EAAHNIKH AHMOKPATIA
YTMOYPIEIO YTEIAZ

FENIKO NOXOKOMEIOA®@HN QN AGHNA 27/04/2017
KOPTIAAENEIO — MIENAKEIO E.EZ.

TMHMA MPOMHOEIQN AP. MPQT. 9034
AOANAZAKH 2

T.K.: 11526

THA.: 213 2068917-18
FAX : 213 2068259
e- mail: prom@0310.syzefxis.gov.gr

NMPOZKAHZH TIA A ®AXH AHMOZIAX AIABOYAEYZHX TEXNIKQN
MPOAIATPA®QN TOY EIAOYZ << HOMOZ AIAAYZHZ >>

Emeid) to Noookopeio TpoTiBeTal va dievepynoel Alaywvieuo yia:

Kwdiko6g ASia pe
Ap1Buodg eidoug Meprypaen Eidoug CPV ONA/€
CPV T
HOMOZ AIAAYZHZ (®IATPA TEXNHTOY
33181200-4 NE®POY) 197.637,00€

MpoPBaivel, onuepa 27/04/2017, ye v TTapouca mTpoéokAnon ( A ®don) oc
Anuoéoia AiaBoUAeucT TWV ETTICUVATITOPEVWYV TEXVIKWYV TTPOJIQYPOPUIV.

1. Znueiwvetal 6Ti: Me tnv TTapouca TTpookAnon o€ Anudoia AiaBouAsuon ( A
®AZH), To Noookouegio pag KaTaBETel TIG TEXVIKEG TTPOdIAYPAPES, OTTWG CUVTAXBNKav
atmré v Emtpot) Zuvragng Texvikwv Trpodiaypapwy, PE OKOTIO TNV Anudoia
oulATNON Kal TNV AQWn evOeEXOUEVWY  TTOPATNPNOEWY — OXOAiwv ETTi  TOU
TTEPIEXOMEVOU QUTWYV, OTO TTAQICIO TNG dIOPAVEING TwV dIAdIKACIWY KAl TG EupUTEPNG
OUMUETOXNG UTTOWAQIWY TTPOPNBEUTWV/avadoxwV.

2. H &idpkeia tng diaBouleuong opiletal oe dekatrévre (15) nuepoAoyIakEG
NUEPEG aTTO TNV nuUeEpopnvia avdaptnong Tng oTtnv 10ToogAida Tou Noookopeiou
(http://www.korgialenio-benakio.gr), dnAadr pHEXp! kai TiIg 12/05/2017.

3. O1 evdiagepduevol TTapaKaAouvTal, PETA TNV eyypaer Toug OTO Site Tou
Noookopegiou, va UTTOBAAAOUV TEKUNPIWMEVEG TTOPATNPACEIG KAl VO ETTIONUAVOUV
TOUG Opoug TIOU €VvOEXeTal va Béoouv Oe Kivduvo Tov OdIaywvIOuo Kal va
onuIoupynoouv evoTaoeig i pwTANATA KATA TN XPOVIKA TTEPiodo atrd Tn dnuoaicuon
WG TNV atroo@PAyYIch TWV TTPOCQPOPWV.

4, To Noookoueio ©Oev OdeopeleTal va UIOBETACEI TIG TIPOTACEIS Kal Ba
QTTOQACICEl YIa TNV OPICTIKOTIOINON TWV TEXVIKWY TTPOSIAYPOAPUWV HUE OVTIKEIMEVIKA



mailto:prom3@verhospi.gr
http://www.korgialenio-benakio.gr/

KPITAPIa WOTE va emITEUXOEi N PéEyIoTn duvVATA CUUMPETOXN TTPONNBeUTWV/avadoxwy,
£EQ0QAAICOVTOG GUWG TAUTOXPOVA KAl TRV TTOIOTNTA TWV TTAPEXOUEVWV UTTNPECIWV.

5. 2€ TIEPITITWON TPOTTOTTIOINONG TWV OPXIKWY TEXVIKWY TTPOdIaypapwy wg
amotéAecpa TG SlafouAsucong Ba avaptnBouv ol avadlauopPWHEVEG  TEXVIKEG
Mpodiaypa@ég yia eITTAEOV TECOEPIS (4) NUEPOAOYIOKES NUEPEG.

