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A114/2023
NPOZKAHZH EKAHAQZHZ ENAIAOEPONTOZ

H 2" Y.NME. Nelpauwwg kot Ayaiou €xovtag unoyn:
° Tig SLataeLg OMWE AUTEC LOXUOUV:

1. To N.2362/95 «mepi Anudaolov NAoylotikoU EAéyxou twv Samavwy tou Kpdtoug Kat GAAEG
Slatagele»

2. ToN.2955/01 «MNpounrBOetec Noookopeiwv kot Aoutwv povadwy Yyelag twv MEIYMN kot AAAeg
Slatagele»

3. To N.3329/05 «EBvikd Tuotnpa Yysiog kat Kowv. ANAnAgyyung kot dAAeg Statd€eig»

4. To N.3527/2007 «KUpwon cupPdacswv utép N.IM. emontevopévwy armo To YY& KA kal Aoumég
Slatagelc»

5. Tig Sataéelg tou N.4412/2016 (DEK 147A//08-08-16) «Anuooteg ZupPaocels Epywv,
MpounBewwv Kat Yrnpeowwv (mpooappoyr) otig odnyisg 2014/24/EE kot 2014/25/EE)», 6nwg
£xeL tpomomnolnBei kat LoyveL.

6. Tig Slatagelg tou v. 4314/2014 (A' 265), “A) lNa ™ Slaxeiplon, Tov EAeyxo Kol TNV edapuoyn
oVaMTUELOKWY TIOPEUPACEWY YLl TNV TIPOYPAUUATIKA Tiepiodo 2014-2020, B) Evowpdtwon
™¢ Oényiag 2012/17 tou Eupwraikol KowvoBouAiou kat Tou Tuppouliou tng 13ng louviou
2012 (EE L 156/16.6.2012) oto eM\nvikd Sikato, tpomormnoinon tou v. 3419/2005 (A' 297) kot
AaMec Swatagelc” kot tou v. 3614/2007 (A' 267) «Alaxeipion, €heyxog kol edopuoyn
QVATTUELOKWVY TIOPEUPBATEWY Lo TNV TIPOYPAUUATLKN Ttepiodo 2007 -2013»,

7. Tic Slatdelc tou v. 4270/2014 (A' 143) «ApxEG SNUOCLOVOULKAC SLaXEipLonG Kal mMomnTeiag
(evowpdtwon tng O8nyiag 2011/85/EE) — dnudcto AoyLlotikd Kat AAAEG SLATAEELSY,

8. Tiwc Swutdfelg tou v. 4250/2014 (A' 74) «Awowknuikég AmAouoteloel - Katapynoelg,
Juyxwvevoelc Noukwv MNpoownwv Kot Ymnpeowv tou Anpociou Topéa-Tpormomoinon
Alatdéewv tou 1.6. 318/1992 (A'161) kot Aowmég pubuioelo» Kat EL8LKOTEPA TG SLATAEELS TOU
apBpovu 1,
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Tig Satdéelg tng map. Z tou N. 4152/2013 (A' 107) «Mpocappoyr tng eENANVIKAC vopoBeaiog
otnv Oényia 2011/7 tng 16.2.2011 yia TtV KATAMOAEUNON TWV KAOUOTEPAOEWV TANPWUWV
OTLG EUTIOPLKEG CUVAANOYEGY,

Tic Statdgelg tou v. 3886/2010 (A' 173) «Alkaotikr mpootooia katd t cuvapn dnuooiwv
oupBdoswv Evapuovion tng eAAnvikng vopoBeciag pe tnv Oényia 89/665/EOK tou
YupBouliou tng 21yc louviou 1989 (L 395) kat tnv Odnyia 92/13/EOK tou JupBouliou tng
25n¢ Q=PBpouapiov 1992 (L 76), onwe tpomonotidnkav pe tnv Odnyia 2007/66/EK tou
Eupwmaikol KowvoBouAiou kal tou ZupBouliou tng 11ng AskepPpiouv 2007 (L335)»,

Tig Slatdgelg tou v. 4129/2013 (A’ 52) «KUpwon tou Kwdika NOpwv yla to EAeyktiko
Zuvedplo»

Tig dlatdéelg tou v. 4013/2011 (A’ 204) «XUotaon eviaiog Aveéaptntng Apxng Anpoociwv
JupBacewv kal Kevtplkol HAektpovikol MnTpwou Anpooiwv SUPBACEWV...»,

Tig Slatdtelg tou v. 3861/2010 (A’ 112) «Evioyuon tng StadAavelag e TNV UTTOXPEWTLKA
oVApPTNON VOUWVY KO TIPAEEWY TWV KUBEPVNTIKWY, SLOIKNTLKWVY KAl AUTOSLOLKNTLKWY 0pyavVwWY
oto Sladiktuo "Mpoypappa Alavyela” Kot GAAEG Slatagels”,

Tig Slatagelg tou dpBpou 4 tou 1.6. 118/07 (A'150)

Tig Swatatelc tou v. 3548/2007 (A’ 68) «Katoxwplon dnuocieloswv tTwv GopEwV TOU
Anpociou 0To VOUaPXLaKO Kol TOTikO TUTO Kat AAeG Slatdaelc»,

Tig Statdéelg tou v. 3469/2006 (A’ 131) “EBvikd Tumoypadeio, Ebnuepida tng KuBepvnoswg
KoL Aourég Slatatelg”

Tig Slatagelg tou v. 2859/2000 (A’ 248) «Kupwon Kwdika Qoépou MpoaotiBépevng Aklag»,

Tic Slatdelg tou v.2690/1999 (A' 45) “Kipwon tou Kwdika AtokntikAg Atadikooiog kat GANEG
Statatelc” kot biwg Twv apbpwv 7 kat 13 £wc 15,

Tic Statdéelg tou v. 2121/1993 (A' 25) “Mveupatiky 18loktnoia, SUYYEVIKA AKaLWUOTA KoL
MoAlTotika O¢pata”,

Tic Sotd€elc tou .6 28/2015 (A' 34) “Kwdikomoinon Swotdéswv ya tnv mpooPfacn os
dnuooia €yypada Kal otolyeia”,

Tic Statdéeig tou MN.A/toc 80/2016 (A'145) « AvaAnyn UTIOXPEWOEWY OO TOUC ALOTAKTEG

Tn pe aptd. M1 2380/2012 Kowrg Yroupyikic Antddpaonc (B’ 3400) «PUBULON TwV EBIKOTEPWY
Bepatwv Aettoupyiag kat dlaxeipiong tou KevtpikoU HAektpovikol Mntpwou Anpociwv
YupBaocswv tou Ymoupyeiou Avamrtuéng, Avtaywviotikotntag, Yrnodopwv, Metadopwv Kol
AktOwVY »

Tn upe op. N1/2390/16.10.2013 (B' 2677) Amddaong tou Ymoupyol Avamtuéng Kol
AVTOyWwVLOTIKOTNTAG “TeXVIKEC Aemtopépeleg kot Sladikooieg Aettoupyiog tou EBvikoU
Yuotpotog HAekTpovikwv Anpociwv Suppacewv (E.2.H.AH.Y.),

Tig Slatagelg tou apBpou 2 Tou v. 4238/2014 pe tTi¢ omoieg ta Kévrpa Yysiag katl ol Aourég
Movadeg mapoyng unnpeowv MNpwtopabuiag Opovtibag Yysiag twv A.Y.Me. amotelolv
Snuooteg Sopég mapoxng umnpeolwyv MpwtoBabuiag Opovtidag Yyeiog tou M.E.A.Y.

