kotayysidel Kat va AUOEL e TOV TPOMO auTov TN ZUpPacn Ale€aywyng KAWIKNG
MeAétng/Epyaciag dueoca, ampdbsopa kKot alnpiwg ya autov, sdv kavevag aocBevig Ssv €xeL
evtaxBel oto Epeuvntikod Kévtpo péxpl tig (...).

9.4 Katd tv e€éA€n t™g KAwikng Mehétng/Epyaciag, kal epocov o aplOPog Twv GUUUETEXOVTWY
acBevwyv Tou TPoPAEMETAL AMO TO TMOPOV va evtaxBoUv OTo EPEUVNTIKO KEVTPO CUUMANPWOEL, o
Xopnyog/CRO umopel va attnBei mpog to Noookopeio/Movada NAY kat tov KUplo Epsuvnth va
evtdéouv neplocotepouc aobeveic otnv KAwikry Melétn/ Epyacia. Edv autd sival anodekto and
tov KUplo Epeuvntn, n éyypadn edonoinon tou Xopnyol/CRO mpog tov Kuplo Epguvntr, ou Ba
€yKpLVEL TNV évTagn emUTAEOV GUUUETEXOVTWY aoBevwv otnv KAvikrg Mehétn/Epyaocia Ba apkei yia
VO TEKUNPLWOEL KAl va anodeifel tn cupdwvia twv cupuBarlopévwy. To i6lo Toad mou poPAEneTaL
otnv napaypado 9.1 tou mapdvrog Ba kataBdarletal avd cuunmAnpwBév afloloynoluo Eyypado
(CRF/eCRF) kat yio tétolou €iboug emunmpoobetoug cuppeTEXovTeg aoBeveic otnv KAk Mehétn/
Epyaoia, xwplc va amatteital mepaltépw Tpomonoinon tng mapouoag.
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9.5

9.6

9.7

9.8

10.

10.1

'OAeg oL MAnpwuEg Ba mpaypatonolovvtal cUpbwva Pe To apanavw Mpdypappa MAnpwUwy.
ApolBr yla cuppetéxovieg aoBeveic mou Sev ohokAnpwvouv thv KAwik Melétn/Epyaocia Ba
katofahAetal emi pilog avadoyikng Paong, olpdwva emiong Pe To Topanmavw Mpoypappa
MAnpwpwyv. Kapio mAnpwun 6ev Ba MPAyUOTOMOLEITOL VL0 CULUETEXOVTEG aoBevelg, Tou eite
anocVPOnkav eite oAokAfpwoayv, aAAd mou cuvioToLV apafiach Twv KPLTnPlwv €vtagng Kot Tou
EYKEKPLUEVOU TPWTOKOANOU, ANV ELOIKWE EYKEKPLUEVWY Qo Tov Xopnyo/CRO MePUTTWOEWY,
edooov amnatteitat mapakoAouOnon rj CUANOYN OTOLXELWV.

H telikn mAnpwurp 6a yivet adol t0 éEyypado (eCRF/CRF) Ba éxel oupmAnpwdel
(oupmephapBavopévwy twv emakohovbwv enokéPewv apakololBnong) kat mapadobel otov
Xopnyo/CRO kat adol OAa Ta EpWTAMATA OXETIKA He to Asdopéva Ba €xouv emiluBel oto
E£PEUVNTLKO KEVTPO. To TEAIKWG 0dpelAdEeVO TT0oO Ba utohoyLotel U WVA LUE TOV GUVOALKO aplBud
Twv aoBevwy Tou Ba evtaxBolv Katl ta KPLTAPLO, TOUG OPOUG KAl TG TTPoUMoBEEL MANPWHNC TTOU
kaBopilovrtal mapanavw.

Ta cupBaidopeva pépn avayvwpilouv Kat cupudwvouyv OTL n apoLBr] Kat n KOs l6oug OLKOVOULKA
 GAAn umoothplEn ToU TapPEXETAL amd tov Xopnyo/CRO clupdwva pe Kal KOt eKTEAECN TNG
napovcog ZUMPBACcNG, QVIUTPOCWNEVEL TN ouvnOn ouvaAAaKTIK aflo ylo TIG TIOPEXOUEVES
unnpeoieg kat epyaocieg Ste€aywyng tng KAwikng Melétng/Epyaciag mou ektehovvrtal and tov Kiplo
Epeuvnt kot to Noookopeio/Movada MY, €xel amoTeAécel AVTIKEIUEVO KOl QMOTEAECUA
Sampayudteuong kat cupdwviag oto mAaiolo avefdptntng cuvallayng, kal Sev €xeL kabBoplotel
L€ TPOTIO TTOU VAL GUVUTIOAOYI{EL TOV OYKO N TNV ala OTOLWVEATIOTE UTINPECLWY I AAAWV EPYACLWV,
mou €youv kaB' olovéAmote Tpomo AdPBst  ywpa petafl Ttou  XopnyoU/CRO, tou
Noookopeiou/Movasdag NDY kat tou Kuplou Epguvntn.

Téoo to Nocokopeio/Movasda MDY 6o kat o Kuplog Epeuvntrig dev Ba TipoAoyrigouv onolodnmote
Tpito puépog yia M a idn, UALKG N UTTNPEGLEG, TTOU TtaPEXOVTAL Ao ToV Xopnyo/CRO OXETIKA UE TNV
KAwikry Mehétn/Epyaocia, 1} ylo. OMOLECSNTIOTE UTINPECLEC TIOPEXOUEVEG OTOUG OUMUETEXOVIEG
acBeveic oxetikd pe tnv KAwvikp Melétn/Epyaoia, ya tig onoieg mpoBAémetal Kat kataBaAAetal
TANPWHN WG HéEPog TG KAVIkAG Mehétng/Epyaciag, EKTOC AV KATL TETOLO ELEIKWG ETUTPEMETAL QIO
TG PoPAEYELS KaL TOUC OpPOUC Ttepl KATABOANG TWV ApOLBWV.

El8koi 6pot

H mapovoa KAwikr Mehétn/Epyacia Ste€dyetat oV pdwva e pia oALTKr KateuBuvopevng évtagng
(kpttipla eloaywync/ amokAelopol). O Xopnydg/CRO npocbokd tnv oAokAnpwaon tng £vtaéng Ue
v enitevén evog cuvohou [...] (...) EyKUPWV CUUUETEXOVTIWY acBevwv ylo OAa TOL EPEVVNTIKA
KEVTPA TOU cuppetéxouv otnv KAwiky Mehétn/Epyaocia. e mepintwon mou [...] (...) ouvoAikd
€YKUPOL CUMUETEXOVTEC aoBeveig evtaxBouUv mpLy To EpeuvnTiko KEVTPO EMITUXEL TOV OTOXO TOU TWV
[...] (...) éykupwv cuppeTtexovTwy acBevwy, o Xopnyog/ CRO Slatnpei to Sikaiwpa va meplopiost
Vo QVOOTEINEL TNV TEPAUTEPW £VTIALN OTO EPEUVNTIKO KEVIPO. ZE QUTAV TNV Tepimtwon, o
Xopnyog/CRO Ba evnuepwoel tov Kbplo Epeuvntn kot o KUplog Epeuvntig e TV Kowvomoinon tng
eldomnoinong Ba meplopioel 1 Oa OTAMATACEL QUECA TNV TEPALTEPW EVTOEN OUMUETEXOVTIWV
acBevwv.

EuBivn

H guBlvn tou ocupPaArlopevou otnv mopovoa E.AK.E./E.AK.E.A., omou ebapudletal, tO00 n
oupBatikn 600 Kal N K TOU VOLLOU amoppeovaa, meplopiletal oe kot adopd amoKAELOTLKA KOl LOVO
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otnv otkovopikn Staxeipton tng KAwikig Mehétng/Epyaciog, mou Ba Sie€axBbel clupwva pe Toug
0pouc¢ TN mapovoag TuuBaonc.

11. Anokd&Auyn Okovopkwv Ztoyeiwv/Ataypadn

11.1 To Noocokopeio/Movasa NAY kat o Kplog Epeuvntrig cupdwvouv va mapéxouv otov Xopnyo/CRO
KaBe amapaitntn mAnpodopia CUUUOPPWONG LE OTMOLEGSNTIOTE QOLTHOEL omoKAAuYng
otolxelwv, emipAndeiocec amod omowadnmote apupodia apyxn (cupmepllappavopevng, €av auto
SUvatal va esdappootel, tng US F.D.A. - United States Food and Drug Administration),
oupnepAappavopevng omotocdnmote mAnpodoplog amoatteital va amokaAudOel, OXETIKA e
omoloudnrote el60U¢ OLKOVOULKN OXEon HeTall Tou Xopnyou Kot AAAWVY BUYATPLKWVY ETALPELWY TOU
Ouihou [...] Kot TWV QVTIOTOLWV EKTIPOCWIWY TOUG Kal Tou KUplou Epeuvntr, Kol omoloudnmote
ouv-gpeuvntr eprAékstal otnv KAk MeAétn/Epyacio kat petafd omowoudrmote AdAou
EKTIPOOWTIOU N gpyalOpevou tou Noookopeiou/Movasdag MDY kat tou Xopnyou. Auth n anaitnon
arokGAung popel va emekteivetal Kat otnv amokdAun mAnpodoplwyv ou adopolv ota UEAN
TNG OLKOYEVELAG AUTWV Ttou epmAékovtal otnv KAwiky Mehétn/Epyaoia.

11.2 To Noookopeio/Movada MDY kat o KUplog Epeuvntrc emBeBatwvouv OtL Sev umtdpxel cUykpouaon
oupdePOVTWY pHeTall Twv cupBarlopévwy pepwy, Tiou Ba sumobiosl | emnpedoel tnv mopoxn
UTINPECLWV €K HEPOUC Tou Noookopeiou/Movadag MDY kat/ i tou Kuplou Epguvntr clpdwva pe
Vv napovca TUpPaon kat emPBeBalwvouv OTL N TOPOXH UTINPECLWY €K LEPOUC TOUG CUUDWVA LE
Kol kat' ekTéAeon TNG mapovoag ZUpPaocng dev mapafLaletl omoladnnote GAAN cuuBaon pe Tpita
pépn. To Noookopeio/Movada MAY kat o KUplog Epguvntrig Ba evnuepwoouv Aueca Tov Xopnyo
€AV pokUYPEeL omoLadnmote cUykpouon CUUdEPOVIWY KaTtd Tn Stapkela Ste€aywyng tng KAWiKNAG
MeAétnc/Epyaciog kot eKTEAEONG TG mapouoag SUUPBAoNG.

11.3 O Kuplog Epeuvntng kot to Noookopeio/Movasda MDY Sev Ba mpooAdafouv, cupBAnBolv pe n
Sl0TNPAOOUV WG CUVEPYATN 1 WG EPYAOLEVO OTMOLOSNTIOTE MPOCWTO, AECO N EUUEDQ, YLa VOl
TIPACKEL TIC CUUPWVOUUEVEG LE TNV Mapovoa IUUPBACH UNNPEGCIEG KAl EPYACIEG, €AV AUTO TO
npoowro (i) €xeLt  Swypadel amd omowadnAmote  apuodla  emomrtevouca  Apxn
(oupmephapPavopevng, eav autd Suvatal va edpappoatel, tng US F.D.A. - United States Food and
Drug Administration) 1 (ii) £xel katadikaoOel yla avtiemayyeApaTiki cupneplbopd Kat adikompagio
oxetkn pe tn Sefaywyn KAwwkwv Meletwv/Epyoocwwy. Yotepa amo £yypadn aitnon tou
Xopnyou/CRO, o KUplog Epeuvntiig kat to Noookopeio/Movasa NOY, Ba mapéxouv evtog éka (10)
nNUepwv, éyypadn eniBefaiwon OtL £Xxouv cUPUOPPWOEL pe TNV Mapandvw umoxpswaon. Auth Ba
elvat pa ouvexng StaBePaiwon kat yyunon katd tn SldpkeLa LoxUog TnE mapoloag TV UBaong Kat
o Kuprog Epeuvntrig kat to Nocokopeio/Movada MY Ba elbomotioouv apéows tov Xopnyo yLa
omotadnnote aAAayr otnv katdotachn tng Stapepaiwong katl eyyvnong mou SLOTUMWVETAL LE TO
Tapov apbpo.

12. Avegdptnta Mépn

To Noookopeio/Movada NAY kat o Kuplog Epeuvntng evepyolv HE TNV LOLOTNTO aveEEAPTATWY
HEPWV oTNV apovoa Kat OXL w¢ uTtdAAnAoL ) ekmpdowroL tou Xopnyou/CRO kat Sev eykaBLdpusTatl
HETOEU QUTWV KoL Tou XopnyoU/CRO omoladAmote oxeon €£0pTNUEVWY UTINPECLWV 1 OXEoN
epyaociag. O Kiplog Epsuvntng Kot to maong GUoEWG MPOCWITLKO TIOU TUXOV Bal CUMMETEXEL OTNV
KAwiky MeAétn/Epyacio v £xouv TO SIKOWLO VO CUMUETEXOUV O, OUTE £XOUV SiKaiwpa Topoxng
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13.

14.

15.

15.1

KOAUPEWC amod, omoladnmoTe amod T MPOYPAUUATO TAPOXWY KOl ETULSOUATWY, TLG TIOALTLKEC
UTTOAAAA WV 1} A0PAALOTIKEG artolNULWOELG Epyalopévwy Tou Xopnyou.

Anpoolotnta

Kavévag amo toug cupBolopevoug gv Ba xpnoLUOTIOLOEL TV EMWVUUia omoloudnmote dAAou
oUMBaANOLEVOU yLa TTPOWBONTLIKOUG OKOTIOUG, XWPLg TNV IponyoUuevn €yypadn cuykatabeon Tou
oupBal\ouevou, Tou omoiou To dvopa (Emwvupia) mpoKeLtaL va xpnotuomnotnBei, oUte kamolog and
Toug cupPBaArlopevouc Ba armokaAUPeL TV UTOPEN 1 TO TEPLEXOUEVO TNG tapoloag UUPBaonG,
€KTOC €dv autd amatteitol and tov vopo. Mapola ta mapamdvw, o Xopnyog/CRO umopsi va
Snuootevoel otolyeia emikowvwviag LotooeAidac kat avadopd otnv KAk Mehétn/Epyacia mou
Sle€ayetal otnv otooehiba pe TV nAektpovikn StevBuvon «www.clinicaltrials.gov», og L0OTIEG
enionueg LotooeAideg Kal LotoogAibeg tou XopnyoU/CRO kat twv Buyatplkwv ETALPEWY TOU
Ouihou. EmumAéov, o Xopnyoc/CRO Ba €xel To Sikaiwpa va armokoAUTTeL SNUociwg Toug 6pouc Kat
g polmoBéoelc tng TupuBacng, cupmepAappavouévwy, XWPLG TEPLOPLOUO, TOU OVOUATOG TOU
Noookopeiou/Movasdag NDY, tig neptypad£g TWV UNNPECLWY KaL TOU TToooU ANPWHAG.

Kowomnoujoelg/Yre0Ouvog tou Xopnyou/CRO yia th Sieaywyn tng KAwikrg MeAétng/Epyaociog

Qc¢ YrnevBuvog tou XopnyoU/CRO yia tn Sie€aywyn tng KAwikng MeAétng/Epyaociag kal tn
Slaxeiplon twv mavtog eidouc {ntnudtwy mou oxetilovtal e authv opiletat o/n [...] (avadopd tng
5LotnTag tou). Kabe emikowvwvia oxetikd pe tnv KAk Mehétn/Epyacia amooTéAAETAL OTOV WG
avw YmevBuvo. O (8log elval umevBuvog Kol ylo TNV TOTOmoinon OAOKANPWONG Twv
TPOPAEMOUEVWY QIO TNV Tapouoa UPPBacn UToXpewoewyv. OmoleodNmoTe E€L60MOLNOELS
Kolwvorolouvtal cUpdpwva Pe TNV mapouca Ba amooTEAAOVIAL UE CUCTNUEVN ETLOTOAN HECW
NAekTpoVIKOU toxudpopeiov i Ba mapadibovral MPOCWILKA, HE TPOMANPWHUEVN Tapadoon, wg
akoAoUBwc:

MNpoc: [...] (ETAIPEIA)
Yroyn: k. [...], YrmevBuvou tng KAwikng MeAétng/Epyaciag

Npog: E.AK.E.A. tng [...]" Y.ME [...]/ E.AK.E. Tou [...] (Mavenotnuiou), 6mou ebapuoletal.
Yrnoyn: [..], Npoédpou tng Emutponri¢ tou E.AK.EA. tng [..]" Y.NE [..] /E.AKE. tou [..]

(Mavemiotnpuiov)

MNpog: [...] Nocokoueio/ [...] Movada MOY,
Ynoyn: [...]JAlowknth tou Nocokoueiou/Atowknth g [...]" Y.NE [...]

Npog: latpod k. [...]
[Etoayete Ovopa, titho kot AlevBuvon Kiplou Epsuvntn].

Ekxwpnon

O Xopnyog Ba £xeL To Sikaiwpa va ekxwpnoeL tnv mapovca IUPPBacnh os etalpeia Buyatpikr Tou
Ouihou Etatpewwy n o tpitn Kat' avabeon statpeia KaTdmy mponyoUlevng Eyypadng eldomoinong
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npog tov Kuplo Epeuvntr kat to Noookopeio/Movada NOY kat tov E.A.K.E./E.A.K.E.A., omou
edapuoletal. 2 OAEG TIG AANEG IEPUTTWOELG, Kavéva cupBoropevo pépog Sev Ba Sikatovtal va
EKYWPNOEL TA SIKALWLOTA ] TIG UTIOXPEWOELG TOU OO TV Ttapovoa Iuupacn 1 e omolovenmote
TPOTO VO UTIOKATOOTHOEL EAUTOV OTO €PY0, €V OAW N €V PEPEL, XWPLG TNV TPonyoUUEevn €yypadn
ocuvaiveon tou Xopnyou. Me tnv eriipUAaén Twv napandvw, n rnapoloa Uppacn Ba Seopelel Kot
Aettoupyel mpog 6dpehog TV avTioToWV CUUBAANOUEVWY, TWV ELSIKWY KAl KABOAKWY SLadoxwv
QUTWV.

15.2 3tnv meplmtwon kotd tnv omoia o Kuplog Epeuvntic f to Noookopeio/Movada M.0.Y.

16.

XPNOLUOTIOL)COUV YLa TNV EKTEAECT TOU €PYOU I HEPOUG AUTOU, KATOTILY T(ponyoUUEevNG Eyypadng
€YKpLong Tou Xopnyou, Tpito mpoowro (Guaotko f VOULKO) WG CUVEPYATN, Ba UTTOXPEWOOUV QUTO UE
Slaitepn cvuPaocn mou Ba cuvapel pall toug va ceBaoctel GAoUC TOUC OPOUG TNG TAPOUCAS
JUpuBaong katl Ba To KATOOTAGOUV Ao KOLWoU Kal £1¢ 0OAOKANpov cuvunteUBUVO Ue aUTOUC EvavTl
Tou Xopnyou yLa KABe {npia Tou autog TuXov Ba untooTel amo Tig MPAgeLg kat mapaleielg avtou.

Addopa

16.1 H mapovoa Ivupacn Sev pmopei va cupmAnpwOsei, i va tpomomownbel dAAWG, TopA HOVO UE

€yypado, umoyeypauéVo appodiwg amo oAa ta cupBaiAopeva pépn. H mapouoa ZUPaon anotelel
TN ouVOALKN cupdwvia Twv cupBarAopévwy avadopLKA LE TO AVTIKEILEVO QUTAG. PNTWG UTIEPLOYVEL
OTIOLWVSONTIOTE PONYOUEVWY 1] GUYXPOVWY, TIPodOopLKWV 1 ypartwy SlaBeBalwoswy, eyyurnoswy n
oupdwviwy. Ta Tuxov ouvnuuéva Mapaptiuata omou edapuolovtal amoteAoUv eviaio Kol
QvamoomaoTo UEPOG TG UMBaong autig. O Xopnyog Suvatal va cupmeplhafel O,TL Kpivel
arnapaitnto Bdaost tou oxeblaopol tng KAwikng Mehétng/Epyaciag yia va dtacdpaliost tnv opdn
Sie€aywyn autng, oe exwplotd emutpoobeto Mapdptnua, Pe tnv mpolnobeon otL Sev €pxetal oe
avtidaon pe Toug 6poug TnG mapovoag JUUPBACNG.

16.2 Hpun dpeon embiwén A n un emdiwén Twv SIKALWUATWY TWV HEPWV Ao TV apoloa TUUBach, Kat

dlaitepa NG eKMANPWONG KABE UMOXPEWCEWG TOU AVTLOUUPBAAAOUEVOU TIOU QITOPPEEL OO AUTHY,
Sev Ba onuaivel tn pe omolovERmoTe TPOMO TMAPALTNCT) TOUG oo TA €V AOYW SIKAULWHLOTA TOUG.

16.3 e mepinmtwon cUykpouong HeTaly Twv Slatdéewyv Tng TVUBAONG Kot OLWVEATIOTE AAAWY OXETIKWV

17.

gyypadwv mAnv tou MNpwtokdAAou, oL 6pol Tou mapovtog Ba umeploylouv.

loxbov Aikouwo

H napouoa ZUpuPaocn Siénetat and tnv eAAnvikn vopoBbeoia. Ma tnv eniluon kabe dtadopdg mou
TPOKUTITEL OO TN TUUPBaon Katl adopd otnv eKTEAEDN, TNV EPapUoyr KAL TNV EPUNVELD TNG WE KaL
TLG OXEOELG YEVIKA TIOU SnULoUpYoUVTaL armod autrVv cupdwveital Ot appodia eival amoKkAELOTIKA Ta
kaB' ANV apuodia Alkaothpla.

ElvaL autovonto otLpLy amnod onoladnmote npooduyn ota Alkaotrpla, oUUdWVa LE TA TIOPATIAVW,
Ta cupBal\opeva pépn Ba kataBalouv kabe mpoomnabeia yia Gk dteuBEtnon twv dtadopwy,
mou evdexoueva Ba avadlovtat Hetafy Toug.

2E NIZTQZH TQN ANQTEPQ,
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ta oupPaAlopeva otnv mopouca MEPn uméypaav authv tn IUpPaocn, SlA TWV VOULUWV
EKTIPOCWTIWYV TOUG, KATA TNV NUEPOUNVia Tou avaypadetal avwtépw, o€ [...] (...) Opola mpwtotuna
Kal KaBe cupBaArlopevoc ENafe amo Eva.

Ol ZYMBAAAOMENOI

la to Nocokopeio /Movada MDY
AlokntAg Tou [...]
Yrnoypadn/Idpayida:
Huepounvia:

Mo tov Xopnyo/CRO

[...]Ymoypadn/Idpayida:
Huepounvia:

KUprog Epeuvntig
[...]

Yroypadn/Idpayida:
Huepounvia:

Ma tov E.AK.E./E.A.K.E.A., 6tou epappoletal
[...]

Yroypadn/Idpayida:

Huepounvia:

MNAPAPTHMA: YAwa kat E€omALlopocg [eav epappoletal]
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NAPAPTHMA A'3

ZYMBAZH AIEZATQrH: KAINIKHZ EPEYNAZ IATPOTEXNOAOTIKQN MPOIONTQN, MEAETHZ KAINIKQN
ENIAOZEQN IN-VITRO AIATNQITIKQN NPOIONTQN (IVD) ENTOZ TOY MAAIZIOY THZ NPOBAENOMENHZ
XPHZIHZI TOYZ

KAwwkn Epeuva pe latpotexvoloytkd npoiov/ Mehétn KAwikwv Emiddoswv IVD evtdg Tou mAaLeiou tng
tpoPAenOpEVNG XpRoNG [va emiAéyetal avaloya] pe titho: [...] (ebe€ng wg n «KAwikn Epguvan/«Mehétn
KAwikwyv Embdoswv»).

Xopnyog statpeia:
Etaipeia eknpoownovoa Tov Xopnyo otnv EAAada (av edpappdletal):

MNpoidvta (latpotexvoloyiko latpotexvoloyikd Mpoidvra/IVD) [va emidéyetal avadoyal:
e Yo épsuva/umno pelétn:
e JUYKPLTIKA:

NpwtokoAlo/ZxéSlo KAwvikig Epeuvag/Melétng Embooswy [va emiAéyetal avaAoyal:
Kwb81kdg KAk g épeuvag/pelétng embooewv [va eniAéyetat avdloya]:
Epguvntiko kévtpo Sie€aywyrg tns KAwikig Epsuvag/Melétng Embdoswv [va smiAéyetal avaioya]:

stnv [...], onuepa, tnv [..] (ede€nc wg n «nuepounvia teleutaiog umoypadrcy»), Ta TOPAKATW
cupBarAopeva Pépn, AToL:

Ad' evig n statpeia pe v emwvupia [...], n onola edpeviel otnv [.....] kat pe A.O.M. [.....] kat A.O.Y. [...]
voua ekmpoowrnolpevn amd tov/tnv [..], evepyoloa otnv EAAGSA w¢ o Xopnyodg tng KAWLKAG
£€peuvac/peétng embooswv, SUVAUEL L8LKNAG TIPOG ToUTo cUupBAcews/ e€ouclodoToews, €€ OVOUATOG
Kal yla Aoyoploopo tng aAlodarmng statpeiag we tnv enwvupia [.....], epe€ng kaholuevn otnv mapolvoa
JOpBaon wg o «Xopnyoc/ CRO»,

Ad' etépou o k. [..], latpog [...], tng [...] KAwikAg, tou [..] Noocokopeiou/Movadag MpwtoBadutog
Opovridag Yyelag (MDY) tng [...]" Yyelovopkng Nepidépetog [...], katowog [...] , 0606g [...], apBL.[...],
kaAoUpevog edeng otnv mapovoa Kat ota Mapaptipata autrg, omou ebappolovial, wg o «Kuplog
Epguvntic» A/kaL we o «Emotnuovikd YreBuvog» tng KAWVIKAC €peuvag/UeNETNG eTIBOCEWY,

Ention¢ oupBaAlopevo 1o [...] Noookopeio/[...] Movada MpwtoBadutag Qpovtidag Yyeiag (NAY), mou
ebpeleL otnv [...], et tng 0dov [...] aplOu. [...], vopwa ekmpoownovpevo amd tov Alotknth/AlowknTpLa
autou/Atowkntr/ Aowkitpla g [...]" Yyewovoukng MNepiudépetag [...], k. [...], kaloUpevo ede€ng otnv
napoloa wg to «Noookopeio/ Movada MYy,

ko 0 opéag Atayeipiong E.AK.E. tou [...] Naverotnuiov/ E.AK.E.A. tng [...]"S Yyelovopikig MNepidépetag
[...], mou ebpeleL otnv [...], eni tng 06ou [...] apBy. [...], vOuLua eKTTpocWIOUUEVOG amd tov K. [...]
KaAoUpevo edegnc otnv nmapoloa we E.AK.E./ E.ALK.E.A. (6rou epapuodletadl).
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AEAOMENOY OTI:

I. H etawpeia pe TNV enwvupia [..], n omola amoteAel tnv Xopnyo etalpeia tnG KALWLKAG
£peuvac/pelétng embdoswy, £xovtag St' iSlov Aoyaplacpo f 51 Aoyaplacud tng avwtépw aAhodarrg
€TALPELOG, OAO TA SIKALWATO KAL TIG UTIOXPEWOELG TIOU N LLOTNTA TOU XopnyoU GUVETAYETAL VOULKA Kal
TPOKTIKA oo TtV LoxUouca KOWOTLKA Kal g0vViKr vopoBeoia, evwriov OAwv Twv appodiwv apxwv Kat
dopéwv Kal tpoPaivel o OAEG TLG AMAPAITNTEG EVEPYELEG TIOU 0 VOUOG amattel yla tn Adn eykploswy Kat
adewwv yla tn vouun Siefaywyn g KAwikng €peuvac/pelétng embooswy, cuudwva pe ta Sebvn
TLPOTUTIAL OXETLKA E TNV 0pBI) KALVLKI TIPOKTLKH VLA TG KALVIKEG EPEUVEG, KAL LLE TO TTAEOV TTPOOHATO KEIUEVO
™G Awakrpuéng tou EAaivki tng Maykoopiog latptkng Evwong OXETIKA HE TLG SE0VTOAOYIKEG aPXEG YL TNV
LOTPLKA €PEUVA OTNV OMOL0l CUUUETEXOUV AvOpwTToL.

Il. O Xopnydcg/CRO éxeL {ntroeL amod tov Kuplo Epsuvntr va Sie€dayel tnv KAwikr épsuva/pelétn
endooewv Kat and 1o Nocokopeio/Movada MY kot To mpocwrikd Tou va anodexBouv tn dte§aywyn tng
KAWIKAG €peuvac/UeléTng embO0EwV OTIC gyKataotdoel tou Noookopeiou/Movadag MDY, n omoia
€TLYOPNYELTAL amd Tov Xopnyo kat adopd ta umd Epsuva latpotexvoloyikad Mpoidvta/IVD kol ta
JUYKPLTIKA TIPOLOVTO QUTWY €AV aUTO edapudletal, cUUDWVA LE TO EYKEKPLUEVO MPWTOKOANO/ZXESLO TNG
KAwikng Epeuvac/Mehétng Embocewv.

lll. To Nocokopeio/Movada MOY £€xeL tv appodiotnta va eykpivel tn Sie€aywyn g KAWIKAG
£peuvac/pelétng emibooswv kot Slabetel Tov kKatdAnAo efomiopd, wote va amodexBei tn Sie€aywyn
QUTHNG OTLG EYKATAOTACELG TOU Kal 0 KUplog Epeuvntng SnAwveL OtL €xel cUpPwWVAOEL va. avaAdBeL Thv
€uBlvn yla tn Sie€aywyn g KAwikng Epsuvac/Melétng Embooewy, n omoia Ba Siefoyxbel otnv [...]
KAwikn tou [...] Nocokopeiou/ [...] Movada NOY.

IV. Ta pépn dnAwvouv otL n Sie€aywyn tng KAwiknig Epeuvac/Melétng Erubooswv Ba yivel cUpudpwva
UE a) tnv toxUouoa vopoBeoia mepl KAWVIKAG EPELVAG UE LATPOTEXVOAOYLKA TIPOLOVTA EVTOG TOU MAdLciou
™G TPOPAETOUEVNC XPAONG TOUG N KAWVIKWV HeAeTwv emibocswv pe VD evidg tou mAaLolou tng
nipoBAendpevng xpriong toug B) tn oxetikn £ykplon Ste€aywyng tng KAwikng Epeuvag/Melétng Emibooewy
and 1o Emotnuovikod TupBouAlo kat tov Alokntr) tou Noookopeiou/Movadag MY 1 dAAn avtictowxn
apuodia enctporr)/ GAho apuodio 6pyavo tou Noookopeiou/Movadag NOY (edv ebapudletat), y) Toug
opoug mou kaBopilovtal oto MpwtdkoAo/Ixédlo tng KAwikAg Epeuvac/Mehétng Embooswy, OTIG
TPOMOTMOLACELG 1)/KaL OTLS tpooBrkeg Tou, 8) Tig KateuBuvtrpleg O8nyisg Opbrg KAwviknc Mpaktikng GCP,
€) tov Kwdika latpikrg Agovtoloyiag Kat oT) Toug 06poug Kal TLG poUnoBEoelg mou Tibevral mapakatw
otnv napovoa.

V. H owkovopikr Slayxeiplon tou €pyou Snhwvetal otL Ba yivel, péow tou EWSikoly Aoyoplacpol
KovSuliwv Epeuvag kat Avamrtuéng (E.AK.E.A) tg [...]"° Y.Ne. [...]/uéow tou ESikol Aoyaplacpol
KovSuhiwv ‘Epeuvag (E.AK.E.) tou [..] Mavemotnuiou. Itnv mepimtwon WSwtikwv NoonAguTikwv
I6pupdTwy n owkovouLkr Staxeipion SnAwvetal o6t Ba yivel [...].

IV. To Emtotnuoviké TupBoulio tou Nocokopeiou/to Emtotnuovikd upBouito NADY tng [...]" Y.MNE.
[...] 4 &\An avtiotoln apuddia enttpornty Tou Noookopeiou/ Movadag NAY, cOubwva PE TN OXETIKA
anddaon tou Awokntr) tou Noookopeiou/Alowkntd g [...]" Y.ME., £xeL Nén eykpivel pe tnv amo [...]
(nu/via) Eykplon KAwiknc Epeuvag/Melétng Embdoswv, adevdg tn Siefaywyny ™G KAwknAg
‘Epeuvag/MeAétng EMISO0EWY OTIC EYKOTAOTACELS TOU, Kol ELSIKOTEPA OTLG EYKATAOTACELS TG  [...]
KAwwng/tng [...] Movadag MDY, kat adetépouv to ‘Eviumo Evnuépwong Kat Juvaiveong
AcBevoug, ue nuepopnvia ékdoong tnv [...].
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NopBavopévwy urtdPn Twv ELCAYWYIKWY SNAWOEWY, TwV apoLBaiwy UTTOOXECEWV Kol CUUPWVLWY
ToU SLoTuTwvovTaL Ke TNV mapoloa, Ta cUBaANOpeva LEPN CUHDPWVOUV ELBIKOTEPA WG OKOAOUOWCG:

1. Awcaywyn tng KAwvikig Epeuvag/ MeAétng Embocswy

1.1  OuoupBar\opevol cupdpwvolv OTL To MpwtdkoAo/Ixeblo KAwvikng Epeuvag/Mehétng Embdoswv/
Epyaciag, wg kal maoa VOUIUWG EYKEKPLUEVN TPOTIONOLNoN AUToU, amoTeAEL AVAIOOTIAOTO UEPOG
™¢ napovoag TUpBaong.