6. EueAtmioTOUUE YIO TNV CUPPETOX O0ag OTnv OAn d10dIKaoid, CuvOPAUOVTOG
€101 oTnV SIANOPPWON CuVBNKWY UyloUg avTaywviouou Kai BeATIoToTToinoNng Twv
TEXVIKWYV TTPOSIAYPOPUIV.

7. Tuxév MNMAnpogopieg yia Tnv TTpOoKANon didovTal OAEG TIG EPYACINEG NUEPES
KAl WPES ATTo TO TUAPA MNpounBeiwv.

TEXNIKEZ NMPOAIATPA®EZ

FENIKOI OPOI
OIATPQN TEXNHTOY NE®POY IN'lA TH AIENEPTEIA KAAZIKHZ
AIMOKAOAPZHZ KAI MAPAAAATQN

1. O1 ouppeTéEXOVTEG OTOV DIAYWVICUO TTPETTEI VA ONAWOOUV OTNV TEXVIKI TOUG
TTPOCQPOPA TO €PYOOTACIO KOTAOKEUNG TwV TIPOIOVTWY KABWG Kal Tov TOTTO
eykardoTaong Tou. To €PyoOTAOIO KOTOOKEUNG Ba Tpémmel va d1aBéTel auoTnua
olac@dAiong troiétntag ISO 9001 1 ISO 13485, avriypa®o 16XU0VTOG TTIOTOTTOINTIKOU
TOU OTTOIOU Kail Ba €TTICUVATITETAI UTTOXPEWTIKG OTNV TTPOCPOPA.

2. Ta Tpoo@ePOUEVA  TTPOIOVTA  TIPETTEI  va  €ival  TTIOTOTTOINUEVA  OTTO
KOIVOTTOINKEVO OPYQVIOHO TTOU BPIOKETAI EYKOTAOTANEVOG KAl AEITOUPYED VOUINO OTO
£00@og evog atrd Ta Kpdtn MEAN TnG EupwTrdikAg ‘Evwong Kal va @EPOUV O€ EUKPIVI)
Béon Tou TEAIKOU TrEPIEKTN TOug Tnv TIpoPBAetréuevn onfuavon CE, n omoia
aTrodeIKVUEl TNV CUMMOPQWOTN Toug MeE TIg amaithoelg g Odnyiag 93/42/EOK,
(AY8d/T.M.oik. 130648 - Evappovion Tng €BVIKAG vopobeaiag TTpog TIG dIATALEIG TNG
Odnyiag 93/42/EOK «Trepi 1aTpoTEXVOAOYIKWYV TTPOIOVTWV» - GEK 2198/Teuy. B/02-10-
09). Ta 1arpoTexvoAoyIKA TTpoidvTa TTou uTrdyovTal otn AY88/I.M.01k. 130648, (PEK
2198/B/2-10-2009) Koivry YTmroupyiky Ammogaon «lMepi Evappodviong tng EAANVIKAG
NopoBeoiag pog Tnv Odnyia 93/42/EOK/14-6-93 Tou 2upBouliou Tng EupwTraikng
‘Evwaong, TTou agopd Ta larpotexvoAoyika [poidvra» 1600 KaTtd Tn ¢Acon ouvTtagng
NG dlaknpuéng, 600 Kal Katd Tn @acn olvaywng Tng avrioToixng cuuBacng, TTPETTEN
va dlao@alideTal pe TN SITUTTWON KABE QOPAa TwV avAAOYwWY EVOEIKVUONEVWY OpwV,
OTI Ta v AOyw 1aTpoTEXVOAOYIKG TTPOoidvTa Ba gival cUPQWVA TTPOG TIG ATTAITACEIG TNG
OXeTIKAG KYA KOTd TO XpOVO TTapAdooNnG TOUG, €iTE TTPOKEITAI YIO TTAPAdOOT €VTOG
TWV CUUBATIKWY TTPOBECUIV , €TE yIa eKTTPOBECUN , WOTE TA TTPOIGVTA aUTd va
@épouv oTTwaodATToTE TNV TTPORAETTOUEVN aTTO TN OXETIKN ( B ) KYA onfuavon CE

3. O1 TTpounBeUTPIEG ETaIPEIEG Ba TTPETTEI OTIG TIPOCPOPES TOUG va dnAwvouv OTI
oupuopewvovtal pe TV KYA AY88/T1/1348/2004 «ApxéG Kal KATEUBUVTAPIES
YPOUUEG 0pBNAG TTPAKTIKAG SIAVOUNG I0TPOTEXVOAOYIKWY TTPOoiovTwvy (PEK 32/B/16-
01-2004) wg £xel TpoTTOTTONBET KaI I0XUEL.

