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Date: 2025.08.29

Digital 14:31.35 EEST
Governance Logaton: Atens

ANAPTHTEA ZTO AIAAIKTYO

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

, , , ApBu6G NMNpdokAnaong: 681
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
alcOntApwv MPoaodloplopol atpoodatpiving yia tTnv KAAvyn avaykwyv tou TuRpatog Atpodociag tou M.r.N.
AAe€avdpoumoAng (Eidog YAlkoU/tapoxn uttnpeciag) CPV 35125100-7 yia T avaykeg Tou TuApatog (AIMOAOZIA)
Tou MN.I.N.A,, tpoUTtoAoyloBeicag Samdvng 18.054,40 € cuumiephappfavouévou 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 uTL. apBp. TpwT. 42744/25-08-2025(P4334690Q3-0H0 ) Atddpaaon AtotkntA tou M.I.N. AAeEavdpolTtoAng pe
Tnv omoia eykpivetal n dnuoacicuon TpdokAnong uTtoBoANG TTPOCHOPWV

8. Tnv utt’ aptByu. TpwT. (42819/25-08-2025,(P0OD4690Q3-AlO , 1429/0 ), Anddaon AvdAnyng Yroxpéwong (AAAM
25REQ017436539) kataxwpnong oto untpwo deopeloswv/BiBAio eykpioswv & EvToAwv NAnpwunig Tou M.I.N.
AleEavdpolToAng.

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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SUVOALKQ
, , oUToAoyloBsioa
Kwd. ., Movdda EKTLHWHEVN TP U,“ Vl,O Lo
A/A Nepiypadn Eidoug p P damavn mAéov Tou
MrNA Metpnong moootTnTd ,
avaAoyolvtog
OnA (€)

AIZOHTHPAZ NMPOZAIOPIZMOY AIMOZ®AIPINHZ 2000
METPHZEQN (AIZOHTHPAZ MH ENMEMBATIKHZ
1 08619 ANAIMAKTHZ MOZOTIKHXZ METPHIHZ AIMOX®AIPINH:Z Kouti 7,00000 14.560,00000 €
ZE EOEAONTEX AIMOAOTEZX)
TEXNIKEZ NMPOAIATPA®EZ (BA. MAPATHPHZEIZ)

via Af Y1rtoBoAAg Npoodopwv: 04/09/2025 15:00

MAnpodopieg Sidovtal OAeG TIG epydoiyueg nUépeg amd 08:00mH €wg 15:00up amd to Tupa NpounBelwy, TnA.
gmkowvwviag: 2551-3-534.....

FENIKOI OPOI
Emti Ttowvn anéppng:

e HTpoodopd aag va LoxVeL yia TEcoepls (4) uRveg. Mpoadopd mou opilel Xpovo LoxV0G YIKPOTEPO TOU TIAPATIAVW
avahePOPEVOU ATIOPPITITETAL WG ATIAPASEKTN

e KdaBe mpoodopd mpEmel va avadépetal o€ pia povo pdokAnaon

e KatdBeon mpoodopdg petd tn AREn tng mpobeopiag Tng mapovaoag MPdokAnong Bewpeital dkupn kat dgv Ba
Aappavetat umton.

e H TN tng mpoodopds oadg 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 Ipoodepduevo
€{6o¢ dev avtiotolyiletal, auto va BeBawwvetal amd Tov poodEpovTta P OXETIKA uTtevBuvn dnAwan. (2.2. Adpopd
HOva TtPooKAROELG TPOMABELAG UALKWV)

e e mepinTwon Katdbeong LodTiung mpoodopdg, to Noookopeio eTiAéyelL Tov TtpounBeuTr/avadoxo pe KANpwaon
METAED TWV OLKOVOUIKWY popEwv Ttou UTEEBAAAaV LOOTIHEG TIPoohOoPEC. H kKARpwan Slevepyeital oludwva pe Ta
TpoPAeTopeva oto N. 4412/16, GpBpo 90, 6w TpoToToLBnKe pe To dpbpo 33 v.4782/2021

e H dladikaaoia utoBoAng Twv TTpoodopwv apxilel amod tn SnUoacisuon Tou TTAPOVTOG Kal HEXPL TNV NUEPOMNVia TTou
avaypddetal otnv apoloa TTPOoKANan.

e OLmpoadopic Ba avaypddouv TNV T xwpic ®.M.A. avd povada pétpnonc.

e STIC TIMEG Ba tepllapBdveTtal To cUVOAO TwWV KPATHOEWVY KaBw¢ Kal o TipoBAeTOpeEVoG GpOpoG EL00SAUATOC.
Mpoodopég Tou {nTolv amaAlayr] amo Ti§ KpatAoelg dev yivovTal SEKTEC.