O KUplog Epeuvntig cupdwvel va Topéxel TNV emayyeALOTIK Tou €€elSikeuon Kal yvwon yla Tn

Sie€aywyn g KAwvikng épsuvag/pehétng emilbdoswv cUpdwva pe to NpwtokoAo/ IXESL0 TNG KAVLKAG

£peuvacg/peléTng emld6oewv Pe KwSLKO [...] Kal nuepopnvia ékdoong tnv [...], wg kot cuUPwWVA HE Ao

VOULUWCE EYKEKPLUEVN TPOTIOMOLNON AUTOU, KBWE Kat oUWV HE TIG SLAaTAEELS TNG LoXUOUOoAS KOLWVOTLKNG

Kat €0vikng vopoBeaiag mepi KAwvikng Epeuvac/Melétng Embooswy pe Latpotexvoloyikd mpoiovta/IVD

KOl L€ TOUG KAVOVEG 0pOAC KALVLKAG TIPAKTIKAC VLot TLG KAWVIKEG £PpEUVECG/UENETEG KAWVIKWVY EMILEOOEWY, OTLG

oToleg CUMETEXOUV AvBpwTtoL.

1.2 e nepimtwon mou o Kuplog Epeuvntrg madel va cuvepyaletal pe to Noookopeio/Movada MNOY,
Ba uTtoBaAAeL yypadn eldomoinon pog Tov Xopnyo VoG XPoviKoU SLooTHUATOG MEVTE (5) nuepwy
Qmo TNV QVOKOVWOoN TNG avaxwpenong Tou Kot Touldylotov tplavia (30) nuepwv TpW tnv
nUepounvia avaxwpnorng tou. Mpog Tov OKOTIO CUVEXLONG TNG OMAANG dle€aywyng tng KAWIKAG
£peuvac/uelétng embooswy, o Kiplog Epsuvntig eyyudtol otov Xopnyd otL Ba mapopsivel
ETLOTNUOVIKA UTtEUOUVOG TNG KAWVIKAG £pguvac/UeAETNG eBO0EWV £wC OTOU oplotel véog KUpLog
Epeuvntic. O Xopnyog Ba €xel to Sikaiwpa vo opicel omotovérmote véo Kiplo Epeuvnrn,
Sloplopévo oto Noookopeio/Movada NAY. O véog Kuplog Epeuvntrg urtoxpeoutal va cupdwvnoeL
L€ TOUC OPOUC KL TLG SLaTAgelg auThg TG TUUBaAONC. Z€ Tiepimtwaon mou o Xopnyog Sev oploet Tov
véo Kiplo Epesuvntn, umopsi va katayyeilel auvtiv t Z0uBaocn cludwva pe to apbpo 2.2.
KOTwTEPw Kol to Noookopeio/Movada MNOY Ba mpoPel oe OAeg TG amopaitnteg evEPYELE
T(POKELUEVOU va UAOTIOLAOEL TNV amodaon Tou Xopnyou.

1.3 O Kiplog Epeuvntng pmopel va oploel tpita mpoowna Onwe Umopel va Kpivel amapaitnTto, wg
ouvepyalOUeVOL gpeLVNTEG yla va cupBAMouv otn Sie€aywyr ™S KAWLIKAG €psuvacg/UeAETng
embooewv. Olol oL ocuvepyalopevol epeuvntég Ba elval emMOpPKWG KOTAPTIOMEVOL, EYKOIPWG
SLOPLOPEVOL LE TPOTIO CUVEPYACLAC YVWOTO OToV Xopnyo Kal Ba Statnpeital oXETIKA pia TARPWG
EVNUEPWHEVN KOTAOTACN TWV UTIO QUTH TNV BLOTNTO CUMMETEXOVTWY. MMpwv amd tnv avainyn
omnolacdnmote unoxpEéwang kat Stefaywyng onolacdnnote Sladikaciog oto MAAioLo TNG KAVLKAG
£peuvac/pelétng embooewy, o(ol) cuvepyalopevog(ol) epeuvntig(-£¢) Ba €xet (-ouv) AGBeL Tig
anapaitnteg eykploelg and tov Aowkntr) tou NOCOKOUEIOU HETA amd GXETIKA yVWHOSOTNOoN Tou
Emiotnuovikol ZupBouliou/ tov Atowkntr tng [...]"° Y.ME. petd amd Betikny yvwuodotnon tou
EmiotnuovikoU ZupfBouliou NMAY r dAho apuodio opyavo/emitpornr tou Noookopeiou/Movadag
NOY wg epapudletal, cupdwva pe ta poPfAenopeva. O Kiplog Epeuvntrg Ba ival amokAeLoTIKA
uneVBuvog yla tn SlevBuvon Kal EMOMTELN TETOLWY OUASdWY CUV-EPEUVNTWY, OL OTmoiol o KABe
nepintwon Ba deopeliovtal e Toug iloug 6poug kal polmobéoelg, onwg o Kuplog EpeuvnTig,
oUpdwva pe tnv mapovoa UpPBacn. To Noookoueio/Movada MDY kat o Kbplog Epguvntig eival
QTOKAELOTIKA UTtELBUVOL Yl TIG UTNPEoieg mou Ba mapéxovtal amd TO MPOOWTKO TOUG Kal
gyyuwvtat 0Tl auteg Ba mapaocyeBouv amod ta apuosdia Kat KatdAAnAa mpog TouTo GToua.

1.4 O Kuplog Epeuvntrig SnAwvel 6g 0tL 1600 0 (610¢ 600 Kol oL CUVEPYAIOUEVOL LATPOL KATEXOUV VOULLN
adela AoKNoNG TG LOTPLKAG EMLOTAUNG otnv EANGSa [ eival ldikeuopevol Latpoi] kat gv éxouv
UTIOTIECEL OE TIELOAPXLKO 1 TIOLVIKO aSIKNOL OXETLKO LE TNV AOKNON TNG LATPLKAC. Mepattépw SnAwvel
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1.5

1.6

2.2

SU' autév aAAa Kat yia Aoyoplaopd Twv cuvepyolOUEVWVY EPEUVNTWY TOU, OTIOU AUTO edapUoleTal,
otL €xouv OSlafacel kal katavonoel OAeg TIG mAnpodopieg tou Eyxelpldiou xpnong yua
LATPOTEXVOAOYLKO Ttpoidv/IVD, mou Toug mapgoxe o Xopnyoc/CRO, cupmep\apUBOavVOUEVWY TWV
SuvnTikwv KWSUVWY Tou LaTtpoteXVoloylkol Tpoidvtog/IVD tng KAWIKAC £€psuvacg/UeAETng
EMLSO0EWV.

Mot Ste€aywyn TNg KAWLIKAG €peuvag/UeAETng emEOCEWY, 0 X0pnYog Ba Ttapéxel OAA TA OXETIKA
pe TNV KAWKA épeuva/pelétn embooewv (Onwg ta QUM MoapakodolBnong ZUPHETEXOVTWY
AcBevwv - Case Report Forms) kat katd nepintwon epdoov LoxVel Ba mapaxwproeL T xprion tou
efomhlopol, mou meplypadetal avalutikd oto Mapdptnua A [ tou €omAlopoy Tou TuXOV
artowtnOsi katd tn Stdpkela Ste€aywyng tng KAWIKAC Epsuvac/uelétng etudooswv. O e€omAlopnog Ba
glval NG amokAELOTIKAG KUPLOTNTAG Tou Xopnyol edpdoov ToUTo €MLTPENETOL Ao tn ¢uon Tou
(xpnowdavelo) kat Ba mapapeivel otnv kataotacn otnv onola mapedo6n, kab' 6An tn SldpKeLla TNG
KAWIKAC €peuvac/pelétng embooswy, Aappavopévng umoyn tng avaUeVOUEVNG GUCLOAOYIKNG
$Bopdg Aoyw tng cuvhBoucg xpricewc. To Nocokopeio/Movasda MY Sid tou mapovtog anodExetal
TOV €V AOyw XPpNOoLSaVELOUO KOl Tapayxwpel tov evdedelyuévo Xwpo mpPog eykatdaotacn tou. O
KUplog Epeuvntnig Ba givat urteBUVOC Kat UTTOXPEOG YLa TOV EOTMALOUO, cuuIepAauBavovTag Kal
™ ouvtnpnon (ue e€aipeon Ta avaAwolua), | onoLovEATOTE KIVOUVO OMWAELAG OXETIKO WE TOV
g€omAlopd katd tnv mepiodo NS KAWIKAG €peuvag/peletng emibooswv. O Xopnyog Sev Ba eival
UTELBUVOG YLOL TNV AVTLKATACTAON Tou e€OMALOUOU, €VEKA KAKNAG XPronG. Metd thv oAokAnpwaon i
™ AREN NG KAWIKAG €psuvag/pehétng smibooswy, Ba mpénel va sdpappocbolv oL 0dnyisg Tou
XopnyoU yia tn 8taBson/eniotpodn tou e€omAlopol Adyw Abong tou xpnowdaveiou A.

Tooo 1o Noookopeio/Movada MDY 6co kat o Kiplog Epeuvntng Sev Ba xpnoluomolioouv ta
TlapeXOUEVA amd ToV Xopnyo OXETIKA e TNV KAWIKA €peuva/UeléTn emibooswy gyypada, UALKA Kat
tov e€omAlopo (edv epapuoletal), Tou Omoiou n xpron mopaxwpeital e thv napoloa cluPaacn,
yla okomo aMo mépav tng Ste€aywyng tng KAWVLKAG €pguvag/HeAETNG eMSO0EWY Kal cUUPWVOL HE
TOUG OPOUC KaL TLG IPOUTOBETELS Xpriong, ou opilovtal avaAuTika oto Mapdptnua A auThc.

Awdpkela ko KatayyeAia

H Siapkela autng Tng Z0UPaoNG ApXETAL AUECO QMO TNV NUEPOUNVIiA TG TeAeutaiag umtoypadng
¢ mapovucag, UMO TNV TpoUmdBeon NG €kSoong TWV OXETIKWV Odewwv amod To
Noocokopeio/Movada NDY, kat Afyet Tov pava [.....] Tou €toug [.....], ektdg kat av AReL vwplitepa
oUPbwWVA UE TOUG OPOUG TNG Mapovcag. Ta cupBaropeva puépn ocupdwvouv OtL N AREN TG LOXVOG
™G napovoag TUUPaong Suvatal va eméNBEL TPOo TNG AVWTEPW NUEPOUNVIOG OTNV TIEPIMTWON KOTA
TNV omnola to CUMPBAANOUEVO LEPN CUVATIOSEXOVTAL OTL OL AVWTEPW CUKPBATIKEG UTIOXPEWOELG EXOUV
eKTANPWOEel vwpitepa 1 HETA TV WG AVW KOTAANKTLIKA TOU TTOPOVTOG NEPOUNVIA, ATTOKAELOTIKA KOt
MOVO oTnV Teplmtwon Katd tnv onola n mpoBeopia ya tnv ekMARpwOor Toug £xel mapatadei pe
apotBaia eyypadn cupdwvia Twv cUPBOAAOUEVWY HEPWY, OTA TAQLOLA TWV OPWV TNG MAPOUCAS
JUuBaong.

AUon ¢ mapouoag cUUPBACoNG EMEPXETAL HE TN ANEN TNG WG Avw opllopevng SLAPKELAG TNG. AUon
™G napovoag cUUPBaoNG Umopel va eméABeL KAl PO TNG TaPeAEVOEWG TNG SLAPKELAG TNG, KaL
omnotednnote (a) pe Kown, €yypadn cuudwvia Twv cupBorlopévwv PepWY, UE TNV omoia Ba
puBuilovtal KaL oL GUVENELEG TNG AUONG KOT' AUTOV Tov TPOTO 1 (B) pe éyypadn katayyeAla autng
and omolodnmote amno ta cupBallopeva HEpn, OMOTESATOTE, UETA A0 TPONYOUEVN OXETIKN
€yypadn eLdomnoincn, KOWOTMOLOUUEVN VOUIUWE TIPOG Ta avtlouBardpeva pépn mpo Sekamevie
(15) nuepwv kat (y) pe povouepn avaitia dnAwaon tou Xopnyol mpo Sekamévie (15) nuepwv. Ta
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anoteAéopota 8€ AUTAC TNG KATOYYEALOG EMEPYOVTAL HETA TNV TAPOSO TOU WG AVW XPOVIKOU
Slaotiparog. H mapovoa cupBacn Avetal alnpiwg yla ta cupBarlopeva pépn, n 6 cuppatikn
unoxpéwaon tou Xopnyou mpog tov Kiplo Epeuvnth kat to Noookopsio/Movada NAY neplopiletatl
otnV KataBoAn LOVO ToU HEPOUG TNG ALOLBIG, TTOU VTLOTOLXEL OTLG LEXPL TNV NUEPA KATA TNV OTtolal
EMEPXOVTOL TA QMOTEAEOMATA TNG KatayyeAiag mapacxeBeioeg umnpeoieg Kal ekteAeoBeloeg
epyaoieg, anal\accopuevou Tou Xopnyou TG UoXPEWang KaTtaBoAng tou umtohoinou thg apoBng,
To omolio dev eival eloétL anattnto. Katd nepintwon, Ba emotpédetal oto Xopnyo, evidg tplavia
(30) nuepwv amod tnv nuepounvia ARENC, ormolodnAmoTe EMUMAEOV OGO MANPWUNG TToU KaTtoBARBNKE.

2.3  Kabe cupBariropevo pépog Sikatoutal va mpoPel eyypddwg otnv Apeon, anpobeopn Kot afiua
katayyeAio tng mapolvoag cuuBacng, epooov GUVTIPEXEL Tipog TouTo onmoudaiog Adyog. Irmoudaio
Aoyo amotelel, petafV aAwv, n mopoaBiccn onolouSAMOTE TWV OPWV TNE TAPoV g, BEWPOUUEVWV
OAWV WG OUCLWEWY, N N CUUUOPPWON LE TNV LoXUOoUOA KOLVOTLKN Kal €Bvikn vopoBeaoia tou SLEmel
™ Sefaywyn KAWIKAC €peuvag/UeNETng emSO0EWY Kal TNV mapox) Twv HE tnv Tapolod
oupdwvnuévwy unnpecwy, n ARPn TAnpodoplwyv OXETWOMEVWY HE TNV achOAEld TwV
OUMMETEXOVTWY 0oBevwy, Tou Kablotouv avaykaia tTnv katayyedia tg Z0pBaong kot n Ann
TAnpodopLwV mou Katadelkviouv EANAeLPn eMapkoUg amoTeAEoUATIKOTATAG. H WG Avw KatayyeAia
ylvetal eyypddwg Kol ta amoTeAECUOTA TG emépXovial Aueca amd tnv enidoor tng. Edv o
omnoudaiog Adyog odelleTal € UTTALTIOTNTA KATIOLOU QIO TOL LEPN, TO AVUTIALTLO HEPOG Slatnpel OAa
Ta SlKOLWUOTA TOU TOU Xopnyel o vOpog katd Ttou umaltiou, Wiwg 6 to Slkalwpa ya
anokataotacn kabe Inuiag mou Ba umootel amd v awtia autr). Me TNV Kowormoilnon tng
katayyeAiog, o Kuplog Epeuvntrg cupdwvel va Afgel aueoa tn Sie€aywyn tng KAWIKAG Epeuvac/
HeAETNG embO0ewY, oTov BaBud MOU EMITPEMETAL LATPLKA YLA TOUG CUMMUETEXOVTEG OTNV KALWVLKN
€peuva/pehétn embdoswv acbeveic.

2.4  To Noookopeio/Movada MAY kat o KUplog Epguvntrig Oa emiotpédouv oto Xopnyd cUudwva pe TG
pPNTEC 08nyieg Tou Xopnyou, oAa ta yypada, apxeia, UALKA Kal eEOTTALOMO TIOU TtapaoxEOnKav anod
tov Xopnyo/CRO kat OAeg ¢ Epmioteutikég NMAnpodopieg, onwe autég opilovtal oto apbpo 7.2
KOTWTEPW, LE TNV OAoKARpwWaGN TG KAWVLKAG £peuvoc/UeNETng emlbooewv 1 He tn AUon/Anén tng
JUuBaong autng kab' olovénmote Tpomo. Auth n Statagn dev oxVeL yla Ta eyypada kal ta apxeia,
Ta omoia Ba mpénel va StatnpnBolv amo tov Kuplo Epeuvntr) Kol vo TIOPOLEIVOUVY OTO EPEVVNTIKO
KEVTPO e euBUVN Tou, Onwg opiletal anod to NpwToKoAAO Kal OMwE amaltteital anod tnv oxvouvoa
€6vIKn Kal KowoTLKI vopoBeaia.

Apuodieg ApxEg - Eyypadn Zuvaiveon petd and Evnuépwon — Eykpioelg

3.1 IUpdwva pe TG Statagelg g Loxouoag BVLKNAG Kot KOWOTIKNG VopoBeaiag, o KUplog Epeuvntnig
Ba sival uneBuvog yia tn AN éykplong tou MpwtokdAou/Ixediou tng KAvikAC £psuvac/peAETng
EMIEO0EWV KOL TWV TPOTIOTIOLOEWV aUTOU, Tou Evtumou Evnuépwong kat Zuvaiveong AcBevoug,
Tou mpoUmoAoylopol (apolBEg) Kot omtolwvaRTmote AAAWY OXETIKWV Ue TV KAk Epguva/Melétn
Ermubocewv eyypadwv amd to Emtotnuovikd upBouAlo katl tov Atowkntr tou Noocokopeiou/to
Emiotnuovikd ZupPoulio MOY kat tov Awowknti tng [....]™ Y.NE. [...] 1 &\Ao oapuodio
opyavo/enutponr) tou Nocokopeiou/Movadog NOY wg edapudletal, mpw amo tnv €vapén tng
KAwikng Epeuvag/Melétng Embdoswv. O Kiplog Epsuvntrg Ba eival umeBuvog yia thv umoBoln
OAWV TWV amaALToVPEVWY gyypddwv yia tn Adbn Twv anapaitntwy eykpicewv mou adopoulv atn
vouwun Sie€aywyn tng KAwikng £peuvag/pelétng emibooswy, cluudwva HeE TNV Loxlouoa
vouoBeoia.
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3.2

33

34

3.5

4.
41

4.2

O Kuplog Epeuvntic Ba elval emiong umebBuvog yia tn ARPn tou Evtimou Evnuépwong kot
Juvaiveong AcBevolg UTIOYEYPOUEVOU QIO 1 YLA AOYyapLOoUO KABE CUMUETEXOVTOG OTNV KALVLKN
£€peuva/pehétn embooswv aoBevoug, To omoio Evtumo Evnuépwong kat Suvaiveong AcBevolg Ba
£XeL eykpBel amo tov Xopnyo, to Emotnuovikd SupBoUlAlo kal tov Atokntr tou Nocokopeiou/to
Emiotnuovikd ZupBoVAo NAOY tng [..]"° Y.NE. 4 &\\o apuoddo opyavo/emitponry Ttou
Noookopeiou/Movasag NOY wg epapudletal. Ta evunoypada autd Eyypada, tTnpel kot puldttel
oe apyelo o KOplog Epeuvntnig kat Sev ta petaBLpalel ato Xopnyo, cUpdwVWG Pog Tty Loxuouoa
vouoBeaia nepi mpoowrnikwy dedopévwy. To apxeio auto npémnel va Bpioketal epdoov Intnbei otn
S1a6g0n appodiwv N apxwv. e epintwon mou tou Intnbei, Suvatal va BeBalwvel os untelBuvn
SNAwon tnv tpnon tg dtadikaciog Kal Tou apxeiov, yla OAOUG TOUG CUMUETEXOVTEG OTN UEAETN
aoBeveic eméxovtag kaOe euBUVN, o mepintwon avakpLBoug SnAwong.

O Xopnydc¢/CRO e tn cuvepyaoia tou Kupiou Epeuvnth Ba sival urmtebBuvoc yia thv oAokAnpwaon
OAwWV TwV TUTILKWV Sladilkaolwv €ykplong mou oxetilovtal pe tn Oe€aywyn ™G KAWIKAG
£peuvac/UeNETNG EMIBOOEWV.

O Kuplog Epeuvntric umoxpeouTtal va ebapudlel MARPwE TtV Kelpevn vopoBeoia mou SLEMeL TO
QVTIKE(EVO TNG TTapovcag cUUPBACNC.

O Kuplog Epeuvntig oupdwvel va pnv evtdéel kavévav acbevp otnv KAwikn €pguva/pelétn
erbOcewV mpwv TNV umoypacdn tng mapovoag cVuBacng amd OAa ta cupBallopeva pépn To
Nocokoueio/Movada MAY kat o KUplog Epeuvntrg umoxpeolvTal va EVAUEPWVOUV AUECT TOV
Xopnyo yia kaBe €leyxo | emBewpnon amnd onoladnmote pubULOTIKA apxn N onola oxetiletal pUe
v KAwikn épeuva/pelétn embooewv mou Sle€dyetat SuvapeL Thg mapovoag Tupudwviac.

Avadopd Asbopévwy Kat Averubupnta Zupavia

O Kiplog Epeuvntrg cupdwvel va mapéxel otov Xopnyd/CRO meplodikd Kal avd TOKTA XPOVIKA
Slaotiparta, 6Aa ta anoteAéopata tng KAWKNAG épeuvacg/perétng emlbooswy Kat aAa Sedopéva,
Tiou umayopegvovtal and 1o MpwtokoAo/IxESo tg KAwikAg £peuvag/pelétng embooswy (ta
«Aebopévar), oe KatoAANAwG ocupmAnpwuéva  (eyypadws n/kat  nAektpovikd) OuUAa
MNapakoAolBnong Zuppetexoviwv AcBevwy - Case Report Forms (CRFs) evtog [...] (...) nuepwv amno
NV KAOe emiokePn kABe cUUUETEXOVTOC aoBevoUg oTo KEVTpo Ue e€aipeon TNV apxikn eniokedn
KOl TI¢ ZoPapeg AveruBuunteg Evépyeleg mou TPEMEL va avadepBouv eviog 24 wpwv, N OMwg
opiletat oto MpwtokoAo/ixeSlo tng KAwikng Epeuvac/Melétng Embddoswv/ Epyaciag. Mpog
artoduyn audBoiiwy, ta Asdopéva meplhapBavouy, xwpic meploplopo, éyypada, site xelpdypada
elte ektunwpéva, ypadriuota, Pivieo Kol aKOUOTIKO UAKO, KabBwg Kat mAnpodopieg mou
Tiepléxovtal oe omolovénmote ¢akelo, omoladnmote nAektpovikry Bdaon r mAnpodopieg oe
nAektpovikr popdn, mou nptovpyolvtal kot/f mapdyovtal o oxéon e T Ste€aywyn tng KAIkAg
£peuvac/peléTng emlbdoswv. Ta yypada avadopdc Ba npénel va puldocovtal EExwPLoTA yLo Ty
urnootiplen twv Sebopévwv Tou elodyovtal oto eCRF/CRF ywa 8éka mévte (25) €tn n kot
TIEPLOCOTEPO, EAV OL EPAPUOOTEEC TOTUKEG 1) SleBveic mpodlaypadeg opilouv peyalutepn Slapkela.
'OMoL oL kwbKol avayvwplong twv UTIOKELEVWY TNG KAWLIKAG £peuvac/pelétng embooswv Ba
nipénel va duldacoovtal o Eva aodarég PEpog yia Sekarmevte (25) £€Tn 1 KAl TEPLOCOTEPO, €AV OL
ebopuooTEEC TOTUKEG I SleBveic mpodiaypadEg opilouv peyalltepn Sldpkela.

Ta avermBuunta cuppavia katl To mapdanova nolotntag Ba avadépovral Omwe npoPAEmMouV oL
LOXUOUOEC VOUOBETIKEG SLATAEELG KOl KOVOVLOTIKEG ATALTHOELG, TOOO KATA T SLAPKELX OCO0 KAl UETA
to mEpag tNG KAWIKAG épsuvag/pelétng embdoswy, 1 6rwe AAwG poBAEnetal oto MpwtdkoAlo/
Ix€810 TG KAWVIKAG épsuvag/peNETnG eMBOCEWV.
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43 Tbéoo o Koplog Epeuvntig 6co kot o Xopnyog/CRO umoxpeoUlVTOL Vo EVNUEPWVOUV TO
Noookopeio/Movada MNAY, yia tnv poodo tng KAWLKAG Epeuvag/pUeAETng eTOO0EWY KOl UETA TO
MEPAG QUTAG, va umoPdaAlouv Aemtopeprny €kBeon pe Tt amoteAéopatra TG KAWLKAG
£peuvac/UeENETNG EMIBOOEWV.

4.4 O Kuplog Epeuvntng umoxpeoutal pntwg va Slatnproel KHetd to mépag Ste€aywyng tng KAWIKAG
€peuvac/pelétng embooewv OAa Ta apxeia ta omoia oxeti{ovral pe kat adopolv otnv KAwikn
‘Epeuva/Melétn Embdoswv/ Epyacia, yia 600 xpovo opiletat oto NMpwtokoAAo/Zxédio tng KAwikng
£€peuvac/UeNETng embOcewWV Kal amatteital and tnv LoxUouoa KOWOTLKA Kol EAMnvikr vopoBeaia,
KaBwg Kat yLa 660 xpovo tou Intnel eyypddwc amo tov Xopnyo.

4.5 O Kiuplog Epeuvntng untoxpeoutal kab' 0An tn Sldpkela aAAd Kal PETA TO TEpaS Ste€aywyng g
KAWLIKAG €psuvog/pelétng emSO0EWY Vol amavtd of KABs epwTnua OXETIKO HE TV mapouoa
oUuBaon, Toug ocuupetéxovieg aoBevelc kat pe tn Sladikaocia Se€aywyng tng KAWIKNAG
£€peuvac/pelétng embdoswy, mou Ba tou umoPAnBel amd tov Xopnyo, Kol TG ApUOSLEC ApPXEG e
T(PONYOUUEVN eVNUEPWON TOU Xopnyol OTLG TIEPUTTWOELS QUTEG. TNV TEPIMTWON TMOoU KATA TN
Slapkela N UETA TO TEPAG TNG KAWIKNAG €peuvag/pelétng emubocswv SexBel epwtnoelg amno
Snuocoloypadoug r olkovoulkoUg avoAutég, cupdwvel va ocupBouleuBel kal va evnuepwoel
T(PONYOUUEVWG ToV EMLotnpovikd YriebBuvo tou Xopnyou [latpikd AteuBuvtr] Kot evoEXOUEVWE VO
andoyEL TNG AMAVINONG 0TO MAALCLO TNG APXNG TNG EUTILOTEUTIKOTNTAG Kal XEUUOELOC TTOU LOXUEL
otnv mopoloa aAld KoL TOU LaTpLlkol armopprTou.

5. Enonteia - NapakoAoUBOnon tng KAwKAg épeuvag/peAéTng eMSO0EWY

5.1 Katd tn Sudpkela autng tng UpPaocng, to Noookopeio/Movada NAY kat o Kiplog Epsuvntng
oUPGWVOUV Va ETIITPEMOUV G€ EKTTPOCWITOUC ToU Xopnyou/CRO Kal oTLG apUOSLEG apXEC Kol POpELS
(oupmepappavouévng, dv auto Suvatal va epappootel, Tng US F.D.A. — United States Food and
Drug Administration va emiBswpolv evidg omoloodNTOTe AOYIKAC WPAG KOTA Tn SLAPKELD TOU
KavovikoU wpapiou gpyaociag (i) Tig eykataotdaoelg omou Sie€ayetal n KAwik Epsuva/MeAétn
Erudooswv/Epyaoia (ii) un eneepyacpéva Asdopéva amd tnv KAwikr épeuva/pelétn embooewy,
oupnep\apuBavopéVWY TWV TPWTOTUNMWY OPXELWV TWV OCUMMETEXOVIWV acBevwy, €dav auTo
ETUTPEMETAL QIO TOUG OPoUG Tou Evtumou Zuvaiveong AcBevoucg kal tnv loxvouoa vopoBeoia Kot
(iii) omolabnmote GAAN oxetikr) mAnpodopla, amapaitntn ywo va emBefaiwoouy OtL n KAwikn
épeuva/pehétn  embooswv  Siefayetat  oUpdwva e TO  MPwTOKOANO/Zx€S0  KAWVLIKAG
£pEUVAC/UENETNG EMUBOCEWY KOl OE CUUMOPPWON HE TIC LOXVOUOEG VOUOBETIKEG Slatdfelg Kat
KOVOVLOTIKEG OUTOLTHOELS, CUMMEPNAUPBOAVOUEVWV TWV VOUWY Kal Kavoviopwyv mepl Mpootaciag
Agbopévwv Mpoowrikol Xapaktinpa Kot Tepl amoppntou kat acddielag tng eneéepyaoiog. O
KUplog Epeuvntig Ba eldomolnosl apéowg tov Xopnyo o€ Tepimtwaon mou onoLadnmote appodia
apxn rpoypappatiost ) awdpvidlaotika Ste€ayel emiBewpnon kot Ba xopnynoeL apeco atov Xopnyo,
ME TNV Kowomoinon tou, aviiypado omowoodnmote alAnAoypadiag, MPoepxOUeVNG amo tnv
apUOSLa ap)n, TTOU TIPOKUTITEL WG ATIOTEAECLO EVOC TETOLOU EAEYXOU.

5.2 To Noookopeio/Movada NDY kat o Kiplog Epeuvntrg cupdwvouv va AdBouv ta amoapaitnta LETPQ,
TIoU amattolvtal and Tov Xopnyo, TPOKELUEVOU va §lopBwoouv eAAePELG TTOU ONUELWONKAY KATA
™ SLapkela pLag embswpnong. EmumpooBétwe, o Xopnydg Ba éxel To Sikaiwpa va emBewprioeL Kat
va eykpivel omotadnnote aAnloypadia mpog TIg apuoOSLeg apyxES, TTOU TPOKUTITEL WG ATOTEAECUOL
pLag Tetolag embewpnong amd T apposdleg apxeG, TpLv tnv urtoBoAr tng amd to Nocokopeio/
Movada NDY 1| tov Kuplo Epguvnti).
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6.

6.1.

6.2.

6.3.

ZUpUOPPWON HE TOUG LOXUOVTEG VOLLOUG

Ta cupBaidopeva pépn cupdwvoulv va Sie€ayouv thv KAwvikr épguva/pelétn emibdoswy cUpdwva
ME TIG SLOTALELG TWV LOXUOVTWY EUPWIAIKWY KAl EBVIKWY VOUOBECLWY TTou OXETI{OVTOL LE TLG KALVLKEG
MEAETEG KAl TNV edappoyn TNG 0pOAG KALVLKAG TIPAKTLKNAG 0T Sleaywyn TwV KAWIKWY UEAETWV HE
LATPOTEXVOAOYIKA TtpoiovTa N pehetwv embocewv pe IVD, oe cupdwvia pe tig KateuBuvtnpleg
06nyiec Opbg KAwikng Mpaktikng (ICH-Good Clinical Practices, edberg wg KateuBuvtripleg O8nyieg
ICH-GCP), tn vopoBecia repi Swpodokiag kat StapBopdg cupneptlapBavopuévou Tou vopou twv HMA
niepl MNpaktikwv AtapBopadg otnv AN obdarr (Foreign Corrupt Practices Act) kol TG YEVIKWE OITOSEKTEG
ouvenkeg, 6w n Ataknpuén tou EAcivkl, 6w LoxUeL, eBvikol vopoL tou edpapudlouv TG EUpwaikeg
06nyiec (EE) 2017/745 kaL 2017/746, ypamteg 08nyieg KAl TIPAKTIKEG TIOU TTAPEXOVTAL ATtO TOV X0pNnyo,
KaBWwG Kal TOug LoXUOVTEG VOUOUG yla TnV KatamoAéunon tng Swpodokiag mou adopouv
OAANAEMISPAOELS e KUPBEPVNTIKOUC aflwpaTouxous, UTAAARAOUG Kal avtimpoowrnoug («loxbouoa
NopoBeoia»).

EWSkOTEpa Kavéva amd ta cupBarlopeva pépn bev Ba mpofel oe oladnmote evépyela, n omoia
anayopeveTal and tnv eBvikn kat AAAn vopoBeaoia katd tng StadBopdg (cupmephapuBavouévng tng
vopoBeoiag Foreign Corrupt Practices Act twv H.M.A., kot ouvoAikd «NopoBeoia katd tng
AwadBopag») mou miBavov .oxUouV yLa To €va 1 kot ta SUo uépn thg oupPBacng. EmumAéov, kavéva ano
Ta cupBarAOpeva pépn dev Ba kavel kapia MAnpwun i Bapoodépel ) Ba petadEpel otdnmote afiag
o€ omolovENTIOTE KUPBEPVNTLKO AELWUATOUXO 1 KPATIKO UTTAAANAO, 0€ OTEAEXOG TTOALTLKOU KOUUATOG )
urtoPridLo TOALTIKO 1 0 OTIOLOSATIOTE TPITO UEPOC TTOU CUVSEETAL PE TNV apoUca cuvaAAayn UE
TpoTo Tov Ba purnopouloe va rapaplacel tn NopoBeoia nepi AladOopdc.