4, H TtomoBétnon Twv emonudvoewy TNG OUCKEUOGIOG, TTOU ava@EPOVTal
TOPATTAVW Kal BewpouvTtal ouciwdelg TTPoUTTOBECEIC yia TNV ATTodoXh Twv
TIPOOQPEPOPEVWV TTPOIOVTWY, I OTTOIWV GAAWV ETTICNUAVOEWY, TIPETTEI va €XEI YiVEl
OTTOKAEIOTIKA KOl POvOov atmd TO TIPOOWTIO I TNV €TTIXEipnon Tou  Bewpeital
KATOOKEUQOTHG TWV TTPOIOVTWY oUPPWva pE TIG dlaTagelg Tng odnyiag 93/42/EOK,



(AY8d/T.M.oik. 130648 - ®EK 2198/teuy. B/02-10- 09). MNpoo@opég TTPOoidGVTWY TTOU
PEPOUV ETTICNPAVOEIG TTAONG PUOEWG TTOU €XOUV TOTTOBETNOEI, 0€ OTTOIOdATTOTE PEPOG
TNG OUOKeuaoiag Toug, atrd TpiToug, akOun Kal €av ol Tpitol autoi dlaBéTouv Tnv
1016TNTa Tou  dlavouéa, elcaywyéa 1R €EouciodoTnUéVOU  QVTITTPOCWTTIOU,
aTToppiTITovVTal WG ammapddekTeg. Tuxov Tapdfacn Tou 6pou auTou KATd TN SIGPKEIX
eKTEAEONG TWV OUPBdcewyv Ba atroteAei Adyo pn atmmodoxng Twv TTapadIdOUEVWV
UAIKWV.

5. € TTEPITTTWON TTPOCPOPAS TTPOIOVTOG TTOU KOATAOKEUACETAI O€ XWPa EKTOG
E.E., dnAwon oTnv otroia va ava@épetal o€ TTola (£¢) ayopd (£G) KPATOUG PEAOUG
KUKAOQOPEI TO TTPOCPEPOUEVO TTPOIGV KaI N OTToia VA CUVODEUETAI ATTO ATTODEIKTIKA
oToIXEia atrd Ta oTroia va TTPOKUTITEN OTI, N elo0aywyr Kal 81d0ean Tou TTPOIGVTOG OTa
KPAtn péEAN NG E.E. emTpétTeTal Xwpig TTEPIOPIOPOUG KABWG Kal TTiVAKA TTEAATWY )
GAANO ATTOBEIKTIKG OTOIXEIO OXETIKA PE TIG TTWAACEIG TOU £V AOyw TTPOIOVTOG, €iTe ATTo
TOV iDIO €iTE ATTO TOV KATAOKEUAOTH).

6. H diepyacia atrooTeipwong Twv TTPOIOVTWY TTPETTEI va ETTIKUPWVETAI KAl va
EAEYXETAI CUPQWVA HE TIG ATTAITAOEIG TWV AVTIOTOIXWV EVAPHOVIOUEVWY TTPOTUTTWV.
7. 2TV ETIKETa / OuOKeuaoia TIPETTEl va  avaypd@ovTal ME EUKPIV  Kal

EUAVAYVWOTO TPOTTO TOUAAXIOTOV TO TTAPAKATW OTOIXEIA: i. TO Ovoud i n EUTTOPIKA
ETTWVUIa Kal n d1elBuvon TOU KATOOKEUAOTH. Z€ TTEPITITWON TTOU O KATAOKEUQOTHG
Oev €xel €0pa OE XWPA TNG EUPWTTAIKAG Evong, N €TIKETA ] N CUCKEUAOIa TTPETTEl VA
mepIAapBdavouv  emmmAéov TO Ovopa Kkai T dielBuvaon Tou €EOUCIOBOTNHEVOU
QVTITTPOCWTIOU TOU. ii. 0 KWAIKOG TNG TTapTidAC TOU OTTOIOU va TTponyEiTal N €voeign
«MAPTIAA» (4 LOT) v. n évdeign Tng nuepounviag Trapaywyng Kal ac@aloulg
XPNong, ekppalouevn o€ £€T0G KAl PAva vi. n évoeign 0Tl To TTPoidV TTpoopileTal yia Hia
Kal poévn xprion. O1 avwtépw TTANPOQYOPIEG PTTOPEI va TTapéxXovTal UTTd HopP®PNn
OUUBOAWV.