e H avaBétovoa apyn diatnpei To dikaiwpa pataiwaong/aklpwaonc tng dtadikaciag og omoladAmote GpAacn avtng
XWPIG Kapia uTtoxpEwan EvavTl TWV CUHHETEXOUOWY ETALPLUIV.

e EvaAAakTIKEG TIpoadopEég dev eTiTpémovTal. AvtimpoodopEg &g yivovtal SeKTEC Kal amoppimTovTal we
amapddeKTeG.

e H avabBétouoa apyn dtatnpel to dikaiwpa emad&nong f peiwaong tng cupBatikAg TtoodTNTAS, CUNPWVA HE TA
TipoBAeTOPEVA 0TO ApBpo 105 tou N. 4412/16 OTw¢ TPoTtoTOLBNKE HE To ApPBpo 45 Tou vépou 4782/21.

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

e Ta aAlodamd dnudaoia kal IdlwTikA €yypada cuvodelovtal amd petddpacn Toug otnv eAANVIKA YAwood
ETKUPWHEVN, elte amd mpdowTo apuddio katd Ti¢ Keipeveg dlatdlelg tng eBvikng vopobeoiag eite amd mpdowTo
Katd vopo apuddio Tng xwpag otnv otmoia £xel ouvtayBel To éyypado.

e >Ttnv mpoodopd va avaypddetal o aplBudc mpwtokdAAou TNG TTPdoKANONG uTtoBoAnC Tpoodopwyv (Ba tov Bpeite
KATw amd Tnv nuepopnvia) kabwg kat a/a Tou tpoodepduevou eidoug/umnpeaiag otnv TPOCKANONG.

e H nuepounvia ARENG Twv avalwoipwyv vALKwy Ba eivatl dvw tou evdg (1) €touc. (Z.2. Apopd pOva TPOCKANCELG
TIPOHUABELAC LALKWV)

® >Ta TpoC TtpopnBela VALKA Ba TteplAapBdaveTal To TPWTOTUTIO GUAAASLO 06NYLWV TOU KATUOKEUAOTLKOU oikou. (Z.X.
Adopd péva MPooKANGELG TTPOUABELAG UALKWV)

e Ta mpoodepdueva UALKA va dtaBétouv Ta anapaitnta CE. Na katateBoulv Ta avtioTolxad ToToTonTIKA(Z.X.
Adopd péva TPooKANGELG TTPOUABELAG LALKWV)

e Na katateBei ISO 13485 tou kataokevaoTth. (2.2. Apopd pova TPOOKANCGELG TTPOUABELAG LALKWV)
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e O CUMPMETEXWV OLKOVOMLKOC dpopéac va Slabétel kat va katabéaesl atnv tpoodopd tou ISO 13485 kal Bepaiwon
Tepl TAPNONC TNG YTIOUPYLIKNG ATtodaong AY8S/T.M. olk/1348/2004. (Z.2. Apopa péva TTPooKAAROELG TIPOMAOELAG
UALKWV)

e [a tnv dtachdAlon oldTnTaC KABE TTPOoPEPOPEVO TIPOTIOV TIPETEL va cuvodeleTal amd TIc TAnpodopieg ekeiveg
TIou eival avaykaieg yia Tn XpnoLUoToinor] Tou e TIANPN achdAsla Kal TNV avayvwpLon Tou KataokeuaoTr. Ot
TIANpodopiec autéc Ba tapExovtal Ye Toug TPOTIOUC TIou opilovtal oludwva pe Tic dlatdelg tng odnylag
93/42/EOK tng utt’ aptB. AY88/ I'.MN. ok. 130648 (GEK 2198/B/02-10-09). (Z.2. Apopd péva mMPooKAARCELG
TPOUNOELAG LALKWV)

e Ta mpog pounBeta VALkA Ba tapadidovtal oo Noookopelo amooTelpwpéva Kal 0TNV OXETIKA cuokeuaoia Ba
avaypddetat n £€véel€n CE Mark. (Z.2. Abopd pova TPOoOKANCELG TIPOUAOELAG LALKWV)

e HmpoodEpouoa stalpia, oe mepimTwon Tou eival SladpopeTikh amd TNV KATAOKELAOTPLA, odelAel va Tipookopilel
dNAwon TN KATaokeudoTplag eTalpiag otnv omoia va dnAwvetdl 6TL n TipoodEpouod eTdlpia Ba evnuepwveTal yla
OAeg TI¢ TIBaVEG avakARoELG/amocUPOELC TIPOTOVTWY OXETIKEG ME Ta €(dn Tou TpoodEpet oTnv Tapoloa
SdlaywvioTikn dtadikaaoia.

