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4n Y.Me. Makedoviag - Opakng
MavernotnuLoko Mevikd Noookopelo

Mn
Ale€avdpoumoAng pos

AleBuvon AlolknTikAg Yrinpeoiag KaBe Evéladepopevo
Tunua MpounBelwv

MAnpodopieg: NIQTH EAEYOEPIA

TnA.: 2551353419

e-mail: prosfores@pgna.gr

OEMA: «MpdokAnon untofoAig TtPoodOoPwWV HE QVTLKEIMEVO THV TIPOUNOELO UYELOVOULKOU UALKOU
(MPOFEMIZMENH ANOZTEIPQMENH ZYPIITA ME AIAOKAINH , ME AINANTIKH, ANTIZHNTIKH,
ANAIZOHTIKH APAZH MNA KAGETHPIAZMOYZ ZE ZTPIITA TQN 11ML) ywa TI¢ avAaykeg Twv MEvikwv
Xewpoupyeiwv kat tng Mavemiotnuiakng Oupoloyikr¢ KAwikng MN.I.N. AAe§avépoumoAng
npoinoAoyloBeioag Sanavng 2.200,00€ nAsov ONA».

ZXET:

1. Ta npoPAenopeva otov N. 3329/2005 «EBvVikO ZUotnua Yyelag kat Kowwvikig AAnAeyyung Kat
Aoumnég SLatagelgy, OMwe TpomomnoLnke Kal LoYVEL

2. TanpoPAenopeva otov N. 4412/16 «Anuooieg Tuppaoeig Epywy, MpopnOstwyv Kot Ytnpeolwv».

3. Ta mpoPAenopeva otov N.4782/2021 «Ekouyxpoviopdc, amlomoinon Kot avapopdwon Tou
puBuLoTIKOU TTAALGioU TwWV Anpooiwv ZuupBacswv».

4. To npoPAenopeva otov N. 3580/2007 «MpoprBsieg Qopewv EMOMTEVOUEVWY Ao TO YIIOUPYELo
Yyelog kat Kowwvikng AAMnAeyyUNng kot GAAEC SLaTAgelg. »

5. Tnv Yrmoupywkn Anddacn avadoplkd pe to mopatnpntipo tipwv OEK (B’ 777/04-06-2010)
«Opol kol Kavoveg Asttoupylag katl mpolmoBéaelg Snuoolotntag tou Mapatnpntnpiov Tiuwv
OAwv Twv eldwv tou apbpou 10 tou v. 3580/07»

6. To MN.A. 80/2016 (A" 145) “AvaAnyn Ymoxpewoewv omd AQTAKTeC”, OMWC TPOTMOMOLNUEVO

LoVEL.



7. Tnv um oplBy. mpwt. 25343/13-05-2026 (AAA: WIY6469003-AAQ ) Anddaon Alolknth Tou
M.r.N. AAe€avdpoUmoAng pe tnv omoila eykpivetoal n Onuooieucn mpookAnong UToPoANg
npoadopwv

8. Tnv url’ apBu. mpwrt. 25436/13-05-2026 (AAA:WYN5469003-7PA), Anddacn AvaAnyng
Yroxpéwong (AAAM 26REQ019006027) katoxwpnong oto untpwo &sopeloswv/BiBAio
gykpioewv & EvtoAwv MAnpwung tou MN.I.N. AAeéavdpoumoAnc.

Mpoketpévou to NN AANe€/moANnc va tpoPei otnv mpopunBeLo UYELOVOULKOU UALKOU yLOL TLC AVAYKEG
Tou tunpatog FENIKA XEIPOYPTEIA, mpookalel kaBe evSladepOUEVO, LECW AVOLKTAC SLOYWVLOTIKAG
Sladikaoiag tou apBpou 118 tou v. 4412/2016, va katabéosl mpoodopd HECW TNG TTAATPOPUAC
Slevépyelag nAekTpovikwy TipopunBetwy iSupplies.

