m v
(& =
: V SR ENOT 142
UKAS .
150 9001:2008 | it
0

EAAHNIKH AHMOKPATIA
YIHOYPI'EIO YT'EIAX

I''N. A. <<O EYAITEAIXMOX -
OPOGAAMIATPEIO AGHNQN —
MHOAYKAINIKH>> N.ILA.A.
AIEY®OYNXZH TEXNIKQN YIIHPEXIQN
TMHMA BIOIATPIKHE TEXNOAOTIAX

I[HEPII'PA®H EPTOY
YXYNTHPHXH-EIIIXKEYH AEKAEZI
MHXANHMATQON TEXNHTOY NE®POY GAMBRO

1. O Zvvmmpnmg avorapPaver O g TIG epyacieg GLVINPNONG KO EMIGKEVNG TOV TOPAKAT®

AVOQEPOUEVODV  UNYOVIUOTOV, Kotd 115 Olebvdg  1oydovceg  TPodaypopsés  TOL
Kotaokevaotikon Oikov , Kab 0An ) StdpkeLa 16Y00G TG SLUPOCTG.
O ocvvmmpntg mpénet va dwbéter EN ISO 9001:08 1 EN ISO 13485:2003, pe medio
ToTOTOINoNG TNV dlokivnon 1TpoteXVoroYIK®V Tpotdvtwv Kot EN ISO 13485:2003 yio v
TEYVIKY]  VTOCTNPEN  10TPOTEXVOAOYIKOV Tpoiovtmv. Na  katotefodv 1o TOPATavem
TG TOTOTIKAL.

KAT??I?]EZYHE MONTEAO BM FM HHAPATHPHXEIX
1. GAMBRO AK-95 --- - -
2. GAMBRO AK-95 - - -
3. GAMBRO AK-95 --- - -
4. GAMBRO AK-95 - - -
5. GAMBRO AK-100 11684 10607 -
6. GAMBRO AK-200 5958 4518 -
7. GAMBRO AK-200 6128 4636 -
8. GAMBRO AK-200 9048 6682 -
9. GAMBRO AK-200 9050 6684 -
10, GAMBRO AK-200 12155 | 8039 | Mebouwon WRO:1189 &
WSF: 101
] Mze éopwon WRO:1768 &
11. GAMBRO AK-200S WSE- 101
12. GAMBRO AK-200S --- - -
13. GAMBRO AK-200S --- - -
14. GAMBRO AK-200S --- ---
15. GAMBRO AK-200S --- ---
Mze éopwon
16. GAMBRO AK-200S - - WRO: 300 &
WSF: 10-9M
2. Ot epyaocieg avtéc Ba exterobvtol amd €101KA TPOG TOVTO EKTOOEVUEVO TPOGHOTIKO LE

TIOTOTOMTIKO EKTTAIOEVONG OO TOV KOTAGKELOGT N TOV €E0VGLO000TNUEVO AVTITPOGMTO
tov omv Evponaikny Evoon 6mwg avtoi opilovior oty Odnyio 93/42/EEC, vy v
GUVTINPNOT] TOL GLYKEKPLUEVOL UNYOVILLOTOC.



To exkmadevpévo TPOSOTIKO amodedetypuéva Ba €xel  mapakoAovOnoel Oheg TIg
EKTTAOEVOELG KOl LETEKTOOEVGELS TTOV TPALYLLOTOTOLOVVTOL 0T TOV KATOOKEVAGTI OKO Y10, TO
GUYKEKPULEVO UMYV LLOL.

H ocvvtipnon kot emiokevn Bo yivetor pe To amottovpeva €01KA epyoreio Kot Opyava
UETPNOEMC Kol EAEYYOVL, OLHPOVO UE TIG OlEBvdG 10xbDOVCES TPOOLAYPOPES  TOV
Kataokevaotikod Oikov. No katatefovv ta amoartovpeva €Kl epyoieio Kot Opyava
UETPNOEMG KOl EAEYYOV KaBMG Kot Ta, 16YHOVTA TGTOTOMTIKA SLOKPIBmONG TOVC.

3. O1gpyacieg GLVTHPNONG TOV TAPATAVE® LUNYOVIULATOV TEPIAAUPEVOVV :

a) Tnv Aettovpyikn cuvtnpnon Tovg cOHUPOVa pe Tig 0dnyieg Tov Kataskevaotikov Oilkov
KoL E101KOTEPQ
-Tov éAeyyo ac@alelag , LETPNOELS TACEWMV TOAUDY , KAT.
-Tov éLeyyo wavotrog Aettovpyiog Kot KaANg amdooong .
-Tg avaykaieg pubuicelg , MTAvoelg Kot E6OTEPIKOVS KOOUPIGHOVG TOV UNYOVILATOV.