Tic Slatdéelc tou apBpou 21 tou v. 4238/2014 pe TIC OMOIEG OL OLKEIEC YYELOVOULKEG
Mepldpépeleg avalapBavouv amd 1-1-2015 tng maong $UoEWE AELTOUPYIKEG SOATMAVEG TWV
Kévtpwy Yyelag kat Mepidpepelakwy Latpeiwv avtwy, kabwg kot Twv Movadwv Napoxng
Yrninpeowv tng N.O.Y.

Tic Swatagelg tou N.4486/2017 (115/A'/7-8-2017) “MetappluBuion tng MpwtoBadutag
Opovrtidag Yyeiag, emeiyouvoeg pubuioslg appodlotnta Ymoupyesiou Yyelog Kat GAAEG
Swatatelg”

Tnv Y.A. Ala/l.M.owk. 75342 OEK B 5198/2020 6rw¢ tpomonoloVpevn He tnv Y.A.
Alo/r.N.owk. 7114 OEK B'362/2021 woyvel

Tig Statdéelg tou N. 4782/2021 (A’ 36) «Ekouyypoviopog, amhomnoinon kat avapopdwaon tou
PUBLLOTIKOU TAALGioU TwV dNoolwv cupBAcewY, ELBIKOTEPEG pUBUIOELS TPOUNBELWY OTOUG
TOMELG TNG AUUVOC KAl TNG AohAAELOC Kol AAAEG SLATALELC YO TNV AVATITUEN, TG UTTOSOUEG Kot
v vyelon
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° Tig anodaoeig kot Eyypada:
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1. To pe aplOu. mpwt. 45315/28-07-2023 s0wtepkd onueiwpa tng AtevBuvong Eviaiag Texvikng
Yninpeoiag g 2™ Y.Me. MNepatwg Kot Alyalou e CUVNMEVES TLG TEXVIKEG TTpoSLaypadEC.
2. Tn ue aplBu. mpwr. 48432/16-08-2023 Anddaon tou Alokntr tng 2" Y.Me. Melpatwg kat Ayaiou
ylaL TNV €YKPLON OKOTILOTNTAG KAl Sammdvng yLa Ty eykataotacn tou Pndlomowntry CR CLASSIC
pe kn: 5484237 tng Carestream tou paotoypadou Mammomat 1000 tou KY Melpaid oto
OKTIVOAOYLKO gpyactrplo Tou KY Matpou kat tThv mpounBela Juotnuatog =npag Ektunwong O\p
KOTAANAOU yla ektunwon paoctoypadlwyv mARpoug mediouv kot CR-paoctoypadlwv ylo thy
KaAuPn twv avaykwv tou KY Mdatuou appodiotntag 2" Y.Me. MNepatwg kat Atyalou Kal Tn
Slevépyela mpookAnong ekdnAwong evoladEépovtog.
3. Tn e aplBu. mpwrt. 48458/16-08-2023 Antodacn Avalndng Yroxpéwaonc.

NMPOKHPYZZEI

MNpookAnon ekénAwong evdiadépovtog pe tnv Stadikacia tng AneuBeiag Avabsong pe

épeuva ayopdag kat ocuAdoyn mpoodopwv ywa tnv Avadel§n Avadoxou yia tnv

eykataotaon tou YPndononty CR CLASSIC pe kn: 5484237 tng Carestream Ttou

paotoypadouv Mammomat 1000 tou KY MNelpaitd oto aktivoAoylko epyactrpto tou KY

Ndatpou (CPV: 98392000-7 YINPEOLEG UETEYKATAOTAONG) KOl TNV TTPOHUNOELQ ZUCTAHATOG

Znpag Ektunwong @W\p kataAAnAou yla ektunwon pactoypadlwv nmAnpoug nediov Ko
CR-paotoypadpiwv (CPV: 32354100-0 AKtivoAoyiko DWAR) yia thv KGAUYPN TwV avoyKkwv
tou KY Ndatuov appodidotntag 2™ Y.Me. MNetpaiwg Kat Alyaiou, HE KPLTAPLO KATAKUPWONG

Vv Aéov cupdépouca anod olkovopukn anoyn npoodopd anokKAELOTIKA BACEL TLUNG O

Bapog tou oikeiou KAE tou mpoimoAoyiopou tng 2" YME Melpouwg kat Awyaiou,
npoinoAoylopou 6.000,00 € pun cuun. @.M.A..

Huepopunvia Anéng katadeong npoopopwv: 24/08/2023 kat wpa 14:00.

FENIKOI OPOI

TOMOZ — XPONOZ AIENEPTEIAZ MPOZKAHZHZ

KATAAHKTIKH HMEPOMHNIA
TONOZ YNOBOAHZ HMEPOMHNIA AIENEPTEIAZ
NPOZMOPQN YNOBOAHZ NPOSKAHSHS
NPOZOOPQN
Mpadeio
P d) 24/08/2023
MNpwTtokGAAOU TNG , , 25/08/2023
i Hpepa Nepmen kot s s
2"S YNE Nepawwg i , Huepa Mapaokeun kat
i wpa w¢ 14:00 , ,
& Aiwyaiou wpa £wg 10:00 mt.p.

OL mpoodopég Ba anootarolv £wg Tig 24/08/2023 nuépa Néumtn kat wpa 14:00 péow
nAgktpovikoU taxudpopeiou otn dievBuvon tavladoraki@2dype.gov.gr .
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Ou mpoodopég Ba umoPfallovtat Pndlakd otnv avwtépw OlevBbuvon nAeKTPOVLKOU
TayuSpopueiou.

Mpoodopég mou Ba katateBolv HETA TNV WG Avw nUeEpounvia kot wpa, Ba Bewpolvtal
EKTPOBeOUEG KaL Ba emLoTpEdovTal OTOV AMOCTOAE XWPIE va amoodpayloTtouv.
Huepounvia anoodpdylong tng mpdokAnong €xeL oplotel n 25/08/2023 nuépa Mapaokeun
kot wpa 10:00 m.p.

H amoodpadylon kat afloddoynon twv mpoodopwv Ba yivel cUUPWVA HE TNV TEXVIKNA
nieplypadn (MAPAPTHMA I).

H npdokAnon evdladépovtog pnopel va mapaindBel and to TuRua Npoundewwv 1 and tnv
totooeAida ¢ 2ng Y.ME. Nelpaiwg & Awyaiouv (www.2dype.gov.gr) ) ano tn AIAYTEIA ) ano
t0 KHMAHZ.