KpLtr)plo KataKUpwong TNG CUYKEKPLUEVNG Stadikaaoiog anoteAel n MAfov cupdEpouvoa ano
OLKOVOLKK) artoPn npocodopd amokAELOTIKA BACEL TIUAG, N ontoia 6ev punopel va eivat uPnAdotepn
¢ npoUmoAoyloBeioag damdavng.

H mpounBela Ba mpaypatonotnbei cupudwva e Toug OPouG Kal TLg PolnoBeoelg TG Avabétouoag
ApxNnc, 6mwe autol avaAUovTal KOTWTEPW:

(AkoAouBei Nivakag pe Ta otolxeia Tou UALKOU)

ZuvoAkn
. . npoi/Oeica Samdvn
Movada EKTipwpevn
A/A Kwé. MrNA Nepwypadn Eidoug tAéov Tou
Métpnong noootnTA
avaAoyouvtog OMA
(€)
MPOTEMIZMENH
AMOZTEIPQMENH
2YPITA ME
ANIAOKAINH , ME
AIMANTIKH, ,
1 0512036563 Tepaxlo 1.000 1.100,000 €
ANTIZHMNTIKH,
ANAIZOHTIKH APAZH
A
KAOETHPIAZMOYZ ZE
2TPITATQN 11ML

Huepounvia Anéng YrioBoAng MNpoodopwv: 19/05/2026 09:00
MAnpodopieg Sidovtal OAeg TG epydciieg nuépeg amnod 08:00mu €wg 15:00pp ard to TuApa
MpounBelwy, TnA. emikolvwviag: 2551-3-53419



FENIKOI OPOI

Enti mown anéppwdng:
H ntpoodopa oag va oyl yia téooeplg (4) uAveg. Npoodopd mou opilel xpovo Loxvog
HLKPOTEPO TOU TIAPATIAVW OVAPEPOEVOU ATIOPPLMTETAL WG ATTAPASEKTH.
KaBe mpoodopd mpémel va avadpEpetal o pia povo mpdokAnon
H T tng mpoodopdg cag va pnv umepPaivel tTnv T tou avtiotowou eidoug oto
TapatTneNTAPLO TIHWY TNG EMY Kol UTTOXPEWTIKA va avaypddeTal 0 aplBUog Tou UNTpwou
tou eiboug ato Mapatnpntnplo. Eav to mpoodepopevo eidog Sev avriotolyiletal, auto va
BeBawwvetal amd tov MpoadEépovta e OXETIKN uTeLBuvn SnAwon. (Adopd TPOOKANRGCELG
ipopnBetlag UALKwy)
Je mepintwon katabsong ooTung mnpoodopds, To Noookouelo emAéyel  Tov
npopnBeutr/avadoxo pe KANpwon MHETAf TWV OWKOVOULKWY ¢dopéwv Tou uméRallav
LooTIueg mpoodopéC. H kAnpwon Olevepyeital ocUpdwva pe ta mpoPAsmoueva oto N.
4412/16, GpBpo 90, 6mwg tpomornolonke pe to dpbpo 33 v.4782/2021.
H dwadikacia umofoAng twv mpoodopwv apxilel amd tn SnUOCIEUON TOU TAPOVIOG Kal
MEXPL TNV NUEPOUNVia TTou avaypadeTal otnv mapoloa IPOCKANG.
Owmpoodopéc Ba avaypddouv tnv Tiun xwpic O.M.A. ava povada pétpnonc.
2T TYUEC Ba mepAaBAVETAL TO GUVOAO TWV KPATHOEWV KaBwWG Kal o TPoPAENOUEVOC POPOG
gloodnpatog. Mpoadopég mou {ntolv amaAlayn oo T Kpatnoelg Sev yivovtal SeKTEG.
H avaBétouvoa apyn Siwatnpel 1o Skaiwpa pataiwong/akvpwong tng dladkaciag oe
omoladnmote Ao AUTAG XwpPIg Kapla UTIOXPEWON EVOVTL TWV CUUUETEXOUOWY ETALPLWV.
EvaAakTikéG Tpoodopég Oev emitpémovtal. Aviumpoodopec &g yivovtal OeKTtéC Kal
amoppinrTovTal WG anapadeKTeC.
H avaBétouvoca apyxr Swatnpel 1o Skaiwpa emavénong N Helwong TG GUPPBOTLKAG
noootntog, oUpdwva pe Ta TpoPAemopsva oto apBpo 105 tou N. 4412/16 onwg
tpornorno0nke pe to &pOpo 45 tou vopou 4782/21.
Ou untoPnodlol dopeic deopebiovtal yla TNV MAPASdoon ToUu CUVOAOU TNG TOCOTNTAC TWV
eldwv mou Ba tou¢ katakupwBouv.
To aMoband Snuoota kal WwTka gyypada cuvodelovtal amd HeTtddpach Toug otnv
€MANVLIKA YAWOOO EMKUPWHEVN, E(TE QIO TPOCWTTO APUOSLO KATA TIG KEIUEVEG SLATALELG TNG
€0vIKNC vouoBeoiog elte amd MPOOWNO KATA VOUO ApUOSLo TNG XWPACG OTnv omola €xel
ocuvtayxbei to £yypado.
Itnv mpoodopd va ovaypadetal o aplBuog MPWTOKOAAOU TNG MPOCKANGNG UTIOBOANG
npoodopwv (Ba tov Bpeite KATW amod TNV nUepopnvia) Kabwg Kal a/a Tou mPoodePOUEVOU

