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ANAPTHTEA ZTO AIAAIKTYO

EAAHNIKH AHMOKPATIA
YNOYPIEIO YIFEIAX
4n Y.NE Makedoviag - Opakng

, . , ApLBu6G NpdéokAnong: 1426
Mavemotnuuako Feviko Noookopelo ptopoctip none

AAe€avdpolToAng
Ae0Buvon AlolknTikAg Ynpeoiag
TMHMA NMPOMHOEIQN
nPOx
MAnpod.: AYMMEPOYAHS MEPIKAHE K&Be EvSLadepbpevo

TnA/vo: 25513-53341
E-mail: prosfores@pgna.gr

OEMA: «MpdcokAnaon uTtoBoAnRG TMPoodopwV HE AVTLKEIPMEVO ThV TPOUNBELa/Ttapox uTtnpeociag thv dtakpifpwon Kat
TILOTOTIONON LATPLKWYV Pnxavnuatwy (Eidog YAkoO/tapoxn umtnpeciag) CPV 79132000-8 yLd TLG AVAYKEG TOU
TuAPatog (-) Tou MN.I.N.A., tpoUmoAoyloBeicag Samdvng 3.186,80 € guumeptAapupavopévou GMA».

ZXET:

1. Ta mpoPAemopeva atov N. 3329/2005 «EBvIkO Z0otnpa Yyeiag kat Kowvwvikig AAAnAgeyyOng Kal AoLéG SLaTtdEelg»,
OTIwG TPOTIOTIOLBNKE Kat LoVEL.

2. Ta mpoPAemtdpeva otov N. 4412/16 «Anudoleg Suppaoelg Epywy, NMpopnBelwyv Katl YTINPECLWV.

3. Ta mpoPAemdpeva otov N.4782/2021 «EKOLYXPOVIOUOG, attAoTioinon Kat avapdpewaon Tou pubuLloTikol TtAdloiou
Twv Anuociwv Suppacswv».

4. Ta mpoPAemtdopeva otov N. 3580/2007 «MpounBeleg PopEwyv eTOTTEVOPEVWY aTtd To YToupyeio Yyeiag kat
KowwvikAc AAANAgyyOnc Kat dAAec Slatdgelg.»

5. Tnv Ymoupyikr Atodaon avadopikd Pe To tapatnentipLo tipwyv OEK (B’ 777/04-06-2010) «Opol Kdl KavOveg
Aeltoupyiag kat mpolmoBEoelc dSnuoaldtntag Tou Napatnpntneiov THWY GAwv Twv eldwv Tou apbpou 10 Tou V.
3580/07»

6. ToM.A.80/2016 (A" 145) “AvaAnydn YTOXPeWoswv atod AlATAKTES”, OTIWC TPOTIOTIOLNUEVO LOXUVEL.

7. Tnv Ut apBu. tpwTt. 25782/15-05-2026 Atddaon Atotkntr tou MN.M.N. AAeEavdpolToAng he Tnv oTtoia eykpiveTal
n dnuooisuon MPpOokANnong uTtoBoAng Ttpoadopwv

8. Tnv utt’ aplBy. TpwTt. 9PA24690Q3-275 , Amtddpaon Avainng Yroxpéwang (AAAM 26REQ019054043)
KOaTaxwpenong oto untpwo deopeloswv/BipAlo eykpioswv & EvtoAwv NAnpwpng tou M.I.N. AAe€avdpoltmoAng.

Mpokelpévou to NN AAeE/TOANG va Tipofel otnv TtpounBeta vyelovouikol UALKOU/TTapox UTINPECIAC YLa TIG AVAYKEC
TOU TUAMATOC -, TIPOOKAAEl kABe evdladepduevo, H€ow avolkTnG dlaywvioTikAg dtadikaaiag Tou dpBpou 118 Tou v.
4412/2016, va kataBéoel Tpoodopd péow NG TMAaThdppag Slevépyelag NAEKTPOVIKWY TipopunBetwy iSupplies.

KpLtAplo katakdpwaong tTnG cLUYKEKPLUEVNG Sladikaciag amoteAel n TAéov gupdpEépovoa amé OLKOVOULKE amoyn
TPoodopd ATIOKAELOTIKA BACEL TIMAG , N oTtola Sev pumopel va eivat vPnAdtepn thg mMpoiimoAoyloBeicag Samdavng.

