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AAe€avOpOUTIOAN, 24/06/2026
A.T.: 33072

, . ANAPTHTEA 2TO AIAAIKTYO
EAAnviKA Anpokpatia

, , AplOuo¢ NpdokAnong: AK109
Yrioupyeio Yyetag
4n Y.Ne. Makedoviag - Opakng
Navenotnuako Mevikdé Noocokopeio

Mpo
AAe§avdpoumoAng pos

AwevBuvon AlolknTikAG Yinpeoioag KaBe Evbiapepopevo
TuApa NpopnBswwv

MAnpodopieg: KPIKEANA AAKINOH

TnA.: 2551353419

e-mail: prosfores@pgna.gr

OEMA: «MNpbdokAnon unoBoAr¢ TPochopwV LLE AVTLKELLEVO TV MPOUNOsLa YYELOVOULKWY YALKWV
(ZTévt xpwpiov koBaAtiov mpodoptwpevo o pnaAove (aoptr)) CPV 33184200-5 yia TLG AVAYKEG
tou tuApatog (FENIKA XEIPOYPTEIA) tou M.M.N.A., mpoimoAoyioBsicag Samavng 32.544,00€
cupneptAappovopévou OMA».

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 Yrnoupyikn Antodaon avadoplkd e to mapatnpntrpLo tiuwyv OEK (B’ 777/04-06-2010) «Opot
KOlL KAVOVEG Aettoupyiag kal mpolnoBéaelg Snuoototntag tou Mapatnpntnpiov Tiuwyv OAwWV TwV
£16wv tou apBpou 10 tou v. 3580/07»

6. Tol.A.80/2016 (A" 145) “AvaAndn Ynoxpewoswv amo ALOTAKTEG”, OTWE TPOTIOMOLNEVO LOYUEL.

7. Tnv um. aplOy. mpwt. 28158/28-05-2026 (AAA: 91A34690Q03-Pr4) Anddaon Atowkntr tou M.I.N.

Ale€avdpoUmoAnc Ue tnv omola eykpivetal n dnuoacieuon npookAnaong umoBoAng mpoodopwv



8. Tnv ur’ oplBu. mpwrt. 28343/29-05-2026 (AAA: 68=M469003-03W, a.a: 1127/0) ), Anodaon
AvaAndne  Ymoxpéwong (AAAM  26REQ019123122) kataywpnong oTt0  UNTPWO
Seopevoswv/BiBAio sykpioswv & EvtoAwv MAnpwpig tou M.M.N. AAe€avSpounoAng.

Mpoketpévou to NIN AAe€/mdANG va tpoPel otnv mpopnBeLa uyslovopkol UALKOU/apoxr ultnpeoiag
yla TIG avaykeg tou Tunpatog FEENIKA XEIPOYPTEIA, mpookalel kaOs evolapepOUEVO, HEGW OVOLKTAG
Slaywviotikng Stadikaciog tou apBpou 118 tou v. 4412/2016, va katabéosl mpoodopd HECW TNG
mAatdopuag Slevépyelag NAEKTPOVIKWYV ipopnBewwy iSupplies.

Kpltriplo KatakUupwong tnG oUYKeKPLHEVNG Stadikaoiag amoteAel n mAfov ocupdépouca amno
OLKOVOLKN) artoPn npocdopd anmokAELOTIKA BACEL TIUAG, N ontoia §gv pnopel va eivat uPpnAotepn
™G npoUmoAoyleBeioag damdavng.

H nipounBsla/mapoyn unnpeoiag Oa npaypatonotnOsi oUWV PE TOUC OPOUC KL TLC TIPOUTIOBECELG
™¢ AvaBétouaoag Apxng, OMwWG AUTol avaAllovTal KATWTEPW:

(AkoAouBei Mivakag pe ta otolyeio Tou UALKoU/uminpeoiog)

ZuvoAikn npoi/Osica

Movada EKTILWUEVN Sanavn nAéov tou
A/A | Kwé. MINA | Nepwypadn Eidoug
Métpnong noooTNT avaAoyouvtog ONA
(€)
STENT XPQMIOY
KOBAATIOY
MPOOOPTQMENO 2E
1 912420 Tepdxto 9 28.800,000 €

MIMAAONI ME NMAHPH
EMIKAAYWH ANO
EPTFE AOPTH

Huepopnvia AQR§Ng YrioBoAn Npoodopwv: 06/07/2026 14:00
NAnpodopicg Sidovral OAeG TG EpYAOLHEG NUEPEG ol 08:00mp £wg 15:00p ad Tto TURpa
MNpounBewwv, tnA. emkowvwviag: 2551-3-53419