KANONEX AHMOZIOTHTAZ NPOZKAHIHX

H mpoéokAnon avaptatal oto Kevipikd HAektpovikd Mntpwo Anupooiwv upfdcswv
(KHMAHZ) kat otn Stadiktuakn edappoyn AIAYTEIA, kaBwg emiong kat otnv lotooeAida tng
Ynnpeoiag www.2dype.gov.gr .

MEPOZ A’
OPOI AIENEPTEIAZ

Apbpo 1
ANTIKEIMENO THZ MPOZKAHZHZ

Eivat n Avadei&n Avadoyou yla tnv sykatdotaon tou Pndromotntr CR CLASSIC pe kn: 5484237
tn¢ Carestream tou pactoypadou Mammomat 1000 tou KY Melpatd oTo aKTIVOAOYLKO EpYOCTHPLO
tou KY Mdtpou kot tnv mpounBeta Tuotnuotog =npd¢ Ektimwong O katdAAnAou yla eKTUwaon
paotoypadLwyv mAnpoug nediou kat CR-pactoypadlwy yla Ty KAAuPn Twv avaykwy tou KY Matuou
appodiotntag 2" Y.Ne. Nepawwg kot Awyaiou, oUpdwva He TNV TEXVIKA Teplypadn Tou
MAPAPTHMATOZ | tng mapouoag.

e OL urnoyndlot Avadoyol pmopouv va umoPBalouv MpoodopEg pe BAoN TLC ATIALTHOELG TTOU
opilovtal otnv Tapouca KAl TO TOPAPTNHUA QUTAC. Agv ETUTPEMOVIAL EVOAANAKTIKEC
NpoodopEC. e mepimtwon mou doBel evaAlakTiky Tpoodopd autr) Ba amopplTeTal wg
anapAadeKTn.

o0 xpovog Loxvog Twv Tmipoodopwv eival e€ivra (60) nUEPOAOYLOKEG NUEPEC,
TIPOCETPOUUEVEG ATIO TNV EMOMEVN TNG NUEPAG SLEVEPYELAC TNG TIPOOKANONG.

e Kpttriplo katakUpwong eival n mAéov cupdépouca amd OLKOVOULKH damoyn mpoodopd
QmMOKAELOTIKA Baoel TUAC. Ou evdiadepopevol odeilouv eni mown anokAelopol va
kataBéoouv npoodopd yla To 6UVOAO TNG MOCOTNTAG TWV KALHLATLOTIKWV.

eJe TEPUTTWON TIOU UTAPXOUV LOOTIUEG N LoodUVOUEG TPOOoPOPEC, TEAIKOG HELOSOTNG
ETUAEYETAL O MELOSOTNG TOU TPOKUTTEL KOTOTILV KARpwong oadou kAnBoluv OAoL ol
TIPOOPEPOVTEC TIOU £(XaV LOOTIUEC 1 LOOSUVAEC TIPOODOPEG.

eH TAnpwunR Ba TMPOYUATOTOLETAL HETA OO T BOewpnon TOU OXETLKOU XPNUATIKOU
EVTOAPOTOC amo TNV apuodia umnpeoia tng 2" YME.


http://www.2dype.gov.gr/
http://www.2dype.gov.gr/
ΑΔΑ: 6ΜΘ7469Η2Ξ-ΚΕΘ




23PROC013266129 2023-08-17" BMC7409M2="KEO

e H mAnpwur tou avadoyxou Ba mpaypatomnotnOet pe to 100% tn¢ cupPaTknC alag LETA TV

opLloTikn mapalapn Tou idouc.

oH mAnpwun tou ocupPatikol TAMATOG Ba ylvetal pE TNV MPOOKOULON TWV VOULUWYV

TIAPOOTATIKWY Kol SIKaloAoynTkwv 1ou mpoBAémovtal and Tig dtataelg Tov apbpou 200

nap. 4 Tou v. 4412/2016, kaBwg kat kaBe aAAou SikatoAoynTtikol Tou Tuxov nBeke IntnBel

amnod TG apUOSLEC UTINPECLEG TTOU SlevePYOUV TOV EAEYXO KOL TNV TTANPWH).

e To avadoxo Bapuvouv oL UTIEP TPLTWV KPATNOELS, WE Kal KaBe aAAn emiBapuvon, cUpdwva

HE TNV Kelpevn vopoBeaoia, un cupnephappavopévou @.M.A. (map. 5 nep. o' Tou dpBpou 95

Tou v. 4412/2016). AvaAuTiKa:

- Ynép EAAHIY 0,1% emi tng kabBapng aflac. H kpdatnon autr emiBapvvetal pe 3%
xoptoonuo kat 20% OFA emi Tou XapTooHou.

- Ynép Yuxkng vyelog 2% emni tg kabopng aglag adalpolevwy Twv TPONYoULEVWV
KPATAOEWV

e O Avadoyxoc emiBapuveTal e MapaKpATNon GOPoU ELCOSHUATOC CUUDWVA UE TIG LOXUOUOES

Sdlatagelg (N. 2283/94, OEK 151/A/94, 6Mw¢ EKACTOTE LOYVEL).

e Katd ta Aoutd wyvouv ot diatdgelg tou N.4412/2016, OMwC TPOMOMOLOUUEVOC LOXUEL.

Mpoodopég mou {ntouv amaliayr TOug amo TIG TapaAnavw entBapuvoelg, dev Ba yivovral

dexTec.

eH Sudpkela tng ZUpPBaong opiletal ot tplavta (30) NUEPOAOYLAKEC NUEPEC QMO TNV

avaptnon tng oto KHMAHZ. Ze Staotnua mévie (5) nuepwv amo tnv unoypadr tng ocuupaocng

Ba exnovnBel kal Ba katatebel amod tov Avadoxo oXETIKO XpovoSLaypoppa mopadooewy Kot

EYKOATOOTAOEWY KALLATIOTIKWY LNXOVNUATWV.

e H oUpPacn Bewpeltal OtL £xel ekteAeotel O6Tav oOAoKANpwOEL N mapadoon Kal EyKATACTAON

OAWV TWV KALLOTIOTIKWY, YLVEL N AMOTANPWHUN TOU CUMBATIKOU TLUAUATOG KoL EKTANpwOouv

OL TUXOV AOUTEC CUUPBATLKEG UTIOXPEWOELG OTA TTAALOLA KOANG EKTEAEDN G TNG oUBAONG, Ao Ta

oUMPBaAAOUEVA LEPN.

