YNOYPTEIO YT'EIAZ E€oxn ®eooalovikng 12/10/2018
3n YTEIONOMIKH NEPI®EPEIA MAKEAONIAZ

FENIKO NOZOKOMEIO ©EXXAANONIKHZ Api6. lpwr.: 14918
«EQPT1OZ MATMANIKOAAQY »

Tayx. Alvon - E€oxn, ©eooalovikn

Tay. Kwdikag :570 10

MAnpogopieg : FkiouZétrag AGUTTPOG MPOZX: k4B evdiapepdPEVO
TnAépwvo : 2313 307195

TnAeopoioTuTria 12313 307023
HAektpov. Alvon  : prom@gpapanikolaou.gr

OEMA: B @daon onuoociag dIaBoUAEucns TEXVIKWY TTpodiaypa@uwy OTo TTAQiCIOo
OIEVEPYEIOG AVOIKTOU CUVOTITIKOU JIAYWVICHOU UE QVTIKEIMEVO TNV TTPoNBeia evvéa (9)
POopPNTWV aTTIVIBWTIKWY cuokeuwv (CPV: 33182100-0)

ZXET.

1. Tnv um. apiBu. A2B/.M.0k.60150/4-8-2016 (PEK 447/YOAA/25-8-2016) KoOIVA UTTOUPYIKN
amégacn pe Tepiexouevo 1o d1opioud AvammAnpwtr Aioikntr) 1o “I.N.O «I. TTAMANIKOAAOY»”,
ME appodIdTNTa OTNV opyavikr povada Tng £dpag «I. MATMANIKOAAOY», apuodidétntag 3ng Y.IME.
MAKEAONIAZ.

2. Tig diatageig Tou N. 3580/2007 «IMpounBeieg Popéwv EmmomTeudpevwy atmd 1o YTroupyeio Yyeiag
ka1 KoivwvikiAg AAMNAgyyUng kai dAAeg diatagelg (PEK 134/18-06-2007 1.A")

3. Tig datageig Tou N.4412/2016 «Anuooieg Zuupdoceis Epywv, MpounBeiwyv kar YTNPeCIwv»
(Trpooappuoyn aTig Odnyieg 2014/24/ EE ka1 2014/25/EE), 6TTwg 10X UEl

4. To ut. ap. 4661/14.09.2016 éyypago TnG EMY OXeTIKA Ye TNV apuodIdTNTA TNG VA EYKPIVEI TEXVIKEG
TTpodiaypagEg UETA TN BE€an o€ 1I0XU Tou v. 4412/2016.

5. Tnv amégeacn mou éAafe 10 AloiknTiké ZupPouAio Tou Noookopgiou katd Tnv 6n/13-04-2018
(O¢pa 50, £KTAKTO) ouvedPIAON TOU HE TNV OTToIa eyKpiBNKe n SlEVEPYEID AVOIKTOU GUVOTITIKOU
SlaywVIoPOU PE KPITAPIO KATAKUPWONG TNV TTAEOV CUUEPEPOUCTA ATTO OIKOVOUIKA ATTown TTpocPopd
povo Bdoel TIUAG, €vavTl OUVOAIKNG TTpouTttoAoyioBeicag damdavng capdvra evvéa XIAIGdwWV
Trevrakooiwv Eupw (49.500,00 €) un cuptrepidaufavopévou Tou P.IA. yia Tnv TTpounRBeia evvea
(9) @opnTwv amvidwTIKWY cuokeuwv (CPV: 33182100-0) yia TIG avAyKEG TWV VOONAEUTIKWV
TUNUaTwy Tou Noookopegiou.

6. Tnv ut. apiB. 437/30-04-2018 atmrépacn Tng Aioiknong PE TNV OTTOId CUYKPOTABNKE ETTITPOTTA
oUVTOENG TEXVIKWYV TTPOdIAYPAPUIV VIO TOV aVWTEPW dIaywviouo (6).

7. To ut. apiB. TpwT. 9205/15-06-2018 TTPAKTIKO UTTOBOAAG TEXVIKWV TTPOBIOYPAPWY TNG ETTITPOTTAG
oUVTOgNG TEXVIKWYV TTPOdIaYPaAQUIV.

8. Ta amoteAéopara ™G A’ @dong dnuoaiag SIaBoUAEUCNG ETTI TWV TEXVIKWY TTPOdIAYPAPUIV HE
KwodIk6 18DIAB000003244.

9. To um. apB. TpwT. 14874/11-10-2018 TIPOKTIKO UTTOBOAAG TPOTTOTTOINMEVWYV  TEXVIKWYV
TTPOJIAYPAPWYV TNG ETTITPOTTAG CUVTAENG TEXVIKWYV TTPOdIAYPAPUIV.

ANAKOINQZH

To 'N.©. «I'. MNMatravikoAdou» avakoivwvel Tn dieaywyr Tng B’ @dong dnudaoiag
OloBouUAeuoNnNG ETTi TV TEXVIKWYV TTPOdIaypa®wy OTo TTAQioI0 OIEVEPYEIOG QVOIKTOU
OUVOTITIKOU  OlaywVvIOPoU, ME avTikeEiyevo Tnv  TTpounRBeia  evvéa (9) @opnTwv
amviIdwTIKwy ouokeuwv (CPV: 33182100-0) yia TIG AVAYKEG TWV VOONAEUTIKWV
TUNUATWY Tou Noookougiou Kal KPITAPIO KATakUpwaong Tnv TTAéov oup@Epouca atrd
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OIKOVOMIKI aT1Toyn Trpoo@opd povo Bdaoel TIAG, TTpoutroAoyiopou 49.500,00 € un
oupTrepIAauBavopévou Tou O.IM.A..

O1 evdlapepdPEVOI UTTOPOUV Va AGBOUV yvwWon TwV TEXVIKWYV TTPOdIaYypa@wY: d. atrd
TOV 10T6TOTTO TOU EBVIKOU ZuoTtrpartog HAekTpovikwy Anpooiwv ZupBdocwv (EXHAHZ)
o710 ouvdeopo «Alapoulevoeig» (http://www.eprocurement.gov.gr) kar (. amo Tov
lototoTro  Tou  [.N.©. «[. TlatmmavikoAdou» oT0 OUVOeopo  «AlaBouleloeig»
(http://gpapanikolaou.qgr).

H diaBouAeuon opiletal yia xpovikd didoTnua 04 nUEPOAOYIOKWY NUEPWY ATTO TNV
avapTnon TnG TTapoucag avakoivwong otov 1oTtototro Tou EXHAHS. Or1 rapatnprioeig
TWV EVOIOPEPOUEVWV POPEWV UTTORAAAOVTAI aTTEUBEIAG OTNV NAEKTPOVIKN TTAATPOPHA
Tou EZHAHXZ pe tnv emAoyrp «Karaxwpnon XxoAiou». [llapakaAeioBe yia Tnv
AVTATTOKPION Kal CUMMETOXA 0ag oTn dnuooia diaBouAsuon.

O ANANAHPQTHZ AIOIKHTHZ
TOY NOZOKOMEIOY

KYPIAKOZ A. TZIMMNOYAHZ

Juv.: Keipevo Texvikwv npodiaypapwyv (16 ogAidec)
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TEXNIKEY ITPOAIATPA®DEY AIDAYTKOY AITINIAQTH

ME BHMATOAOTH

1. Na etvat Kavodplog, apetayeiplotog,ovyxpovng texvoloyiag kat avlektikng kataokevng. Na
nAnpot OAa ta Evpenaikd npotona ac@aletag Kat oot Tag.

2. Na etvatl popntog pe xeypohapn) petagopds. Na eivatl pikpov dtaotdoemv Kat Bapoog mg 8,00
Kg oopnepthapBavopévng xat g praatapiag.

3. Na Aettovpyet oe ovvOrikeg Beppokpaotiag -5 éwg + 45°C (£ 10%).

4. Na Aettovpyetl pe tpogodoocia diktvov 220V / 50Hz xat pe emava@opti{opeveg prarapieg
PEYAANg avtovopiag

5. Na pmopel va amodmoet 80 amvidmoelg otr péylotn evépyeld Kat TOLAAYOToV 2,5 ®peg
(monitoring) yia napakoAovBnon aobevoog (pe v xprion povo pnatapilag).

MONAAA AITINIAQXHY

6. Na eivat dipaoikrg texvoloyiag, pe arnmodidopevn evepyeta aro 2 €ng 200 Joules TovAdyiotov.

7. Na petpdet avtopata v ekaotote Sabpakiky avtiotaor) tov aotevovg Kat va Ipooappodet
TOV IHAAPO aImvid®ong OOPPOVA Pe AVT).

8. O amvidwtg va etval KataAnlog yla eo®TePIKI) KAt e{@TEPLKI], OLYXPOVI] KAl AOLYXPOVI),
eVNAIK®OV Kat Iaidmv, xeypokivity Kat oupBoovAenTik) (npt-avtoparr)) amvidwmon.

9. Na Owbételt @povnukd Kot ypa@ka pnvopata kKabodrjynong tov xewploty KAtd ThV
NpavTopaty) amvidwmon.

10. 2t xeypoxivntn Aettovpyia, 1 evepyela va pmopet va emheyet oe Pryparta amo 2 eng 200 Joules
TovAdyotov (va avagepbodv avalvtikd oAa ta evoldpeoa Pripata).

11. Kata 1 ovyxpoviopévn kapdoavaradn va epgaviletat evoeln oty obovn kabmg xat va
papkdapetat to énappa R petd 1o onoio va xopnyeitat to 0ok.

12. Na napéyet Oepaneia eSotepixn)g amvidwong peoo PADDLES kabog xat péom aoTtokOMNntov
nAekTpodimVv piag xprong ya amvidworn) amnod anootaon.

13. H em\oyr) g evépyelag Kat 1 gpoOpPTLon Tov amvidmtr) va yivetat kat amo ta paddles xat amo
TOV IMIVAKA EAEYYOD.

14. H yepoxkivntn Aettovpyia tov amvidotr) va eivatl amAr) KAt va IPaypaTtonoleital o anid
Brjpara. Ta mrktpa amvid®ong va Ppiokovidal oto oopd Tov amvidetr) apldpnpéva yua myv
€OKOAI) KAl AHEOT) XP1)OL) TOV.

15. O xpOvog @OpTIONG OT1) PEYLOTH) EVEPYEL HE ML VEA, TAIP®S QOPTIOREVT pIatdapia va pnv
vrnepPatvet ta 7sec.

16. O xpovog QpopTIOoNG TG patapiag amo v tpo@odooia O1KTvoL va pnv vrepPatvet Tig 5 mpeg.

17. Katda mv nuavtopat anvideon va eAéyyetat 1 ovvdeor) tov nhektpodiov kabwng xat to HKT
ToL aobevoldg yia va mpoodtoptotel edv andatteitat amvidwor). Na npoteivetat amvidoon tov
er1g kapdloappvbpi®v: KOWaKY] pHAappapoyl] péoov ImAATovg peyalvtepov tov 100pV kat
KoW\aki) tayvokapdia pe pobpovg peyalovtepovg tov 150bpm.

18. Katda myv nuavtopatn amvidmon va avayvopiletat n mapovoia amvidm®otpov appuipiov
KAl va QopTifel avtopata oe IMPOYPAPPATIOREVA EMTEdA EVEPYELAG,.

19. H ovokevr) va anogoptifet avtopata pe Vv napodo edrvta mepirrov SevtepoAEnT®V, eQOoOV
dev yoprnynbet n evépyeia, yia Aoyoog acpaetag,.

20. Na @épetl evoopatopévo tester yia Tov amvidmtr), mov eAéyyel v evépyeta £50doL Kat Vv
akepaomta T®v KaAodi®v kat t®v paddles. To amotéAeopa tov test va epgaviletat oty
000v1 Kat va Kataypd@etat 0To KATaypPapLKo.

21. 'O\eg ot oLVOEDELS 1€ TOV APPMOTO VA ELVAL NAEKTPIKA HOVOPEVEG.

