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ANAPTHTEA ZTO AIAAIKTYO

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

, . , ApLBuoG NMNpdokAnong: 1240
Mavemotnuuako Feviko Noookopelo ptopoctip none

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

TnA/vo: 2551353422
E-mail: prosfores@pgna.gr

OEMA: «MpdckAnaon utofoAng TpoodopwV PE AVTLKEIPMEVO TRV TtpouBeLa/Ttapoxn uttnpeoiag "SET
NAAZMAQAIPEZHZ KYTTAPAGAIPEZHZ N'TA AMIGUS SEPERATOR" pe (Eidog YAkoU/tapoxn umnpeciag) CPV
33141613-0 yia TI§ avaykeg tou Tufpatog (AIMOAOZIA) tou MN.I.N.A., poUToAoyloBeioag Samavng 36.753,60 €
cupmeptAappavopévou GrA».

ZXET:

1. Ta mpoPAemopeva atov N. 3329/2005 «EBvIkO Z0otnpa Yyeiag kat Kowwvikig AAAnAeyyOng Kal AoLéG SLatdEelg»,
OTIwG TpOoTIoTIOLBNKE Kat LoVEL.

2. Ta mpoPAemtopeva otov N. 4412/16 «Anudoleg Suppaoelg Epywy, NMpounBelwyv Katl YIINPECLWV».

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

4. Ta mpoPAemtopeva otov N. 3580/2007 «MpounBeleg PopEwv eTTOTTEVOPEVWY 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 mpoilmoBEoelc dSnuoaldtntag tou Napatnpntneiov THWY GAwv Twv eldwv Tou apbdpou 10 Tou V.
3580/07»

6. ToM.A.80/2016 (A" 145) “AvaAnydn YToXpewoswv amod AlaTAKTES”, OTIWC TPOTIOTIOLNUEVO LOXUVEL.

7. Tnv utt. apBp. pwTt. 16531/26-03-2026 (AAA: WPAQ4690Q3-M48) Atddaaon Atotknth tou M.I.N.
AAeEavdpolToAng pe Tnv otoia eykpivetal n dnuocicuon tpdokAnong uTtoBoAr g TTPOTPoPLV

8. Tnv utt’ aptByu. TpwTt. 16596/26-03-2026 (AAA:9ANO0W4690Q3-X90, A.A. 869), Atddacon Avaindng Ymoxpéwaong
(AAAM 26REQ018714274) kataxwpnong oTo untpwo deopeloswv/BiBAlo eykpioswv & EvtoAwv NAnpwuAg Tou
M.F.N. AAe€avdpoUToAng.

Mpokelpévou to NN AAeE/TOANG va Ttpofel otnv TpopBeta LyeloVopIKOU UALKOU/TTapoxH UTINPECIAC YLa TIG AVAYKEC
Tou TUApatog AIMOAOZIA, mpookaAel kGBe evdladepdpevo, HEow AvoLKTAG dlaywvioTikAG dtadlkaoiag Tou dpBpou 118
Tou V. 4412/2016, va kataBéoel tpoodopd péow NG TAATHOpHAC SLEVEPYELAC NAEKTPOVIKWV TIPOUNBeLwyY iSupplies.

KpLtAplo Katakipwang TnG cLUYKEKPLUEVNG Sladikaciag amoteAel n TAéov aupdEépovoa amd OLKOVOULKE amoyn
TPoodopd ATIOKAELOTIKA BACEL TIMAG , N oTtoila Sev pmopel va eivat vPnAdtepn tThg mMpoiimoAoyloBeicag Samavng.

H mpopriBela/mapoxn umtnpeoiag 6a mpaypatomnolnBel cOpPwva Pe Toug 6POULG Kal TIE TIPoUToBEaelg TNG AvaBéTtouaag
ApXAG, OTIw¢ avuTol avaAilovTadl KATWTEPW:

(AkoAouBel Nivakag pe ta otolxeia Tou vAkol/uTnpeoiac)
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ZUVOALKN TtpoTtoAoyLloBeioca

Kwd. , Movdda EKTLHWHEV , , ,
A/A Nepiypadn Eidoug , u, HEVI damadvn tAéov Tou avaAoyolvtog
MrNA Metpnong TmoootTnTd
®nA (€)
JET NAAZMAOGAIPEZHZ
1 007537 KYTTAPA®AIPEXIHI I'IA AMIGUS Tepdyxio 114,00000 29.640,00000 €
SEPERATOR

Huepopnvia Af&ng YtoBoAng Npocdopwv: 06/04/2026 13:00

MAnpodopieg didovtal OAeg TIG epydoipeg NUEPES attd 08:00T €wg 15:00uu amd to TuAua NpounBetwy, TA.
gmkowvwviag: 2551-3-534.....

