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EANHNIKH AHMOKPATIA
1" YMNE ATTIKHZ

«l.N.A O EYAITEAIZMO2z-
MOAYKAINIKH» N.M.A.A

AIEYOYNZH:  AIOIKHTIKHZ YNHPEZIAZ

TMHMA: NPOMHOEIQN
rPA®EIO: NPOMHOEIQN
MAnpodopieg E.MITZIAIANAKH
TnAédpwvo: 213204 1777

ABryva, 04/05/2023
Ap.npwrt. 11/07/520/14189

Avaptntéa oto K.H.M.AH.Z.,
Kot oto Site tou Nocokopeiou

NPOZ: OAOYZ TOYZ ENAIAOEPOMENOYZ

E-Mail: promithies@evaggelismos-hosp.gr

Website: http://www.evaggelismos-hosp.gr/

NPOZKAHZH A ANEYOEIAZ ANAOEZzH 85/2023
MNA THN «IPOMHOEIA ENOZ (1) ZYZTHMATOZ XTHPIZHZ KEQAAHZ A TO
NEYPOXEIPOYPTIKO TMHMA»
NPOYNOAOTIZOEIZA AANANH: 23.500,00 € *YMMNEPIAAMBANOMENOY ®.NM.A, KAE:7127

LLE KPLTAPLO KATAKUPWONG

NV MA€ov cupdEPouca amod OLKOVOULKN drton tpoodopd He BAcn TNV TIUN

ANTIKEIMENO TOY AIATQNIZMOY — ZYNONTIKA :TOIXEIA

EIAOZ AIATQNIZMOY

ATEYOEIAZ ANAOEZH

ANAOETOYZzA APXH

N.M.A.A T.N.A. «O EYAITEAIZMOZ-NMOAYKAINIKH»

KPITHPIO KATAKYPQZHZ

MAEON ZYMOEPOYZA AMNO OIKONOMIKH ANOWH
MPO>MOPA BAZEI TIMHZ

TONOzZ YNOBOAHZ
MNPOZMOOPQN

MpwtokoAAo (No 317)
«.N.A EYAITEAIZMOZ-MOAYKAINIKH»
YWHAANTOY 45-47 AOHNA TK.10676

NPOZOOPQN

HMEPOMHNIA AHzHZ KATAOEZHZ

Huepounvia: 25/05/2023
Huépa: MNépmtn
Qpoa: 11.00 m.p.

XPONOZ AIENEPTEIAZ

Huepounvia: 25/05/2023
Huépa: MNépmtn
Qpoa: 12.30 Q..

TONOZ AIENEPTEIAZ

To Mpadeio NpopnBelwv tou Nocokopeiou

NEPITPA®H EIAQN

ZYZTHMA  :THPIZHZ KEQAAHZ TIA TO
NEYPOXEIPOYPTIKO TMHMA

KQAIKOZ CPV 33141620
NPOYMNOAOrIZOEIZA AANMANH 23.500,00€ (oupneplapPavouévou tou ONA)
MONAAA METPHzHZ TEMAXIO
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MNOZOTHTA 1

AIAPKEIA THZ 2YMBAZH2 60 HMEPES

XPONOzZz KAI TONOz NAPAAOZHZ «l.N.A EYATTEAIZMOZ-MOAYKAINIKH»
YWHAANTOY 45-47 AOHNA TK.10676

XPONO2z NAPAAABHZ EQX 60 HMEPEX AMNO THN YMNOIPA®H TH:
2YMBAZHZ

KPATHZEIZ ENI THZ TIMHZ TQN EIAQN | Ot TIHEG UTIOKELVTAL OTLG UTEP Tou Anpociou kal
TPLTWV VOULLEG KPATHOELG

AHMOZIEYZH 2TO K.H.M.AH.z.
Ko oto Site tou Nocokopeiou 04/05/2023

‘Exovtog unoyn:

1. Tig SLatagelg onwg £xouv Ttpomonotndsi kat tloxouv:

-tou N. 4727/2020 «Wneotakn AtakuBEpvnon-HAEKTPOVIKEG YTTNpETIECy,

- tou N. 4624/2019 (A’ 137) «Apxni lMNpootaociac Asbouvwy MpoowrtikoU Xapaktipa, UETPo
epapuoyn¢ tou KavoviouoU (EE) 2016/679 tou Eupwrnaikoy KotvoBouldiou kat Tou
JuuBouliou tng 27n¢ Anpidiou 2016 yia TV MPooTaciol TWV QUOLKWY MPOCWITWY EVAVTL TNG
eneéepyacioc SeSoUEVWVY TTPOCWITIKOU XAPOAKTHPO KAl EVOWUXTWON oTnV €9vikn vouoleaia
¢ Obnyiac (EE) 2016/680 tou EupwraikoU KotvoBouliou kat tou JupBouldiou tne 27n¢
Arntpidiou 2016 kait aAdeg diataéeicr,

- tou N. 4412/2016 (A' 147) «Anudoiec JuuBaosic Epywv, MNpoundstwv kot Yrnpeoiwwv
(mpooapuoyn otic Obnyieg 2014/24/ EE ko 2014/25/EE)», \6lwg peta to N. 4782/2021,

- tou N. 4270/2014 (A' 143) «ApxEc OnUOCLOVOULKAC OSlayeiplone Kal EMOMTEINC
(evowudtwon tne¢ Oényiac 2011/85/EE) — 6nudacto Aoytotiko kot dAAeg Stataéeic,

- tou N. 4254/2014 (A’ 85) «Métpa atripiénc kat avantuénc tne eEAAnVIKIC otkovouiac oto
nAaioto epapuoyric tou v. 4046/2012 kot aAAeg Stataéeicy,

