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ANAPTHTEA ZTO AIAAIKTYO

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

, , , ApBu6G NMpdokAnaong: 270
Mavemotnuuako Feviko Noookopelo ptipocTip none

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

TnA/vo: 2551353403
E-mail: prosfores@pgna.gr

OEMA: «MpdcokAnaon utofoAng TpoodopwV PE AVTLKEIPMEVO THV PO BeLa/Ttapox uttnpeciag Avtidpaotnpiwyv
(BK350) pe (Eidog YAlkoU/Tapoxn umtnpeoiag) CPV 33696500-0 yia TG avaykeg tou tpnpatog (MIKPOBIOAOIIKO
EPFAXTHPIO) tou N.I.N.A., mpoUmoAoyloBeicag Samdvng 34.154,40 € cupmeptAapBavopévou OMA».

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 apBp. TpwTt. 16554/31-03-2025 Amtodpacn Aotkntr tou MN.I.N. AAeEavdpolToAng pe Tnv oTtoia eykpiveTal
n dnuooisuon MPpOokANnong uTtoBoAng Ttpoadopwv

8. Tnv ut’ aplBy. Tpwt. 16716/31-03-2025 (876/0 AAA:6Y654690Q3-NEY)), Atodacn AvdAndng YroxpEwaong
(AAAM 25REQ016557973) kataxwpnong oTo pntpwo deopeboswv/BiBAilo eykpioewv & Evtodwv MAnpwuAg Tou
M.F.N. AAe€avdpoUToAng.

Mpokelpévou to NN AAeE/TOANG va Ttpofel otnv TpopuRBeta vyelovopikol UALKOU/TTapox UTINPECIAC YLa TIG AVAYKEC
Tou TUApatog MIKPOBIOAOIIKO EPFASTHPIO, mtpookaAsi kGBe evdladepduevo, HEOw AVOLKTAG SLAYWVIOTIKAG
Sladikaaoiag Tou GpBpou 118 tou v. 4412/2016, va katabéoel Tpoodopd péow tng MAatddpuag Slevépyelag
NAEKTPOVIKWYV TIpopnBeLwv 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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A/A Kwd. Mepiypadn Movdda EKTLHWHEVN SuvoALKN TtpoUTtoAoyloBeica damdavn A€oV Tou
MrNA EiSoug Métpnong mocdétTnTa avaloyolvtog OMA (€)
CCACID ;
1 99179 WASH Koutt 80,00000 15.200,00000 €
2 6475 CRP *NEW Tepdylo 38,00000 14.440,00000 €

via Af YroBoAAg Npoadopwv: 04/04/2025 09:00

MAnpodopieg didovtal GAeg TIG epydoipeg NUEPES attd 08:00T €wg 15:00up amd to TuAua NpounBelwy, TnA.
gmkowvwviag: 2551-3-534.....

FENIKOI OPOI
Emti Ttowvn anéppng:

e HTpoodopd aag va LoxVeL yia T€coepls (4) uRveg. Mpoadopd mou opilel Xpovo LoxV0oG YIKPOTEPO TOU TIAPATIAVW
avahepOPEVOU ATIOPPITITETAL WG ATIAPASEKTN

e KdaBe mpoodopd mpEmel va avadépetal o€ pia povo TpdokAnaon

e KatdaBeon mpoodopdg peTd tn AREN tng mpobeopiag Tng mapovoag MPdokAnong Bewpeital dkupn kat dgv Ba
Aappdvetat umton.

e H Ty tng mpoodopdg odg va pnv uttepPaivel TNV TN TOu avtioTolyou €(60ug 0TO TTAPATNPENTHPLO TIHWVY TG ENY
KOl UTIOXPEWTIKA va avaypddetal o aptBudg Tou unTpwou Tou £idoug oto MNapatnpntrpeLo. EAv To tpoodepduevo
€(6o¢ dev avtiotolyiletal, auto va BeBawwvetal amd Tov poadEpovTa Je OXETIKN untebBuvn dnAwan. (2.2. Adpopad
HOva tPooKAROELG TTPOMABELAG UALKWV)

e e TepimTwon Katdbeong LodTiung mpoohopdg, To Noookopeio eTiAEyeL Tov TtpounBeuTr/avadoxo Pe KANpwaon
METAED TWV OLKOVOUIKWY popEwv Ttou UTLEBAAAAV LOOGTIHEG TIPoohOoPEG. H KARpwaon 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 dnuoacisuon Tou TTaPOVTOG Kal HEXPL TNV NUEPOMNVia TTou
avaypdadetatl otnv apoloa TTPOoKANan.

e OLmpoadopic Ba avaypddouv TNV Tr Xxwpic O.M.A. avd yovada pétpnonc.