eibouc/unnpeoiag otnv npdokAnong.



H nuepounvia Anéng tTwv avalwoipwyv VAkwy Ba elval avw tou evog (1) £€toug. (Adopa
TMPOOKANOELG MpopnBetag VAKWY) (KatdaBeon umeBuvng SnAwonc)

Yta mpog mpounBela UAkA Ba mepllapBavetal To mMPWTOTUTo GpUANASLIO odnylwv Tou
KATOOKEUOTIKOU oikou. (Adopad mpookAnoelg mpopriBelag uAikwv) (KatdBeon unevBuvng
SnAwong)

Ta mpoodepdpueva VAKKA va SlaBétouv ta amnapaitnta CE. Na katateBolv ta avtiotolya
niotonolnTika (Adopd mpookAnoelg mpounBetag vAkkwv) (Katabeon unebBuvng SnAwaong)
Na katateBei ISO 13485 tou katackeuaotr]. (Abopd MPooKANOELS TTPOUNBELAG UALKWV)

O CUMMETEXWV OLKOVOULKOC dopéag va SLabetel kal va katabéoel otnv npoadopd tou I1SO
13485 kat BeBaiwon mepl thpnong tng Ymoupylkng Amddaong AY8S/T.M. ok/1348/2004.
(Adopa mpookAnoelg mpopunBeLag UAKWY)

MNna tnv Stacdalion nmoldtnTag KABe MpoohePOUEVO TIPOIOV TIPEMEL VA GUVOSEVETAL ATIO TLG
mAnpodopieg ekeiveg mou elval avaykaleg yla Tn xpnoLomnoinor tou pe TAnpn achaAsia
KOL TNV avayvwplon Tou katackeuaotr). Ol mAnpodopieg autég Ba mapéxovial Pe TOUG
tpdnoug mou opilovtal clpdwva pe TIg dlatdgelc tng odnyiag 93/42/EOK tng ur’ aptb.
AY86/ T.N. oik. 130648 (DEK 2198/B/02-10-09). (Adopd mpookAACELG TIPOUNBELOC UALKWV)
Ta mpog mpounBeta UAika Ba mapadidovtal 0to NOCOKOUEIO QTOCTEIPWHEVA KOL OTNV
OXETIKA ouokevaoia Ba avaypadetal n évdelen CE Mark. (Adopd mPookANoeLS PO BeLag
UVALkWV) (KataBeon unevBuvng nAwong)

H npoodépouca etalpia, oe meplmtwon mou eival SLAPOPETIKN AMO TNV KATOOKEUAOTPLA,
odeilel va mpookopilel unteBuvn dnAwaon otnv omoia Ba SNAWveL OTL Ba evnUEPWVEL TNV
avaBétovoa apyn yio OAeg T mBaveg avakAnoelc/amooVpoeLg TIPOIOVIWY CXETIKEG HE Ta
€(6n mou mpoodEpel oTnV Mapovoa StaywvioTikr Stadikacia.