- tou N. 4250/2014 (A' 74) «Awoikntike¢ AmAouoteUosic-Katapyroeig, SUyXwVEUOELC
Nouiwkwv lMpoownwv kot Ynnpeowwv tou Anuoociov Touéa-Tpomomoinon Atataéswv tou
71.6.318/1992 (A'161) kot Aownéc puduiosic» Kat eL8LIKOTEPA TIG SlatdéeLg tou dpBpou 1 autou,
- tncmap. Ztou N.4152/2013 (A' 107) «llpooapuoyr tng EAAnvikri¢ vouodeaiag otnv Obnyia
2011/7 tn¢ 16.2.2011 yia TV KATAMOAEUNON TWV KAGUOTEPHOEWV MANPWUWY OTLG EUTTOPLKEC
ouvaidayecy,

- tou N. 4144/2013 (A’ 88) «Avtiustwriton tn¢ napaBatikotntac otnv Kowwvikr AopdAion
Kal otnv ayopd epyaciac kot Aoutéc Stataéeic apuodiotntac tou Ymoupyesiou Epyoaoiag,
Kowvwvikng Acpaliang kat Mpovotacy,

- tou N. 4093/2012 (A’ 222) «Eykpion Meoonpodeouou [MAatciou AnUOGLOVOULKAC
Jtpatnyikng 2013-2016-Eneiyovta Métpa Eapuoynic tou v. 4046/2012 «kat TtoU
Meoonpodeouou MAaioiou Anpoatovoulknc Stpatnyiknc 2013-2016»,

- tou N. 4052/2012 (A’ 41) «Nouog apuodiotntac Ymoupyeiwv Yyeiac kat Kowwvikic
AAAnAeyyunc kat Epyaciac kot Kowvwvikng Ao@aAionc yia eapuoyn tou vopou «Eykpion twv
xebiwv ZuuBdaoswv Xpnuatobdotikn¢ AieukoAvvone petaéu tou EupwnaikoU Toueiou
Xpnuatornotwtikng Ztadepotntac (E.T.X.2.), tn¢ EAAnvikn¢ Anuokpartiog kat tn¢ Tpamelog tng
EAAabog, tou Zxebiou tou Mvnuoviou Suvevvonong petaéu tng EAAnvikng Anuokpatiag, tne
Evpwnaiknc Ermtpornic kat tng Tpamnelac tnc EAAadac kot dAAec ensiyovoec Statdaéels yia tn
Uelwan tou dnuoatou xpeouc kat tn dtaowan tng eBVIkNC otkovouiac kat aAdec Stataéeigy,

- tou N. 4038/2012 (A’ 14) «Emeiyoucec puOUIOEIC TTOU APOPOUV TNV EPAPUOYH TOU
ueoonpodeouou mAatoiou SnLOCLOVOULKNG oTpaThYLKG 2012-2015,
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- tou N. 4025/2011 (A’ 228) «Avacuykpotnon @opéwv Kowvwviki¢ AAAnAgyyung, Kévipa
Antokataotaong, Avadiapdpwon E.Z.Y. kat dAdeg Stataéelcn,

- tou apBpou 26 tou N.4024/2011 (A 226) «Suvraéiodotikec puduioetg, eviaio ptodoAoytLo -
BaBuolAoylo, epyaoiakn epedpeia kot aAdec Siataéelc epapuoyric Tou UECOMPOTECLOU
nmAatoiov dnuoatovouikhc otpatnyikng 2012-2015» mepl cUYKPOTNGONG CUAAOYLKWY OpYAVWY
¢ Sloiknong,

- tou N. 3959/2011 (A'93) «[lpootacic Tou EAsUTEPOU AVTAYWVIOUOUY,

- tou N. 3943/2011 (A’ 66) «KatamoAELnon tnc QopodLa@uyric, OTEAEXWON TWV EAEYKTIKWV
unnpeotwv kat aAdec diataéeic appodiotntoc Ymoupysiou OLKOVOULKWV»,

- tou N. 3868/2010 (A’ 129) «AvaBaduion tou EGvikoU Juotriuatoc Yyeiag kot Aouméc
Stataéelc apuodotntag tou Youpyeiou Yyeiag kot Kowvwvikng AAAnAeyyong»,

- tou apBpou 27 tou N. 3867/2010 (A’ 128) «Emomteia I6wwtikr¢ Ao@dAione, SUotaon
gyyuntikou kepadaiov 161wtikng acpaliong {wrc, opyaviouoi aéloAdynonc mioToANITIKNG
Lkavotntac kot aAdeg Siataéelc apuodiotntac tov Ymoupysiou OLKOVOULKWV»,

- tou N. 3863/2010 (A'115) «Neo AcpaAloTiko SUoTnua Kot ouvapeic dtatdaéetg, puBuioelc
oti¢ epyaotakéc oxeoetg» (16iwg ovudwva pe to N.4387/2016),

- tou N. 3861/2010 (A’ 112) «Evioxuon tn¢ SLOPAVELAC UE TNV UTTOXPEWTIKN QvVAPTHON
vouwv kat mpaéswv twv KUBEPVNTIKWY, SLOIKNTIKWY KAl AUTOSLOLKNTIKWY OpydvwV OTO
Stadiktuo "Mpoypauua Atavyeta” kot dAdeg Stataéelc»,

- tou N. 3846/2010 (A’ 66) «Eyyunaoei¢ yia TNV epyaciakn aopalsia kat dAAsc Statdéeig»,

- tou N.3580/2007 (A’ 134) «[Tpourdeiec PopEwv EMONTEUOUEVWY arto To Youpyeio Yyeiag
kat Kowvwviknc AAAnAeyyonc kat dAAeg Stataéeior» (16iwg oupudpwva pe to N.4472/2017),

- tou N.3414/2005 (A’ 279) «Tporormoinon tou v. 3310/2005 "Méetpa yia T Stacpalion tne
SLOPAVELNG KaL TNV QITOTPOTTN KATAOTPATNYNOEWV Kata th Stadikaoia cuvayng dnuooiwv
ouuBacewv” (DEK 30/A°/14.2.2005)»,