FENIKOI OPOI
Enti mown anéppwdng:
e Hnpoodopd oag va LoXVEL yia TEcoepig (4) uAveg. Mpoodopd mou opilel xpovo Loxvog
MIKPOTEPO TOU TIOPATAVW aVAPEPOUEVOU QITOPPIMTETAL WG ATAPASEKTN.

e Kdabe mpoodopd mpénel va avadpEpeTal o pia Lovo mpookAnon



H tun tng mpoodopdg cag va pnv umepPaivel tTnv T Tou avtiotolou eidoug oto
TaApATNPNTAPLO TLUWV TN EMY Kal UTIOXPEWTLKA va avaypadeTal 0 aplBUOE TOU UNTPWOU ToU
eldouc¢ oto Mapatnpntiplo. Eav to mpoodepduevo eibog dev avtiotolkiletal, autd 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
Lootipeg mpoodopéc. H kAfpwon Stevepyeital cupudwva pe ta ipoBAentdopeva oto N. 4412/16,
apBpo 90, omwg Ttporornotidnke e to dpdpo 33 v.4782/2021.

H Stadikaoia umtoBoAng twv npoodopwv apxilel amo tn dnuoacisucon Tou mMapdvTog Kal LEXPL
TNV nUepounvia mou avaypdadetal otnv mapol oo MPOGKANG.

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 avaBétouoa apyxn Statnpet to dikaiwpa emavénong r pelwong tng cuPBATIKNG TOCOTNTA,
oludwva pe ta npoPAendueva oto apbpo 105 tou N. 4412/16 OmwG TPOTOMOLONKE E TO
apBpo 45 tou vopou 4782/21.

Otunoynolol popeig Seopebovral yla Tnv mapddoon Tou CUVOAOU TNG MOCOTNTAG TWV LWV
Tiou Ba Tou¢ KaTaKUupwBOoULV.

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
TIAnpodopieg eKelVEC TIOU glval AVOYKALEG YL TN XPNOLUOTIOLIN O Tou Ue AN PN aodAaAeLa Kol
TNV avayvwpLon Tou Katackeuaotr]. Ot mAnpodopieg autég Ba mapéxovtal e TOUG TPOTIOUG
Ttou opilovtal cUpdwWva HE TIG Slatdgelc Tng odnyiag 93/42/EOK tng urt’ aptd. AY8S/ I.M. oik.
130648 (DEK 2198/B/02-10-09). (Adopd MpookANOELG PO 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
Avetaptntng Apxng Anpooiwv Ecobwy, omwe autd epdavilovral oto taxinet, anod To omoio mPoKUTTEL
N KN AVOOTOAN TNG ETIXELPNUATLKAC SpaoTNPLOTNTAC TOUG, TO omolo £xel ekdoBel €wg TPELS (3) UAVEG
mipwv amnod tnv unoPfoAn tou. OL olkovopikol dopeic mou ouppetéxouv otnv mapoloa Sladikaoia,
amatteltal va aokoUv eumoplky 1 Blopnyxavikn 1 Blotexviky dpactnplotnta cuvadrn HeE TO
QavTIKE(Pevo TNV oLuBaonc.

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) Mo TtV amodeLén tng VOLLUNG 0UOTOONG KOL TWV LETABOAWY TOU VOULKOU TIPOCWITOU TIPOCGKOUIETAL
MevikO TLOTOTIONTIKO PeTaBoAwv Tou TEMH, edooov £xel ekdoBel £wg tpeig (3) uiveg mptv amnod v
uTtoBoAn Tou.

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 euBUVN yLa TNV ETITEVEN TOU OKOTIOU LETA TWV TTOPETIOUEVWY QUTOU UTTOXPEWOEWV.
Katd tov autd Tpomo eyyudtal TNV eKTEAECH TN UTIO avaBeon mpounBeLag Kat emBapUVeTaL HE TIG
evOEXOUEVEG KUPWOELG N EKMTWOELG O€ MEPIMTWon Un mapadoong Twv UALKwv. ii) O MpounBeutng pe
TNV CUMMETOXH TOu dnAwvel OtL amodéxetal mMANPwWE Kot avermiduAAKTwE OAoug Toug OpoUG TIoU

avadEpovtal Ue Ta onola Kol CUUPWVEL

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
m.6.18/1989 (A’ 8), To omoio anodaiveTal AUETAKANTWE XWPLG VO ETILTPETIETAL N T(PONYOUEVN AOKNON
AAANG €161kNAG N evdikodavoug SLolknTkAG poaduync. To mapdPfodo yla TNV Aoknon tng aitnong
akOPWONG Kal TG aitnong avaoToAng opiletal (0o pe TO TEVTE TOLC eKATO (5%) emi TNG EKTIUWHEVNG

aflag tng ouppaonc.

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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