Na dnAwvovtat:

A) TO €pYOOTACLO KAl N XWPO KATOOKEUNG TOU TIPOG PO BEeLa UALKOU,

B) to €py0ooTAcLo Kal n xwpa cuckeuaoiog kal Sltavoung (os mepimtwon mou ivat
SladopeTika@),

I 0 epyaoTtnpLaKOg KwSLKOC Tou eidouc,

A) 0 KWSLKOG TLLOAOYNONG TOU l60UG

E) 0 povadikog kwdikog EOD. InUELWVETAL OTL O€ TIEPIMTWAON TIOU EKKPEUEL N €kdoan
KWSLKOU yLa To TpoodepPOUEVO UALKO, YiveTal amodektr n katdBeon tou aptBuol umoBoAng
aitnong yLo to ev Adyw £idog, ouvodeuodpevn amnod vnevBuvn nAwon Tou pocadEpovtog OTL
£xouv untoPBAnBei ta oxetika dikatoloyntika otov EOD.(Adopd pookAnoeLg mpounBelog
UALKWV)

Tuxov vAwka/ e€omAiopdg mou Ba xpnowpomotnBolv Katd tnv mapoxn tng umnpeociog Ba
SLaB€touv OAeg TIg amapaitnteg motomnolnoelg (CE kat ISO) cupdwva pe tnv Kelpevn €Bvikn

KoL evwolakn vopoBeoia. (Apopd mpooKANOELG UTINPECLWY)



EIAIKOI OPOI

ZuvoSEeuTIKA TNG KataBeong tpoodopdg — Enti Mown Andppung:
A) Anéomacpa oWIKOU INTPWoU Tou €xel ek60Bel €wg TPELG (3) UAVEC PLV Ao TV UTIOPOAN Tou )
eMeletl autoU, lwoduvapo eyypadou mou ekdidetal and apuosdia SIKaoTkA A SLOKNTIKA opx Tou
KPATOUC — PEAOUC N TNG XWPAC KATAYWYNG N TNG XWPOCG TIOU €lval €YKATECTNUEVOC O €V AOYyw
OLKOVOLKOG dopEag, amd TO OMOio TTPOKUTMTEL OTL SV €XEL KATASIKAOTEL UE AUETAKANTN SIKAOTLKN
anodaon.
H unoxpéwoaon Tou mponyouuévou edadiou adopad:
211 meputtwoelg ENE, 1Stwtikwv kepalatouyikwy etatpewyv (1.K.E.), OE. kot EE, Toug SL0XELPLOTEG.
2T meputwoelg A.E., tov SteuBuvovta cUBouAo, KaBwg Kat OAa ta LEAN TOU ALOIKNTIKOU
Juppouliou.
ZTIC TEPUTTWOELG TWV CUVETALPLOUWY, Ta HEAN Tou AlolkntikoU SupBouliou.
B) Ocov adopd ta anodeiktikd péoa tne mop. 2 tou dpbpou 73 tou v. 4412/2016 oL olkovopKol
dopeic mpookouilouv:

o T TNV amodelln tNg ekMANPWONG TwWV (GOPOAOYLKWV UTIOXPEWOEWV OTTOSEIKTLKO
evnuepotntag ekdLdopevo ano tnv A.A.A.E. (dopoloyiki evnuepotnta)

e Lo TNV amodelfn TNG eKMANPWONG TWV UTIOXPEWCEWV TIPOC TOUG OPYOVIOHOUG KOWWVLKAG
aodaAlong motomolntiko ekdlbouevo amod tov e-EQKA (Ba adopd Tnv Kupla KAl TNV
ETUKOUPLKA aoddaAion).