¢ O Xpovoc mopadoong TwV KALUATIOTIKWY UTOPEL va mapatabel KATOmv attloAdynong amo

TOV MPOUNBEUTH LOVO Yyl AOyoUC avwTEPOG Blag Kot Pe TN cUUPwWVN YVwN T Ytnpeoiag.

e To MAPAPTNUA TNG TTOPOUCAC TTIOU OTOTEAEL AVATIOOTIALOTO TN UA AUTAC, €ival To €Nc:

NAPAPTHMA I. TEXNIKEZ NPOAIATPA®EZ

AIKAIQMA MONOMEPOY2 AYZHZ THZ 2YMBAZHZ

H avaBétouvoa apyxn Umopel, Ue TI¢ mpolmoBEoelg mou opilouv oL Keipeveg dlatagelg, va
Katayyeilel tn cUPPBACN KATA TN SLAPKELD TNG EKTEAEDNC TNC, EHOCOV:

o) n cupBaon €xel umootel ouolwdn TPomomnoinon, KAatd TV évvola Tng map. 4 Tou apBpou
132 tou v. 4412/2016, mou Ba amnattovos véa dtadikacio cuvang cUUPBAoNS

B) o avadoxog, katd to Xpovo tn¢ avabeong tng oLUPacng, teAolOE O Ula ATO TIG
KATAOTAOELG ATOKAELOHOU WG opilovtal amo tov v. 4412/2016 Kal TV mopouoa Ko, we €K
ToUTOU, Ba £mpeme va €XeL amoKAELloTeL amo tn dtadikaoia cuvadng tng cupBaong,
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y) n ovpBaon dev £npene va avatebel otov avadoxo Aoyw cofapric mapafiacng twv
UTIOXPEWOEWV TIOU UTIEXEL amd TG 2uvOnKeg kot tnv Odnyla 2014/24/EE, n omola €xel
avayvwpLotel pe anodaon tou Alkaotnpiov tng Evwong oto mAaiolo dladikaciag Suvapel
Tou apBpou 258 tng ZAEE.

H AvaBétouoa Apxn Statnpel emiong to Sikaiwpa povopepoug Auong tng cupBaong Xwpig
TN ouVaLVEDHN TOU avadoxou Kal XwPLg autog va unopel va mpofaliet kapia afiwon évavit
Tou &nuoociou.

MATAIQZ2H AIAAIKAZIAZ

H avabétouoa apyn LaTolwvVEL 1} SUVOTOL VA LOTALWOEL EV OAW 1 €V LEPEL ALTLOAOYNHUEVA TN
Stadkaoia avabeong, yla toug Adyoug Kal UTO TouG OPOUG, UETA amod OXETIK Amodaon.
Eniong, av dtamotwBolv adpaipata r mapaleielg oe onolodnmote otadlo tng Stadkaaoiag
avadeong, Umopel, HETA AMO YVWHN TOU apUOSLOU OpyAvou, VO QKUPWOEL HEPLKWE TN
Swadkaoia i va avapoppwoel avaloya TO QATMOTEAECUA TNG [ va AmModooiosl TtV
enavainyr tng amnod to onueio mou epploxwpnoe To opaipa r n moapaAiewdn. Kotd to Aoutd
epapudlovral ol Satagelg tou apBpou 106 Tou N.4412.

Apbpo 2
AOTOl ANOKAEIZMOY
Avaloyikd oL Adyol amokAelopol tou apBpou 73 kat 74 tou v. 4412/2016 6nwg LoXVEL.

Y€ OMOLOONTIOTE XPOVIKO onuelo kata tn dlapkela tng Stadkaoiag, n Avabétovoca Apxn
QIOKAELEL £VaV OLKOVOULKO dopéa, OTav amodelyBel OTL autog BplokeTal AOyw MPALEwWV N
napaleiPewv autoL eite mpv eite katd tn Stadikaocia, oe pia amod TG MEPUTTWOELG TWV
napaypadwv 1 -3 tou apbpou 73 v. 4412/2016

Y& omolodnmote XPOoVIKO onueio katd t dapkela tng Stadikaoiog cuvayng cupBaong, n
AvaBétouoa Apxn Umopel va amokAEloeL olkovopko dopéa, otav anodelxBel 0tL 0 ev Adyw
OLKOVOULKOG popéag Bploketal Aoyw mpagewv 1 mapaleiPpewyv autol eiTe mpLv €ite KATA TN
Slapkela tng Stadikaoiog avabeong, o Hia amo TIG MEPUTTWOELG TNE Tap. 3 Tou apBpou 73
v.4412/2016.

Apbpo 3
KATAPTIZH KAl YNOBOAH NPOZ®OPQN

ITOV NAEKTPOVIKO PAKEAO TNG MPOoodopAC oL OlKoVoUlkol ¢opeic umofailouv Ta
TIOPOKATW:

3.1 «AKaLOAOYNTLIKA ZUMHETOXNG — ATLOSELKTIKA MEca»
1) Ou mpounBeltpleg etalpeieg pe v umoPBoAn ¢ mpoodopdg toug Ba mpémel va
anooteilouv YrevuBuvn 8nAwon (mou ekdotote LoxUeL o€ edappoyn Kat Twv apbpwv 1 & 3

tou N. 4250/26-03-2014 (DEK74/A/26.03.2014) tou N. 1599/1986), otnv omoia avaAuTKd
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Ba mpémel va avaypadovtal Ta TARpn otolxeia tou uroPndiov KaBwG KAl T OTOLXELD TNG
MpOokANoNG, OTNV OMOLO. CUMHETEXOUV OL TIPOOGDEPOVTEG, KAl OTnV omola Ba mpémel va
SnAwveTtal ot

o. MéxpL kat tnv nuépa umoBoAng tng mpoodopdg dev cuVTPEXEL AOYOG QTTOKAELOMOU Ao
Toug avadepopevoug ota apbpa 73 (eldika map. 1, 2 kat 4) kat 74 tou N 4412/2016, yLo Toug
omolouc oL olkovVouLKoL Ppopeig amokAeiovTal amd TNV CUUUETOXI TOUG O SLaywVIoUoUG ToU
Anpooiouv, 6nwg tpomomnoldnke pe to N. 4782/2021.

B. Aev TteAel UG TTWYEUON KOL UTIO avayKaotik Siaxeiplon, kal dev €xel umoayBel oe
Sadikacia e€€uylavong n elBKAG ekKOOAPLONG KOL TITWXEUTIKOU OUMPLBacuol n
TipoKeLpévou mepl aAAodarmou Staywvilopevou, o onoladnmote AAAn avaloyn Kataotoon,
TIOU TIPOKUTITEL QO Mo Ttapopola Stadikacia, n omoia mpoPAEmetal amo tnv €6vikn
vopoBeoia tou Kpdtoug mpogAeUor g Tou, OTL SevV €XEL KATASIKOOTEL yLOL ASLKALATA OYXETKA
HE TNV AOKNON TNG EMOYYEALATIKAG TOU Spaotnplotntag, OTL Sev éxel Stampaget melBapyiko
TIAPANMTWLLO TIOU TOU OTEPEL TO SIKALWUO CUUHUETOXNAG O Slaywviopoug, OTL avalappavel
™V unoxpéwon €pocov tou {NTtnBouV yla TNV €yKalpn Kol TTPOCHKOUOO TIPOCKOULON TWV
SIKALOAOYNTIKWYV TTOU amoSEIKVUOUV TA TTAPATIAVW.

y. Aev €xouv ekb00O¢el og Bapog Tou Tpatels enMBoANC MPOOTiHou o€ Xpoviko Siaotnua duo
(2) eTwv mpv amo tnv nuepopnvia ARENG tng mpobeouiag umtoBoAng mpoodopag