MONITOP ITAPAKOAOY®HXHY
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.H obovn va etvat eyypopn oynAng avdivong 2 KavaAldv (TOLAAXLOTOV), Olay®viov
5,507 (tovAayiotov), pe taxvmta odpwong 25mm/sec. Na Owabetet ) dvvartomta
napaxkoAovdnong vrao ywvia. Emiong va eitvat peyaing @oatevotntag KatdAAnAn axkoprn xat
yla oovbrikeg pe vynAr nAogaveta kat va drabétet pobplopevn avrtibeor).

210 pOVITOp Va aretkoviletat 1) emheyopevn) eveépyela kabmg Kat 1) evépyela oo 00bnke otov
aobevr).

Na epgaviletat yneraxka o xkapdiopvbpog oe xkhipaxa 15-300 bpm (+ 10%). Emiong va ¢épet
poOpfopeva opla oovayeppov yia tov kapdopvdpo (60-280bpm yia tayvxkapdia xat 20-
100bpm yta Bpadvkapdia.) (£ 10%).

Znv oBovr) va epgpavifovtat mnpo@opieg yia Tig £6r)g mapapétpong: kapdtopvduo, anaymy) /
nAektpodia, kataotaon ovvayeppmv on/off, SpO2, EtCO2, Aettovpyleg kat odnyieg yia v
npt-avtopatn Aettovpyla, TEOT AMVIOMTI), TEOT ALTOOAYVAOONG, OPANPATA KAl EVEPYELEQ
d10pBworng avtav, Aettovpyieg Tov Prjpatodots).

H ei0000¢ 111G 0LOKELIIG VA elval TANP®G IIPOOTATELPEVT) aIl’ T AetTovpyia TOL AmViOMT KAt
va dwabetet e1d1k0 kOKA@pa mov dev emttpénet napapop@oon too HKI amd tov naipo mov
divet o Pypatodot.

Na @épet 10O KOKA@PA TO OO0 aviXVeLeEL TOXOV EHPUTEDPEVO POVIHO Bnpatodotn Kat va
papkdapet oty 00ovn 1o Prpatodotovpevo ixvog.

KATATPAPIKO

28.
29.
30.

To kataypa@ko va etvat vynArg avalvong xat Beppikov tomoo.

Na Stabetet taxvmTa eKTONIMONG TOLAUXIOTOV 25 mm/ sec

Na xataypdgovtar ot &g MapdpeTpot. ®pd, nHpepopnvia, evépyela amvid®ong,
kapdlopvbpog, £5odog Prnpatodotn, deiktng ovyxpoviopoo pe to QRS, péyebog HKI, anaywyr,
amnotéAeopd Tov teot Tov amvidwtr), avaivon HKI, otapampa avalvorng, vnapdn Bopvpoo
HKT, oopPoolég yia amvidmor), kat OtayvemoTiko medio Tip®y.

31. Na tibetat oe Aettovpyla avtopara petd amno evepyornou)on alarm 1y yoprjynon amvidoong Kat
va xataypaget nepiroo 15 sec HKT.

32. Na deyetat Oeppiko yapti epmopiov.

MONAAA BHMATOAOTHXHX

33. O Bpatodotg va eivar oOyXPOVHG KAt aoOyXPOVIG AETovPYlag IIPOOTATELHEVOG AIIO TN
Aettovpyila Tov amvid@Ty.

34. Na napéyet opfoymviko napo Pnpatodotnong, otabepov pevpatog, pe didapxeta 40 msec.

35. To m\atog maipoo va eivat pobpilopevo amo 20 ¢éng 140 mA tovAdayotov.

36. O pobpog Pnparodotnong va etvat podpfopevog amo 40 émg 180 ppm (tovAdyiotov).

37. Na Owabetet Suvatotta IPoo®PLVIG IAPAKoAoLONOng ToL LIIOKEEVOD pubpod Ywplg TtV
arevepyoroinon tov Prjparodotn.

38. Na £xetl emhoyn Aettovpyiog acvyypovns Kot a0yypovng Pruatodotnong (demand & fixed).

T'ENIKA

39. To HKI' va AapPaverar péom 3-5 moAwov xalwdiov, eite péom twv paddles 11 tov
AVTOKOAANT®V NAEKTPOdIGV.

40. Na éxet v dvvatotuyta peyebovong too HKI'/tog 0e 0,5, 1 xat 2 cm/mV tovAdyiotov. ‘Omoteg
evdlapeoeg 1) peyalotepeg peyevBovoetg Oa extipnoov.

41. Na dwafetet nxntika) evoedn QRS pe pobplopevn évraon.
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42. Na owabeter oovayeppoovg (Alarms) yia 0Aeg tig mapapétpoog napaxkolovtnong. Emumiéov va
drabétet ed1ko ovvayeppo VE/VT Alarm.

43. Na Owabéter ovotnpa amobrkevong TV IEPIOTATIKOV KAl EKTOMNMONG OLYKEVIPDTIKI|G
nepiAnyng ywa kabe meplotatiko omv omoia Oa xatraypdagovtar xat Ha tonwmvovtat oto
Kataypd@ko Ola ta otowyeia too HKI mpiv kat petd v amwvidwon, o apidpog tov
amvionoenv, 1 Owabwpakiky avtiotaon tov acbevi), 1) TPAYHATIKY] OPA Kat OlIPKELd TOD
IIEPLOTATIKOL Kat AAAeg TIANpOPopieg.

44. Na &wabétet adlomoto ovOTPA ALTOEAEYXOD KATA TO OO0 Va eA&yXovidl To KOKA@PA
popTIong-ekpoptong, ta paddles-pads xat 10 kaAwdo amvidwong. O avtoéheyxog va
IIPAYHATOIOELTAL ADTOPATA ATIO TO PNXAVHA KAaOnpeptvd, akOpa KAt pe To PnAavnpd eKtog
Aettovpylag, Kat va vrdpyet 1 SovatoOTNTA EKTONIMOONG TOV ATIOTEAEOPATOV.

45. Na oovodedetar amd tpoxrAato tparelidlo pe éva ovptdpt ya v arnobnkevon tov
IAPEAKOPEV®OV TOD AMVIONDTL).

46. Na ovovodevetar ano PADDLES emtepikr)g amvidmong evnAikov kat nadtatpkd, {evyog
aovtokOMntwv  PADS  amvidwong/pPnpatodotnong, ovvOetkd  KaA®dlo  amvidmong
Brparodotnong, 3-moAko kaAwdio HKI, xapti extonmtr).

47. Na pmopet va dexbet evioyotr) SpO2 yua pérpnon ofvpetpiag pe aobnujpa daxtdrov. (va
npoo@epbet pog emAoyry).

48. Na propet va dex0ei povada xamnvoypagiag (va mpoogepbel mpog emioyr)).

EIAIKOI OPOI

‘ONa Ta €ién Kal LAKA TToL Ba TPOCKOWIoE O TTPEOPNBELLTAC OTO NOCOKOWEIO YIa TNV
EYKATAOTACN KAl AEITOLEYIA TOL LTTO TTEOUNBEIA UNXAVAUATOC TTEETTEN VA Eival KAIVOLPYIA
QUETAXEIPIOTA XWPIG EAATTWUATA KAl VA IKAVOTTOIOLY OAOLG TOLG OPOLG TNG SIAKAPLENG KAl
TNG ovupPaocng TMov Ba cuvaEBde, TTov Ba kKabopilovv TOV TOTTO, TNV KATNYOPIA KAl TA
OTTOAOITTA XOPAKTNPEICTIKA TOL.

Ta kaTtaTBéueva Prospectus mpemel va emaAnBeboLV TA TEXVIKA KAl TTOIOTIKA XOPAKTNEICTIKA
TTOL AvaypAPoOVTAl OTIC TIPOCPOoPES. Ta prospectus Ba mpémel va eival autd ToL
XPNOIUOTIOIEl O KATAOKELAOTIKOG OIKOG VA &ival TTPWTOTLTTIA N ELKPIVA  ETTIKLPWUEVA
PWTOAVTIYPAPA e SLvATOTNTA £EAKPIPWONG TNG YVNOIOTNTAG TOLG (TTX. TTAPATTOUTIN) OTNV
NAEKTPOVIKN S1ELBLYVON TOL ETTICNUOL Site TOL KATATKELATTIKOL OIKOL).

Y€ TIEQITITON TIOL  TEXVIKA OTOIXEIA TNG TIPOOPOPAC &ival SIAPOPETIKA ammd 1A
avaypa@opeva ota Prospectus ) dev emapkoLy yia TNV emMPERQiOON TV ATTAITNCEWY TNG
SiakNpLENG, TTEETTEN va KATATIOETAI ETTIRERAIWTIKA ETTIOTOAN ATTO TO VOUIUO EKTTOOCWTIO TOL
OIKOL KATAOKELNG TOL TTPOIOVTOC I KAT EAAXIOTOV ATTO TOV ETIONUA AVAYVWPICUEVO OTNV
XWPA HAg Buyatplikd 0iko, O oTroiog Ba 81abéTel OTTWOSOATIOTE KAl TNV avayKdaid
OIKOVOMOTEXVIKN avATITLEN — LTTOSOPN OTNYV EANGSA Kal OxI ATTO TOTTIKOLG AVTITIOOTWTTOLS N
EKTTOOOMTIOLG. [1a va XAPAKTNEIOTE O TTPOPNBELTAG WS BLYATPIKOC 0IKOG, TTPETTEl OTO
SIOKPITIKO TOL TITAO VA &xEl KAl TOV TITAO TOL UNTPIKOL OIKOL 1) va LTTORAAEI OTOIXEIA TTOL VA
BePalcdVoLY TOV IOXLEICUO AVLTO.

H katd Ta Avw ETTIOTOAR TOL OIKOL KATACKELNG TTPETTEI VA £iVAI DITOXPEWTIKA TTPWTOTLTIN KAl
va oouvodebovtal amod emonun PETA@EAcn oTnv EAANVIK yYAwooa. TéEAog, Tpérrel va
aAvaypd@ovTal KAl OAQ TA OXETIKA OTOIXEIA TOL VOUILOL EKTTOOCMITOL (TITAOG, SiebOLvonN,
TNAEPWVO, pag, e-mail) woTe va TTapEXeTal SLVATOTNTA ETTIKOIVAVIAG PE TOV LTTOYPAPOVTA
yla eTTaAnBevon.
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Ol TTPOCPOPES YIA VA XAPAKTNEICOOLY KATAPXNV ATTOSEKTEC KAl va afloAoynBouvv, Ba
TTOETTEl UE TTOIVI) ATTOKAEICHOL TOLG VA &ival TIANPEIG, CAPEIC, AVAALTIKEG, TEKUNPIWUEVES KAl
SEOVTWC LTTOYEYPAUMPEVES KAl VA IKAVOTIOIOLV TIC QATTAITACEIC TEXVIKEG 1 TTANEOTNTAG,
Bepaicdoewy KAT. TTOL avagépovial oTnv Tapovoa SiakNpvén. Ta oToIxEia Twv
TTOOOPEPOUEVV UNXAVNUATWY KA. TIRETTEl va eival TTANPWG TEKUNPIWUEVA, WOTE va
TTAPEXETAl N ELXEPEIA AEIOAOYNONG TWV TEXVIKWV XAPAKTNEICTIKWV TWV TIPOCPEQOUEVRV
v oe OLYKPION ME TIG TEXVIKEG K.A.TT. QTTAITACES TNG SIakNPLENG, TWV TTOIOTIKQWY,
TTOOOTIKQYV, AEITOLEYIKWYV ATTOSOCEWY KAl TTAEOVEKTNUATWY TV E6WV, WG E£MMoONG TWV
EYYLNOEWV, TNG TEXVIKNG LTTOSOUNG YIA TTAPOXN LTTNEECIWY KAl ATTOBNKELON — TTPOoPNBEIa
AVTAAACKTIKGV ) AVAADCIP®Y, TNG SLVATOTNTAG YIA TTAPOXN EKTTAISELONG, YIA AEITOLEYIKEG
AVAYKEG N avAYKEG TTAPOXNG LTTNEETIWY Service K.A.TT.