Ta cupPBaAlopeva otnv mapolca pépn ocupdwvolv va Sle€dyouv tnv KAWLKA €peuva/pelétn
emdooswy Kal va Slatnpolv apxeia kat Sedopéva, Twv omoiwv n dlatrpnon sival avaykaio ylo
AOyoug vopwkoUG f ylo Adyoug mou adopolv otnv £hapUOYr OXETIKWVY LATPLKWY KAVOVIOUWY,
0.0PAALOTIKWY OPpWV 1} UTIOXPEWCEWY THPNONG APXELWV, KATA TN SLAPKELA KOL LETA TO TIEPOLC TNG LOXVOG
QUTAG TG Z0uPBacng, og MANPN cupUOpdwaon HE TNV LoxUouoa vopoBeaia kat Kavoviopoug, Kabwg
KOl oUMdwWVA LE TN OXETLKN TIOALTIKY TOU Xopnyou mepl dlatripnong apxeiwv amod efwteptkolg
OUVEPYATEC N Kol AAAWG Katl oUWV LE TOUG OPOUG KL TLG IPoUnoBEaelg ou TiBevtal avwtépw.

6.4. ErutAgov, o KUplog Epeuvntic oupdwvel OTL ol apolBEG ou poPfAEmovtal otny napovca cuuBaon

arnod tov Xopnyo, dgv £xouv okomo va emnpedoouv tn ARPn onolocdnmote anodpaong mibavov va
KANnOel va AdBeL o 1810¢, 1} KAoLoG amo toug SLlEUBUVTEC, GUV-EPEUVNTEC, UTTOANAAOUG, CUVEPYATEG
K.Q., TIOU TUyXdvel va elval dnuoolol umdAAnAol, omou edapuoletal, Sev €XoUV OKOMO va
eMnpedoouy, elte tn ouvtayoypadia tou oe Odehog Twv mMPoidviwv Tou Xopnyou, elte Tnv
npounBela, eite TNV aodaloTik KAAUYN ELTE TO UE OMOLOSATIOTE TPOTIO ETUXELPNUATIKO OdENOG
Tou Xopnyou. MNpoc€tt Ba Staodalioel OTL OAOL OL GUVEPYATEC KOl TIPOOTNOEVTEG TOU KAl TUXOV
Sopudoplkd KEVTPA, OCUMMEPINAUPAVOUEVWY TWV OUVEPYOIOUEVWY EPEUVNTWY, OL Omoiol
gurAékovtal otn Ste€aywyn tng KAWIKAG £psuvac/uelétng embdoewy, Katavoouv Ot cUpdwva pe
TOUG LOYUOVTEG VOMOUG, KavoviopoUg, umopel va amattnBel va yvwotonownBouv oplopéva
OLKOVOWLKA OTOLXELQ OTLG apUOSLEC PUBLLOTIKEG APXEG €VTOC Kal €KTOG EANGSOG. TéAog, yivetal
apolBaiweg amodektd OtL o€ epmTwaon LETAROANG TNG UPLOTAUEVNG KATACTAONC, f Tapaaong Tou
WG Avw VopoBeTIkoL mMAaiaiou, o Xopnyog €xetL Sikaiwpa AUecnE Kol LOVOUEPOUG KatayyeAiag tng
napovoag KoL QUECNG emotpodrg Tuxov KatoPAnOéviog moool. Mepattépw  Sikailwpa
anolnuiwong Tou Xopnyou dev amokAeietal.
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6.5. Ta cupBaAlopeva otnv mapovoa péEPN SNAWVOUV PNTWE OTL €lval og yvwon Twv dlatdéewy Tou
levikoU KavoviopoU [MMpootaciog Aedopévwv [Kavoviopog (EE) 2016/679 tou Eupwmaikou
KotwvoBouliou kat tou ZupBouliou, tng 27" Anplhiou 2016, EE L 119] kal twv eBvikwv pubuicewv
miou SLEmouy t vopLun Sie€aywyn t™g KAwikng épeuvag/pehétng ebO0swy Kal TV apox Twv
CUUPWVNUEVWVY UTINPECLWY KAl OTL AVaAQUBAVOUY TIARPWE TLG UTIOXPEWOELG TOUG BACELTOU SLKaiou
™¢ Eupwrnaikng Evwong f eBvikwv puBUicewy OYETIKA PE TNV TTPOCTAGIN TOU ATOMOU EVAVTL TNG
enefepyaoiac SeSouévwv MPoowkoU XapaKktipa, avadoplkd e Tn cUANoYN Kat KABe Ttepaltépw
enefepyaoia OAwWV twv cUAAeXBEVTWY Se60UEVWV TIPOCWTTIKOU XOPOKTAPA KAl OAWV OUTWV TWV
omoiwv tuxdév Ba AdBouv yvwaon oto mMAaiclo tng mapoxns Twv cUUGWVNUEVWY UTINPECLWY, KOBWG
KOL TWV OXETIKWV PE TN Sle€aywyn tng HEAETNG CUCTNUATWY apXEloBETnong ou meplthaupavouy
tétolou eidoug Sedopéva. ITo mAaiolo auto, ta cupBalidpeva pépn SnAwvouv OtL N cuAloyn, N
Tpnon kat kKabe AAAn enefepyacio dedopévwv MPOCWILKOU XAPAKTNPQA, OMWG TANPOodopLWV
OXETWKA ME TNV Uyela Kol Tt PAPUAKEUTIK Qywyr] TWV CUMUETEXOVTWV 00Bevwy, Kabwg Kot
Sebopévwy Mpoowrikol Xapaktnpa Tou adopouv otov Kuplo Epeuvntr kol omolobnmote
EPEUVNTIKO  TPOOWTLKO  (TLX. Ovopa, SebBuvon kol tnAedwvikog  aplBuog  Ttou
Noocokopeiov/Movadag MDY f tng kKAwikAg, Bloypadikd) umdkewtal oe TANPnN cuppdpdwon pe
TOUC LOXUOVTEG VOUOUG, SLATAEELG KO UTIOXPEWCELG Kal Ttou emtBaidovral Bacel Tou Sikaiou TG
Evpwnaikng Evwong n €Bvikwv pubuUicEwY OXETIKA HE TNV MPOOTACLO TOU OTOHOU Evavil TNG
enefepyaoiag dedopévwyv TMPOCWILKOU XOPOKTAPA KOl OTL KOTA TN OGUANOYr Kal TEPOLTEPW
enefepyaoia Twv Se50UEVWY TPOCWTILKOU Xapaktipa cupdwvouy va AdBouv ta KatdAAnAa pEtpa
acdoaleiag yo tnv amoduyn omoloudnmote meplotatikol mapapiocng (kAomng, umefaipsong,
naparnoinong, avapuodiag mpocBacng K.AM.) ota thpoUpeva cuothuota apxelobEtnong, va
51aTNPRCOUV TOV EUTILOTEUTLKO XOPAKTAPA TWV TTANPOdOPLWY TIEPL TNS KATAOTAONG TNG UYELAG KL
™G GOPUOKEUTIKNAG AYWYNG TWV CUMUUETEXOVIWV AC0BEVWY, va EVNUEPWVOUV KATOUAANAWG Ta
MPOoWa, oto omnoia adopolv ta SeSopEva TIPOCWITLKOU XOPAKTPA, OXETIKA E TOV OKOTO, TN
ouM\oyn Kat kaBe GAAN emefepyacia TOUC, va TTAPEXOLV OTA EUTTAEKOHEVA TPOOWTTA TIPOCBacn oTa
TIPOCWTTLKA TOUG SeS0oUEVA KaL VA amayopelouV Ty npooPacn o€ autd amo pn efovualodotnuéva
atopa.

6.6. O Xopnyog duvatal va anooteilel SeSopéva MPOCWTILKOU XOPaKTpa o€ AAAEG BuyaTPLKEG eTaLPELEC
tou Opihou pe £6pa evtog tng Eupwraiki¢ Evwong og avtutpoownoug B/ Kat g cupBarAopévoug
Tou gpyalovtal €k PEPOUG A yla Aoyoplacpd tou XopnyoU, KaBwe Kal o puBuLoTIKEG Ap)XEC.
Avtlotoixwe, 8eSopéva MPOoWKOU Xapaktripa SUvavtal va anooTaholV 08 pUBULOTIKEG apXES
VA TOV KOO0 1 GAAEC BuyatpLkég eTatpeieg Tou Opilou og xwpeg ektog Eupwnaikng Evwaongc, Omwg
ol H.M.A., oL onoiol va TapEXoUV LKaVOToLNTIKO eminedo mpootacioag toug. Kabe tétolou eiboug
anooToAr] 8€80UEVWV TIPOCWTTIKOU XOPOKTHPA, aVveEAPTATWE EAV O AMOSEKTNG QUTWY PplokeTat
evto¢ N ektog Evpwraikng Evwong, Ba npaypatomnoleital auotnpwg cUUGWVO e TOUG OPOUC KOl
NG poUmoBEoeLg mou tiBevtal amo tnv eBVIKI Kol KOWOoTLKH vopoBeaia kal og mANpn cuppuopdwon
ME OAEG TIG UEXPL ONEPa 00NYieg, anodAacelg, eykukAloug kat KavoviopoUg tng Apxng Mpootaciog
Aedopévwy MNpoowrikoUu Xapaktripa, mou adopolV OTO OVTIKEIUEVO TNG Mapoucas. e KAOe
TeplmTwaon, o Xopnyog, ot Buyatplkég etalpeieg Tou OpiAou KaBwCE Kal oL avTioToL oL EKMPOcWITOL
Toug Seopevovtal va ePpapuolouVv KAVOTIOLNTIKEG AodaALOTIKEC SIKAELSEC yla TNV TpooTacia
QUTWV Twv Sedopévwy. AeSopéva MPOoowTkoU Xapaktnpa duvavtal eniong va amokaAudBoulv,
edpbooov autod eniBANETAL OO LEUOVWHEVEG EMOMTEVOUOEG N SIKAOTIKEG APXEC 1) amtd TNV LoxUouoa
vopoBeoia. Télog, ta HéEpn oupdwvolv OTL 0 Xopnyog umopel va xpnoluomolel Sedopéva
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6.7.

6.8.

7.

7.1.

nipoowritkol xapaktipa mou adopolv otov Epeguvnth KAl TOUG GUVEPYATEG TOU YLO. OKOTIOUG
E0WTEPLKNG SLaxelplong Kat emkowvwviag.

To Noookopeio/Movada MDY kat o Kiplog Epeuvntrg Ba evnEPWVEL TO EPEVVNTIKO KL TIAONG
duoswg ouppetexov otn Sie€aywyn tng KAWIKAG €peuvac/UeNETNG EMIBOCEWV TIPOCWIILKO OTL T
MPOooWILKA Toug Sedopéva Suvatal va cuMéyovtal, Onwg opiletal oto apbpo 6 tou [KMA
2016/679, koL émou amatteital Oa AapAavel kat tnv €yypadn cuykatdbeon Touc.

JTnv nepintwon mou onolodnmnote and ta cupBaridueva otnv napovoa IUuPBacn pépn Bewpndei
OTL Tt aBLALEL LOXUOVTEG VOUOUG Kol SLatdéel, Ta cupBar\oueva otny mapovoa PHEpn cupdwvouv
va StampaypateuBolv pe koA miotn avabewpnon tou 6pou | TwV OpWV TOU CUVLOTOUV TV
napaBiacn. ITtnv neplmtwon movu ta pépn dev Suvavtal va cUUdWVHCOUV WG TIPOG TOUG VEOUG N
TPOTOMOLNUEVOUG OPOUG, OTIWE amalteital £T0L WOTe To cUVOAO TG IUUBaong va Bploketal os
CUMMOpdWON He TNV LoxUouoa vopoBeaia, Tote kaOe cUUBOANOEVO LEPOG UTTOPEL VA KaTayyeiAeL
TNV mapouca IVUBOoN KATOTLY ponyoUevnG £yypadng el60moincng VORLUWG KOLWVOTIOLOULEVNG
TPOG Ta avTLoUpBaANOpeva LEpn Tipo €nvta (60) nuepwv.

Awkauwpata Mveuvpatikng ISloktnoiag - EunioteutikdtnTa — Anpocicuon
'O\a ta Aedopéva, cupmep\apBavouévwy, XwpIg mepLoplopo, eyypadwy, Xelpoypadwy f eviinwy
oe popdn ektunwoewv, ypadikwy, UALkoU Bivieo kot Nxou, KaBwg kol MAnpodoplLwv Tou
TiepLExovtal o olodnmote apxeio, omoladAmote nAekTpovikr Bacn Sedopévwv n oe popdn
nAektpovikwy TAnpodoplwy, dnuoupyndévta f/kal mapaxBévta o oxéon e tn Ste€aywyr g
KAwKAG €peuvac/pelétng embooewy, Ba amoteholv Sloktnoia tou Xopnyou, o onoiog pnopsei va
Xpnolporolrost ta Asdopéva pe Omolov Tpomo Bewpel katdAnlo, cuudwva pPe TOug LoXUOVTEG
vououg Kat KavoviopoUg mepi Mpootaciag AsSopévwy Mpoowritkol Xapakthpa, acdaleiag tng
enefepyaoiac kal amoppAtou, KaBw¢ kal cUpdwva e TOUC OPOUG QUTAG TG UPPBaocng.
OmnoloSATOTE €PY0, OVTLKELMEVO SIKALWOTOC TIVEU LATLKNG LSloKTnatag, Suvapevo va mpootateu el
KOTa TIC Slatagelg mepi mveupatikng Wloktnolag, to onoio Oa £xel SnuioupynBel os oxéon He Tn
Sie€aywyn t™¢ KAwikng épeuvag/pelétng embO0EwWY Kal TIEPLEXETAL EVTOC TwV AsSoUEVWY (EKTOG
andé onotadnnote Snuocievon anod tov KUplo Epeuvnth, omwg npofAEneTal otnv napaypado 7.3)
Ba amoteAel WSloktnoia Tou Xopnyou, wg KUPLOU TOU OTTEPLOPLOTOU TIEPLOUCLAKOU SLKOLWUATOG
TIVEUMOTIKAG LSloKTNolag autoU tou €pyou. OAa Ta SLKOLWUOTO TIVEUMOTIKAG LOLOKTNOLOG
TepLOUCLaKnG ¢Uoewg tou Kiplou Epeuvnt kat Twv AoUtwv SnNULOUPYWV, CUVTEAECTWV,
OUVEPYOTWY, OUV-EPEUVNTWV KAl AOUTWV OUMMETEXOVTIWY, Tou Tuxdv Ba oupPdaiiouv kab'
olovénmoTte TPdmo oTo £pY0, Ta onoia adopolv tnv napovoa TUUPBACH, CUMITEPAAUBOVOEVWY KalL
TwV 60wv avaypadovtal oto apbpo 8, Ba avrikouv otov Xopnyo. Mpog TouTo, cupdwveital pntd
peTafl OAWV TV £6wW cUUPBANOUEVWY HEPWV, OTL TO AIMEPLOPLOTO TIEPLOUGCLOKO SKalwpa i TNG
gknovnOnoopévng KAWIKAG £psuvacg/UeAETNG eTBOOEWY €V YEVEL (EVOELKTIKA avadEPOUEVWY TWV
QMOTEAEOUATWY, TwV avadopwy, TNG TeAKNG €kBeong K.AT. petafiBaletal anod ornuepa amno 1o
Nocokopeio/Movada NDY, tov E.AK.E./E.AK.E.A., 6mou edapuoletal, kat Tov Kuplo Epguvnth,
€XOVTEG TNV TPOC ToUTo €foucia TMOPA TWV TUXOV AOUMWV ONULOUPYWV, CUVIEAECTWYV, CUV-
EPEUVNTWY, CUVEPYATWVY KOL AOUTWV CUUMETEXOVIWY, KATA SNAWGY] TOUG, QIMOKAELOTIKA Kal ylo
QTEPLOPLOTO XPOVIKO SLACTNHUA 0TOV XOpNyo, 0 omolog SikatouTal va aokel OAeG TIg e§ouaieg mou
QIOPPEOUV OO TO SKalwHa aUTO, XWpPIg va umoxpeouTal va KataBAaleL onoladnmote apolBn n
anolnuiweon nmépav TnG 6w cupdwvolpevng. Ot g avtiouuBaAAOUEVOL TAPALTOUVTAL A0 ToUSE
and tn Olekdiknon omolouSATIOTE TVEUMATIKOU SIKALWMOTOG €M TOU ekmovnBévtog £pyou,
SnAwvovtag pnTweg OtL LA ToU TIUAUATOG TTou Toug KateBAnOn, e€odAndn kat onoladnmote afio
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autwv. Ad tng mapovoag to Noookopeio/Movada MDY kat o Kplog Epeuvntric avaappavouv tnv
UTIOXPEWGN VO EVILEPWOOUV AUETA ToV Xopnyo yla kabe texvoyvwoio (KNOW HOW) mou tuxov
nipokUEL Katd tn SLdpkela f/kat o oxéon He tnv apoloa KAwiKA épeuva/UeAéTn embOoswV Kat
avaAaupavouv va pnv XPNoLUOMOLo0oUV auTr TNV TEXVOyvwoia yla oKOmoug MEPA Omd TOUG
okomoU¢ Tng mapoloag XUpPacng Xwplg TNV TponyoUUEvn £ykplon Ttou Xopnyou. To
Noocokopeio/Movada NAY kat o KUplog Epguvntig mapéxouv SLd Tng mapoUoas oTOKAELOTIKN,
TIYKOO UL, QVEKKANTN KOl XWPLg TNV urtoxpéwaon KataBoAng avtaAldyuatog, adela xprong kabe
TeEXvoyvwaoiog mou tuxdv Sev €xel ekxwpnBel el8kwg otov Xopnyod SUVANEL TOU TPONYOUUEVOU
ebadiou.

7.2. 'OAec oL mAnpodopieg, ocuumep\apPBavopévwy TANPOdOPLWY OXETIKA HE SpacTNPLOTNTEC TOU
XopnyoU, 6w altnoelg eupeottexviag, GOpuouAsg, Sladikaoileg mapaywyrg, PACIKA EMLOTNUOVIKA
otolxela, mponyoUupeva KAWLKA otolxela kat mAnpodopieg Slatumwong, mou MopEXovial oTo
Nocokoypeio, otov E.AK.E./E.A.K.E.A., drtou edapudletal, i otov KUplo Epeuvnth Kat mou Sev €xouv
dnuooleuBel mponyoupévwg, kabwg kal omoiadnmote dedopéva Bewpolvral amoppola Kot
anotéAeopa authG TS KAWLIKAG épeuvag/pelétng embdoewv, Bewpolvtal EUMIOTEUTIKA (EDEENS WG
«Eumioteutikég MAnpodopieg») kal Ba mapapeivouv TNV AmMOKAELOTIKA KUPLOTNTA Tou Xopnyou.
Too0 KATA TN SLAPKELD 600 KAl MeTd tn AnEn/AUon authg tng 2UpMPaong, to Nocokopeio/ Movada
noY, o E.AKE.JEAK.E.A., omou edapudletal, kot o Kiplog Epeuvntig umoxpeolvtal va
SL0TNPCOUV EUMLOTEVUTIKEG KOl VOL XPNOLLOTIOLGOUV LOVO YLa TOUG OKOTIOUG Ttou TipoBAEmovTal o
auth tnv 20uBaon (i) MAnpodopieg oL omoleg BewpPoUVTAL WG EUTILOTEUTLKEC I TLG OTIOLEG €val AOYIKO
atopo Ba Bswpoloe OTL elval EUMLOTEUTIKEG KAl artoteAoUV LELoKTnoia Tou Xopnyou Kal oL OTtoleg
yvwoTtornolouvTal ek LEPOUE Tou Xopnyou 1 amo tov 6o Tov Xopnyo npog to Nocokopeio/ Movada
noy, tov EAK.E/EAKE.A., omou epappoletal, i tov Kuplo Epeuvnti kat (i) Aedopéva mou
SnuovpynBnkav, maprAxdnoav, wg anotédeopa autig tng KAWIKAC €peuvac/UeAETnG emIBOoEWV.
OL ponNYoUEVEC UTIOXPEWOELG Sev LoxUouv yla dedopéva ) mAnpodopieg mou (i) SnuootevBnkav
Xwplig umattotnta tou Noookopeiou/ Movadag NAY, tou E.AK.E./E.A.K.E.A., drou edappdletal, i
tou Kiplou Epeuvntn, (i) pe tv Eyypadn ouykataBeon Ttou Xopnyol, WMOpPoOUV va
xpnotpomnotnBoulv 1 va yvwaotomnolnBouy, 1 (iii) Snuootednkav cupdwva pe tv napaypado 7.3
KOTWTEPW.

7.3. Avadopika pe onoladnmote Aedopéva i GAAeG mAnpodopieg mou £xouv pokUPEL amd Tnv mapoxn
unnpeolwv oVpdwva He Kot Kat' ektéleon twv Opwv TG mapovoag UuPBacng amod To
Noocokopeio/Movada NDY, tov E.A.K.E./E.AK.E.A., dmou ebapuoletat, 1 Tov Kiplo Epeuvnth, o
Xopnyog f oL appodiwg Sloplopévol eKmpOcwTol Tou Ba €xouv To Sikaiwpa va Snuooleloouv aUTa
ta Aedopéva kat T MAnpodopleg, xwpig Eykplon armd tov Kuplo Epeuvntr. O Kuplog Epeuvntng Ba
£xeL To Sikaiwpa vo Snuootevost ta anoteAéopata tng KAWIKAG £psuvag/peAETng emSOoEwWVY Kol
OTOLEGONTIOTE  UTIOOTNPLKTIKEG TIANpodopieg Tou eival amapaitnto va cupneplindBolv ot
omnotadnnote Snuocicvon twv anoteAecudtwy G KAWIKAC €peuvag/UeNETnG EMIBOCEWY 1) TTOU
elvat amapaitnteg yia AAAOUG EMLOTHLOVEC, TPOKELLLEVOU VAL TILOTOTIOL|COUV TA AMOTEAECUATO AUTA
™¢ KAwiknG €peuvacg/pelétng embdoswy. Edv o Kuplog Epsuvntrg emBupel va Snuoctevost
mAnpodopleg amo tnv KAWLKNG Epguvacg/Pelétng embdoewy, éva avtiypado tou mpog Snuoacicuon
TPWTOTUTIOU Xelpoypadou Tpémnel va umoBAnBel otov Xopnyod yia Bewpnon, Touhdxlotov €nvia
(60) nuépeg mpwv tnv umoBoAn Tou yla dnuocieuon i mapouaciacn. O Xopnydg kat o Kuplog
Epeuvntric Ba avaAdBouv Tnv ECTIEUGUEVN EMLOKOTNON EPAAYPEWY, TIOPOUCLACEWV OE posters f
GAAWV UAKWY. AgSopEVWV TWV MOPAMAvVW, Kaveéva €yypado mou mepAapBavel EUMIOTEUTIKEG
MAnpodopieg dev Ba katateBel yla Snpocicuon xwplg tnv mponyouuevn €yypadn cuykatabeon Tou
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7.4.

7.5.

7.6.

7.7.

7.8.

XopnyoU. Av IntnBei eyypadwg, o Kuplog Epeuvntrg umoyxpeoutal va KoOuoTeprosL aUTAV TN
dnuooisuon £wg kat e€nvta (60) NUEPES emMUTALOV, TIPOKELUEVOU va KatateBel aitnon SutAwpatog
gupeotteyviag. Edv pa ouykekplpévn KAk Epsuva/ Mehétn Emibooswv/Epyacia amotelei tuhua
MLOG TIOAUKEVTPLKNG MeAETNG, o Kuplog Epeuvning dev Ba ekdwoel ywa autiv tnv KAwikn
£€peuva/pehétn embooswv Ss6opUéva TTOU TIPOEPXOVTAL ATIO TO CUYKEKPLUEVO EPELVNTIKO KEVTPO
£WG OTOU TOL EVOTOLNUEVO QMOTEAEOUATO OO TNV OAOKANPWHEVN TIOAUKEVTPLKI UEAETN €XOuV
SdnuooteuBel og pia Kowr), SNUocieuon TWV AMOTEAECUATWY TNG TMOAUKEVTIPIKAG LeAETNG. QOTO0O,
€4V pLa Tétola TOAUKEVTpLKY Snuocicucn &ev umoPAnBel evidg dwdeka (12) unvwv HETA TNV
olokAfpwoan, sykatdAewdn A AREN tg KAWLIKAG £peuvag/UeNETNG EMIBOOEWY O OAQ TOL EPEUVNTIKG
Kévtpa N adotou o Xopnyog sruPepalwoel otL dev Ba umdapéel MOAUKEVTPLKY dnuocieuon tng
peAétng, o KUplog Epsuvntrg pnopsi va ek8woel/8nUocteUoEL Ta TIPOEPYOUEVA OTTO TO EPEUVNTIKO
KEvipo Tou Noookopelou amoteAéopata, avefdptnta, cUMGWVA HE TOUG OPOUG AUTNAG TNG
napaypadou.

O KUplog EpeuvnTn ¢ eyyuatal Tn CUUUOPdWON OAWV TWV CUVEPYATIOUEVWV EPEUVNTWYV KAL OAOU TOU
urtoAoutou maong GpUCEWG TTPOCWTILKOU, TTOU CUMMETEXEL KaB' olovénmote Tpomo otnv KAWIKNAG
€peuvac/UeNETNG eMISO0EWV 1 AAAWG OXETIZETAL PE QUTH, HE TIG SLATAEELG TOU TtapovToC dpbpou 7.
0 Xopnyodg Sikatoutal va xpnotpomnolet to ovopa tou Noookopeiou/Movasag NOY kat tou Kuplou
Epeuvntn (KL TWV OUV-EPEUVNTWYV) O MEPLOSIKA EVNEPWTLKA EVTUTIA TIOU aIOOTEANEL 0 GAAQ
EPEVVNTIKA KEVTPO TIPOKELEVOU VO TOUG EVNUEPWVEL OXETIKA HE EEEAIEELC OTOV TOUEQ TWV KALVIKWY
peAeTwy/ KAWVIKWV epsuvwv/epyactwy, Tt Sladikacia £vtaéng UMOKEEVWY TG KAWIKAG
€peuvac/Uelétng embooswv Kat AAAa oxeTikd Bépata  yevikotepou evdladépovrog. To
Noocokopeio/ Movada MY kat o Epguvntig 6g Ba xpnoLpomololv Tty enwvupia Tou Xopnyou n
omoloudnmote epyalopévou Kal GUVEPYATN TG, N BuyaTpLKAC f cUVEESEUEVNG UE QUTHV ETOLPELQG,
KaBwg kal kaBe €vbel€n, Aoydtumo 1 onfua kat Ao ocuvadéc Sikaiwpa 1mou TNG AVAKEL, OF
omoladNmote SLadnULOTIKA | EVNUEPWTIKY OVAKOIVWOT Toug XwpIg¢ TtV mponyoUUevVn ypartth
ouykataBeon tou Xopnyou.

Me tnv endpuAaln owaocdnnote avtiBetng npoPAedng otnv mapovoa IUUPACH, o Xopnyog Suvartal
va anokaAUel ta anoteAéopata tNG KAWIKAG €peuvac/UENETNG EMISOCEWY TIPOKELUEVOU VOl
OUUHopdwWOelL oe omoladnmote VoOUoBEeTIKN 1} KAvovloTikr TPoRAsdn mpLv TNV oAoKAnpwon tng
KAWiKAG épeuvag/peheétng embdoswy A TipLY amd onoladAmoTe MPOTEWVOUEVN SNUOCIELGON UTIO TOUG
opoug mepl Anpocieuong, Omwg autég meplypadovtal otnv mapovoa UPach. Ie OAEC TIG
TEPLTTWOELG, cUUbWVELTAL 0TO TTapoV OTL 0 EpeuvnTrg umoxpeoutat va cupupopdwOei e oladrmote
VOUOBETIKA 1 KavovioTikn TPOPAedn oxeTikd pe t Stadikacia, Tnv ouoia ) tnv arokdAudn Twv
QNOTEAEOUATWY TNG KAWVIKAG £peuvaG/UENETNG ETLSOCEWV.

O Epeuvntig deopeletal OMWE, KATA TNV TAPOX TWV WG AVw TEPLYPAPEVTWY UTNPECLWY, TNPEL
OAEG TG TIPOPBAEYPELG TWV OXETIKWY VOUWV KOL TLG OPXEG TIPAKTLKAG/OUUTEPLPOPAS TTOU TUXOV Ba Tou
KOLVOTIOLOEL 0 Xopnyog, kabwg eniong nwg oe meplmtwon oLaodnmote Uopdng €K Tou VOUOU
T(POBAENMOUEVNG UTIOXPEWGCNG EVNLEPWONG WG TTPOC TN GUGCN KOL TNV OO TWV UTNPECSLWY Tou, Ba
nipoBei oe SnAwon oxéong/ocuudEpovtocg (declarations of interest), wg apudleL.

O Epeuvntng yvwpilel kot amodExetal 0tL o Xopnyog kat o Ouhog Etatpelwy autou, oto mAaiolo tng
VOULUNG AOKNONG TwV §paoTnpLoTATWY TNG CUNEYEL, Tnpel Kat emefepydletal o (8log i Sd Tpltwy
oUpBaAAOUEVWY PE auTAV evidg 1 ekTog TG Eupwmaikng Evwong, mpoowrikd Sedopéva tou
EpeuvnTh, cUUdWVA TTAVTOTE HE TOUG OPOUC TNG EUPWIAIKAG VOUoBeaiag Kal Twv VOUWY TTOU TUXOV
£€xouv edpappoyr, tephappavouévwy twv v. 2472/1997, v. 3471/2006, v. 3472/2006, v. 3115/2003
Ko v. 4624/2019.
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7.9. O Epeuvntng yvwpilel Katl amodéxetal OTL 0 Xopnyog duvatal va amokoAUNTeL o Tplta HéPn
miAnpodopieg mou adopolv oTNV MOPOXH TWV WE AVW UTINPECLWY, CUUTEPANOUPBAVOUEVWY, TOU
OVOMOTOC, TOU TOMOU TMOPOXNAG Kot TnG aflag olacdnmote MANPwWUNG 1 anolnuiwong oe €ibog
AapBAvel yla TI¢ w¢ Avw untnpeoieg amo tnv Etalpeia, onwg eivat n apotPn, otolxeia mMAnpwUAG, N
KOAuyn tou kdoToug petadopag Kat SLopovig, N aAwv Tuxov €08wv. El8Ikotepa, o Epeuvntig
yvwpilel kat amodéxetal 6t n Etatpeia Suvartat va SnUOCLOMOLEL TA WG Avw OTOLXELD 0€ NAEKTPOVIKN
LotooeAiba tou Xopnyou 1 Opidou Etatpiwv autol. Ot cupBaAAdpevol sival evipepoL yla Thv
UTIOXPEWTLKN avaptnon otoleiwv tng uupaong oto Sladiktuo cluPwva pe tov v. 3861/2010
«Mpoypappa Atalyelo», orou epapuoletal.

8. Eupeotiteyvieg

8.1. OAa ta dwawwpota emni onotoodnnote avakaAludng r epevpeong, mou €xeL emvonBel ) mou €xel
envonBel kat teBel o MpaKTIKA ePpapUoy WG ATIOTEAECHA TWV EPYACLWY TIOU Yivovtal cUudwva
ME KoL KOT' EKTEAEDH TWV OpWV TNG mapouoag Z0UBaonG A KAl Letd tn Anén autng, Ba avikouv otov
Xopnyo 1N tov appodiwg OSloplopévo ekmpoowmnd tou. To Noookopeio/ Movada NAOY, o
E.AK.E./E.ALK.E.A., omou edapuoletal, kat o Kiplog Epsuvntrig Ba yvwoTomoljoouv apéowg
onotadnmnote edevpeon  avakaluyn mpokUPeL and tnv ektéAeon autng tg 2Uppaocng. To
Nocokoueio/ Movada MNOY, o E.AK.E./E.AK.E.A., omou edapudletal, kot o KUplog Epeuvntig
oupdwvolv va petaBifacouv otov Xopnyd f Tov SLOPLOUEVO EKMTPOCWITO TOU TNV QTTOKAELOTIKN
KupLOTNTA EML AUTAG, LLE TNV amomAnpwul Twv e€08wv amo tov Xopnyo, av UAPXOUV TETOLA, ME Ta
omoia emPaplvOnke o Kuplog Epsuvntnig, o E.AK.E./E.AK.E.A. 6mou edapuoletal, f/kat to
Noocokopeio/ Movada MY katd tnv kotdbeon, tn Stadikaotiki embiwén f tn dtatnpnon v Loxv
OTOLWVSATOTE ALTAOEWY EUpPECLTEXVIOG 1 £k600NG SUTAWUATWY EUPECLTEXVIAG Yla AUTA. TETOLEG
QLTAOELG, av uTtdpxouv, Ba katateBoulv kal Ba umtootnPKBoUV SIKACTIKA Kat SLASIKACTIKA oo Tov
Xopnyo 1 Tov SLoPLOEVO EKTTPOCWTTO TOU.