6. Tnpel 6Aoug toug EAANVIKOUC NOPOUG TOUG OXETIKOUC HME TNV epyacia(Epyatikn —
Acdaliotiki NopoBeoia).

€. Elval eyyeypoappévog oto olkeio EmipeAntnplo.

ot. H Mpoodopa cuvtaxdnke cuudwva PeE TOUG OPOUC TNG tapouaoag MNpdokAnong Kal Ta
otolxela mou avadépovtal otnv npoodopad sivat aAndn kat akplPry. Exet AaBel yvwon ya
TOUC OpPOUG TNE MapoU o0 TPOOKANONG, TOUC OTIOLOUC AMOSEXETAL TANPWG KAl AVETILGUAQKTOL

{. Napatteital anod kabe Sikaiwpa amolnuiwong Tou OXETIKA Pe omoladnmote anodacn TG
Yninpeoioag yia avaBoAr), pataiwon i akupwon t¢ MNpdokAnong.

n. Aev Ba evepyrnoel aBEpLTO, TOPAVOUA 1 KATAXPNOTIKA KaB' OAn tn Sldpkela TG
Stadikaoiag avaBeong aAAd kal Katd to otddlo ektéAeong TG oupBaong ebpocov emleyed.

0. Aappadvel ta KaT@AAnAa HETpa yia va SLadUAAEEL TNV EUMLOTEUTIKOTNTA TWV TANPOodopLWV
TIOU €XOUV XOPOAKTNPLOTEL WG TETOLEC.

L. Kata tn ddpkela ektéAeong tng cuUPBaong SECUEVETAL yLa TNV ATIAPEYKALTN TAPNON TWV
Slataewv tou pe ap. 2016/679 Kavoviopou (EE) tou Eupwmnaikol KowoBouAiou kal tou
ZupBouAiou t™ng 21ng Ampidiou 2016 yLa TNV MPOoTAGia TWV GUCIKWVY TTPOCWTIWY EVAVTL TNG
enefepyaoiag Twv Se50UEVWV TPOOWTILKOU XaPOKTAPA.

La. Aev €xeL ekdoBel Sikaotikn f SloknTikn anodaon pe teAecidikn kal SEGUEVTIKN LoV yLa
™V abftnon unoxpewoewv 0cov adopd otnv KataBoAn ¢opwv i EL0PoPWV KOWVWVLIKAG
aodaAong

(B. o6tL dev umdpxel omowadAmote katdotoon (akOoun Kol evéexouevn) oUYKPOUONG
OUUDEPOVTWY (TPOOWTILKWY, OLKOYEVELOKWY, OLKOVOULKWY, TOAITIKWY [ GAAWV KOLWVWV
ocuudepoVTWY, ouuneplAapBavouévwv KOL  OVTIKPOUOUEVWV  ETIAYYEAUATIKWV
OUUDEPOVTWY) UETAEY TWV VOUIHWY 1 €€0UCLOSOTNUEVWY EKTIPOCWIIWV TOU KABWE Kol
UTTOAAAAWYV 1) CUVEPYATWYV TOUC OTMOLOUG amaoXoAsl otnVv ektéAeon tng ocVUPBaong (m.x. Ue
oUpBaon umepyoAafiag) koL HEAWV TOU TMPOCWIILKOU TNG avobétoucag opxng Tou
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eumAékovtal kaB’ olovénmote Tpomo otn Sladikacia ektéAeong tng oupBaong n/kal
UIoPOoUV va EMNPEACOUV TNV EKPaon Kal T anodAcelg TG avabétouoag apxng mept Tnv
EKTEAEDN TNG KAl OTL Ba SNAWoEL apeAANTL oTNV avabEtouoa apyr omoladAMOTE KATAoTOoN
(akoun kot evéexouevn) ouykpouong cupdepOVIWY, amod Tn OTyUn Tou AdBel yvwon
OTOTESATOTE KAl €AV N KATAOTACN aUTA TPOKUYPEL Katd tn OSLAPKELD €KTEAEONC TNG
oupBaong,

2. ANOOTIAOUO TOU OXETIKOU UNTPWOU, OMWE TOU TIOWLKOU UNTpwou I, eAAelel autou,
Looduvapo Eyypado mou ekdidetal amod apuodia SIKAOTIKNA ) SLOLKNTIKN apxh TOU KPATOUG-
HEAOUC N TNG XWPOAC KATOYWYNG 1 TNG XWPOG OMoU €lval EYyKATECTNUEVOG O OLKOVOULKOG
dopEag, amno To onoio MPOKUTMTEL OTL TANPoUVTaL oL TPoUnoBEoeLg TnG map. 1 tou apBpou 73
tou N.4412/2016, to omoio va £xel ek60Bel £w¢ TPELS (3) LAVEC TPLV Ao tnv UTIOBOAN Tou.

H unoxp&waon MPOooKOKULoNG TOU WG AVW AMOCTIACUATOC adopad:

- JTIC TIEPUTTWOELS ETAPELWV  TEePloplopeévng  gubuovng  (E.M.E.), SwTikwv
kedalalouvyikwv etapewwv (I.K.E.) kat mpoowrnikwv etalpewwv (O.E. kat E.E.) toug
SlLoXELPLOTEG.

- XTIC MEPUTTWOELS avwVvUUwV etatpelwy (A.E.), Tov AtcuBuvovta ZUpBoulo, ta PEAN
Tou AlolkntikoU ZupPouliou, KaBwWE KoL OTO MPOCWTA OTA OTola PE anddaon Tou
AlokntikoU ZupBouliou €xel avateBel to cUVOAO TNE Slaxelplong KAl EKTPOCWITNCNG
™G eTaLpeiag.

- XTIC MEPUTTWOELG JUVETALPLOUWY, TO LEAN TOU AlotknTtikou Zupouliou.

- Y& OAEC TIC UTTOAOLTTEG TIEPUTTWOELG VOLLLKWVY TIPOCWITWY, TOV KATA TEPLTTTWON VOULLO
EKTIPOOWTIO.