- tou N. 3329/2005 (A’ 81) «EQvik6 Juothua Yyeiac kat Kotvwvikric AAAnAeyyunc kait Aotéc
Stataéeig»,

- tou N. 2859/2000 (A’ 248) «Kupwaon Kwbika @opou Mpootidéuevng Afiac»,

- tou N. 2690/1999 (A' 45) «Kupwon tou Kwbika Atoikntikni¢ Atadikaoiog kot dAAeC
Stataéelgy,

- tou N. 2121/1993 (A' 25) «/lvevuatikn I5toktnoia, Suyyevika Atkawuata kot MoAtTLoTikda
Ouata» cuvduaoTtikwg mpog to N. 4481/2017 (A’ 100) «ZuAdoyikn Slaxeipton SikawWUATWY
TIVEUUATIKIG LOLOKTNOIOG Kol OUYYEVIKWY Sikatlwudtwv» kol to N.4212/2013 (A’ 257)
«Evowudtwaon tng 06nyiac 2011/77/EE tou Eupwrnaikot KotvoBouAdiou kat tou JuuBoudiou
Tn¢ 27n¢ SenteuBpiov 2011 kot tng Obnyiac 2012/28/EE tou Eupwriaikov KowvoBouldiou kait
Tou ZupBouldiou tng 25n¢ OktwBpiou 2012 oto eAAnvikd bikao kat tpomomoinon tou
v.2121/1993 «lMveuuatikn LSLOKTNO(O, CUYYEVIKA SIKOUWUATA KOt TTOALTLOTIKA T€paTay,

- tou KavoviopoU (EE) 2016/679 tou Eupwraikol KowvoBouliou kat tou ZupBouliou, tng
27n¢ Amnpidiou 2016, yla TNV MPOOTACLA TWV PUOLKWY TIPOCWTIIWVY EVAVTL TNG eNefepyaciag
TWV Se80UEVWV TTIPOCWTIILKOU XOPAKTPA Kal Yl TV eAeUBepn Kukhodopia Twv Sedopévwy
QUTWV Kal TNV Kotdpynon tng odnyiag 95/46/EK (Mevikdg Kavoviopdc ya tnv Mpootaocia
Agdopévwy),

- tou N.A. 80/2016 (A" 145)«AvaAnyin UNOYXPEWTEWY ATTO TOUG ALOTAKTECY,

- tou MM.A. 28/2015 (A' 34) «Kwbikomoinon biataéswv yia tnv npocBaon oe Snuooia
Eyypapa Kal oTolyeio» Kat

- tou NA 496/1974 (A’ 204) «[epi NoytotikoU twv Nouikwv MNpoowrnwv Anpociou Atkaiou»
- TNV &V yéVel LoxUouaoa vopoBeaia nepi mpounBewwv NMNAA

& T anoddoelg:
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1.1 Tnv amnod 08/02/2023 Anodaon tng 56" Tuvedpiaong tou Aokntikol SupPBouliou
Tou 'NA «O EuayyeAlopog-NMoAUKALVLKN» ETTL TOU O£PaTOoG 23 TEPL £YKPLON OKOTILUOTNTAS TNG
PO OeLlag evog cuoTAUATOC oTHPLENG KEPAANG yia To NEUPOXELPOUPYIKO TUAUa pe AAA:
604M46900X-8=0.

1.2 Tnv apBu. 606/2023-10/04/2023 anddacn Sopeuong tng npolnoloylobeiocag
Samavng pe AAA: W02046900X-MXZ (KAE 7127)

AMNEYOYNOYME

MPOZKAHZH A YNIOBOAH FrPANTQN ZOPATNZMENQN NMPOZMOOPQON
MNMATHN «MPOMHOEIA ENOZ (1) ZY2THMATOZ :THPIZHZ KEQAAHZ MNA TO
NEYPOXEIPOYPIKO TMHMA»

ME ameuBeiag avaBeon Kal ME KPLTAPLO KATAKUPWONG Tn TAEov oupdEpouca amnod
OLKOVOLLLKN anoyn npoodopd BACEL TLUAG

O Slaywviopog Ba SievepynBel Uotepa amnod npobeopia eikoot U0 (22) nUepwv amo v
nuepounvia avaptnong tng napouvoag npookAnong oto K.H.M.AH.Z.

Npoodopéc mou Koatatifsvrot META TNV nUEpopnvia kot wpo ARENc umoBoAnC Twv
npoodopwv, wW¢ autéc opilovtal otnv mopovca TPOOKANONH, €ival eKMPOOECUEC Kat
ermotp£dovial oTouC OLKOVOULKOUC dopEic.

Kata tnv anoodpadylon twv npoodpopwyv SlKaloUTal va TOPIloTOTOL O CUUUETEXWV N EVag
EKTIPOOWIOC TOU KAOE CUUUETEXOVTQ, O OoTtolog Ba PEMeL val €XeL Lall TOU TO KOTA TTEPLMTWON
£yypada mou anodeLkVUOUV TNV VOULUN EKTTPOCWITNCN TOU CUUUETEXOVTA.

ANTIKEIMENO THZ NPO2ZKAHZHZ - NEPITPA®H ZHTOYMENQN EIAQN - NOXOTHTEZ

NEYPOXEIPOYPTIKO TMHMA

A/A EIAOZ MOZOTHTA MPOYMOAOrIZOEIZA AAMANH
ME OMNA 24%
1 ZYZTHMA ZTHPIZHZI KEQAAHZ TIA TO |1 23.500,00€

OL TeEXVIKEG TTpoSLaypadEG KOL OL QTIOLTAOEL OXETIKA ME TNV TPpourBela opilovtal oto
Mépog A’ tng StakApuéng.