FENIKOI OPOI
Emti Ttowvn anéppng:

e HTpoodopd oag va LoxVeL yia TEcoepls (4) uRveg. Mpoadopd mou opilel Xpovo LoxV0oG YIKPOTEPO TOU TIAPATIAVW
avadePOPEVOU 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
Aappdvetat umton.

e H TN tng mpoodopdg odg va pnv uttepPaivel TNV TN TOu avtioTolyou €(60uUg 0TO TTAPATNPENTHPLO TIHWVY TG ENY
KOl UTIOXPEWTIKA va avaypddetal o aptBudg Tou unTpwou Tou £idoug oto MNapatnpntrpeLo. EAv To tpoodepdevo
€(do¢ dev avtiotolyiletal, auto va BeBawwvetal amd Tov TpoodEpovTa Pe OXETIKN uTtelBuvn dnAwan. (2.2. Adpopd
HOVO TTPOOKAROCELG TIPOUNOELAG UALKWV)

e e mepimTwon Katdbeong LodTiung mpoohopdg, To Noookopeio eTiAEyeL Tov TtpounBeuTr/avadoxo Pe KANpwaon
METAED TWV OLKOVOUIKWY popEwv Tou UTLERAAAAV LOOTIHEG TIPoodOoPEG. H KARpwaon Slevepyeital oUudwva pe Ta
TpoPAeTopeva oto N. 4412/16, GpBpo 90, 6Ttwg TpoToToLBnKe Pe To dpbpo 33 v.4782/2021

e H dladikaoia utoBoAng Twv TTpoodopwv apxilel amod tn SnUoacisuon Tou TTaPOVTOG Kal HEXPL TNV NUEPOMNVia TTou
avaypddetatl otnv apoloa TTPOoKANan.

e OLmpoadopic Ba avaypddouv TNV T xwpic ®.M.A. avd yovada pétpnong.

e STIC TIMEG Ba teplapBdveTtal To cUVOAO TwWV KPATHOEWVY KaBw¢ Kal 0 TipoBAeTOpEVOG GOPOG EL00SAUATOG.
Mpoodopég Tou {nTolv amaAlayr] amo TG KpATAoelg dev yivovTal SEKTEC.

e H avaBétovoa apyn diatnpel To dikaiwpa pataiwong/akbpwaong tng dtadikaciag og omoladAmote GpAaocn avtng
XWPIG Kapia uTtoxpEwan EvavTl TWV CUHHETEXOUOWY ETALPLIV.

e EVOAAGKTIKEG TIpoahopEG Sev eTiLTPETOVTAL. AVTITIPOOPOPEC S€ yivovTal SEKTEC KAl AmoppTTovTal WG
aATapPAdEeKTEC.

e H avaBétovoa apyn diatnpel to dikaiwpa emadinong f peiwong tTng cupPatikig ToodTnTag, cUNdWVA PE Ta
TpoPBAeTopeva oto apBpo 105 Tou N. 4412/16 OTwg TpoTOTIOLONKE He To ApBpo 45 Tou vouou 4782/21.

e OLutmoyridlol popeic deopelovtal yia tnv mapddoaon Tou cuvéAou TNG TTOCATNTAG TWV E186WV TIOU Bd TOUG
KaTakupwBoLv.

e Ta aAlodamd dnudaoia kal IdlwTika €yypada cuvodelovtal amd petddpach Toug otnv eAANVIKA YAwooad
ETIKUPWHEVN, elte amd mpdowTo apuddlo Katd Ti¢ Keipeveg dlatdlelg tng eBvikng vopobeoiag eite amd mpdowTto
Katd vépo appddlo Tng xwpag otnv otoia £xel ouvtayBel To éyypado.

e >Tnv mpoodopd va avaypdoetal o aplBudc mpwtokdAAou TNG TPdoKANONG uTtofoAng Tpoodopwv (Ba tov Bpeite
KATw amd tnv nuepopnvia) kabwg kat a/a Tou tpoodepduevou eldoug/umnpeaiag otnv TPOCKANONG.