Ta mapovia SIKALoAoyNTIKA UTTOBAAAOVTAL VLA TOV OLKOVOULKO PopEa Kal oTnV epimtwon mou eivat
£évwon yla kabe popéa — pélog tng.

Ta mopanmdvw amoSeLKTIKA TG Ttap. B va lval o€ Loxy katd tnv npuepopunvia katdBeorg Toug. Kat va
katatebel umtelBuvn 6NAwaon yLa TNV oYL TWV SIKALOAOYNTIKWV.

I Eviaio Motomolntiko Awkaotikng Depeyyuotntag amno to apuodlo Mpwtodikeio to omoio €xel
ekb00el £wg Tpelg (3) uNveg mpLy amnd tnv umtoBoAr Tou, amnd To Omoio va MPOKUTTEL OTL OLKOVOULKOG
dopéag Sev teAel UTTO MTWYEUON, TTTWYXEUTLKO CUUBLRACUO 1 UTO avaykaoTikn Slaxeiplon r otL dgv
£€xouv unayBei oe Stadikacio e€uyiavong.

A) Motomnointikd TEMH to omoio £xel ekdoBel £wg TpeLg (3) urveg mpLv amd tnv umtoBoAn Tou, amnod To
omolo MPOKUTITEL OTL TO VOULKO TpOowTo dev €xel AuBel kat teBel und ekkabaplon pe anodoaon Twy
gTaipwv.

E) Ektumwon tng kaptélag «2tolxeio Mntpwou/Emyelprioelg» amod tnv nAekTpovikr mAatddpua Tng
Avetaptntng Apxng Anuociwv Ecodwv, onwe autd eupdavilovtal oto taxinet, amdé to omoio
TIPOKUTITEL N N OVAOTOAN TNG ETUXELPNUATIKAC SpaoTnpLOTNTAC TOUG, TO Omoio €xel ekb0Bel €wg

TPELG (3) HAvVeG PV amo tnv umtoBoAr Tou. OL olkovouLKol POPELG TTOU CUMETEXOUV OTNV Ttapouoa



Sladikaotia, amalteital va ackolv EUMOPLKA R Blopnxavikn 1 Blotexvikn Spaotnpldotnta cuvadn Ue
TO QVTIKE(PEVO TNV cUPBaoNC.

3T) Mo TNV amodeLen TG VOULUNG EKTIPOCWTINGNG, OTLG TIEPUTTWOELG TTOU O OLKOVOULKOG PopEag eival
VOULKO TIPOCWTIO KAl eyyPAdETAL UTIOXPEWTLKA ) TIPOALPETIKA KAl SNAWVEL TNV EKTIPOCWINCK) TOU OF
apuUOdLa apXn, TIPOCKOUIIETAL OXETIKO TILOTOMOLNTLKO LOXUOUCOC EKTIPOCWITNONG, TO OTOLO TIPETEL Val
£xeL ekb00Oel £wg Tplavra (30) epyAcUEC NUEPEC TIPLV TNV UTIOBOAN TOU.

Z) T tnv amodel€n NG VOULUNG oloTOoNG KOl TwV HETOPOAWY TOU VOULKOU TPOCWIoU
npookouiletatl Meviko miotomolnTiko petofoAwv tou FTEMH, epooov €xel ekdoBel £wg tpeig (3) puRveg
TPV aTTO TNV UTIOBOAN ToUu.