O @dkehog TNG TexvikNg Mpoopopdg, Ba TmepIAapPavel OTTWOENTTOTE TTANPN AVAALTIKA
"TEXNIKH MEPITPA®H", oTnNV eAANVIKN YAWOCOCAQ, OE TTANEN AQVTATTOKPIoN — TTAPATTOUTIA (ava
KEPAAQIO KAl TTAPAYPAPO) TOCO WE TIC TEXVIKEG TTOOSIAYPAPES KAl TOLS AOITTOLS OPOLS TNG
SlaknpLENG OCO KAl pE Ta OLVLTTORAANOUEVA  prospectus  (TeXVIKA  PLAAASIA  TOL
KATAOKELAOTA) ) SIKAIOAOYNTIKA , OTE VA ETTITLYXAVETAI AQVTIKEIWEVIKA a§loAdynon,.

Emiong ©6a cLVLTTORAAAETAI TTANPES "POANO CLUPOPPWONG — TeKUNPEIiwong", To otmoio Ba
TePINaUPAvVEl pe TANEPOTNTA KAl AVAALTIKA, YIO TO COVOAO TV Opwv TNG SlIakNELENG
(Yevikav, €8IKwV, K.A.TT.) OAEG TIC ATTAVTACEIC — TIPOCPOPES, (ava TTAPAPTNUA, KEPAAAIO,
TTAPAYPAPO K.A.TT.) HE TTAPATTOUTTH, YIA TEKUNPIWON OTA CLVNUUEVA TEXVIKA gyxelpidia (TT.x.
BAéTTe prospectus No......., oeNiba ...... ) ka1 AoITtd SikaloAoynTika.

MNPOCPOPES 01 OTToIEC BA avTIYPAPOLY TIG TEXVIKEG TTPOSIAYPAPEC TNG SlakNpvéng N Ba
ammavioLV POVOAEKTIKA ("NAI" 1 "COUPWVOLE" K.A.TT.), XWEIC TEKUNEIWON Kal TTANEN
TTAPATIOUTT) — AVTIOTOIXIA, WETALL KEPEVOL aAva TTAPAYPA@O Kal prospectus/Bepaicoong
0IKOL KATACKELNG Ba aTToKAgiovTal.

1TO PAKEAO TNG TEXVIKNG TTPOCPOPAG Ba TTeEQIANPOE avTiypaPO OIKOVOUIKAS TTOOCPOPAC
TOL TIPOOPEPOUEVOL €EOTTAICHUOL  XWPIC aAvaypagrn TNG TPOCEEQOUEVNSG TIUNG. H
OIKOVOUIKA TTPOCPOPA XWEIG TIUA £TTi TTOIVA ATTOKAEIOUOL &ev Ba £xel Kapia SiapopoTtoinon
UE TNV  OIKOVOUIK) TIPOC(POPEA TOL OCULUMPETEXOVTA  TIEQAV  TNG  UN  Avaypa®ng
TTOOOPEQOUEVV TIHV.

H mpoopopd mpémel amapaitnta va cuvodedetal amd Ymevbouvn AnAwon Tou dpbpouv 8
TOL N.1599/86, pe TNV OTT0IA O TTPOPNBELTAG Ba SnAwvel €AV N TTPOCPOPA TOL EXEl N OXI
aTToKAICEIG aTTo TIG TeXVIKEG MPodiaypaPEC KAl TOLS AOITTOLS OPOLS TNG SiIakNPLENG KAl O€
KATAPATIKA TTEQITITCON B avapEpel AvaALTIKA TIG ATTOKAICEIC ALTEG.

Npooopég ol omoieg otnv TEXNIKH MEPITPADH Toug 1 010 ®YAAO IYMMOP®DQIHY —
TEKMHPIQIHY k.A.TT. €ival aOpIoTeG, ACA@EC N eANTTEIC kKal §ev ©6a TTANPOLV OAEG TIG
TTAPATIAV® TIPOOTTOBECEIC YIA TEKUNEIWON, Oa BewpPoLVTAl WG EXOLOEC OLOIWSEISC
ATTOKAICEIG ATTO TOLG OPOLC TNG SIAKAELENG KAl BA ATTOKAEIOVTAI TNG TTEQAITERG SIASIKATIAG
a&lohoynong.

MNa N dievkdAvvon kal SlacPalion TNS Siadikaciag afloAdynong, To COVOAO TWV CTOIXEIWV
TNG TeXVIKNG TTpooPopdg (TEXNIKH MEPITPAD®H, ®YAAO LYMMOPOQIHY — TEKMHPIQIHZ,
ANTITPAD®O OIKONOMIKHE TPOI®OPAL XQPIX TIMEL KAl AOINA XITOIXEIA) 6a
LTTORAANOVTAI OTTWOONTTOTE O SVO TIANPEIC XWPIOTEG OEIPEG, OE XWPIOTOLG PAKEAOLG —
VTOOIE JE APIBUNCN TOL TTEPIEXOUEVOL KABE (PAKEAOL KAl AVTIOTOIXO ELPETNPIO.

O1 TTPoPNBELTEG TTPETTEN VA TTEQIAAUPBAVOLY OTNV OIKOVOUIKN) TTOOC(POPA TIMOKATAAOYO TWV
AVOADCIUWY, TWV PACIKWYV AVTOANCKTIKOV KAl TWV  TTEQIPEQEINKDY OCLOKELWY TOL
UNXAVAPATOG KABWG KAl TOL KOOTOLG ETNCIAG TTAPOXNG LTTNEECIWY CLVTAPNONG HE KAl
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XWPEIG AVTAAAOKTIKG PETA TNV ANEN TOL XPOVOL £yyONONG KAANG AEIToLPYIAG. AVTiyPaPO
TOL KATAAOYOL ALTOL (XWEIC TIUEG) Ba TTEPIANAPPAVETAI KAl OTNV TEXVIKA TTOOCPOPJ.

MoTomoinTka.
Ol TPOUNBELTEC TTPETTEI, PE TTOIVA ATTOKAEIOHOUL TOLG, VA KATABECoOLY YAl PE TNV TEXVIKNA
TTPOCPOPA TA KATWOI TTIOTOTTOINTIKA TTOIOTNTAG:

MoTtorroiNTikd EN ISO 9001 1 EN ISO 13485 pe medio moTormoinong tnv diakivhon
IOTPOTEXVOAOYIKWV TTPOoIovTY Kal EN ISO 13485 yia Tnv TeEXVIKN LTTOOTAEIEN
IOTOOTEXVOAOYIKWYV  TIOOIOVIWY  (METAPOACUEVA  OTA  EAANVIKA KAl VOUIUGWG
ETTKLPWHEVA),

MoTtomroiNTkd  onuavong CE yia Tov TpooQepOuevo  €EOTTAICUO  @OTE  va
IKOVOTTOIOLVTAI Ol AVTIOTOIXEC QATTAITNOEIC TWV OXETIKWV odnyicwv Tng E.E. (Oényia
93/42/EEC OTwC 10XLEl ONPEPA  (UETAPPACMEVA OTA €AANVIKA KAl VOUINGWG
ETTKLPWHEVA),

BeRaiwoon cLUPOPPWONG CLUPWVA Pe TNV AY8S/T.MN. oK. 1348/04 amdpacn ToL
Yrmovpyol Yyeiag kal Mpovolag : «APXEG KAl KATELOLVTNPIEG YPAUUES 0PONG
TTPAKTIKAG SIAVOUNG IATPOTEXVOAOYIKQV TIpoiovTwvy (PEK 32B/16-1-2004) oOmTwg
TPOTTOTTOINONKE KAl IOXVEI.

MoToTToINTIKO  EVTAENG TOL  OIKOVOUIKOL (QOPEQ Ot TIPOYPAUUA  €VAAAOKTIKNG
Siaxeipiong amoPAAT@V €16V NAEKTPIKOL KAl NAEKTPOVIKOL eEOTTAIOUOL  (AHHE)
oLUPWVA e Ta kKaBopiloueva otnv ApIB.H.M 23615/651/E.103/8 (PEK 1.B' 1184/9-5-
14), OTAV O OCLPMPETEXWV OTO SIAYWVIOUO €ival KATAOKELAOTAC N EICAYWYEAG
(EUTTOPOG) TV LTTO TIPOPNBEIA €6V, L& TIEPITITAON TIOL O CULPMETEXWYV OTO
Slaywviouo Sev  gival KATACOKELAOTNG N EICAYWYEAS (EUTTOPOG) GAANG  ATTAOG
S1IaKIVNTAC TOTE OPEIAEl VA TIPOCKOUITE! £YYOAPO TO OTToI0 Ba aTTodeIKVLEN OTI SIOKIVEI
TTPOIOVTA TTOL TTPOEPXOVTAI ATTO TOLG KATAOKELACTEG N EICAYWYEIC (EUTTOPOLCS) TOL
EKAOTOTE TTIPOIOVTOG, CULUPRERPANUEVOLC HE EYKEKPIUEVO TTIOOYPAUMA EVAAANCKTIKAG
Siaxeipiong AHHE.

MOoTOTTOINTIKA TWV OTTOIYV N I0XLGS Exel ANEel, Sev yivovTal §eKTA KAl N AVTIOTOIXN TTROCPOPd
ATTOPEITITETAl WG ATTAPAdekTn. ETi TOIVA  QTTOKAEIOPOL, TA AVTIOTOIXA  TTIOTOTTOINTIKA
OLUPOPPWONG TTPETTEI VA KATATEOOLYV OTO PAKEAO TNG TEXVIKAC TTPOTPOPAG.

Na kataTeBei LTTELOLYVN SNAON TOL APBPOL 8 TTapayp. 4 Tov N.1599/86, OTTWC eKAOTOTE
IOXVEl, VOUIUOUL EKTTOOCMTTOL TNG £TAIPEIAG, OTNV OTToid Ba SNAWBEi:

OTI N TPOCPOPA CLVTAXONKE CLPPWVA PE TOLS OPOLE TNG TTAPOLOAG SIaKNPLENG,
TNG OTTOIAG EAARE YVON KAl TNV ATTOSEXETAI TITANPGG KAl QVETTIPOAAKTA.

OTl TTapaiteital amd kABe Sikaiua amolnuUidonNg TOL OXETIKA PE OTTOIASNATTOTE
amopaocn TNG AvabBétovocag ApPXNS YiIa avaPoArn ) akbLP®Won — PATdion ToL
S1IaywVvIoUoU.

n EMXEENUATIKA Povada oTtnv otoia 6a mapaxBei 1o Tpoidv kal OTl O VOUIUOG
EKTTOOOWTIOC TNG ETTIXEIPNONG QLTAG EXEl ATTOSEXOEI EVAVTI TOL CULUMETEXOVTA TNV
EKTEAEON TNG OULYKEKPIUEVNG TIPOUNBEIAG, O€ TIEQITITAON KATAKLOPWONG OTOV
TTOOMNBELTA LTTED TOL OTTOIOL £YIVE N ATTOSOXN.

0 XPOVOog Tapadoong Tou eEOTTAICUOU.

TO XPOVIKO S1IG0TNUA £€yyLNONG KAANG AEITOLPEYIAG TOL TTPOTPEPLOPEVOL EEOTTAICIOL
[ue eAaxiIoTn ataitnon 1a SVO (2) éTn aAmd TNV TTAPAAAPR TOL] yia TO OTIOIO
SECUEVETAI O OIKOVOUIKOG POPEAG.

