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AKPIL IC'PAD
\ym AAeEavOPOUTIOAN, 23/12/2024
YTIO! ENO
A.Tl.: 66414

Bidtkacks

ANAPTHTEA 2TO AIAAIKTYO

EAAnVKA Anpokpoartia
. , Ap1Buog NpdokAnong: 0
Yrioupyeio Yyetag
4n Y.Me. Makedoviag - Opakng
MavemnotnpLako Mevikd Nocokopeio

n
Ale€avdpoumoAng pos

AleBuvon AlolknTikAg Yrinpeolag Kabe Evladepopevo
Tunua MpounBelwv

MAnpodopieg: NIQTH EAEYOEPIA

TnA.: 2551353422

e-mail: prosfores@pgna.gr

OEMA: «MpdokAnon umnoBoAng npoodopwv, HE OVTIKEIKLEVO TNV TTPOUAOELA UYELOVOLKOU UALKOU
(ZYZTHMA (KIT) KOAAA BIOGLUE TQN 5 ML) yia tig avaykeg Twv Mevikwv Xetpoupyeiwv tou M.I.N.
AAegavbpoumoAng CPV  33162100-4, mpoimoloywoOeicag Samavng  16.950,00€
cupneptAappovopévou OMA».

ZXET:

1. Ta npoPAenopeva otov N. 3329/2005 «EBvikd SUotnua Yyeioag kat Kowwvikg AAMnAsyyUng kot
AOUTEG SLATALELC», OTIWE TPOTIOTIOLRONKE Kol LoYUEL.

2. TanpoPAemnopeva otov N. 4412/16 «Anuooteg TupPaoelg Epywy, MpopnOetwy Kot Ytnpeolwvy.

3. Ta mpoPAsnopeva otov N.4782/2021 «Ekouyxpoviopdc, amlomoinon kot avoapdpdwon Ttou
pUBULOTIKOU MAaLoiou TwV Anpooiwy ZUPPBACEWVY».

4. To npoPAenopeva otov N. 3580/2007 «MpopnBeteg QopEwv EMOMTEVOUEVWY A0 TO YIIOUPYELD
Yyeiag kat Kowvwvikig AAANAeyyUnc kot GANEC SLoTtagelg. »

5. Tnv Yrnoupyikn Antodaon avadoplkd e to mapatnpntrpLo tiuwyv OEK (B’ 777/04-06-2010) «Opot
KOlL KAVOVEG Aettoupyiag kal mpolnoBéaelg Snuoototntag tou Mapatnpntnpiov Tiuwyv OAwWV TwV
£16wv tou apBpou 10 tou v. 3580/07»

6. Tol.A.80/2016 (A" 145) “AvaAndn Ynoxpewoswv amo ALOTAKTEG”, OTWE TPOTIOMOLNEVO LOYUEL.

7. Tnv um. aplBu. mpwt. 66267/23-12-2024 (AAA: WOED46900Q3-A=T) Anodacon Awowkntr tou MM.T.N.

Ale€avdpoUmoAnc Ue tnv omola eykpivetal n dnuoacieuon npookAnaong umoBoAng mpoodopwv
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8. Tnv um’ aplBu. mpwrt. 66319/23-12-2024 (AAA: W6Y0469003-MO7,A/A: 0/5207), Anodaon
AvaAndne  Ymoxpéwong (AAAM  24REQ016066601)  kataywpnong oTt0  UNTPWO
Seopevoswv/BiBAio sykpioswv & EvtoAwv MAnpwpig tou M.M.N. AAe€avSpounoAng.

Mpoketpévou to NN AANe€/mOANnc va tpoPei otnv mpopunBeLo UYELOVOULKOU UALKOU yLOL TLC AVAYKEG
tou tunipatog FENIKA XEIPOYPTEIA, mpookalel kaBe evSladepOUEVO, LECW AVOLKTAC SLOYWVLOTIKAG
Sladikaoiag tou apBpou 118 tou v. 4412/2016, va katabéoel mpoodopd HECW TG TTAATPOPHAG
Slevépyelag nAekTpovikwy ipopunBeLlwy iSupplies.

KpLtr)plo KataKUpwong TnG CUYKEKPLUEVNG Stadikaaoiog anoteAel n MAfov cupdEpovoa ano
OLKOVOLLKK) artoPn npocodopd amokAELOTIKA BAOCEL TLUAG, N ontoia ev puopel va eivat uPnAdotepn
™G npoUmoAoyleBeioag damdavng.