8.2. To Noookopeio/Movada NOY, o E.AK.E./E.AK.E.A., omou ebapuoletal, kot o Kuplog Epguvntng
oupdwvolLv va urtoypaouy kat va dtachaiicouv Ot Kat oL Taong GUCEWS CUVEPYATES TOUC KaL OL
umtaAAnAol toug Ba umoypdouy, OAa Ta amapaitnta éyypada ywa tn petofifacn oAwv twv
SIKaLWUATWY, TITAWVY Kol CUUDEPOVTWYV ETL OMOLOOSHTIOTE TETOLAG ePelpeanC i avakAAUY NG TTPOg
ToV Xopnyo 1| Tov SLOPLOUEVO EKTIPOCWTTO TOU.

9. NpoinoAoylopog - ApoLBEg
JHMEIQZH: H mapdypadog auti CUMMANPWVETAL and tov Xopnyo cUubwva UE TIG OPXEC Kol
Sladikaoieg Tou.
A. ApoBég kau Mpoypappa MAnpwpwv

9.1. N tnv ekmovnon tou £pyou TG Sie€aywyng tng KAwikAG £psuvacg/uelétng emibooswy,
oupdwveital otLo Xopnyogs Ba katafareL to mood Twv [...] eupw (...€) ava acBevr) Tou oAokAnpwveL
v KAwikn épeuva/pelétn emibooewy, apolpn n onoia Bswpeital Sikain kat evAoyn, mpokUITOUCA
ard tnv amattoVpevn amoocohnon oto mAaiclo tou MpwtokoAlou/sxebiou tng KAwKAG
€peuvac/UeNETNG EMISOCEWY. 2TO OGO AUTO, TO OMOio TPOKELTAL va KaAUPEL OAa ta €€oda mou
nipokUTTouV Katd tn dte€aywyn tng KAwikng Epeuvag/MeAétng Emibooswv/ Epyaciag ocOpudpwva pe
1o MNpwtokoAo/ZxéSLo tng KAwvikng Epeuvag/Melétng Emdooswv/ Epyaaciag, oupneplappavovtat
TO00 OAEG oL apoLBEG 600 Kal oL damaveg ekmdvnong Tou £€pyou, KaBwG Kal onoleaSnmote AAAEG
€l0dopég UTEP Tpitwv Kot GopoAoYIKEG ETUPBAPUVOELG, OL OMoieg cupnep\apBdavovtal 0To WG Avw
oo Kal Ba mapakpatnBolv and auto. AUTEG oL apolBEG mepAapBAavouV evEEIKTIKA KOl LETOED
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aMwv, tnv apolBry tou Koptou Epeuvnth (Pl), TG apolBEC TOU EMLOTAUOVIKOU Kal Aoutol
TIPOCWTILKOU, To omoio Ba amaocyoAnBel oto €pyo, tnv auolBr] OpXELOBETNONG CNUAVTLKWY
eyypadwv kot apolBéc Noookopeiou/Movadag NAY, kpatioelg kat kdbs dAAn darmdvn f €€o06o,
Tou amaltteital yla ) emBapuvel tn dte€aywyr) Tou €pyou. Ito mood auto dev cupmneplhapBavetat
o ®.NA.

O kpatnoelg unép E.AK.E./E.AAK.E.A., 6mou edpapuolovral, kat urtép tou Noookopeiou/Movadag
NOY cuunephapBavovral pall pe onoleadnmote AAeG elodopég kot GopoAoyLKEG EMLBAPUVOELG
0TO WG AVW TIOCO KaL TOPAKPATOUVTAL ATIO QUTO.

H ouvolikwg mpolmoloyioBeica apolBry ya t Sie€aywyn ¢ KAwikAG €psuvag/pehétng
embooswy, Onwg avoaivetal otov mapakdatw MINAKA MAHPOMOQN, 6a katafdAAetal and tov
Xopnyd oe [...] 660¢Lg, TNG mpwtng KotaBAntéag [...] (...) LAVEC HETA TNV ElCAYWYI TOU MPWTOU
000evoug oto Epsuvntiko kévtpo tng KAwiknG épeuvag/pelétng emboocwy, BAoel twv Sedopévwv
TIou €xouv KataxwpnBel oto GUANo MapakoroBnong AcBevoug (CRF) eite eddamal oto téAog tng
MeAETNG. To UYog ékaotng &6ong Ba efaptatal amod tov aplOpd tTwv emokEPeWV MoOU €XEL
T(POYLOTOTIOLOEL £KOOTOG OOBEVIG €VTOG TOU GOUYKEKPLUEVOU XPOViKoU SlooTthpotog kKal Ba
Slapopdwvetal Bacsl autou. Mpolmobeon NG MPAYUATOMOINONG TWV AVWTEPW XPNHATLKWY
KatofoAwv amote)el n muotonoinon oAokAnpwaong tng ekaotote dpacews (otadiou) tng KAWIKNAG
£peuvac/peléTng emlbooswy, n omoia Ba mpaypatonolsitat eyypddwg and tov Kiplo Epsuvntn kat
to YriebBuvo yia tnv KAwikn €épeuva/pelétn embocewv oTeleXog tou Xopnyou.

OLANpwES Ba kataBaAlovtat oTov KATWOL Tpamellko AoyapLlaouo:

‘Ovopa Awkatotvxou MAnpwuAg: [.....]

Tpanela: [.....]

AplBu. Aoyaplacpou: [.....]

IBAN: [.....]

Ta TipoAOYLa Ba ekSidovtal ota otolela Tou KATwOL popéa MANPWHWV:
Ovopa ®opéa NANpwuAG: [.....]

‘Edpa (levBuvan, moAn, xwpa): [.....]

ADOM/VAT Reg. Number: [.....]

O E.AK.E.A.JE.AK.E. evnuepwvetal yla kaBe tpamelikn katdbeon péow extrait. 2 kaBe tpamelikn
kataBeon Ba avaypddetal o KwSIKOG Tou MPWTOKOANOU 1) 0 CUVIETUNUEVOS TITAOG TG KAWVIKAG
£peuvac/UENETNG EMIBOOEWVY KAl TO €PEUVNTIKOG KEvTpo Sie€aywyng (Noookopeio kat KAwikr /
Movada NOY).

'O\eg oL TPOPAEMOUEVEG QMO TNV MAPOUCA XPNUATIKEG KataBoAég, oL omoiec Ba avilotolouv
oUpdwva pe Ta opllOHEeVa MAPAKATW OTo TOPOV o Tapaocyebeioeg unnpeaoieg kat exktelecBeioeg
epyaoieg, Ba koatafdAlovral, OMwG 0 VOUOC TPOPAEMEL, OTOV MAPANAVW OPLIOUEVO TPATE(IKO
Aoyaplaopo, Sikalouxog Tou omoiou eival, omou edpapudletal, o E.AK.E.A. tng [...]"° Y.NE [..]/o
E.A.K.E. Tou [...] Navemotnuiou, peta tnv ékdoon Kat mapadoon and tov E.AK.E.A. tng [...]" Y.NE.
[...]/ E.LAKK.E. tou [...] Maveruotnuiou mpog tov Xopnyd/CRO tou oXeTKoU emionuou Bewpnuévou
TwwoAoyiov Napoxrg Ynnpeotwy, to omnoio o Xopnydc/CRO Ba e€odAei evtog [...] (...) nuepwv amod
v €kdoon kat mapalafn Tou amno tov Xopnyo.
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KaBe katabson tou Xopnyolu umép tou E.AK.EA. tng [...]"° Y.ME. [..)/ E.AKE. tou [.]
Mavemotnuiou, omou edapuodletal, amoteAel KatofoAn avtioTolou HEPOUC TNG apolBng Kal
anodelkvueTal Le TNV anodelén (ypaupdtio) katabeong tng Tpamelag. Me Tig mapamavw KotaBoAEg
Bewpouvtal e€odpAnuéveg €vavtl Tou XopnyoU ol apolBég tou Kuplou Epeuvnth, Twv el8Ikwy
ETLOTNUOVIKWY KOl GAAWY CUVEPYATWY, TWV YPAUUOTELAKWY Kal SLOKNTIKWY UTIOAARAWY Kal TOU
Aoutol maong GpUCEWC TPOCWIILKOU €V YEVEL, Tou Ba cUMUETAo)eL otn Ste€aywyr] TG KAWLIKAG
€peuvac/pelétng embooswy Kat Ba xpnoluonolnBel katd tn SLapKeLa TOU €pYOU yLa ThV Ttapoxn
TWV UTNPECLWY, OTwG auTéG €etdikebovtal otn ZUuPaon Aeaywyng KAWIKAG €épeuvag/UeleTng
erbooswy, adol o Xopnyog oubdeuia oxéon s€aptnuévng epyaciag | mapoxng avefaptntwy
UTINPECLWV 1 £€pyou 1 omoladnmote AAAN epyacLakn OXECN CUVAITEL LE TRV Ttapouoa Tuppaocn Ue
To Taong ¢UoEWS MPOowWTkd Tou Ba xpnowomnowndet yia tn Sie€aywyn g KAwiKng Epsuvag
MeAétng Embdoswv/Epyaciog katd ta wg dvw. Kat' akoAouBiav, ta mpocwna autd Sev €xouv
Kapia aflwon katd tou XopnyoU yLa TNV Mapoxr TwV UTINPECLWY TOUG KATA Tn Ste€aywyr Tng
KAWIKAG €peuvac/pelétng emibooswy Kal £8kOTEpa yla KataBoAfl uwobwv, nuepoptodiwy,
apolBwy, amolnUUwoswy, acdhallotikwv slodpopwv Kot Aoutd, €€ ekelvwv mou PBaplvouv Tov
gpyodotn.

NINAKAZ NAHPQMQN
AvdaAvon ApolBRG avad CUMUETEXOVTA aoOEevN

Mapdbdelypa:
100€ ava acBevr, apolpr epeuvnth 80€, mapakpdtnon voonAeutikol 16pupatoc/Movadag MDY 15€ kat
TapakpAtnon popea 0LKOVOULKNG Slaxeiplong 5€, omou edpapuoletal.

ApowBh Kodotog Kootog
Eniokeyn E :uv : Awayxeiplong Awaxeipiong E.AK.E./ Z0volo
pevvt Kévtpo Ale§aywyng E.N\.K.E.A.

ApxLkr) EKTipunon
Enioken Evapéng

Emiokedn 1

Emtioken 2

Enioken 3

Emiokeyn 4

Enioken 5

Enioken 6

Eniokeyn 7

Enioken 8

Emiokedn 9

Eniokeyn 10
Enioken 11
Emioken 12
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Enioken 13

Eniokeyn 14

Emioken 15

Eniokeyn 16

Eniokeyn 17

OMokAfpwon
Bepaneiag/ Mpowpn
Slakomn

YUvolo

J0volo + O.N.A. (gav
edapuoletal)

JUVOAoO: ...... EYPQ/AcBevn (+ ...... KOOTOC Slaxeiplong).

9.2.

9.3.

9.4.

9.5.

H w¢ dvw avaypadopevn apolBry eCRF/CRF adopd otnv olkovopky KGAuyn twv anapaitntwy
EVEPYELWV yLA TNV El0AywYN OAwV Twv Sedopévwy evtog [...] (....) EpyAciuwy NUEPWV UETA TNV
eniokePn Tou acBevoug, Le e€ailpeon tnv apxikn emioken koL TG ZoBapeg AveruBuunteg Evépyeleg
TIOU TPETEL VoL TIPooTeBOUV eVTdC €ikooL TEGodpwY (24) wpwv.

O KuUplog Epeuvntng avapévetal va evtagel oTo €peuvnTkO Kévipo [...] (..) afloAoynoiuoug
ouppetéxovteg acBeveic o autrv tv KAwikn épsuva/pehétn embooswv. O Xopnyog dlatnpei to
Sikailwpa va katayyeldel kot va AUOEL PE TOV TPOMO aUTOV TN Z0uPBaocn Atsfaywyng KAWKNG
£peuvoc/UeNETNG emSO0ewY Gueoa, anmpoBeopa kot alnpUiwg yla autov, eav Kavévag aoBevig ev
€xeL evtayBei oto Epeuvntikod Kévipo pexpL tig [...].

Katd tv e€éAi€n tng KAwikAg €peuvag/pehétng embooswy, kal £pdoov o aplBudg twv
CUMUETEXOVIWY aoBevwv TIoU TIPOPAEMETAL QMO TO MOPOV Vo evIaxBoUv OTO €PEUVNTIKO KEVIPO
ouumAnpwOei, o Xopnyog umopet va artnBei mpog to Nocokopsio/Movada MAY kat tov Kuplo
Epeuvntn va evtdéouv meplocodtepouc acBeveic otnv KAwikn Epeuva/Melétn Embooswv/ Epyacia.
Edv auto eival anodektd ano to Noookopeio/Movada MDY kat tov KUplo Epeuvntn, n éyypadn
gldomnoinon tou Xopnyou mpog to Noookopeio/Movada NAY kat tov Kuplo Epeuvntr, mou Ba
gykpivel TNV évtagn emumAéov cUPUETEXOVTWY aoBevwyv otnv KAwikrg Epeuva/Mehétn Emubooswv/
Epyacioa Ba apkel yLa vo TEKUNPLWOEL Kal va amodeifel tn cupdwvio Twv cupBaropévwy. To iblo
Toc6 mou mpoPAEnetal otnv mapdypado 9.1 tou mapovrog Ba kataBANAETOL avd CUUTANPWOEV
aglodoynowo OUANo MapakolouBnong AcBevoug (CRF) kat yla TeéTolou eiboug emumpooBeToug
ouppetéxovreg aoBeveic otnv KAwikn £psuva/pehétn emlbooewy, XwpIg va amalteitol mepaltépw
Tpomomnoinon tTng napouoac.

‘OAeg oL MAnpwiEG Ba mpaypatomolovvtal cUpdwva Pe To mapanavw MPOrPAMMA NAHPQMQN.
ApolBn ywa cuppetéxovteg aoBeveic mou 6ev ohokAnpwvouv tnv KAwikng Epsuva/Melétn
EruSocewv/Epyacia Ba kataBdAietor emi piag avoloyikng PBacng, cvpdwva emiong pe To
napanavw MPOFPAMMA NAHPOMQN. Kapia mAnpwury 8ev Ba  mpayupatomoleital  ya
OUMMETEXOVTEG aoBevelg, mTou eite amocupbnkav eite oAokAnpwoav, oAAA TOU GUVLOTOUV
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napaBilacn TwWv KPLTNPLWY EVTAENC KOLTOU EYKEKPLUEVOU MPWTOKOAAOU, TTANV ELOIKWE EYKEKPLUEVWV
ard tov Xopnyo MepUTtwoswy, epdoov anatteitat mapokohouOnaon rj culoyr oToeiwy.

9.6. HteAwkn mAnpwur Ba yivel adou to QuALo NapakorovBnong AcBevoug (CRF) Ba éxel cupumAnpwbet
(oupnepapPavopévwy Twy emakoAoubwy emokéPewy mapakolovBnong) kot mapadobel otov
Xopnyod kat adol OAa To EPWTHHATA OXETLKA HE Ta AsSopéva Ba €xouv emAUBOEL OTO EPELVNTIKO
Kévtpo. To teAikwg odel\opevo ocd Ba umoAoylotel cUPGWVA PE TOV GUVOALKO aplBud twv
acBevwv Tou Ba evtoyBouv Kal Ta KPLTHPLa, Toug OpouG Kol TIG PoUnoB£oelg MANPWUNAG Tou
kaBopilovtal mapandavw.

9.7. Ta cupBaiAopeva pépn avayvwpilouv Kal cupdwvouv OtL n apotPn kot n Kabe eldoug olKoVoULKNA
f &AAn umootAplén mou mapéxetal and tov Xopnyd/CRO cludwva HE Kol KOT' €KTEAEON TNG
napovoag ZUuPBacng aviutpoownelel tn ouvhnOn cuvaAAakTik ofla ylo TG TIUPEXOUEVES
UTNPEGLEG Kal epyacieg Ste€aywyng tng KAWIKAC Epeuvag/UeAETng eMISOCEWY ToU ekTeEAOUVTOL Ot
tov KUplo Epguvntr kot to Noookopeio/Movada MY, £xel amoteAECEL AVTIKELEVO KAl ATOTEAEC L
Slampayudteuong Kol cupdwviag oto mMAaiolo avefaptntng cuvallayng, Kat dev €xel kaboplotel
€ TPOTIO TIOU VAL CUVUTIOAOYIEL TOV OYKO 1 TNV aia OMOLWVSHTIOTE UTINPECLWY I GAAWVY EpyaCLWY,
mou €xouv kaB' olwovénmote TtPoOmo AdPst  xwpa peTafU TOU  XopnyoU/CRO, Ttou
Noocokopeiou/Movadag MY kat tou Kuplou Epeuvntn).

9.8. Tdboo to Noookopeio/Movasda MDY doo kat o KUplog Epeuvntrig ev Ba tyioAoyrioouv omolodrmnote
Tpito pépog yla ala €ibn, UALKA 1) UTINPECIEG, TTOU TTAPEXOVTAL QMO TOV XOpNyO OXETIKA HE TNV
KAk €peuva/pehétn embO0swy, 1 yld ONMOLECSATIOTE UTINPECIEC TAPEXOUEVEC OTOUG
OUMMETEXOVTEG 000evelG OXeTIKA He TNV KAWLIKN £peuva/pelétn emSOCEwWY, yla TIC OToieg
nipoPAénetal kat kKatoBAANeTaL TANPWHA WG HEPOC TNG KAWVLKAG €peuvag/UeAETnC emEOoEWVY, EKTOG
€AV KATL TETOLO ELSIKWG ETUTPEMETOL QMO TIC TTPOPRAEYELS Kol TOuG Opoug mepl KATOBOANG TwWV
apoLBwv.

B. El81koi 6pot
H mapoloa KAwiwkr épsuva/pelétn emboocewv Sie€ayetal ocVpdwvVO HME LA TIOALTIKA
kateuBuvopevng évtaéng (kpitnpla slooywyng/amnokAelopov). O Xopnyog/CRO mpoodokd thv
oAokAnpwaon TG €vtagng Ke TNV emiteuén evog cuvolou [...] (...) EyKUPWV CUMUETEXOVTWY AoBeVWY
ylo 6Aa ta Epeuvnuikd Kévipa mou cuppetéxouv otnv KAwikn épsuvo/pelétn smbooswy. 3¢
nepinmtwon mou [...] (...) cuVOALKA €ykupol CUMUETEXOVTEG aoBeveic eviaxBouv mpLv To Epeuvntiko
Kévtpo emituxel tov otdxo tou Ttwv [...] (...) éyKupwv cuppetexovtwy acbevwy, o Xopnydg/CRO
Slatnpel to Sikalwpa va meplopioet ) va avacTtellel TNy mepattépw évtaén oto Epeuvntikd Kévrpo.
Je QuTtrV TV Tiepimtwon, o Xopnyog Ba evnuepwaoel tov KUplo Epeuvnth Kat o KUplog Epsuvntrg ue
TNV Kowormnoinon tng edonoinong Ba meplopioel 1} Ba oTOATAOEL AUECA TNV TIEPOLTEPW EVTaln
CUUUETEXOVTWY 000eVWV.

10. EuBuvn

H euBlvn tou cupBal\opevou otnv mapovoa E.AK.EA. tng [..]" Y.ME. [..]/ E.AKE. tou [..]
Mavemniotnuiou, 6mou epapuoletal, TOCO N CUUBATIKA OCO KL N EK TOU VOUOU amoppeouaa, meplopiletatl
o€ Kol adopd amOKAELOTIKA KOL LOVO TNV OLKOVOULKT Staxeiptan tng KAWIKAC Epeuvag/ueléTng emSOcewy,
miou Ba Sie€axOel cupdwva pe Toug Gpoug TG apolcag UUBACNG.

11. ArntokdAun Otkovoutkwv Itotxsiwv/Ataypadn
11.1. To Noookopeio/Movada MDY kat o Kuplog Epeuvntrg cupdwvouv va apéxouv otov Xopnyo/CRO
KaBe amapaitntn mAnpodopia cuppdpdwong HE OMOLECOATOTE QMOLTAOELS amoKAAuYNg
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11.2.

11.3.

12.

otolxeiwv, emiPAnBeioeg amd omowadnmote apuodia Apxn (ocuupmeplhapBavopsvng, €av autd
SUvatat va edpoppootel, tng US F.D.A. - United States Food and Drug Administration),
ocupnep\apPBavopevng omoloodnmote mAnpodopiag amatteital va oamokaAudpBel, oxetika e
omoLloudnmote €l60ug OLKOVOLLLKI oXEon HETALL Tou XopnyoU Kol AAAwWY BuyaTpLKWY ETALPELWV TOU
OuiAou [.....] KoL TwV avTioToL(WV EKMPOCWIIWV TOUG Kal Tou Kuplou Epeuvntr, KoL onoloudnmote
ouV-gpeuvNTI eUMAEKeTOL TNV KAWVIKA €peuva/pelétn embdoewy Kat petafl omoloudrmote GAAou
eKTpOoWNou f epyalopevou tou Noookopeiou/Movadag MDY kat tou Xopnyou. Auth n anaitnon
arokdAuPng propel va emekteivetal kat otnv anokdAuPn mAnpodoplwyv ou adopolv ota HEAN
TNG OLKOYEVELAG QUTWY TIou epmAEKovTal otnv KAk épsuva/pehétn emiddoswy.

To Nocokopeio/Movada MOY kat o KUplog Epsuvntig emiBeBatwvouv 6Tt 8gv UTIAPXEL CUYKPOUGH
OUUPEPOVTWY HETAY TwV cUMBAAOUEVWY HepWY, TIOU Ba epmodicel 1] EMNPEACEL TNV TOPOXN
umnpeoLwv ek pépoug tou Noookopeiou/Movadag MDY kat/f Tou Kuplou Epeuvnth clpdwva pe
Vv napovoa ZUUPBacn kat emPBeRalwvouy OTL N TOPOXN UTNPECLWV EK LEPOUG TOUG CUUPWVA UE
KOl Kat' eKTéAeon TG mapovoag ZUpBaong dev mapaBlalel onoladnmote GAAN cupBacn Ue tpita
pépn. To Noookopeio/Movada MOY kat o Kuplog Epeuvntig Ba evnuepwoouv apeca tov Xopnyo
€AV TPOKUPEL OmoLadAMoTE oUYKPOUGH CUNPEPOVTWY Kata tn Stdpkela Ste€aywyng tng KAWLIKNAG
€peuvac/UeNETNG eMGOCEWVY KalL EKTENEGNG TNG Tapovcag TUUBacnC.

O KUplog Epeuvntrig kat to Nocokopeio/Movada MAY dev Ba mpooAdBouv, cupPAnBolv ue, 1
SlaTnpnoouV WG cuvepyaTn 1 wG epyoalOEVO OTIOLOSHTIOTE POCWIO, AUECA N EUUEDA, YLO VO
TIAPACYEL TIC CUUPWVOULEVEG HE TNV Ttapovoa IUUBOON UNMNPECIEC KAl Epyacieg, Qv aUTO TO
npoowrno (i) éxet  Swypadel oamd omowdAmote  appddia  emomtevouvoca  Apxn
(ouumep\apupavouevng, dv autd duvatal va edpapuootei, Tng US F.D.A. - United States Food and
Drug Administration) f (ii) éxel katadikaoBel yia avtiemayyeApatikr cupnepidopd Kot adikompadia
OXeTKA He TN Sle€aywyn KAWIKwY pehetwy. Yotepa and éyypadn aitnon tou Xopnyou, o Kiplog
Epeuvntic kaL to Noookopeio/Movada NOY, Ba mapéxouv evtog Seka (10) nuepwv, €yypadn
eruPBePaiwon OtL €xouv cUPHOPOWOEL He TNV Mapamavw urtoxpéwaon. Auth Ba eival pla cuvexng
SlaBeBaiwon kot gyyunon Katd tn SldpKela woxUo¢ thg mapovoag XUpPBacng Kat o Kuplog
Epeuvntig kat to Noookopeio/Movada MDY Ba eldomowjcouv apéowsg tov Xopnyo/CRO yla
omotladnmnote aAl\ayn otnv kataotacn tng dtapeBaiwong kat eyylnong mou SLoTUMWVETAL e TTtapoV
apBpo.

Avegaptnta Mépn

To Noookopeio/Movada NDY kot o Kuplog Epeuvntng evepyolv pe tnv LELOTNTO ave§aptriTtwy
HEPWV oTNV Ttapoloa Kat OXL wg uTtdAANAoL A ekripdowroL tou XopnyoU/CRO kat v eykaBidpustal
peTOEL auUTWV Kat tou XopnyoU/CRO omoladAmote oxéon €€aptnUEVWY UTINPECLWV H OXEoN
epyacioag. O Kuplog Epeuvntng Kat To maong pUoEwW MPOCWITLKO TIOU TUXOV Bt GUUUETEXEL OTNV
KAwikn €pguva/pelétn erbOoewv Sgv £X0UV TO SIKALW O VOL CUIHETEXOUV O€, 0UTE £X0UV SiKaiwua
napoxng KaAUPews amo, omoladnmote onmd Ta MPOYPAUMATA TOPOXWV Kol EMLOOUATWY, TLG
TIOALTIKEG UTTOANAA WV 1 alodaALoTIKEG artolnULWoELS epyalopévwy Tou Xopnyol/ CRO.

13. Anuooiotnta

Kavévag amnd toug cupporlopevouc Sev Ba XpnoLLOTIOLOEL TNV EMWVUILA omoloudrmote GA\ou
SUMBaAAOUEVOU yLa TpowBNTLKOUG OKOToUC, XWwpPLg TNV ponyoLevn éyypadn cuykatabeon tou
oUMBaAAOUEVOU, TOU OTtolou To dvopa (emwvupia) mpodkeLttal va xpnotpomnolnBel, oUte kamolog anod
Toug oupPBaAlopevoug Ba anokaAUPeL Thv UTapén f to MePLEXOUEVO TNG apouaoag SUuPBaong,
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£KTOC £Gv aUTO amatteital and tov vopo. Mapola ta mapamndvw, o Xopnyog/CRO umopsel va
dnuootlelosl otolxela emikowvwviag totooeAidag kot avadopd otnv KAk €peuva/pelétn
emboocswv  mou  Ole€ayetal  otnv  lotooeAida pe TNV nAektpovik  SlevBuvon
«www.clinicaltrials.gov», o€ 100TLEG enionueg LoTooeAibeg Kal LoTtooeAideg Tou Xopnyou Kal Twv
Buyatplkwy eTatpeLwy tou Opilou. EmumA£ov, o Xopnyog/CRO Ba £xeL To Sikaiwpa va orokaAUTTEL
dnuoociwg toug Opoug Kol TG TpoUmoBécelg tng ZUpPacng, cupmeplAauBavouévwy, Xwpig
TIEPLOPLOUO, TOu ovopatog tou Noookopeiou/Movasdag NAY, Tig meptypadEG Twv UTNPECLWV KOl
TOU OO0V MANPWHAG.

14. Kowonowjoelg/YnevOuvog tou Xopnyol ywa t™ Siefaywyr) g KAwikig £peuvag/peAétng
€MBO0EWV
Q¢ YriebBuvoc tou Xopnyou/CRO yia tn Se€aywyn tng KAWKAC €épeuvacg/HeléTng embdoewy Kat T
Slaxeiplon Twv mavtog idoug IntnuATwy Tou oxetilovral we autny opiletat o/n [...] (avadopd tng
810TNTAG tov). K&Be emikowwvia oxetikd pe tnv KAk Epsuva/ Melétn Embdoswv/Epyacia
armootéAeTal otov w¢ Avw YmevBuvo. O i6log eival umelBuUvOG KOL yla TNV TLOTOMOLNGN
oAokANpwaong twv TpoPAenouevwy and tnv mapoloa ZUUPOCN UTIOXPEWOEWY. Omolecdnmote
€l6omoloelg Kowormolouvtal ocUpdwva pe TV Tapovca Ba amootéAAoviaL HE CUOTNHEVN
ETILOTOAN, LECW NAEKTPOVIKOU TaxuSpopeiou ) Ba kat mopadiSovtal MPoCWITLKA, LLE TIPOTIANPWHLEVN
napadoon, wg akoAoUOwC:

MNpog: [.....] (ETAIPEIA)
Yroyn: k. [.....], YmedBuvou tng KAk €épeuvag/HeléTng embooewv.

Yrnoyn: [.....], Npoédpou tng Emrponng tou E.AK.EA. tng [....]"s Y.ME [....] /E.AKE. tou [.....]
MNavemotnuiou.

Npog: [.....] Nocokopeio/ Movasa NOY,
Yroyn: [.....] Atowkntr tou Noookopeiou/ Aokt tng[.....] " Y.ME [.....].

Mpog: [Elodyete Ovopa, titho kat AtebBuvon Kuplou Epsuvnth].

15. Ekywpnon

15.1. O Xopnyog Ba €xeL to Sikaiwpa va ekxwpnoeL Thv mapovoa TVUPoon os stalpeia BuyatpLkr Tou
Ouidou Etalpewwy ) oe tpitn kat' avabeon statpeia KATOTLY TponyoUeVNS £yypadng eldomoinong
npog tov Kupo Epeuvnt kat to Noookopeio/Movada MAY kat tov EAKE/EAKEA, o6mou
edapuodletal. I OAEG TIC AAAEG MEPUTTWOELG, Kavéva cupBarlopevo pépog Sev Ba SikatouTtal va
EKYWPNOEL T SIKALWUATO N TI UTIOXPEWCELS TOU amd tnv mapoloa ZUUPBacn | e onolovénmote
TPOTMO VO UTIOKOTAOTIOEL EAUTOV OTO £PYO, €V OAW N €V HEPEL, XWPIG TNV ponyoUevn £yypadn
ouvaiveon tou Xopnyou. Me tnv emipUAaén Twv mapandvw, n napoloa ZVuBacn Ba Seopelet kat
Aettoupyel mpog 6deAOC TWV AVTIOTOLXWY GUUBAAOUEVWY, TWV ESIKWY Kol KABOAKWY SLaddywyv
QUTWV.

15.2. stnv nepimtwon katd tnv omoia o Kiptog Epsuvntic i to Noookopsio/Movada MOY
XPNOLUOMOLGOUV yLa TNV EKTEAECH TOU £pyou I HEPOUG AUTOU, KATOTILV T(PpoNyoUHEVNG Eyypadng
£YKpLONG TOU Xopnyou, Tpito mpoowrto (Guaotko f VOULKO) w¢ cuVEPYATH, Ba UTTIOXPEWCOUV QUTO UE



&

Teuxog B'230/22.01.2026

E®OHMEPIAA THE KYBEPNHIEQX

2123

16.
16.1.

16.2.

16.3.

17.

Slaitepn ovpBaon mou Ba cuvael pall toug va oefaoctel GAOUG TOUC OPOUC TNG TtaPOVCAC
JOuBaong kal Ba To KATACTHCOUV artd KOowoU Kol €1 OAOKANPOV GUVUTIEUOUVO LE AUTOUC EVavTL
ToU Xopnyou yLa KaBe {nuia mou auTog TUXOV Ba uTtooTEL Ao TG MPALELS Kat tapaAelPelg auTou.

Awadopa

H mapoloa fuuBaocn 6ev pmopel va cupmAnpwBei, | va tpomomownOei AAwG, mapd POvVo UE
gyypado, umoyeypapupévo apuodiwg amd oAa ta cupParAdpeva pépn. H mapoloa IUuBacn
arote)el TN oUVOALKY cupdwvia Twv cupBoropévwy avadopikd E TO AVTIKEIUEVO AUTAG. PnTwg
UTLEPLOXUEL OTIOLWVSNTIOTE TIPONYOUHEVWY 1) cUyXpovwy, TipodopLlkwy N ypamtwyv SltaBeBatwoswy,
gYYUNoswv 1 cupdwviwv. Ta tuxov cuvnupéva Nopoaptiuata, ormou edpapudlovial, anoteAouy
gvLaio Kol avarmdomaoTto HEPOG TNG ZUUBACNS AUTAC.

H un apeon emdiwén N n pn emdiwén Twv SIKALWHATWY TwV HEPWV artd T apoloa ZUUPBach, Kal
dLaitepa TNG EKMANPWONG KABE UTIOXPEWOEWG TOU AVTLIOUUPBAAAOUEVOU TTIOU ATMOPPEEL ATIO AUTHY,
6ev Oa onualvel TN e OTIOLOVENTIOTE TPOMO MAPALTNCT) TOUG Ao TA £V AOYW SIKOULWLATA TOUG,.

Y€ mepimtwon ocLyKPoUoNG METOEL Twv dlataewv tng ZVUBAONC KAl OLWVSNATTOTE AAAWY OXETLKWY
gyypadwv Anv tou MpwtokdAAou, oL 6pol Tou mapdvtog Ba unepLoxVoUV.

loxvov Aikawo

H nmapoloa cuppacn Siénetal and tnv eAAnviki vopoBeaia. MNa tnv eniluon kabe Sladopdg mou
T(POKUTITEL Ao TN TUUPaon Kot adopd otnv ekTEAean, TNV edappoyn Kot TNV EpUNVeia TG we Kal
TLG OXEOELG YEVLKA TIOU Snpoupyouvtal amd autryv cupdwveitol 0Tl appodia eival arnmokAELoTIKA Ta
kaB' UAnv apuodia AlkaotrhpLa.