e Na dnAwvovtat:

A) TO EPYOOTACLO Kal N XWPO KATACKEUNG TOU TIPOG TtpopnBeLa UALKOU,

B) TO epyoO0TACLO KAl N XWPA CUCKELACiag Kal dlavopng (oe TepimTwaon Tou sival dtapopeTika),

N 0 epyaoctnpLakog KwdLKkAg Tou eidoug,

A) 0 KwSIKAC TIHOAGYNCNG Tou €(d0Ug

E) o povadikog Kwdikog EOD. SnuelwveTal 0TL o€ TepitTwaon Tou ekkpepei n €kdoon kwdlkou yla To
TPOOHEPOUEVO UALKO, yiveTal amodektn n katdbeon Tou aplBuol utoBoANg aitnong yila to v Adyw &idog,
ouvodeudpevn amd urteVBuvn SAAwan Tou TTPooPEPOVTOC OTL £X0UV UTIOPANBEL Ta OXETIKA SIKALOAOYNTIKA GTOV
EQO.

(Z.2. Adopa péva TPooKANOELG TIPOUNOELAG UALKWV)

e Tuyov VAIKA/ €€oTtAlopOg TIou Ba XpnotpototnBolv Katd tnv apoxr tng utnpeciag Ba Stabétouv OAeC TIg
amapaitnteg motomotioslg (CE kat ISO) oludwva pe Tnv Keipevn €BvikN Kal evwaolakr vopobeoia. (2.2 Apopa
HOVO TIPOOKANOCELG UTNPECLWV)

EIAIKOI OPOI
TuvodeuTikd TnG kataBeong mpoadopdg - Emti Mowvi ATtéppdng:

A) ATOOTIACUA TIOWVIKOU UNTPwWoU Tou €xel ekdoBel €wg Tpelg (3) pAveg mpLv amod tnv utoBoAn Tou A eAAeipel autol,
1oodlvapo eyypddou Tou ekdidetal amd appddia SIKAoTIKA i SLOKNTIKA apXf TOU KPATouG — MEAOUG ) TNG XWPAS
KaTaywyng f TG XwPag Tou sival eyKATECTNUEVOC 0 eV AdYyw OLKOVOULKOC hopéag, amd To oToio TIPOKUTITEL OTL Sev £XEL
KatadlkaoTel ye apeTakAnTn SIkaoTikh amodaaon.

H umtoxp€waon Tou Ttponyoupévou edadiov adopd:

STIC TEPIMTWOELS EME, t8uwTikwyv KepaAatovyikwy etatpewwv (I.K.E.), OE. kat EE, Toug 81axelpLlOTEG.

ST TIEpMTWOELS A.E., Tov dleuBlvovta auuBoulo, kabwg kat 6Aa ta péAn Tou AlolknTikol ZuuBouAiov.

STIC TIEPLTITWOELG TWV CUVETALPLOPWY, Ta PEAN TOU AlolknTikoO ZupBouAiou.

B) ‘Ocov adopd ta amodelkTIKA péoa tTng Tap. 2 Tou dpBpou 73 Tou v. 4412/2016 oL olkovopikoi dpopeic mpookopilouv:
i) Ma TNV amddelln Tng ekMAAPWONG Twv GOPOAOYLIKWV UTIOXPEWOEWY ATIOOELKTIKG evnUeEPOTNTAC EKOLOOPEVO aTd TNV
A.A.AE. (dopoAoyikn evnuepdTnTa)

i) Ma TNV anddel&n NG EKTTANPWONG TWV UTIOXPEWOEWYV TIPOG TOUG 0PYAVIOHOUC KOWVWVLIKAG doddALlong TILOTOTIONTIKG
€kdL60pEevVo amod Tov e-EDKA (Ba adopd tnVv 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 tox0 Katd tTnv nUeEpopnvia katdbeaorg Toug.