e H nuepounvia ARENc tTwv avalwoipwv vAlkwy Ba eival dvw tou gvéc (1) €touc. (Z.2. Apopd POvo TTPOOKARTELS
mpopnBeLag vAKkwv) (Katdbeon umteBuvng dnAwong)

® >Ta TPOoC TtpopnBela UALKA Ba TteplAapBdveTal To TPWTOTUTIO GUAAASLO 06NYLWV TOU KATOOKEUAOTLKOU oikou. (Z.X.
Adopd pévo tpookARoeLg Ttpopn0eLag VALkwy) (KatdBeaon uetBuvng 6AAwong)

e Ta mpoodepdueva UALKA va dtaBétouv Ta anapaitnta CE. Na katateBoulv Ta avtioTolxa ToToTonTIKA(Z.X.
Adopd pévo tpookARoEeLg Ttpopn0eLag UALkwV) (KatdBeaon utetBuvng 6AAwong)

e Na katateBel ISO 13485 tou kataokevaoth. (Z.2. Apopd povo TPOOKAROELG TIPOUABELAG UALKWV)

® O CUPMETEXWV OLKOVOMIKOC dopéag va dlabétel kal va katabéael otnv tpoodopd tou ISO 13485 kal BePaiwon
Tiepl TAPNONG TNG YTIoUpYLKAG ATtodaong AY8S/T.M. oik/1348/2004. (Z.Z. Apopd povo MPOCKANCELG TPOUNBeLag
UALKWV)

e [a tnv dtachdAion oldtnTag KABs tpoodepOPEVO TIPOTIOV TIPETEL va ouvodeleTal amd Ti¢ TAnpodopieg ekeiveg
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Ttou eival avaykaieg yla Tn XpnoLuoToinor Tou pe TIANPN achdAsLa Kal TNV avayvwpLon Tou KataokeuaoTr. Ot
TIANPodopiec auTtég Ba tapExovtal Pe Toug TPOTIOUC TIou opilovtal oludwva pe Tig dtatdelg tng odnylag
93/42/EOK tng utt’ aptb. AY88/ I'.M. ok. 130648 (OEK 2198/B/02-10-09). (=.X. Apopd POVO TTPOGKARTELG
TPOUABELAC UALKWV)

e Ta Tpo¢ TpopnBela VAKA Ba tapadidovtal 0To NooOKOUE(O ATOOTEPWHEVA KAl OTNV OXETIKK cuokeuadaoia Ba
avaypddetal n €véettn CE Mark. (2.2. Abopd HAvo TtPooKAROELS TtpopnBeLag VALKWYVY) (KatdBeaon utevBbuvng
dnAwong)

e HmpoodEpouoa stalpia, oe mepimTwon Tou eival SladpopeTikh amd TNV KATaokeLdoTpLd, odeiAel va Ttpookopilel
uTtebBuvn 6nAwon otnv omoia Ba dnAwvel 6Tt Ba evnuepwvel TNV avabétouoa apxn yla OAeg TIg TBaveg
avaKANOELG /aTtooVPOELG TIPOIOVTIWY OXETIKEG He Ta €(dn Tou TpoodEpel oTnV Tapouoa SlaywvioTiki dtadlkaaoia.

e Na dnAwvovTtat:

A) TO EpYOOTACLO Kal N XWPO KATAOKEUNG TOU TIpOG TtpopnBela UALKoU,

B) TO epyoO0TACLO KAl N XWPA CUCKELAciag kal dlavopng (oe TepimTwaon Tou sival dtapopeTika),

N 0 epyactnpPLakog KwdLKkAg Tou eidoug,

A) 0 KwdIKAG TYHOAGYNoNG Tou €ldoug

E) o povadikog Kwdikog EOD. SnuelwveTdl 0Tl o€ TepiTTwaon Tou ekKpepei n €kdoaon Kwdlkou yla To
TPOohEPOUEVO UALKO, yiveTal amodekth n katdbeon Tou aplBuol uTtoBoANg aitnong yia to v Adyw &idog,
ouvodeudpevn amd urteVBuvn SAAwaon Tou TTPOoPEPOVTOC OTL £X0UV UTIOPANBEL Ta OXETIKA SIKALOAOYNTIKA OTOV
EQO.