TO XPOVIKO SIAcTNUA YIA TO OTTOIO O OIKOVOMIKOG (POopéag SeopeLETAl YIA TTAPOXN
AVTAAAQKTIKGV, AVAARDCIUWY KAl TEXVIKNG LTTOOTAPIENG {UE €AAXIOTN aTraitTnon Ta
&éka (10) €tn [opiCouevn wg Mepiodog Texvikng EEvmnpétnong (SERVICE)] amo tnv
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TTapAdoon ToL eEOTTAICUOL}, cLVOSELOPEVN ATTO AVTIOTOIXN (WS TTPOG TN SIdPKEIQ)
BeRaicdon TOL KATACKELAOTH ) TOL €EO0LCIOSOTNUEVOL AVTITTPOCWITOL ALTOL OTNV
Evpwtaikn ‘Eveon (E.E), ommws avtoi opifovtal otny Oényia 93/42/EEC (eqpooov O
OLUMETEXWV SeV gival O iI610C KATAOKELAOTAC N © £€0LCIOSOTNUEVOS AVTITTDOCWTTOG
TOL KATAOKELAOTN oTNV E.E.) mpokeipEvoL va Siacpaliletal N TTANENG, AVEANTIAG KAl
OMAAN A&ITOLEYIA TV LTTO TTPOUNBEIT EI6WV.

e Stopevon yia TNV TIPOOKOUION TNG TTPOPRAeTTOUEVNG PRIPAIoYpa®Iiag, eyxelpidicov
{xpNong, AeITovpyiag [TOL PNTENTIKOL KATACKELAGTIKOL Oikov (Operation Manuals)
HE AVAALTIKA TTEQIYPAPH TWV AVTIOTOIXWY TTOOWTOKOAAWDY KAl AEITOLPYIWV YIA OAEC
TIG QVTIOTOIXEG EPAPUOYEG], CLVTNPNONG, ETTICKELNG KATT}, KOTAAOY®YV, OXediwv, KATT
KATa TNV TTapadoon Twv &dwv. Emonuaiveral o1 Ta &v Aoy Sikaiohoyntika 6a
TTOOOKOUICOOLY KATA TNV TTAPAS00N-TTAPAAARr TOL CULUPATIKOL AVTIKEIWEVOL OF
KATAOTAON TTANPOLG AEITOLEYIAC KaI ev Ba LTTORANBOLY UE TNV TEXVIKN TTOOT(POPA.

e SECOpELON YIAO TNV  EMOKELIN, OLVINENON, TLXOV PABPOVOUNCN, TNV  TEXVIKN
TTANEOPOPNCN KATT TOL CULUPATIKOL AVTIKEIMEVOL KABWG KAl yIia TNV TEXVIKN
€ELTTNEETNON META TN ANEN TOL XPOVOUL £yYLNONG KAANG AEITOLPYIAG.

e O apPIBUOG Kal €8IKOTNTEC TOL KATAAANAQ EKTTAISELUEVOL KAl EUTTEIOOL TEXVIKOL KAl
EMOTNPOVIKOL TTIPOCWTTIKOD TOL CULUMETEXOVTA YIA TNV TEXVIK LTTOOTAPIEN TOUL
OLUPATIKOL AVTIKEIPEVOL, TTOOKEIUEVOL VA ATTOSEIKVOETAI N IKAVOTNTA, ETTAQKEID KAl
KATAAANAOTNTA TOL YIA LTTOCTAEIEN TOL CLPPATIKOL AVTIKEIUEVOL (AVTAAAQKTIKG,
oLVTAENON, ETTIOKEL, PABUOVOUNTN, KATT)

Mapoxn avTaAAaKTIK®V/TEXVIKAG LITOOTAPIENG KAl XOPNYNON £YybNong KAAng Aditovpyiag.
H moounBedTPIa €TQIpEIa TTRETTEl QTTAPAITNTA va TTaPéxel TTANEN SLVATOTNTA ETTIOKELAC KAl
oLVTHPNONG TOL LTTO TTPOUNBEIa EEOTTAICUOL.

MNpog 10 OKOTTO ALTO KAl YIA ToV TTPOCSIOPICUO TNG IKAVOTNTAG KAl TNG ETTAPKEIAS TOL VA
LTTOOTNPEICEI TA TIPOCPEQOPEVA EIbN YE AVTAANTKTIKA, ETTIOKELEG, CLVTAPNON, PaBuovounon
K.ATT. TTOETTEL

e Na TTapéxeTal TeEXVIKN LTTOOTAPIEN UE OPYAVWUEVO service armo EUTTEINO, KATAOAANAQ
EKTTAISELUEVO TTODOCWTIIKO, KATOXOI TIOTOTTOINTIKOL €KTTaiSeuonG ammo ToV pNTPIKO
KATAOKELAOTIKO OIKO YIa TNV OCLVIAPNCN TWV AVTIOTOIXWV dNxavnuatwy. Na
KATATEOOLY TA AVAPEPOUEVA TIICTOTTOINTIKA EKTTAISELONG £KEOONC KATACKELATTIKOV
0IKOUL, TOL TTPOCWTIIKOL TOL TTPOKNBELTA.

e Na LTTAPXOLV KATAAANNAEC €YKATAOTACEIC KAl LTTOSOPEG KAl TEXVIKOG €EOTTAIOUOG
0UTWC WOTE VA £EATPANIZETAI N TEXVIKA KAALWN TOL EOTTAICUOL KAl N AUECN €AeLoN
AVTOAACKTIKGV OTO XWEO TOoL NOCOKOUEIOL €VIOC 48 wpwv amod TNV E£monun
avayyeAia TnG PAGPRNG.

e Na kaTaTeOEl EyypaAPO TOL KATAOKELAOTIKOL OIKOL OTO OTIOIO VA SNAWVETAI O
€€0LOIOSOTNUEVOC AVTITTIOOOWTTOC YIA TNV TEXVIKA LTTOCTAPIEN TOL LTTO TTPOUNBEIa
eComAiIouob oTnv EANGSa kal TO xpovikd Sidotnua yia To oTtroio Ba  eival
e€ovol0boTNUEVOC.

e O TPOPNBELTAG VO AvVAPEPE OTNY TTPOCPOPA TOL AETITOUEQWG TN SIASIKATIA KAl TOV
TEOTIO ETTIKOIVAVIAG YIA avayyeAia BACRV-TEXVIKH KAGALWN.

O TPOPNBELTAG We TNV aTTodoxN TNG TTPOUNBEIAG eyyvATal TN SLVATOTNTA EPOSIACOL TNG
YTTnpeoiag pe avTiaAAakTIKA yia TOLAGXIoToV &éka (10) xpovia amod TNV OPICTIKA TTAPAAAPN
avTov, WOTE va eEACPANICTE N TTANPNG, AVEANITTAC KAl OUAAR A&IToLPYIa TOL £EOTTAICUIOU.

Na kataTteBei Bepaicwon TO00 ToL TTEOPNBELT) OCO KAl TOL KATACKELAOTIKOL OIKOL OTNV
oTroia va dnAavetal N déopevon e€acPANoNG kal S1IG6ecNG AVTAAAOKTIKGV KABWGS KAl TV
AVTIOTOIXWV KATAANNAGV LAIKGV YIa TNV TTANEN A&ITOLPYIA Kal ATTOS00N TOL EEOTTAICHOUL YIa
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5éka (10) TOLAGXIOTOV TN ATTO TNV OPICTIKN TTAPAAAR ALTOL AKOPA KAl OTIG TTEPITITAOEIG :
a) SIAKOTIAG TNG CLVEPYATIAG TOL TTEPOPNBELTN PE TOV KATACKELAOTN KAl B) SIAKOTING TNG
AEITOLPYIAC TOL TTPOPNBELTA.

O TPOCPEPOPEVOC EEOTTAICIOC Ba KAALTITETAI ATTO £yyLNON KAANG Aeitovpyiag, dvo (2)
ETQV KAT €AAXIOTOV ATTO TNV NUEQOUNVIA OPICTIKNG TTAPAAAPNG TOL CLYKPOTAUATOG, Kal Ba
KAAEgiTal «TTePioS0G £yyLNONG KAANG AEITOLPYIAG-CLVTAPNONG-ETTICKELNGY.

H Sécpevon xoprnynong eyyvnong KAANG A&ITOLEYIAC TOLAGXIOTOV SVO €TV Ba Yiveral pe
KATABEeOoN OXETIKNG £yypapns Bepaicdoong a) Tou 16iov ToL TTEoPNBELTA KAl B) TOL VOUIUOL
EKTTOOOTTOL TOL KATACKELAOTIKOVL OIKOL, N OTToId Ba avagépeTal KATA TEPOTTO CAP OTO
TTpooPepOuevo €i6og. Kata tn Sidpkeia 10x0OG TNG eyyvnong, 1o Noookopegio &¢ Ba
evbvveTtal yia otroladNTToTe PAGRN TOL OAOL PNXAVAPATOC N TV LEPWYV ALTOL TTPOEPXOMEVN
amd TNV cvvNBNn Kal opBr) xPNoN Tou Kal v Ba EMPAPLVETAI PE KAVEVA TTOCOV YIa
EQPYATIKA, AVTAAAQKTIKG, LAIKG kal Aoimma é€oda amokaTaoTtaong TNG PAGPRNG, €KTOC TWV
AVOADCIUWV.

H eyybnon KAAAG A&ITOLPYIAG— CLVTHPNONG — ETTIOKELAG TNG TTAPAYPAPOL KAALTITEl KABE
EAATTWUA N TTPORANUATIKA A&IToLPEYIA, TTOL OPEIAeTAl O AAVOACUEVO OXESIAOUO, ATEAEIEG
TNG KATAOKELAC KAl EAQTTOUATIKO eEAPTNUA N TTAPEAKOUEVO (TTPOWPEN POOPA, CLOTNUATIKNA
BAGPN K.Q.), EKTOG TV AVAAWTIUWY, N AVTIKATACTACN 1) €TTIOKELT) TOL OTTOIOL PAPULVElI TOV
TTPOUNBELTA (VAIKG, EQYATIKA, UETAPOPIKA KATT.).

O TPOoPNBELTAC LTTOXEEOLTAI VA TTAPEXEl KAB' OAn TNV SIGpKea TNG TTEQIOSOL eyyLNONG
KOANG A&ITOLPYIAG— CLVTNPNONG — ETTIOKELNG, OAEG TIC ETTIKAIQOTTOINCEIG TOL AOYIOUIKOL
(updates, patches) Tov KataokevaoTikob Oikov Te LTTAPXOVTA TTPoYPAUUaTa (software,
hardware kAT).

Katd tnv didpkeia TG TeEPIOSOL £yyLNONG KAANG AEITOLPYIAG— CLVTAPNONG — ETTICKELNG, O
TTOOMNBELTAG LTTOXEEOLTAI, AVEL TTPOCOETNG AUOIPNG, VA ETAVAAGREl TNV EKTTAISELON TOL
appodiov mpoowtkod Touv NOIOKOMEIOY (1aTpolG-vOONAELTEG) YIa i8I0 XPOVIKO
S1A0TNUA TOLAAXIOTOV PE TNV CPXIKN &KTTaiSevon, OTav kal €av Avto {NTnBei ammd TO
NOIOKOMEIO.

ITNV €yyovnon TTEQIAAUPAVETAI N LTTOXPEWON TOL TTPOWNOELT KAl YIA TTPOANTITIKO EAEYXO
oLVTNENONG, COMPWVA HE TIG 0dnyieg ToL KaTaokevaaTIKOL OIKOL I T& CLXVOTEPA XPOVIKA
SlacTAUATA €' O6Ccov amaitnBei, avAAoya e TN xpnon Tov, WoTe O £EOTTAICUOG va eival
TTAVTA O€ KATAOTACN £TOINOTNTAG.

Apvnon TOL TIPOUNBOELT YIO ATTOOTOAN CULVEPYEIOL ETTICKELNG KATA TN SIAPKEIA TNG
£yyvNoNGC KAANG Aeitovpyiag, Sivel To Sikaioua oTnVy YTTNEEeoIia YeTa TNV TTapEAeLon TTEVTE (5)
NUELOAQYIOKQV NUEPWY aATTO TNV Eyypagn €dotroinon Kal XWPEIiG AAAN uTTevOvuIon, va
avabéoel TNV emokeLn Tov eEOTTAICUOL O¢ AAAN eTaIpEia kal TO KOOTOG damavng 6a
empapLvel Tov TTPopNBeLTH. O TTEOPNBELTAG TTAPAITEITAI TOL SIKAIOPATOS TIPOCPLYNG N
KaTA OTTOIO&NATIOTE TPOTTIO AUPIOPNTNONG TNG LTTOXPEWONG KATAPOANG TNG &armavng
ETTIOKELNG.