H mpopriBela/mapoxn umnpeoiag 6a mpaypatomnolnBel cOpPwva Pe Toug 6POUG Kal TIE TipoUToBEaelg TNG Avabétouaag
ApxNG, 0TIwG auTtol avalliovtal KATWTEPW:

(AkoAouBei Nivakag pe ta otoxeia Tou vAkol/uTnpeoiag)

Kwd. Movada EKTIHWHEVN 2uVoALKA tpolmoAoyloBeica damavn

A/A n 1 ELS , , , e
/ NrNA epLypasn Eidoug Métpnong TmoodtTnTA TtAé0ov Tou avaAoyolvtog OIA (€)

AIAKPIBQZH KAI NIZTONOIHZH ,
1 913280 IATPIKON MHXANHMATON Ymnpeoia 1,00000 3.186,80000 €
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Huepopnvia AREng YmoBoAng Npoodopwv: 09/06/2026 10:00

MAnpodopicc didovtal OAec TIC epydaotpec NUEPeC amd 08:00TH €wc 15:00pp amd To TuAua MpounBslwy, TnA.
eTKovwviag: 2551-3-534.....

FENIKOI OPOI
Emti TrowvA anéppng:

e HTpoodopd ogag va LoxVeL yia Técoepls (4) uRveg. Mpoaodopd mou opilel Xpovo LoxV0G YIKPOTEPO TOU TIAPATIAVW
avahepOPEVOL aTIoPPITITETAL WG ATIAPASEKTN

e KdaBe mpoodopd mpEmel va avadépetal o€ pia povo tpdokAnon

e KatdBeon mpoodopdg petd tn AREn tng mpobeopiag Tng mapovoag mpdokAnong Bewpeital dkupn kat dgv Ba
Aappdvetal umton.

e H TN tng mMpoodopdg odg va pnv uttepPaivel TNV TN Tou avtioTolyou €(6oug 0TO TTAPATNPNTHPLO TIHWVY TG ENY
KOl UTIOXPEWTIKA va avaypddetal o aptBudg Tou untpwou Tou eidoug oto MNapatnpntrpLo. EAv To Tpoodepduevo
€{d0¢ dev avtioTolyileTal, autd va BePawwveTal amd Tov Tpoodépovta Pe OXETIKN utevBuvn dAAwon. (Z.2. Adopad
HOVO TTPOOKANCELG TIPOUNOELAG UALKWV)

e e mepimTwon Katdbeong LodTiung mpoohopdg, To Noookopeio eTAéyel Tov TtpounBeuTr/avadoxo pe KANpwaon
METAED TWV OLKOVOUIKWY $opEwv Tou UTLERAAAAV LOOTIHEG P00 hOoPEG. H KARpwoaon Slevepyeital oUudwva pe Ta
TpoPAeTopeva oto N. 4412/16, apBpo 90, 6Ttwg TpoToToLBnKe Pe To dpBpo 33 v.4782/2021

e H dladikaoia utoBoAng Twv TTpoodopwv apxilel amod Tn SnUocieuon Tou TTaPOVTOG Kal HEXPL TNV NUEPOMNVia TTou
avaypddetal otnv apoloa TPOoKANnan.

e OLmpoadopicg Ba avaypddouv TNV TN xwpic O.M.A. avd yovada pétpnong.

® STIC TIMEG Ba tepllapBdveTal To cUVOAO TwWV KPATHOEWVY KaBw¢ Kal o TipoBAeTOpeVoG GpOpoG EL00SAHATOG.
Mpoodopég Tou {nTolv amaAlayr] amo TG KpatAoelg dev yivovtal SEKTEC.

e H avaBétovoa apyn diatnpei To dikaiwpa pataiwong/akipwaong tng dtadikaciag og omoladAmote GpAcn avtng
XWpPIG Kapia uTtoxpEwan EvavTl TWV CUHHETEXOUOWY ETALPLUIV.

e EVOAAGKTIKEG TTpoahopEG Sev eTiLTPETOVTAL. AVTITIPOOPOPEC € yivovTal SEKTEC KAl AmopplmTovTal WG
ATIaPASEKTEG.

e H avaBétovoa apyn diatnpei 1o dikaiwpa emadinong f pelwong tTng cupPatikig ToodTNTaC, cUNdWVA PE TA
TpoPAeTopeva oto apBpo 105 Tou N. 4412/16 OTwg TpoToTIOONKE Pe To ApBpo 45 Tou vouou 4782/21.

e OLuttoPr Lot popeic deopsviovtal yia Tnv Tapddoacn Tou cuVOAOU TG TTOCOTNTAG TWV EL8WV TIou Ba Toug
KatakupwBoUlv.