FENIKOI KAI EIAIKOI OPOI

APOPO 1. AIKAIOMA YMMETOXHZ (apBpa 73, 74 & 75 N4412/2016)

1. Akkaiwpa cuppetoxng otn Stadkaoia cuvadng tng napovoog cUUPBaAcNC Exouv GUOLKA N
VOULKA TIPOOWTTA KO, O€ TMEPIMTWON EVWOEWV OLKOVOULKWY PopEéwyv, Ta HEAN AUTWVY, TIOU
elval eykateotnuéva os:

o) KpATog-ueAog TnG Evwong,

ATIEYOEIAZ ANAOEXH 85/2023
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B) kpdrTog-péhog tou Eupwmnaikol Owovopikol Xwpou (E.0.X.),

Y) TplTEG XWPEG TIOU £XOUV UTIOYPAWEL KOl KUPpWOEeL T 2AZ, oto Babud mou n umo avabeon
Snuooia cupPacn kaAumrtetal and ta MNapaptipata 1, 2, 4 KAl 5 KAL TLG YEVIKEC ONUELWOELS
TOU OXeTKOU He TNV Evwon MNpooaptripatog | tng ws avw Zupdwviag, kabwg Kot

8) o Tpiteg XWPEG MOV SEV EUTILMTOUV OTNV TIEPIMTWON V' TNG apol oo mapaypadou Kat
€xouv ocuvalel Siuepeic N moAupepeic oupdwvieg pe tnv Evwon oe Béuata Stadlkactwv
avaBeong Snuooiwv cupBacewv.

2. Ol eVWOELC OLKOVOULKWY POPEWV Kal Koompafleg, oupmepAauPavoUevwy Kal Twv
TPOCWPLVWYV cLUTPatewy, Sev amatteitat va meptPANBoUV GUYKEKPLUEVN VOULKN popdn yla
v untoBoAn mpoodopds. H emileyeloa Evwaon 1 Kowompaéio umoxpeoUTal va Mpael ToUTo
€av KOoToKUpwOel og aut n obuPacn eddoov n ARPn opLOUEVNG VOULIKNG HopdNng eival
avaykaia yla TNV LKAVOToLNTIKY eKTEAECN TNG cUUPBaCNC.

3. ZTIG MEPLTTWOELG UTIOBOANG TIPOOhOPAG OO EVWOT OLKOVOLLLKWY GOpEWV, OAa T LEAN TNG
guBlvovtal Evavtl Tng avabEtovoag apxng aAAnAgyyua Kat . OAOKANpoOV.

APOPO 2. TPOMOZ ZYNTAZHZ NPOI(MOPQN

Ot tpoodopég umofarlovral 1 amooTEAAoVTOL armd Toug eviLadpePOUEVOUC OTNV EAANVIKN
vYAwooa péoa oe odppaylopuévo dpakelo, oe Suo avtiypada. e éva anod ta aviiypada mou
oplleTal wg MPWTOTUTIO Kol o€ KABe oeAida Tou, MpEMEeL va avaypddeTal eUKPVWE N AEEn
“NPQTOTYNO” va povoypadetal amnod tov unoPrdlo Avadoxo Kol va GEPEL UTIOXPEWTIKA
ouvexn apibunon.

OAa ta éyypada mou cuvBETouv TV Tpoodopd Twv evdladepopevwy Ba TPEMEL va elval
ETUUEAWG OpXELOBETNUEVA OF ETULUEPOUG POKEAOUG IOV TiBeTaL péoa otov evialo pakelo. To
TIEPLEXOLEVO TOU TIPWTOTUTIOU £lval ETKPATESTEPO Ao KABe avtiypado tng npoodopdg.

2. 210 PpakeAo KABe MPoodopag MPEMEL va avaypadovTal EUKPLVWG:

2.1. H Aé€n NPOZMOPA.

2.2. O mANpNG TitAog TnG apuodiag Yrnpeaoiag mou Slevepyel To Slaywviouo.

2.4. H nuepopnvia Slevepyelag tou Slaywviopou.

2.5. Ta otolyeia Tou amootoAéa

3. Méoa og eviaio ¢pakelo TN npoodopdg tornobetouvtal OAa Ta OXETIKA HE TNV poodopd
oToLlXEla KOl CUYKEKPLUEVAL:

3.1. AlKaloAoynTIKA CUUHETOXNG: YreuBuvn AnAwon (onwg ekdotote LoXVEL, o€ edhapuoyn
Twv apBpwv 1 kat 3 tou N. 4250/2014 kot tou N. 1599/1986) otnv onoia Ba avaypddovrot
TO oTOLXELO TOU SlaywviopoU kal oUudwva pe TNV onoio Ba SNAWVETOL ATtO TO CUUUETEXOVTO
OLKOVOULKO popéa OTL: ) LEXPL TNV NUEPOUNVIO UTIOBOANC TNC PO OPAC TOU O OLKOVOULKOG
dopéag Sev Bploketal o€ pia amo TG KATaoTtAoelg Twy ap. 1, 2 kat 4P tou apbpou 73 Kol Twv
map. 1 kat 2 tou apBbpou 74 yia TI§ omoleg oL olkovopLkol dopeic amokAeiovtal rj pmopouv va
omokAeloBoUV amd TN OCUMUETOXN TOUC Ot SlaywviopoUg Tou Anupoociou i NMAA, B)
amodéxovtal avemipUAAKTA TOUG OPOUC TNG Tapoucd TPOCKANONG, y) N Tmpoodopd
ouVTAaxdnke oUWV LE TOUG OPOUG TN TAPoUCAC IPOGKANGCNG, TWV OTOLWV 0 TPoohEPWV
€\aPe mAnpn kat avemipuAaktn yvwaon, ) ta npoodepoueva €8N KAAUTITOUV TIG TEXVLKEC
nipoSlaypadEg TNG mapouoag MPOckAnong, €) Ta otolxeia mou avadépovtal otny npoodopd
glval aAnBn kot akplpn, ot) mapatteitol and kdbe dikalwpa amolnuiwong Tou OXETIKA UE
omnotadnnote anodacn tng Avabétovoag Apxng ywa avaPolr, akUpwon A poataiwon tou
SlaywviopoU kot {) CUUUETEXEL UE MOVO pia mpoodopd OTO TMAAICLO TOU TOPOVTOC
SlaywviopoU. Itnv MEPIMTWOoN VOULKWY MPOCWNwY N umoypadrn ThG w¢ avw umeluBbuvng
SNAwaong amaltteltal amo Tov KOTA MEPITTWON VOO EKTTPOCWITO TOU OLKOVOWLKOU dhopEa Kat
o€ Mepintwon évwong f kowormpagiag and To VOULLO EKTPOowo KABe péAoug tng Evwong n
Kolwomnpagiag.