Eival autovonto otLmpLv arnd omoladnnote mpoaduyr ota Alkaothpla, cUUdWVa LE Ta TAPATTAVW,
ta cupBaropeva pépn Ba kataBaillouv kdbe mpoomabela yia GAkn SleuBétnon Twv Sladopwy,
Tiou evdexdpeva Ba avaguovtat LeTatl Toug.

2E NIZTQ2ZH TQN ANQTEPQ,

Ta oupBoAdopeva otnv mopovoa UEpn uméypaav autiv Tn ZUuPacn, Sl Twv VOULUWV
EKTIPOOWITWY TOUG, KATA TNV NUEPOUNVIA TIOU avaypadeTaL AVWTEPW, OF [.....] (...) OpOLA TPpWTOTUTIOL
KoL kaBe cupBaArlopevog ENafe amod éva.

Ol ZYMBAAANOMENOI

Mo to NOZOKOMEIO/ Movada NDY
AlolknTAG TOU [.....]

Yroypaodn/ Ibpayida:

Huepounvia: [.....]

Ma tov XOPHIO

Yrnoypadn/ dpayida:
Huepounvia: [.....]
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KYPIOZ EPEYNHTHZ

Yrnioypadr/ Sppayida:
Huepounvia: [.....]

Mo tov E.AK.E./ E.AK.E.A., 6mou sbapudletal

Yrnoypadn/Idpayida:
Huepounvia: [.....]
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NAPAPTHMA A’'4

SYMBAZH AIEZATQIHZ KAINIKHZ EPEYNAZ ME IATPOTEXNOAOTIKA NPOIONTA, MEAETHZ
KAINIKQN ENIAOZEQN ME IN-VITRO AIATNQZTIKA MPOIONTA (IVD) EKTOZ TOY MAAIZIOY
THZ NPOBAENOMENHZ XPHZHZ TOYZ

KAwiwkr) Epsuva pe latpotexvoloyikd mpoiov/Melétn KAwikwv Emud6oswv pe in vitro
Stayvwotikad npoiovta (IVD) ektdg Tou mAaiciou tng MPoPAenOUeEVNG XPONG HE TitAo: [...]
(edenc we n «KAwvikr Epguvarn/ « MeAétn EmBOoEWV»).

Xopnyog statpeia:
Etapeia eknmpoownoloa tov xopnyo otnv EAAada:
Mpoidvra (latpotexvoloyikda Mpoidvra/IVD) [va ertidéystat avdloyal:

o Yo épeuva/ uno pelétn:
e JUYKPLTIKA:

MNpwtokoAAo:
Kw81kd¢ KAwikrg Epeuvag/Melétng Embocewyv (va emidéyetal avaloya):

Epguvntikd kévipo Sieaywyng tng KAwikng Epeuvag/Melétng Embdoewv (va emiAéystal
avdloya):

Ttnv [...], onuepa, tnv [...] (edbe€ng wg n «nuepounvia teheutaiog urtoypadrc»), Ta TOPOKATW
oupBaAAOUEvVa LEPN, ATOL:

Ad’ gvog n etatpeia pe v enwvupia [...] mou edpevel otny [...] kat pe A.D.M. [...] vouua
eKTpOCOWToUpevn amd tov [...] (edpefng kalolpevn otnv moapoloa UPPBacn wg o
«Xopnyog/CRO»), evepyoloa otnv EANGSa wg o Xopnydg tng KAwikng Epeuvag/MeAétng
Emdooewy, Suvapel el8IKAG Pog ToUTo cUUPAcEWS/e€0UCL080THOEWS, £ OVOUATOC KAL yLa
Aoyaplaopo tng aAlodarrg etatpeiag Pe TNV eMwvupia [...],

Ad’ etépou o k. [...], latpdg [...] Tng KAwikAg tou [...] Noookopeiou, k&totkog [...], 060¢ [...],
apBy. [...], kahoUpevog edeng otnv nmapovoa Katl ota Mapaptiuota autrg, wg o «Kuplog
Epeuvntic» A/kat w¢ o «Emotnuovikd YmelwBuvog» tng KAwiknAg Epsuvag/Melétng
Embooswy,

Eniong oupBaAAdpevo to [...] Noookopelo, mou edpelel otnyv [...], el tng odou [...], apBp.
[...], vOoupa ekmpocwmovpevo amd tov/tnv Alowkntr/tpla autou, K. [...], kahoUuevo ebetrg
otnV napouoa wg To «Noookopeio»

kat o Qopéag Owovoputkng Awaxeipiong E.AK.E. Tou [...] Mavemniotnpiouv/E.A.K.E.A. tng [...]"
Yyelovoutkng MNepipépelag [...], mou edpeviel otny [...], eni tg 0dov [...], apBu. [...], vopa
EKTIPOOWTTOVUEVOG ard tov K. [...], kahoUpevo sde€ng otnv mopovoa wg «E.AK.E./E.A.K.E.A.»
(6mou edapudletan).
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AEAOMENOY OTI:

I. H gtalpeia pe tnv enwvupia [...], n omoila amoteAel tn xopnyd etatpeia tng KAWLIKAG
‘Epeuvag/Melétng Embooswy, €xovtag 8U iSlov Aoyaplacpo f 8td Aoyaplaopod thg ovwTépw
oAhodamng etalpeiog, OAa Ta SIKOLWATA KAL TLG UTIOXPEWOELG TIOU N LBLOTNTA Tou Xopnyou
GUVETIAYETOL VOLLLKAL KOLL TIPAIKTLKA ot TNV LoXUoUoa KOWVOTLKN Kal €BVIKT vopoBeoia, evwriov
OAwV TWV apuodiwv apxwv Kat Gopéwv Kat TpoPaivel o OAEG TIC AMAPALTNTESG EVEPYELEC TIOU
0 VOMOoG amattel ya tn Angn eykpiloewv kot adelwv yla tn vopun die§aywyn tg KAWIKAG
‘Epeuvac/Melétng Embooswy, cUpdwva Pe TIg Slatdgelg tng toxvovoag vopobeoiag mepi
KAWVLKNG €pguvag pe latpotexvoloyika Mpoidvta/IVD, twv Kavoviouwv (EE) ap®u. 2017/745
Kot 2017/746, kabwg kat cupdPwva pe Tic KateuBuvtrpleg 06nyieg OpOn¢ KAWIKAG MpaKTLKAG
(ICH-Good Clinical Practices).

Il. O Xopnyog/CRO éxeL Intioel amd tov KOplo Epeuvnty va Sie€ayel tnv KAwikn
‘Epeuva/MeAétn Embocewv Kat amod to NOGOKOUELD Kal TO T(POCWITLKO TOU va artodexBoulv t
Sie€aywyn tng KAwikAg Epeuvac/Melétng Embooswy oTIC eykataotdoelg tou Noookopeiou,
n omoia enopnyeitol amd tov Xopnyd kat oadopd ta umod Epsuva latpotexvoloyika
Mpoidvta/IVD Kkat ta TUYKPLTKAE TTpoidvTa aUTWV, cUUPWVO LE TO EYKEKPLUEVO MpwTdkoAo
™¢ KAwikng Epeuvac/Melétng Emsdoswy.

lll. To Nocokopeio €xeL tnv apuodidtnta va anodexBet tn Siefaywyr] tng KAwikng Epeuvag/
Melétng Embooswv kat Stabétel tov kataAnho g€omAopd yia tn Sie€aywyn autig oTig
EYKATOOTACELG TOU Kal 0 KUplog Epeuvntng SnAwvel OTL €xel cupdwvroel va avaAaBet thv
guBuvn yla tn Ste€aywyn NG KAwikAg Epeuvag/ Mehétng Embddoswy, n onoia Ba Sie€ayBel
otnV [...] KAwikn tou [...] Noookopeiou, To omoio unayetat otny [...]" Yyelovopikr Nepldépeia

[...].

IV. Ta puépn dnAwvouv otL n Sie§aywyn tg KAwikng Epeuvac/Melétng Emubddoewv Ba yivel
ocludwva Pe a) TNV oxvouoa vopoBeoia TePL KAWIKNAG €peuvag ME latpotexvoloyLka
Mpoiodvta/IVD, B) tn oxetkn amddaon Ste§aywyng tng KAwikngEpeuvag/ Mehétng Emddoewv
arno tnv E.E.A. kat, 6tav auto amacteital, and tov EBvikd Opyavioud Qapudkwy (E.0.D), y)
Toug dpoug Ttou kaBopilovtat oto NPWTOKOAAO, OTLC TPOTIOTIOLAOELG /KAl OTLG TPOaBnKEeC Tov,
8) tig KateuBuvtrpleg 08nyiegc OpOng KAwikrg Npaktikng (ICH-Good Clinical Practices), €) tov
Kwdika latpikig Asovtoloyiag kat ot) Toug Opoug Kal Tl mpoUmoBéoelg mou tiBevral
TIOLPOKATW OTNV TopoUoal.

V. H otkovopikn dtaxeipion tou €pyou SnAwvetal otL Ba yivel, péow tou ElSikol Aoyaplacpou
‘Epeuvag kot Avamtuéng (E.AK.E.A.) tng [..]" Y.ME [..]/uéow tou ESkol Aoyaplacpol
KovSuAiwv Epeuvag (E.A.K.E.) Tou [...] Mavemiotnpiov. Ze nepintwon WLwtikwy NooNAEUTIKWY
16pupdtTwy n owovouLkr Staxeiplon dnAwvetat 6tL Ba yivel [...] (cupmAnpwvetal avaloywc).

AapBovouévwy umodn TwV E0AYWYIKWY SNAWCEWVY, TwV auolBaiwv UTIOOXECEWV Kol
cuudwviwy Tou SlaTuTwvovTal HE TNV Tapoloa, Ta cUpBoAAOueva pépn cupdwvolv
£181KOTEPA WG aKOAOUBWG:

1. Ai§aywyn tng KAwiki¢ Epeuvag/Melétng Embocswv
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1.1 Ot cupBaiAdpevol cupdwvouv OTL To MPWTOKOAND, WG KAl TTACA VOULLWG EYKEKPLUEVN
Tpomomnoinon autou, AnmoteAel avamdomaoTo HEPOG TNG tapoloag ZUpBaong.

1.2 O KUplog Epeuvntng cupdwvel va apéxel Tnv emayyeApatikr Tou e€eldikeuan Kot yvwaon
ywa tn Sie€aywyn g KAwikng Epsuvag/ Melétng Embooewv cUUPwWVaA e TO EYKEKPLUEVO
MpwTtoKkoAAO, WG Kol CUUPWVOL LLE TIACA VOULLLWG EYKEKPLUEVN TPOTIOTIOINGN AUTOU, KABWG Kot
ocludwva pe TIg Slatdlelg tng LoxUouoag KOWOTIKAG Kal eBVIKAG vouoBeaoiag mepl KAWIKAG
£€peuvog pe latpotexvoloykd Mpoidvta/IVD kat cupdwva pe tig KatevBuvtripleg 08nyieg
OpBng KAwikng MNpaktkng (ICH-Good Clinical Practices, ede€ng wg «KateuBuvtrpieg O6nyieg
ICH-GCP»), T1¢ kaBoplopéveg mpoBeopieg Kal Toug Gpoug Kol TLG TPoUMoBETELl QUTAG TNG
SUpBaonc.

1.3 Ze nepimtwon mou o Kuplog Epeuvntng mael va ouvepyaletal e 1o Noookopeio, Ba
uroBalel £yypadn eldomoinon mpog tov Xopnyod eviog xpovikou Staotripatog mévie (5)
NUEPWV ATTO TNV OVOKO VWO TNG AvaXwpnong Tou Kot ToUAAxLoTtov tpLlavta (30) npepwv mpv
TNV NUEPOMNVIA avaxwpenorg Tou. MNpog Tov OKOMO CUVEXLONG TNG OMOANG dleaywyng tng
KAwiknc Epeuvag/MeAétng Emubooswv o Kiplog Epsuvntrg eyyudrtat otov Xopnyd otL Ba
TIOPAELVEL EMLOTNUOVIKA uTtebBUvVOC TS KAwiKAG Epeuvac/Melétng Embooswv éwg dtou
oplotel véog Kuplog Epeuvntrg. O Xopnyog Ba €xeL To Sikailwpa v 0ploel OMOLOVERTIOTE VEO
KOplo Epeuvntr, Sloplopévo oto Nocokopeio. O véog Kuplog Epeuvntrg umoxpeoutal va
oUUPWVNOEL HE TOUG OPOUG Kal TIG Slatagelg autng g ZUuPBaong. e MepUTTWON TOU O
Xopnyog &ev oploel tov véo KUplo Epeuvntr, pmopel va katayyeilet aut) tn ZUpBaocn
ocluudwva e To apbpo 2.2. KATWTEPW Kal to Noookopeio Ba mpoPel oe OAeg TIg amapaitnteg
EVEPYELEG TIPOKELUEVOU VOL UAOTIOLNCEL TNV amodaon Tou Xopnyou.

1.4 O KbpLog Epeuvntrig uropet va oploel Tpita mpoowna Onwg Unopel va kpivel anapaitnto,
WG OuveEPYAlOUEVOUG €PELVNTEG Yl va oUuPBAaAAouv otn Sefaywyn g KAwkAg
Epeuvac/Melétng Emibdoswv. OloL oL ouvepyalOpevol €peuvntég Ba eivol EMOPKWG
KOTOPTLOUEVOL, EYKAIPWE SLOPLOKEVOL LE TPOTIO CUVEPYOOLOG YyvwoTo otov Xopnyo kot Ba
Slatnpeltal oXeETKA HLa TANPWG EVNUEPWHEVN KOTAOTAON TWV UTO auth Ttnv Wbuotnta
CUUUETEXOVTWY. O KUplog Epeuvntrg Ba eivat amokAeloTikad unteUBUVOG yLa tn StevBuvon Kat
ETIOTTELQ TETOLWY OPASWY OUV-EPEUVNTWY, OL OToioL o€ KABe mepintwon Oa Seopesliovtal pe
Toug (6loug Bpouc kal mpoumoBEéaoelg, Oomwg o KUplog Epeuvntng, olpdbwva e TNy mapovoo
JUuBacn. To Noookopeio kat o Kuplog Epeuvntrg lval amokAELOTIKA uMeUBUVOL Yl TLG
unnpeoieg mou Ba Tapéxovtal ormd TO TPOCWIIKO TOUG Kol gyyuwvtal OTL autég Ba
TapooxeBoUv amo tTa approdia Kot KATAAANAQ TPOG TOUTO ATOAL.

1.5 O Kiplog Epeuvntig SnAwvel 6e OtL 1600 0 (6l1o¢ 600 Kal ol cuvepyalouevol Latpol
KOTEXOUV VOULUN ASEL0l AOKNGONG TNG LATPLKAG EMLOTANG oTnv EAAGSa [ eival el8ikeuduevol
Latpol] kat 8gv €(ouv UTOTIECEL O TEBAPXLKO ] TIOWIKO aSiKNa OXETIKO UE TNV AOKNON TNG
Latptkng. Mepattépw SnAwvel SU autdv oAAd Kal ylo AOYOPLOOUO TWV CUVEPYOIOUEVWV
EPEUVNTWV TOU OTL £XoUV SLOBATEL KOL KATAVONOEL OAEG TLG TIANPodOopieg TOU EvnuePWTLKOU
QuM\adiou Epeuvntn (Investigators Brochure) mou toug mapéoxe o Xopnyog/CRO,
ocupuneplappovouévwy mAnpodopLwy Yo yvwotolg | mpoBA£Puoug Kwwduvoug, Tuxov
averBuunteg evépyeleg, avievOel€elg KaL TPOELSOMOLAOEL OXETIKA ME TO UmO Epeuva
latpotexvoloyiko mpoiov/IVD.
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1.6 Na tn dte€aywyn tng KAwikng Epeuvag/Mehétng Embdoswy, o Xopnyog Ba mapExet ta untd
‘Epeuva latpotexvohoyikd mpotovta/IVD kat ta mibava TUuyKpLTIKA poidvia autwy, OAa ta
OXETIKA pe TNV Epeuva eyypada (onwg ta QUM MapakodolBnong ZUPUETEXOVTWY AcBevwv
— Case Report Forms) kot Kotd mepintwon Ba mapoaxwprnoeL Tn Xxprion tou eomALlopoU, ou
nieplypadetal avalutikd oto Mapaptnua A r tou e€omMALOMOU TIou TUXOV amattnBel Katd tn
Siapketa Sie€aywync tng KAwikng Epsuvacg/Mehétng Emidooewv. O e€omhlopog Ba sival tng
QIMOKAELOTIKNAG KUPLOTNTAG Tou XopnyoU, €dOcOV TOUTO EMITPEMETAL Ao T dUon Tou
(xpnoldavelo) kot Ba apapEeivel oTNV KATAoTaon oTNV omola apedoOn, kad’ 6An tn Sidpkela
¢ Epeuvag, AapPavopévng umodn tng avapevopevng ¢uotoloyikng ¢Bopdg Aoyw tng
ouvnBoug xprnoews. To Nocokopeio S1A ToU TaPOVTOG oS EXETAL TOV £V AOYW XPNOLEAVELGUO
KoL Ttapaxwpel Tov evoeSelyLévo Xwpo Tipog eykataotoor] tou. O Kuplog Epeuvntric Ba eivat
umeVBUVOC Kol UTIOXPEOC YLaL Tov £€OMALOUO, cupmeplhapBdavovtag kal Ttn cuvtnpnon (e
e€aipeon ta avolwotua), f onolovénmote KivEuVo ANWAELAG OXETIKO HE TOV EEOMALOUO KatTd
v mepiodo tng KAwiknc Epeuvag/MeAétng Embocewv. O Xopnyog 6ev Ba sival umelBuvog
YLOL TNV QVTLKATAOTAoN Tou £EOMALOUOU, €VEKO KOKAG XPriong. Metd tnv ohokAnpwan 1 tn Anén
¢ KAwikng Epeuvag/Mehétng Emubooewy, Ba mpénel va edpapuocBolv oL odnyleg Tou
Xopnyou yia tn 8tdBeon/emiotpodn tou e€omAiopol Adyw Along tou xpnotdaveiou.

1.7 Téoo 1o Noookopeio 600 Kkal o KUplog Epeuvntrg Sev Ba xpnotponotjoouv ta untd Epguva
latpotexvoloyikd mpoidvta/IVD kat ta mBavd IUYKPLTIKA TPolovVTO auTwy, Kol Ta
TIOPEXOUEVA OO TOV X0opnyo oXeTIKA pe tnv KAwikn Epeuva/Melétn Emubdoswy éyypada,
UALKG KoL ToV €EOMALOO, TOU OTIOLOU N Xpron mapaxwpeeLtal pe tnv mapovoa ZUUBach, yla
okomd alhov mépav tng Ste€aywyng tng KAwvikng Epeuvag/Melétng Emdooswv kot clupdwva
ME Toug OpouG Kal TIG TPoUToBETELG Xpriong, Tou opilovtal avaAutika oto Mapdptnua A
auTAG. H eubuvn yla tnv opbn mapalafn, anobrkeuon, dtavoun, xpnon, duAatn, emotpodn
KOl KOTAUETPNON TOU GUVOAOU Twv amoBepdtwv Twv umod Epesuva latpoteEXVOAOYLKWY
TPoidVTWV/IVD Kkal Twv Tulavwyv IUYKPLTKWY Tpoiovtwy tng KAwikng Epsuvag/Mehétng
Erudooswv Baplvel o Noookopeio kat tov KUplo Epeuvnth. ElSIkwe wg mpog ta umo Epeuva
latpotexvoloyikd mpoidvta/IVD kat ta mbavd SUyKPLTIKA TTPOTOVTA OUTWY TIOU TtapEXovTal
yla tnv €peuva, autd Ba xpnolpomololvTal amokAELOTIKA cUUdwva HE TG odnyieg Tou
MpwtokoAAou kat poévov yla tov okomo tng KAwikng Epeuvag/Melétng Embdoswv. Oa
akoAouBnBouv oL odnyieg ou Ba 060UV ard Tov Xopnyo oe oxéon e T Stabeor) Toug. Meta
v ohokAnpwon ) dtakomn tng KAwikAg Epsuvog/Mehétng Emidooewv tuxov andbepa unod
‘Epeuva latpotexvoloylkwy Tpoidviwv/IVD kal Twv mbavwyv IUYKPLTIKWY Tpoidviwy, Ba
TPEMEL va amoppldBel 1 emotpadel oclpudwva pe TG odnyleg Tou Xopnyou tn Sedouévn
OTLYMN Ko OTWG PO BAEMETAL KATWTEPW (GpBpo 2.4).

2. Awapketa ko KatayyeAia

2.1 H duapkela autng TG ZUMPBOONG APXETAL GECO QMO TNV NEEPOMNVIA TNG TeAsutaiag
unoypadng mou avaypadetal otnv apyrn tng mopoloag, Unod tnv Mpolndbeon €kdoong Tng
OXETLKNG EYKPLTIKAC arddaong and tnv E.E.A. kat, 0tav auto amatteital, and tov E.0.D.kat
AnyeL Tov piva [...] Tou €touc [...], €ktog Kat av Anéel vwpitepa cuudwva e TOUG OPOUG TNG
napovoag. Ta cupPaAlopeva pépn oupdwvolv OtL n ANEn tng WXUOG TNG Mapoloag
SOpBaong Suvartal va eméABEL TIPO TNE AVWTEPW NUEPOUNVIOG OTNV TEPIMTWON KOTA TNV
omola ta cupBoAdueva pépn cuvamodexovtal OTL OL OVWTEPW CUMUPBATLKEG UTIOXPEWOELG
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€xouv ekmAnpwBel vwpitepa 1 UETA TV WG AVW KATOANKTLKI TOU TIPOVTOG NUEPOUNVia,
QUITOKAELOTLKA KOl LOVO OTNV MEPIMTWON KOTA TNV omoia n mpobeopia yLa TV EKMARPWGOH TOUG
£xeL mapatabel pe apolpaia éyypadn cupdwvia twv cupuBarlopévwy PeEpwyY, oTo TAAicLO
TWV 0pwV NG mapovoag ZUpPBaong.

2.2 AUon NG mapouoag cUUPBAONG EMEPXETAL LE TN ANEN TNG WG AVw OPL{OUEVNG SLAPKELAG
™. Abon tng mapouooag cUUPBAONG UMOpPeL va eMEANBEL Kol TPO TNG TAPEAEUCEWSG TNG
SLAPKELAG TNG, OTNV MEPUMTWON KN €K600NG TNG AMOLTOULEVNG EVKPLTLKAG amodaong ano tnv
E.E.A. kat, otav auto amartteital, and tov E.0.Q. kat onotednnote (a) Pe Kowr, €yypadn
ocupdwvia tTwv cupuBaropévwy Hepwy, HE TNV omoia Ba puBuilovtal Kol oL CUVETELEG TNG
AUong kat’ autov Tov TPOTo N (B) Me €yypadn KotayyeAla auThg amo onolodnmote and ta
oUUBaANOUEVO LEPN, OTIOTESHTIOTE, UETA QO TTPONYOUUEVN OXETIKN £yypadn eldomoinon,
KOWOTIOLOUHEVN VOUIUWCE TIPOC Ta avTloupBolAOpeva pépn mpo Sekamévie (15) nuepwv Kot
(y) ne povopuepn avaitia SnAwaon tou Xopnyou mpo dekarévte (15) nuepwv. Ta anoteAéopata
8e aUTAC TNC KaTayYEALQG EMEPXOVTAL LETA TNV TAPOSO TOU WG AVW XPOVIKOU SLOCTAUATOG.
H napovoa ocUpBacn AUeTat alniiwg yia to cUBoAAOpEVA LEPN, N € CULBATLKNA UTIOXPEWON
Tou Xopnyou mpog tov Kuplo Epguvntr kat to Nocokopeio neplopiletal otnv kataBoAn povo
TOU LEPOUG TNG AMOLBNC, TTIOU QVTLOTOLXEL OTLG LEXPL TNV NUEPOA KOTA TNV OTIoLoL EMEPXOVTOL TAL
anoteAéopata TNG KotayyeAiag mapooxebeiosg unnpeoieg kol ektelecbeioeg epyaoieg,
anaAAacoOUEVOU Tou Xopnyou TG UTIOXPEWONG KOTaBOARG Tou umoAoinou tng apoLpng, to
omolo &ev elval eloétt anatntd. Kata mepimtwon, Ba enwotpédpetal otov Xopnyo, €vtog
TpLavta (30) nUepwV amo TNV nUepopnvia ANENG, omoloSAMoTe ENUTAEOV OGO TIANPWLNAG TTOU
KataBANROnKe.

2.3 KdBe cupBoropevo pépog Sikatoutal va poPel eyypaddwg otnv dueon, anpobeoun Kat
afnuia kotayyeAia Tng mapouoag ZUUBacnG, ehOCOV CUVIPEXEL TIPOG TOUTO omoudaiog Adyog.
Snoudaio Adyo armotehei, petafy GAwv, n mapaBiacn OMOUSAMOTE Twv OpWV NG
napovoag, BEwPoUUEVWY OAWV WG OUCLWSWY, N N CUUHOPPWON HE TNV LoXUOUOA KOLVOTIKA
Kat €Bvikn vopoBeoia mou Siémel Tn Sle€aywyr KAWIKAG EPEUVAG KOL TNV TIOPOXN TWV LE TNV
napoloa cUNPWVNUEVWY UTtnPEoLWY, N AN TAnpodopLwv oXeTI{opéVWY UE TNV aodaAsLa
TWV CUMUETEXOVTWY aoBevy, TIou kablotouv avaykaia Tnv katayyeAia TG ZUMBAong Kat n
AnPn mAnpodopLwv mou katadeikvuouv EAAeLPn eMapkoUG AMOTEAECUATIKOTNTAC. H WG Avw
KatayyeAia ylvetal eyypddwe KoL TA ANMOTEAECUATA TNG EMEPXOVTAL AUECA oo TNV enidoon)
™G. Eav o onoudaiog Adyog odelleTal 0 UMALTIOTNTO KATIOLOU A0 TAL MEPN, TO AVUTIAITLO
UEpog Slatnpel OAa Ta SIKOLWUOTA TTOU TOU XOPNYEL 0 VOUOG KOTA TOU umattiou, t8iwg 8 to
Sikalwpa yla amokatdotaon kabe {nuiog mou Ba umootel amod tv attia avtiv. Me thv
Koworoinon tng katayyeliag, o KUplog Epeuvntig cupdwvel va Anéel dueoa tn Ste€aywyn
™¢ KAwikng Epeuvag/Melétng Emubooewy, otov BaOUO TOU EMITPEMETOL LATPIKA YLAL TOUG
ouppetexovteg otnv KAwvikr) Epeuva/ Mehétn Emddoswv aoBeveic.

2.4 To Noookopelo kat o KUplog Epeuvntrg Oa emiotpéPouv atov Xopnyo 1 Ba kataotpePpouv
cludwva pe TG pNTEC 0dnyieg tou Xopnyou, omoladAmote pn xpnotpomnownfsica moogdtnta
Twv UTO Epeuva latpotexvoloyLkwy Tpoiovtwv/IVD kat Twv mBavwy SUYKPLTIKWY TIPOLOVTIWY,
Oha ta £yypada, apxeia, LALkd kat e€omhlopd mou mapacxEBnkav amnd tov Xopnyo/CRO kat
OAeg Ti¢ Epmioteutikég NMAnpodopieg, Omwe autég opilovtal oto dpOpo 7.2 KATWTEPW, UE TAV
ohokAfpwon tng KAwikAg Epsuvag/Melétng Embooswy i pe tn Aon/AAEn tg T0uBaocng



&

2130 E®OHMEPIAA THE KYBEPNHIEQX

Teuxog B'230/22.01.2026

autng kad’ olovénmote Tpomo. Autn n Statafn Sev LOYUEL yla ta €yypada Kol Ta apxela, Ta
ormola Ba mpémel va Slatnpnbolv amd tov Kiplo Epeuvntr kal vo mopopeivouv oto
EPEUVNTIKO KEVTPO He euBUVN Tou, Omwe opiletat amod to NPwTOkoAAO Kal OTwWE amatteitat
ard tnv woxVouoa OVIKN Kal KOWOTLKN vopoBeaia.

3. Apuodieg Apxés - Eyypadn ZuykatdBeon petda and Evnuépwon — Eykpioelg

3.1. O Kuplog Epeuvntig Ba eivatl umevBuvog yla t Afdn tou Evtvmou Evnuépwong Kat
JuykatdBeong AcBevoug UTIOYEYPAUUEVOU QTTO 1] YLa AOYOPLOOUO KABE CUUUETEXOVTOG OTNV
KAwikry ‘Epsuva/Mehétn Emibocswv aocbevolg, to omoio ‘Eviumo Evnuépwong Kot
JuykatdBeong AoBevoug Ba £xeL eykplOel amod tov Xopnyo Kal TIg apUOSLeG apxEC Kol hopEig
(E.E.A. kat, 6tav auto amatteital, anod tov E.0.0.). Ta evundypada autd éyypada, Thpel Kat
¢dularttel oe apxeio o Kuplog Epeuvntrg kat Sev Ta petaBLBalel otov Xopnyo, CUUGWVWE TPOG
TNV Loxvouoa vopoBbeoia repl Sedouévwy poowrtikol xapaktrpa. To apxelo auto mpéneL va
Bploketat, epooov Intnbei, otn dLabeon Twv appodiwv opyavwv tou E.0.D. rj GAAwV apxwv.
2e nmepintwon nou Tou {ntnbei, Suvatal va BeBalwvel og untevBuvn SnAwon TNV THPNOoN TNG
Sladkaoiag kal tou apxeiou, yla OAOUC TOUC CUMUETEXOVTEC 0T HEAETN aoBeveic eméxovrag
K&Be guBUVN, oe mepinmtwon avakpBoug SnAwaong.

3.2. O Xopny6g/CRO pe tn ouvepyaoia tou Kupiou Epsuvntd Ba eival unelBuvog yla thv
OAOKANPWON OAWV TWV TUTUKWV SLadlkaowwv £ykplong mou oxetiovral pe tn dte€aywyn tng
KAwiknc Epguvag/Melétng Embooswv (0mwg umoPfoln aitnong die€aywyng tng) Kat Ye thv
nipouriBeia A eloaywyn twv und Epsuva latpotexvoloyLkwy mpoidovtwv/IVD Kat Twv mibavwyv
JUYKPLTLKWY TPoiovTwy, yia tn AnPn g éyypadng anoddaong amno ty E.E.A. kat, 6tav autd
amnatteitat, ano tov E.0.D., mpwv amnd tnv evapén tng KAwikng Epeuvag/Mehétng Embooewv.

3.3. O Kuplog Epeuvntrg umoxpeoutal va ebappolel MARPWS TV Kelpevn vopoBeoia mou
SLEMEL TO QVTIKElEVO TG Mapoloag ZUBaonc.

3.4. 3e k4Oe mepimtwon, yporttr £ykplon tou NMpwtokoAAou kal tou Evtumou Evnuépwong kat
SuykatdBsong AoBevouc Ba mpémel vo Aappavetal anod tov Kuplo Epguvntr mpv amd tnv
£vapén tng KAwikig Epsuvag/Mehétng Emddoswyv. O Kiplog Epsuvntrc cupdwvei va pnv
evtagel kavéva umokeipevo otnv KAwikn Epeuva/ Mehétn EmSocewv mpv amod tn pnth
anodaon Siefaywyng tng and tnv E.E.A. kai, Otav auto amatteital, amno tov E.0.O. To
Noookopeio kat o KUplog Epeuvntrg UOXPEOUVTAL VO EVNUEPWVOUV GLECA TOV Xopnyod yla
KaBe €Aeyxo N emBewpnon amo omoladnIoTe PUBLLLOTLKN apXn N omola oXeTLeTAL UE TNV
KAwikn Epeuva/Melétn Emddoswv mou Ste€dyetal Suvapel Tng mapovoag TUpuBaonc.