e Ta aAlodamd dnudota Kat ISLwTIKA €yypada cuvodelovTal amd HeETAPPACH] ToUG aTnV EAANVIKA YAWCoa
ETUKUPWHEVN, elte amd tpdowTo appddlo Katd Ti¢ Keipeveg dtatdelg tng eBvikng vopobeoiag eite amd mpdowTto
KATA VOPO apuodio Tng xwpag otnv otoia €xel ouvtayBei To éyypado.

e Stnv mpoohopd va avaypddetdl o aplBpuog TpwTtokOAAoU TG TTPOoKANGNG UTtoBoARC Tpoadopwyv (Ba Ttov Bpeite
KATw amd tnv nuepopnvia) kabwe Kal a/a tou tpoadepduevou eidouc/uTnpeaiag otnv TPOOKANONG.

e H nuepopnvia ARENg Twv avalwoipwyv vAKwy Ba sival dvw tou evdc (1) €touc.(2.2. Apopd PHOVOo TIPOCKANCELG
mpopnBeLag vALkwv) (Katdbeon umte0Buvng dnAwong)

® >Ta TPOG TpopnBela VALKA Ba TteplAapBdveTal To TPwTOTUTIO GUAAASLO 06NYLWV TOU KATAOKEUAOTLKOU oikou. (Z.X.
Adopd pévo tpookARoeLg tpopn0eLag UALkwy) (KatdBeaon uttetBuvng 6AAwong)

e Ta mpoodepdueva UALKA va dlaBétouv ta anapaitnta CE. Na katateBoulv Ta avtioTolxa ToToTolnNTIKA(Z.X.
Adopd pévo tpookARoeLg TtpopnBeLag UALkwV) (KatdBeon uttetBuvng 6AAwong)

e Na katateBel ISO 13485 tou kataokeuaoth. (Z.2. Apopd pOoVo TPOOKAROELG TIPOUABELAG UALKWV)

® O CUMMETEXWV OLKOVOMLKOC dopéag va dlabétel kal va katabéael atnv tpoodopd tou ISO 13485 kal BePaiwon
Tepl TAPNONG TNG YIToupyLkNG ATtddaong AY8S/I.M. oik/1348/2004. (Z.Z. Apopd poévo MPOCKANCELG TPOUrBeLag
UALKWV)

e [a tnv dtachdAion moldtntag KaBe tpoodepOPEVO TIPOTIOV TIPETEL va ouvodeleTal amd Ti¢ TAnpodopieg ekeiveg
TIou eival avaykaieg yia Tn xpnoLgoToinor Tou pe TANPn achdAsLa Kal TNV avayvwpLon Tou KataokeuaoTh. Ot
TIANPodopieg auTtég Ba tapéxovtal Ye Toug TPOTIOUC TIou opilovtal olpdwva pe Tig dtatdelg tng odnylag
93/42/EOK tng ut’ aptB. AY88/ .M. owk. 130648 (DEK 2198/B/02-10-09). (Z.Z. Apopd HOVO TPOCGKANCELG
TPOHUABELAC LALKWV)

e Ta Tpog TpopunBela uAkd Ba tapadidovtal oto Noookopeio amooTelpwpéva Kadl 0TNV OXETIKN cuokeudoia Ba
avaypddetal n €vdeiltn CE Mark. (2.2. Abopd pévo TtpookARoeLg TtpopnBeLag UALkwV) (KatdBeaon uttevBbuvng
dnAwong)

e H mpoodépouoa stalpia, o mepimtwon mou sival dStadopeTIKr ATd TNV KATAOKELAOTPLA, OPEiAEL va TtpooKOMIlEL
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utte0Buvn dAAwon otnv omoia Ba dnAwvel 6TL Ba evnuepwveL TNV avaBéTouaa apxn yia OAec TIC TBaveg
avVaKAAOELC /amooUPOELC TIPOIOVTWY OXETIKEC PE Ta (6N Tou TPoadEpel oTnVv Ttapolod dlaywvioTiky dladikaoia.
e Na dnAwvovtat:
A) TO EpY0OTACLO KAl N XWPEA KATACKEUNG TOU TIPOG TpopiBeta uALkou,
B) TO Epy0O0TAGCLO KAl N XWPO cuokevaoiag Kat dtavounc (os epintwon mou sival dtadpopeTikd),
N 0 epyaotnplakog kKwdikog Tou eidouc,
A) 0 KwbIKAEG TIHOAGYNCNG Tou €(d0oug
E) 0 povadikdg kwdikdg EOD. SnuelwveTal OTL o€ TEP{TITWON TIOU EKKPEPEL N €kdoon KwdLkoU yld To
TPoodEPOUEVO UALKO, yiveTal amodekth n katdbeon Tou aplBuol uttoBoAng aitnong yia to v Adyw &idog,
ouvodeudpevn amd uteBuvn SAAwaon Tou TTPoodEPOoVTOC OTL £XouV UTIORANBEL Ta OXETIKA SIKALOAOYNTIKA OTOV
EOO.
(Z.2. Adopa pévo TMPOOKANCELG TIPOUAOELAG LALKWV)
e Tuydv VAIKA/ eEottAlopog TTou Ba XpnotyotolnBolyv Katd tnv tapoxn tng utnpeciag Ba dtabétouv OAeG TIg
amapaitnteg motomotioelg (CE kat ISO) oludwva pe Tnv Keipevn €BvikN Kal evwaolakn vopobeaoia. (2.2 Apopa
HOVO TPOCKARCELG UTINPECLWV)