3.2. Texvikn mpoodopd. Ta TEXVIKA OToLXEla TNG Tpoodopdg TonmobeTolvTal O {EXWPLOTO
odpaylopévo dakelo, péoa oTov KUplwe ¢pakeAo, ue Tnv Evoelén « TEXNIKH MPOIMOPAY. 3¢
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nepintwon mou ta TEXNIKA otolyeia tng mpoodopdg Sev eival Suvatov, Adyw Tou peydlou
oykou, va tomoBetnBolv otov Kuplwg ¢Pakeho, TOTE aAUTA cuokeudlovtol Lolaitepa Kot
akoAouBouv tov Kupiwg dakero pe tnv £velén «MAPAPTHMA NPOIMOPAZ» Kal TLG AOLTEG
evbelfelg Tou Kuplwg pakélou.

3.3. Owovoulk Tpoodopd. Ta OLKOVOULKA oTolxeia thg mpoodopd¢ tomobestouvrtol Ot
Eexwploto odppaylopévo dakelo, péoa otov Kuplwg dakeho, pe tnv €vbelén «OIKONOMIKH
MPOI®OPA». To tipnpa tng Owkovoulkng Mpoodopdg Sev mpémel va emepvd tnv
npoinoAoyilduevn Samdvn pe ONA dnwc auth opiletal otnv mapovoa. Emonuaivetal ot
Ol OLKOVOULKEC TIPOOGDOPEC TIPETEL VAL £XOUV oAV BAcn Tn XAUNAOTEPN TLUN TNG EYXWPLAG
oyopac Omwe kotaypadetal oto mapatnpntipo tou dpbpou 24 tou v. 3846/2010.
Npoodopéc ou avaypadouv TIHEG TAVEW Ao TO MAPATHPNTHPLO Tou dpbpou 24 Tou V.
3846/2010 6a amoppinTovrol WG ATAPASEKTEG OTIOU TAUTOMOLOUVTAL.

4. 0OAa ta €yypada Kal ta oTolxela Tou SltaywviopoU Kot OAa ta £yypada Kal Ta oTolXEla Tou
Qakélou poodopdg Ba mPEMEL va elval cuvtaypeva N emlonua i VOULUA PETadPACUEVA
otnv EAANViIKN YAwaooa, e €aipeon auoTnpd TEXVIKOUG OPOUC YLa TOUG OTIolou¢ SV UTTAPYXEL
avtiotolyn 80K petadpaon otnv EAAnVIK Kat tou propel va eivat otnv AyyALkn yAwooa.
E€aipeon amoteAolVv Kal To CUVNUUEVA OTNV TEXVLKA Ttpoadopd EvTuma, TexVIKA GuAAadLa,
oXE6La Kol Aoutd TeXVLKA oTolxeia mou pmopei va eivat otnv AyyAkn yAwooa. Ita aAAodamnd
Snuootla éyypada kat Sikatohoyntikad edappdletal n Zuvonkn tng Xayng tng 05.10.1961 nou
KupwOnke pe tov N.1497/1984 (A’ 188).

5. O untoridlog umoxpeouTal va pockopiosl OAa ta {nToUpeva oToLXela, CUUPWVA UE TLG
Kotd Tmepinmtwon odényleg. Mapamounéc oe  £yypada emtpémnovial £pOcOV  AUTA
TPOCOPTWVTAL OTNV Ttpoadopd Kot pOcov SIVETOL O GUYKEKPLUEVOG aplBUOC apaypddou
Ko ogAidac.

6. Avtunpoodop£g Sev yivovtal SEKTEG KOl AOPPLNTOVTaL WG MOPASEKTEG.

7. H AvaBétouoa Apxn pUmopel va KaAel eyypadwe Toug poodEPOVTEG va SLEUKPLVIOOUV 1 va
oupmAnpwoouv ta £yypada 1 Ta SIKAloAoynTikA Tou €xouv UTIOBAAAEL eviog Tplwv (3)
EPYACLUWY NUEPWV QMO TNV NhUEPOUNVIO Kolvomolnong Ttng OXETKAG TPOOKANONC.
Onotadnmnote Sleukpivion urtoBarietal amno toug urtoPndioug xwpis va €xeL Intnbet amod tnv
AvabBétouoa Apxn dev AapPavetatl umtoyn. H mo navw Steukpivion f cupmAnpwaon adopd
MOVO OTIC a0AdELEC, EMOUCLWOELG MANUUEAELEG 1) TTPOSNAQ TUTILKA oD AApATA TTOU LS EXOVTOL
S16pBwon f cupmAnpwaon onwg Woiwg mapaiewpn povoypodwv, Slakekouuevn aplbunon,
EAATTWUATA CUOKEUOOLOC KOl CravonG Tou GpakEAOU Kal TwV UTIOPAKEAWY TWV TPoadopwv,
AEKTIKEG Kol GPAOTIKEG amokAloelg Twv eyypadwv tng mpoodopd¢ amo ta £yypada TG
cUUBaoNG mou Sev eTULPEPOUV EVVOEC CUVETIELEC WG TIPOC TO TIEPLEXOLEVO TOU, EAAEIPELG WG
T(POG TA VOULUOTIOLNTLKA OTOLXELQ, TTANUUEAR orjpaven avilypddwy rmou ekdidovral cupdpwva
pe Tig dlatdgelc tou GpBpou 1 tou N. 4250/2014 (A'74) kal petadpAoswv Kol Aoutwv
TotomoLlNTkwy N Befalwoswv, dtadopomnoinon TG Soung Twv eyypddwv tng Mpoodopag
Oomod TA UTIOSELYLOTA, UTIOXPEWTLKA 1 pn, Tou Beomilovtal pe to NOPO, TG KOVOVIOTLKES
npatelg N Ta éyypada tng cupBacnc. H cupumAnpwon n n dlteukpivion Sev emLTpEMETAL VA £XEL
WG OUVETIELD TN UETOYEVEOTEPN QVIIKATAOTAON N UTtOBOAN eyypddwv o CUUUOPIWON HE
TOUG 6pouC TN SLakNPUENG, OAAA LOVO HE TN SLEUKPLVLON 1) CUMITANPWON QKON KOl E VEQ
gyypada eyypddwv f SIkaloAoynTKwy ou £xouv rdn umtoPAnOeL.

