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EAAHNIKH AHMOKPATIA
YIHOYPI'EIO YI'EIAYX & KOINQNIKHX
AAAHAEITYHX
1"YTEIONOMIKH.ITEPI®EPEIA ATTIKHX
I''N. AGHNQN “O EYAITEAIZMOX" N.IL.A.A.
ETOX IAPYXHX 1884
AIEY®OYNXZH TEXNIKQN YIIHPEXIQN
TMHMA BIOIATPIKHE TEXNOAOTIAX

[IEPII'PA®H EPI'OY
XYNTHPHXH-EIIIZXKEYH
YIIEPHXOTOMOI'PA®QN GE HEALTHCARE

1. O Zvvmpntg avarappdvel OAeG TIC EpyOcieg GLVTHPNONG KOl ETCKELNG TOV TOPUKAT®
AVOQEPOUEVOY  UNYOVNUATOV, Kotd T1g Olebvdg  1oydovceg  TPodypopsés  TOv
Kataoskevaotikov Oikov, kKab” 6An ) didpketa 1oyvog g cvupaong .

O ocvvmmpntg mpénet va dwbéter EN ISO 9001:08 § EN ISO 13485:2003, pe medio
motomoinong v olakivion tatpoteyvoroyikmv npoidvieov kot EN ISO 13485:2003 yio v
TEYVIKN]  LIOCTNPIEN  TPOTEYVOLOYIKOV  Tpoidviewv. Na  kotateBovv to  mopamdve
TIGTOTOMTIKAL.

1. YIIEPHXOZ LOGIQ 9 e SERIAL NUMBER 64235US5  (Aktwvodiayvootiko Tunua)
. YIIEPHXOZ LOGIQ 9 e SERIAL NUMBER 82559US6 (Axtwvodyveotikd Tunpa)
. YIIEPHXOZ LOGIQ P6 pe SERIAL NUMBER 103234SU1  (Axtwvodiayvootiko Tunuo)
. YIIEPHXOZ LOGIQ P6 pe SERIAL NUMBER 103228SU3 (Aktivodiayvmotikd Tunua)
. YIIEPHXOXZ VIVID 3  pe SERIAL NUMBER 6317 (ME® 1)

. YIIEPHXOXZ VIVID 3  pe SERIAL NUMBER 3634 (Epylo Yrepnymv Kapdiig)

. YIIEPHXOX VIVID 7 pe SERIAL NUMBER 8762V7C  (ME® 2)

. YIIEPHXOZX VIVID 7 pe SERIAL NUMBER 9578VTL (Kapdroroyucd Tunua)

. YIIEPHXOZX VIVID 7 pe S/N 10017V7L (E€. Kapd/kd TIOAYKAINIKH)

10. YITEPHXOZX VOLUSON 730 EXPERT pe S/N A14811 (E&. I'vv/ko TIOAYKAINIKH)
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YHMEIQYH: O)lot 01 Topandvm VTEPT YOl GLVOIEVOVTAL ATO NYOPOLEG KEQPUAES SLOPOP®V THTWV
(LINEAR-CONVEX-Atotc00ayseiec).

2. Ot epyacieg avtég Ba exteAoVVTOL OO EOIKE TPOG TOVTO EKTOLOEVUEVO  TPOCOMIKO LE
TOTOMOMTIKO eKTTO{dEVONG OO TOV KOTOOKELOGTH 1| TOV €E0VGLOOOTNUEVO OVTITPOCHOTO
tov otv Evpomnaikn 'Eveoon o6mwg avtol opilovror oty Odnyio 93/42/EEC, yuw v
GUVTNPNOT TOL GUYKEKPIUEVOL HNYoviHatos. To ekmaldevpévo TPOoOMTIKO OTOOEdEYIEVAL
B £xel mapakoAovONGEL OAESG TIG EKTAOEVCELG KOl LETEKTOLOEVGEL TOV TTPOLYLOTOTOLOVVTOL
070 TOV KATOGKELOGTI O1KO Y10l TO GUYKEKPIUEVO HUNYAVILLOL.

H ocvvmipnon kot emiokevn| Oa yivetar pe to amoitobpevo €101KA epyaieio kot dpyava
UETPNOEMC KO EAEYYOL ,  OOUQOVO HE TIC OlEBvDG 10YOOVCEG TPOSYPAPES TOV
Kataokevaotikod Oikov. No katatefovv To amoartovpeva €K epyoieio Kot Opyava
UETPNOEMS KOl EAEYYOV KABMG Kot Ta, 15YHOVTA TGTOTOMTIKA SLOKPIB®ONG TOVC.



