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EAAHNIKH AHMOKPATIA
YIHOYPTEIO YI'EIAX

I''N. A. <<O EYAITEAIXMOX -
ODPOAAMIATPEIO AOGHNON —
MHOAYKAINIKH>> N.ILA.A.
AIEYOYNXH TEXNIKQN YITHPEXIQN
TMHMA BIOIATPIKHE TEXNOAOTIAX

HEPII'PA®H EPIOY
XYNTHPHXH-EIIZXKEYH
YIIEPHXOTOMOI'PA®QN GE HEALTHCARE

1. O Zvvmpntg avarappdvel OAeg TIC epyacieg GLVTHPNONG KL ETGKELNG TOV TOPUKAT®
OAVOQEPOUEVODY  UNXOVNUATOV, Katd TG Olebvdg  oydovoeg  mPodypapsés  Tov
Kataokevaotikov Oikov, ko  6An ) didpkela 1oyvog g cOUPaomg.

O ocvvmmpnmg mpénet va owbéter EN ISO 9001:08 v EN ISO 13485:2003, pe medio
moTonoinomng v dakivnon tpoteyvoroyik®v mpoitdvtwv kot EN ISO 13485:2003 vy v
TEYVIKN  VTOGTNPIEN  WOTPOTEYVOAOYIKOV Tpoidviwv. No  Koatatefovv To  Topamdve
TG TOTOMTIKA.

1. YIIEPHXOZ LOGIQ 9 pe SERIAL NUMBER 64235US5  (Axktwvodtayvootkd Tunpo)
2. YIIEPHXOX LOGIQ 9 pe SERIAL NUMBER 82559US6 (Aktwvodtoyvwotikod Tunuo)
3. YITEPHXOZX LOGIQ P6 pe SERIAL NUMBER 103234SU1  (Aktwvodioyvootikd Tunuo)
4. YITEPHXOZX LOGIQ P6 pe SERIAL NUMBER 103228SU3 (Aktwvodtayvootikd Tunuo)
5. YITIEPHXOX VIVID 3  ne SERIAL NUMBER 6317 (ME® 1)

6. YIIEPHXOZXZ VIVID 3  pe SERIAL NUMBER 3634 (Epy/lo Yrepnymv Koapdidc)

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

8. YIIEPHXOZX VIVID 7 ne SERIAL NUMBER 9578VTL (Kapdioroyikd Tunua)

9. YITEPHXOZX VIVID 7 pe S/N 10017V7L (EE. Kapd/ko TTIOAYKAINIKH)
10. YITEPHXOZX VOLUSON 730 EXPERT pe S/N A14811 (EE. I'vv/xo TIOAYKAINIKH)

YHMEIQXH: OLot o1 mopamdve vaépnyot cuvodehoviot amd NYoPOAEG KEPAAES S1APOPOV THTWV
(LINEAR-CONVEX-Aw16000y€1Eg).

2. O gpyaociec avtég o exktelodviar amd €101KA TPOS TOVTO EKTOUOEVUEVO TPOCWOTIKO LIE
TIOTOTOMTIKO EKTOIOELONG ATO TOV KATAGKELAGTY| 1] TOV €£0VGLOJOTNUEVO OVTITPOGMTO TOV
otV Evponaikn ‘Evoon 6mwg avtol opilovior otnv Oonyia 93/42/EEC, yio Tqv cuvtipnon
TOV GULYKEKPIUEVOL UNyovinoToc. To ekmodevpévo mpocommikd omodederypéva Ba €xet
TOPoKOAOLONCEL OAEG TIC EKTOOEVGELS KO LETEKTALOEVGEL TOV TTPOLYLATOTOIOVVTOL OO TOV
KOTOUGKELOGTI] O1KO Y10l TO GUYKEKPIUEVO UMY GV LLCL.

H ocvvtipnon kot emokevn Bo yivetal pe ta omontovpeva €101KE pyoieio Kot Opyoava
LETPNOE®S Kol  €AEYYOL, oLHQOVO HE TIG O1eBvdg 1oyhovceg mPodypaPEés  TOV



Kataokevaotikod Oikov. No koatatebodv to amortovpevo €0KA epyoleio kot dpyoava
UETPNOEMC KOl EAEYYOV KaBMG Kot Ta, 16YHOVTA TGTOTOMTIKA SLOKPIBmONG TOVC.