8. Kata tnv Stadikacia olvragng twv npocpopwv oo TouG CURUETEXOVTEG va AndBOolv
unoyn ot Sratagerg tou N. 4250/2014 (apOpa 1kat 3).

APOPO 3. XPONOZ IZXYOZ MPOZMOPQN

OLNpoodopég Loxouv Kal Seopuelouv Toug TPood£POoVTEG yLa €L (6) LAVEG, armo tnv eMOUeVn
¢ Slevépyelag Tou Slaywviopou. Mpoodopd mou opilel xpOvo LOXUOG HULKPOTEPO TOU
TOPATIAVW AVAPEPOUEVOU XPOVOU QIMOPPLITETAL WG amapadektn. H Loxu¢ tng mpoodopac
Suvartal va mapatabel, epocov {NtnOet amod tnv avabétouoa apxn pLv amo tn AREn tng, ko’
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oVWTATO OPLO YL XPOVIKO SLdotnua (oo pe To tpoBAenopevo ano tn Slaknpuén. Avakoivwon
emloyng avadoxou pmopel va yivel Katl Hetd t AREN TnG Loxvocg Tng mpoodopdg, Seopelel
OLWG TO SLaywvilOpevo, Lovo epOoov auTog To anodexBel.

O Yoot Avadoyol dev €xouv dikaiwpa va amocUpouyv TV poodopd Toug, | LEPOG TNG,
META TNV Katdbeon Tng. e TepIMTwon Tou n mpoodopd N UEPOC TNG amocupBbel o
SlaywVI{OUEVOC UTIOKELTOL O KUPWOELC KOL €LOLKOTEPA EKMTWON Kal QmMwAEld KAOe
SLKALWUATOC YLOL KATAKUPWON.

APOPO 4. ENAANAKTIKEZ MPOX(MOPE:- MEPIKH YITOBOAH NPOZ®OPQN

EvaAlaktikég Mpoodopég Sev yivovtal OeKTEC Kal amoppimrovial w¢ amopadekteg. Eav
urtoPAnBouv TuxOV evalAakTikeG mpoodopeg, dev Ba AndOolv umoyn. O umoyndlog
npounBeutng, o omolog Ba umoBaAAel tétolag dUONG MPOTACELS, deV SlkaloUTAL O Kapia
neplmtwon va dtapaptupnBel ) va erikaleotel Adyoug mpooduyng Katd tne anoppldng Twv
TIPOTACEWV QUTWV.

APOPO 5. YNOBOAH AIKAIOAOTNHTIKQN ANAAOXOY

Metd tnv afloAdynon twv nmpoodopwv, n avabétouoa apyn edomolel pe e mail Tov
ipoodEPOVTA  OTOV OTIOL0 TPOKELTAL VO YIVEL N KOTAKUPWON («Tpocwplvo avadoxo») va
UTtOBAAAEL evidg TipoBeopiag évte nuepwv (5) NUEPWY AMO TNV AMOCTOAN Tou e mail Ta
KATwOL SikatoAoynTika

0l) AMOOTIAOLO TOU OXETLKOU UNTPWOU, OTIWG TOU TIOWVIKOU NTPWOU TIOU Va £XeL eKS00El £wg
TPELG (3) HAVEG TipLV TV UTIOBOAN Tou 1), eAAelPel autoU, LooSuvapo eyypado mou ekdidetat
oo apHOSLa SLKOOTIKN 1 SLOLKNTLKA apXH TOU KPATOUG-UEAOUG ) TNG XWPOC KATAYWYNS N TNG
XWPOC OMOU €lval €YKATECTNUEVOC O OLKOVOWULKOG dopéag, amd To Omolo TPOKUTITEL OTL
TANpoUVTOL AUTEG oL TPoUTtoBEoELS. H uTtoXpEwaon MPOCKOULONG TOU WG AVW ATIOCTIACLATOC
adopd kal ota HEAN Ttou Slolkntikol, SleuBuvtikol I EMOMTIKOU OpyAvVoU Tou €V Adyw
OLKOVOLKOU ¢dopéa N ota tpdowra tou €xouv e€ouaoia ekmpoowrnnong, AnPng anopacswv
1 EA€YXOU O€ QUTO KATA Ta ELSLIKOTEPO avadePOEVA OTNV WG Avw Ttapaypado 1,

B) muotomolnTkd ¢opoAoyIkAG evnpepOTNTAG ekSLOOUEVO amd TNV apUOdla apxr Tou
OLKELOU KPATOUG-UEANOUG,

Y) motonowintikd achaAloTIKAG EVNUEPOTNTAG YO TO CUVOAO Twv Topeiwv KUPLOG Kol
ETIKOUPLKAG aodAALONG TOU MPOCWTILKOU TOU OLKOVOULKOU dopga, cupneplapBavopuevwy
TWV VOULUWY EKTIPOCWNWV €POCOV ELVAL EV LOXU KOTA TO XpOVO UTIOPBOANG TOUG KOTA TO XpOVO
umoBoAn¢ Toug Kot  edappoyn the mapaypddou 2 tou dpbpou 73 tou N. 4412/2016