Kata tn Sidpkeia 1nNG £yyvbnong Ba tTnpeital NUELOAOYIO AeiIToLPYIAG, cuvTAENONG, BAARV
KAT. TToOL BOa TTaPakoAoLOEITAl Kal Bda POvVOYPA@ETAl ATTO TOLG  LTTELOLVOLS TOUL
Nocokougiov  (1IaTPO N TeEXVIKO) KAl TOV TEXVIKO TOL TIPOMNOELTH. XITO NUELOAOYIO Ba
avaypda@ovTal ol BAARES, Ta AiTIA TOLG KAl N SIAPKEIA AKIVNTOTTOINONG TOL PNXAVAUATOG.
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‘Otav amobebelyueva o LTTO TPouNBela eEOTTAICUOG AOYW PAAPBV TTApaUEivel KATA TOV
XPOVO TNG £yyLNONG KAANG AEITOLPYIAG— CLVTHPNONG — ETTICKELNG EKTOG AEITOLPYIAG TTEQAV
TOL 20% TOL TTPOCPEPOPEVOL XPOVOL £YyLNONG, TOTE ALTOG BEeWPEEITAI ATTO TN GLON TOL
EAATTWUATIKOC KAl O  TIPOUNOELTAG  €ival  LTTOXPEWPEVOC VA  TOV  AVTIKATAOTACE!
ONOKANPWTIKA. € TIEQITITOON TTOL O TPOUNOELTAG &&v TOV AVTIKATACTACE, N YTTNPEEeoia
SlaTnpei To SIKAiUA va TTPoogLYEl TN SIKAlooLVN.

Eykardotaon - mapadoon

1. O e€omANIoUOG Ba eykaTAOTABE e ELOLVN TOL TTEOWNBELT OTO XWPEO TTIOL BAa ToL
uTToSelkBei amd To Noookopeio.

2. O TPOUNBELTAG OPEIAEl VA EKTEAETEI TITANPWG TNV £YKATACTACN TOL PNXAVAMATOG KAl Va
TO TAPAdWOEl e TTANEN KAI KAVOVIKN AEITOLEYIA, pE SIKO TOL EISIKELUEVO KAl ACPANCUEVO
TTOOOWTTIKO KAl SIKA TOL OAOKANPWTIKA €LOVLVN, COUPWVA WE TIC O8NYIEC KAl TA OXESIA TOL
KATAOKELAGTIKOL OIKOL KAl TIG 06NYiEC TV APPOSIKV LTTNEECIWY TOL NOTOKOWEIOL.

3. H mmapaAaPr) Tou pnNXxavAuaTog Oa yivel PETA TNV €yKATAOTACN aALTOL, Of TIAREN
/KQVOVIKN AeITovpyia Tov. EISIKOTEQQ, YIa TNV OPICTIKA TTAPAAAPR TOL PNXAVAUCATOG TTRETTE
va TTponynBoLY OAOI Ol ATTAITOVUEVOI EAEYXOI, Ol HETPNTEIC, N €TISEIEN AeITOLPYIAC KAl YEVIKO
N ETTAANBELON TWV TEXVIKWY TOL SLVATOTATWYV KAl XAPAKTNPIOTIKWV.

4. 'OAa T1a €én Kal LAIKG TToL Ba TTPOCKOoWIoEl O TTPOUNBELTNG  YIA TNV EYKATACTACN KAl
AEITOLPYIA TOL LTTO TTPOPNBEId PNXAVAUATOG, TTPETTEI VA €ival KAIVOLPYIA, AUETAXEIpIoTA,
XWPEIG EAATTOUATA KAl VA IKAVOTTOIOLY OAOLG TOLG OPOLGS TNG CLUPACNG, TTOL KaBopilovy
TOV TOTTO, TNV KATNYOEIA KAl TA LTTOAOITTA XOPAKTNPEICTIKA TOU.

5. O TPOUNBELTAG EivVal LTTOXPEWPEVOS VA SQOTElI OTTOIASNTIOTE OTOIXEIA TTPOEAELONG TWV
LDAIKQV NBeAe {NTACE O POPEAC YIA SIATTIOTWON TNG TTOIOTNTAG KAl TWV XAPAKTNPIOTIKWY
TOLG.

6. O xpovog mapadoong, O OTIoIOG TIPETIEl VA AVAPEQETAl OTTWOSNTIOTE OTNV APXIKN
TTPOCPOPA, KaBopiletal ot eENvTa (60) NUELOAOVIOKEC NUEPEG ATTO TNV NUEPOUNVia
LTTOYPAPNG TNG CLUPBACNG.

IuvoseuTika Eyypaga Kartd Tnv mapadoon tov §0mAICHOD.
Katd tnv utmmoypagr ToL TTPWTOKOAAOL OPICTIKNG TTAPAAAPNAG O KATAOTACN TTANPOLG
AEITOLPYIAC O AVASOXOG LTTOXPEOLTAI VA TTAPASWUTE! :
e [IA\NPN oepd TELXWV (€IS SITTACLYV) pE 0dNnyieC cLvVTAENONG Kal emmokeLNS (SERVICE
MANUALS) otnv EAANVIKA | AYYAIKN YAGWOGCQ.
e AULO (2) Eyxeipibia Aatovpyiag (Operation Manuals) oTnv eéAANVIKN YAWOOCQ, yia KOBg
TapadoTéo pnxavnua.

EKTTaibevon mPoowImKoL — TARPENG A&IToLPYIa HNXAVNHATOV

Ol COUPETEXOVTEC Ba TTPETTEI VA KATABECOLY TTANEES AVAALTIKO TIPOYPAWUA eKTTAISeLONG YIa
TOLG XPNOTEG (IATEPOUVG- TEXVOAOYOULGS), WG KAl AVTiYPAPO TWV AVAYKAI®Y PonNOnNuaTtwy N
MVAKWY OTNV EAANVIKN YAWCOQ.

H ekmaibevon (1atpv — XEPIOTWV), Ba TTapéxetal  yia TEvTe (5) epyAoIueS NUEPES
TOLAQXIOTOV WETA TNV €YKATAOTACN TOL MPNXAVAMATOG, AveEL TIPOCOETNG AUOIPAG TOL
TTOOUNOELTN.

O TPOPNBELTAG LTTOXPEOLTAl VA ekTTAISELOEl SVO (2) TexvIkoLG ToL Noookougiov  yia
S1IA0TNUA TECOAPWYV (4) £PYATIUWY NUELWV.

MNa OAEC TIC TTAPATIAVE TIEQITTTOOCEIC Ba XoPNYyeTal  TTNOTOTTOINTIKO €KTTAISELONG TOL TTIO
TTAV® TTPOCTTIKOV.
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TEXNIKEY ITPOAIATPA®EY AIDAXIKOY AITINIAQTH

1. Na eivatl Kawvooplog, apetaxeiptotog,odyxpovng Texvoloyilag Kat avieKTikr|g KaTtaoKevr|g.
Na m\npot 0Aa ta Evpenaikd npotona aopaletag/ mowottag kot to. standards g IEC kot
va dwbéter onuavon CE.

2. Na etvat gopntog pe xeypoAaprn petagopds. Na etvatl pikp®v 0taotdoemv Kat PApovg mg
8,00 Kg oopmepthapPavopevng kat g pratapiag.

3. Na Aettovpyet oe ovvOrikeg Beppokpaotiag -5 éwg + 45°C (£ 10%).

4. Na Aettovpyet pe tpogodooia diktdvov 220V / 50Hz kat pe enavapopti{Opeveg priatapieg
PEYAAng avtovopiag

5. Na pnopet va anodaooet 80 amvidmoelg 0T PEYLOTn eVEPYELd  Katl TOLAUYIOTOV 2,5 wpeg
(monitoring) yta mapakoAovbnon aobevoog (pe v xprjon povo pratapiag).

MONAAA AITINIAQYXHY

6. Na elvat dipaowkrg texvoloyiag, pe amodidopevn evépyela amo 2 éog 200 Joules
TOLAJYXLOTOV.

7. Na petpdet aotopata v ekdaotote Owadwpakxikr) avtiotaon Ttov aoblevovg kat va
IIPOCAPPOCeL TOV IAAPO amtvid®mong OOPPOVA PE aVTH).

8. O amvidmtg va etvatl KaTAANA0G yid 0MTEPLKI] KAl EHTEPIKI), OLYXPOVI KAl ACLYXPOVT),
eVNAIK®V Kat Iaidmv, xeypokivitn Kat oopBoouAevTik (npt-avtopatr)) amvidwon.

9. Na dwabétel PoVNTIKA Kot ypd@Kd prnvopata xabodrjynong tov yeplotr] Katd TV
NpavTopaty) amvidwmon.

10. 2 xewpoxivnty Aettovpyia, n evépyela va propet va emieyet oe Prjpara amo 2 ewg 200
Joules tovAdyiotov (va avagepbovv avaloTika OAa ta evolapeoa Prjparta).

11. Kata ) ovyypoviopévn kapdroavdartadn va epgavietat evoedn oty obovn kabog xat va
papkdapetat to énappa R petd 1o onoio va xopnyeitat to 0ok.

12. Na mnapeyet Oepameia eSotepikrg amvidwong peom PADDLES xabog xat péow
ALTOKOAANT®V NAEKTPOOIOV PLag XP1)0Ng yid amvid®or) Ao arnootaot).

13. H em\oyr) g evépyetag Kat n ¢opTion tov amvid®tr) va yiverat kat amno ta paddles xat
Ao tov mivaxa eAéyyoo.

14. H xepoxivitn Aettovpyia To0 amvidmtr) va etvat amAr) Kat va IPaypaTtonotleital e amAd
Prjpata. Ta mrktpa amvidwong va Bpiokovidatl oto oopa tov amvidetr) apldpnpéva yia
TNV €DKOAI KAt (1ot P10t ToV.

15. O xpOvog poOPTIONG 0TI PEYLOTH) EVEPYELA HE P VEQ, TAIP®G POPTIOPEVT] PIIATAPLA VA PNV
vnepPatvet ta 7sec.

16. O xpovog popTIONG TG PIATAPIAG A0 TV Tpopodooia diktdov va pnv voepPatvet tig 5
DPES.

17. Katd myv npuavtopaty) amvidmorn va ereyxetat 11 obvvdeorn tov nektpodiov kabmg Kat To
HKT tov aobevodg yua va mpoodlopiotet eav amatteitar amvidworn. Na mpotetverat
amvidworn tev &g kapdtoappvbptav: KOWAKY Pappapvyr] Péood TAATOLG PeYANDTEPOD
TV 100pV kot kothaxr) tayokapdia pe pobpovg peyalvtepoog twv 150bpm.

18. Kata v nuavtopat) amvidwon va avayvepifetat 1 Iapovuoia  amvidmolp®v
appLOHIOV Kt va popTifel avTOPATa 08 IPOYPARNATIOREVA entTeda evepyelds.

19. H ovokevr) va amogoptifet avtopata pe v napodo ednvta mepinov devtepolentav,
epooov dev xopnyn et n evepyeta, yia Aoyoog aopaleiag.

20. Na @épet evoopatopévo tester yia Tov amviOmTr), IOV eAEYXEL TV evepyeta OO0V Kat TV
akepaomta 1@V KaAodiov kat tov paddles. To amoteAeopa tov test va epgavifetat oty
000v1 Kat va Kataypd@etat 0To KATaypapko.

21. 'O\eg o1 oLVOEDELS 1€ TOV APPMOTO VA ELVAL NAEKTPIKA HOVOPEVEG.
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MONITOP ITAPAKOAOY®HXHY

22.

23.

24.

25.

26.

H o0ovn va eivat eyxpopn ownArg avalvong, 2 KavaAi®v (TOLAYIOTOV), dlay®viov
5,50” (tovAayiotov), pe taxovmta odpoong 25mm/sec. Na &wabétert 1 OSvvatotgta
rapaxkoAovdnong oo yovia. Emiong va etvat peydAng @otetvotntag KataAnAn akopn Kat
yla oovOrkeg pe vynAr nA\ogaveta kat va dabétet pobplopevn avtideor).

210 Povitop va amekovidetat 1) emAeyopeve) evepyela Kabmg Kat 1) evépyeta moo doOnke
otov aolevr).

Na epgaviCetat yneraka o xapdtopvbpog oe xkAipaxka 15-300 bpm (x 10%). Emiong va
pepet pobpfopeva opta oovayeppov yia tov kapdtopvdpo (60-280bpm yia tayvkapdia kat
20-100bpm yia Ppadokapdia.) (+ 10%).