3. Ot gpyaocieg GLVTHPNONG TOV TAPAUTAVE UNYOVIUATOV TEPAAUPEvOLY :

o) H ocOdppaon mepthappdvetl tn AEITOVPYIKY GUVINPNON TOV VIEPHXWOV KOt EOIKOTEPL:
1. Tov éreyyo acpareiog, LETPNGELS TAGEDV TOAUDV, KAT.
2. Tov éheyyo wovoTnTOG AEtTOVPYiog Kol KOANS 0mdd0omG.
3. Tic avaykaieg puOuioelg, Mmdvoelg K.A.T.

B) H oouPaon meptrapPdvel akodpo TV 0moKOTAGTOCT TUYXOV OVOUOMOV Kol EOIKOTEPOL:

1. Tnv anokatdotacn cvvibmv Prafadv kot (NUIOV 0OQPEIMOUEVOV GE PUGIOAOYIKY| POOpE
amd cuvnOn ypnon.

2. Tnv ovTikotdotaon Tov GLVOAOL TV PHUPUEVOV OVTUALUKTIKOV omd cuvion ypnon
eEapovpévav tov Nyoforwv kKe@oA®V Tov Ba TioAoyodvTot BAGEL TOL TOPAPTHLOTOS
Tov gmiovvantetol otnV OWOVOUIK TPocsPopd e TV mpoimdeon eMGTPOPNS GTNV
etapeios TOV YOAACUEVOV KEPUADV €KTOG TV oTLAed. Ta avtaAloktikd mpémet
ATOOEOELYLEVOL VO EIVOl GLUUPATA Kol KATAAANAL Y10 TO GUYKEKPIUEVO EEOTAGUO OTTMG
oUTE AVAPEPOVTIOL GTO EYXEPIO0 EMOKEVNG-GLUVTNPNONS KOl OTO TEXVIKO (AKEAO
TIGTOTOINGNG TOV UMYV LLOTOG.

3. E&upovvtor emiong moviog eidovg avardoo (yopti ektomwong, gels, kepalég
EKTUIOTOV KAT) TV 0TtoimVv 1 Tpoundeia Papivel Tov meAd .

4. Tnv Myn KaBe TPoANTTIKOV HETPOL Y10 TNV OTOPLYN TVYOV VOLOMOV 1) CNUdV.

5. Toyév avaPabuicelg tov katackevaoty Olkov (software, «Am.) .

v) [TAMpec Tp@TOKOALO MAEKTPIKNG ACPAAELNG TNG KOTNYOPIOG KOl TOV TOTOV TTOV OVIKEL O
WTPOTEYVOLOYIKOG eE0MMG OGS, Emetta amd kKOs EMGKELT] | GLVTHPNON.

0) ITpn Tp®TOKOALD EAEYYOVL TOLOTNTOC/ LETPTCEWV.

Koatd ™ ocvvmpnon 1 emiokev, o Xvvinpntg Oo wpofaivel katd v dmoyn tov, o€
K4Oe amatToOEVT TEYVIKN LETATPOTN Y10 TNV OPTIOTEPT KOl AGOOAY| AELITOVPYiO KOl AmOd0oN
TOL XVYKPOTNUATOC, £Q° OGOV TOVTO EMITPENETOL 1] TPOPAENETAL Atd TOV KaTaokevaotn Oiko.
Ot petotpomés avtég 0ev Ba €YoV EMIMTOON GTNV TOPEYOUEVT] TOLOTNTO KOL TOYVTNTO TOV
eKTENOLUEVOV  €EETACE®Y, OM®G avTEC mpoodlopiloviar ot ocOuPfacn ™G ayopds Tov
UnyYovnuatog. Avtifeto amookomovy ot PEATIOON TOV AEITOVPYIKOV YAPOKTNPOTIKOV. O
Xvvmpntg opeider va evnuepavel tov ITEAATH oyetikd pe tig avoPaduiceic-fertivoelg
TOV 10TPOTEYVOAOYIKOD E100VG TOV GLVIGTA O KATAGKEVOGTIKOG 01KOG.

Mo PAéPeg amd nTtOOES VYPAV, TTOOCN CLOKELNG, OBpavom, TAoNS OIKTVOVL KAT. TO
avtarhoktikd emiPapvvovy to [IEAATH kot 1 epyacia tov Zuvinpnt.