6) muotonowntikd NTEMH mepl ekmpoownnong kat avtiypado KATaotatikol, TILOTOMOLNTIKA
peTaBoAwv, ouykpotnong AL o owpa, o€ mepimtwon AE KATL avdloya e T VOULKA popdn
TOU SLAYWVLOMOU Kall

€) YnevBuvn ARAwon OTL TNPel TG UTTOXPEWOELG TOUG OTOUC TOUELG Tou mepLBaliovTikoU,
KOLWVWVLKOOoPaALOTIKOU KOl Epyatikou Sikaiou, ou €xouv Beomioel pe to Sikato tng Evwong,
To €Bvikd &ikawo, oulhoyikég ouppacelg | Slebvelg Sdlatdatelg mepBaAloviikou,
KOLWWVLKOOoPaALOTIKOU Kal gpyatikoUu Sikalo, oL omoieg anaplOpouvtal oto MNapdptnua X
tou MNpooaptipatoc A tou N. 4412/2016.

APOPO 6. KATAKYPQZH TOY AIATQNIZMOY

H avaBétouoca apxn kowomolel tnv amodacn KatakUpwong otov avadoxo, He Kabe
MPOodopo TPOTOo (EVOEIKTIKA NAEKTPOVIKO Taxudpopeio K.A.T..) el amobeifel BETovtag Tou
npoBeouia mou &g umopel va unepPBaivel tig 6éka (10) nuépeg amd tnv Kolwomoinon tng
OXETLKNC ELOLKAG MPOCKANONG.

ZTnVv MePUTTWOon Tou o0 avadoxog Sev MPoc£ABeL va uTtoyp AP EL TO WG AVW CUUGWVNTLKO PEoa
otnv teBeloa mpoBeopia, kNPUOOETOL EKTTWTOG KAl N KOToKUPwWOoN, UE Thv 6la dtadikaoia,
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yivetal otov mpoodépovta mou UMERAAE TNV APECWG EMOWPEVN TIAEOV ouPdEpOUCA ATO
OLKOVOULKA amoyin mpoodopd pe BAcn TNV TLUN.

APOPO 18. MATAIQZH AIAAIKAZIAZ

H avabétouoa apyn Hatalwvel i SUvatal va LATALWOEL EV OAw N €V LEPEL OLTLOAOYNUEVA TN
Stadkaoia avabeong, ywa toug AOYoug Kal UTO Toug Opou¢ Tou apBpou 106 ToU V.
4412/2016,. Entiong, av StamotwBolv apdlpata f mopolelpelg og omolodnmote otddLo Tng
Stadkaoiag avabeong, pmopel va akupwoel HepKwE tn Stadikacia ) va avoapopdwoel
avaloya To OMOTEAECUA TNG N va amodaciosl tnv enavaAndn tng amd to onueio mou
gudoxwpnoe to opaApa n n mopaAewn.

O AIOIKHTHZ
INA «O EYAITEAIZMOz-
NOAYKAINIKH» NMAA
OQewprOnKe yla TV akpifela ANAZTAZIOZ FPHFOPOMOYAOZ

H Mpoiotapévn g Mpappateiog

Huepopnvia :
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MEPOZ A. TEXNIKEZ NPOAIATPADEZ

TEXNIKEL TTPOAIAIMPAZEL
ZYITHMATOZ ITHPIZHZ KEZAAHL

MR - TEXNIKEE TIPOATAIPAZEL
A | TENIKA _ i ;
Zootnua orApifng/aTepéwong Tng KepaAic Tou aocBevolg yid  {IKpo-
veupoxcipoupyikéc cmeppdoeig, oTipapé kai avBekTIKG To omolo va amoteheital
Touhdx10Tov and Ta mapakdTw !
1. | 1. Mia (1) pdon orepéwone/otipiEne otn Xeipoupyikh Tpamela
2. Mia (1) mepioTpegdpevn TpoodpTnon - pocappoyéag
3. Mia (1) orepdvn kpaviooTepiwang
4, Zet kappidwy piag xpnanc A MoAATALY XPRTEWY
B | TEXNIKA XAPAKTHPIITIKA :
1 | Yhko MeTaihien rataokews] xaunhol Pdpoug
Texvohoyia acpaholc
2. ﬂ'rf'lpl:fﬂl: it MNa, va yiver avaAuTiKA avapopd
QUOTAWATOC OTN XEIPOUPYIKA
Tpdmela
Nai pe paBuolc cheuBepiag o1 omoim va
mapéxouv peydin euemfia mou va To kaBioTolv
3. | Euehfia rarahAnio yvia mohhamwhic Géong otaBepomoinong
T KEPahAcC Tou aoBevolc arny
VEUPOXEIPOURYVIKN.
MNa yiveran :
a. | Edkoha Na
B. | Mprivopa Nai
4. | TowoBévnon v. | Mévo amd éva dTepe Nai
5 Lt OMOIGBNTMOTE XEIPOUPYIKE Nai
Tpamela Tou voookopeiou
5 Auvarétnta TomeBétnane avahoya Tn Béon Tou aoBevolc TAVW T XEIPOUPYIRK
" | Tpdmela
a)TTpéoBia Na
BpYYmma MNai
¥)TTAEupIk Mai

. yia puByioeig kal ouvdioeig

Ma unv anaitelvTal epyakeia Nai

KaBapiopde - amohiyavon Nai, va yivel avahutikrn avapopd.