(Z.2. Adopa pévo TMPOOKANCELG TIPOUAOELAG LALKWV)

e Tuyov UAKA/ €EoTtALlopOG TIou Ba XpnotpototnBolyv Katd tnv apoxr tng utnpeciag Ba dtabétouv OAeC TIg
amapaitnteg motomnotioslg (CE kat ISO) oludwva pe Tnv Keipevn €BvikN kal evwaolakr vopobeoia. (2.2 Apopa
HOVO TIPOOKANCELG UTINPECLWV)

EIAIKOI OPOI
TuvodeuTikd TnG katdaBeong mpoadopdg - Emti Mowvi ATtéppdng:

A) ATOOTIACUA TIOWVIKOU UNTPwWoU Tou €xel ekdoBel €wg Tpelg (3) pAveg mpLv amod tnv uttoBoAn Tou A eAAeipel autol,
toodlvapo eyypddou Tou ekdidetal amd appddia SIKAoTIKA i SLOKNTIKA apXf Tou KPAToug — MEAOUG I TNG XWPAS
KATaywyng f TG XwPag Tou sival eyKATECTNUEVOC 0 €V AOYyw OLKOVOULKOC hopEag, amd To oToio TIPOKUTITEL OTL eV €XEL
KatadlkaoTel ye apeTakAnTn SIkaoTikA amodaaon.

H umtoxp€waon Tou Tponyoupévou edadiov adopd:

STIC TEPIMTWOELS EME, tduwTikwyv KepaAatovyikwy etatpewwv (I.K.E.), OE. kat EE, Toug 81axelpLlOTEG.

STI¢ IEPMTWOELS A.E., Tov dleuBlvovta aUuBoulo, kabBwg kat 6Aa ta péAN Tou AlolknTikol ZuuBouliov.

STIC TIEPLMITWOELG TWV CUVETALPLOPWY, Ta PEAN TOU AlolkNTIKoO ZupBouAiou.

B) ‘Ocov a¢opd ta amodeIKTIKA p€oa Tng Tap. 2 Tou apbpou 73 Tou v. 4412/2016 oL olkovoptkoi popei¢ tpookopilouv:
i) M tnv anddelin tng ekMARPWONS Twv GOPOAOYLKWV UTIOXPEWOEWY ATIOSELKTIKO evnUEPOTNTAG EKOLOOUEVO ATO TNV
A.A.AE. (popoloyikn evnuepdtnta)

i) Ma TNV anddel&n NG EKTMANPWONG TWV UTIOXPEWOCEWY TIPOG TOUG 0PYAVIOHOUC KOWVWVIKAG aoddALlong TILOTOTIONTIKG
€kdL60pEeVO amd tov e-EDKA (Ba adopd tnv KUpLA KAl TNV ETIKOUPLKH achdAlon).

Ta mapdvra dikatoAoyntikd uttoBdAAovTal yia Tov olkovouikd dopéa Kal otnv Tepimtwaon mou elval évwon yla kabe
dopéa - pélog tng.

Ta mapamndvw amodelkTikA TNG TTap. B va eival og tox0 Katd tTnv nUepopnvia katdbeaorg Toug. Kat va katateBel
uTte0Buvn SAAWGON yid TNV LoX0 TWV SLKALOAOYNTIKWV.

N Eviaio Motomointikd Alkaotikig dPepeyyvdtntag amd 1o apuddio Mpwtodikeio To omoio €xel ekdoBel éwg tpelg (3)
HAvVEG TPV amd tnv umoPfoAr] Tou, Aamd TO OToio va TPOKUTTEL OTL OLKOVOULKOC dopéacg dev TeAel umtd TTWYELON,
TITWXEUTIKO oUPPBLBaopd 1 uttd avaykaoTikn dtaxeipion ) 6TL dev €xouv uttaxBel oe dadikaoia e€uyiavonc.

A) MiotomownTtikd F'EMH to omoio €xel ekdoBel €w¢ Tpelg (3) HAVEC TPLY atd TNV UTIOBOANR Tou, amd To oToio TTPOKUTITEL
OTL TO VOMLKO TtpdowTo dev €xel AUBs( kat TeBel uTtd ekkaBaplon e amdédaon Twy eTaipwv.