3. Miotomolntikd mou ekdidetat amod tnv apuodia apxr Tou OLKELOU KPATOUG-UEAOUC N
XWPOG, TIOU VA €lval eV LoV KATA TO XPOVO UTIOBOANC Tou, AAAWC OTNV TEPIMTWON o dev
avadEpeTal o€ aUTO XPOVOC LoxUOG, TIou va €xeL ekS0Bel £wg TpeLS (3) LAVES TIpLY TNV
UTtOBOAN TOU, IO TO OTOLO VA TIPOKUTITEL WG OL OLKOVOLKOL hOpPELS Elval evruePOL TTPOG
TLG UTTOXPEWOELG TOUG TToU adopolV eLoPopEG oe aocdAALOTIKA TaEL, TTPO¢ OAOUG TOUG
a0daALoTIKOUG GOpPELS TTPOG TOUG OTIOLOUG UTIOXPEOUVTAL OTNV KataBoAn elodopwv.
AleukpLViZeTal OTL TO TILOTOTOLNTIKO A0DAALOTIKAG EVNUEPOTNTAC:

- adopd Toug Popeic KUPLAG & EMIKOUPLKNAG acdAALONC,

- adopd OAou¢ TOUG amacXOAOUEVOUG OTNV ETXELPNON, UE omoladnmote
oxéon epyaociag, mou sival acdallopévol o€ onolovénmote aodaALoTIKO 0PYAVIOUO,

- Y& MEPUMTWON ATOULKWY ETUXELPNOEWVY, adopd Kot 66ouG eival acdailopévol
w¢ epyodoTeg 1) eAeUBepolL emayyeApatieg o€ aoPAALOTIKOUG OPYAVIOUOUG,

- Z€ MEPUMTWON VOULKWY TIPOCWNWV, adopd To 810 To VOULKO TipOowTto Kal oxL
T GUCLKA TIPOCWTIA TTOU TN SLOLKOUV 1) TNV EKTPOCWTTIOUV, EKTOC AV UTA £XOUV £PYACLAKNA
oxéon Ue Tt eTalpeia.

4. YnevBuvn SNAwon TOU VOULUOU EKMPOCWTIOU ) Tou Olaxelplotry otnv omoia Ba
avadepBouv OAoL ol aopaAloTtikol GOPEI TPOG TOUC OMOLOUG UTIAPXEL UTIOXPEWGCH YL
KataBoAr elopopwyV - PE NUEPOUNVIA CUVTOENG UETA TNV KOLVOTIolnon tT¢ mPOokAnong.

5. MotononTiko mou ekSibetal amo tnv apuodla apxr Tou oKelou KpAtoug — HEAOUC N
XWPOG, TIOU VO €lval eV LOXU KATA TO XpOVo UToBOANG Tou, AAAWC, oTnNV MEPLTwon mou dev
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oavadEpETal 0g AUTO XPOVOC LoXUOG, TIoU va. £XeL ek60Bel £wc TPl (3) UAVEC TTPLV Ao TNV
uTtoBoAr Tou, amnod To omoio va TMPOKUTITEL TTWE OL OLKOVOLKOL hopelg elval EVAEPOL WG TTPOC
TG GOPOAOYIKEG TOUG UTIOXPEWOELG.

6. Anoonaopa FrEMH, ékdoong TeAeutaiou TPLUNVOU, OXETIKA UE Tn ouvOeon Tou A.Z. o€
nepintwon Avwviuuwy Etatpelwy.

7. ATIOSELKTIKO LOXUOUCOG EKTIPOCWIINGCNG OE TIEPUTTWON VOULKWYV TIPOCWTIWV HE EKSoon €wg
TpLavra (30) epyAcLUEG NUEPEC TIPLV O TNV UTOBOAN Tou.

8. MotomoinTikd anod tn AleuBuvon MpoypaUATIONOU Kal ZUVTOVIoHoU TnG EmBswpnong
Epyaolakwv Ixéocwv, mou €xel ekdoBel €wg TPeLS (3) UAVEC PLY amod tnv untoBoAr Tou, amno
TO OTol0 va TPOKUTITOUV oL TPALEL eMBOANG TpooTipou ou €xouv ekdoBel oe Bapog Tou
OLKOVOULKOU dopéa o€ XpOoVLKO Staotnpa dUo (2) eTwv mpLv and Tnv npepopnvia ANéng tng
npoBeopiag umtoBoAng mpoodopdg f altnong CUPUETOXAG. MExpL Tn AN PN AsLlToupyia Tou
TANPOodOPLAKOU OCUOTUATOG, TO TIOTOMOLNTIKO 2EME pmopel va avikobiotatal amnod
umevBuvn dnAwon Tou olkovoplkoU $opéa, n omoia €xel ouvtaxBel PeTA TNV KOowvomoinon
NG MPOoKANoNG, xwplc va amatteitat emionun dnAwon tou ZEME oxetikd pe tTnv €kdoon Tou
riotorotntkol (N.4412/2016, dapBpo 80 map.2y kot apBpo 376 map.17 Omwg E£xel
TpomomnolnBel Kal LoYUEL).

3.2 «Texvikn Npoodopa»

H Texvikn Mpoodopa Ba meplhapPfavel ta €yypada Kal otolyeia mou {ntouvtal oTo
MNapaptnua | tng mapovoag KaBwc Kot GUAAO CUHHOPDWONG TIPOG OAEC TIC TIPOSLaYPadEC -
amattnoelg mou {ntouvtal Kol Ba TEKUNPLWVOVTAL E TIPATIOUTT OTA AmapaiTtnTa TEXVIKA
dUANGSL, prospectus TOU KATAOKEUOOTH, TILOTOTOLNTLKA, OLKALOAOYNTIKA, UTIELBUVEG
OnAwoelg. Ze mepimtwon mou oplopéva amd ta NTOUUEVA TEXVIKA XOPAKTNPLOTIKA Sev
avadépovtal o TeXVIKA GUANASLA, N TekUnpiwon Ba ylvetal Ue TOPATIOUN) OE OXETLKEG
BeBaLWOELG TOU KATACKELAOTH).

3.3. «Owovopkn Npocdopa»

Oa katateBel olkovoulkn Tpoodopa Kot n avaypadr ¢ Tng Ba eivat oe Evpw(€). Madl
Ba katatebel kal n avtiotoln oeAida Kataxwpenong LE TNV TLUA Tou ipoodepOUEVOU £i60Ug
TOU mapatnpntnpeiou Tpwv tng ENY (edpodcov umdpyel) tng TEAeUTALAG KATAXWPNONG TIPLV TNV
npookAnon 1 aAwg va umoPaAAel umevBuvn O6nAwon oOtL Sev umdpxel to €idog
KATAXWPNHUEVO OTO TAPATNPENTAPLO TLLWV TN CGUYKEKPLUEVN NUEPOMNVIA TNG UTIOBOANG TNG
poodopdag.

MNpoodopég mou BETouv 6po avampooapoynS TNG TG anopplmTovTol we anapadeKTEC.
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3.3.1 loxug Npocdopwv:

O xpbvog LoxLuog Twv poadopwv ivat e€nvta 60 NUEPOAOYLAKEG NUEPEG, TIPOCUETPOU UEVEG
Qamod TNV EMOUEVN TNG NUEPAG SLEVEPYELAG TNG MPOOKAnoNnG. Mpoodopd mou opilel xpovo
LOXUOG ULKPOTEPO TOU MOPATIAVW OVADEPOEVOU AMOPPINTETAL WG ATAPASEKTN.

ApBpo 4

ANOZOPATIZH KAI AZIONOIHZH TQN NPOZMOPQON

H amoodpayion twv npoodopwv Ba mpayuatononbel anod to Mpadeio Mpounbewwv, to
omoio Ba elonynBel oxeTika oto Alolkntr wote va ekdoBel amoddacn oploTikol avadoyou.

