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ANAPTHTEA ZTO AIAAIKTYO

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

, , , ApBu6G NMpdokAnong: 267
Mavemotnuuako Feviko Noookopelo ptipoc Tip nene

AAe€avdpolToAng
Ae0Buvon AlolknTikAg Ynpeoiag
TMHMA NMPOMHOEIQN
nPOx
NAnpod.: AAMMPAKH BATTA K&Be EvSLadepbpevo

TnA/vo: 2551353421
E-mail: prosfores@pgna.gr

OEMA: «MpdckAnaon utofoAng TpoodopwVv PE AVTLKEIPMEVO TRV TtpoUBeLa/Ttapox UTthpeoiag TtpouRBsLla
HETWTLAlWV/CWHATIKWY atedntApwv(eVNAIKwY & Ttaidwv) yLa pn eMEPPATIKA HETPNON TOU TOTILKOU KOPECHOU OE
ofuyovo rS02 yia Tig avaykeg tTwv MNevikwv Xepoupyeiwv tou MN.I.N.AAeEavdpoumoAng (Eidog YAlkoU/tapoxn
urtnpeciag) CPV 35125100-7 yia TL§ avaykeg tou Tufpatog (FENIKA XEIPOYPIEIA) tou MN.I.N.A.,
mpolmoAoyloBeiocag Samdvng 21.824,00 € cupmeptAappavopévou GMA».

ZXET:

1. Ta mpoPAemopeva atov N. 3329/2005 «EBvIkO Z0otnpa Yyeiag kat Kowwvikig AAAnAeyyOng Kal AoLTéG SLaTtdEelg»,
OTIwG TpOoTIOTIOLBNKE Kat LoVEL.

2. Ta mpoPAcemtdpeva otov N. 4412/16 «Anudoleg Suppaoelg Epywyv, NMpopnBelwyv Kal YIINPECLWV.

3. Ta mpoPAemdpeva otov N.4782/2021 «EKOLYXPOVIOUOG, attAoTioinaon Kat avapdpewan Tou pubuLloTikol TAdloiou
Twv Anuociwv Suppdacswv».

4. Ta mpoPAemtopeva otov N. 3580/2007 «MpounBeleg PopEwv eTTOTTEVOPEVWY aTid To YToupyeio Yyeiag kat
KowwvikAc AAANAgyyOnc Kat dAAec Slatdgelg.»

5. Tnv YToupylki ATtodacn avadpoplkd Pe To TtapatnenthipLo TiHwv OEK (B’ 777/04-06-2010) «Opol Kal KAVOVEC
Aeltoupyiag kat mpoilmoBEoelc dSnuoaldtntag tou Napatnpntneiov THWY GAwv Twv eldwv Tou apbpou 10 Tou V.
3580/07»

6. To.A.80/2016 (A" 145) “AvaAnydn YTOXpewoswv amod AlaTAKTeS”, OTIwC TPOTIOTIOLNUEVO LOXUVEL.

7. Tnv uTt. apBp. pwTt. 15269/21-03-2025(PO9KT4690Q3-=3T ) Antdpacn Atokntr] Tou M.I.N. AAeEavdpolToAng pe
Tnv omoia eykpivetal n dnuocicuon mtpdokAnong uttofoAng mpoodopwyv

8. Tnv utt apBy. TPWT. (15655/26-03-2025(WXTA4690Q3-HM® , 855/0 ), Attéhaon AvaAnbne Yroxpéwaonc (AAAM
25REQ016529917) kataxwpnong oto untpwo deopsloswv/BiBAio eykpioswv & EvioAwv NAnpwunig Tou M.I.N.
AleEavdpoUToAng.

Mpokelpévou to NN AAeE/TOANG va Ttpofel otnv TtpoprBeta vyelovopikol UALKOU/TTapox UTINPECIAC YLa TIG AVAYKEC
Tou TuApatog FENIKA XEIPOYPTEIA, mpookalel kdBe evdladepduevo, HE€ow avolkTAg dSlaywvioTikAg dladlkaoiag tou
dpBpou 118 Tou v. 4412/2016, va kataBéosl tpoodopd péow NG TAATHOPHAC SLEVEPYELAC NAEKTPOVIKWV TIPOUNBELWV
iSupplies.

KpLtAplo Katakdpwang TnG CLUYKEKPLUEVNG Sladikaciag amoteAei n TAéov aupdEépovoa aTd OLKOVOULKE amoyn
TPooPopd ATIOKAELOTIKA BACEL TIMAG , N oTtoila Sev pmopel va eivat vPnAdtepn tThg MpoiimoAoyloBeicag Samdavng.