H mpounBela Ba mpaypatonotnbei cupudwva pe Toug OPoug Kal TLg TpolnoBeoelg TG Avabétouoag
ApxNc, Omwe autol avaAUovTal KOTWTEPW:

(AkoAouBei Nivakag pe Ta otolxela Tou UALKOU)

. . . ZuvoAwkn tpoil/Bsica
Nepwypadn Movada EKTLLWMEVN . .
A/A | Kwd. NINA ) . . Sardvn nAéov tou
Eidoug Metpnong nocotnta
avaAoyouvtog OINA (€)
2YZTHMA (KIT)
1 004097 KOAAA BIOGLUE [Tepdylo 30 15.000,000 €
TQN 5 ML

Huepounvia Anénc YrnoBoAng NMpoodopwv: 03/01/2024 14:00
MAnpodopieg Sidovtal OAeg TG epydoiueg nuépeg amnod 08:00mu €wg 15:00pp ard to TuApa
MpounBelwy, TnA. emikolvwviag: 2551-3-53422

FENIKOI OPOI
Eni mown anéppwdng:

e Hnpoodopd cag va LoxUEeL yia tEcoepig (4) pAveg. Mpoodopd ou opilel xpovo Loxvog
MLKPOTEPO TOU TIAPATIAVW OVADEPOEVOU ATIOPPIMTETAL WG ATIAPASEKTN.

e KdBe mpoodopd mpEmel va avadEPETAL OE Hia LOVO TIPOCGKANGN

e H TN tng mpoodopd¢ cag va pnv unepPaivel Tnv TW Tou avtiotolou eidoug oto
TaApATNPNTAPLO TLUWV TN EMY Kal UTIOXPEWTLKA va avaypadeTal 0 aplBUOE TOU UNTPWOU ToU
elboucg oto Mapatnpntiplo. Eav to mpoodepduevo eiboc dev avriotolkiletal, autd va
BeBalwvetal and tov mpoodpEépovta e OXETIKA unelBuvn SnAwon. (Adopd MPOOKANOCELS

ipounOeLlag UALKwY)
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Ye Tmepintwon katdBeong ootiung mpoodopdg, To Noookopeio emMAEyel  Tov
nipounBeutr/avadoxo pe KApwon HeTall TwV OLKOVOULIKWV ¢Gopewv Tou uTERallav
LootTLpeg mpoodopéc. H kAfpwon Stevepyeital cupdwva pe ta ipoBAenidopeva oto N. 4412/16,
apBpo 90, omwg TpormornoliOnke pe to apbpo 33 v.4782/2021.

H Stadtkaoia urtoBoAng Twv mpoadopwv apxilel amod tn SnUociguon Tou MOPOVTOC Kal HEXPL
NV nUepounvia mou avaypdadetal otnv mapoloo MPOGKANG.

OLmpoodopég Ba avaypddouv tnv TLun xwpic O.M.A. avd povada pETpnong.

ITLG TIHEG Oa mepAaUPBAVETAL TO CUVOAD TWV KPATHOEWV KABWC Kat 0 PoPAenopevog popog
eloodnpatog. Mpoadopég mou {ntolv amaAlayn amo T Kpatnoelg Sev yivovtal SeKTEG.

H avaBétouca apxr Statnpel 1o Sikaiwpa pataiwonc/aklpwong tng Siadikaoiag os
omotadnmote ¢pAcn auTtn¢ Xwpig Kapia uToXpEwan EVavTL TWV GUUUETEXOUCWY ETALPLWV.
EvaAlaktikég Tpoodopég Oev emtpémovtal. Aviutpoodopeg &g yivovtal OekTtéC Kal
amoppImToVTaL WC ATAPASEKTEG.

H avaBétouvoa apyn dtatnpei to dikailwpa emavénong n weiwong tng cUUBATLKAC TOCOTNTOG,
oludwva pe ta npoPAendueva oto dpbpo 105 tou N. 4412/16 OMwG TPOTOMOLONKE LE TO
apBpo 45 tou vopou 4782/21.

Otunoynolol popeig deopevovtal yla TNV mapddoon Tou CUVOAOU TNG MOCOTNTAG TWV ELOWV
Tou Ba ToUC KATaKUPpwBOoULV.