H) Na katateBel YrnevBuvn AnAwaon tou mpoodEpovtog OTL i) Sev CUVTPEXEL €1 BAPOUG TOU KATIOLOG
ard toug Adyouc anokAelopol tou apBpou 73 tou N.4412/2016 onwg tpomomnotidnke kat LoxVEL, ii)
OTL bev €xel ekb0Oel SikaoTikr 1 SloknTk amodacn Ue TeEAEOISIKN Kol SEGUEVTIKN LOXU Yl TV
00€TNON TWV UTIOXPEWOEWV TOUG 000V adopd otnv KatafoAr ¢opwv 1 el0PoPwWV KOWWVIKNG
aodaAiong

©) i) O MNpounBEeUTAC HE TNV CUUUETOXA Tou SNAWVEL OTL PEPEL €1¢ TO OAOKANpOV aAANAeyyU WG Kall
ameploploTwg TNV €ubluvn ylo TtV emitevén TOU OKOTMOU HETA TWV TAPETOUEVWV QUTOU
UTIOXPEWOEWV. KaTtd TOv aUTO TPOMO €yyuaTal TNV e€KTEAECN TNG UTO avaBeon mpounBelag Kot
emBapUVeTAL PE TIG EVOEXOUEVEC KUPWOELC | EKMTTWOELG O TEPLTTTWON KN MAPAS00NE TWV UALKWV.
ii) O MpounBeutng Pe TNV CUMUETOXN Tou SNAWVEL OTL AMOSEXETAL TANPWE KOl QVETILPUAAKTWG

OAOUG TOUG OPOUC TTOU avadEPOVTAL LLE Ta omoia Kal ouUdwVEL.

Emonualvetal otL yivovtal amodektég ol PndLlakd Uroyeypoppéveg umelBuveg SnAwoelg epocov
€youv cuvtayBel peta tn dnuocicucn ¢ MPOOKANONG. INUELWVETAL €MioNg OTL 6ev amalteital

Bewpnon Tou yvnoiou tng umoypadrg Tou .

‘Evvoun npootacia
(ApBpo 127 Evvopun mpootoaoia yia dnuooieg cuBaceLg twv apfpwv 118 ko 119)
Ma dnuooleg cUUPAOELG UE EKTIMWHEVN afla KatwTtepn 1 on twv opiwv tou dpBpou 118, mepl
aneuBeilag avabeong, omolog £xeL €vwopuo cupdEpov, Umopel va INTACEL TNV akUPWON MPAENg n
napAaAelPng TG avabétouoac apxng, KabBwe Kol TNV avaoToAR EKTEAECNG, EVWITLOV TOU ALOLKNTLKOU
Edeteiou tng £€6pag Tng avabétouoag apxng, ocuudwva pe 6ca opilovral ota dpBpa 45 €wg 56 tou
m.6. 18/1989 (A’ 8), to omoio amodaivetal APETAKAATWG XWPIG Vo EMITPETETAL N TTIPONYOUUEVN
aoknon aAAng £181kNg f evdikodpavoug SlolknTikng mpooduyng. To mapdBoAo yla TNV AoKnon tng
aitnong akupwong Kol TNG aitnong avaotoAng opiletal (oo pe to Mévie Tolg ekatd (5%) emi tng

EKTLUWHEVNG aflag TnG cvuBaonc.



ANOZ®PArIZH NPOZ®OPQN
Noyw tng eneiyouvoac dpuong tng mapoloag Sladlkaciag Kal TTPOKELUEVOU vVa EEOLKOVOUELTAL XpOVOG
KoL va ertayvovtal ot Stadlkacleg, n anoadpayion twv npocdopwv Ba mpayuatonondel tnv dLa
NUEPA KOL WPO TNG KATOANKTIKAC NUEpopnviag umoBoAng twv mpoodopwy, UMd TNV aipeon OTL

Suvatal N appodLa EMLTPOTH VA CUVESPLAOEL.

O Av. Npolotdapevog AtsvBuvong
ALoKNTIKAG — OLKOVOMLKAG

Yninpeoiag

K. Towpetakng

AKpIBEC Avtiypago

Kevipiko MpwtokoAro
Anuioupyog Akp. Avtiypagou
TZONAKIAOQOY I®ITENEIA
M.I".N. AAe&avdpoUmoAng
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