ApBpo 5

AOIOl ANOPPIWHZ NPOZMOPQN
H AvaBétouca Apxn He Pdaon ta amoteAéopata tou eA€éyxou Kal Tng afloAdynong Twv
npoodopwv, anoppintel mpoodopad, Liwg otav:

1. YoBAnRBnke katd mapdaBoon twv 0pwv TN mapouoag nept cuvtagng ko UTtoBoARg
¢ poodopdg, BewpoUUeEVWY OAWV WG OUCLWSWV.

2. MepléxeL atéleleg, eNeielg, aocadeleg N opalparta, epocov auta Sev emidéxovral
ocuumAnpwon n &opbwaon 1, ebpocov embéxovtal cupnAnpwon r Stopbwaon, dev €xouv
anokatactabel KATd TNV amocadrvion Kal tn cUPNARpwaon t™¢, cUUdWVA PE TOUG OPOUG
¢ mapouoag.

3. H mpoodepopevn Tun eivatl avwtepn tng mpoinoAoylobeioag TIUnG.

4. H npoodepdpevn TIUN elval avwtepn TNG TIUAG TOU mapatnpntnpiov Tuwv tng ENY
(epooov untapyxel).

ApBpo 6

EMMYHZH KAAHZ EKTEAEZHXZ 2YMBAZHZ - EITYHZH KAAHZ AEITOYPTIAZ
Asv amatovvtal.

ApBpo 7

ANQTEPA BIA
O avadoyog anaAAACoETAL OO TIC UTIOXPEWOELS TOU LOVO OTLC TIEPUTTWOELG aVWwTEPA Blag,
ol omoleg mapatiBevral MEPLOPLOTIKA:
e [lupkayld

e TMAnuuitpa
o JelOMOG
e TOAegpog

e TPOUOKPATLIKN EVEPYELQ

O avadoxog mou emikaAeital avwtépa Bla urtoxpeoutal, Léoa o€ eikool (20) NUEPEG Ao TOTE
TIOU CUVEPBNOCOV T MEPLOTATLKA TIOU CUVLOTOUV TNV avwtépa Bla, va avadépel eyypddwg

10


ΑΔΑ: 6ΜΘ7469Η2Ξ-ΚΕΘ




23PROC013266129 2023-08-17" BMC7409M2="KEO

OUTA KOL VO TTPOOKOUIOEL 0TNV avaBEéTouoa apxn TA AAPALTNTO AMOSEIKTIKA OTOLXELDL.

O AIOIKHTHZ

XPH:TOZ POINOZ
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NAPAPTHMA |
TEXNIKEZ NPOAIATPADEZ

TEXNIKH NEPITPA®H
Texvikn Neplypadn epyaciwv kot E§omAiopov

Kévtpo Yyeiag Natpou

A. Eykataotaon Yndlonoint kataAAnlou ywa pactoypadieg mAnpoug nediov kot CR-
paoTtoypadLWV yLo TO AKTLVOAOYLKO epyaothplo Tou KY Ndtpou

Eykataotaon tou tou Wnolomowntry CARESTREAM CR CLASSIC pe kn: 54848237 kot Tou
otaBuou epyaciag mou nén Bplokovrtal anobnkevpéva oto KY Matuou.

B. NpounBsia ouotipatog &npdg¢ eKktumwong G\ KatdAAnlou ywa €KTUMwon
paotoypadlwv nAnpoug nediov kat CR-paoctoypadLwv yLo To aKTLVOAOYLKO EpyaoTHpLO
tou KY Matpou nepthapfavopevng TG EYKATACTACNHG TOU, WG aAKOAOUOwWG.

TeXVIKA XOPAKTNPLOTIKA CUCTHHUATOG ENPAC EKTUTIWONG GA KATAAANAOU yLa EKTUTIWON
pootoypadlwv

1. H ouokeun ektunwong Ba mpémel va pmopel va ouvoebel kal va AEITOUPYNOEL HE TO
AOYLOUIKO Tou otaBuou egpyaociag tou Wnolomointry CARESTREAM CR CLASSIC pe kn:
54848237.

2. Juokeun amelkoviong Aélep KATAAANAN yLa:
Zuotnua Yndlomoinong (CR)
o Wnouakn aktvoypadia (DR)
e Ynepnyxotopoypadia (US)
o Wnoaki Maotoypadia mAipoug nediouv kat CR-Maotoypadia

3. Na eival kataypadiko cvotnua Enpng ektunwong Gy, TexvoAoyiag Laser.

4. No Aettoupyei og mAnpeg dwg NUEPQC.

5. Na dtaBétel toulaylotov SUo TPododOTEC yLa EKTUTIWON.

6. Noa StaBétel avaAuon tng elkovag touAdaytotov 508 ppi (50 microns).
Na €xel ecwteplkn Slapopdwaon TouAdxiotov 14bit kat ot Stafabuioslg Tou ykpL va ivat
TouAdylotov 16384

7. Na €xeLtnv duvatotnta Enpag EKTUTIWONG LOTPLKWVY ELKOVWY TTIOAAATAWV peyeBwv pe §U0o
(2) tpod0d0OTEG AU KOL VA €XEL SUVAULIKOTNTO EKTUTIWONG TOUAAXLOTOV £WG €wG KaL 50

dAp/wpa otnv Stdotaon 14”x17” (35x43cm) kat £wg kot 100 pidp/wpa otnv Stdotaon
8”x10” (20x25cm).

12



ΑΔΑ: 6ΜΘ7469Η2Ξ-ΚΕΘ




23PROC013266129 2023-08-17" BMC7409M2="KEO

8. Mrmopel va Sextel omolodnmote amd To MOPAKATW MEYEDN AU KoL elval MARPWC
oUMBATO yla ektuTwon PndLakwy HaoTtoypadLwy, aKTVoypadLWVY KoL TIOVOPAULKWY,
CBCT efetdoewv HEow TPWTOKOAAOU DICOM.

Awaotaocelg Aktivoypadikwyv Qp:

e 8X10 ivtoeg (20X25 cm) - Maoctoypadiog
e 10X12 ivtoeg (25X30 cm) - Maotoypadiag
e 8X10 (vtoeg (20X25 cm)

* 10X12 ivtoeg (25X30 cm)

e 11X14 ivtoeg (28X35 cm)

e 14X17 ivtoeg (35X43 cm)

9. Ol dWTOOTEYAVELG CUOKEVUAOIEG TWV PIAL va HImopoUV va evaAAdcoovtal eUKOAQ Kall
ypnvopa.

10. Na StaBEtel tn Suvatotnta amopakpuopévng dtaxeiplong kat avadopag BAaBwv yia tnv
apeon unootnpLén Tou.

11. H emudavela xpriotn va eivat mAnpwe ota EAANVLIKA.

12. H ouokeun ektunwong Ba mpémel va pmopel va ouvoebel kal va AEITOUPYNROEL HE TO
AOYLOUIKO Tou otaBuou egpyaociag tou Wnoromointry CARESTREAM CR CLASSIC pe kn:
54848237.