Zmv obovn va epgavifovrar minpogopieg ya Tig &8r)g Napapérpovs: Kapotopvdpo,
anayoyr] / nlektpodia, xataotaon ovvayeppov on/off, SpO2, EtCO2, Aettovpyieg kat
o0nyleg yia TNV NUI-ALTOPAT) AELTOvPYId, TEOT AMVIODTL), TEOT ALTOdAYVHOONG, CPANpATA
Kat evepyeleg H10pfmong avtamv.

Na @épet e101KO KOKA@PA TO OIIOL0 aViyVeLEL TOXOV ERPLTELHEVO POVIPO Brpatodotrn Kat
va papxdapet otv o6ovn 1o Pnparodotodpevo ixvog.

KATATPA®DIKO

27.
28.
29.

30.

31.

To xataypa@ko va etvat vynAr|g avalvong kat Beppikoo tomov.

Na Stabetet tayv)Ta eKTONIMONG TOLAAXIOTOV 25 mm/ sec

Na xataypdgovtat ot &G HAPAHPETPOL P, NHEPORNVida, evépyela damvidmorng,
kapdiopvbpog, deixtng ovyypoviopod pe To QRS, péyebog HKT, anaywyr), amotedeopa too
teot tov amvdwt), avalvon HKI, otapdampa avdalvong omapln OopvpPov HKIT,
oopoovAég ya amvidmon, Kat S1ayveOoTKO Medio TIH®V.

Na tibetat oe Aettovpyla avtopata petd amno evepyomouwjon alarm 1) xoprjynon amvidmong
Kat va Kkataypdaget nepimoov 15 sec HKT'.

Na 6¢xetat Oeppko xapti epriopioo.

I'ENIKA

32.
33.
34.

35.
36.

37.

38.

To HKI va Aappavetatr péom 3-5 moAkov kalwdiov, eite péom tewv paddles 11 tov
AVTOKOAANT®V NAEKTPODLDV.
Na éxet v dovatotta peyebovong too HKI'/ tog oe 0,5, 1 xat 2 cm/mV tovAdayiotov.

Ornoteg evOiapeoeg 1) peyalotepeg peyevhvoetg Oa extipundoov.

Na Swabeter nyntikn) evoedn QRS pe poOpifopevn évraon).

Na drabéter oovayeppoovg (Alarms) yia 0Aeg Ti¢ mapapétpovg mapakolovdnong.

Na Owabétet ovotnpa amobnkevong TV MEPIOTATIKOV KAl €KTOIMONG OLYKEVIPMTIKIG
nepiAnyng yla kabe meplotatikd oty omoia Oa katraypdgoviat xat Ha Tonovovial oto
Kataypda@ko oAa ta ototyeia tov HKI mpiv kat petda myv amvidwor, o apidpog tov
amvidwoenv, 1) S1abwpaxikr avtiotaon Tov aobev), N IPAYPATIKY] OPA KAt dIIPKeLa TOD
IIEPLOTATIKOD KAt AA\eg TIANPOPOpieS.

Na diabéter adiomoto ovoTtpa avtoeAéy oL KATd TO OMOio Va eAéyXovTdl T0 KOKA®HA
poptong-expoptiong, ta paddles-pads xat 1o xalwdio amvidwong. O avtoeleyxog va
IIPAYHATOIOEITAl QUTOPATA AIIO TO PNXAVIPA Kabnpepivd, akopa Kat pe 10 prnxavnpa
EKTOG AELTODPYIAG, KAl VA DIIAPXEL 1) SOVATOTNTA EKTOIIMONG TOV AIIOTEAEOUATOV.

Na oovodevetal amo tpoxnAato tpamelidlo pe éva ovptdpt yua Vv amnodnkevon tov
MIAPEAKOPEV®V TOD AITVIOWT).
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39. Na oovodevetat ano PADDLES eCotepuxrg amvidmong evnAikev kat nadiatpud, {edyog
avtokOMntov PADS  amvidwong/Pnpatodotnong oovoetikd Kalodio amvidwong
Bnpatodotong, 3-moAwo kakmdio HKT, yapti extonotr).

40. Na propet va dex0et evioyotr) SpO2 yua petpnon oSopetpiag pe atotnt)pa SaktoAov.

41. Na propet va 0ex0ei povada xamvoypagiag.

EIAIKOI OPOI

OAa ta €idn xat vAd oo Oa rpookopioet o mpopndevtr)g 0to NOCOKOPEIO yid THV EYKATAOTAO)
Kat Aettovpyid Tov vIIo mpoprdeta PNYaVI)Patog IPEIeL va elval KAWoupyld apeETAaXelplota Xopig
EAATTONATA KAl VA KAVOIIOWLY OAODG Tovg OpoLg TG dakrpvlng kat tng ovpPaong mov Oa
oovagbet, mov 0a kabopifovv Tov TOIIO, TV KATHYOPLA KAl Ta DIIOAOUIA XAPAKTIPLOTIKI TOV.

Ta xatatiBepeva Prospectus mpéret va ermainfedoov ta TeXViKA KAt IOI0TIKA XAPAKTPIOTIKA IOV
avaypdagovtat otlg mpooopés. Ta prospectus Oa mpémet va eivar aotd IIOL YPIOLHOIOEL O
KATAOKELAOTIKOG OlKOG va elval IP®@TOTOIIA 1] €VUKPWVI]  EMKUPOHEVA QPOTOAVILypapda He
duvatotnta e§akpiPwong g yvnolotnTag Tovg (Y. IAPATIopII) otV NAeKTpoVvikr) dtevdvvorn tov
EIMON POV Site TOL KATACKEDAOTIKOD OIKOD).

e MePUITOOT] IOV TEXVIKA OTOXeld ThG IPOOPOPAg elval OLAPOPETIKA ATIO TA AVAyPAPOpEVA OTd
Prospectus 1] 0ev enmapkoov ya v emiPePfaioon TV Aanait)oe®v g Olaxrpovdng, Mpemet va
katatifetat emPePaidTiky) emOTOAl] amd TO VOHIHO EKIPOOMIIO TOD OIKOL KATAOKEDLIG TOL
IIPOTOVTOG 1] KAT eAdXOTOV aIlod TOV EMONPd avayVOPLOpEvo oty X®pa pag Boyatpko oiko, o
onotog Oa Srabétel onwodNIIOTE KAl TNV AVAYKAIA OLKOVOHOTEXVIKI] CVAIITLSN — DIOOOWI| OtV
ENAGba xat oxt amd TOMmKOLG AVIUIPOO®IIONG 1) €KIpoomrovg. Iia va yapaxtnpiotelt o
npopnbevt)g wg Boyatpikog oikog, mpénet 0To SAKPITIKO TOL TITAO va €xel Kal Tov TITAO TOL
PNTPUKOL OIKOD 1) Va LIIOBAAEL OTOLYEld IOV VA PePALOVOLY TOV IOXVPLOHO ALTO.

H xatd ta dve emoTtoAr] ToL 01KOL KATAOKEDIG IPEIEL VA elVAl DIIOYPEDTIKA IPOTOTLI KAl Va
oovodevovtat amno emtonpn petdgpaot oty ENnvikr) yAoooa. Télog, mpénet va avaypagovtat
KAt OAA TA OXETIKA OTOYeld TOL VOPIPOL eKITpoomIiov (tithog, devbovon, TAépmvo, pas, e-mail)
MOTE VA MAPEXETAL OLVATOTITA EMKOWVMVIAG [I€ TOV DIIOYPAPOVTA Yid endaArnfevor).

Ot mpoogopeg yla va xapaxktnpodody katapxrv amnodektég Kat va agtoloynbovv, Oa mpémnet pe
IIOWVI] OIIOKAEOPOD TOLG VA elval MANPElS, oa@elg, AaVAADTIKEG, TEKHNPLOPEVEG KAl OEOVIMG
DIIOYEYPAPPEVEG KA1 VA IKAVOIIOOVV TIG AIIALTH 0L TEXVIKEG I MAnpotnTas, Pefaimoemv K.A.II. ITov
avagepovtat oty napovoda Owaxnpvdn. Ta otoiela T®V IPOOPePOPEVOV PNXAVIPIATOV K.A.IL
HPEMEL Va elval NAP®OG TEKPNPIOPEVA, MOTE VA IAPEXETAL 1) EDXEPELA ASIOAOYTONG TOV TEXVIK®V
XAPAKTPLOTIKOV TOV IIPOOPEPOUEVOV £WOMV 08 OOYKPLON HE TI§ TEXVIKEG KAIL AIIALTOEL TNG
daxripvlng, TOV MOOTIK®V, TOCOTIK®V, AEITOVPYIK®V ATIODOCEMV KAl MAEOVEKTHAT®OV TOV 0ROV,
®G E€MONG TOV €YYLNOEDV, TNG TEXVIKI|G DIIOOOHIG Yl IIAPOXI) LINPeOwWwV Kat amobrkevon -
npopnfeta avtaAakTik®v 1] avaA@olpmv, g dovatomtag yld Hapoxn) exmaideoons, ya
AELTOVPYIKEG AVAYKEG I AVAYKEG IIAPOXT)G DINPECIOV service K.A.II.

O gaxelog g Texvixng [Tpoogopdag, Ba nephapPdvel onwodnmote mArjpn avalvtiky "TEXNIKH
I[TEPITPA®H", otV eAAnViK1) YA®OOd, 0g¢ TIA[|P1] AVTAIIOKP1On — HOPAIIOPIT| (AVA KEPANAO Kat
HAPAYPAPO) TOOO HE TIG TEXVIKEG IIPOOIAYPAPEG KAl TOLG AOUTIODG OPOLG TG OLAKHPLENG 000 KAt HE
Ta ovvonoPallopeva prospectus (texVika @UANAOIA TOL KATAOKELAOTH)) 1] OKALOAOYNTIKA , WOTE
VA EMTOYXAVETAL AVIIKEWEVIKT] ASIOAOYNOT).

Emiong Oa ovvonmoPdMetar mAnjpeg "@oAo ooppopeeoong - Tekpnpinong’, to omoio Oa
neptAapPavet pe TANPOTTA KAl AVAADTIKA, Y1 TO OOVOAO TRV Op®V TG OlaKrpodng (YeViKav,
e0K®V, K.A.IL) OAEG TIG ATIAVTHOELG — IIPOOPOPES, (AVA IAPAPTHA, KEQANALO, IAPAYPAPO K.A.IL.)
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€ TIAPATIONIIL, Yd TEKPNPLOOoN OTa ouvNppeva TeXVIKA eyxelpiowa (m.x. PAeme prospectus No....... ,
oeAlda ...... ) Kat AouId O1KAtoAoyNTKd.

ITpoogopeg ot omoleg Ba avtiypagpoovv Tig TexVikeg mpodiaypagég tng dakrjpolng 1) Ba anavtovv
povolektika ("NAI" 11 "oopgavodpe' kAIL), Y®PI§ TEKPNEI®ON Kat IMANPI OAPAIouI:) -
avtototyia, petaly Keipévoo avda mapaypda@o xdat prospectus/Pepaimong oikov kataokevrg Oa
arox\etovtat.

210 PAKeNo TG TeXVIKNG Hpoopopdg Oa mepi\ngbel avilypa@o OKOVOHIKIG IPOOPOPAS TOD
IIPOOPEPOHREVOD €SONAOPOD XWPIG avaypa@r) g mpoogepopevng Tiprs. H owkovopikr) mpoogpopa
X®P1G T €Mt ITOWVT) arlokAelopoD dev Oa éxet Kapia S1apoporioinon pe vV OIKOVOHLKT| IIPOOPOPA
TOD OOPPETEXOVTA IEPAV TIG [I) AVAYPAPL|G IIPOOPEPOHEVAOV TIHDV.

H npoogopd npénet anapaitnta va oovodedetatr amd Ymevbovy Anieon too dapbpov 8 tov
N.1599/86, pe v omoia o mpopnBevtr)g Oa SnAmvetl eav 1) IPOCPOPA TOL el 1] OX1 ATIOKAIOELG aTIO
11§ Texvikég ITpodraypagég kat toug Aourodg 0povg NG SLaKr)PLSNG KAt 08 KATAPATIKY] IIEPUTTOOT
Oa avagepet avalvTikd Tig artokAioelg avTeg.

