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AAeEaVOPOUTIOAN, 21/04/2026
A.T1.: 20691

ANAPTHTEA ZTO AIAAIKTYO
ApBuog MNpdokinong: OO 06.2026

EAAnVKA Anpokpoartia

Ynoupyeio Yyeiog

4n Y.Me. Makedoviag - Opakng
MavernotnuLoko Mevikd Noookopelo

Mn
Ale€avdpoumoAng pos

AleBuvon AlolknTikAg Yrinpeoiag KaBe Evéladepopevo
Tunua MpounBelwv

MAnpodopieg: NIQTH EAEYOEPIA

TnA.: 2551353422

e-mail: prosfores@pgna.gr

OEMA: «MpdokAnon untofoAig TtPoodOoPwWV HE QVTLKEIMEVO THV TIPOUNOELO UYELOVOULKOU UALKOU
(ENAODOAAMIOZ ENAODAKOZ YAPO®OBO: AKPYAIKOZ ANAAINAOYMENOZ OnNIzeI0OY
OANAMOY) yua T avaykeg twv levikwv Xelpoupyeiwv tou M.M.N.A., mpoinmoAoyloBeicag

dandvng 15.000,00€ nAsov OMNA».

ZXET:

1. Ta npoPAenopeva otov N. 3329/2005 «EBvikd SUotnua Yyeioag kat Kowwvikg AAMnAsyyUng kot
AOUTEG SLATALELC», OTIWE TPOTIOTIOLRONKE Kol LoYUEL.

2. TanpoPAemnopeva otov N. 4412/16 «Anuooteg TupPaoelg Epywy, MpopnOetwy Kot Ytnpeolwvy.

3. Ta mpoPAsnopeva otov N.4782/2021 «Ekouyxpoviopdc, amlomoinon kot avoapdpdwon Ttou
pUBULOTIKOU MAaLoiou TwV Anpooiwy ZUPPBACEWVY».

4. To npoPAenopeva otov N. 3580/2007 «MpopnBeteg QopEwv EMOMTEVOUEVWY A0 TO YIIOUPYELD
Yyeiag kat Kowvwvikig AAANAeyyUnc kot GANEC SLoTtagelg. »

5. Tnv Yrmoupyiwkn Anodaon avadoplkd pe to mopatnpntnpo tipwv OEK (B 777/04-06-2010)
«Opol kol Kavoveg Asttoupylag katl mpolmoBéoelg Snuoolotntag tou Mapatnpntnpiov Tiuwv
OAwv twv 1dwv tou dpbpou 10 tou v. 3580/07»

6. To MN.A. 80/2016 (A" 145) “AvaAnyn Ymoxpewoewv omd ALQTAKTEC”, OMWC TPOTMOMOLNUEVO
LoYVEL.

7. Tnv um. apBu. mpwt. 20606/20-04-2026 (AAA:9A8N4690Q03-AT0) Antddaon Awowkntr tou M.I.N.

AAe€avdpoumoAng e tnv onola eykpivetal n dnuoacieuon mpdokAnong umoBoAng npoodopwv



8. Tnv url’ apBu. mnpwr.
Yroxpéwaong

20650/20-04-2026 (AAA:W84Y469003-014),
(AAAM  26REQ018852656)

gykpioewv & EvtoAwv MAnpwung tou MN.I.N. AAeéavdpoumoAnc.

Anodaon Avaindng

Kataywpnong oto pntpwo Seopsloswv/BiBAio

Mpoketpévou to NN AANe€/mOANnc va tpoPei otnv mpopunBeLo UYELOVOULKOU UALKOU yLOL TLC AVAYKEG

tou tunipatog FENIKA XEIPOYPTEIA, mpookalel kaBe evSladepOUEVO, LECW AVOLKTAC SLOYWVLOTIKAG

Sladikaoiag tou apBpou 118 tou v. 4412/2016, va katabéoel mpoodopd HECW TG TTAATPOPHAG

Slevépyelag nAekTpovikwy ipopunBeLlwy iSupplies.