H mpopriBela/mapoxn umnpeoiag Ba mpaypatomnolnBel cOpPwva Pe Toug 6POUG Kal TIE TtpoUToBEaelg TNG AvaBétouaag
ApXA¢, OTtw¢ avTol avaAllovTadl KATWTEPW:

(AkoAouBel Nivakag pe ta otoxeia Tou vAkol/uTnpeoiac)
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SUVOALKA
i ., olimoAoyloBeica
A/A Kwd. Fasped A Movadéa EKTLHWHEVN 1;21:::’ n;\(g;vrlgu
NrNA ptypadn < Métpnong moodétnTa n

avaloyolvtog OMA

(€

METQMIAIOZ - 2QMATIKOZ AIZOHTHPAZ I'A MH
ENEMBATIKH METPHXZH TOMIKOY KOPEZMOY ZE rS02, ,
1 08901 ENHAIKQN-MAIAQN, MIAZ XPHEHE TepayLlo 160,00000 17.600,00000 €

S0PPwWVaA PE TIG TEXVIKEG TTpodLaypadEC

Huepopnvia Af&ng YoBoAng Npocadopwv: 01/04/2025 15:00

MAnpodopieg didovtal OAeg TIG epydoipeg NUEPES attd 08:00T €wg 15:00uu atd to TuAua NpounBelwy, TnA.
gTKowvwviag: 2551-3-534.....

FENIKOI OPOI
Emti Ttowvn andéppng:

e HTpoodopd ogag va LoxVeL yia T€coepls (4) uRveg. Mpoadopd mou opilel Xpovo LoxV0G YIKPOTEPO TOU TIAPATIAVW
avahepOPEVOU aTIOPPITITETAL WG ATIAPASEKTN

e KdaBe mpoodopd mpEmel va avadépetal o€ pia povo tpdokAnaon

e KatdBeon mpoodopdg petd tn AREn tng mpobeopiag Tng mapovoag PdokAnong Bewpeital dkupn kat dsv Ba
Aappavetat umton.

e H TN tng mMpoodopds oag va pnv uttepPaivel TNV TN Tou avtioTolyou €(6oug 0TO TTAPATNPENTHPLO TIHWVY TG ENY
KOl UTIOXPEWTIKA va avaypddetal o aptBudg Tou nTpwou Tou £idoug oto MNapatnpntrpeLo. EAv To tpoodepduevo
£{6o¢ dev avtiotolyiletal, auto va BeBawwvetal amd tov poadEpovTa P OXETIKA uTtevBuvn dnAwan. (2.2. Adpopd
HOva TtPooKAROELG TTPOMABOELAG UALKWV)

e e mepimTwon Katdbeong LodTipng mpoohopdg, To Noookopeio eTiAéyel Tov TtpounBeuTr/avadoxo pe KANpwaon
METAED TWV OLKOVOUIKWY popEwv Ttou UTEEBAAAAV LOOTIHEG TIPoohOoPEC. H kKARpwaon Slevepyeital oludwva pe Ta
TpoPAeTopeva oto N. 4412/16, GpBpo 90, dTtwg TpoToToLBnKe pe To dpbpo 33 v.4782/2021

e H dladikaaoia utoBoAng Twv TTpoodopwv apxilel amod tn SnUoacieuon Tou TTaPOVTOG Kal HEXPL TNV NUEPOMNVia TTou
avaypddetal otnv tapoloa TTPOoKANGn.

e OLmpoadopicg Ba avaypddouv tTnv T xwpic ®.M.A. avd povada pétpnonc.

e STIC TINEG Ba teplapBdveTal To cUVOAO TwWV KPATHOEWVY KaBw¢ Kal 0 TipoBAeTOpeEVOG GOPOG EL00SANATOC.
Mpoodopég Tou {nTolv amaAlayr] amo Ti§ KpaTAoelg dev yivovTal SEKTEC.

e H avaBétovoa apyn diatnpel To dikaiwpa pataiwaong/akbpwaonc tng dtadikaciag oe omoladAmote GpAacn avtng
XWPIG Kapia uTtoxpEwan évavTl TWV CUPHETEXOUOWY ETALPLIV.

e EVaAAGKTIKEG TpoahopEC Sev eTiLTPETOVTAL. AVTITIPOOPOPEC 6€ yivovTal SEKTEC KAl AmoppITtTovVTal WG
amapddeKTeG.