4. HMEPOAOI'TO
Kaf' 6An m odpkela 1oyvog ¢ moapovcsag ocOuPfacng Bo tmpeiton muepoAdylo
Aertovpyiog PAafdv kol cvvIpnong TOL XVLYKPOTHUATOG, He €uBdvn tov Tunpotog
Buoiatpikng Teyvoroyioc. To nuepordylo avtd Ba vroypdpetor amd Tov apuoddto 1aTpd Tov
Tunuatog, tov appodto mAektpovikd tov Tunuatog Bioiotpikng Teyvoloylog kot tov
vevBuvo TEYVIKO NG eTonpeiag. 1o Muepordyto Ba avaypdagpovror 6Aeg ot PAdPeg kot Ta
aitid TovG, KaBMG KoL Ol EVEPYELES OMOKATACTUGNS TOVG OO TNV TAEVPA TNG ETOLPELQG,.



5. HMEPEZ KAI QPEX X YNTHPHXHX KAI EITIXKEYHX

H ocvvtpnon tov mapoandve tpoteyvoloyikod eE0mAGHOD B TpayLoTOTOlEiTON OTTMG
opilet o kataokevaoTikog Oikog and Agvtépa Emg [apackevn kot and mpa 08:00 £wg 16:00.
Noa katoatefodv 1o oyetikd £vrvma tov gyyepdiov cvvimpnone. Kotd v dudpkein tov
TPOYPOUUOTICUEVOV Zuvinprioewv-Emickevdv mov o yivovior amd tovg Te(vIKoDg TOV
Yvvtnpnt) Ba ewdomoteiton amd tov Xvvinpnt) pe Fax to Tunqua Bioiatpumg Texvoroyiag
tov I[IEAATH. [opdPacn avtod tov 6pov Bo em@épel TNV TOWNA TG UN TANPOUNG TOV
€TNG1OV TIHOAOYIOL TTOV Bl £KOTdETON OITO TOV ZVVTNPNTY.

Ot emiokevéc ProPav Ba yivovrar kabnuepvég amd Agvtépa émg Ilapackevn Kot amd
opa 08:00 é¢mg 16:00. Or emokevéc PraPav Ba yivoviar — epdcov mapaotel avaykn - and
opeg 08.00 émg 22.00 Tig Apyleg xor to ZoaPpatokvplaka, £pdcov to NOGOKOUEID
EQMUEPEDVEL.

H npocérevon tov Teyvikdv g etoipeiog yio Ti¢ emiokevés Oa yivetatl Katd to duvatdv
péoa og 2 dpeg amd TV £yypaen Ayn g 100T0INoNG 6TO YPOPELX TNC.

Kotd v ddpkelo tov Zovinprioeov-Emickevdv mov Ba yivovtar amd tovg Te(viKovg
g etaipeiag, Kotd TN OdpKeln Tov popiov Aettovpyiag g Buotatpikng Teyvoroyiog
(07:00-15:00), 6o mopevpiokeTor Kot oppodlog texvikoc tg Buoilatpiknie Teyvoloyiac.
Emokevég mov Ba mpaypotomoobvior and Toug TEYVIKOVUG NG £TOUPEing €KTOG wpapiov
Aertovpyiog ¢ Buolatpikng Teyvoroyiog, 6o evnuepoveror to Tunua Buototpikng
Teyxvoroylag v opéomg emodpevn nmuépa kot Ba vroypaeetor 10 Aghtio Emokevnc.
[TopdPacn avtov Tov Opov Ba EMPEPEL TNV OV TNG UN TANPOUNG TOVL UNVIeiov TIHoAoYiov
7oL Oal EKOTOETAL QIO TOV ZVVTNPNTY.

6. DOWN TIME

H emitpenduevn ddpkea akwvnromoinong (downtime) tov torpoteyvoroykod €id0vg
cvppmveital o dakdoieg capavta (240) dpeg avd £T0¢ Y00 TO GOVOAO TOL E0MAMGHOY. ¢
xPOVOG axwvnromoinong opiletar 0 ypOVOG aKVNTOMOINONG TOV ML UEPOVS OVTOVOUMV
AELTOVPYIKAOV HOVAO®V 1 TOV GLVOAOL TOV 1OTPOTEYVOAOYIKOV €100VG KaTd TOV Omoio Ogv
ntav dvvatn n devépyela meptotatikov. O xpoévog avtdc Ba mpoosueTpeital afpoloTikd amd
TNV KANGN TOL ZuVTNPNT Yo EMGKELT, N omoia KANon Ba yiveTar cOPP@VO HE TIC NUEPES
KOl (OPEG EMMOKEVNG OV AVAPEPOVTOL GTNV TOPaypapo 5. O ypdvog avtdg dev meprlopPdver
TOV YPOVO TPOANTTIKNG GLVTHPNONG Kol EpYOGIES OVAPAOUIONG TOV GLYKPOTIHLATOG.