ITpoogopeg ot omoteg oty TEXNIKH ITEPIITPA®H tovg 13 oto PYAAO ZYMMOPPQIHY -
TEKMHPIQXHZ k.11 etvat aopioteg, acagelg 1 eAAuteig xat 6ev Oa mAnpody 0Aeg Ti¢ Iapanave
npotnobéoelg yia tekpnpinorn, 0a Bempovvial wg £xovoeg 0voIMOELG ATTOKAIOELG ATIO TOVG OPOVG TNG
draxrpolng kat Oa amoxAetiovtat g mepattépm dtadikaociag agtooynong.

I'a 1t devkoAvvorn kat Stao@alion g dStadikaoiag aSltoAOy1ong, T0 OOVOAO TV OTOLXEI®V TG
texvikng npoogopdg (TEXNIKH ITEPITPA®H, ®YAAO ZYMMOPOQZHY - TEKMHPIQZHZ,
ANTITPA®O OIKONOMIKHX TITPOX®OPAZ XQPIX TIMEX KAI AOIITA ZTOIXEIA) Oa
vroPdAovtat oneodNIoTe oe OVO MANPEG XDPLOTEG OELPEG, O XMPLOTOLG PAKEAODG — VIOOLE JE
aplbpnorn tov mepteyopévoo Kabe PakéAov Kat avtioTolyo eDPETPLO.

Ot nmpopnbeotég mpémet va mep\apPavoov OtV OKOVOHLIKY] MPOOPOPd TIHOKATANOYO T®V
AVAA@OIP®V, TOV PBACIKOV AVIAAAIKTIKOV KAl TOV IEPUPEPELAKDOV ODOKEDOV TOL HNXAVIHATOG
Kabmg KAt ToL KOOTOVG £T1)0LAG IIAPOYTIG DIMNPECIOV OOVTIPNONG HE Kl XOPIG AVIAAANAKTIKA PETA
NV AR ToL XPOVODL eyyDI101G KAAG Aettovpylag. AvTiypda@o Tov KaTaAOyoL avto (X®pig TIpES)
Oa mept\apPdavetat Kat otny TeXVIKI| IPOOPOP.

[TiotommouTikd.
Ot mpopnBevtég mpéret, pe o) aroKAEOPoL Tovg, va Katabéooov padi pe TV TeXVIKL] IPoopopd
Td KAT®O1 MOTOMou TIKA OO T TAG:

e [TTotomonuko EN ISO 9001 17 EN ISO 13485 pe medio motomoinong tv diaxivnon
tatpotexvoloykev mpoioviov kat EN ISO 13485 ywa v Texviki] vmoot)pidn
LATPOTEXVOAOYIKOV IIPOTOVI®V (HETa@PAopéva otd eAANVIKA KAl VOPIH®G EMKOPOPEVA),

¢ TTwronoutika ofjpavong CE yia tov mpoo@epopevo eSONMOPO ®OTE VA IKAVOIIOODVTAL Ot
avtiotolyeg amattoelg 1wV oxetikov odnywwv g E.E. (Odnyia 93/42/EEC onwg toxvel
ofpepa (PETa@PaopEVa oTa EAVIKA KAl VOPIH®OG ENKOUPOPEVA),

e Bepaiwon ooppopgwong coppava pe v AY86/I.IT. ow. 1348/04 anogaor tov Yrnoopyoo
Yyetag xat Ilpovouag : «Apyég xat xatevbovtpleg ypappég opdrg mpaxtikg diavoprng
tatpoteyvoloyikmv npoioviav» (PEK 32B/16-1-2004) oniog tporonou)Onke Kat 1oxvetL.

e TTotomowntiko €vtadng ToL OKOVOULKOD (Popéa Oe MPOYPAPHA eVAAAKTIKYG diaxeiplong
aroPANTeOV eV NAeKTPKoL Kat nAektpovikov eSomhtopov (AHHE) ovpgeova pe ta
kabopilopeva omv ApW.H.II 23615/651/E.103/8 (®EK t.B" 1184/9-5-14), otav o
ODPPETEX®V OTO OlaAY®VIOPO elval KATAOKELAOTHG 1) €0AY®OYEASG (ERIIOPOG) TOV VIO
npopnfeta ewdav. Xe MEPUIT®ON IIOLD O OLPPETEX®V Oto Oaywviopo Oev  elval
KATAOKELAOTNG 1] €oay®yeag (epmopog) oAd amhog Olaxkivhtrg Tote o@eilel va
IIPOOKOPIOEL £YYPa@Po To oroto Oa amodeikvietl OTL dlakivel POTOVTA MOV IPOEPYOVTAL ATIO
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TOVG KATAOKELAOTEG 1) E0AYDYELG (EPIOPODG) TOL EKACTOTE MPOTOVTOS, ovpPePAnpévong pe
EYKEKPIPEVO TIPOYPAppa evalakTikr|g dtayeipiong AHHE.

[TotonomTika @V omoimv 1) 10x0g €xet Afdet, dev yivovtat dextd Kat 1 aviiotolyn Ipoopopa
anoppimtetat &g amapddexktn. Emi mowvi) amokAewopov, Ta  aviiotolyad ITOTOIIOU|TIKC
OLPPOPP®ONG IIPETIEL VA KATATEDODV OTO PAKENO T1)G TEXVIKIG IIPOCPOPS.

Na xartatebet vrrevbovn dnAawon tov apbpoov 8 mapayp. 4 too N.1599/86, onwg ekaotote 10)LEL,
VOHUHOD EKIIPOOMIION TNG eTdtpetag, oty orota Oa dnAwbet:

OTL 1] IIPOOPOPA CLVTIAXONKE COPUPWVA Pe TOLG OPOLG TNG IAPOLOAG OlAKNPVENG, TG OTIolAg
é\afe yvmor) Kat TV armodexetat I P®G KOt aVETPOAAKTAL.

ot mapatteitat ano kabe dikatopa anolnpimor)g ToL OXETIKA JE OTIOAOTIIOTE ATIOPAOT TG
Avabétovoag Apynig yia avaPoAr) 1] akOp@Oon - HATAL®OT] TOL SIAYOVIOHOD.

n emyepnpatikyy povada oty omoita Oa mapayxbelt to mpolov kat Ot 0 VORLHOG
EKIIPOOMIIOG TG eImyelpnong avtng éxet armodexOel EVavTl TOL COPPETEXOVTA TV EKTENEOT)
NG OLYKEKPPEVTG TIpoprfetag, oe MePlmT®Or KATAKOP®ONG OToV IIpopndevtr) vIEP TOL
orrotov £ytve 1) arodoy).

0 XPOVOG Iapadoong Tov eSOMAOPOD.

TO XPOVIKO dlaotnpa eyydnong KaAng Aettovpylag Tov MPoopepOpevoDn eGOIAIOpOL [pe
e\dylot amaitmon ta dvo (2) & amo v napalafr) tov] yia to omoto OeopeveTal o
OLKOVOHLKOG (POPEAS,.

TO XPOVIKO OlaoTNpa yld TO OHNOl0 O OWKOVOHMIKOG (Popedg OeOHeLETAL Yld IIAPOXI)
AVTAAAIKTIK®OV, AVAADOIH®V KAt TEXVIKIG DIIOOTNPSNG {pe eAdayiot) amaitnon ta 6éka (10)
¢t [opilopevn wg Ilepiodog Texvikrg ESvrmpétnong (SERVICE)] amd v mapdadoor tov
€COMAOpOD), ovLvOoOeLOPEVH amoO avTiotoln (wg mpog Tt Owipkewa) PePfaimon Tov
KATAOKELAOTH 1] TOL €§0LOLOdOTNHEVODL aviuIpoomnov avtov otnv Evpenaixr Evworn
(E.E), onwg avtot opifovtat oty Odnyia 93/42/EEC (epooov o ooppetéxmv dev eivat o
1010¢ KATAoKeLAOTH|G 1] 0 £50LOLOOOTNPEVOG AVTUIPOOMIIOG Tov Kataokevaotr) otV E.E.)
MPOKEWEVOL va OtaopaAiletal 1 mANPnG, aveAAulr)g KAt OpaAr) Aettovpyld TV vIIO
npopn)eta el0av.

d¢opevon yua v mpookopton tg npoPAenopevng PipAoypagiag, eyyelpdiov {xpriong,
Aettovpylag [tov pNTPNTIKOL KATAOKELAOTIKOL oikov (Operation Manuals) pe avalotk)
MEPLYPAPI] TOV AVTIOTOX®V MPOMTOKOA®Y KAl AEITOLPYIOV yld OAeG TIG AVTIOTOUYEG
EPAPPOYEG], OLVTIPNOLG, EMOKELIG KA}, KATAANOY®DV, Oxedi®V, KAII KATA TV IApAadoor)
Tov eov. Emonpatvetat ot ta ev Aoye dikatohoyntika Oa mpookopiobody katd tnv
napddoon-napalapry Tov CLPPATIKOD AVIIKEWEVOD Of KATAOTAON MANpovg Aettovpylag
kat Oev Oa vrroBANOovV pe TV TEXVIKI IIPOOPOPU.

deopevon yla TV EMIOKELY], OLVTLPNOL), TOXOV PAOPOVOPNOL), TV TEXVIKI] TANPOPOPNOT)
KAII TOL COPPATIKOD AVTIKEWPEVOD KAODG Kat yid TV TeXVIKY] eSoImnpetnon petd tm) Ardn too
XPOvov eyyvnong Kakrg Aettovpyiag.

0 apdpog kat edwKoOTTEG TOL KATAMNNAA EKTIAIOEDPEVOD KAl EMIIELPOD TEXVIKOL Kal
EIMOTIHOVIKOD IIPOOMIILKOD TOL COPPETEXOVTA Y1d TV TEXVIKI] LIIOOTHP1EN TOL CLOPPATIKOD
AVTIKEWEVOD, TIPOKEWEVOD VA AITOOEIKVDETAL 1] IKAVOTITA, ENAPKEd KAl KATAMNNAOTTa
TOL Yyla LHOOTHPISH TOL OLHUPATIKOD AVTIKEWPEVOD (AVTIAANAKTIKA, OLVII)PNOL), EMLOKEDLT),

Babpovopnor), kAm)

[Tapoxt) avtaA\aKTIK®V/ TEXVIKI|G DIIOOTHP1SNG KAl XOPI|Y1O1) £yyLN oG KaAr|g Aettovpyiag.
H mpopnBedtpla etaipeia mpemel armapaitn)ta va mdpéxel MANPn OuVATOT)TA EMIOKELI)G KAl
oLV PN O1G ToL LIIO HpoprOela eSonAtopov.
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IIpog TO0 OKOMO ALTO KAl yld TOV IIPOOCOIOPIOPO THG IKAVOTNTAG KAl TG EMAPKELAS TOL Vd
vriootpilet ta poo@epopeva eidn pe avtalaKTIKd, EMOKeEDES, ovvTrpnor), Pabpovounon K.Am.
MPEMIEL:

e Na mapé€yetat TexViki] LIOOTPSI HeE OPYAVOHEVO service dammo epmelpo, KATAAAnAa
EKIIAOELPEVO  TIPOOMIIKO, KATOXOl IIOTOIOUTIKOL EKIIAidevong amd Tov  HNTPKO
KATAOKEDAOTIKO OLKO Yyla TNV OLVINPNON TOV avTiotoywv pnxavnpatev. Na katatebodv
A AVA@EPOHEVA  IOTOIOUTIKA  eKIIAidevONg €KOOONG KATAOKEDAOTIKOD OIKOL, TOL
IIPOOMITLKOD TOL IIpounevtr).

e Na ondpyoov KAtaAAnAeg eyKATAOTACELG KAl DIIOOOPEG KAl TEXVIKOG €SOMAOPOG 0LTMG
®ote va eSao@alietal 1 TeXVIKI] KAAOWN TOL €SONMMOpOL Kdat 1) dpeorn €Aevon
AVTAAAIKTIKOV 0TO X®PO Tov Noookopelov eviog 48 @pav arod v emonpn avayyeAia g
BAGPrG.

e Na xkatartebel £yypa@o TOL KATAOKELDAOTIKOL Oikov OTo omoio va Onlwvetat o
€§ODOLO0OTNEVOG  AVIUIPOOMIIOG YA TNV TEXVIKI LHOOTPEn ToL LIO mpopndela
eorm\topoov oty EAada xat to xpoviko diaotnpa yia 1o onoio Oa eivat e§ovotodotnpevog.