e H avabBétouoa apxn dtatnpel to dikaiwpa emad&nong f peiwaong tng cupBatikAg TtoodTNTAS, cUNPWVA HE TA
TipoBAeTOpEVA 0TO ApBpo 105 tou N. 4412/16 dTtw¢ TPoTtoToLBNnKe He To ApBpo 45 Tou véuou 4782/21.

e OLutmoyridlol popeic deopelovtal yia tnv mapddoaon Tou cuvéAou TNG TTOCATNTAS TWV EL86WV TIOU Bd TOUG
KaTakupwBoLv.

e Ta aAlodamd dnudaola kal IdLwTikA €yypada cuvodelovtal amd petddpacn Toug otnv EAANVIKA YAwood
ETIKUPWHEVN, elte amd mpdowTo apuddio katd Ti¢ Keipeveg dlatdlelg tng eBvikng vopobeoiag eite amd mpdowTto
Katd vépo appddio Tng xwpag otnv otoia £xel ouvtayBel To éyypado.

e >Tnv mpoodopd va avaypddetal o aplBudc mpwtokdAAou TNG TTPdoKANONG UTtoBoANC Tpoadopwv (Ba tov Bpeite
KATw amd tnv nuepopnvia) kabwg kat a/a Tou tpoodpepduevou eidoug/umnpeaiag otnv TPOCKANONG.

e H nuepounvia ARENG tTwv avalwoipwyv vALkwy Ba eivatl dvw tou evég (1) €touc. (Z.2. Apopd péva MPOTKANCELG
TPOHUABELAC LALKWV)

® >Ta TPOoC TtpopnBela UALKA Ba TteplAapBdaveTal To TPWTOTUTIO GUAAASLO 06NYLWV TOU KATUOKEUAOTLKOU oikou. (Z.X.
Adopd péva MPooKANGELG TTPOUABELAG LALKWV)

e Ta mpoodepdueva UALKA va dtaBétouv ta anapaitnta CE. Na katateBoulv Ta avtioTolxa ToToTonTika(Z.X.
Adopd péva MPooKANGELG TTPOUABELAG LALKWV)

e Na katateBei ISO 13485 tou kataokevaoth. (2.2. Apopd pova TPOOKARCGELG TTPOUABELAG LALKWV)

® O CUMPMETEXWV OLKOVOMLKOC dopéac va Slabétel kal va katabéaesl atnv tpoodopd tou ISO 13485 kal BePaiwon
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Tiepl TAPNONC TNG YTIOUPYLIKNAG ATtodaong AY8S/T.M. olk/1348/2004. (Z.2. Apopa poéva TTPooKAAROELG TIPOMAOELAG
UALKWV)

e [a tnv dtachdAlon oldTNTAC KABE TTPOooPEPOPEVO TIPOTIOV TIPETEL va ouvodeleTal amd Tic TAnpodopieg ekeiveg
TIou eival avaykaieg yia Tn XpnoLuoToinor] Tou e TIANPN achdAsla Kal TNV avayvwpLon Tou KataokevaoTr. Ot
TIANpodopiec autéc Ba tapExovtal Ye Toug TPOTIOUC TIou opilovtal olpdwva pe Tig dtatdelg tng odnylag
93/42/EOK tng utt’ aptb. AY86/ I'.M. ok. 130648 (OEK 2198/B/02-10-09). (Z.Z. Apopd péva TIPOCKANCELG
TPOUNAOELAG LALKWV)

e Ta mpog mpoprBeta ALk Ba tapadidovtal oo Noookopelo amooTelpwpEva Kal 0TnV OXETIKA cuokeuaoia Ba
avaypddetat n £€véel€n CE Mark. (Z.2. Abopd pova TPOoOKANCELG TIPOUABOELAG UALKWV)

e HmpoodEpouoa stalpia, oe mepimTwon Tou eival SlapopeTikA amd TNV KATAOKELAOTPLd, odelAel va Ttpookopilel
dNAwon TN KATaokeudoTplag etalpiag otnv omoia va dnAwvetadl 6TL n TipoodEpouod eTdlpia Ba evnuepwveTal yla
OAeg TIC TIIBAVEG avakAROELG/aTmocUPOELC TIPOTOVTWY OXETIKEG PE Ta €(dn Tou TTpoodEpel oTnv Tapoloa
SdlaywvioTikn dtadikaaoia.

e Na dnAwvovTat:

A) TO €EpYOOTACLO KAl N XWPW KATACKEUNG TOU TIPOG TIPOURBeLa UALKOU,

B) TO epyoO0TACLO KAl N XWPA CUCKELAoiag Kal dtavopng (oe TepimTwaon Tou sival dlapopeTika),