EIAIKOI OPOI
JUVOSEUTIKA TNG KatdBeong mpoodopadg - ETti Mowvy Améppudng:

A) ATOoTIACUA TIOWVIKOU UNTPwWoU Tou €xel ekdoBel €wg Tpelg (3) PAveg TPy amod tnv utoBoAn Tou A eAAeipel autol,
toodlvauo eyypddou Tou ekdidetal amd appddia SIKAoTIKA i SLOKNTIKA apXf Tou KPAToug — MEAOUG I TNG XWPAS
KATAYwWYyNG f TG XWPAG TIOU €lval EYKATECTNUEVOC 0 €V AOYw OLKOVOULKOC hopEag, amd To oToio TIPOKUTITEL OTL Sev £XEL
KatadlkaoTel ye apeTdkAnTn SIKaoTIKA amodaaon.

H umtoxp€éwaon Tou Tponyoupévou edadiov adopd:

STIG TEPIMTWOELS EME, tdlwTikwyv KepaAatovyikwy etaipelwv (I.K.E.), OE. kat EE, Toug 81axelpLlOTEG.

STI¢ EPIMTWOELS A.E., Tov dleuBlvovta aUuBoulo, kabBwg kat 0Aa ta PEAN Tou AlolknTikol ZuuBouAiou.

STIC TIEPLTITWOELG TWV CUVETALPLOPWY, Ta JEAN TOU AlolkNTIKoO ZupBouAiou.

B) ‘Ocov a¢opd ta amodeIKTIKA Y€oa TG Tap. 2 Tou dpbpou 73 Tou v. 4412/2016 oL olkovoutkol hopeig tpookopilouv:
i) M tnv anddelfn tng ekMARPWONS Twv GOPOAOYLKWYV UTIOXPEWOEWY ATIOSELKTIKO evNUEPOTNTAG EKOLEOUEVO aATd TNV
A.A.A.E. (dopoAoyiKr evnuEPOTNTA)

i) Mla TNV amédelfn TG EKTTANPWONG TWV UTIOXPEWOTEWVY TIPOG TOUG 0PYAVIGHOUG KOWVWVIKNG aoddALong TILOTOTIONTIKO
€kb160evo amo Tov e-EDKA (Ba adopd tnv KUPLA KAl TNV ETILKOUPLKA achdAilon).

Ta mapdvta SikatoAoynTikd UTIoBAAAOVTAL YLd TOV OLKOVOULKO GopEa Kal oTnV TIEPITITWON ToU eival évwaon yla Kabe
dopéa — pélog TNG.

Ta Tapamdvw amodelKTIKA TN Ttap. B va eival og o0 katd tnv nuepopnvia katdbeong Toug. Kat va katateOel
uTteUBLVN SAAwoN yia TNV X0 TwWV SIKALOAOYNTLKWV.

N Eviaio Motomointikd AlkaotikAg Pepeyyvdtntag amd 1o apuddio Mpwtodikeio To omoio €xel ekdoBel éwg tpelg (3)
MAvVEG TPV amd tnv uTofoAn Tou, Aamd TO OToio va TPOKUTTEL OTL OLKOVOULKOC ¢dopéag dev TeAel umtd TTWYELON,
TITWXEUTIKO oUPPBLBaopd 1 uttd avaykaoTikh dlaxeipion f 6TL dev €xouv uttaxBel oe dadikaoia e€uyiavonc.

A) MiotomownTtikd F'EMH to omoio €xel ekdoBel €w¢ Tpelg (3) MAVEC TPpLY amd TNV UTIoBOAR Tou, amd To oToio TPOKUTITEL
OTL TO VOMLKG TtpdowTo dev €xel AUBE( kat TeBel uTtd ekkabBdaplon pe amdédaon Twv eTaipwv.