Fevikol 6pot:
OLunoyndlot avadoyol Ba mpénet:
1. va dtaBétouv:

ISO 9001:2015

ISO 13485/16 KYA 1348 rj veotepo, Alakivnon kat Texvikr Yrootnplen latpotexvoAoyikwv
Mpoiovtwy. Ba mpémel va yivetal cadng avadopd tou mediou dpaotnplotnTag otnv
TEXVLKI UTTOOTNPLEN AKTIVOAOYLIKWV HNXOVNUATWY

ISO 45001:2018 Yylewvn kat aoddAela epyaciog

ISO 14001:2015 meptBaAlovTiKAG Slaxeiplong

BeBaiwon Zuppetoxng oe Eykekpuuévo Zvotnuo EvaAlaktikng Awaxeipiong AHHE
(cUpdpwva pe to N. 2939/2001 kot to M.A. 117/2004 ko 15/2006)

2. Na kataBéoouv KATAAOYyO TwV €pyaclwv €mMLOKeUNG, o€ (6o pnxavnua (tou oiou
HoVTéAOU) Tou {NTOUHEVOU, TIOU eKTEAECONKOV TNV TEAEUTALA TPLETLA, CUVOSEUOUEVOC ATTO
TILOTOTIOLNTIKA 0pONRG EKTEAEONC KAl OAOKANPWONG TWV CNUAVTLKOTEPWV EPYOCLWV.

3. Ta mpoodepopeva YAKA va gival Kavoupyla Kol OUETOXELPLOTA KOl CUMBOTA HE TO WG
AVW OKTIVOAOYLKA pnxovipata. H cupBatotnta va BeBatwOel amod Tov KATAOKEVOOTIKO 0iko

A TNV MpounBeuTpLa eTalpia.

4. Ta avTaAAQKTIKA va €XOUV €yyunon KaAng Asettoupyiag 12 pnvwv kat va SnAwBel n xwpa
TIPOEAELONG KAL TO EPYOOTACLO KATAOKEUNG TOUG.
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5. O KOTOOKEUAOTHG TOU £EOTMALOHOU KOL O QVIUTPOOWTIOG — SLOVOUEQC TOU, UTIOXPEWTLKA
TIPEMEL va. SLABETOUV TILOTOTOLNTLKA SLakivnong laTpoTeXVOAOYLKWY TIPOTOVIWY KAl TEXVIKAG
urnootnpEng kata ISO (EN ISO 13485:2016, Medical devices — Quality management systems
— Requirements for regulatory purposes).

Na Swabétet CE mark to omoio va ouvodeletal and tnv dNAwon cuppdpdwong Tou
npoodepduevou eiboug pe cadn avadopd oTo MPOooPePOUEVO HoviEAo. H onuavon
ToLOTNTAG TIPEMEL VA CUVOSEVUETOL AMO ToV OplOUd avayvwplong TOU KOLVOTIOLNHEVOU
opyaviopoU o omoiog eival umeuBuvog yla tnv edappoyn Twv dtadikaclwyv dtacdaiiong
ToLOTNTAG TG MOPOAYWYNG KOl TOU TPoidvtoG. H onpavon mpEneL va elval TomoBeTnuévn
KQTA TPOTIO €UV, EVAVAYVWOTO Kol avefitnAo mMAvw oTo mPoidv KaBwg Kal oTig odnyieg
XPAOEWG

6. Na kataBgoouv YrievBuvn AfAwaon otnv onoia Ba SnAwvetal otL n mpounBevTpLa eTatpia
urnoxpeoutal Slabétel otnv EAAASa povipa KotdAAnAa eKMalSEUUEVO TIPOOWTILKO, HE
TILOTOTOLNTIKO ekmaidevong kot €€ouolodOTnoNg autol oo TOV KATAOKEUAOTH N TOV
efouolodotnuévo avTmpoowno tou otnv Eupwnaikn Evwon onwcg autol opilovtat otnv
Od&nyia 93/42/EEC, ylo TV cUVTAPNON TWV OVTIOTOLXWV LNXOVAULATWV.

7. Ta fevoyhwooa €yypada (motomowntikd, SdnAwoelg, BeBawwoelg) va eival emionua
uetadpacpéva, otnv EAANvIkA yAwooa.

(Ta kotateBOepéva prospectus, mou TuXOV KatateBouv Ba PEmeL va eival T MPwTOTUTIA TOU
KOTOLOKEUAOTIKOU OiKoU. X€ avtiBetn nmepinmtwon Ba mpémnel va cuvodevovtal amnod YreluBuvn
AnAwon, otnv omoia 6a dnAwvetal OTL Ta avaypadOUeEVa 0 aUTA otolxeia tautilovtal pe
TO OTOLXELO TOU prospectus ToOU KOTOOKEUAOTIKOU 0ikou.)

8. Me tnv napaddoon tou cuykpotApaTtog, va §00el MARPNG KATAAOYOG LE TOUG AVTIOTOLXOUG
€PYOOTACLAKOUC KWELIKOUG KOL TLUEG TWV OVTAAAQKTLIKWY KL AVAAWGCLUWV.

9. O xpovog napadoong Ba eival o cuvtopodtepog Suvatog kat dev Ba umepPaivel Tig e€nvia
(60) nuepoAoylakeg NUEPEG yla ta Kévtpa Yyeiag mou avrkouv otnv 2n AYME kat Bplokovtat
otnv nrelpwtikn EAAGSa kat evevvta (90) nUEPOAOYLOKESG NUEPEG yLa TNV Tapddoon ota
Kévtpa Yyeiag twv vijowv Tng 2ng AYTE.

10. Katd tn mepiodo ekmaidbevong oto ouykpOTNUA O TPOUNBEUTAC UToXPEOUTAL VAl
ekmaldeVOEL XWPLS ApoLBr) TO TPOCWTILKO OTNV OWOTH EKUETAAAEUON OAWV TWV SUVATOTATWVY
TOU UNXQVAUOTOG.

11. Me tnv mapadoon tou KABe pnxaviuatog va mapadobesl pia mANPNG ocelpd Twv
TEXNIKQN EFXEIPIAIQN (kat og nAektpovikn popdn), otnv EAAnvikn i AyyAlkn yAwooa, 0mwg
obnyileg ouvtnpnong, nNAEKTPOVIKA, NAEKTPOAOYIKA KOL HNXOVOAOYIKA Slaypapparta,
KataAoyol avtaAAoKTIKwY, KATT KaBwc¢ kot OAHTIEZ XPHIHI tou OlkOU KOTOOKEUNG Kol
onwaodnmote pe petadppaon otnv EAAnVIKn yA\waooa.

12. Meta ™ ARén tou WG Avw Xpovou egyyunong KaAng Asttoupyiag e€omAlopol o
MpopnBeutng umoxpewvetal, epooov Tou avatebel va avaldBeL TN cUVTPNON KOL ETILOKEUN
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TOU MEXPL TN oupmAnpwon 6€ka (10) etwv amd v mapadoon TwV UNXOVNUATWV o€
Kataotaon Aettoupylag

O AIOIKHTHZ

XPH:TOZ POINOZ
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