N 0 epyaoctnpLakog KwdLKAg Tou eidoug,

A) 0 KWK TIHOAGYNCNG Tou €(d0Ug

E) o povadikog Kwdikog EOD. SnuelwveTdl OTL o€ TepiTtTwon Tou ekKpepei n €kdoaon kwdlkou yla To
TPOoHEPOUEVO UALKO, yiveTal amodekth n katdbeon Tou aplBuol uTtoBoANg aitnong yia to v Adyw &idog,
ouvodeudpevn amd uteBuvn SAAwaon Tou TTPooPEPOVTOC OTL £X0oUV UTIOPANDEL Ta OXETIKA SIKALOAOYNTIKA GTOV
EQO.

(Z.2. Adopa péva TPooKANOELG TIPOUNOELAG UALKWYV)

e Tuyov VAKGA/ €EoTtAlopOGg TIou Ba XpnotpomotnBolv Katd tnv apoxr tng utnpeciag Ba Stabétouv OAeC TIg
amapaitnteg motomnotioslg (CE kat ISO) oludwva pe Tnv Keipevn €BvikN Kal evwaolakr vopobeoia. (2.2 Apopa
HOVO TIPOOKANOCELG UTINPECLWV)

EIAIKOI OPOI
SuvodeuTikd TnG katdaBeong mpoadopdg - Emti Mowvi ATtéppdng:

A) ATIOOTIACUA TIOWVIKOU UNTPWOoU Tou €xel ekdoBel €wg Tpelg (3) pAveg TPty amod tnv utoBoAn Tou A eAAeipel autol,
toodlvapo eyypddou Tou ekdidetal amd appddia SIKACTIKA i SLOKNTIKA apXf TOUu KPAToUuG — MEAOUG I TNG XWPAS
KATaywyng f TG XwPag Tou sival eyKATECTNUEVOC 0 €V Adyw OLKOVOULKOC hopéag, amd To oToio TIPOKUTITEL OTL eV €XEL
KatadlkaoTel ye apeTdkAntn SikaoTik amodaaon.

H umtoxp€waon Tou Ttponyoupévou edadiov adopd:

STIG TEPIMTWOELS EME, tduwTikwyv Kepalatovyikwy etatpewwv (I.K.E.), OE. kat EE, Toug 8LaxelpLlOTEG.

STI¢ IepMTWOELS A.E., Tov dleuBlvovta aUuBoulo, kabBwg kat 6Aa ta péAn Tou AlolknTikol ZuuBouAiov.

STIC TIEPLTITWOELG TWV CUVETALPLOPWY, Ta PEAN TOU AlolknTiko SupBouAiou.

B) ‘Ocov adopd ta amodelkTKA péoa tTng Tap. 2 Tou dpBpou 73 tou v. 4412/2016 oL olkovopikoi hopeic mpookopilouv:
i) Ma TNV amddelln tng ekMAARPWONG Twv GOPOAOYLIKWV UTIOXPEWOEWY ATIOOELKTIKG evnueEPOTNTAC EKOLOOPEVO aTtd TNV
A.A.AE. (dopoAoyikn evnuepdTnTQ)

i) Ma TNV anddel&n NG EKTTANPWONG 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 eival évwon yla kabe
dopéa - pélog tnC.

Ta mapamndvw amodelKTIKA TNG Ttap. B va eival og 1ox0 Katd Tnv nUeEpoPnvia kKatdbeaorg Toug.

N Eviaio MotomoinTtikd AlkaoTikig dPepeyyvdtntag amd 1o apuddio MpwTtodikeio To omoio €xel ekdoBel €wg tpelg (3)
HAvVEG TPV amd tnv uTofoAr Tou, Aamd TO OToio va TPOKUTITEL OTL OLKOVOULKOC ¢dopéac dev TeAel umd TTWYELON,
TITWXEUTIKO oUPPBLBaopd 1 uttd avaykaoTikh dlaxeipion 1 6tL dev €xouv uttaxBel oe dadikaoia eEuyiavonc.

A) MiotomownTtikd F'EMH to omoio €xel ekdoBel €w¢ Tpelg (3) HAVEC TPLY amd TNV UTIoPOANR Tou, amd To oToio TPOKUTITEL
OTL TO VOULKO TtpdowTo dev €xel AuBs( kat TeBel uTtd ekkabBaplon pe amédaon Twy eTaipwv.