3. Oegpyaoieg cLUVTAPNONG TOV TAPUTAVED PUNYOVNUATOV TEPIAAUPEVOLV :

o) H ocOoppoon mepthapfdver tn AELITOVPYIKT GUVTHPNOT TOV VIEPNYOV Kot EOIKOTEPOL:
1. Tov éreyyo acpareiog, LETPNOELS TAGE®Y TOAUDV, KAT.
2. Tov éheyyo wovoTnTOC AEtTOVPYIOG Kol KOANG 0mdO00TG.
3. Tic avaykaieg puOuiocelg, Mmdvoelg K.AT.

B) H ocouPaon meprrapPdvel akdpa TV 0mOoKOTAGTOCT TUYXOV OVOUOMOV Kol EWOIKOTEPOL:

1. Tnv anokatdotacn cvvinbmv Prapadv Kot (NUIGY 0QPEIMOUEVOY GE PLGLOAOYIKT PBoPQ
amd cuvnOn ypnon.

2. Tnv ovTikoTdotaon Tov GLVOAOL TV PHUPUEVOV OVTUALAKTIKOV omd cuvion ypnon
eEapovpévav tav NYoforwv ke@oA®v Tov Ba TipoAoyodvTot BAGEL TOL TOPAPTNHLOTOS
7oV emovvanteTol 6tnV OWKOVOHIKN TPOGPOPA pe TNV TPoidOECT EMGTPOPNS GTNV
etapeios TOV YOAAGUEVOV KEPUADV €KTOG TV oTLAEd. Ta avtaAloktikd mpémet
ATOOEOELYLEVOL VO ETVOl GLUUPATA Kol KATAAANAL Y10 TO GUYKEKPIUEVO EEOTAGUO OTTMG
oUTE AVAPEPOVTIOL GTO EYXEPIO0 EMOKEVNG-GUVTNPNONS KOl OTO TEYVIKO (AKEAO
TIGTOTOINGNG TOV UMYV LLOTOG.

3. E&upovvror emiong moviog eidovg avardowo (yopti ektomwong, gels, kepalég

EKTUIOTOV KAT) TV 0toimVv 1 Tpoundeia Papivel Tov meAdTn.

Tnv AMym ka0e TpoAnTTiKoD HETPOL Y10l TNV ATOPLYN TVXOV OVOLOA®V 1 {Ndv.
Toyov avoPaduicelg tov katackevaotn Oikov og vdpyovta mpoypaupata (software,
KATL.) .
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Y) TANPEG TPOTOHKOALO NAEKTPIKTG aAGPAAELng Emetta and Kdbe EMGKELN 1] GLVTIPNOT).
0) TANPN TPAOTOKOAAL EAEYYOV TOLOTNTAG/ LETPNGEDV.

Koaté ™ ovvmpnon 1 emokevn, o Zvvinpntg Ba tpoPaivel koatd v dmoyn tov, o€ kdbe
OTOLTOVLEVT] TEYVIKT LETOTPOTN YOl TNV OPTIOTEPT Kol AGPUAY AgrTovpyio Kot amdd0cn TOv
YVYKPOTNHUATOC, €0’ OGOV TOVTO eMTpENETOL 1| TPOPAENETOL 0md Tov Kataokevaoty Oiko. Ot
peTaTpomég avtég dev Bo €xouv EmMMTOON GTNV TOPEYOUEVN] TOWOTNTO KoL TAXDTNTA TOV
exTEMOVUEVOY  eeThoE®V, OMMG aVTEG mpoodlopilovior otn ovpPfacn TG oyopds Tov
punyovnpatos. Avtifeto omookomovv 61 PEATIOON TOV AEITOVPYIKAOV YOPOKINPIOTIKOV. O
Yvvinpntig opeirel va evnuepovel tov IIEAATH oyetikd pe tig avaPaduioeig-pertidcelc tov
TPOTEXVOLOYIKOV EIG0VE TOL GLVIGTE O KOTAGKEVOGTIKOG 01KOG,.

o PAGPec omd mTOOES VYPDOV, TWTOOCN OCLOKELNG, Opavon, TAoNS OKTOLOL KA. TO
avtoAiaktikd emBapvvovy to [IEAATH kot 1 epyacio tov Zuvinpnty.