Ta aMoband Snuoocta kal WwTKA gyypada cuvodevovtal amd HeTddpach Toug otnv
eA\NVIKA YAWOOQ ETIKUPWHEVN, E(TE ATIO TPOCWITO APUOSLO KATA TIC KELUEVEC SLATALELC TNG
€0Bvikn¢ vouoBeoiag ite amd MPOCWIO KOTA VOUO OpHOSLO TNG XWPOC OTNV omola £xeL
ouvtaybel o £yypado.

Jtnv mpoodopd va avaypadetal o aplBuoc mPpwTtokOAou tng mMPOoKAnong UTOROANG
npoodopwv (Ba tov Bpeite KATW Ao TNV NUepopnvia) KaBw Kal a/a Tou MPoohePOEVOU
eidouc/unnpeoiag otnv npdokAnong.

H nuepounvia ARéng twv avolwoipwyv VALkwv Ba sival dvw tou evég (1) €toug. (Adopa
T(POOKANCELG TPOUNOELAG UAIKWV)

Yta mpog mpopnBeta UALkG Ba meplapBdavetal to mMpwtotunto GuANGdlo odnylwv Tou
KOTAOKEUOTLKOU oikou. (Adopd MPooKANCELG TTPOURBOeLag UALKWVY)

Ta npoodepopeva VALka va SltabBétouv ta amapaitnta CE. Na katateBolv ta avrtiotola
miotononTika (Adopd mPookAROELg TTPOUNBELAG UAKWV)

Na katatebet ISO 13485 tou kataokevaotr. (APopd MPooKANCELG TPOURBOsLag UALKWY)

O CUPUETEXWV OLKOVOULKOC dopéag va Stabétel kal va katabéosl otnv nmpoodopd tou I1SO
13485 kat BeBaiwon mepl thpnong tng Ymoupyikng Amddaong AY8S/T.M. owk/1348/2004.
(Adopd mpookAnoeLg TpoUNBeLaG UALKWV)
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e Twa tnv StaodpdaAion molotntac KAbe mpoodepOUEVO TTPOIOV TIPETEL VAL CUVOSEVUETAL OO TLG
TAnpodopleg ekelveg TTOU elval avayKaileg yla Tn XpNOLLOTOLN O Tou e AN PN aodAAeLa Kat
TNV avayvwpLon Tou Katookeuaoth. OL mAnpodopieg autég Oa mapéxovtal e Toug TPOToUG
Ttou opifovtatl cUpdwva pe TG Statdéelg tng odnyiag 93/42/EOK tng ur’ aptd. AY8S/ .M. oik.
130648 (DEK 2198/B/02-10-09). (Adopd pookAnoeLg tpounBetag UALKWY)

e Ta mpog mpounBela UAKG Ba mapadidovtal oto NOGOKOUEIO QMOOTELPWHUEVA KAl OTNV
OXETIKA ouokevaoia Ba avaypadetal n évdelen CE Mark. (Adopd mPookANOEeLS IpounBeLag
UALKWV)

e H mpoodépouca etalpia, o mepimTwon mou sival SLodopeTikr amd TNV KOTACKEUAOTPLA,
odeilel va tpookouilel SAwon TG KATAOKEUAOTPLAC ETOLPLOC oTNV omola va SnAwWVETaAL OTL
n npoodépouoca stapia Ba svnuepwvetal ylo. OAeg T mBaveég avakAfoslg/anocVpoeLg
TIPOLOVTIWVY OXETLKEC LLE Ta £16N TOU TIpoodEpEL oTnV Mapoloa SLaywvioTikh Stadikaotia.

e Na édnAwvovrtat:

A) TO €pYOOTAGLO KAl N XWPO KATOOKEUNG TOU TIPOG PO BeLa UALKOU,

B) To £pyooTAOCLO KaL N XWPO CUCKELOOLAC KAl SLavoun¢ (o mepintwaon mou ival
Sladopetika),