E) EkTUTIwon tnG KapTéAdg «=Tolxela MnTpwou/ETXelpAoslc» amnd tnv nAekTpoviki TAatddpua tng AveEdptntng ApXnig
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Anpooiwv Eagddwy, oTwg autd spdavifovtal oTo taxinet, amd to omoio TPOKVTITEL N PN AVACTOAN TNG ETILXELPNHATLIKAC
6paoTNPLOTNTAC TOUC, TO oTtolo £xel ekdoBel Ewc Tpelc (3) prvec TpLv amd Tnv uttoBoAn Tou. Ol olkovouikol popeic TTou
OUPPETEXOUV 0TV Tapouoa diadikaoia, amatteital va aockolv sumopiki i Blopgnxaviki 1 Blotexviki dpaoctnplotntad
ouvaon pe to avtikeipyevo tnv ocluPaong.

3T) Ma v amodel&n tng VOULPNG EKTIPOCWTINGCNG, OTLC TIEPLITTWOELG TIOU O OLKOVOULKOG ¢popéac sival vouLkd TpdowTto
Kal eYYPAdETAL UTIOXPEWTIKA N TIPOALPETIKA KAl SNAWVEL TNV EKTPOCWTNCH TOU Ot apuodld apxr, TTPOoKOoMi{eTal
OXETIKO TILOTOTIOLNTIKO LoXU0UOAC EKTIPOCWTINGNG, TO oTtolo TIPETEL va €XeL ekd0oBel Ewg Tpldvta (30) epydoipeg NUEPES
TIPLV TNV UTTOBOAT Tou.

Z) Ma tnv amédelfn tng vouung oloTaonG Kal Twv HETABOAWY TOU VOMIKOU TIPOCWTIOU TpookopileTal Meviko
ToToTOoINTIKO peTafolwv Tou FEMH, ebdoov €xel ekdoBel €wg tpeig (3) prveg pLv amd tnv uttoBoAn Tou.

H) Na katateBel Yme0Buvn ARAwon Tou TipoodEpovtog OTL: i) Sev ouUVTPEXEL €I BAPOUC TOU KATIOLOG aTtd TOoug Adyoug
aTmokAglopoU Tou dpBpou 73 tou N.4412/2016 OTwg TpoToToONKE Kal LoxUeL, ii) 0Tl dev €xel ekdoBel SlkaoTikN N
dlokntik amdédaon pe TeAeo(dIKN Kal SECHEUTIKA oYV yla TNV aB€tnon Twv UTIOXPEWOEWV Toug doov adopd otnv
kataBoAn ¢dpwv 1 EL0GoPWIV KOLVWVIKAG aoddAlong.

@) i) O MpounBeuUTAC UE TNV CUUMETOXN TOU SnAwvel OTL GEPeL €I TO 0AOKANPOV aAANAeyylwG Kal ATEPLOPIOTWE TNV
guBlvn yla tnv emiteutn Tou OKOTIOU PETA TWV TIAPETIOPEVWY AUTOU UTIOXPEWOEWY. Katd Tov auTtd TpdTo gyyudTal TNV
ekTéAean NG umtd avdbeon TpounBelag Kal emPapUVETAL UE TIG EVOEXOHEVEG KUPWOELG ] EKTITWOELG OE TIEPITITWGN N
Tapddoaong Twv UALKWV. ii) O MpounBeuTAC Pe TNV CUMKETOXN Tou SNAWVEL OTL ATTOSEXETAL TIANPWGE KAl AVETILGUAGKTWG
0A0UG TouG Gpoug Tou avadEpovTdl e Ta oTtola Kal cupdwvel.

Emionuaivetat 0Tt yivovtal amodekTéG ol Pndlakd utoysypappéves umteBuveg SnAwoelg epdoov €xouv cuvtaxBel petd
TN énuoaoiguan tTNg TMPOCKANGONG. ZNUELWVETAL €TTioNg 6TL Sev amalteital Bswpnon Tou yvnoiou Tng utoypadng Toug.

AMNOZOPArIZH NMPOZ®OPQN

AGyw TNG emelyovoag puong tng apolaoag dtadlkaoiag kal TipoKelpévou va eEotkovopeital xpdvog Kat va smitayivovtal
oL dladlkaoieg, n amooppdaylon twv Tpochopwyv Ba TpayuatomownBel TV dla nuépa KAl wWPM TNG KATAANKTIKAG
nuepopnviag uttoBoAng Twv TPoopopwy, UTIG TNV aipeon 6t S0vaTtal n appodla ETUTPOTN va cuveSPLATEL.

O Av. MNMpoiotapevog AtebBuvaong
ALOLKNTLKAG — OLKOVOMLKAG
Ymnpeoiag

K. TolpETAKNG
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