e STIC TIMEG Ba teplapBdveTtal To cUVOAO TwWV KPATHOEWVY KaBw¢ Kal o TipoBAeTtOpEVOG GOPOG EL00SANATOG.
Mpoodopég Tou {nTolv amaAlayr] amo Ti§ KpatAoelg dev yivovTal SEKTEC.

e H avaBétovoa apyn diatnpel To dikaiwpa pataiwong/aklpwaong tng dtadikaciag og omoladnmote GpAacn avtng
XWPIG Kapia uTtoxpEwan EvavTl TWV CUHPETEXOUOWY ETALPLUIV.

e EVOAAGKTIKEG TIpoahopEG Sev eTiLTPETOVTAL. AVTITIPOOPOPEC € yivovTal SEKTEC KAl AmoppITTovVTal WG
aTapAadeKTEC.

e H avaBétovoa apyn diatnpei 1o dikaiwpa emadinong f peiwong tTng cupPatikig ToodTnTag, cUNdWVA PE Ta
TpoPAeTOpeva oto apBpo 105 Tou N. 4412/16 OTwg TpoTOTIOONKE Pe To ApBpo 45 Tou vouou 4782/21.

e OLuttoPrdLot popeic deopsvovtal yia Tnv Tapddoacn Tou cuVOAOU TNE TTOCOTNTAG TWV €L8WV TIou Ba Toug
KaTtakupwBoLv.

e Ta aAlodamd dnudaoia kal IdlwTika éyypada cuvodelovtal amd petddpacn Toug otnv eAANVIKA YAwooad
ETIKUPWHEVN, elte amd mpdowTo apuddio Katd Ti¢ Keipeveg dlatdlelg tng eBvikng vopobeoiag eite amd mpdowTto
Katd vopo apupddlo Tng xwpag otnv otoia £xel ouvtayBel To éyypado.

e >Ttnv mpoodopd va avaypddetal o aplBudc mpwtokdAAou TNG TIPdoKANONG UTtoBoARg Tpoodopwyv (Ba tov Bpeite
KATw amd tnv nuepopnvia) kabwg kat a/a Tou tpoodepduevou eldoug/umnpeaiag otnv TPOCKANONG.

e H nuepounvia ARENG tTwv avalwoipwyv vAlkwy Ba eivatl dvw tou evég (1) €touc. (Z.2. Apopd péva MPOGKANCELG
TIPOUABELAC LALKWV)

® >Ta TPOoC TtpopnBela VALKA Ba TteplAapBdaveTal To TPwTOTUTIO GUAAASLIO 06NYLWV TOU KATUOKEUAOTLKOU oikou. (Z.X.
Adopd péva MPooKANGELG TTIPOHABELAG LALKWV)

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

o Na katateBei ISO 13485 tou kataokevaoTth. (2.2. Apopd pova TPOOKARCGELG TTPOUABELAG LALKWV)

® O CUMMETEXWV OLKOVOMLKOC dopéag va dlabétel kal va katabéael otnv tpoodopd tou ISO 13485 kal BePaiwon
Tepl TAPNONG TNG YTIOUPYLIKNAG ATtodaong AY8S/T.M. oik/1348/2004. (Z.Z. Apopa péva TTpooKAROELG TIPOUNOELAG
UALKWV)

e [a tnv dtachdAion oldtnTag KABe 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’ aptBb. AY86/ I'.M. ok. 130648 (OEK 2198/B/02-10-09). (Z.XZ. Apopd péva TPOCKANTELG
TPOUABELAC UALKWV)

e Ta Tpo¢ TpopnBela VAKA Ba tapadidovtal 0To NooOKOUE(O ATOOTEPWHEVA KAl OTNV OXETIKK cuokeuadaoia Ba
avaypddetal n €vdeitn CE Mark. (2.2. Apopd péva TIPOOKANTELG TIPOUABELAC LALKWV)

e HmpoodEpouoa etalpia, oe mepimTwaon Tou eival SladpopeTikh amd TNV KATAoKeELAoTpLd, odelAel va Ttpookopilel
dNAwon tTnN¢ KaTtaokeudoTplag etalpiag otnv omoia va dnAwvetadl 6TL n TipoodEpouoda eTdlpia Ba evnuepwveTal yla
OAeg TIC TIIBAVEG avakAROELG/amocUPOELC TIPOIOVTWY OXETIKEG ME Ta €(dn Tou tpoodEpel oTnv Tapoloa
SdlaywvioTikn dladikaaoia.

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 péva TPooKANOELG TIPOUNOELAG UALKWYV)

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 katdbeaong Toug.