I o0 epyaotnplakoc KwdLKOC Tou eidoug,

A) 0 KwSIKOC TLHOAOYNON G TOoU idoug

E) 0 povadikog kwbikog EOD. Inuewwvetal 0Tl o€ ePUMTWOoN oU eKKPEUEL N €kSoon
KW8LKOoU yLa To TpoodepOUEVO UALKO, Yivetal amodektr n katdBeon tou aptBuol umoBoAng
aitnong yla to ev Aoyw €idog, cuvodeuodpevn amo umelBuvn dnAwaon Tou MPoodh£pPovVTog OTL
€xouv urtoPBAnBel ta oxetikd SikaoAoyntikd otov EOD.(Adopd mpookAnceLg TpounOeLag
UALKWV)

e Tuxov ulikd/ eomAiopdc mou Ba xpnolpomolnBolv Katd TNV Mapoxn tng umnpeoiag Ha
Sla0€touv OAeg Tig amapaitnteg miotomnolnoslg (CE kat ISO) cupdwva pe tnv Keipevn €bvikn

KOl EVWOLaKn vouoBeoia. (Abopd mPooKANOCELG UTINPECLWV)

EIAIKOI OPOI
ZuvodeuTikA TnG KatdBeong npoodopdg — Eni Mown Andppung:

A) Antéomaco TIoWIKOU HNTPWOoU Tou £xeL ekd0Bel €wg TPeLg (3) HAVES IPLV Ao TV UTIOBOAN Tou
eMelPeL auToU, LooSUVOHO eyypAadou TTOU eKSISETAL ATO APUOSLA SLKAOTLKN 1 SLOKNTIKA apXr ToU
KPATOUC — MEAOUC N TNG XWPAC KATAYWYNG N TNG XWPOG TIOU €lval €YKATECTNMEVOC O €V AOYyWw
OLKOVOULKOC dopEag, armd To Omoio MPOKUTTEL OTL 8V €XEL KATOOIKAOTEL PUE OUETAKANTN SIKACTIKA
anodaon.

H unoxpéwoaon Tou mponyouuévou edadiou adopad:

IT1G nepumtwoelg ENE, Wbuwtikwv kedoahatovxkwy statpetwv (1.K.E.), OE. kat EE, Toucg SlaxelploTég.
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211G nepuntwoelg A.E., tov SteuBuvovta cUBoulo, KaBwg Kot OAa Ta LEAN TOU ALOLKNTLKOU
JupBouAiou.

ITIG TIEPUTTWOELG TWV CUVETALPLOUWY, Ta LEAN TOu AlolknTtikoU SupBouAiou.

B) Ocov adopd ta amodelkTtikd péoa TnG mop. 2 Tou dpbpou 73 Tou v. 4412/2016 oL olkovopkol
dopeig npookopuilouv:

e T TNV amodelln tnNg ekmANpwong Twv GOPOAOYLKWV UTIOXPEWOEWY OTTOSELIKTLKO
evnuepotntag ekdLdouevo amo tnv A.A.A.E. (popoloyikn evnuepotnta)

e Lo TNV amodelln NG eKMANPWONG TWV UTIOXPEWOEWY TIPOC TOUG OPYOVIOUOUG KOWWVLKAG
aopaAlong motomolntiko ekSLdopevo amo tov e-EOKA (Ba adopd tnv KUpla KoL TV
ETUKOUPLKA aodaAion).

To mopovta SIKatoAoynTika utoBAANOVTAL YLA TOV OLKOVOULKO PopEa Kal oTnV Tepimtwon mou sivat
£€vwon yla kaBe popéa — pEAOG TNG.

To mopamdvw amoSeLKTIKA TG Ttap. B va elval og LoxU Katd tnv nUepopnvia Katdbeorg Tou .

I Eviaio Motomolntiko Awkaotikng Depeyyuotntag amno to apuodlo Mpwtodikeio To omoio €xel
ekb00Bel £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 dev
£xouv unayBei oe Stadikacio e€uyiavong.

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

E) Extunwon ¢ kaptélag «Xtoweia Mntpwou/EMiXelpoeLlc» amod tnv NAEKTPOVLKN TIAATPOpUA TNE
Avetaptntng Apxng Anpooiwv Ecodwy, omwe autad epdavilovral oto taxinet, ano 1o onoio MPoKUTTEL
N KN AvaoToAN TNG ETIXELPNUATLKAC SpaoTnpLdTNTAC TOUC, To omoio £xel ekdoBel €wg TpeLg (3) HAveg
TPV amo tnv uTtoPBoAr tou. Ol owKovouLkol ¢opeic Mou cuppeTEYouv otnv Tapovaoa Stadikaoia,
amalteitol va ackoUv €Umoplkl N Blopnxavikn 1 PBlotexvikn Spactnplotnta ocuvadrn HE TO
ovTiKeipevo tnv ocbupoonc.