E) ExTUTIwon tng KapTtéAdg «ZTolxela MnTpwou/ETixelpAosls» amnd tnv nAektpoviki mAatddpua tng AveEdptntng ApXnig
Anpooiwv Ecgddwy, émwg autd spdavifovtal oto taxinet, amd to omoio TPOKUTITEL N PN AvACTOAN TNG ETILXELPNHATLKAG
5paoTNPLOTNTAC TOUC, TO oTtolo £€XEl ekd0Bel Ewc Tpelg (3) prveg TPty amd tnv uttofoAr Tou. Ol olkovouikoil popeig Tou
OUPPETEXOUV OTNV Tapouoa diadikaoia, amatteital va ackolv sumopiki i Blopgnxaviki f Blotexvikg dpaoctnpldtntd
ouvadn Pe To avIikeipgevo tnv cuppaong.

3IT) MNa v amoddelln tng vOULPNG EKTIPOOWTINGCNG, OTLC TIEPLTIITWOELG TIOU O OLKOVOULKOG dopéag sival vouikd mpdowTto
KOl eyypAdeTal UTIOXPEWTIKA N TIPOALPETIKA Kol SNAWVEL TNV €KTPOOWTNCN Tou ot appddia apxn, TpookopileTal
OXETIKO TILOTOTIOLNTLKG LoXU0UCUC EKTIPOCWTINGNG, TO oTtoio TIpETel va €xel ekd0Bel €we Tpldvta (30) epydoeg NUEPES
TIPLV TNV UTTOBOAR ToU.

Z) Na tnv amodeltn tng voplpng olotaong Kal TwV HETABOAWYV TOU VOMIKOU TIPOCWTIOU TIPooKopileTal Mevikd
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TLoToTOLNTIKO peTaBoAwv Tou FEMH, edpooov €xel ekdoBel €wg tpeic (3) prAveg pLv amd tnv uttoPoAr Tou.

H) Na katateBel Yme0Buvn ARAwon tou TipoadEpovTtog OTL: i) Sev GUVTPEXEL €I BAPOUG TOU KATIOOG aTtd TOoug Adyoug
aTmokAglopoy Tou dpBpou 73 tou N.4412/2016 Omwc TpoTOTONONKE Kat LoxVel, ii) 0Tl dev €xel ekdoBel SIKATTIKN N
SloknTtikA amddaon pe TeAeoidkn Kal SOpPeUTIKA LoX0 yla tnv abE€Tnon Twv UTIOXPEWOEWY Toug 6oov adopd atnv
kataBoAn ¢dpwv A ElahopwIV KOWVWVIKAG aoddAlong.

@) i) O MpounBeuTAg Pe TNV CUPPETOXN Tou dnAwvel OTL PEPEL €1 TO 0AOKANPOV aAAnAeyyUwG Kat ameplopioTwe tTnv
guB0vn yia tnv emitevén ToU OKOTOU PETA TWV TIAPETIOPEVWY AUTOU UTIOXPEWOEWVY. Katd tov autd tpdmo syyuvdtdl Tnv
ekTéAeon ¢ umd avdBbeon mpounBelag kal emiPaplveTal Ye TIG EVOEXOUEVEC KUPWOELG 1 EKTITWOEL O€ TIEPITITWON N
Tapddoong Twv UALKWV. ii) O MpopnBeutAg Ye TNV oUPPETOXA TOU SnAwvel 6Tl amodéyxeTal TANPWE KAl AVETILGUAAKTWES
6Aoug Toug dpoug Tou avadpépovTal Pe Ta omoia Kal cupdwvel.

Emionpaivetal étt yivovtal amodektég ol Pndlakd umoyeypappéveg umte0Buveg dnAwoelg epdoov €xouv ouvtayBel petd
TN dnuoaiguon ¢ TPAoKANONG. SNUELWVETAL ETIiONG OTL SV amatteital Bewpnaon Tou yvnaoiou Tng utoypadrig Toug.

AMOZ®PAIIzH NPOZPOPON

Aéyw tn¢ emelyovoag ¢vong Tng apouaoag dtadikaciag Kal TIPoKeLPEVoU va eEolkovopEe{Tal XpOvog Kat va eTitayuvovTal
oL dladikaaoieg, n amoodpdylon Twv Mpoodopwyv Ba TpaypatomonBel TV dla nuépa Kal wWPA TNE KATAANKTIKAG
nUepopnviag utoBoAng Twv poodopwv, uTtd TNV dipeon 6Tt dUvatal n apuodla ETLTPOT va GUVESPLATEL.

0 Av. Npoiotapevog AtebBuvang
ALOLKNTIKAG — OLKOVOULKAG
Ymnpeoiag

K. ToupeTakng
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