TEXNIKEZ TIPOATAMPAZEZ TPOXHAATSIN HAEKTPONIKOIN TTIEZOMETPON -
O=YMETPOQN

TEXNIKA XAPAKTHPIZTIKA

Na eivai olUyxpovng TexvoAoyia¢ oTepedg

NAI Na avagpepBei o TUTOC ToOU

1 | kai avOeKTIKAG KATAOKEUNG KATAAANAo yia | UAIKoU Kal ol Tpomol KaBapiopou-
VOOOKOUEIaKA Xphon amoAUpavong Tou
Na AeiToupyei He evowpatwpévo | NAL. H pmarapia va mpoowépel
5 TPo@odoTIkKG Kal umd Tdoh OikTUou 220 | autovopia 3 wpwv TouAdxioTov. H
V/B0Hz kaBw¢ Kai pe evowpdatwpévn | avTIKATAoOTAoNG TNG Oa mpémer va
ymarapia vivetai eUkoAa. Na 606ouUv aToixeia
Na civai AsiToupyikd, mepiopiopévou dykou | NAI. Na avagepOolv diaoTtdoeic ot
3 | kal Pdpoug, Tapéxovrag dveon Kai eUKoAia | cm.
oThv Xphan - AsiToupyia. <4 kg
Evdei§n TnG KATAOTAONC TOU OUOOWPEUTH
4 | (xaunAn  oTddun) kabuwg kar  évdeifn | NAL
popTIONG
OTITIKOAKOUOTIKA didtaén ouvayeppou
5 | (ALARM), yia 6Aa Ta e¢aivopeva kai Tic | NAI Na mepiypagei avaAuTikd
TAPAKETPOUC TOUG
H uétonon The miconc va viverar pe Tnv NATI. Nf] KarareOei TII(,JTOTIOInTIKé
6 TaAQVTWOIPETPIKA HEB0JO a?uomcmac vid Thv jetenon The
Tieong
Kar emAoyR XelpoKivATn KAl autopaTn
7 | ekkivnon Ttng pétpnong oe mpokaBopiopéva | NAL. Na avagepBouv
Xpovikd diaoThpara
NAI. Na avapepBoUv avaAuTika:
Tautéxpovn ynelakh ameikdvion Twy Tipwy | E0pog ouaTtoAikig: 40-250 mm Hg
8 | ouaToAIKAG, B1a0TOAIKAG Kal péong Tieong, | mepimou. Na avagepOei n akpipeia
pe EexwploTd opla ouvayeppou. Eupog diaoToAikAg: 10-200 mm Hg
mepimou. Na avagpepBcei n akpipeia
O yneiakécg evdeifeic va cival peydAeg Kai
9 | eudidkpiTeg TOOO amd amdéortach, 6go kKai | NAI
UTTO 0TT01000NTTOTE OUVONKEC PWTIGHOU
, , , .| NAI Na avagepBolv T1a diaBéoipa
10 | Na déxeTai epixelpideg diapopwyv HeyeOwy HEVEBN TWY TEPIXEIPIBWY
, , , . | NAI Me eUpoc¢ pétpnong amo 40 -
11 | Wnpiakn ameikovion Tou kapdiakol puBpou. 200 bpm Tepimou
12 MsTphosug TO%J KopeaHoU  apTnpiakou NAT
aiparog og ofuyovo (SpOe2)
13 | AvaipgakTn péBodog NAI Me aioBntnpa dakTUAou
14 | Wnpiakh évdeifn emi 101¢ % Tou KopeapoU | NAI. Na civar peydAng akpipeiag




ofuydvou aTo aipa. Tou dev Ba mpémel va {emepvad TIC +
3 povadec. Eupog pétpnong 50-99%
mepimou. Na avagpepBei n akpipeia

15 | Na di1aBéTel €vdeifn Tou eUpoug TTaApoU NAI, oe kupaTopoppn R oTHAN

16 Na d&iaBérer pvaun amoBnkeuong Twv | NAIL, va avagpepBOei o apiBuoc Twv
TeAeuTaiwy PHETPATEWY HETPROEWY TTOU amoBnkelovTal.