Béaon oreptwonc/oripiing oTn xeipoupyirf Tpanela

Aopahic  oTepfwon aTh

XEIpoupyIKN Tpamela Nai, va mepiypagei

. | ApBpwréc ppaxiovag MNai, ye opikTApa oraBepomoinang A
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TIPOTEINOMENOI EIAIKOI OPOI

"A/A | ETIAIKOI OPOIL - i Gt

Na mapéxerar eyyinon xalw; Acrroupvlag via éva (l) ¢ro¢ ka1 emdpkeld
avraAAakTIKWy yia emrrd (7) érn.

Na karareOel avaAutikd @UAAO ouppépewong TPog TIC avwrépw TEXVIKEG
2. | mpodiaypagés e avrigroixe¢ mapamoumé¢ ova  Emionua QUAAGSIa  Tou
KaraokeuaoTikoU oikou (prospectus, product data, manual KA).

Na karareOel pc Tnv OIKOVOMIKR Tpoopopd TAfPnG TiHOKATdAoyog Twv
3. | amairobpevwy yia Tn Acitoupyla TnG Ouokeurg mdong QUOEWS VAIKWY Kal
avrahAakTikwy pe oraBepn Tiph yia évre (5) én.

4 Na avagepBei o xpévog mapddoong o omofog Jev Ba umeppaiver mig 60
" | nuepohoyiaxés nuépeg.

O karaokevaoTikég olkog va eivar moronoinpévog pe ISO 13485:16 kar To
5. | mpoopepdyevo eidog va pépel moTomoinmiké CE. (Na karareBolv va anapaitnra
moTonoINTIKA)

H mpounBelrpia craipeia Ba mpémer anapaitnra va JiaBéver oloTnua moidTnTag
EN ISO 13485:16 puc medio mavomoinong Tnv Siakivnon 1atpoTeXVOAOYIKWY
6. | mpoidvrwvy ka1 EN ISO 13485:16 pe¢ medio moromoinong Tnv TeXVikA
umootipin 1atporexvohoyikiwv mpoidvrwy. (Na karvareBolv ta amapaitnra
TATOTOINTIKA)

- H mpounBelTpia eraipela va civar maromoinpévn olppwva pe Ty Ymoupyikn
" | Andpaon AY88/I.TT. oik./1348/BEK 32/16.01.2004 Tou Ynoupyeiou Yyeliag.

Z¢ mepimrwon agaipeong Tng £§oudodéTONG TOU KATAOKEUATTIKOU OiKOU K TOU
efouvaiodornuévou avrimpoowmou Tou ornv Eupwmdiki Evwon, mpog Tov
TpopnBLuTH, YIa TTapoX i AVTAAAGKTIKWY - OUVTNEROEWY - TEXVIKAG uTooTipI§ng
8 |- eyyURoewy KAT. kai evrog tng dekaeriag, Ba mpémer va kavareBel Pepaiwon
" | déopevong Tou karaokeuaoth fi Tou e§oudiodoTnuévou aVTIIPOOWTOU TOU TRV
Evpwndikh TEvwon, yia v ouvexi ka1 ampdokomrTn Acitoupyia Tou
latporexvohoyikol efomAiopol, pe Toug (Bloug nrolpevoug Gpoug wéXPIC
oupmApwong Tng dexacriag TouAdxiaToy.

9 Exmaideuong yia Toug xprioTeg (1atpolg, VOONAEUTIKG TPOOWTIKG, TEXVIKOUG,

" | KAT).
10 Na umdpxer n duvarétnra emideifng cpboov IntnBel amé v emrpomh
| a€ioAdynang /.

4
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e
TepiaTpegdyevn npoodpTnon - wpooapyoyéag
Me Tov apBpwré ppaxiova Tng pdong
1. | Zdvleon oreptwong/omipéng atn YElpoupyikn Tpdmela
Kdl UE Th OTEQAVN KpaviodTepéwang
2. | Tepiotpowr otov afovd Tng | Na, kard 360°
Irepavn xpaviooTeptwang : :
U, amoteholpeve améd d0o  oaywves  HE
1. | Tomou SuvatétnTa aufopeiwong Twv claywvwy yid GAd
Ta peyéOn kepahic evnhikwy.
2 }:l:mnpu' oTaBepomoinong Nan
| Twy ogywvwy
3 Bdoeic/umoBoxels MNai ge w@Be drpn mayuvag
" | TomoBErnong kappidwv 1
Yrmodoxh/ec  Tpooappoyhic | Nan, yia TomoBiTnan Tpogapyoyéa EMUVULIWY
4, | gugTnpdTwy guoTnpdTwy . VeupoThoriynong (olrwy oMW
veupoThoriynong Medtronic, Brainlab, Stryker whm).
5. | Zrdha mieong 90N fwe 360N
6. | Aeikreg mieang MNai va avapepBolv
7. | KAeiBwya Tou guoThpaTog _a)Na g¢ omoiabimoTte Béon Tieong
p)Na wapéxetar whipn oTaBepdTnTa TG Kepahng
Tou agBevolg
8 Na &adtrer paveg MNai, kai amé Tig d0o TAEUpES TNE.
" | umoBoxeic arhApigng
AuvardrnTa TomoBETnong
SUL AT, GO \ . Nai, pubpfépeva, cuthikta WoTe va KaAUTTEl
9. ﬂT}‘ﬂIEHETUNxEEILH‘J Tou TARBpa VEUPOXEIPOUDYIKIY meprotatikdv, Na
XEpoupral Kot olgrnia mpoopepBei yia pehhovTikA Xphon.
TomoBETnong
ayrioTpwy/ Aemidwy,
EAcGOcpn mepiaTaosh Tu Na f av Jev Sovatar va TepigTpégovial ol
10 kapyidwy  oraBepomoinong

TN Kegahrfg Tou agBevolg
kara 360°

kappidec va mepioTpégovial o Pdoeig  Twv
kappiBwyv kara 360°

ZeT nappidwy
Na meprhappdver geT | Tlohhamhiv xphoewv 1 va 3oBel ikavoToTIKGg
. rapelEwv apiBuég kapeldwv piag xphone.
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