8. 210 €TionNUa eVNUEPWTIKA @QUAAGdIO "prospectus” TwV KATAOKEUAOTIKWV
oikwv, Ta oTroia Ba cuvuttoRAaAAovTal UTTOXPEWTIKA, Ba TTPETTEI va ava@EéPovTal Ol
emdooelg Twv QiATpwy oe petproels IN VITRO Tng kdBapong oupiag, KpeaTivivng,
Qwoeopou Kai Bitapivng B12, pye ava@epOUeVEG CUYKEKPIPEVEG POEC QiUATOG Kal
dloAUpaTog  Kal  ouykekpipgévn  dlapeuBpaviky Trieon (TMP). Ta wg 4avw
XOPAKTNPIOTIKA €ival TTOAU anuavTiKG yiati Aaupdavovtal utrown oTnv TEAIKA €TTIAOYNA
ToU @iATpou atrd 1O yIaTPO Pe Bdon TIG avaykeg Tou acBev. Ta uttdAoITTa TEXVIKA
XOPOKTNPIOTIKA TwV QIATPWYV Ba TTPETTEI va ava@EéPOVTal OTO €i00G, TNV ETTIPAVEIN KOl
TO TAX0G TNG MEMPBPAvVNG, oTov OYKO TTAPWONG, OTOV OUVTEAEDTH uTrEPdINBnONg
(Kuf) ka1 To €id0g aTTo0TEIPWONG.

9. To Noookopegio diatnpei 1o dikaiwpa va TTpofei o€ delyaTtoAnTITIKO EAEYXO HE
EPYOOTNPIOKA €6ETACN OAWV TWV TTAPTIOWYV TWV TTPOIOVTWY TOCO KATA TNV OPICTIKA
TapaAaBn 6oo kal katd Tn diIdpKEIa Xpriong.

10. KdaBe @iATpo Ba ouvodeleTal, UTTOXPEWTIKA, atmd aptnpIakr) Kai QAEPIKN
YPAMMN, KATGAANAN yia Ta pnxavAuarta aigokaBapong tng Movdadag Texvnrou
Negppou. Emonuaivetal 0TI, OI TTPOCQEPOMPEVES TIMEG YIa Ta @QIATpa aipokdaBapong
mepIAapBavouy Kai TNV agia TNG apTnPIaKAS Kal PAEBIKNAG YPAUHAG.



EIAIKOI OPOI
QOIATPQN TEXNHTOY NE®POY INA TH AIENEPIEIA KAAZIKHZ
AIMOKAOAPZHZ KAI MAPAAAAT QN

KATHIOPIA B1 - 30.1.2 (®iATpa pe ouvleTikég peppPpaveg: IN VITRO Kuf < 20
ml/mmHg/h/1.0 m? ka1 emi@aveia pepPpdvng < 1.5 m?)

Kar B1.3 MeuBpdvn moAucouA@évng (polysulfone)

Me em@dveia 1.3 m? - 1.5 m?

Kat B1.9 MeuBpdvn aiBulev-Bivul-aAkodAng (ethylene-vinyl-alcohol copolymer, EVAL)
Me emi@dveia 1.3 m?

KATHIOPIA B2 - 30.1.3 (®PiAtpa pe ouvBeTikég pepppdveg: IN VITRO Kuf < 20
ml/mmHg/h/1.0 m? kan emi@dveia yepPpdavng > 1.5 m?)

Kart B2.3 MeuBpdvn moAucouA@ovnc (polysulfone)

Me emi@dveia 1.6 m? — 2.2 m?

Kat B2.4 MeufBpdvn TToAuaifepIKNC oouA@ovnc TUTTOU polynepron

Me emi@dveia 1.9 m?- 2.1 m?

Kat B2.5 MeuBpdvn mToAucouApovng Tuttou eAiEévne (helixone)

Me emi@dveia 1.8 m?

Kart B2.6 MeuBpdvn ToAucouA@ovng emmikaAuppuévn ue Birayivn E

Me emi@dveia 1.8 m?- 2.1 m?

Kar B2.7 MeuBpdvn 1ToAUGOUAQOVNC ETTIKOAUPMEVN €0WTEPIKG pe YEAN TUTTOU
Rexbrane

Me emi@dveia 1.8 m? - 2.1 m?