4. HMEPOAOTI'TO

Kaf' 6An m dudpxela 1oy0og g mapovcsag copfoocng Ba tnpeitor nuepordylo Asttovpyiog
Brafodv Kor cvvtipnong tov Xvuykpotiuatog, pe evbvvn tov Tunupatog Bioiotpikng
Teyvoloyiag. To nuepordyro awtd Ba vroypdeetal amd Tov appodo wTpd Tov Tunquatog, Tov
approolo niextpovikd tov Tunuotog Bioiatpkng Texvoroyiag kot tov vwevbuvo teyvikd g
etapeiog. Xto nuepordyo Ba avaypdeovior OAeg ot PAGPeg kot T aitid Tovg, kabmg Kot ot
EVEPYEIEG OMOKATAGTOGCTC TOVG OO TNV TAELPA TNG ETOIPELNG,.

5. HMEPEZ KAI QPEY YYNTHPHXHX KAI ETIIXKEYHZ



H cvvtipnon 1ov mopamdve 1atpotexvorloyikov eEomhopod Bo mpaypatomoleitot
ommg opilel o kataockevaoTikdg Oikog and Asgvtépa Emg [Tapaokevn ko and dpa 08:00 Ewmg
16:00. Na katatefolv Ta oyetikd Eviuma Tov gyyepidiov cuvtiypnone. Katd v didpkea tov
TPOYPUUUATIGUEVOY  Xuvinpnoenv-Emokevdv mov Ba yivovior amd Tovg TEYVIKOLS TOL
Yvvinpnt) Oa wdomoteitor amd tov Zvvrnpnt pe Fax 1o Tunua Broiatpwng Teyvoroyiog tov
ITEAATH. ITapapacn avtod tov dpov Bo emQEPEL TNV OV TNG UM TANPOUNG TOL ETHOLOL
Tiporoyiov ov Ba exdidetal and Tov ZvvinpnTy.

Ot emokevég Prapav Ba yivovrat kabnuepvéc and Agvtépa mg [apaokevn kat and dpa
08:00 ¢mg 16:00. O1 emokevéc PAapdv Oa yivovtor — OGOV TapacTEL AvAyKN - Amd GPEG
08.00 émg 22.00 11 Apyieg ko Ta ZaPPotokdpilaxa, epdcov To Nocokopeio epnuepevet.

H npocérevon tov Teyvikdv ¢ etanpeiog yua T1g emokevég o yivetat katd to duvotdv péco
o€ 2 ®peS amd TV Eyypoen ANy TS £100ToINoNG 6T Ypapeio TG,

Kotd v ddpkelo tov Zovinpricewv-Emickevmv mov Ba yivovtal amd tovg Teyvikovg
G €TOUPELNG, KATA TN S1dpKELD TOV wpapiov Asttovpyiag g Bloiatpumg Teyxvoroyiag (07:00-
15:00), 8o mapevpioketar Kot approddtog texvikds g Brotatpikng Texvoroyiag. Emokevéc mov
Oo mpaypatomolovVTOL OO TOVG TEXVIKOVUG NG etaipeiog €KTOG wpapiov Asttovpyiag Tng
Buotatping Texvoroyiag, Oa evnuepaoveror to Tuqua Boiatpikng Teyvoloyiag v apésmg
emopevn Nuépa ko o vroypdeetar 1o Agitio Emoxevng. [opdPfacn avtod tov dpov Oa
EMPEPEL TNV TOWN TNG UM TANPOUNG TOL pnviaiov Tyoloyiov mov Oa exdideTon amd TOV

Xovvnpnr.

6. DOWN TIME

H emtpendpevn oudpkewa axwnromoinong (downtime) tov otpoteyvoroyikol €i60vg
ocvpeoveital oe 01aKOc1ES capavta (240) dpeg ava £10¢ Yoo T0 GOUVOAO TOL €£OTAMGHOV. Q¢
xpOvog akivnromoinong opiletar o ypdvog akivnromoinong Twv eni PEPOLS OQLTOVOU®V
AELITOVPYIKAOV HLOVAO®V 1| TOL GLVOAOL TOV LUTPOTEXVOAOYIKOD €100VE KOTA TOV 000 dEV NTAV
duvartn 1 devépysln meprotatikov. O ypoévog avtdg Ba mpocuetpeitonr abpolotikd and v
KANON TOL XLVTNPNTH Y10 EMIGKELY], 1 omoio kKANon Ba yiveron cOPP®VE pE TIC NMUEPES Ko
DPEG EMOKEVNG TOV AVOPEPOVTOL GTNV TTapAypapo 5. O xpovog avtdg dev mepAapPavel Tov
YPOVO TPOANTTIKNG GLVTNPNONG Kot £pYacieg avaBdduiong Tov GVYKPOTLATOG.