KpLtr)plo KataKUpwong TnG CUYKEKPLUEVNG Stadikaaoiog anoteAel n MAfov cupdEpouvoa ano

OLKOVOLLKK) artoPn npocodopd amokAELOTIKA BAOCEL TLUAG, N ontoia ev puopel va eivat uPnAdotepn

™G npoUmoAoyleBeioag damdavng.

H mpounBela Ba mpaypatonotnbei cupudwva pe Toug OPoug Kal TLg TpolnoBeoelg TG Avabétouoag

ApxNc, Omwe autol avaAUovTal KOTWTEPW:

(AkoAouBei Nivakag pe Ta otolxela Tou UALKOU)

ZuvoAwkr) tpoii/Ocica

ANAAINMAOYMENOZ2
OnizeloY 6AANAMOY

Movada EKTIMWUHEVN Samnavn nAéov tou
A/A | Kwé. MINA | Nepypadn Eidoug
Métpnong noocotTNT avaioyoUvtog OMNA
(€)
ENAODBOAAMIOX
ENAODAKOZX
YAPOO®OBOX
1 914862 Tepaxto 100 15.000,000 €
AKPYAIKOZ

Huepounvia Anénc YrioBoAng NMpoodopwv: 30/04/2026 09:00

MAnpodopieg didovtal OAeg TIg epyactpeg NUEpeg amnd 08:00mu €wg 15:00uu amnd to Tunua

MpounBelwy, tnA. emikowvwviog: 2551-3-53422

FENIKOI OPOI

Enti mown anéppwdng:

H ntpoodopad oag va oyl yia tEooeplg (4) uAveg. MNpoodopd mou opilel xpovo Loxvog

MLKPOTEPO TOU MOPATIAVW avadEPOUEVOU ATIOPPLMTETAL WG AMAPASEKTN.

KaBe mpoodopd mpémel va avadpEpetal o pio povo mpdokAnon



H tun tng mpoodopdg cag va pnv umepPaivel tTnv T Tou avtiotolou eidoug oto
TapaATNPENTAPLO TIHWV TNG EMY Kol UMOXPEWTIKA va avaypddeTal 0 aplBUog Tou UNTpwou
Tou eidoug oto MNapatnpntnplo. Edv to mpoodepopevo idog Sev avtiotolyiletal, auto va
BeBalwvetal and tov mpoodépovta e OXETIKA unelBuvn SnAwon. (Adopd TPOOKANOELS
PO OeLlag UALKwY)

Ye Tmepintwon katdBeong ootiung mpoodopdg, To Noookopeio emAéysl  ToV
npopunBeutr/avadoxo He KANPWON METAEY TWV OLWKOVOULKWY ¢Gopéwv Tou UmERallav
Lootipee mpoodopéc. H kAfpwon Slevepyeital ocOpudpwva pe to mpoPAemopsva oto N.
4412/16, dpBpo 90, dmwg tpornornotidnke pe to apbpo 33 v.4782/2021.

H Sdwadikacia umofoAng twv mpoodopwv apxilel amd tn SnUOCIEUCON TOU TAPOVIOG Kal
MEXPL TNV NUEPOUNVia TTOU avaypddeTal oTtnv napol oo TPOGKANG.

OLmpoodopég Ba avaypddouv tnv TLun xwpic O.M.A. avd povada pétpnong.

ITLG TIHEG Oa mepAaUPBAVETAL TO CUVOAD TWV KPATHOEWV KABWC Kat 0 PpoPAenopevog popog
eloodnparog. Mpoadopég mou {ntolv amaAdayn amo T Kpatnoelg Sev yivovtal SeKTEG.

H avaBétouvca apxr Statnpel 1o Sikoiwpa patoaiwonc/aklpwone tg Sadikaoiag os
omotadnmote ¢pAacn auTtn¢ Xwpig Kapia uToxpEwaon EVavTL TV CUUUETEXOUCWY ETALPLWV.
EvaAlakTikég Tpoodopég Oev emitpémovtal. Avtumpoodopec &g yivovtal OeKtég Kal
amoppimTovTal W AmapASeKTEG.