4. Avadopd Aedopévwy kat AverlBopnta Zuppavia

4.1 O Kiplog Epeuvntrg oupdwvel va mapéxsl otov Xopnyd/CRO meplodikd Kol avd Taktd
Xpovika Slaotiparta, oAa ta anoteAéopoata tng KAk Epeuvag/Mehétng Embocewy kat
oMo 6edopéva, mou untayopevovtat and To MpwtokoAAo (ta «Asdopévay), o€ KATAAANAWG
oupmAnpwpéva (eyypadwg r/kat nhektpovika) QUM MapakoAolBNoNG ZUUUETEXOVTWY
AcoBevwv — Case Report Forms (CRFs) gvtog [...] (...) nuepwv amd tnv kabe emiokePn kabe
CUUUETEXOVTOG 0i0Bevolg oTo KEVTPO Ue e€aipeon tnv apxikn emiokedn kot TG ToBapeg
Averu®uunteg EvEpyeleg ou MpEMeL va pooteBoUv evtog elkoot teoodpwy (24) wpwv. Mpog
arnodpuyn audBoiiwy, ta Asdopéva mepllaupavouv, xwpic MEPLOPLOUO, £yypada, eite
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Xelpoypada elte exktunwpéva, ypadnuata, BIVTEO Kol QKOUOTIKO UAIKO, KaBwg Ko
nmAnpodopieg ou meplExovtal oe omnolovnmote pakeho, omoladnmote nAekTpovikn Baon n
nmAnpodopieg o NAEKTPOVIKT Hopdr), TTou SnULoupyoUVTaL Kot/ TTopAyovTaL O OXECN UE TN
Sie€aywyn g KAwiknc Epeuvag/Melétng Embooswv. Ta éyypada avadopds Ba mpénel va
duldooovtal Eexwplotd yla Tnv umoothipEn twv dedopévwy mou sloayovtol oto ECRF/CRF
yla €ikool mévte (25) £€tn 1 Kol TEPLOOOTEPO, €GV OL £PapUooTEEC £OVIKEG 1 SieBveig
nipodlaypadég opilouv peyolutepn Stapketa. OAoL oL KWSLKOL avayvweLONG TWV UTTOKELUEVWY
™¢ KAk Epeuvag/Melétng Emidooswv Ba mpémel va puldooovtal o éva aopaAéG HEPOG
yla eikool mévte (25) £€tn 1 Kol TEPLOCOTEPO, €GV OL ePappooTEEC €OVIKEC i SieBveig
nipodlaypadg opilouv peyahitepn SLapkeLa.

4.2 O Kuplog Epeuvntng cupdwvel emiong va kataypadel kat va avadEpeL oTov Xopnyo Aueoa
Kal og kABe mepimtwon OxL apyotepa amod eikool téooeplg (24) wpeg adou AABeL yvwon,
omoladnnote cofapd avemBupunTa cuPPBAVTA, TIEPLOTATLKA EYKUMOCUVNG Kal GAAa coBapd
LOTPLKA TIEPLOTOTIKA, OMWG autd opilovtal oto MpwTtdkoANo, TTOU TapatnPOUVIAL KATA TN
Slapkela tng Epeuvog Kal EMNPEAlOUV  OTMOLOVONATIOTE GCUMMUETEXOVTA oTnV  KAWLKN
‘Epeuva/Melétn Emuboocewv acbevry. O Kiplog Epeuvntig mepaltépw oupdwvel va
napakoAouBnoel tnv €EEAEN TETOLwY avadopwy TMEPLOTATIKWY ME AeTTopepElS, Eyypadeg
avadopeg mapakolouBnong, TG omoieg Ba amooteilel oto Xopnyd oUudwva He Ta
Xpovodlaypappata mou opilouv oL ecWTEPLKEG Sladkaoiec tou XopnyoU OAAG Kkal Tou
MpwtokOAAOU, oL LoXUOUOEG VOLLOBETIKEG SLATAEELG KOL KAVOVLOTLKEG ATTALTI OELG, TOCO KATA TN
SLdpkela 600 Kal LETA To TEPC TN KAVIKAG Epsuvag/Melétng Embooswv. Emtiong, o Kbplog
Epeuvntng oupdwvel va mapéxel mAnpodopieg ameubeiag kot otov E.O0.D., povo otnv
niepitwon mou o E.0.®. to {ntrioel cuudwva Pe TV Loxvouoa vopobeaia.

4.3 O Kuplog Epeuvniig umoxpeoutal emiong va avadeépel otov Tomkd YmeuBuvo
YAKoemaypUmvnong tTou Xopnyou, evtog eikoot tecodpwy (24) wpwv and tn otyun mou fa
AaBetl yvwon, 6Aeg g muBaveg AverlBuunteg Evépyeleg, mou adopouV LOTPOTEXVOAOYLKA
npoidvta/IVD tou XopnyoU Kal OUYKPLTIKA TPolovta TNG KAWIKAC E£psuvag/HeNETng
erI800eWV, cCUUPWVA LE Ta TIPOPBAETIOUEVO TIOU 0pI{OUV TOOO OL ECWTEPIKEC SLadLKACLES TOU
XopnyoU OXeTIKA WE TNV avadopd kot Staxeiplon AveruBuuntwv Evepyewwv 600 Kal n
LoxUouoa vopoBeoia. Yroypeoutal eniong va avadépet kabe Molotikd Mapdmnovo Mpoidvtog,
TIOU TOU YVWOTOTOLETAL, EVTOG 24WPOU ATt TN OTLYUN TTou AapBAaveL yvwon autou.

4.4 O Kiplog Epeuvntrig umoxpeoUtal emiong va avadépet otov Tomkd YmelOuvo
YAKoemaypUmvnong Tou Xopnyou, evtog eikoot tecodpwy (24) wpwv and tn otyun mou Ba
AaBeL yvwon omolodnmote MOpAnovo Tou adopd OTnV ToLoTNTO €VOg TIPoilovtog. Qg
napanovo opiletal omoladnmote gudavrg avnouxia mou Ba pmopoloe va oxetiletal Ue
mBavn amotuyio Tou mPoidvTog va avtenetEABeL og KATOLO amto TIG PodLaypadEG ToU HETA
T Stavopn Tou. Mo cuyKekpLUEVA, WG Mapamovo, mou adopd oTNV TOLOTNTA EVOG TIPOLOVTOG,
opiletal omoladnmote avnouxla Mou OXETWleTAL Ye TNV TOUTOTNTA, TNV aflomiotia, Tnv
anoteAeopatikoTnTa 1 TNV armddoon Tou TPoiovtog. Ita maparnova mou adopouv Thv
MNowdtnta evog Npoidvtog mephapBavovtal EVSELKTIKA Kot OXL TIEPLOPLOTIKA TOL TIAPAKATW:

- Napamova avadoplka [E T CUCKEVAOLA, OMWEG EAAUTEG 1} EAATTWUOTIKO TIEPLEXOUEVO N
Suoavayvwotog aplduog naptidag  nuepounvia AnEng.
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- Mapamova avadpoplka Ue T GUOLKA XOPAKTNPLOTIKA, YLot TIOPASELYHA aAAOYr XPWHATOG,
oykou, f kaBapdTnTag Tou MPoiovToC.

- Mapamnova avadopikd e Tnv napoucia cwuatdiwy r Anatog, yla napadelypa n avadopd
Umapéng pUikpwv cwuotdiwv f vibadwy oe uypd To omoio MPEMEL va eivat SLaUyEG.

4.5 Tooo o Kuplog Epeuvntrg 6oo kot o Xopnyog/CRO umoxpeolvtaL va EVNLEPWVOUV TO
Noookopeio, tov E.O.®. kat tnv E.E.A. ywa tnv mpdodo tng KAwikng Epeuvag/Melétng
Emubo0ewv Kal PETA TO EPACG AUTAG, va uTtoBalouv Aemttopepr) €kBeon pe Ta amoteAéopoTa
¢ Epeuvag.

4.6 O KUplog Epguvntng umoxpeolTtoL pnTwe vo Slatnprosl HETA To mépag Sie€aywyng tng
KAwikn g Epeuvac/Melétng Embooswv Oha ta apyeia ta onoia oxetiovtal e Kot apopolv
otnv KAwwkn Epeuva/Melétn Embooswy, yia 600 xpovo opiletat oto MNpwTtokoAAo Kot
aratteltal and tny oxvouoa KowoTikA Kot eAAnVIKA vopoBeoia, kabwg Kal ylo 660 XpOvo Tou
{ntnBel eyypadwg amno tov Xopnyo.

4.7 O Kuplog Epeuvntiig umoxpeoUtatl ka®’ OAn tn Sldpkela oAAG Kol META TO TEPOC
Ste€aywync tng KAwikng Epeuvacg/ Melétng EmSdoswy va amavtd o KABe EpWTNUO OXETLKO
UE TRV mapoloa TUUBACT, TOUG CUMUETEXOVTEG aoBeveic kal e Tn Stadikacia Ste€aywyng tng
‘Epeuvag, mou Ba tou unoPAnOel ano tov Xopnyo, tov E.O.D. kal T apuOSLleG ApPXEG ME
T(PONYOULEVN EVNILEPWON TOU XOPNYyoU OTLG EPUTTWOELG LUTEG. ZTNV MEPIMTWON TIOU KOTA TN
Slapkela ) petd to népag g KAwikng Epeuvag/MeAétng Emubooswy SexBel epwtioeLg amo
SnpooLloypddoug 1 OLKOVOULKOUG aVOAUTEG, cupdwVEel val cuBoUAEUBEL kal va evnepWOEL
T(PONYOUUEVWG ToV Emotnuovikd YreuBuvo tou Xopnyou, kal evEEXOUEVWE VA AMOCXEL TNG
andvtnong oto MAAioLo TG apXnG TNG EUMLOTEUTIKOTNTOC Kal EXEUUOELAC TTOU LOYXUEL 0TV
TopoUoa, aAAG Kol TOU LATPLKOU artopprTou.

5. Enontteia - MapakoAouOnon thg KAk Epguvag/Melétng Emibdoswv

5.1 Kata tn Swdpkela autng t™g 20pPBaocng, to Noookopeio kat o Kuplog Epeuvntig
cUUPWVOUV VA EMITPEMOUV GE EKTIPOCWITOUS Tou XopnyoU/CRO Kat oTLG apUOSLEG OPXEC Kall
dopeig (oupnephapBavouévng, edv autd duvatal va edpappootel, Tng US F.D.A. — United
States Food and Drug Administration) va e€etdlouv evtog omolacSAmoTe AOYLIKAG WPOG KOTA
TN SLAPKELA TOU KOVOVIKOU wpapiou gpyaciag (i) Tig eykataotaoelg ormouv Ste€ayetat n KAwikn
Epeuva/ Mehétn Embdoswv, (i) pn enefepyacpéva Asbopéva amd tnv KAWLk
Epeuva/MeAétn Embdoswy, oupmepAapBavopévwy WV TMPWTOTUNMWY  apXEiwv  Twv
CUULETEXOVTWY 0l0OEVWY, EAV QUTO ETUTPETETAL OO TOUG OPOUG Tou Eviumou ZuykatdBeong
AcBevoulg kal tnv Loxvouoa vouoBeoia kat (iii) omoladnmote GAAn oxetiky mAnpodopia,
anapaitntn yw va eniBefatwoouy ot n KAk Epeuva/Melétn Emibdoswv Sie€dyetal
oUudwva Le To NMPWTOKOAAOD, KaL € CUMUOPPWON LLE TLG LOXUOUOEG VOLOBETIKEG SLATAEELG Kal
KOVOVIOTIKEG  QUTALTAOEL;, OCUMMEPINOUPBAVOUEVWYV TWV VOUWV KOl KOVOVIOMWV TEPL
MNpootaociag Aedopévwy MpoowrikoU Xapaktipa kal mepl amoppntou kat aodAAELAG TNG
enefepyaciog. O Kuplog Epeuvntng Ba eldomnotrosl apéowg tov Xopnyd oe MepinmTwon mou
omoLadnAmote appodla apyn Tmpoypappatiost i awpviSiootikd Sie€dyel €leyxo kat Oa
XOpNynoeL dueoca otov Xopnyd, HE TNV Kowomoinon Ttou, avtiypado omoiacdnmote
aAAnAoypadiag, mpoepxOUevng amd TV appodia apxr], TTOU TPOKUTITEL WG ATOTEAECHA EVOG
TETOLOU EAEyyOU.
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5.2 To Noookopeio kat o Kuplog Epguvntig cupdwvolv va AdBouv Ta amapaitnta LETpa, TTou
QTOULTOUVTAL OO TOV XOpnyo, TPOoKeLUEVOU va SlopBwoouv eAAeieLg TOU onuelwONKav Katd
T S1dpkeLa evog eAéyxou. EmumpocBEtwe, o Xopnyog Ba £xeL To Sikaiwpa va emBewprjoet Kat
va eykpivel omoladnmote oAAnAoypadio mpog TG apuOSLEG apXEC, TIOU TIPOKUTITEL WG
QIOTEAEOUA EVOC TETOLOU EAEYXOU MO TIG OPUOSLEG OPXEC, TPV TNV UTIOBOAN TNG oo To
Noookopeio fj tov KUplo Epeuvnth.

6. ZUpNOPpPWON KE TOUG LOXUOVTEG VOUOUG

6.1 Ta cupBarNOpeva pépn oupdwvoLv va Ste€dyouv tnv KAk Epeuva/Melétn Embdoewv
cludwva He TG SLOTALELS TWV LOXUOUOWY EUPWIALKWY Kol €BVIKWV VOUOBECLWY ToU
oXeTilovTal e TIG KAWVIKEG EPEUVEG/UENETEG EMLEOCEWV KOl TNV edappoyn TNG opBNAg KAWIKAG
TPAKTLKAG 0T Ste€aywyr TWV KAWIKWY UEAETWY OTaA LATPOTEXVOAOYLIKA mpoiovta/IVD, ot
ocuudwvia pe tg KatevBuvtrpleg Odnyleg 0Opbrg KAwikng Mpaktikig (ICH-Good Clinical
Practices, edpeérc wg KateuBuvtrpleg O8nyieg ICH-GCP), tn vopoBeoia mept Swpodokiag Kat
SladBopag, cupneptlappavopévou tou vopou twv HMNA mepl Mpaktikwv AladBopdg otnv
AMNodbamnr (Foreign Corrupt Practices Act) Kal TI( YEVIKWG QTMOSEKTEC OUVONKEG, OmMwe n
Awaknpuén tou EAcivki, 0mwg LoxUeL, eBvikol vopoL mou edpappolouy T Eupwnaikég O8nyieg
(EE) 2017/745 ka1 2017/746, yparmtég 08nyileg KaL TPAKTLKEG TIOU TtapExovTaL amnd tov Xopnyo,
KaBWE Kol TOUG LoXUOVTEC VOUOUG yla TNV KatamoAéunon tng dwpodokiag mou adopolv
OAANAETUOPACEL] e KUPBEPVNTIKOUG OELWUATOUX0UG, UTOAARAOUG KOl QVTIUTPOOWITOUG
(«loxUouoa NopoBeaoia»).

6.2 ElSkdTEPA KavEVA amo Ta cuBoAAOpeva pépn Sev Ba mpoBel o oladnmote evépyela, n
omola amayopeletal amd tnv eBviki kat AAAn vopoBeoia katd tng SladBopdg
(oupmephapBavouévng tng vopobeciag Foreign Corrupt Practices Act twv H.M.A., kat
oUVOAWKA «NopoBeoia katd tng AtadBopdg») mou mibavov LoxUouy yla To éva 1) Kal ta §uo
pépn TNG Z0UPBaonc. EmumAéov, kavéva amd ta cupPorAdueva pépn dev Ba KAvel Kapia
mAnpwn i Ba mpoodépel | Ba petadépel otdnmote aflog os onolovEATOTE KUPBEPVNTLKO
AELWUOTOUXO 1 KPATKO UTIAAANAO, O€ OTEAEXOG TTOALTIKOU KOMUATOG i urtoPrdlo TOALTIKO n
oe omolodnmote TPito HEPOC OV CUVOEETAL e TNV Tapoloa cuvalAayr Ue Tpdmo mou Ba
pmopouoe va rapapLaoet tnv NopoBeoia mepi AladpOopadg.

6.3 Ta oupPoAiopeva otnv mopoloa MéEPn oupdwvolv va Siedayouv tnv KAWLIKA
‘Epeuva/Melétn Embocewy Kat va Statnpouv apyeia kot edopéva, Twv omoiwv n dtatipnon
elvat avaykaia yla Adyoug voukoUg rj yia Adyoug mou adopolv oTthv £HOpPUOYr] CXETIKWY
LOTPLKWY KAVOVIOUWY, O0GOALOTIKWY OpwV N UTIOXPEWOEWV TAPNONG OpXelwv, Katd TN
SLApKELA KAl PETA TO TIEPAC TG LoV oG aUTAG TNG Z0UPBaoNG, o MANPN CUUUOPPWON UE ThV
Loxvouoa vouoBeoia kat Kavoviopoulg, kabwg kot cUpdwva UE TN OXETIKN TIOAITIKA TOU
Xopnyou mept dlatrnpnong apxelwv amod e£wtepLlkoUg CUVEPYATEG N Kol AAAWG Kal cUpdwva
HE TOUC OPOUG Kat TIG TipoUToBEaeLC Ttov tibevtal avwTépw.

6.4 EnutAgov, o Kuplog Epeuvnti¢ oupdwvel 6TL oL apolBEG tou poBAEmovtal oTnv mapouoa
SOpBaon amd tov Xopnyo, Sev €xouv okomd va emnpedoouv tn ARPn onolacdrnote
anodaong mbavov va kKAnBel va AdBel o i6log, N kAmolog amod toug SteuBuvtég, cuv-
EPELVNTEG, UTIOAANAOUG, OUVEPYATEG K.A., TTIOU TUYXAVEL va gival dnuootol ultdAAnAot, dgv
£€XOUV OKOTIO va €MNPEAcoLY, €lte tn cuvtayoypadia tou oe 0deNOG TwV MPOIOGVIWV ToU
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Xopnyou, eite tnv mpounBela eite tnv aodaAlotikn kAAudn eite 10 pe omolodnmote TPOTO
ETUXELPNUATIKO 0deNog Tou Xopnyou. Mpooétt Ba Staohaliosl OTL OAOL OL CUVEPYATEG Kal
npootnBévteg Tou KalL TuXOov Sopudoplkd  KEVTpA, OUMMEPAAUBAVOUEVWY  TWV
ouvepyalOUevVWY  gpeuvnNTwyY, oL omoiol eumAékovtatl otn  Siefaywyn ™G  KAWLKAG
‘Epeuvac/Mehétng EmiSooswy, katavoolv OtL ocUpdwva HE TOUG LOXUOVIEC VOUOUG,
Kavoviopoug, pmopei va artautnBei va yvwotomnotnBolv oplopéva OLKOVOULKA OTOLXEl OTLG
OPUOBLEG PUBLLOTIKEG APXES EVTOG Kal EKTOG EANAS0G. TéNOG, yivetal apolBaiwg amodektd otL
oe Tmepimtwon HeToPOANG NG UPLOTAUEVNG KOTAoTOoNG, N TOPABAONG ToU WG Gvw
vopoBetikoU TAaoiou, o Xopnyog xel SiKalwpo GUECNC KOl LOVOUEPOUC KatayyeAlag tng
napoloag Kal AUECNG e€mLoTpodrg Tuxov kataBAnbévtog moool. Mepartépw Sikalwpa
anolnuiwong tou Xopnyou dev amokAeietal.

6.5 Ta cupPaAlopeva otnv mapouco HEPN SnAWvVouV pNTwg OTL €ivol O yvwon Twv
Slatd&swv tou Mevikol Kavoviopoul Mpootaciag AsSopévwy [Kavoviopog (EE) 2016/679 tou
Eupwmnaikol KowoBouAiou kat tou ZupBouliou, tng 27" ArtptAiou 2016, EE L 119] kat twv
€Bvikwv puBuicewv mou Siémouv tn vopwn Sie€aywyn tng KAwikng Epeuvac/Melétng
Emudo0ewv KoL TNV Iapoxh Twv oU UG WVNUEVWY UTTNPECLWY KOL OTL avaAapBavouv mANpwGE TLg
UTIOXPEWOELG TOUG Bacel Tou Sikaiou tng Eupwnaikng Evwong 1 eBvikwv pubuioswv oxeTka
E TNV POCTACLA TOU ATOMOU EVAVTL TG enefepyaoiog SeSOUEVWY TTPOCWTILKOU XOPAKTNPA,
avadoplkd He T oulhoyn kal kdBe mepattépw enefepyacio AWV TwWV cUMNexBEvTwY
SeS0UEVWV TTPOCWTTLKOU XAPOKTHPOL Kol OAWV OUTWV TWV OTtolwv TuXov Ba AdBouv yvwaon oto
TMAQLOLO TNG TOPOXAG TwV CUUPWVNUEVWY UTINPECLWY, KOBWE Kol TwV OXETIKWV UE TN
Sie€aywyn tg KAwikig Epeuvag/Melétng Embdoswv ocuotnudtwv apxeloBEtnong mou
nieplhapPavouv tétolou eidoug Sedopéva. ITo mMAaiolo autd, Ta cupBalloueva pépn
SnAwvouv 6tL n culloyn, n tNpnon Kat kabe GAAn emefepyacia S£S0UEVWY TPOCWTTLKOU
XOPOKTAPA, OMWG TANPOPOPLWV OXETIKA ME TNV UYELA KAl TN PAPUAKEUTIKN aywyn Twv
CUUUETEXOVTWY 0oBevwy, KaBWE kal E60UEVWV TIPOCWTITLKOU XOpOKTHPO Ttou adopolv 6TovV
KUplo Epeuvntii Kal OTMOLOSATIOTE €EPEUVNTIKO TPOOWIIKO (TL.X. Ovopa, &eBuvon kot
TNAEdWVIKOG aplOudg tou Noookopeiou 1 TG KAWLIKAG, Bloypadikd) UTIOKEWVTAL O TIARPN
CUUHOPPWON HE TOUG LOXUOVTEG VOUOUG, SLATAEELC KOL UTIOXPEWOELG KoL TTou emBAaAAovTal
Baoet tou Sikaiou tng Eupwrmaikig Evwong r eBVikwv pubpicEwv OXETIKA LLE TNV TpooTacia
TOU QTOMOU Evavil TG enefepyaoiog Se50UEVWV TTPOCWTIKOU XOPOKTAPO Kol OTL KATA T
GUAAOYN KO TIEPAUTEP W ETIEEEPYAOLA TWV SESOUEVWV TIPOCWTILKOU XapaKkTipa cuudwvouv va
AdBouv ta katdAAnAa pétpa acholeiag yia tnv amoduyr) OMOLOUSHTIOTE TEPLOTATIKOU
napaPiaong (khomng, unefaipeong, mapamoinong, avopuodiag mpocfacng K.AM.) ota
tnpolpeva cuotAuaTta apxeloBETnong, va SlaTNPRCoOUV TOV EUTILOTEUTIKO XAPAKTAPA TWV
mAnpodoplwv TEpl TNG KATAOTAONG TNG Uyeiag Kol NG GAPUAKEUTIKAG Oywyng Twv
GUUUETEXOVTWY 00BEVWY, VO EVILEPWVOUV KATOAANAWG TO MPOowna, ota onoia adopouv ta
6eS0OEVA TIPOCWIIKOU XOPOKTHPA, OXETIKA WE TOV OKOTO, Tn OUAAOYN Kat KABe AGAAn
EMELEPYOOLA TOUG, VO TIAPEXOUV OTA EUMAEKOUEVA TIPOCWTTA TIPOCBACN 0T TPOCWTTLKA TOUG
Sedopéva kal va amayopelouV TV MPOcBach 0€ AUTA amo Un e€oucloSotnéva ATOUa.

6.6 O Xopnyog duvarat va anooteilel SeS0UEVA TIPOCWITLKOU XOPAKTAPA 08 AAAEG BUYATPLKEG
gtalpeieg tou Opilou pe €6pa evtog tng Eupwnaikig Evwong o avtutpoownoug f/kal o
cupBarlopévoug mou epydlovtal ek HEPOUC 1 YL Aoyaplacpd tou Xopnyou, KaBwS Kal o
PUBLLOTLKEG apXEG. AVTLOTOLXWG, SESOUEVA TIPOCWTILKOU XaPaKTHpa SUVAVTOL VA AmooTaAoUV
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0€ PUBLLOTIKEG OPXEG aVA TOV KOOMO N GAAeG Buyatplkég etalpeieg Tou OpAou Og XWPES
€KTO¢ Eupwnaikng Evwong, onwg ot H.M.A., oL onolol va ap€XouV LKAVOTIOLNTLKO emtinedo
npootoociag twv SeSouévwv mpoowritkol xapaktipa. Kabe tétolou eidoug amootoAn
5E60UEVWVTIPOCWTILKOU XOPOKTH PO, AVEEOPTATWE EAV O ATMOSEKTNG AUTWV BPloKETAL EVTOG N
€KTOG Eupwnaikng Evwong, Ba mpaypatomnoleitol auotnpws cUUPWVA LE TOUG OPOUG KAL TNG
npolmoBéoelg mou tiBevtal amd tnv €OVIKA Kol KOWOTIKN vopoBesoio kot os mARpn
CUUUOPPWON UE OAEG TIG LEXPL ONEPA 0ONYLEG, amodAoELg, EYKUKALOUG kal KavoviopoUgtng
Apxng Npootaociag Asdopévwy Mpoowrikol Xapaktrpa, mou adopolV TO OVTLKELMEVO TNG
napovoag. Y& KOs mepintwon, o Xopnyog, oL Buyatpkég etatpeieg tou Opidou KaBwg Kat ot
avtiotolyol ekmpoowrol Toug deopevovtal va ePapUolouV LKOVOTIOLNTIKEG AOPAALOTIKES
SikAeideg ylo tnv mpootaocia autwv Twv dedopévwy. AsSopéva TPOCWTILKOU XapaKThpa
Suvavtal eniong va amokaAudBouv, e€dpoocov autod eMPBANETAL QMO  EMOVWLEVES
ETIOTITEVOUOEG I OLKOOTIKEG QPXEG N QMO TNV LoxUouca vouoBeoia. TéAog, Ta pépn
ouudwvoUV OTL 0 XOpNYOC UMOPEL Vo XPNOLUOTIOLEL SESOUEVA TIPOOWTTIKOU XAPAKTHPA TTOU
adopolv oTov EpeuvnTr) Kol TOUG CUVEPYATEG TOU YLA OKOTIOUG ECWTEPLKNAG Slayeiplong kat
ETUKOLVWVIAG.

6.7 To Noookopeio kat o Kuplog Epeuvntr¢ Ba EVNUEPWVEL TO EPEUVNTIKO Kol TAONC
duoewg ocuppetéxov otn Stefaywyn t™ng KAWLk Epeuvag/MeAétng EMSO0EWY TPOCWTILKO
OTL Tt TPOOWTTLKA Toug dedopéva Suvatal va cUAAEyovTal, ONwE opiletal oto apbpo 6 Tou
IKMNA 2016/679, kai 6rou amatteital Oa AapBavel kat tnv Eyypadn cuykatdbeor| Toug.

6.8 TNV MEPLMTWON MOV OMOLOSATIOTE Ao Ta CUMBAANOUEVA oTNY Ttapovoa ZUBacn LEpn
BewpnBel otL mapaPLalet Loxovteg vOUOUG Kal Slatdéelg, Ta cupBarAdpeva otnyv napovoa
pépn cupdwvouv va SlampayuateuBouv pe kaAn miotn avabBewpnon Tou 6pou f Twv OpwWV
TIOU OuVIoToUV TNV mapafiacn. Itnv mnepimtwon mou ta Mépn Oev Suvavral va
OUNPWVNOOUV WG TIPOG TOUG VEOUG I TPOTIOTIOLNEVOUG OPOUC, OTIWG ATTALTE(TOL £TOL WOTE TO
oUvolo tng ZuuPBaocng va Bpioketal og cuuuopdwaon pe tnv Loxlouca vouoBeaia, Tote KABe
ouUUBaANOUEVO LEPOG UMmopEel va Katayyeilel TV mapoloa ZUUPBACH KATOTILY TIPONYOUMEVNG
gyypadng sldomoinong VoUlUwS KOWOMOLOUKEVNG TIPOG T avTtloupBallopeva pépn mpo
g€nvra (60) nuepwv.

7. Awouwparta Mveupatikig IStoktnoiag - EuniotevtikotnTa - Anpooisuon

7.1 0\a to Asbopéva, oupneplhapBavouévwy, xwpic meploplopd, eyypddwv, Xewpdypadwv
| EVIUTIWV O HOPPN EKTUTIWOEWV, YpadlKWY, UALKOU Bilvteo kot nxou, kabwg Kot
mAnpodoplwV TIOU TIEPLEXOVTAL OE OlLodHTOoTE apXeio, omoladnmote nAektpovikn PBdon
Sedopévwy | og popodn nhektpovikwv mAnpodoplwy, Snuioupynévta r/kat mapaxbévta ot
oxéon e tn Se€aywyn tng KAwvikng Epeuvac/Melétng Embddoswy, Ba amotelouv LSloktnoia
Tou Xopnyou, o omoiog pmopel va xpnoipornolnoel ta Asdopéva pe omolo tpomno Bewpel
KATAAANAO, cUpdwVa e TouG LoxUovtegvopoug katKavoviopoUgmiepi Mpootaociag AeSopévwy
Mpoowrnikol Xapaktinpa, achodelag tng emefepyaciag kal omoppntou, Kabwg Kot
cludwWva e TOug OPOUG AUTAG TG ZUUBaoNG. Omolodrmote £€pY0, AVTLKELUEVO SIKALWUATOG
TIVEUMATLKAG L8Loktnotag, SUVANEVO vo IPooTateUBEel Katd TG SLaTAEELG TEPL TIVEU HOTIKAG
dloktnoiag, To omoio Ba €xeL dnuioupyndel oe oxéon pe tn Se€aywyn tng KAWLIKAG
‘Epeuvag/MeA€Tng EMEO0EWV KaL TTEPLEXETAL EVTOG TV AgSOUEVWV (EKTOG QIO OTIOLASATIOTE
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dnuooieuon amnod tov Kuplo Epeuvntr, onwg npoPAenetal otnv napaypado 7.3) Ba amotelel
dloktnoila Tou XopnyoU, WG KUPLOU TOU OMEPLOPIOTOU TEPLOUGLAKOU SLKALWUATOS
TIVEUMATLKAG LSloktnotag autol tou £pyou. OAa ta SIKOLWMOTA TIVEUUATIKAG Sloktnoiog
TiepLoUoLOKNG PpUoswg tou Kiplou Epeuvntr) Kal Twv AOUWV SnULOUPYWY, CUVTEAECTWYV,
GUVEPYATWY, CUVEPEUVNTWY KAl AOUTWV CUUUETEXOVTIWY, TIOU TUXOV Ba cupBdallouv ko’
olovénmote TPOMO OT0 £pyo, T omoia  adopolv TRV Tmapovoa fUuPaocnh,
ouUTEPAAUBAVOUEVWY KaL TwV 00wV avaypddovtal oto apbpo 8, Ba avrikouv atov Xopnyo.
MNpo¢ touto, oupdwveital pntd petald OAwv Twv €6wW CUUPBOAAOUEVWV HEPWV, OTL TO
QTEPLOPLOTO TEPLOUCLOKO Sikaiwpa €Ml tng ekmovnOnoopévng Epeuvag ev yEVeL (EVOEIKTIKA
avVOPEPOUEVWV  TWV  OMOTEAEOUATWY, Twv oavadopwv, TNG TeAKAG €kBeong K.AT.)
petapiBaletal ano onuepa and to Noocokopeio, tov E.AK.E./E.A.K.E.A. kat tov Kiplo
Epeuvntr, €xovieg tnv mpo¢ Ttouto efoucia MAPA TWV TUXOV Aomwv SnuLoupywv,
GUVTEAEOTWY, CUVEPELUVNTWY, CUVEPYOTWVY KAl AOUTWY CUHMETEXOVTWY, Katd SHAwor) toug,
QUITOKAELOTIKA KOL YLO. ATEPLOPLOTO XPOVIKO SLACTNUO 0TOV Xopnyo, o omoiog Sikatoltal va
aokel OAeg TI¢ e€ouaieg mou amoppéouv amd To Sikailwpo autd, Xxwpic va umoxpeoltal va
katoBalel omoladnmote apolfr] n anolnuiwon mépav g 6w ocuudwvolpevng. Ou bg
avtloupBaAlopevol mapattolvtal amo ToU6e amno tn StekSiknon omoLoudATOTE MVEU LATIKOU
Skalwpatog i tou ekmovnB£vtog £pyou, SnAwvovtag pnTwe Tt S1A TOU TLUAMATOC TOU TOUG
KateBANON, e€0dAnOn Kkat orotadnmote afia autwv. Ald Tng mapovoog to NOGOKOUELO KaL O
KOplog Epeuvntrg avaAapBdvouv TV UTIOXPEWGCH VA EVNLEPWOOUV GECA TOV XOopnyo yla
K&Be texvoyvwoio (KNOW HOW) mou tuxov mpokU et Katd tn StapKeLa fi/KoL o€ oX€on HE Thv
napovoa KAwikr Epeuva/Melétn Embooewv kal avolapBAvouv va NV XpnoLLOomoL couV
QUTAV TNV TEXVOYVWOLA yLa 0KOTIOUC EPA atd TOUG OKOTIOUG TG mapovoag ZUpBacng xwpig
TNV tponyoUEeVn €yKpLon Tou Xopnyou. To Noookopelo kat o KUplog Epeuvntng mapéxouv Sta
NG MAPOUCOC OTTOKAELOTIKN, TIAYKOOMLA, OVEKKANTN KoL XWPELG TNV UTIOXPEWON KATOBOANG
aVTOAAGYLOTOG, AdEL XproNG KABE TeExvoyvwaolag mou TuXOv Sev £xeL ekxwpnOel EL6IKWG oTOV
Xopnyo Suvapel tou ponyoupevou edadiou.