Qg dpeg akivnronoinong Oa Aoyileton 10 6GHVOLO TV POV TOV 24MPOoV amd TNV OPO.
gvomoinong Tov Xvvinpnty, OM®G OVTH TEPLYPAPETOL TAPOTAV®, UEXPL TNV TANPN
anokataotacn ™G PAAPNS. Epdcov o ypdvog akivnTomoinong Unyoviniotog VIToEVOTNTOS
vrepPel T 24 dpeg and v gwonoinon / kKANon Tov Xvvinpnti, ot TEpaV TV 24 wpav
damavnOeicec dpeg NmAactalovTol Yoo TOV LTOAOYICUO TOL YPOVOL OKIVNTOTOINoNG TNG
TEPIMTOOTC.

7. [IOINIKEX PHTPEZ

210 TEAOG 10%VOG eKAoTNG £TNoG ZVUPoong Ba vroroyilovTal oL MPES AKIVNTOTOINGNG
TOV 10TPOTEYVOLOYIKOV £100V¢ Omg opileTor avmTEP®.

Mo kdBe dpa axtvnromoinong tEpav TV daKocinv capdvia wpav (240) avd £tog Yo
T0 oUVOAO TOL €£omMMGHOV avd vroevotnta, Oa emPAAAETOL GTOV ZLVTNPNTH ®G TOWVIKN
pntpo mapdtacn e XouPaong 24 dpeg yopic apoln kot 2% eni TG GLVOAKNG ETNCLOG
a&lag g ocvpPacng TPOCTILO OvVA MPO. KV TOTOINONC.

H mowikr pntpa mov mpoPAémetol ota g dve dev Umopel va, EPAPULOCTEL GE TEPIMTMOCELS
Beopnvidv, SoMoPBopdV Kot amodedElyUEVOV Tapafliacemy T opOng ypnone.



H napokpdnon tov Toocmv TV Towvik®v pntpav Bo yivetot pe apaipeon omd 10 €TNG10
ovuPatikd Tiumua, N av avtd dev emapkel amd TNV €YYUNTIKN EMGTOAN &ite TEAOG pe k(Oe
VOO PEGOV.

8. O Zvvimpntg mpémet vo dtnpel KoV ETAPKEID OVTOAAUKTIKOV Ylo. TNV OUEOT
AmOKOTAGTACT] TUYOV PAAPOV Kot TNV ATPOCKOTTN AEITOLPYIO TV UNYOUVILATOV .
Ye mepimtoon un SbecIUOTTOC OVTOAAOKTIKOD AGY® OTL €YEl EKMVEVGEL TO YPOVIKO
SLIGTN O VTOYPEDTIKNG O1obeaOTNTOS avTaALaKTIKGOV 0t Tov Kotaokevaotikd Oiko kotd
T ddpKela TG oVUPAonG cLVTNPNONG, oVTN o SIKOTTETOL KOTOTLY £YYpaeNS EVUEPWOONG
Yopic omoladnmote mepATEP® EMPAPLVON TOL ZVVTNPNTH KO TO OVTIGTOLXO TIUNUO TOV
avaloyel 6to xpovo péEypt v ANEN g ovuPaocng o agaipeital amd T0 GLVOMKO TiUnUo
QVTNC.

9. No kartatebel BePaimon/emicrodn tov Oilkov Katoaokevng tov unyovnudatov, 0tt Ho
TOPEYEL TO  OMOUTOVUEVO OVTOAAOKTIKG Kol VAIKG EMIGKELNG KOl GUVINPNONG TOV.
Evadloktikd va  KotateBel ONAmon-0écpevon  OTL  ¥PNOLUOTOOLVTOL  KOTAAANAQ
OVTOAAOKTIKG KOU DAMKG ETIOKELNG OMMG OLTA OVOQEPOVIOL GTO EYYEWPIO0 EMIOGKELNC-
GLVTNPNONG DGTE VA SCEAMOTEL 1 opaAr, €bpLOun Kot evtog TPOdypaPdV Agttovpyia
tov eEomMaopol yopic va emmpedletar n motonoinon CE tov punyoviuatog.

10. Tw Vv koA ektéleom TV Op®V TG €Ol XopPacng o Xvvimpntig o kotabécet
Eyyontmkn Emiotod) ailag 5% g kaBapng cvpPotikng aflag g etolag Zoppoacng
TANPOVLS GLVTNPNONG-EMGKELNG, 1GYVOG EVOG £TOVG aPYOUEVNG amd TNV Nuepounvio Evapéng
mg ZopPoaong cvvripnong.

H EIIITPOIIH