H avaBétouca apxn OSiatnpel to Sikailwpa emavénong n pelwong tg oupPatikng
nocotntag, clvudwva pe to TpoPAemopeva oto apBpo 105 tou N. 4412/16 omwg
tpomnomnol0nke pe to &pBpo 45 tou vopou 4782/21.

Ou untoPnodlol dopeic deopeviovtal yla TNV MAPASOon TOU CUVOAOU TNG TOCOTNTAC TWV
£16wv mou Ba Toug KatakupwOoULv.

Ta aMoband Snuoota kal WlwTka gyypada cuvodelovtal amd HeTddpach Toug otnv
eAANVIKA YAWOOO EMIKUPWHEVN, EITE QO TPOCWTTO APUOSLO KATA TIG KEIWEVEG SLATALELG TNG
€0vikn¢ vouoBeoiag ite amd MPOCWIO KOTA VOUO OpHOSLO TNG XWPOC OTNV omola £xXeL
ouvtaybei to £yypado.

Itnv mpoodopd va avaypdadetal o aplBuog MPWTOKOAAOU TNG MPOCKANCNG UTIOBOANG
npoodopwv (Ba tov Bpeite KATW amod TNV nUepopnvia) Kabwg Kal a/a Tou mPoodhePOEVOU
eibouc/unnpeoiag otnv npdokAnong.

H nuepounvia ARéng twv avolwoipwyv VALkwv Ba sival dvw tou evdg (1) €toug. (Adopa
PookANoeLg mpounBetag UAkwy) (KataBeon unevBuvng 6nAwaong)

Jta mpog mpounBela UAka Ba mepllapBavetal To mpwtotumo ¢GpuAAadlo odnywwv Tou
KOTOOKEUQOTIKOU oikou. (Adopa mpookAnoelg mpounBetog vAkwy) (KatdBeon unelBuvng

&nAwong)



Ta mpoodepopeva VALKA va StabBétouv ta amapaitnta CE. Na katateBolv ta avtiotowa
miotonolntika (Adpopd mpookAnoelg mpounBetag UAKWY) (Katdbeon unevBuvng SnAwonc)
Na katatebei ISO 13485 tou kataokevaotr. (APopd MPOOKANCELC IPOUNROEeLaC UALKWVY)

O CUUUETEXWV OLKOVOULKOC popéag va SLaBEtel kal va katabéoesl otnv mpoodopd tou I1SO
13485 kat BeBaiwon mepi tipnong tng Ymoupyikng Amddaong AY8S/T.M. owk/1348/2004.
(Adopad mpookAnoeLg TpoUNBELaG UALKWV)

Ma tnv Stachaiion molotntag kabe mpoodepOUEVO TIPOLOV TIPETEL VAL GUVOSEVUETAL ATIO TLG
nmAnpodopieg ekeiveg mou eival avaykaleg ylo Tn xpnolpomnoinon tou pe mARpn aoddalela
KOL TNV avayvwplon tou katackeuaotr). Ot mAnpodopiec autég Ba mapéxovral PE TOUG
TPOMouG Tou opilovtal cUpdwva pe TG datdelg tng odnyiag 93/42/EOK tng ur’ apib.
AY86/T.MN. owk. 130648 (DEK 2198/B/02-10-09). (Adopd MpookANOELG PO U BeLag UALKWY)
Ta mpog mpounBeta VALka Ba mopadidovial oto NOCOKOUEIO OMOCTELPWHEVO KAl OTNV
OXETIKA ouokevaoia Ba avaypadetal n évdelen CE Mark. (Adopd mpookAnoeLg popunBeLag
VALkwV) (KatdBeon unevBuvng dnAlwaong)

H npoodépouoca etalpia, oe nepintwaon mou ival SladopeTik aAnd TNV KATACKELAOTPLA,
odeilel va mpookouilel umevBuvn dnAwaon otnv omoia Ba dnAwvel OTL Ba EVNUEPWVEL TV
avaBétouoa apyn ylo OAeg T MBAVEG avakANoelc/amooUpael TPOIOVIWY CXETIKEG LE Ta
€(&n mou mpoodEpel oTnV mapouca SlaywvioTtiky Sladikaoia.