7.2 OAeg oL mAnpodopieg, oupnephapBavopévwy MANPodopLWY OXETIKA HE TO UTO Epeuva
Mpoldv N pe SpaotnploTNTEG TOU XOopnyou, OMWG ALTNOEL; gupeottexviag, GOpUOUAEC,
Sladikaoiec mapaywyng, BAoKd EMLOTNLOVIKA OTOLXEL, TIPONYOUUEVO KALVIKA OTOLXELQ KOt
mAnpodopieg Slatvmwaong, mou rapéxovtal oto Nocokopeio, otov E.A.K.E./E.A.K.E.A. fj oTOoV
KOplo Epguvntn kat mou Sev €xouv dnuooteuBel mponyoupévweg, Kabwe Katl omoLadnmote
Sebopéva Bewpouvtal amdppola Kat amotéAecpo autig thg KAwiknAg Epsuvag/MeAETng
Embooswyv, Bewpolvtal eumiotevtikd (edpe€ng wg «Eumiotevtikég MAnpodopieg») kal Ba
TP ALUEIVOUV OTNV QITOKAELOTIKH KUPLOTNTO TOU XopnyoU. TOo0 KaTd Tn SLAPKELA 000 KoL LETA
™ Afén/Abon autig tng 2UpuPaong, to Noookopeio, o E.A.K.E./JE.AK.E.A., kat o KOplog
Epeuvntrg unoxpeouvtal va SLatnprioouV EUMIOTEUTIKEG KO VAL XPNOLUOTOLooUY HOVO yla
TOUG OKOTIOUG TTou TipoBAENovTalL o€ authv Tn ZUPBaon (i) mMAnpodopieg oL omoieg Bewpouvtat
WG EUTILOTEVUTIKEG 1) TLG OTIOLeG €va AoyLKO atopo Ba Bewpoloe OTL ival EUTILOTEUTIKEG Kall
arnoteAouv 5lokTnoio Tou Xopnyou Kot oL OTOLEG YVWOTOMoLoUVTOL €K LEPOUC Tou Xopnyou N
arto tov i8lo tov Xopnyd mpog to Nocokopeio, tov E.AK.E./E.AK.E.A. i Tov KUplo Epsuvntn
Kat Asdopéva mou SnuioupynBnkav, maphixOnoav, wg amotéleopo autAS NG KAWLKAG
‘Epeuvac/ Mehétng Emibooewv. OL ponyoUEVEG UTIOXPEWOELG SEV LoxUouV yia Sedopéva
mAnpodopieg mou (i) OSnuootelBnkav xwplc vumautdtnta Tou Noookopeiou, Tou
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E.A.K.E./E.A.K.E.A. 1] Tou KUplou Epeuvntn, (ii) pe tnv €éyypadn cuykatdbeon tou Xopnyou,
Umopouv va xpnotpomnotnBouyv rj va yvwotornotnBouv, n (iii) Snuoctevdnkav cuudbwva pe tnv
napaypado 7.3 KATWTEPW.

7.3 Avadopikd pe onoladnnote AsSopéva i dAAeg MAnpodopieg ou £xouv pokUYPEL amnd
TNV OPOXN UTNPECLWV cUUdWVA HE KAl KAT €KTEAECN TwV OPWV TNG mapovoag ZUUBaoNG
arnd to Nocokopeio, tov E.AK.E./E.AK.E.A. 1] Tov KUplo Epeuvnth, o Xopnydg | ot appodiwg
Sloplopévol ekmpocwnol Tou Ba €xouv To Sikaiwpa va Snuooteloouv auta ta dedopéva Kat
TG MAnpodopieg, Xxwpig €ykplon amd tov Kuplo Epeuvntr. O KUplog Epguvntng Ba €xet to
Sikalwpa va dnuoactevoel ta anoteAéopoata tng KAwikng Epsuvag/Mehétng Emubooewv Kat
OTOLECSNTIOTE UTIOOTNPLKTLKEG TANPOdopleg OV elval amapaitnto va cuunepAndBolv oe
omoladnnote dnpocieuon Twv amoteAeopdtwy ThG Epeuvag ) mou elval anapaitnteg yla
GAAOUC ETILOTAHOVEG, TIPOKELUEVOU VO TILOTOTIOLCOUV Ta OItoTEAEoHATA aUTA TG KAWIKAG
Epeuvacg/Melétng Embdoswv. Edv o Kiplog Epeuvntic emBupel va &nuooctelost
mAnpodopieg and tv KAwikn Epsuva/Melétn Embdoswv, éva avtiypado Ttou TPog
Snupooieuon mpwrtotunou xelpoypadou mpemnel va umtofAnBel otov Xopnyd ywa Bewpnon,
Touhdylotov e€nvta (60) nuépeg mplv tnv umoPoAn Tou yla dnuocieuon f mapouciacn. O
Xopnyog kat o Kbplog Epeuvntng Ba avaAdaBouv tnv eoMEUCHEVN EMLOKOTINGN TtepARPEWY,
TILPOUCLACEWV O€ posters 1 AAAWV UAKWV. AgSOUEVWY TWV TTOPATIAVW, KAVEVA £yypado TTou
niepthapPavel Epmioteutikég MAnpodopieg Sev Ba katatebei yia Snuoocieuon xwpic tnv
Tiponyouuevn €yypacn ouykatdBeon tou Xopnyou. Av IntnBeil eyypadwg, o Kuplog
Epeuvntrg unoxpeoutal va kaBuoteproeL autny tn dnuocieuon €wg kat e€fvta (60) NUEPES
eTUMA€0OV, TIPOKEWWEVOU va  kotatebel aitnon SutAwpartog eupeottexviag. Eav  pua
ouykekplpévn KAwikn Epsuva/ Mehétn Emibdoswv amotehel TUAUA HULOG TIOAUKEVTPLKAG
peAétng, o KUplog Epsuvntrc ev Ba ekbwoel yia autr] thv KAwikr Epguva/Melétn Emddoswyv
AeSopéva TIOU TIPOEPXOVTOL OTIO TO OUYKEKPLUEVO EPEUVNTIKO KEVIPO €wg OTOU Ta
gvomolnpéva  amoteAéopata  amd TNV  OAOKANPWHEVN TOAUKEVIPLKN UEAETN €xouv
dnuooteuBel o pla kowr), dnuocieuon TWV AMOTEAECUATWY TNG TTOAUKEVIPLKNAG UEAETNG.
Qot600, €Qv L TETOLA TTOAUKEVTPLKA Snpocieuon dev umoBAnBel evtog Swdeka (12) pnvwv
META TNV oAokAnpwon, sykatohewpn i AREn tng HeAETNG o ONOL TAL EPEUVNTIKA KEVIPA N
addtou o Xopnyog eniBeBalwaoet 0tL dev Ba utapéet TOAUKEVTPLKT Snpooieuon TG LEAETNG,
o Kuplog Epsuvntrg pmopel va ekdwaoel/Enuooteloel Ta MPOEPXOUEVA QMO TO EPEUVNTLKO
Kévtpo tou Noookopeiou amoteAéopata, aveédptnta, cUudwva LE TOUG OPOUG QUTAC TNG
napaypadou.

7.4 O KUplog EpguvnTig yyUATaL TN CUUUOPPWON OAWV TWV CUVEPYOTIOMEVWY EPEUVNTWV KaL
OAoU TOU UTOAOLTTOU TAoNG GUCEWS TIPOCWITILKOU, TIOU CUMMETEXEL KOO’ olovenmote TPOTo
otnv KAwikn Epeuva/MeAétn Emubooewv 1 AAAwC oxetiletal pe auth, e Tig Statdéelg tou
napovrog apbpou 7.

7.5 O Xopnyog Sikatoutal va xpnolpomnolel To ovopa tou Noookopeiou kat tou Kiplou
Epeuvnt (Kol Twv CUVEPELVNTWV) OE TIEPLOSIKA EVNUEPWTLKA EVIUTIOL TIOU OTTOCTEAAEL O€
GAAQ EPEUVNTIKA KEVTPA TIPOKELEVOU VAL TOUG EVNLEPWVEL OXETIKA e €EEAIEELC OTOV TOMEQ
TwV KAWIKWV peleTwy, tn Sladikacia évtaéng umokelévwy tng KAwikng Epsuvag/MeAETng
Erudooswv kot GA\a oxetikd Bépata yevikdtepou evdladépovtog. To Noookopeio Katl o
Epeuvntrg 6g Ba xpnoLomololV TV EMWVULA Tou XopnyoU 1 omoloudnmnote epyalopévou
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KOL CUVEPYATN TNG N BUyaTPLKNG 1} CUVOESEUEVNG E QUTAY eTaUpELag, KaOwWG Kot KABE EvVEeLEn,
Aoyoturo i ofpa Kot AAAo cuvadEC SLKALWLA TTOU TNG OVAKEL, OE OToLAdATOTE SLadnULOTIKA
Il EVNMEPWTLKN AVOKOIVWOT] TOUG XWPLG TNV TPONYOULEVN YPATTTH cuyKaTaBeon tou Xopnyou.

7.6 Me tnv emidpVAagn otacdnmote avtiBetng mpoPAedng otnv napoloa TUUPaon, 0 Xopnyog
SUvatal va amokoAUel ta amotehéopata tng KAwikng Epeuvag/Melétng Embocswv
T(POKELUEVOU VA CUHHOPpdwOEL o€ omoLadnmote VOUOBETIKA R KAVOVLOTLKN TTPOBAsd N ItpLv Thv
ohokAnpwon tng KAwiwknAg Epeuvag/Mehétng Embdoswv 1 mpwv amd onotadnmote
T(POTEWOUEVN SNUOCIELUON UTIO TOUG Opoug Tepl Anpooieuonc, OMwWG AUTEG Tteplypdadovtal
otnv apoloa SUpBaon. I OAEG TIC TIEPUTTWOELS, CUUPWVELTAL 0TOo apdv OTL 0 Epeuvntnig
uToxpeoUTaL VO CUUHOPPWOEL pe oladnToTe VOUOBETLKN 1) KAVOVLOTLKI TIPOPBAEP N OXETIKA e
™ O&wdkaocla, TNV oucia f TNV amokGAuyPn Twv omoteAecpdtwy NG  KAWLKAG
‘Epeuvac/MeAétng Eruddoswy.

7.7 O Epeuvntrg SE0UEVETAL OTIWG, KATA TNV TAPOXT TWV WG AVW TIEPLYPADEVTWY UTINPECLWY,
tnpel OAeC TIG TPOPALPELG TWV OXETIKWY VOUWVY KAl TIG APXES TIPAKTIKAC/cupnepLdopdg mou
TUXOV Ba TOU KOLWVOTIOLOEL 0 Xopnyog, KaBw EMiong mwg oe TepimTwon oLoodnmote popdng
€K TOU VOLOU TIPOPAEMIOUEVNG UTIOXPEWONG EVNUEPWONG WG TIPOG TNV GpUCH Kal TNV apoLpn
TwV UTtNPEoLWV Tou, Ba tpoBei oe SAwaon oxeonc/oupdépovtoc (declarations of interest), wg
opuOLEL.

7.8 O Epeuvntic yvwpllel katl amodéxetal otL o Xopnyog kat o Opthog ETalpelwv autou, oto
TAQULOLO TNG VOULUNG AOKNGONG TWV 6paotnpLlOoTATWY Toug CUAAEYEL, Tnpel kal enefepydletal o
16l0¢ i 81L& tpltwv cupParAopévwv He aUTOUG €VTOG N €KTOG NG Eupwmaikng Evwong,
S6edoéva TPOCoWTIKOU Xapaktnpa tou Epguvnth, ocUpdwWvaA MAVIOTE e TOUG OPOUG TNG
EUPWTALKNG VOUOBESLAG KOl TWV VOUWYV TIOU TUXOV £Xouv ebappoyn, mepAaUBAVOUEVWY TWV
v. 2472/1997, v. 3471/2006, v. 3472/2006, v. 3115/2003 kot v. 4624/2019.

7.9 O Epguvntig yvwpilet kal amodexeTal OtL 0 Xopnyog duvatal va amokoAUTTEL O€ Tpita
uépn mAnpodopleg mou adopolv  OTNV  TAPOX TWV WG GVW  UTINPECLWVY,
oupnep\apBavopévy, TOU OVOUATOCG, TOU TOMOU TOPOXNG Kal tng aflag olaodrmote
TANPWHUNAG N anolnuiwong oe €idog AapuPavel yla T WG AVw UTINPECLEG amo tnv Etaipeia,
OMWG eivat n apotpr, otoxeia MANPWHNG, N K&AUYPN Tou KGoToUC HETadOoPAC Kot SLAOVAC, 1
AAAwV TUXOV €€66WV. EBIkOTEPQ, 0 Epguvntig yvwpilel kat amodéxetal otLn Etapeio Suvarat
va dnpootomolel Ta wg avw otolxela oe NAeKTpoVIKN LoTooeAiSa Tou Xopnyou r OuiAou
Etapuwv autol. Ot cupuBalAOpEVOL EivalL EVAEPOL YLOL TNV UTIOXPEWTLKI AVAPTNON OTOWXEIWV
™¢ ovpPBaong oto Stadiktuo cupdwva pe Tov v. 3861/2010 «Mpdypappa Atadyela».

8. Eupeotteyvieg

8.1 OAa ta Sikowpata eni onmolacdnmote avakaAudng i epelpeong, mou €xel emvonBel N
mou €xel emwvonBel kot teBel og MPAKTIKA €PAPHUOYN W AMOTEAECHUA TWV EPYOCLWV TIOU
yivovtat cUpdwva e Kot Kot eKTEAECN TWV OpWV TNG Mapoucag ZUBAoNG N KL LETA TN AREn
auTAG, Ba avrikouv otov Xopnyo 1 Tov apuodiwg Sloplopévo ekmpoowTtd Tou. To Nocokopeio,
o E.AK.E/E.AK.E.A. kaL o KUplog Epsuvntric Ba yvwoTonmolioouv OUECWS OmoLadnotTe
ebevpeon 1 avakAAun PokUPEL amod tnv ekTéAecn autrg tng 20UPBaonc. To Noookopeio,
0 E.A.K.E./E.A.K.E.A. ka 0 KUpLog Epeuvntrig cupdwvolv va petaBLBdoouv otov Xopnyo I tov
SLOPLOUEVO EKTTPOCWITO TOU TNV OTTOKAELOTIKN KUPLOTNTA ETTL AUTAG, LLE TNV OTTOTIANPWHL TWV
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€£06wV Ao Tov Xopnyo, av UTIAPXOUV TETOLA, e Ta omola emBapuvOnke o KUplog Epeuvntng,
o E.AK.E./JE.A.K.E.A. i/kaL to Noookopelo Katd Tnv kataBeon, tn dtadikaotikn embiwén n t
Satipnon ev LoxU OMOLWWVONTOTE althoswv egupeottexviag | €kdoong SuTAwpATwY
gupeotteyviog yla oautd. TETOlEG auTtnOelg, av Uumapyxouv, Ba katateBouv kat Ba
umootnpPBolV SIKOOTIKA Kal SLadIKOoTIKA armd Tov Xopnyod R Tov SLOPLOUEVO EKTTPOCWITO
Tou.

8.2 To Noookopeio, o E.A.K.E./E.A.K.E.A. kaL o KUplog Epeuvntig cupudwvolv va urtoypdaouv
Kat va dtacpaliocouv OTL Kat oL maong GUOEWSG CUVEPYATES TOUG Kal ol UTAAAnAol toug Ba
umoypaouv, OAa ta amapaitnta eyypada yia tn LetaBifocn OAWV Twy SIKOLWUATWY, TITAWV
KoL cUUDEPOVTWY ETL omolacdnmoTe TETolag ehelpeong i avakaAuPng mpog tov Xopnyo n
ToV S10PLOPEVO EKTPOOWTTO TOU.

9. MpoiinoAoylopog - AHOLBEG

SHMEIQZH: H mapdypadog autr cuUMANPWVETAL atd Tov Xopnyo cUUdwva PE TIG ApXEG KaL
Sladkaoieg tou.

A. ApolBég kau Mpoypappa MAnpwpwv

9.1 MNa TRV ekmdvnon tou €pyou tng dte€aywyng tng KAwikng Epeuvac/Melétng Embooswy,
ocupdwveltal OtL 0 Xopnyog Ba katafdAel to mMoco Twy [...] evpw (... €) ava acBevr) mou
oAokAnpwvel tTnv KAwikn Epeuva/ Melétn Embooswy, apolBn n onoia Bewpeital dikatn Kot
gUAoyn, TPOKUTITOUCA OO TNV AIMALTOUIEVN amacXOAnaon oTto Aaiolo tou MpwtokdAlou. 1o
00O AUTO, TO omolo mpokettal va kaAU el OAa ta £€oda ou TpokUTTTouy Katd tn Ste€aywyn
™m¢  KAwvikig Epsuvag/Melétng  Embooswv  olpdwva pe 10 MpwtokoAAo,
cupumneplappBavovtal T0oo OAEG oL UOLBEC OO0 Kal oL SAMAVEG EKIIOVNONG Tou €pyou, KabBwg
KoL omoleadnnote AAeg l0dopeC UTEP TPITWV KAl GOPOAOYIKEC ETLBOPUVOELS, OL OMOIEG
cuumnepAapBavovTal 0To WG Avw Tooo Kot Ba mapakpatnBouv anod autd. AUTEC oL auoLBEg
nieptAapBavouv evSelKTIkA Kot petalld aMwv, tnv apolBry tou Kiplou Epesuvnrr (PI), Tig
OUOLBEC TOU EMLOTNROVIKOU KOl AoLmol mpoowrikoU, To omoio Ba anacyohnbel oto £pyo, tnv
apoLBr apXELOBETNONG CNUAVTIKWVY yypadwy Kot apolBEc NoookopEeiou, KpOTHOELG KAl KABE
AAAn Samavn n €€o0do, mou amatteital yia 1) emBapuvel Tn Stefaywyr Tou €pyou. ITO OGO
auto dev oupmeplapPavetal o @.MN.A. OL kpatioelg umép E.AK.E./E.AK.E.A. kat uttép ToU
Noookopeiov ocuuneplapBavovtat pall pe onoleadnmote AAAeG eLodOPEG Kal HOPOAOYLKEG
eMPOPUVOEL; OTO WG AVW TIOCO Kol TopoKpatouvtal amd outd. H  ouvoAkwg
nipoumoloyloBeica apolBr ya tn Sie€aywyn tng KAwikig Epsuvag/Mehétng Emibdoswy,
onw¢ avoAvetat otov apokatw MINAKA NAHPQMON, Ba kataBdAAstat and tov Xopnyod os
[...] (...) dboelg, Tng mpwtng katafAntéag [...] (...) UAVEG UETA TNV €L0QyWYH TOU TPWTIOU
000svolg 0To gpeuvNTIKO KEVTPO Sle€aywync tng KAwikng Epeuvag/Melétng Emubdooswy,
Bdoel twv edopévwy mou €xouv KataxwpnBei oto GUAAO MapakololBnong AcBevouc (CRF)
elte epamnag oto TéAog TN LeAETNC. To UYPog ékaotng Soong Ba e€aptdatal amnd tov aplbpud Twv
ETILOKEPEWV TIOU €XEL TIPAYLOTOTIOLNOEL £KAOTOC AOOEVI G EVTOC TOU GUYKEKPLLEVOU XPOVIKOU
Slaotnpatog kat Ba diapopdwvetal Bacel autou. NpolindBeon Tng mMpaypatonoinong Twv
QVWTEPW XPNMOTIKWY KataBoAwv amotelel n muotonoinon oAOKANPWONG TNG €KAOTOTE
daocewg (otadiou) tng Epeuvag, n omola Ba mpayupatonoleital yypadws and tov Kuplo
Epeuvntn katto YrievBuvo yia tnv KAwikr Epeuva/Melétn Embooewv otélexog tou Xopnyou.
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Ta TipoAoyLa Ba ekdibovtal ota oTolyelo Tou KATWOL popéa MANPWUWV:

‘Ovopa @opéa MANPWUAG:
‘E&pa (6tevBuvon, moAn, xwpa):
AOM/VAT Reg. Number:

Ye kaBe tpamelikn kotdbeon Ba avaypddetal 0 KwSLKOC Tou MPWTOKOAAOU TNG KAWVIKNG
‘Epeuvacg/ MeAétng Embdoswv Kol To €peuvnTikd Kkévipo Sie€aywync (Noookopeio kat
KAwkn).

OLmAnpwiég Ba katafaAAovial oToug KATwOL Tpanellkolg AoyapLlacoUG:

‘Ovopa AwkatoUxou MAnpwuAg 1:

EAKE tou [...] MNavemotnuiov / EAKEA tng [...]" Y.ME. [...]
Tpanela:

AplBp. Aoyaplacpou:

IBAN:

‘Ovopa AwkatoUxou MANpwHAG 2:
[...] Noookoueio

Tpanela:

AplBu. AoyaplLacuou:

IBAN:

Ta TipoAoyLa Ba ekdidovtal ota otolkela Tou KATWOL Ppopéa MANPWUWV:
Ovopa ®opéa MAnpwUAG: [.....]
‘ESpa (6tevBuvon, moAn, xwpa): [.....]

ADOM/VAT Reg. Number: [.....]

O E.AK.E.A/E.AK.E. evnuepwvetal ya kaBe tpamelikr katdbeson péow extrait. e kabe
tpanelikn kataBeon Ba avaypddetal 0 KWSKOE Tou MPWTOKOANOU 1| 0 GUVTETUNUEVOCG TITAOG
™¢ KAwikng Epeuvag/ Melétng Embocswv/ Epyaciag Kot To epeUVNTIKO KEVTPO Sle€aywyng
(Nocokopeio kat KAwikr / Movada NOY).

‘OAec oL tpoPAenOpeVEC Qo TNV MAPOUCA XPNUATIKEG KATaBOAEG, oL omoieg Ba avtiotololv
oludwva He ta OpPLW{OMEVO TOPAKATW OTO TOPOV ot TopooxeOeioeg umnpeoieg kal
ekteAeoBeloeg epyaoieg, Ba katafaAiovial, OMwWG O VOUOG TIPOPAEMEL, OTOV TIOPOTTAVW
opl{opevo tpamelkod Aoyaplacud, dikatouxog tou omoiou givat o E.AK.E.A. g [...]" Y.NE.
[...]/o E.AK.E. Tou [...] Mavemotnuiou, petd tnv ékdoon kat mapadoaon and tov E.AK.E.A. tng
[..]" Y.NE. [..]J/JE.AK.E. tou [..] Mavemniotnuiou mpog tov Xopnyd TOU OGXETIKOU €micnuou
Bswpnuévou Tipoloyiou Mapoxng Yrnpeowwy, to onoio o Xopnyog Ba e€odAel evtog [...] (...)
NUEPWV amo Tnv €kdoon Kat apaAafn Tou amno Tov Xopnyo.
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K&Be koatdBeon tou Xopnyou umép tou E.AK.E.A. tng [...]" Y.NE. [...]/E.AKE. tou [..]
Mavemniotnuiou amotelel KataBoAr avTioToOU HEPOUG TNG AUOLPBNAG KAl AMOSEIKVUETAL [UE
TV anodelén (ypoappadrio) katabeong tng Tpamelag.

Me t1¢ mapandavw kataBolég Bewpolvtat e§odAnpéveg Evavtl Tou Xopnyou oL auotBEg Tou
KOplou Epguvnth, TwV €8IKWVY EMLOTNOVIKWY KOL AAAWY CUVEPYOTWY, TWV YPOLULATELOKWY
Kot SLotknTkwy UTTOAAAAWY Kat Ttou Aoutol maong GUCEWG TPOCWTTLKOU €V YEVEL, TIou Ba
ouppetdoxel otn Sie€aywyny ™G KAwikng ‘Epeuvag/ Mehétng Embocswv kot Ba
XpnotwonotnBel katd tn SLAPKELD TOU €PYOU YyLOL TNV TIOPOXN TWV UTINPECLWY, OTIWG QUTEG
e€elbikevovtal otn IUpPaon Asfaywyng KAwikng Epsuvag/Melétng Embocswy, adol o
Xopnyog oudepia oxéon e€aptnUévng epyaciag r mapoxng aveapTNTWVY UTNPECLWY N £pYOU
1 omoladnmote GAAN epyactlakr oX€on CUVATTEL Ue TNV Mapouca IVuBacn UE TO TAONG
dUoEWS MTPOooWTIKO Ttou Ba xpnotpornotnBel yio tn Ste€aywyn tng KAwikig Epeuvag/ Melétng
Emudooewy Katd ta wg avw. Kat’ akolouBiav, ta mpdocwrna autd §gv €xouv Kapia afiwon kotd
Tou XopnyoU ylo TNV TapOoXr TwV UTNPECWWVY Tou¢ katd tn Sie€aywyn tng KAwikng
‘Epeuvag/Melétng Emddoewy Kat el8kOTEPA yLa kataBoAn uobwy, nuepopcbiwv, apolBwy,
anolnUWoewv, aoPaALoTIKWY ELoOPwWV Kot Aoumad, €€ ekelvwv ou Bapuvouv tov epyodotn.

NINAKAZ NTAHPQMQN
AvaAucon ApoLBAG ava CUHHETEXOVTA aoOevN)
MNapadeypa:

100€ ava acBevn, apolpn epeuvntr 80€, mapakpdtnon voonAeutikol pupatog 15€ Kat
MapaKpATNon GopEa OLKOVOULKNAG SLaxeiplong 5€, drou epappdletal.

. . Kootog Awaxeipiong
. , , | Kdotog Awaxeipiong
Eniokeyn ApoiBn Epeuvntr E.A.K.E./ EAAK.EA.

Kévtpo Ae§aywynig

Z0voho

Apxkn Ektipnon

Entiokeyn Evapéng

Eniokeyn 1

Eniokeyn 2

Eniokeyn 3

Eniokeyn 4

Eniokeyn 5

Eniokeyn 6

Eniokeyn 7

Eniokeyn 8

Eniokeyn 9
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Eniokeyn 10

Eniokeyn 11

Eniokeyn 12

Eniokeyn 13

Eniokeyn 14

Eniokeyn 15

Eniokeyn 16

Eniokeyn 17

OMokAfjpwon Bspaneiag/
Npowpn Srakorn

Z0volo

Zovoho + @.M.A. (eav
epappoletal)

Juvolo: ...... EYPQ/AcBevn (+ ...... K6otog Staxeiplong).
Anotuyia katd tnv apykn ektipnon (Screening Failure): EYPQ/AcBevr).

9.2 H w¢ davw avaypadopevn apolBry ECRF/CRF adopd otnv olkovoutkr kaAuvpn twv
AMOPALTNTWY EVEPYELWV YLOL TNV ELOOYWYH OAWV TwV dedopévwy evtog [...] (...) epyacipwyv
NUEPWV META TNV enioken Tou aoBevoug, pe e§aipeon TNV apxikn emiokedn Kot TG ToPapég
AveruBuunteg Evépyeleg mou mpénel va pootefolv evidg elkooL TEcoGpwV (24) wpwv.

9.3 O KUpLog EpeuvnTng avapéVETOL VA EVTAEEL OTO EPEUVNTLKO KEVTPO [...] (...) aflohoynoiuoug
ouppeTEovTeg aoBevelg oe autiv tnv KAwikn Epsuva/ Melétn Emubooewv. O Xopnyog
Slatnpei to Sikaiwpa va katayyelAel kal va AUCEL LLE TOV TPOTIO AUTOV T ZUUBaon Ale€aywyng
KAwiknc Epsuvag/Melétng Embodoswv dueca, ampobsoua kot alnuiwg ywa autdv, edv
Kavévag aoBevrg ev €xeL eviaxBel 0To EPEUVNTIKO KEVTPO UEXPLTLG [...].

9.4 Kata tnv €€€AEn tng KAwikng Epsuvag/Melétng Embdoewy, kat epocov o aplOudc twy
CUUUETEXOVTWY aoBevwv Tou TIPoPAEMETAL QMO TO TAPOV va evtaxBoUv OTO €PEUVNTIKO
KEVTPO ouprAnpwBei, o Xopnyog umopei va awtnBei mpog to Noookopeio kat tov Kuplo
Epeuvntn va evtafouv meplocotepouc aobeveig otnv KAwikn Epeuva/ Mehétn Emidooswv.
Edv auto eival amodektod amo to Noookopeio kat tov KUplo Epeuvnti, n €yypacn eldomnoinon
Tou XopnyoU mpo¢ to Noookoueio kat tov KUplo Epeuvntr, mou Ba eykpivel tnv €vtaén
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€TUMAEOV OUMUETEXOVTWY aioBevwv atnv KAwikn Epeuva/Melétn Emubdoswy Ba apkei yla va
TekUnpuwoel kot va amodeifel tn cupdwvia twv Tupporiopévwy. To 8o mood mou
npofAénetal otnv mapaypado 9.1 tou mopoviog Ba kotaBdAleTal avd CUUMANPwWOEV
alodoynowpo OUAo MapakohouBnong AcBevoug (CRF) kot yio Ttétolou  €idoug
€TUNPO0OeTOUC CUUUETEXOVTEG aoBeveic otnv KAwwkr Epeuva/Melétn Embooewy, xwpic va
amaLteLTaL MTEPALTEPW TPOTIOTOLNON TNG TaPoVoag.

9.5 OAeg oL mMAnpwuég Ba mpaypatonolouvtal oUWV LE TO Tapamavw MNpoypappa
MAnpwuwv. ApolBr ywa cuppetéxovieg acbeveic mou Sev ohokAnpwvouv tnv KAWLKNA
‘Epeuva/Melétn Embooewv Ba kataBarletal emi piag avadoyikng Baong, cupdwva eniong
Me To mapandavw MNpdypaupa MAnpwuwv. Kaplo minpwun dev Ba mpayuatonoleital yia
CUUUETEXOVTEG aoDevelg, Tou eite amooUpBnkav eite oAokAnpwoayv, aAd TTOU GUVLOTOUV
napafiaon twv Kpunplwv &vtagng Kal Tou eyKekpluévou MMpwtokdAAou, TIANV EL8LKWE
EYKEKPLUEVWV QIO TOV XOpNYyOo MePUTTWOEwWV, epOcoV amartteital mapakololdnon r culloyn
otolxeiwv. To tooo twv [...] evpw (...€) Ba kataBaAAetal yia kGOs cuppetExovta acbevi mou
aroKAeleTAL KATA TNV apXKn ektipnon (screening failures), AOyw Un avapevopevwy €KTOG
$UGCLOAOYIKWVY 0pLWV EPYOCTNPLOKWY TLUWV. AUTO To Tooo Ba kKataBAnBel yla évav péyloto
apBuo [...] (...) TETOLWV CUUUETEXOVTWY 00BEVWVY. ZTNV MEPUTTWON TOU EPLOCOTEPOL OO [...]
(...) ouppeTéxovteg aobevelg aMOKAELOTOUV KATA TNV apXLK €KTiinon, o Xopnyog dev Ba
KoAUPEL TO KOOTOG TG SamAvNg QUTAG KAl N WG AVW OLKOVOULKN amolnuiwon &ev Ba
kataBAnBel yia autolg Toug emuTAéov, MOPA MOVO KATOTLV TPONYOUUEVNG &yypadng
arnodoxn¢ tou Xopnyou.

9.6 H teAwkn mAnpwpn Ba yivel adou to QUAAo MapakorouBnong AcBevoug (CRF) Ba €xet
ouurAnpwOei (cupmephapBavopévwy Twv eMOKOAOUBWV emLokEPewv tapakoAouOnaong) Kat
napadoBbel otov Xopnyo kat adol OAa T EPWTNUOTA CXETIKA Ue Ta Asdouéva Ba €xouv
er\uOel 010 gpeuvNTIKO KEVTPO. To TEAIKWG odelhdpevo toco Ba umoloylotel olpdwva pe
TOV OUVOALKO aplBud Twv aoBevwy mou Ba evtoxBouv Kal To KPLTHPLA, TOUG OPOUC KAl TLG
TipoUnoBéoelg MAnpwng ou kabopilovtal mopandvw.

9.7 Ta cupBaiAdueva pEpn avayvwpilouv Kol cupdwvouv OTL n apolBrn kot n kabe eidoug
OLKOVOULKA 1} GAAN UTIOOTHPLEN TTOU TTAPEXETAL aTtd TOV Xopnyo oV wva UE Kal Kat' eKTEAEDN
™G mapoucag ZVUBACNG, AVIUTPOCOWTEVEL T cUVAON CUVOAAAKTLKY a€la YLa TIG TAPEXOUEVES
unnpeoisg kot epyaoiec Sie€aywynic tg KAwikng Epsuvag/ Mehétng Embdoswv mou
ekteloUvtal anod tov Kuplo Epeuvntr kot To NOGOKOMELD, £XEL OUMOTEAECEL QVTIKELMEVO Kot
anotéAeopa dlampaypdteuong kot oupdwviog oto maiolo avefdptntng cuvaAlayng, kot ev
€xeL kaboplotel pe TPOMO TOU v CcuVUTIOAOYLleL Tov Oyko N TNV afla omolwvénmote
UTINPECLWV N} GAAWV EPYAOLWY, TIOU €XOUV KaB’ olovdnmote TPOmo AdBel xwpa HeTall Tou
Xopnyou, Tou Noookopeiou kat Tou Kuplou Epeuvnrtr).