Kat B2.9 MeuBpdvn ailBulev-Bivuh-aAkodAnc (ethylene-vinyl-alcohol copolymer, EVAL)
Me em@adveia 1.6 m?- 1.8 m?

KATHIOPIA A2 - 30.1.6 (®iATpa pe ouvBeTikég pepppaveg: IN VITRO Kuf > 20
ml/mmHg/h/1.0 m? kan emiQdveia yepPpdvng > 1.5 m?)

Kar A2.4 MeyBpdvn ToAuaiBepIikng gouA@dvng TUTTOU polynepron

Me emi@dveia 1.9 m?- 2.1 m?

Kar A2.5 MepBpdavn moAugouA@ovng Tuttou eAiE6vNg (helixone)

Me emi@dveia 1.8 m?

Kar A2.6 MeuBpdvn moAucouA@évng emmikaAupgpévn ye Birauivn E

Me emi@aveia 2.1 m?

Kar _A2.7 MeuBpdvn TTOAUCOUAPOVNG ETTIKOAUUUEVN €0WTEPIKA E YEAN TUTTOU
Rexbrane

Me emi@aveia 2.1 m?

Kar A2.8 MeuBpdvn kpduaTtoc ToAuaiBepoooulpovne kal TToAuapuAaivng (polyester
polymere alloy, PEPA)

Me emi@adveia 2.1 m?

1. H emAoyn Ba yivetar ye Bdon ™ XaunAdtepn TIUA Twv QIATPWY TwV idlwv
KOTNYOPIWV KAl UTTOKOTNYOPIWV Tagivopouuevwy e Bdon 10 €idog NG
MEUPBPAVNG TOu PiATPOU TTOU aTTOTEAEI TO BACIKO Kal IBIAITEPO XAPAKTNPIOTIKO
KABe @iATpou.

2. Kd&be @iAtpo Ba ouvodeleTal, UTTOXPEWTIKA, atmd apTnPIOKh Kol QAERIKN
YPOAMMNA, KOTAAANAN yia Ta unxavipotra aigokdBapong g Movddag




Texvnmou  Negpou  (NIKKISO, GAMBRO). Emonuaivetar 61, ol
TIPOCPEPOUEVEG TIUEG VIO TA QIATPpA aipokdBapong Ba trepihaufdvouy kal TRV
agia TG apTNPIOKNG Kal AEBIKAG YPAMAG.

3. Ta @iAtpa TeEXVNTOU VvEQPOU Kal Ol OPTNPIOPAEBIKEG YPAUUEG TTPETTEL va
@épouv onuavon CE, o6mwg mpofAémetal amd Tnv €KACTOTE 1oYXUoUCa
EAAnvikr) NopoBeaia.

4. O1 Tpoo@épovTeg Ba TTPETTEI va KATABETOUY OTOIXEIO OXETIKA PE TN TEXVOAOYia
TTapPAYWyYNS Twv QIATpwWY, TN Xwpa TTapaywyng Toug, T d1dBeon Kal xpAon
TOUG OTN XWpPa TTapaywyng Toug, o€ Xwpes ¢ Eupwtraikng ‘Evwong, oTig
HMA kai otnv lammwvia, KaBw¢ Kal TNV UTTapén ava@opwy — HEAETWV OTn
01e0vr BIBAIOYpO@ia OXETIKA JE TA TTPOCPEPOUEVA PIATPA.

MNa 6Aa ta @iAtpa n péBodog amooTeipwong Oev TIPETTEI va €XEl YiVEl HE
alBuAevoleidio (ETO). Amodektoi TpodTTOI aTTO0TEIpWONG Twv QIATpWVY €ival n
Bepuikn atrooTeipwon (AThog, Enpd Bepuikh) Kal N y-akTivoBoAia. @a TTpéTTel va
eEao@alideTal n duvaTtdTNTa ETTIAOYNAG QIATPWV PE TOUAAXIOTOV BUO SIAPOPETIKOUG
TPOTTOUG ATTOOTEIPWONG ATTO TOUG TTAPATTAVW.

O AIOIKHTHZ TOY NOXOKOMEIOY

EYOYMIOZ TEQPIOMNOYAOX

KOINOIMOIHZH
PA®EIO NMPOEAPQY
FPA®EIO AIOIKHTH
FPA®EIO YTOAIOIKHTH
A/NTH AIOCIKHTIKOY
YT/NZH OIKONOMIKOY
TMHMA NMPOMHOEIQN