Na dnAwvovtad:

A) TO EpYOOTAGCLO KAl N XWPO KATACKEUNG TOU TIPOG MPOUNBOeLa UALKOU,

B) TO £py0oTAGCLO KOl N XWPO CUCKELOOLAC Kal SLavoun¢ (o mepinmtwaon mou ival
Sladopetikd),

I 0 epyaotnplakog KwdLKOC Tou eidoug,

A) 0 KWKOC TLHOAOYN OGN TOoU idouc

E) 0 povadikog kwbikog EOD. Znuewwvetal OTL o€ EPIMTWON OV eKKPEUEL N €kSoon
KwSLKoU yla To mpoodepOUEVO UALKO, yiveTal anodektn n katabson tou aplBpol umoBoAng
aitnong yla to ev Aoyw €idog, cuvodeuopevn amo umevBuvn dnAwaon Tou MPooh£pPovTog OTL
€xouv umoPAnOetl ta oxetikd Sikaohoyntikd otov EOD.(Adopd mpookAnoeLg mpoundeLag
UALKWV)

Tuxov uAwka/ e€omAlopdg mou Ba xpnolpomotnBolv Katd TNV mapoxn Tng umnpeciog Ba
SlaBEtouv OAeg TIc amapaitnteg motonolnoels (CE kal ISO) cupdpwva Pe TNV Kelpevn eBvikA

KOl EVWOLAKN vouoBeoia. (Abopd MPOoOKANOELG UTINPECLWV)

EIAIKOI OPOI

ZuvodeuTiKA TNG KataBeong ntpoodopdg — Eni Mown Andppung:



A) Andéomaco TIoWIKOU HNTPWOoU Tou £XeL ekd0oBel €wg TPeLg (3) HAVES IPLY Ao TV UTtoBoAr Tou f
eMelel autol, Looduvapo eyypadou mou ekdidetal and apuodia SIKaoTikA A SLOKNTIKN apxn Tou
KPATOUC — MEAOUC N TNG XWPAC KATAYWYNG N TNG XWPOG TIOU Elval €YKATECTNMEVOC O €V AOYW
OLKOVOULKOG PopEag, armd To Omoio MPOKUTTEL OTL 8V €XEL KATOSIKAOTEL UE OUETAKANTN SIKACTIKA
anodaon.

H unoxp€éwon tou mponyoupévou edadiov adopd:

211G nepumtwoelg ENE, Wbuwtikwv kedpahaltovxkwy statpetwv (1.K.E.), OE. kat EE, Toucg SlaxelploTég.
2T1¢ meputwoelg A.E., tov SleuBuvovta cUBoulo, kaBwg Kat OAa ta LEAN TOU ALOLKNTIKOU
JupBouAiou.

ITLG EPUTTWOELG TWV CUVETALPLOUWY, Ta HEAN TOU AlolknTikoU ZupBouliou.

B) Ocov adopd ta anodelktikd péoa tng mop. 2 Tou dpbpou 73 tou v. 4412/2016 oL olkovopkol
dopeig mpookouilouv:

o T TNV amodelln tng ekMANPWONG TwV (GOPOAOYLKWY UTIOXPEWCEWY OTTOSELIKTLKO
evnuepotntag ekdLdopevo ano tnv A.A.A.E. (dopoloyikn evnuepotnta)

e [wa tnv anodelfn ¢ EKMANPWONC TWV UTIOXPEWOCEWV TIPOG TOUC OPYAVICUOUG KOLVWVLKAG
aodaAlong motomolntiko ekdidopevo amo tov e-EPKA (Ba adopd Tnv Kupla KAl TNV
ETILKOUPLKA a.odalion).