Q¢ dpeg akwnronmoinong Bo Aoyiletar 10 GUVOAO TV ®PAOV TOL 24MOPOVL amd TNV ®PO
gloomoinong Tov  Xvvtnpnty, OTMG OoVTH TEPLYPAPETOL TOPOTAV®D, HEXPL TNV TANPN
amokatdotaon ™™g PAAPNG. Epdcov o yxpdvog axivntomoinong UnyoviroTog LTOEVOTNTOG
vrepPel T1g 24 dpeg and Vv €0omoinon / KANoN Tov Xvvtnpnti, ot TEPAV TV 24 wpdv
damavnbeiceg dpeg durhactdloviar yo Tov VTOAOYICUO TOL YPOVOL OKIVNTOMOINOoNG NG
TePinTOONC.

7. [TOINIKEX PHTPEX

210 TEAOG 10YVOG £KAGTNG £TNoL0G ZOuPaong Oa vroAoyilovton o1 MPES aKIVNTOTOINONG TOV
10TPOTEXVOLOYIKOV £i00VG Onmg opileTal avmTépm.

[Ma kédBe dpa axtvntomoinomng mépav TV d10KoGimV capdvta opav (240) avd £tog yia to
oLVOAO TOL €£OMAIGHOV avd LTogVOTNTO, o EMPAAAETAL GTOV ZVVINPNTH O TOWIKN PHTPL
wapatacn e ZopPaong 24 opeg yopig apoPn kot 2% eni g cLVOAIKNG eTNowg aiog TG
ovupaong TPOGTILO OVEL DPOL AKIVITOTTOINGTG.

H mowum pntpa mov mpoPAEnetal oto ™G Avm OeV UTOPEL VoL EQAPLOCTEL GE TEPUTTAOGELG
Beopmvidv, doloeBopdv kot amodederypévav mapopidcemv g opbng ypnons. Ot tuydv
Muwég mov Ba mpoxAnBohv amd TG MO TAVE TEPMTMOELS, KAOMG Kol To LAMKA 7ov Oa



amoltnOovV Yo TV avTIKOTAsTaoT TOL Pnyavinatog, Oa fapivouy kot Oa kaAlveBovv arnd tov
I[NEAATH.

H mapokpdnon 1ov Toocdv Tov Towikdv pntpav o yivetol pe apaipeon amd to £T1G10
ovpPatikd Tipnpa, M av avtd OV EMOPKEL amd TNV EYYUNTIKN EMIOTOAN €ite TEAOC pe KdAOe
VOO HEGOV.

8.0 Xvvimpnmg mpémer va Satnpel Kovr EMOPKELD OVIOAAOKTIK®OV Yoo TNV GUECT
OTOKATAGTACT) TUYXOV PAABOV Kot TNV ATpOCKOTTN AEITOLPYIO TOV UNXAVNUATOV .

9 Na xartatedel Pefaimon/emotoly tov Oikov Kataokevng tov unyovnudtov , 6t Oa
TOPEYEL TO OTOUTOVUEVO OVTOALOKTIKG KOl VAIKG ETIGKEVNG Kol GUVTNPNONG Tov. Evoiiaktikcd
va Katotefel SNA®oN-0EGUEVOT OTL YPNGIUOTOIOVVTOL KATOAANAQ OVTOALOKTIKG KOU LDAIKA
EMIOKEVNG OMMOGC OLTA  OVOPEPOVIOL OTO  EYYEPIO0  EMOKEVNG-GUVINPNONG DOTE Vol
So@oMoTel 1 OO, €0PLOUN KOt VIO TPOOLOYPAPDV AgtToVpYin TOV EE0MAMGLOD YWPig va
emmpedleton n motonmoinom CE tov punyoaviuotog.

10. T Vv koA ektéheon TV Opwv TG £tnolag XopPacns o Zvvinpntig o katabécel
Eyyontwkn Emotodn a&lag 5% g kabapng cvpuPatikng a&iog g etnotag oppacng mAnpovg
GUVTINPNONG-EMIGKEVTG, 10YV0G €VOG €TOVG apyOuevnS oamd tnv muepounvio &vapéng g
2Opupaong cvvtipnong.

H EIIITPOITH