E) EktOTIwon g KapTtélag «Etoxelia Mntpwou/ETiXElPOELg» atd thv NAEKTPOoVIKA TTAatdoppa tng AveEdptnTtng ApXAg
Anpooiwv Egddwy, émwg autd spdavifovtal oto taxinet, amd to omoio TPOKVTTEL N PN AVACTOAN TNG ETILXELPNHATLKAG
5paoTNPLOTNTAC TOUC, TO oTtolo £XEl ekd0Bel éwc Tpelg (3) pAveg TPty amd tnv uttofoAr Tou. OL olKovouikoil popei¢ TTou
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OUPPETEXOUV OTNV Tapouoa dadikaoia, amatteital va aockolv sutmopiki i Blopgnxaviki 1 Blotexviki dpaoctnpldtnta
ouvadr Pe To avIikeipgevo tnv cuppaong.

3T) MNa v amddel&n tng VOULPNG EKTIPOOWTINCNG, OTLC TIEPLTIITWOELG TIOU O OLKOVOULKOG dpopéac sival voulkd TpdowTto
KOl eyYPAPETAL UTIOXPEWTIKA N TIPOALPETIKA Kal SNAWVEL TNV EKTPOCWTINGN Tou Ot appddia apxn, TpookopileTal
OXETIKO TILOTOTIOLNTLKG LoXU0UCAC EKTIPOCWTINGNG, TO OTtoio TIPETEL va €Xel ekd0Bel €wc Tpldvta (30) epyAcIUEC NUEPEC
TIPLV TNV UTTOBOAT ToU.

Z) Ma tnv amédeltn tng vouung olotaonG Kal Twv HETABOAWY TOU VOMIKOU TIPOCWTIOU TpookopileTal Meviko
ToToToINTIKO peTafolwv Tou NFEMH, ebdoov €xel ekdobBel €wg tpeig (3) prveg pLv amd tnv umtoBoAr Tou.

H) Na katateBel Yme0Buvn AfAwon Tou TipoodEpovtog OTL: i) dev ocuUVTPEXEL €I BAPOUC TOU KATIOLOG aTtd TOoug Adyoug
aTmokAglopoU Tou dpBpou 73 tou N.4412/2016 OTwg TpoTOTOONKE Kal LoxUeL, ii) 0Tl dev €xel ekdoBel SIKAoTIKN N
Sdlolkntik amddaon Pe TeAeo(SIKN Kal SEOPEUTIKA oYU yla TNV abgtnon Twv UTIOXPEWCEWY Toug 6oov ddopd otnv
kataBoAn ¢dpwv 1 L0GoPWIV KOLVWVIKAG aoddAlong.

@) i) O MpounBeuTAC WE TNV CUUMETOXN TOU dnAwvel OTL GEPeL €I TO 0AOKANPOV aAANAeyylwG Kal ATEPLOPIOTWE TNV
guBlvn yla tnv emitevtn Tou OKOTIOU PETA TWV TIAPETIOPEVWY AUTOU UTIOXPEWOEWY. Katd Tov auTtd TpdTo syyudtal TNV
ekTéAean NG untd avdbeon TpounBelag Kal emIPApPUVETAL UE TIG EVOEXOHEVEG KUPWOELG ] EKTITWOELG OE TIEPITITWGN WN
TapAddoong Twv UALKWV. ii) O MpounBeuTAC Pe TNV CUMKETOXN Tou SNAWVEL OTL ATTOSEXETAL TIANPWGE KAl AVETILGUAAKTWG
0AoUG Toug Gpoug Tou avadEpovTdl e Ta oTtola Kat cupdwvel.

Emionuaivetat 6Tt yivovtal amodekTéG ol Pndlakd utoysypappéves umelBuveg SnAwoelg ehpdoov €xouv cuvtaxBel petd
Tn dnuoaoiguan Tng TMPOCKANGONG. ZNUELWVETAL €TtioNng 6TL Sev amalteital Bswpnon Tou yvnoiou NG utoypadng Toug.

AMOZOPArIZH NMPOZ®OPQN

AGyw NG emelyovoag puong tng mapolaoag dtadlkaoiag kal TipoKelpévou va eEotkovopeital xpdvog Kat va smitayivovtal
oL dladlkaoieg, n amooppdaylon Twv Tpochopwyv Ba TpayuatomownBel TNV dla nuépa Kal wPa TNG KATAANKTIKAG
nuepopnviag uttoBoAng Twv TPoopopwv, UTIG TNV aipeon 6Tt S0vaTtal n appodld ETUTPOTIN va ouvedPLAOEL.

0 Av. MNpoiotapevog AtebBuvaong
ALOLKNTLKAG — OLKOVOMLKAG
Ymnpeoiag

K. TolpETAKNGg
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