B) Tnv omokatdoTaon TVYXOV AVOUAAMV Kot EWIKOTEPO.
-Tnv amoxoatdotacn covifov Brapfdv Kot oy opelopéveay 6e PLGLOAOYIKN PBopd amd
cuviiBn xpnon .
-Tnv avtikotdotaon tov EOApUEVOV OVTOALAKTIKOV TO. OTOi0. TPEMEL OMOOEDELYIEVA VO
elval copPotd Kot KOTIAANAQ Y10 TO GLYKEKPIUEVO EEOTAIGUO OTTMG OTA OVOPEPOVTOL GTO
EYXEPIO0 EMOKEVNG-CLVTIPNONG KO GTO TEYVIKO PAKEAO TIGTOTOINGCTG TOL IOV LLOTOC.

-Tnv Myn k@B TPoANTTIKOD HETPOV Y10 TV OTOPLYT TVYXOV AvO LDV 1) (NdV .

Ot ax6AovBec TEPMTMOGELS OEV GLUTEPIAAUPAVOVTOL GTIC VITOYPEDGELS TOV GLVINPNTH:

1) Znuid 1 KoTooTpo@ TV unyavnudtov amd Oeounvieg (oetoudc, BveAles, vepd, KepavVvo,
OOTIY). ATO YTLUTUATA, TTOCN OO TO TPOSO®MIKO ToV NosokopElov 1| amd Tpitove.

i) H amodedetypéva, un evoedetypévn 1 Kok ypnomn Tov unyovnuatov orxd 1o NocoKoueio
N and Tpitovc.

i) H yprion axatdAAniov VAKOVY yio Ty anooteipmon, yio tov kabapioud anacBéotmond,
KaBdg Ko 1 eAmng dadkacia anacPéotwons , N Kabapiopov, mépa and Tig 0dnyieg
TOV KOTOOKEVOGTY] OGS avapépovtal ota Texvikd eyyepiow .

iv) H ka1 modtnto mapoyng vepol and to cvotnpo eneéepyosiog vepod tov Nocokopeiov.

V) H xoxm mapoyn| tpopodociog tacewg 220V/50 neprodmv tov Nocsokopeiov 1 g AEH.

Vi) Ot gpyooiec amocvOEoT|g Kol EYKOTACTAONG TMV UNYAVIUATOV GE VEOLS YDPOLC.

Edv {nm0ei amokatdotaon tov PAaPdV, AOY® TV TAPATAVE® TEPUTOGEMY Kol EPOGOV givat
ovvotdv, o avtariaxtikd Oo emPapdvovy tov IIEAATH kot 1 epyacio tov Zvvinpnt.

v) Tnv mepodikn GuVINPNoN TV UNYXOVNUATOV, TOL TPOYUOTOTOlEITal COUPOVO LLE TIG
odnyleg tov Karaokevaotikov Oikov og TakTd ypovikd olactiuote mov opiloviar amd
avToV.

d) TAPEG TPOTOKOALO MAEKTPIKNG OCQAAELNG TNG KOTNYOPIOG Kol TOL TOTOL TOL CVNKEL O
WTPOTEYVOLOYIKOG eE0MMGOG, Emetta omd KAOE EMGKELT| | GLVTHPNON.

€) TAMPT TPOTOKOAAD EAEYYOV TOLOTNTOC/ LETPHGEDV.

ot1) Katd ) cvvtipnon 1 emokevn, o Zovinpntig 0o tpoPaivel katd v dmoyr| tov, o€ Kabe
OTOUTOVUEVT] TEXVIKY] LETOTPOTN Y10 TNV OPTIOTEPT KO AGPAAN Agttovpyio Kol omdOooT
TOV XVYKPOTAUATOG, £P° OGOV TOUTO EMITPEMETOL 1| TPOPAENETAL OO TOV KOTAGKELOGTN
Oiko. Ot petatpoméc avtéc dev Oa €xovv emMMTOON OTNV TOPEYOUEVN TOLOTNTO KoL



TaxOTNTO TOV eKTEAOVUEVOV eeThoemV, OmmG avTég mposdtopiloviar otn cvopPacn g
ayopds Tov pnyoviuoatog. Avtifeto amookomohv o1 PEATIOON TOV AELTOVPYIKAOV
yopaktnpotikdv. O Xvvinpntig oeeirel va evnuepmvel tov ITIEAATH oyetikd pe tig
avafoduicelc-PEATIOGEIS TOV 1OTPOTEXVOLOYIKOV €I00VG TOV GLVIGTA O KOTOGKEVLOGTIKOG
oiKoc.