¢ O npopnbevtg va avagépet otV Ipoo@opd ToL AeTopepg ) Otadikaocia Kat Tov TpoIo
emxowvaviag yia avayyeiia PAapov-texvixy Kaoyr).

O mpounBevtrig pe v amodoxn tng mpopnbetag eyyvdtat T dovatotnta e@Podlacpov NG
Yrnpeoiag pe avtalaktikd yia tovAdayotov dexa (10) xpovia amd v oplotikr) napalaPn
avtob, mote va eSaopaliotel 1) mA1)PnS, aveAAuIrg Kat opaAs) Aettovpyia TOL eSOIMAIOHOD.

Na xatatebet PePaiwon 1000 Tov mpopnBenTr) 000 KAl TOL KATACKEDACTIKOD OIKOL 0TV oIotla va
dnl\wvetat i 6éopevon e€aopaliong xatr Owdabeong avtaAakTikov Kabwg Kat T@v avtiotoiyov
KATAAMNA®V DAK®V yla v TAfpn Aettovpyia kat amnodoon tov efomhiopov yua Oéxka (10)
TOLAJXOTOV £Tr) A0 TV OPLOTIKY IAPAAAPr] ALTOL AKOPA KAl OTIg MEPUITMOELS : o) O1AKOIIG NG
ovvepyaotag tov mpoupnbevt) pe tov Kataokevaot) Kat ) Owaxomng tng Asttovpylag too
npopnteotr).

O npoo@epopevog eCONAOHOG Oa KaAvmTetal amo eyyonon Kahrg Aettovpyilag, dbvo (2) etwv Kat'
eAd(10TOV amlo TV NPEPOPNVIA OPLOTIKNG HAapalafr)g Tov ovykpotipatog, kat Oa xaleitat
«11EP10d0G £YYLIONG KAAIG AETTOVPYLAG-OLVTI) P10 G-EMTOKEDT|G>.

H &¢opevorn) xopr|ynong eyyonong kaAng Aettovpyiag tovAdytotov 6vo etov Oa yivetat pe katdbeon
OXETIKN|G eyypapng PePaiwong a) tov 6tov tov mpopndevtr) Kat 3) TOL VOPIPOL EKIIPOCMIION TOL
KATAOKELAOTIKOD 0iKov, 1 omoia Oa avagépetatl Katd TPOIo oa@r) oTo IPooPepopevo eldog. Kata
) StdpKela 10xvOG TG eyyvrong, to Noookopeio 6e Oa evBovetat yia ormowadrmote BAdPn tov OAov
HPNXCAVIHATOG 1] TOV HEP®V ALTOL IIPOgPXOHEV] Ao v ovviOn kat opOr| xprjon tov Kat dev Oa
empPapovveTal pe KAVEVA IIOOOV Yld €PYATIKA, AVTAAMAKTIKA, OAKA Kat Aourd €§oda
AIIoKataotaong g PAAPnS, eKTOg TV AVAADOIHGDV.

H eyyonorn kalr)g Aettovpylag- OLVIPNONG — EMOKELIG TG IAPAYPAPOL KAADITTEL KAOe EAdTTOpA
1] mpoPAnpatikn Aettovpyia, mov oeiletat oe AavOaopévo oxedlaopo, ateeleg TG KATAOKEDIG KAt
EAATTONATIKO e§dptua 1] mapeAkopevo (Ipowpn @Bopd, ovotnuatiky PAAPn K.a.), €KTO§ TV
AVAA@OLP®V, 1] AVTIKATAOTAO! 1) EMOKELT] TOL oroiov Bapvvet Tov mpopndeotr) (LAKA, epyaTIKd,
HPETAPOPIKA KAIL.).

O mpopnBevtr)g vrioypeovTal va mapexelt kad OAn v Owapkela TG MePLOO0L £yyLNONG KAALG

Aettovpylag- oLVTHPIONG - EMOKELIG, OAEG TIG EMKAIPOIIOW|OELG TOL AoylopikoL (updates, patches)
tov Kataokevaotukobd Oikov oe vridpyovta npoypappata (software, hardware k).
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Kata mv dwapkela g meptodov eyyovnong Kahng Aettovpylag- OLVINPNONG - €IOKEDIG, O
rpopnOevtr)g vIIoxpeoLTAL, AVeL TIPOOOeTNg apoPr)g, va enavaldfet TV eKIatdevor TOL APROOIOL
npooemkod o0 NOZOKOMEIOY (tatpodg-voonAentég) yia 010 Xpoviko didotpd TOODAAXIoToV
HE TV apykr) eknaidevor), otav kat eav avto ¢nnoet arno to NOZOKOMEIO.

Zmv eyyovnon nep\apPaveral 1 LVHOXPE®ON TOL IPOpNOeLTH) Kat yid IHIPOANITIKO ENeyyo
oovtpnong ovpeeva pe tig odnyleg tov Kataokevaotikov Oikov 11 0e ovyvotepd XPOVIKA
draotpata e’ 0oov arattndel, avdloya pe T XPron ToL, ®OTE O eSOMAOPOG Va elval IAVTIA Og
KATAOTAOL) ETOPOTNTAG.

Apvnon tov mpopntevtr) yla AIIOOTOAr] OLVEPYEIODL EMOKELI|G KATA T OWIPKEWA THG €yyLnong
KaArg Aettoopytag, Oivet 1o Owaiopa omyv Ymnpeola peta v napélevor mévie  (5)
NPEPONOYIAK®OV NHEPMV arIO TNV &yypa@r €00moinon Kat x®opig aAn ovmevbopion, va avadéoet
TNV EMOKeLI] TOL €GOMAIOPOL Og GAAN etalpeia xat 1o kootog damavng Oa emPapodver tov
ripopnOevtr). O npopndevtr|g mapatteital Tov SIKAMUATOG IIPOOPLYIG 1] KATA OIOI0dNIIOTE TPOIIO
Ap@LoPrTnong g LIOXPEMONG KATAPBOANG TG OATIAVTG EMLOKEDT|G.

Kata ) dwapkeia mg eyyonong Oa tpeitat npepoldylo Aettovpyiag, oovtrpnong, PAapov KA.
nov Oa nmapaxolovdeitat kat Oa povoypdgetat ano tovg vrevdovovg too Noookopelov (Latpo 1
TEYXVIKO) KAt TOV TeXVIKO Tov npopnbeotry. Zto nuepoloyto Ba avaypdagovtat ot PAdPeg, Ta aitia
TODG Kot 1] OIIPKELA AKIVITOIOINO1G TOD HI)XAVIHLATOG.

Otav amodedetypéva o ono npopt)eta eSonAopog Aoy® PAafaov Mapapeivel Katd Tov Xpovo Thg
EYYDNONG KAAIG AELTOLPYLAG- OLVINPNONG - EMOKELIG €KTOG Aettovpylag mépav tov 20% Ttov
IIPOOPEPOHREVOL XPOVOL €yyLNong, TOTe avtog Bempeitatl amo t) QOO TOL EAATTOHATIKOG KAl O
npopnfevtg elval LIOYXPE®HEVOG VA TOV AVTIIKATAOT|OEL ONOKANP®OTIKA. 2& TEPLIT®OON oL O
npopnbevtg dev tov avukataot)oey, 1 Ymnpeoia Owampel To dkaiopa va mpoo@oLyel otn
dwatoobdv).

Eykataotaorn - mapadoon)

1. O eSom\opog Oa eykataotabet pe enbovr) tov mpopnbevtr) oto y®po mmov Ba Tov vrodetybel amo
10 Noooxopeto.

2. O mpopnOevtr)g o@eilel va ekteAéoel MANP®OG TV EYKATAOTAON TOL HPIYCAVIHATOS KAl VA TO
napadmoel oe IATPIN KAl KAVOVIKI] Aettovpyld, pe OO TOL €10KELPEVO KAl ACPANOPEVO
IIPOOWITIKO KAl 01K} TOL OAOKANP®TIKA ev00OVN, odpP@Va pe Tig odnyleg Kat ta oxédia Tov
KATAOKEDAOTIKOD OLKOL Kat Tig 001 yieg ToV appodimv vranpeoimv too Noookopeiov.

3. H mapalafr) tov pnyavrpatog Oa yivel petd myv eyKatdotaon avtov, oe OANPL /KAVOVIKI)
Aettovpyta tov. Eldwotepa, yia mv optlotiki) napalafr| Tov pnyavi)parog Ipemnet va mponyndovv
ONOl Ol AIIAITOLEVOL £AEYXOL, Ol PETPNOELG, 1) emidetln Aettovpylag Kat yevikda 1) enalrfevorn) tov
TEXVIK®V TOD OOVATOTITOV KAl XAPAKTPLOTIK®YV.

4. 'Oha ta eidn xat vAkd mov Oa mpookopioet o mpopnfevt)g  yla TV eyKATACTACH KAt
Aettovpyila tov vro mpoprdeta pPnYaAVHPATOS, MPELMIEL VA elvAl KAWVOVPYLd, AHETAXEIPLOTA, XOPIg
EAATTOUATA KAl VA KAVOIIOOLY OAODG TODG OPOLG NG oLPPaong, mov kabopifovy Tov TOIO, TV
KAt yopia Kot Ta DIIOAOUIA XOPAKTNPIOTIKA TOD.

5. O mpopnBevtrg etvat vroxpeapévog va dmoet OOl IIOTE OTOLXELd IIPOENEDONG TOV DAIK®OV
110ele {n o€t 0 Popeag yia SLAMOT®OL) TG HOOTNTAG KAl TV XAPAKTPLOTIK®DV TOVG,.

6. O xpovog mapdadoong, 0 Omolog MPEMEL VA AVAPEPETAL ONOOONIIOTE OTNV APXIKI| IIPOOPOPd,
kabopiletat oe eCrjvta (60) npepoloylakég NpEEPES Ao TV NEEPORNVIA DIIOYPAPT|G THG OO PaoT.
Zovodevtikd Eyypaga katd v napddoor tov eSonAopoo.

Katd v vnoypagr) tov IpoTokOANOL 0ploTiKI|§ IapaAdPr)g 0€ KATAOTAO HAT)POVG AeLTODPYIdAg O
avadoyog vroypeodTAl Va Hapad®oet :
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e TINM)pn oepa tevxov (eig durhovv) pe odnyleg ovvirpnong kat emokevr)g (SERVICE
MANUALS) otnv ENA\nvik) 1) AyyAr) yAwooa.

e Avo (2) Eyxepidia Aettovpyiag (Operation Manuals) otnv eA\nvikr] yAwooa, yia kdabe
IAapadoTeo pPnYavnpd.

Exnaidevon mpoommkon - IAr|png Aettovpyid pnxavnpdtov

Ot ooppetéyovteg Oa mpenet va xatabéooov minpeg avaloTiko DPOypAppa eKIIAIOEDONG yid TOVG
XPNoteg (Latpods- TeXVOAOYOLS), MG KAl AVIlypd@o T®V avayKaiov Bondnpdtav 1) mvAakev otV
ENAn vk yAwooa.

H exnaidevon (tatpaov - yepotov), Oa napéxetar yia mévie (5) epydotpeg npépeg TOLAIXIOTOV
HETA TV eYKATAOTAOT TOL PIYAVI|ATOG, dved mpoobetng apoPrg tov mpopndevtr).

O mpopnbevtrg vrmoxpeovTal va ekmatdevoet dvo (2) texvikovg tov Noookopeiov yia daotnpa
TE00APRV (4) epydOIpI®V NEEPDV.

Ia oAeg Tig mapandve Mepurt®oelg 0a yopnyeitat MOTOMOUTIKO eKITAIOEDONG TOL MO AV
IIPOCMIIKOD.

ESoxr) ®eooahovikng 10-10-2018

H EINITPOITIH
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