9.8 Tooo 1o Nocokopeio 600 Kat o Kuplog Epsuvntrg ev Ba tipoAoyricouv onolodnmote tpito
MEPOG yLa ta uTo Epeuva latpotexvoloyikd rpoidvta/I1VD kat ta mbavd ZuyKpLTikd potovta
1 yla dAAo €06, UALKA 1] UTtNPEGILEG, TTOU TtapEXOVTAL OO TOV XopNnyo OXETKA e TNV KAWIKN
Epeuva/Melétn EmbOcswv, N yld ONMOLECONMOTE UMNPECIEC TIUPEXOUEVEG OTOUG
OUMUETEXOVTEC 0:00eveig oxetikd pe tnv KAwikn Epsuva/ Melétn Emubooswy, yla TIG omoieg
nipoPAémetal Kat katoBdAAetal mMAnpwpnR w¢ pEpog tng KAwikng ‘Epeuvag/MeAEtng
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Emudo0ewv, €KTOG €AV KATL TETOLO ELOLKWE ETUTPETETAL QMO TLG TIPOPRAEWELG KOL TOUG OPOUG
niepl KataBoAng Twv apoLBwy.

B. El8koi 6pot

H mapoloa KAwikr Epeuva/Mehétn Embooswv Sle€dystal cUpdwva Ue Ula TIOALTIKA
katevBuvopevng évtagng (kputipla sloaywync/amokAelopol). O Xopnyog mpoodokd thv
olokArpwaon tnNg évtagng Ue tnv emiteuén evog cuvolou [...] (...) EYKUPWY CUHUUETEXOVIWV
aoBevwv yla Oha ta Epeuvntikd Kévipa mou cuppetéxouv otnv KAwikr Epeuva/MeAETn
Emudoocwv. e mepintwon nou [...] (...) GUVOALKA €yKUpOL CUUUETEXOVTEG 0LoBEVE(LG evTayBoUuv
TPV TO EPEUVNTLKO KEVTPO EMLTUXEL TOV GTOXO TWV [...] (...) EYKUPWV CUUUETEXOVTWY 0GBEVWY,
0 Xopnyog Slatnpet To Sikalwpa vo TePLopioEL N VoL avaoTeIAEL TNV MEPALTEPW EVTan OTO
EPEUVNTIKO KEVTPO. € QUTAV TNV MEPIMTWON, o Xopnyog Ba evnuepwaoel Tov Kuplo Epeuvnti
Kkat o KUplog Epeuvntng pe tnv Kowvormoinon tng etdomoinong Oa neplopioel ) Ba otapatroeL
QUEDCQ TNV TIEPOLTEPW EVTAEN CUUUETEXOVTWY 0LOOEVWV.

10. Noptkj EuBOvn/Anolnpiwon

10.1 O Xopnyog Ba umoxpeoUTAL OE AMOKATAOTAON OMOLOGSNTIOTE {NLLAG TUXOV UTIOOTEL O
KUplog Epeuvntng f/kat to Nocokopeio, mpogpxduevn amnod cwpatikr BAABn omoloudnmote
ouppetéxovtog otnv KAwikn Epsuva/Melétn Embooswv aoBevoug, ancuBeiog npokAnBeica
amo tn xprAon twv MNpoidvtwv umod Epeuva (latpotexvoloykwy mpoiovtwv/IVD Kal Twv
TOavwWV ZUYKPLTIKWVY TPOiOVTwY) Katd tn Stdpketa tng KAwikng Epeuvag/Melétng Emibooewy
n ano onowadnnote moapéupacn r Sladikacia, mou TPoPAEMETAL ) QmMALTETAL QMO TO
MpwtdkoAAo kat otnv omoia 0 CUPHETEXWY otV KAk Epguva/Melétn Emddoswv aoBevig,
Sev Ba gixe untoBAnBei, eav Sev ocuppeteiye otnv KAwvikn Epeuva/Melétn Embooswv, epdoov
CUVTPEXOUV oL 0kOAoUBEeG mpoUmoBEoels: (a) To cuMBAV ATAV AMOTOKO €VOG SOKLLOALOEVOU
Latpoteyvoloylkol Tmpoiovtog/IVD tou XopnyoU, e tnv mpoilnmdBeon o6tL to [Mpoidv
XpnowonotnOnke oUudwva HE TO EYKEKPLUEVO ATO TIC OPUOOLEG SEOVIONOYIKEG Ko
KAVOVIOTIKEG apxEC MpwtokoAlo tng KAwikng Epeuvag/Melétng Embddoswv tou Xopnyou,
OTWG EKAOTOTE LOXUEL KAL LE TLG OTIOLEG TUXOV UETAYEVECTEPECG EYKEKPLUEVEC TPOTIOTIOLOELG
tou, (B) to oupBav oxetwlotav HE TN XPAON OUYKPLTIKWV TPOIOVIWY, To omola
Xpnotornotndnkav vouipwe oto mhaiolo tou MNpwtokdAhou tng KAwikng Epguvoag/MeAétng
Erudoocwy, (y) t0 oupPBdv TPOEKUPE WC OUVEMELD OLOYVWOTIKWY SLadIKAoLWY Tou
Tipaypatonotitnkav cuudwva pe To NMPWTOKOAAD, OTWG EKACTOTE LOYXUEL KOL LE TLG OTIOLEG
TUXOV HETOYEVEOTEPEC EYKEKPLUEVEG TPOTIOMOLACEL Tou, (6) To cuuBdv ATov AMOTOKO
BepamMEVTIKWY 1 SLOYVWOTIKWY UETPWV TIOU amattnBnkay Vouipwg Adyw tng epdaviong un
OVOUEVOUEVWY EVEPYELWV TIOU TPOKANBNKkav oamd to OoKLUAIOMEVO LOTPOTEXVOAOYLKO
npoiov/IVD Mpoidv Tou XopnyoU, armd cUYKPLTIKA BEPAMEUTIKY aywyn | ord SLayVWOTIKES
Sladkaoieg mou amnattovvral cUdwva pe To MPWTOKOAAD, OTWE EKACTOTE LOYXVUEL KAL UE TLG
OTOLEG TUXOV IETOYEVECTEPEG EVKEKPLUEVEG Tpomomolnoelg tou. O Xopnyog Ba €xeL to
anoAuto Sikalwpa va poPel o€ TUXOV SLOKOVOVLOMOUG, E TNV iPoUndBeon BeBaiwg otL Sev
Ba ekdppdoel mapadoxn Adboug yia Adoyaplacpd twv SikatoLxwv tng anolnuiwong, xwpic va
£XeL £yypadn £ykplon toug. EmumAov, n unoxpEéwon ya anolnuiwon Sev Ba mephapBavel
TEPUTTWOELS AMWAELAG, {Npiag i Samavng mou MPOoKUMTEL and aEAELQ, EKOVOLA TTOPAVOuLa
1 €0POAUEVO XEPLOUO TV SikaloUXWV TN amolnpiwong, evvoeital ¢puokd otL n xopnynon
omolacdnmote ouciag oUpdwva HE TG obnyieg tou MpwtokdAou tng KAwikng
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‘Epeuvacg/Melétng Embdoswy dev Ba amotelel apélela i eodpadpévo xelplopd oe 6,tL adopd
TV napovoa Zuppaon.

10.2. H mapamndvw umoxpewaon Tou Xopnyou, 0mwg opiletal otnv napaypado 10.1, Sev Ba
€xeL edapuoyp kat o Xopnyog Sev Ba euBlvetal yw tnv katoBoAn omolocdrjmote
anolnuiwong n damavng, oAAd avtiOetwg o Kuplog Epeuvntng, to Noookopelo, oL maong
$UOEWC CUVEPYATEC KAL TIPOOTNOEVTEG AUTWV KOBWG KOl TO OTIOLASHTIOTE TIPOCWTIILKO, Tou Ba
xpnotuonotnBet otn Sie€aywyr] tng KAwikng Epsuvag/Melétng Embooswy, Ba umoxpeouvtal
otnV anolnuiwaon tou acBevolg Kal 0TV MOKATACTACHN OMolaoSNAMoTE Kot KABe {nuiag Tou
Xopnyou, apeong f éupeons, BeTIKAG N amoBeTikng, VAKNAG A NBIKAG, armoppgéouaoa amno tnv
edapuoyr AOTIKAG I TOWIKAG dUoEWS Slataewv, Tnv onoia o Xopnyog Ba untooTel ammo tn pn
npoofikouoa Sie€aywyr) t™¢ KAwikAg Epsuvag/Melétng Embooswv ocludpwva pe o) to
MpwtokoAAo, B) T £yypade oUCTAOELS Kal 08nyieg Tou XopnyoUl CXETLKA UE TN Xprion tou
Mpotdvtog umoé Epeuva, y) T SLaTAeLg TG LoXUou oo VoUoBeaiag mou SLEMEL TO AVTLKELMEVO
™T¢ napovoog Tuppacng kot §) Toug Opoug TG mapovoag TVBacng, Eattiag EVEPYELWY,
npagewv N napadelPewv Twv avwtépw avadepopévwy. O Xopnyog Sev dpépel eubuvn yla
cupBavta mou Ba mPokUPOUV ATIOKAELOTIKA WG CUVETIELX TNG UTIOKEIUEVNG vOOOU KABE
UTTOKELIEVOU TNG MEAETNG, 1] YL CUMBAVTA TTOU ELVaL OTTOTOKA SLOYVWOTIKWY 1) BEPATIEVTIKWY
METPWV Tou Sev avadpEPOVTaL CUYKEKPLUEVA OTO MPWTOKOANOD, OTIWG EKACTOTE LOXUEL KO [E
TLG OTIOLEG TUXOV LETOYEVECTEPEG EYKEKPLUEVEG TPOTIOTIOLIOELG TOU.

10.3. H unoypéwon tou undxpeou mpog anolnuiwon cupBaArlopevou pépouc cludwva e
v mapovoa Ba epapudletal Povo €dv To AANO CUUBAANOUEVO UEPOG TAPEXEL AMEON
gdomnoinon, pe tnv mapahafrn TNG Kowormnoinong onolacdNMote TETolag afiwong n aywyng,
KOl ETUTPETIEL OTO UTIOXPEO TIPOG amolnpiwon HEPOC, TOUG SIKNYOPOUC KOL TO TIPOCWTTLKO
QUTOU, VO XELPLOTOUV Kol Vo EAEYEOUV TNV UTIEPAOTILON EVOVTL TETOLWV AELWOEWV 1] AYWywV,
cupumnepAapBavopevng tng mpodikaotikng Stadkaotiag, dikng i cuuBLBacpol, mapéxovtag
oto Sikatoupevo anolnpuiwong cuBaAAOUEVO PLEPOC TN SUVATOTNTA VO CUVEPYAOTEL TIAAPWG
KaL va BonBnoel og autnv tv unepdorion. To SikatoUpevo amolnuiwong cupBaAlopEevVo
pépoc mepattépw ouvpdwvel ot Sev Ba Sakavoviosl i cupBLBdosl onoladnmote TETola
aflwon N aywyn Xxwplg tv mponyoUpevn €yypadn CUYKATAOECNH TOU UTIOXPEOU TIPOG
anolnuiwon pépouc.

10.4. H euBUvn tou cupBoAropevou otnv napouca E.A.K.E.A. tng [...]" Y.NE. [...]/E.A.K.E. Tou
[...] Navenotnuiou, T600 N cupPatikr 60O Kot N €K TOU VOUOU OITOPPEOUOQ, TEPLOPLLETAL OF
Kot adopd AMOKAELOTLKA Kol LOVO TNV olkovoptkn Staxeipion tng KAwikng Epguvag/MeA£tng
Emudooswyv, mou Ba Sie€axbel cuudpwva pe Toug Opoug TNG Tapoloag ZUuUPacng (omou
sbappoletal).

11. AcdpdaAon

O Xopnyog Ba e€acdpaliosl kat Ba Statnprosl o MANPN oYU Katd tn Sldpkela tng Epguvag
(kat akoAoUBwe tg ARénc tng KAwwkng Epeuvac/Melétng Embocswv ywa thv kdAuln
omolwvdAmote amattioswv mpokUPouv amd tnv KAwikh ‘Epeuva/Melétn Emibooewv)
aocdaAloTikn kaAudn yo:

(i) 0OTIKNA gubuvn npoiovtog Kol (i) yevikn QOTIKN gubuvn.
KdaBe aodaiiotikn kdAudn Oa avépxetal ota oo mou opilel pnTwe n Loxvouoa vopobeaoia.
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12. ArtokdAun OKOVOUIKWV ZToeiwv/Aaypadn

12.1. To Noookopeio kat o KUptog Epsuvntiig cupdwvolv va TtapExouv otov Xopnyo Kabe
anapaitntn mAnpodopia cuppdpdwong He omolecbnmote amaltioelg amokdAudng
otolxeiwv, emPBAnBeioeg anod onotadnmnote apuddia apxn (cupneplapBavopevng, av autd
Suvartat va edappootel, tng US F.D.A. — United States Food and Drug Administration),
cuuneplappavopevng onolacdnnote mAnpodopiag anatteitat va anokaludBel, oxeTIka Ue
omoloudnmote €l60UG OLKOVOULKN) OXECn METAEU Tou XopnyoU Kot GAAwV Buyatplkwv
ETALPELWV TOU Opidou [...] KaL TWV avtioToXwv EKMPOCWIWY TOUG Kat Tou Kuplou Epsuvntn,
KaL oroloudnmote cuvepesuvntr gumAéketal otnv KAwikn Epeuva/Mehétn Emdooswyv kat
MeTafL omoloudnmote GAAOU EKTPOCWIOU 1 €pyalopevou Tou NOCOKOMELOU KOl TOU
XopnyoU. Autr n amaitnon amokdAuPng UMOPel va €MEKTEIVETAL Kol OTNV amokaAudn
mAnpodopLwv ou adopolv oTa HEAN TNC OLKOYEVELOG QUTWYV TIOU EUTAEKOVTOL TNV KAWVIKA
‘Epeuva/Melétn ETubooswv.

12.2. To Noookopeio kat o Kuplog Epeuvntng emiPBePfatwvouv OtL Sev UTIAPXEL CUYKPOUGTH
oUUDEPOVTWY UETOEY TwV ocupBaAlopévwy pepwyY, TIou Oa eUMoSIioEL 1) EMNPEACEL TNV
TOPOXH UTINPECLWV €K PEPOUG Tou Noookopeiou f/kat tou Kiplou Epeuvntr clpdwva Ue Thv
napovoa ZUUPBacn Kat EMBERALWVOUY OTL N TAPOXT| UTINPECLWVY €K LEPOUG TOUG oUUbWVA UE
Kot Kot ektéleon tng mapovoag SUpuBacng dev mapaBLdiel omotadnmote dAANn cUupaon pe
Tpita pépn. To Noookopelo kat o KUplog Epeuvntrg Ba evnpepwoouv apeca tov Xopnyo eav
nipokUPeL omoladnmote cUykpouan cupdepOVTWY Katad tn Sidpkela dte€aywyng tng Epsuvag
Kol EKTEAEONG TG tapoloag ZUpBaocng.

12.3. O Kuplog Epeuvntng kat to Noookopeio Sev Ba mpooAdfouv, cupPfAnBouv pe, n
Slatnprnoouv wg ouvepyatn N weg epyalOpeVo omoLodAMoTE MPOCWIO, AUESA 1 EUUEDQ, YLa
VO TTAPAOXEL TLG OU P WVOULLEVEG JLE TNV TAPOU OO ZUPBOCT UTINPECLEG KAL EPYACLEG, EQV QUTO
to mnpoowno (i) €xet Swaypadel amd omowadnmote appodlo  emMomMTEVOUCA  OpXA
(ocupmephapBavopevng, dv auto duvatal va epappoaotel, tng US F.D.A. — United States Food
and Drug Administration) n (ii) €éxel katadikaoBel yla avtiemayyeALATIK CURIEPLPOPA Kol
adwonpatia oxetikn pe tn Ste€aywyn KAWIKWY peAetwy. Yotepa and éyypadn aitnon tou
Xopnyou, o KuUplog Epsguvntric kat to Noookopeio, Ba mapexouv evtog deka (10) nuepwy,
gyypaodn erupepaiwon OtL £xouv cUUUOPPWOEL pe ThV apandvw unoxpéwan. Autr Ba elval
pLo ouvexng dapeBaiwaon kat eyyunon Katd tn SLapKeLa LoXUog TN mapoloag TV UBaong Kat
o Kuplog Epeuvntig kot to Noookopeio Ba elbomolicouv apécwg Tov Xopnyo yla
omoladnmnote aAAayr otnv kataotaon tng SlaBePfaiwong Kal eyyunong mou SLOTUTWVETAL UE
mapov apbpo.

13. Ave€aptnta Mépn

To Noookopeio kat o KUplog Epsuvntrg evepyolV e TRV L8LOTNTA avelapTATWY HEPWY OTNV
mapovoa Kot OxXL w¢ UTAAANAOL 1] ekTpOowTtoL Tou XopnyoU kat &ev eykaBidpletal petafy
QUTWV Kol Tou XopnyoU ormoladnmote oxéon e€aptnUéVwV UTNPECLWWY 1 oXéon epyaciag.
O K0plog Epeuvntng KaL 1o maong $pUCEWS TTPOCWTILKO TIOU TUXOV Ot CUMETEXEL TNV KAWVLKN
‘Epeuva/Melétn Embooewv Sev €4ouv TO SLKALWHUA VO CULUETEXOUV O€, OUTE €XouV Slkaiwua
TaPOoXNG KOAUPEWG o, OMoLAdHTOTE oo TO TPOYPAMLLATO TIOPOXWY KAl EMLEOUATWY, TLG
TIOALTIKEG UTIOAANAWY 1 0.0 OALOTIKEG amolnWOELS pyalopévwy Tou Xopnyou.
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14. Anpooiotnta

Kavévag amnd toug oupBorAdpevoug v Oa XpnoLUOTIONOEL TNV EMWVUKLIO OMOLoUSATIOTE
GAA\ou cupBaAlOpEVOU Yyl TIPOWBNTIKOUG OKOTIOUG, XWPLG TNV TponyoUluevn £yypadn
ouykotdBeon tou ouppoAlopevou, Tou omoiou To Ovopa (emwvupia) TPOKeLTaAl va
xpnotwomnotnBel, oUTe KAMOLOG amo Toug cupPBaAAopevouc Ba amokaAUPEeL TV UTtaPEN N TO
TEPLEXOUEVO TNC Tapoloag ZUMBAONG, EKTOC EAV AUTO QmaLTeiTaL Ao tov vopo. Napoia ta
TOPAMAVW, 0 Xopnyog UMopel va SnuooleloeL oTolelol emkowvwviag otooeAidag Kkal
avadopd otn HeAETn Tou Sle€dyetal otnv LoTooeAiSa pe tnv nAektpovikr SleuBuvon
«www.clinicaltrials.gov», og 100TIUEG eMionUeS LoTOOEAISEC KOl LOTOOEAISEG TOU Xopnyou Kall
Twv Buyatpikwv etalpelwv Tou Opidou. EmumAéov, o Xopnyog Ba €xeL To Sikaiwpa vo
amokoAUTtel  dnuoolwg Toug Opoug kAl TG TpoUmoBéoelg  Tng  ZUMPaong,
ocupumnepAapBovouivwy, XwpLg MEPLOPLOKO, Tou ovopatog tou Noookopeiou, tnv meplypadn
TWV UTINPECLWV KOL TOU TI000U TANPWHAC.

15. Kowormotioslg/ YrnelBuvog tou XopnyoU yia tn Siefaywyn tg KAwwki¢ Epsuvag/
Melétng Embooswv

Q¢ YriebBuvog tou Xopnyou yia tn Sie€aywyn tng KAwikng Epeuvag/Melétng Emiddoswv Kat
™ Slaeiplon Twv mavtog eidoug INTtnUdtwy mou oxetifovral pe authiv opiletat o/n [...], [...]
(avadopd tng 18LoTNTAC Tou). Kdbe emikowvwvia oxetikd pe tnv KAwikn Epguva/Melétn
Erudoocwv amootéMetatl otov w¢ dvw YmevBuvo. O i8log sivatl umelBuvog Kat yla thv
miotonoinon oAOKANPWONG TWV MPOBAEMOUEVWY ard TNV mapoloa ZUPBACH UTIOXPEWCEWV.
Omnoleobnmote £L60MOLAOELG KOLVOTIOLOUVTOL CUdWVa LE TNV apovoa Ba arootéANovtat Pe
CUOTNUEVN ETLOTOAN, LECW NAEKTPOVLKOU TaxuSpopeiou 1 Oa kat mapadidovral TPocwITLKA,
ME TPOMANPWLEVN APASOOT, WG AKOAOUBWG:

Npog: [...] (ETAIPEIA)
Yrogn: k. [...], YnedBuvou tng Khvikng Epeuvac/Melétng Embooswy
Npog: E.AK.E.A. [...]" Y.NE. [...]/E.A.K.E. Tou [...] Mavermotnuiou

Yroyn: [...], Mpoédpou tng Emwtpornic tou E.AK.E.A. tng [...]" Y.MNE. [...]/E.A.K.E. ToU [...]
MNavemniotnpuiov

Npog: [...]Noookopeio,
Yroyn: [...], Awowkntn Tou Nocokopeiou
Npog: latpd [..] k. [...]

[Eloayete Ovopa, titho kat AlevBuvon Kuplou Epguvntn].

16. Ekywpnon

16.1 Xopnydg Ba €xel To SKalwpa va ekxwpnoel Tnv mapovoa ZUpPBacn oe etalpeia
Buyatpikr Tou Opidou Etaupelwv 1 oe tpitn kat’ avabeon etalpeia KOTOMLY TPONYOUEVNG
gyypadng sldomoinong mpog tov Kupto Epeuvntr kot to Noookopeio. e OAeG TIG GAAEC
TEPUTTWOELG, KAVEVA CUMBAAAOUEVO HEPOG Sev Ba SikaloUTalL va EKXWPNOEL TA SIKALWULATA R
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TLG UTTOXPEWOELG TOU QIO TNV TApouca ZUUPBAON 1 LLE OTIOLOVONTIOTE TPOTIO VO UTIOKATOLOTHOEL
€0UTOV OTO €pyo, eV OAw N €V UEPEL, XwPLg tnv mponyoluevn €yypadn cuvaiveon Ttou
Xopnyou. Me tnv emupUAaén Twv mapandavw, n napovoa ZUUPBach Ba SeopeVel Kat Asltoupyel
TPO¢ 0O TWV avTioToLXwV CUUBAAAOUEVWY, TWV ELSLKWY Kal KOBOAKWY SLaSOXWV AUTWV.

16.2 Ztnv nepilmtwon katd tnv omola o Kuplog Epeuvntig r to NoooKOUELD XPNOLLOTIOL COUV
yLot TNV EKTEAEGT TOU £pYOU I HEPOUG QUTOU, KATOTILY TTPONYOU LEVNG £yypadng £yKpLong TOU
Xopnyou, Tpito MPOowmo (GuoLkd 1 VOULKO) wg ouvepydtn, Ba UTIOXPEWOOUV AUTO WE
WdLaitepn ouppaon mou Ba cuvael pall toug va ogfaotel GAOUG TOUG OPOUG TNG TAPOUCOG
JUpBaong kot Bo To KATAOTACOUV amd KowoU Kal £l 0AOKANpov cuvurteUBuvo pe autolg
€VavTL Tou XopnyouU yia kaBe {nuio mou autdg tuxov Ba umootel amod TIg MPAgelg Kal
napaAelPelg autou.

17. Awddopa

17.1. H mapovoa IUuBacn Sev pnopel va cupmAnpwei, | va tpomonotnBsi dAAwg, mapd
MOVO UE €yypado, UToyeypappévo appodiwg amo oAa ta cupBalloueva pépn. H mapoloa
JUpuBaon amnotelel Tn GUVOALKH cUpdwWVia TwV CUUPBOAAOUEVWY avadOPLKA LE TO AVTIKELUEVO
QUTAG. PNtwg umeployVel OMOWWVEATIOTE TPONYOUUEVWY I CUYXPOVWY, TIPOGOPLKWY 1
ypartwyv Slafefalwoewy, eyyunoewy N cupdwviwv. Ta tuxdov cuvnuuéva Mapaptipata
armoteAoUV eviaio Kal avamoonacto HEPOS TNG ZUpPBaong autng. O Xopnyodg Suvartal va
ouumnepAABEL O,TL kpivel amapaitnto BAacel Tou oxedlaopou g KAwvikng Epeuvag/MeAetng
Emubooswv yla va Stacdpalicel tnv opbr) Sie€aywyr autng oe EXwPLOTO EMUMPOCHETO
TIOPAPTNUA, UE TNV TTPoUTIOBe0N OTL Sev £pyeTal o avtidacn e TOUG OPOUG TNG TTOPOUCOG
JUpBaong.

17.2. H un apeon emudiwén 1 n pun emdiwén twv SIKOWUATWY TWV HEPWV Ao TNV Iapouca
JUpuBaocn, kat Wlaitepa TNG EKMANPWONG KABE UTTIOXPEWOEWS TOU avtloUpBallopévou ou
anoppéel and autny, Sev Ba onUALVEL TN LLE OTIOLOVONTIOTE TPOTIO MAPALTNON TOUG oo TAL EV
AOYW SLKALWUATA TOUG.

17.3. e nepintwon cUykpouong LeTafl Twv Statdfewv tng TVUPAONG Ko oLwvSATOTE GAAWY
OXETLKWV gyypadwv ANV tou MpwTokoAAoU, oL 6poL ToU tapovTog Ba uTteployVoUV.

18. loxvov Aikato
H napovoa ZUpBacn Siénetal ano tnv eAAnvikr vopobeaia.

Ma tnv eniluon kabe Stadopdg mou mpokUNTEL and T ZUUPBacn Kot adopd otnv eKTEAEDN,
TV ebopuoyn KAL TNV EPUNVELA TNG WG KOLL TLG OXEOELG YEVLKA TIOU SnLoupyouvTalL anod authv
ocupudwveltal OTL appodla eival amokAeloTikd ta ka®’ UAnv appddio Awkaotrpla. Eival
QUTOVONTO OTLTIPLY Ao OTOLASATIOTE TPOohUYH| OTA ALKACTAPLA, CUUPWVA LLE TO TIOPATTAVW,
ta oupBolAdueva pépn Ba kataBdllouv kdBe mpoomddela yio Gpudikn SteuBgtnon twv
Stadopwy, mou evdexopeva Ba avaduovtat LETAED TOUG.

2E NIZTQZH TQN ANQTEPQ,

Ta cupPBaAdopeva otnv mopoloa HEpn UTEypadav autiv tn Z0PBaocn, §LA TWV VOULUWY
EKTIPOOWTTWV TOUG, KATA TNV NUEPOUNVia TTou avaypadetal avwTEépw, o TEcospa (4) ouola
TMPWTOTUTIA Kol kKABe cupPaiAduevog EAafe amo Eva.
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Ol ZYMBAAANOMENOI
MNa to NOZOKOMEIO
AwowkntAg tou [...]

Yrioypadn/Edpayida:
Huepounvia:

la tov XOPHIO
[...]

Yroypadn/Idpayida:
Huepounvia:

KYPIOZ EPEYNHTHZ
[...]

Yroypadn/Idpayida:
Huepounvia:

Mo tov E.AK.E./E.AK.E.A.
[...]

Yroypadn/Idpayida:
Huepounvia:
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NAPAPTHMA B

AMOAOXH AIAXEIPIZHZ EPTOY

Zroeia Emiotnuovikd YrnevBuvou/YriebOuvng

Ovopatenwvupo:

I6Lotnta:

TuApo:

Epyaotriplo (av epapuoletal):

ITopéac/Noookopeio/Movada M.Q.Y.:

ITnA.

e-mail

Mpog tnv Emwtpon E.AK.E.A. tng [...]" Y.MNE. [...] /E.A.K.E. Tov [...] (Mavermotnpiov)/ 161wtikd NoonAgutiko
186pupa

Napakaw va anodeyteite tn Slaxeipion Ttou €épyou

TitAog (o1 eAAnVIKd):

TitAog (oTa ayyAikd):

Dopéag/eig Xpnpatodotnong:

JuvoALkOG MpoimoAoyloudg: Awdpkela (o€ PVeg):

Huepopnvia Evapéng Ate§aywyng: Huepopnvia AnRgng Ate§aywyng:
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O AgvOvvtiig Tov Tpmjpartog

OvouaTeETTWVUHO Kal
YToypa®n
Zpayida

Y Sy o

O Emotnpovikd Yrev0vvog

YToypagn

NAPAPTHMAT

MEAH OMAAAZ EPTOY

Mpog tnv Emwtpon E.AK.E.A. tng [...]" Y.MNE. [...] / E.A.K.E tov [...] (Maverotnpiou)/ 16wwtiké NoohAeutiko

186pupa

Y0 MOOTEANOULLE TN CUYKEVTPWTLKN KATAOTOON TWV LEAWV TNG OpAdag €pyou ou B CUUUETACKOUV OTO

€pyo He Ta akohouBa otolxeia:

Emotnpovika YretBuvog/n: Kwdwkoc:
Tithoc:
Xpnuotodotng: MNooooto Xpnuatodotnong: 100%

Huep/via Evapéng Ale€aywyng:

Huep/via ARgng Aefaywyrg:

ZYTKENTPQTIKH KATAZTAZH MEAQN OMAAAZ

ONOMATENQNYMO IAIOTHTA

ADM/A.A.T

2YNOAIKH

AMOIBH (EYPQ)

EMNIZTHMONIKA YNEYOYNOZ (Ol)
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AHMOZIOI YIAAAHAOI

nNPOzQMNIKO ME 2YMBAZH EPFTOY ME EKAOzZH ANOAEIZHZ

E€wtepikoi
CUVEPYATEG

NPOzQMIKO ME ZYMBAZH EPITOY XQPIZ EKAOZH AMOAEIZHZ

El8ikeudpuevol

Inueiwon : Ze mepintwon mou amatteitat, va xpnowomnotnOei kat AN celiba

O Emotnpovika Ynev0vvog

YTtoypagn




&

Teuxog B'230/22.01.2026

E®OHMEPIAA THE KYBEPNHIEQX

2153

NAPAPTHMA A

NPOYNOAOrIZMOZ EPFOY

Mpog tnv Emwtporntiy EAKEA tng [...]" Y.ME. [...]/ E.A.K.E. Tou [...] (Navemotnpiov)/ 16uwtikd NoonAeutikd
18pupa

Yo arnootéANoUHE Tov TIPOoUTOAOYLOUO TOU £pyou UE Ta akoAouBa otolxeia:

Emiotnpovika YrievBuvog/n: Kwdkog:

Tithog €pyou:

Xpnuatodotng: MNocootd Xpnuatodotnong: 100%

Huep/via Evapéng Ale€aywyng: Huep/via Ajéng Ate€aywync:
KATHIOPIEZ AAMANQN NPOYMNOAOrIZMOS (€)

1. ApotBég dnpociwv umtaAAnAwyv

. ApoBég tpitwv pe avdBeon €pyou (pe amodelén)

. ApoBég tpitwv pe avabeon €pyou (xwpig amddelén)

. E€omAlopog (opyava, UALKA)

. Avahwotpa

. METAKLVAOELG E0WTEPLKOV

. Metakwiosig e§wtepkol

8.

Ayopd texvoyvwoiag / Texvoloyiog

9.

MeAéteg

10. AfloAoynon €pyou

11. Epyaotnplokég e€ETAOELG

12. Aoua €€oda

13. EL61KEG SoKLUAOIES TNG SOKLUAG

SYNOAO (€) €

levika €€06a (mapakpdtnon UTEP Tou KEvtpou Sle€aywyng 15%) (ApoBég /0,8 *0,2) * 0,75

levikd €€oda (mapakpatnon unép EAKEA/EAKE 5%) (ApoBég / 0,8 * 0,2)*0,25
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FENIKO 2YNOAO (€)

Y& mepinTwon mou To €pyo evtaooetal o kabeotwg PMA (r.x. peréteg) cuprminpwote: Nocd OMNA % (€):[...]

Y€ nepintwon mou To €pyo evtacoetal o kabeotwg OMA (r.x. ueAéteg) cupminpwote: Mocd ONA (€): [...]

O Exmpoowmog tou Popéa
Xpnpatodotnong

[urtoypopn]

............................ [y

O Emiotnpovikd YmevBuvog

[urtoypogn]

H amé@aon autr va dnuooievBei otnv Epnuepida tng KuPepvnoewc.

ABrva, 16 lavouapiou 2026

EBvikri¢ Oikovopiag
Kall OIKOVOILKWV

KYPIAKOZ NIEPPAKAKHZ

Yyeiag

INYPIAQN - AAQONIZ TEQPTIAAHX

Ypumnoupyog Yyeiag

MAPIOZ GEMIZTOKAEOYX

=T

EGNIKO
TYMNOrPA®EIO

O1 Ynoupyoi

EOvIkn¢ Apuvag
NIKOAAOXZ - TEQPTIOX AENAIAX

Avarm\npwtpla
Ymoupyog Yyeiag

EIPHNH ATAMHAAKH

Avdantuéng
MANATIQTHZ OEOAQPIKAKOX

Kamodiotpiou 34, 104 32 Abrjva

TnA. Kévtpo 210 5279000

AmooToAr eyypagwv mpog dnuocicuon oto OEK
otnv nAektpovikn diebBuvon https://eservices.et.gr

Youmoupyoc Maideiac,
Opnokeuudtwy Kat ABANTIoHOU

NIKOAAOZ MAMAIQANNOY

Yopunoupyog Yyeiag
AHMHTPIOZ BAPTZOMOYNOX

Ypumoupyog Avamtuéng
ITAYPOZ KANAODOATHZ

* 0 2002302201260 110 %