Ta mapovra SKOLoAoYNTIKA UTTOBAAAOVTAL YLO. TOV OLKOVOULKO hopEa Kol oTnV Mepimtwan mou ival
€vwon yla kabe popéa — PEAog TNG.

To mopamdvw amoSeLKTIKA TG Tap. B va sival og loyy Katd tnv npuepopnvia katdBeorg touc. Kot va
kartateBel umeBUvVN SRAWON yLa TNV LOYXU TwV SIKALOAOYNTIKWV.

N Eviaio Motomolntiko Awkaotikng Depeyyuotntag amo to apuodio Mpwtodikelo to omoio €xel
ek600el £w¢ tpeLg (3) uAveg mpLv armd tnv UTIOBOAN Tou, atd TO OTOLo VA TIPOKUTITEL OTL OLKOVOLKOG
dopéag Sev TEAEl UTIO TITWXEUON, MTWXEUTIKO cuUBLBacUS ) UTTO avayKaoTikr Staxeiplon i otL dev
€xouv unayBei oe Stadikacia eEuyilavong.

A) Miotomotntikd FTEMH to omoio €xeL ekdoBel £wg TpeLg (3) uRveg mpLv amd tnv UTToBOAN Tou, Ao To
OTtol0 TIPOKUTITEL OTL TO VOULKO TIPOowWTo dev €xel AUBel kal teBel uTo ekkaBdplon e anddoaon Twv
eTaipwv.

E) Ektunwon tng kaptélag «Ztolxelo Mntpwou/EmXelprioelg» amod tnv NAEKTPOVIKH TMTAATHOpUA TNG
Avetdptntng Apxng Anuociwv Ecodwv, onwg autd epdavilovtal oto taxinet, amd to omoio
T(POKUTITEL N [N OVAIOTOAN TNG ETUXELPNUATIKAC SpaoTNPLOTNTAC TOUG, TO Omolo €xel ekS0Bel €wg
TPELG (3) uAveg TpLv amo tnv umoBoAr] tou. OL OLKOVOULKOL GOopEiG TOU CUMUETEXOUV OTNV Ttapouoa
Stadkaoia, amatteital va aokoUv UMopLKA 1 Blopnxavikn r Blotexvikn Spaoctnplotnta cuvadn Pe
TO QVTLKEIPEVO TNV SUMPBAONG.

3T) Na tnv anddelén g VOULUNG EKTIPOCWITNGCNG, OTLG TIEPLTTTWOELG TTIOU O OLKOVOULKOG dopEag sival

VOLLKO TIPOCWTIO KAl EYYPADETAL UTIOXPEWTLKA I} TIPOALPETIKA KAl SNAWVEL TNV EKTIPOCWINCT) TOU OF



opUOSLa apXn, MPOOKOUIETAL OXETIKO TILOTOMOLNTLKO LoXUOUOOE EKTIPOCWIINGNG, TO OTIOLO TIPETIEL VAL
£xel ekboBel £wg Tplavra (30) epyAoeg NUEPEC TPLV TNV UTIOBOAN TOU.

Z) Tw tnv amode€n NG VOULUNG oUOTAONG KOL TWV HETABOAWV TOU VOMLKOU TIPOCWIOU
Tipookopiletal Meviko MLOTOMOLNTIKO peTtofoAwv Tou FTEMH, edooov €xel ekboBel £wg Tpeic (3) unveg
TPLV Ao TNV UTOBOAN ToUu.