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

A) MotomownTtikd F'EMH to omoio €xetl ekdoBel €w¢ Tpelg (3) HAVEC TPLY atd TNV UTIOPOANR Tou, amd To oToio TPOKUTITEL
OTL TO VOULKO TtpdowTo dev €xel AUBs( kat TeBel uTtd ekkabBaplon pe amdépaon Twy eTaipwv.
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E) EkTUTIwon TNS KapTéAdg «=Tolxela MnTpwou/ETXelpAOELS» amd tTnv nAeKTpovikA TAatddpua Tng AveEdptntng ApXNng
Anpooiwv Eagddwy, 6Twg autd spdavifovtal oTo taxinet, amd to omoio TPOKVTITEL N PN AVACTOAN TNG ETILXELPNHATLIKAC
6paoTNPLOTNTAC TOUC, TO oTtolo £Xel ekd0Bel Ewc Tpelc (3) prvec TpLv amd tnv uttoBoAn Tou. Ol olkovouikol popeic Tou
oupueTéXouV oTnV Tapoloa dladikacia, amalteital va aokolv eutmoplki 1 Blopnxavikn f BLOTEXVIKA dpaoctnplotnta
ouvaon pe to avtikeipyevo tnv ocluPaong.

3T) MNa Vv anddelln tng VOULUNG EKTIPOCWTINCNG, OTIG TIEPLTITWOELG TIOU O OLKOVOMIKOG dopéag elval voulkd mtpdowTo
Kal eYYPAdETAL UTIOXPEWTIKA 1N TIPOALPETIKA Kal SNAWVEL TNV EKTIPOCWTNCH TOU Ot apuodld apxr, TTPooKopi{eTal
OXETIKO TILOTOTIOLNTIKO LoXU0UOAC EKTIPOCWTINGNG, TO OTtolo TIPETEL va €XeL ekd0Bel Ewg Tpldvta (30) epydoipeg NUEPES
TIPLV TNV UTTOBOAT Tou.

Z) Ma tnv amédelln tng vouung oloTaonG Kal Twv HETABOAWY TOU VOMIKOU TIPOCWTIOU TpookopileTal Meviko
ToToTOINTIKO peTafoAwv Tou NEMH, ebdoov €xel ekdobBel €wg tpeic (3) prveg pLv amd tnv uttoBoAr Tou.

H) Na katateBel Yme0Buvn ARAwon Tou TpoodEpovtog OTL: i) Sev ouUVTPEXEL EIC BPAPOUG TOU KATIOLOG aTtd TOug Adyoug
amokAglopod tou dpbpou 73 tou N.4412/2016 Omwg TpOoTOTOLBNKE Kal LoXVEL, ii) dTL dev €xel ekdoBel dikaotikn A
SdlolknTikA amdédaon Pe TeEAeo(SIKN KAl SEOPEUTIKA oYU yla TNV abETnon Twv UTIOXPEWCEWY Toug 6oov ddopd otnv
KataBoAn ¢dpwv A L0GOPWIV KOLVWVIKAG aoddAlong.

@) i) O MpounBeuUTAC WE TNV CUUMETOXN TOU SnAwvel OTL GEpeL €I TO 0AOKANPOV aAANAeyyldwG Kal ATEPLOPIOTWE TV
guBlvn yla tnv emiteutn Tou OKOTIOU PETA TWV TIAPETIOPEVWY AUTOU UTIOXPEWOEWY. Katd Tov auTtd TpdTo syyudTal TNV
ekTéAean NG umtd avdbeon TpounBelag Kal emPapUVETAL UE TIG EVOEXOHEVEG KUPWOELG ] EKTITWOELG OE TIEPITITWGN N
Tapddoong Twv UALKWV. ii) O MpounBeuTAC Pe TNV CUMKETOXN Tou SNAWVEL OTL ATTOSEXETAL TIANPWCE KAl AVETILGUAAKTWG
0AoUG ToUG Gpoug Tou avadEpovTdl e Ta oTtola Kat cupdwvel.

Emionuaivetat 0Tt yivovtal amodekTéG ol Pndlakd utoysypappuéves umtebBuveg SnAwoelg ehpdoov €xouv cuvtayxBel petd
TN dnuoaoiguan TNg TMPACKANGONG. ZNUELWVETAL TTioNG 6TL Sev amalteital Bswpnon Tou yvnoiou Tng utoypadng Toug.

AMNOZOPArIZH NMPOZ®GOPQN

AGyw NG emelyovoag puong tng apolaoag dtadlkaoiag kal Tipokelpévou va eEotkovopeital xpdvog Kat va smitayvvovtal
oL dladlkaaoieg, n amooppdaylon twv Tpochopwyv Ba TpayuatomownBel TNV dla NuéEpa KAl wWPM TNG KATAANKTIKAG
nuepopnviag uttoBoAnNg Twv TTPoopopwv, UTIG TNV aipeon 6Tt S0vatal n appodla ETUTPOTN va cuveSPLATEL.

0 Av. MNMpoiotapevog AtebBuvaong
ALOLKNTLKAG — OLKOVOMLKAG
Ymnpeoiag

K. Toupetdkng
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