17 Na ouvodeletar amd Tmepixelpide¢ kai | NAI duo mepixelpideg, kavoviki Kai
ai00nTApa dakTUAoU evnAikwy TAXUOAPKWV.

18 Na 81aBétel katdAAnAn £€odo yia ouvdeon NAT
pe H/Y

Auvatétnta avaPpdOuione  via  pértpnon

19 L , Na avapepBei kai Ba aiohoynBei
Oepuokpaagiac h dAAwv TTapapéTpwy
NAI. EmBuunté va 81abéTel
geydAouc  TpoxoUgc  o6mou  Ba
20 Na ¢épetar oc oraté Tou 18iou oikou | avagepOei n didueTtpoc Toug(oe
KATAOKEUNG. mm), ovoTnua méEdnong Kair e
KatdAAnAeg  Onkec  (kaAaBdki)
evamoOeong TapeAKOUEVWY.
EIAIKOI OPOI
1. TENIKA

1.1. O mpounBeUTAC UTToXpeWVETAl va eKTEAETEI TARPWCE TV EYKATAGTAGN TOU HNXAVAHATOC Kal vd TO
Tapadwoel ge AsiToupyia, He 81KO TOU €IBIKEUPEVO Kal AOQAAIOHEVO TIPOCWTIIKO Kal 8IKA TOU 0AOKANPWTIKA
€uBuvn, olppwva Pe Toug TeXVIKOUG & £MIATNHOVIKOUG KAVOVEG, TOUG KavoviopoUG Tou eAAnVIKoU KpdToug,
He TI¢ odnyieg Kal Ta oxédid ToU KATAOKEUAOTIKOU o0ikou Kai TéAoG TIC odnyiec Twyv appodiwv uthpeoiwy
Tou @opéa, aTo XWwpo Tou 81aBéTel. O MPounOeuUTAG UTToXpEoUTAl va XPNOIHoTIoInoel amodedeiydéva To
€€ c18IKEUPEVO TIPOOWTIIKG TO 0Toio TTepiAaupdaveTtal ota dikalioAoynTikd Thg TTpoaopdc, To de Nodgokopeio
opeihel va eAéyEel T OXETIKA ouppdppwon, woTte va diacpahiobolv Ta cuppépovTa Tou Anpoaiou.

1.2. H mapddoon-mapaAaPr Tou upnxavAdatog (opIOTIKA TOIOTIKA Kdl TOOOTIKA) Ba vivel, pe Tnv
€YKATAOTAON Kal g€ KatdaTaon TARPouC AciToupyiag, we €181kOTepa opileTal amd Thv OXETIKA KEidevn
vopoBecia. O1 meplypagdpevec oth oUuPpacn duvaTtdTnTeC Tou HnxavAuatoc Oa eAeyxOoUv oe KkdOe
TEPIMTWON HE TA amaiToUPeva epydAcia Kal dpyava HeTpAoewv Kal eAéyxou, mavToTe O0¢& KATd TPOTO
TEXVIKA dpTio Kal 6TTou auTd Bev cival duvaTd oe TpaypaTikéG OUVORKEG, He Thy diadikacia Twv e€eTdoswy
oc aoBeveic (agopd Thv diadikacia oploTIKAC TTapaAdPAc).

1.3. OAa Ta €idn kai UAIkd, TTou Ba Tpookopioel 0 TpounBeuTAC oTo Noookopeio yia Thv eykaTdoTaon Kai
AgiToupyia Tou UTTO TTPOUABEId UNXAVALATOC, TPETEI va gival KaivoUpyld dUETAXEIpIOTA XWpi¢ eAaTTwuara
Kal va 1IkavotoloUv dAoug Toug 6pou¢ aluPpaong, mou kaBopilouv Tov TUTO, ThV KAThyopid Kal Ta UTtoAoiTta
XAPAKTNPIOTIKA Tou.




1.4. O pounBeUTAC uTToXpEWVETAl va dWael oTrolaBATTOTE oToIXEid TPoEAEUONG TWV VAIKWY NBeAe {nThoE!
0 popéag yia diamioTwaon ThE TOIOTATAG KAl TWY XAPAKTNPIOTIKWY TOUC.

15. O gpopéac diatnpei To dikaiwpa va eAéyxel kKABe mpookopi{opevo UAIKO Kal o TpoUnOeUTAG
UTTOXPEWVETAI va UTtakoUoel 0 oTToIE0ONTIOTE eVTOAEC TWV dpHodiwy UTTNPECIWY Tou, Yid UAIKO TO 0Troio
dev eKTTANPWYEI TOUC cUPPATIKOUC 6pOoUC, TTOU ava@épovTdl OThV TToIOTNTA Kdl Td XAPAKTNPIOTIKA Tou.