H) Na katatebel YnevBuvn AnAwon tou mpoodEpovtog OTL i) Sev GUVTPEXEL €1G BAPOUC TOU KATIOLOG
ard toug Adyoucg anokAelopol tou apBpou 73 tou N.4412/2016 onwg Tpomomnotibnke kat LoXVEL, ii)
OtL dev €xel ekboBel SikaoTikn 1 SlokNTIk amodacn He TeAeoISIKN KAl SEGUEVTIKN LOXU YL TNV
00£TNON TWV UTIOXPEWOEWV Toug 6oov adopd otnv KatoBoAr] ¢opwv 1 el0PopwY KOLWWVLKAG
aodaliong

©) i) O MNpounBeUTNC HE TNV CUUUETOXA Tou SNAWVEL OTL DEPEL €1¢ TO OAOKANpOV aAANAeyyUw¢ Kall
aneplopiotwg tnv €ublvn vyl TNV €mitevén TOU OKOMOU WETA TWV TIAPETOMEVWY aAUTOU
UTIOXPEWOEWV. KOoTd Tov autd TPOTO €yyudTtal TtThv eKtéAeon Tng umd avabeon mpounbelag kat
emBapuveTal PE TIG EVOEXOUEVEG KUPWOELG | EKMTTWOELG O MEPITTTWON KN MAPAS00NE TWV UALKWV.
ii) O MpounBeuTtng UE TNV CUUUETOXN TOU SNAWVEL OTL amOdEXETAL TIANPWG KOl OVETILHUAGKTWS

OAOUC TOUG OpoUC TToU avadEPOVTAL LE Ta omoia Kal cUpdwVEL.

Ermonuaivetatl ot yivovtal amodektég ol Pndlakd umoyeypoppeveg umtebBuveg dnAwoelg epocov
£€xouv ouvtayBel petd T Snuocisuon g MPOOKANONG. INUEWWVETAL £Miong OTL 8ev amalteitol

Bewpnon Tou yvnoiou tng umoypadng Tou .

‘Evvopn npootaocia
(ApBpo 127 Evvoun mtpootacia yio SnUooLeg cUMBATELS Twv GpOpwv 118 kaw 119)
MNna dnuooleg cUPBACELS HE eKTIMWHEVN afla Katwtepn f on twv oplwv tou dpBpou 118, mepi
anevBelog avabeong, Omolog €xel £vwopo cuudEpov, pmopel va InTAoeL TNV aklpwon MPAng n
napAaAelPng TG avabétovoag apxng, KabBwg Kol TNV avaoToAn EKTEAECNG, EVWITLOV TOU ALOLKNTLKOU
Edeteiou tng £€6pag Tng avabétouoag apxng, oupdwva He oca opilovtal ota apBpa 45 £wc 56 Tou
n.6. 18/1989 (A’ 8), o omoio amodaiveTal APETAKANTWG XWPLG Vo EMITPEMETAL N TIPONYOUUEVN
aoknon aAAng €l8kNg i evdikodpavoug SlolknTikng mpooduync. To mapdBolo yla TNV AcKnon tng
ailtnong akupwaong KoL TNG aitnong avaoTtoAng opiletal (0o pe to MEVTE TOLg ekaTO (5%) emi tng

EKTLHWHEVNG aflag TnG cuuBaonc.

ANOZ®PArIZH NPOZM®OPQON
AOyw NG enelyovoag dpuong tng mopovoag Stadlkaoiog Kot TPOKeLUEVOU Vo eE0LKOVOELTAL XpOVOC

KoL va emitayuvovtal ol Stadilkacieg, n anoadpayion twv npoodopwyv Ba mpaypatonotnbei tnv iSla



NUEPA KOL WPO TNG KATOANKTIKAC NUEpounviag umoBoAng twv mpoodopwy, UMO TNV aipeon OTL

Suvatal N apuodLa EMLTPOTH VA CUVESPLACEL.

O Av. Npolotdapevog AtsvBuvong
ALoKNTIKAG — OLKOVOMLKAG

Yninpeoiag

K. Towpetakng

AKpIBEC Avtiypago

Kevipiko MpwtokoAro
Anuioupyog Akp. Avtiypagou
TZONAKIAOQOY I®ITENEIA
M.I".N. AAe&avdpoUmoAng
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