4. HMEPOAOI'TO

Kab' 6An ™ dudpkeln woyvog g mapovoag ovpPacng Boa tnpeiton muepoAdylo
Aertovpyiog PAafov kot cvvtipnong Tov ZVYKPOTHHOTOS, ME €vBvuvn Tov Tunuorog
Buotatpikng Teyxvoroyiag. To nuepordyto avtd Ba vroypdaeetot amd Tov apuoddlo 1tpd Tov
Tunuoatoc, tTov apuodio mAektpovikd tov Tunuatog Bioiatpikng Teyvoroyiog kot Tov
vevBuvo TeYVIKO TG eToupeiog. 1o MuePoAdYlo Ba avaypdpovtal dheg ot PAaPeg Kot T
aitid Tovg, KabmG Kot 01 EVEPYEIEC UMOKOTAGTUONG TOVG OO TNV TAEVPA TNG ETAPETNC.

5. HMEPEX KAI QPEYX YYNTHPHXHY KAI EIIIZKEYHX

H cvvtpnon 1ov nopandve 1otpotexvoloytkod eEomAopod o mpaypoatonoteitor Ommg
opilel o xataokevaoTikog Oikog amd Agvtépa €mg [Mapaokevn ko and opa 08:00 £mg
16:00. Na katateBodv ta oyetikd évromo Tov gyyepdiov ocvvripnong. H ddpkewa tov
gPYAcIOV cuvtnpnons Ba elval oKT® dPeg EKTOC EWOIKMOV avoyK®v, tov Ba opilovtar amd
Kooy pe tov AtevBovr] tov Tunuotog kot evnuepaovovtrog to Tunuo Buotatpikng
Texvoroyiag Tov Nocokopeiov. Katd v o1dpkeia 1@V TpoypoUUaTIGUEVOV ZOVINPHCEDV-
Emokevdv mov Ba yivovior amd tovg teyvikovg Tov Zuvtnpnt o edomoteitor omd Tov
>vvmnpnt pe Fax to Tpuqua Bloiatpumg Teyvoroyiog tov IIEAATH. I[Mapdapaocn avtov tov
Opov Ba emPEPEL TNV TOWVN TNG UM TANPOUNG TOV ETNGLOL TIHOAOYIOV oL Oa ekdideTan amd
TOV ZovInpny.

Ot emiokevéc ProPav Ba yivovrar kabnuepvég amd Agvtépa émg Ilapackevn Kot amd
opa 08:00 £mg 16:00. O emokevéc Prafav Ba yivovior — epdcov mapactel avdykn - and
opeg 08.00 éoc 22.00 tic Apyieg ot to Zappatokvploka, €poécov t0 Noocokopeio
epnuepevel. H mpocérevon tov Teyvikdv g etaipeiog yua T1g emokevés Oa yivetan Katd to
duvatdv péoa og 2 dpeg omd TV Eyypaen ANy TS £100ToinoNg ota Ypageio g,

Kotd v ddpkelo tov Zuvinproceov-Emckevdv mov Ba yivovtar amd tovg te(viKovg
g etarpeiog, Katd 1n ddpkew Tov wpapiov Asttovpyiag ¢ Buototpikng Teyvoroyiog
(07:00-15:00), Ba mopevpiokeTor Kol appodiog teyvikdg g Buoiotpikng Teyvoloyiag.
Emokevég mov Ba mpaypatomolobvrolr and Toug TEXVIKOVUG TG eTalpeiog EKTOG mpapiov
Aertovpyiog g Biototpikng Teyxvoroyiag, Oa evnuepovetor to Tpnquoa Bioiotpikng
Teyxyvoloyiag v auécmg emduevn nuépa kot o vroypdeeton to Agitio Emiokevnc.
[Mopapacn avtod tov Gpov Ba emEépst TV TOWN NG UN TANPOUNG TOL pUNvVieiov
TipoAoyiov ov Ba exdideTon amd TOV ZvvnpnT.

6. DOWN TIME

H emutpenduevn dudpkelo akvnronoinong (downtime) tov worpoteyvoroykod &idovg
ocuppoveital o€ dokdcieg capdvta (240) dpeg avd £Tog Yo T0 GUVOAO ToV e€omAoHOD. Qg
xPOVog axwnromoinong opiletar o ypoOVOG OKIVNTOTOINGONG TOV €Ml HEPOVS AVTOHVOU®V
AELTOVPYIKAOV HOVAO®V 1| TOL GLVOAOL TOV TPOTEXVOLOYIKOV €100VG KATA TOV Omoio deV
Nrav dvvatn N devépyeta meplotTatikov. O xpdvoc avtdg o mpocuetpeital afpoloTiKa and
TNV KANGN TOL ZVVINPNTH Yo ETICKELN, M omoia KANon Ba yivetonl cOU@OVO e TIG NUEPES
KOl  OPEC EMOKELNG MOV avAPEPOVTOL OtV Tapdypago 5. O ypdévog ovtodg Oev
nepthoppdver Tov ¥pdvVo TPOANTTIKNG ouvINpNong kot gpyacieg avafaduong tov
GLYKPOTNLOTOG,.