IT) Ma tnv anddelen g VOULUNG EKTPOCWITNGCNG, OTLG TIEPLITTWOELG TIOU O OLKOVOULKOG dopEag elvat
VOULKO TPOCWTIO KAl EYYPADETAL UTIOXPEWTLKA ) TIPOALPETIKA KAl SNAWVEL TNV EKTIPOCWINCT) TOU OF
opuOSLa apXr, TPOOKOUIETOL OXETIKO TILOTOMOLNTLKO LoXUOUOOC EKTTPOCWIINONC, TO OTOLO TIPETIEL VAL
£xeL ekboBel £wg Tplavra (30) epyAoUeC NUEPEC TTPLV TNV UTIOBOAN TOU.

Z) Ma tnv anmodSelén TnG VOULUNG 0UOTAONG KAL TWV METABOAWY TOU VOULKOU TIPOCWITOU TIPOCKOMIETOL
Fevikd mLoTomoLNTKO petaBoAwv tou TEMH, edooov £xel ekdoBel £wg tpeig (3) uiveg mptv anod v
umoBoAn tou.

H) Na katateBel YnevBuvn AnAwon tou mpoodEpovtog OTL i) Sev CUVTPEXEL €1 BAPOUG TOU KATIOLOG
amd toug Adyoucg anokAelopol tou apBpou 73 tou N.4412/2016 onwg Tpomomnotidnke kat LoXVEL, ii)

OTL Sev €xel ekd0Bel SKAOTIKN 1 SLOWKNTIKA amodaocn Me TEAECLOKN Kol SECHEVTIKA LOYXU yla TNV
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00€TNoN TWV UTIOXPEWOEWV TOUG O00ov adopd otnv KatafoAry Gdopwv 1 l0POPWV KOWVWVIKNG
aopaAiong

©) i) O NpounBeuTNC Ue TNV CUUUETOXN TOU SNAWVEL OTL PEPEL €1¢ TO OAOKANPOV OAANAEYYUWG Kot
amneploplotwe TV euBUVN yLa TNV EMITEVEN TOU GKOTIOU PETA TWV MAPEMOUEVWY AUTOU UTIOXPEWOCEWV.
Katd tov auto Tpomo eyyudTtal TNV eKTEAECN TNG UTIO avaBeon pounBeLag Kat eMPBaApUVETAL LE TIG
evOEXOUEVEC KUPWOELG N EKMTWOELG O€ MePIMTWon Un mapadoong Twv UALKwV. ii) O MpounBeutng pe
TNV CUMMETOXN ToU SNAWVEL OTL AmoSEXETAL TIANPWE KAl AVETILGUAGKTWG OAOUC TOUG OPOUG TOU

avadEépovtal e Ta onoia Kot cupdwvel.

Emonpualvetal ot yivovtal anmodektég ol PndLlakd unoyeypoppéveg unelBuveg SnAwoelg epocov
€xouv cuvtayBel peta tn dnuocicucn tNg MPOOKANONG. INUELWVETAL €MioNG OTL Sev amalteital

Bswpnon Tou yvnoiou tng umoypadrg Touc.

AMNOZ®PATIZH NMPOZOOPQON
AOyw NG enelyovoag dpuong Tng mopovoag Stadlkaciog Kot TPOKELEVOU Vo eE0LKOVOELTAL XpOVOG
KoL va emitayuvovtal ot Sltadikacieg, n anoodppayilon twv npoodopwv Ba mpaypatonotnbsi tnv idla
NUEPA KOL WPA TNG KATAANKTIKAG nUEPoUnviag UTIOBOANG Twv Tpoadopwy, UTO TNV alpeon OTL

Suvartal n appoddla emitpony) va cuvedpLlaoeL.

O Av. YrioSteuBuvtg OkovopkiG Yrtnpeoiog

N. EAeuBepLadng

AKpIBEC AvTiypago

Kevtpiko MpwTtdKoANo
Anpiovpydg Akp. Avtiypd@ou
TZOANAKIAQY IPIFENEIA
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