N Eviaio Motomointikd Alkaotikig Pepeyyvdtntag amd 1o apuddio Mpwtodikeio 1o omoio €xel ekdoBel €wg tpelg (3)
HAvVeEG TPV amd tnv umofoAr] Tou, Aamd TO OTOoio va TPOKUTTEL OTL OLKOVOULKOC dopéac dev TeAel umd TTWYELON,
TITWXEUTIKO oUPPBLBaopd 1 uttd avaykaoTikh dlaxeipion ) 6TL dev €xouv uttaxBei oe dadikaoia eEuyiavonc.

A) MiotomownTtikd F'EMH to omoio €xel ekdoBel €w¢ Tpelg (3) HAVEC TPLY amd TNV UTIoBOAR Tou, amd To oToio TPOKUTITEL
OTL TO VOMLKO TtpdowTo dev €xel AUBE( kat TeBel uTId ekkaBaplon pe amdédaon Twy eTaipwv.

E) ETOTIwon tnG KapTéAdg «=Tolxela MnTpwou/ETiXelpAosls» amnd tnv nAektpoviki MAatddpua tng AveEdptntng ApXnig
Anpooiwv Eaddwy, émwg autd spdavifovtal oto taxinet, amd to omoio TPOKVTTEL N PN AVACTOAN TNG ETLXELPNHATLKAG
5paoTNPELOTNTAC TOUC, TO oTtolo £Xel ekdoBel éwc Tpelg (3) prAveg TpLv amd tnv uttofoAr Tou. OL olkovouikoil popeic Tou
OUPPETEXOUV OTNV Tapouoa diwadikaoia, amatteital va ackolv sumopiki i Blopgnxaviki 1 Blotexvikg dpaotnpldtntad
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ouvadr Pe To avIikeipgevo tnv cuppaong.

3T) MNa v amddel&n tng VOULPNG EKTIPOOWTINCNG, OTLC TIEPLITTWOELG TIOU O OLKOVOULKOG dpopéac sival voulkd TpdowTto
KOl eyYPAdETAL UTIOXPEWTIKA N TIPOALPETIKA Kal SNAWVEL TNV EKTPOCWTINGN Tou Ot appddia apxn, TpookopileTat
OXETIKO TILOTOTIOLNTLKO 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 MHETABOAWY TOU VOMIKOU TIPOCWTIOU Tpookopiletal Meviko
ToToToINTIKO peTafolwv Tou FEMH, ebdoov €xel ekdobBel €wg tpeig (3) prveg pLv amd tnv uttoBoAr Tou.

H) Na katateBel Yme0Buvn ARAwon Tou Tpoodépovtog OTL: i) dev ouVTPEXEL €I BAPOUG TOU KATIOLOG ATtd TOoug Adyoug
aTmokAglopoU Tou dpBpou 73 tou N.4412/2016 OTwg TpoToTolRBnkKe Kal LoxUeL, ii) 0Tl dev €xel ekdoBel SlkaoTIkN N
SdloknTtikA amddaon Pe TeEAeo(SIKN Kal SEOPEUTIKA oYU yla TNV abETnon Twv UTIOXPEWCEWY Toug 6oov adopd otnv
kataBoAn ¢dpwv f L0HoPWIV KOLVWVIKAG aoddAlong.

@) i) O MpopunBeuTAG Pe TNV CUPHETOXN TOU SNAWVEL OTL PEPEL €1G TO 0AOKANPOV aAAnAeyylwe Kal ameplopiotwg tnv
guBlvn yla tnv emiteutn Tou OKOTIOU PETA TWV TIAPETIOPEVWY AUTOU UTIOXPEWOEWV. Katd Tov auTtd TpdTo syyudTadl 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 TIANPWG KAl AVETILGUAGKTWG
OAoUG TOUG Gpoug Tou avadEpovTdl e Ta oTtola Kal cupdwvel.

Emionuaivetat 6Tt yivovtal amodekTéG ol Pndlakd utoysypappuéves umtebBuveg SnAwoelg ehpdoov €xouv cuvtaxBel petd
Tn dnuooiguon NG TMPACKANGONG. ZNUELWVETAL €TtioNng 6TL Sev amalteital Bswpnon Tou yvnoiou NG utoypadng Toug.

AMOZOPArIZH NMPOZ®OPQN

AGyw TNG emelyovoag puong tng apolaoag dtadlkaoiag Kal TipoKelévou va eEotkovopeital xpdvog Kat va smitayivovtal
oL dladlkaaoieg, n amooppdaylon Twv Tpochopwyv Ba TpayuatomownBel TV dla nuéEpa KAl wWPa TNG KATAANKTIKAG
nuepopnviag uTtoBoAng Twv TPoopopwy, UTIG TNV aipeon 6TL S0vaTtal n appodla ETUTPOTIN va ouVeSPLATEL.

0 Av. MNMpoiotapevog AlebBuvaong
ALOLKNTLKAG — OLKOVOMLKAG
Ymnpeoiag

K. ToOlpETAKNG
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