Q¢ mpeg axwnroroinong Ba Aoyiletal 1o cUVOAO TOV WPOV TOL 24MPOV ATO TNV BPO
gwomoinong Tov Xvvtnpnty, OMOC VT TEPLYPAPETOL TOPATAV®, HEYPL TNV TANPM
anokataotacn g PAAPNG. E@dcov o ypdvog akivnTomoinong Unyoviiotog DITOEVOTNTOG
vrepPel T1g 24 dpeg and ™V €domoinon / KANGN Tov Zuvnpnty, ot TEPAV TV 24 ®poV
damavnOeiocec dpeg dmAactaloviotl Yo TOV VITOAOYIGHO TOV ¥POVOL AKIVNTOTOINONG TG
TePIMTOONC.

7. IIOINIKEX PHTPEZ

210 T€M0C 10YV0G ekdotng £Thotag ZopPaocng Oa vroAoyiloviotl o1 MPES AKIVNTOTOINGNG
TOV L0TPOTEYVOAOYIKOD €100VG OT™G 0pileTal AVOTEP®.

[Ma kédBe dpa axvnromoinong mépav TV dokociov capdvia wpwv (240) avd £1og yia
10 6OVOAO TOL €EomMAMGHOD avd vrogvotnTa, Oa eMPAALETOL GTOV ZUVTNPNTH OC TOWVIKY
pntpa mapdtoon e Zoppoong 24 mpeg yopic apoPn kot 2% eni TG GLVOMKNG ETNGLOGC
a&lag g ovpPaong TPOSTILO AVl dPO OKIVNTOTOINGNG,.

H mowum pntpa mov tpoPAEnetal oTo MG Gvm 0EV UTOPEL VO EPAPLOCTEL GE TEPUTTOCELS
Beopmvimv, SoAoPBopdV Kot amodedElYEVODVY TapaPldcemy TG opONg xpnong.

H mapaxpdnon t@v mochv tov mtovikav pntpodv Ba yivetar pe apaipeon and 1o TG0
ovpPatikd tipnpa, 1 av avtd 0V EMAPKEL OO TNV EYYLUNTIKY| EXIOTOAN it TEAOG pE KOOE
VOUUO HEGOV.

8. O Zvvmmpntg mpémet va datnpel KOV EMAPKELDL OVIOALOKTIKOV Yot TNV GUECT
ATOKOTAGTAOT) TVYOV PAAPOV KoL TNV ATPOCKOTTN AEITOLPYIO TV UNYOUVILATOV .
Ye mepintoon un SwbecdTOg AVTOAAOKTIKOD AGY® OTL €Yel EKTVEDGEL TO YPOVIKO
SoTNUO. VTTOYPEMTIKNAG O100eG1UOTNTAS OVTOALOKTIKOV amd Tov Kataokevaotikd Oiko
Katd ™ odpkew ¢ ovuPacng cvvrinpnong, ovt) Bo SKOTTETOL KATOTV £YYPOONS
EVNUEPMOTNG Y®PIC OmOdNTOTE TEPATEP® EMPAPVVOT TOL ZVVTINPNTH KOl TO AVTIGTOLYO
Tiumua mov avoloyel 6to ypovo péxpt v ANEN ™S ovpPaocng Ba agaipeitor amd TO
GUVOAIKO Tipmpa aVTNg.

9. Na katatedel BePaimon/emioroln Tov Otkov Kotaokevng tov unyovnudtov, 0t 0o mopéyet
TOL ATOLTOVUEVOL AVTOAAOKTIKO KO DVAKE ETIGKEVNG KOl GuvINpnong Tov. Evailaktucd va
katotedel ONAmon-0éopevon OTL YPNCIUOTOIOVVTOL KATOAANAQ OVTOAAOKTIKG KOl VLAIKE
EMOKEVNG OMMOC OVTE OVAPEPOVTIOL GTO EYYEPIO0  EMGKEVNG-CLUVTNPNONG DCTE V.
dtc@altotel 1 opaAn, €0pLOUN Kot EVTOC TPOSLAYPAP®V AEITOVPYIO TOV EEOTAIGHLOV XWPIC
va emnpealetar n motomoinon CE tov punyovipotog.

10. Tw v koAn ektéleom TV Opov G €tnolag XOuPacng o Xvvinpntig 0o katabicel
Eyyontikn Emiotol a&iloag 5% g xaBapng ocvpupatikng aéiag g etfolag Xoppoaong
TAPOLG GLVTIPNOTG-EMGKEVNG, 16YV0G VOGS £TOVG apYOUEVNG Ol TNV Nuepounvia Evapéng
™g Zoppacng cvvtnpnong.

H EIIITPOIIH