1.6. Ztnv mpooyopd Oa avapepBolv avaAuTIKd TApoOpold HNXAVARATA TIOU €XOUV eykaTaoTaOei Kai
AsiToupyoUv oe EAAnvikA Noookopeia, KAIVIKEC KA., pe 1d1diTepn éupacn oTa dnuoaia Noookopeia kar av
Ta MnxavApdTtd autd ouvTnpoUvTdl damod £YyKpITO Kdl KATAAAnNAQ eKTTAIOEUPEVO TIPOOWTIIKO  TNG
TpounBelTPIAg eTaIpEiag.

1.7. O xpoévocg mapddoong, o omoio¢ Ba avapepBOei omwadAToTE ATV dpXIKA TTPpoodwopd kaBopileTal amd
TNV nuepounvia umoypagphg Thg auupaong o EZHNTA (60) nuepoAoyiakég nuépeg.

2. TEKMHPINQZH TEXNIKOQN KAI AOITIQIN ZTOIXEINN EFTYHZEQN, ZYNTHPHZIENZ,
ANTAAAAKTIKON-ANAAQZIMON KATT.

2.1. Atavta Ta oxeTIkd ocuvuTtoPpaAAopeva, He TNV TPOOoWopd aToIXEid, aTrd TOUC «TTPOHNOEUTEG», Kal KUpla
TA OToIXEid TA oToid KpivovTdl, OTMWC TEXVIKA TepIypd@h, Yevikoi-€181koi 0pol, @UAAO cuppépewang,
TIOTOTOINTIKA A PePaioeic yia To e€eIBIKEUPEVO TEXVIKO R EKTAIDEUTIKO TPOoWTIKG, e£aocpdAion
HaKPOXPOVNG TApoXANG avTaAAAKTIKWY A avaAwaipwy povoTwAiakoU xapdkThpa, e§acgdAion pakpdxpovng
TAPOXNC UTTNPECIWY, €YKATAOTAONG, Service, ekmMaideuong KAT. e€yYUNoeIC A KAAUYeIC TEXVIKAC R
OIKOVOUIKAC PUONC KATL. aToIXEid Ta oTroia avagépovTal oTd TTapapThuata The AlakhApuéng, Tpokeipévou va
Kp1BoUv, xdpakTnpioBolv kai afiohoynBolv TpéTel va cival oTwadATIOTE emIPePAIWpEVA-TEKUNPIWUEVA
amod TOV AVTIOTOIXO UNTPIKO KATAOKEUAOTIKO 0iKO N KAT €AdXIOTOV ATTO TOV £Tionud avayvwploguévo aTh
XWwpa pa¢ kai oc TAApN AciToupyia emi TpleTia TouAdxiaoTov BuyaTtpikd oiko, o omoio¢ Ba d1aBéTel
OTWOANTIOTE KAl TV AvayKdid 0IKOVOHOTEXVIKA avaTTuEn-umodoph atnv EAAGda.

lNa va xapaktnpiletal o «TPoUNBeUTAC» W¢ BuyaTpiKOC 0iKog, TPETEI 0TO SIAKPITIKG TOU TiTAO va EXEl
Kdl ToV TiTAO Tou UNTpIkoU oikou A va uToPpdAAsl aToixgia Tou va Pepailivouv Tov 10XUpIoH6 auTé. Emiong
Ba umopdAAel opyavoypappa UnTpikoU Kai BuyaTpikoU oikou, To omoio Ba mepiAapuPavel uthpeoieg (via Ta
avrioToixa £idn).

‘OAol 01 GUUHETEXOVTEG UTIOXPEWTIKA TipéTrel va d1aBéTouv oUoTtnua oi16TnTac EN ISO 9001:08, pe medio
MoToToiNONG TNV diakivhon 1aTpoTeXxVoAoyikwy TpoidovTwy kai EN ISO 13485:03, pe medio mioTommoinong
TNV TEXVIKA UTTOOTAPIEN 1aTPOTEXVOAOYIKWY TTIPoidvTWY (HE TIGTOTOINTIKA ETTIONHOU opyaviopoU
TMOTOTOINONG HETAQPATUévVa aTa eAANVIKA KAl VOUIPWE eTIKUpWHEVA, Ta oTroia Ba kataBéoouv aTov
EMIPEPOUC PAKEAD TEXVIKAC TIPOOPOPAC).

Emionc va d1aBéte1 Bepaiwon Zuppetoxhc o Eykekpipévo Zuotnua Evaldaktikic Aiaxeipiong AHHE
(oUppwva pe To N. 2939/2001 kai To TT.A. 117/2004 kai 15/2006).

a. ZToIxcia pwToTUTNUEVA adploTa eAAITTA R acaph dev Ba AaupdvovTtal umdyn Katd Thv afloAdynon.

O vopipog ekmpoowTtog Tou OQikou KATaoKeUNG dUvaral va Pepailvel Ta avwTEPW TTEQIYPAPOUEVA aTOIXEIA
He uTteUBuveg dnAwoelg, epdoov Tou £xel 30B¢ci Tpog ToUTo amd Tov MNTPIKO KATAOKEUAATIKG 0iKO
emionun TpwToTUTN £€0UaI0d6ThoN.(oUppwva pe Ta opildpeva oThv Tap. 4.1.1).

p. 270 TepIEXOUEVO TWV TTAONG PUOEWC PePAlloswy N TIOTOTIOINTIKWY, A dIKAIOAOYNTIKWY, R EYYUACEWY-
KAAUWewv (XPOVIKEC - TTOIOTIKEG - TTOOOTIKEG - TTAPOXAG OpWY CUVTAPNONG - AVTAAAAKTIKWY - avaAwaipjwy
KATL.), Ta omoia Ba avagepBoUv & kaTaTeBoUv amd Toug «TpopUnBeuTéG» yia Thv alioAdynon, paBuoAdynon,
TpoUNBela - eykatdoTaoh - apddoon - ekmaideuon - d1acdAion GUVTAPNONG, EYYUNTEWY, aVTAAAGKTIKWY,
avaAwoipgwy, ekmaideupévou (TexVvikoU A eKTTAIBEUTIKOU TPOOWTIKOU) KAT. , Kal Ta omoia Ba civai
TPWTOTUTIA A VOHIHWG £TIKUpWHEVA avTivpaga Ba mepihappdvovral TARPN oToIXEid, KaTd TEPIMTTWAON, TOU
uNnTpIkoU A Buyatpikol eAAnvikoU oikou (A/von, ThAépwvo, Fax, KAT.) Kai Tou utoypdgovtog Nopipou
ExkmpoowTou (6vopa-1816TnTa).

Eidikd yia Ta motomoinTikd ISO kai CE Ta omoia civar povadikd Kai Tapdapévouv oTnv KdTtoxf Tou



TPodnNOeUTA YyivovTal OeKTd VOUIHWC €TIKUpWHEVA avTiypagd. Ta TIOTOTOINTIKA GUPUOPPWONG TTIOU
ekdidovTal amd Tov KATAOKEUAOTA dev eUTiTTOUV OThV £€dipeon AUTA Kal TPETEl va gival TTPWTOTUTIA R
VOUiJWG eTmIKUpwyéva.

H TEXNIKH TTIPOZ®0PA OX0 KAI H OIKONOMIKH ©A TTAPAAOGOYN KAI XE HAEKTPONIKH
MOP3H ZTOYXZ ANTIZTOIXOYXZ @AKEAOYZ ME TIX ENTYTIEZ TIPOX®OPEX ( ETII TTOINH
ATTOKAEIZMOY).

2.2. OPOT EFTYHZE(IN - ZYNTHPHZH

2.2.1. O mpounBeuThc uTtoxpeoUTal va d1aBéTer oThv EAAGSA pévIHa KATAAANAG EKTTAIBEUHEVO TIPOOWTTIKO,
HE TIOTOTIOINTIKO eKTIAideuong Kai e£ouciod0TNONG auToU amd Tov UNTPIKG KATAOKEUAOTIKO 0iKo, Yid Thv
OUVTAPNON TWV avTioToIXwv pnxavhudTwy. H alvBeon Tou ouvepyeiou ouvTApNonG KABW¢ Kai Ta TUTIKA
KATI. TTpOOOVTA TWV ATTACXO0AOUHEVWY va avapepBolv avaAuTIKd oThv TTPog@opd wW¢ Kal Ta avTioToixa
diakpiPpwuéva Tpog TouTo dpyava.

Addgelec R AOPIOTIEC, WC TIPOC TOV ApIBUO, TTPOaOVTA, EKTIAIdEUON TOU TIPOCWTTIKOU TOUC 0poUG
EYYURTEWY R TN ouvTApNoNh KA. Ba xapakTtnpifovrai, anapdparol 6pol kai o1 Tpoopopéc Ba amokAciovral.

2.2.2. O mpounBeuTthc umoxpeoUTal va eyyunBei Thv KaAh AsiToupyia Tou pnxavhupatog yia Tpia (3)
TOUAdXI0TOV Xpdvid amé Tnv mapddoon Tou KATd Toug 6poug TN diakApuéng kai Tig 1oxUouoec diatdgeig,
w¢ Kar Tnv e€acpdAhion 81dOsong avTaAAakTIkwy yia déka TouAdxioTtov (10) ouvoAikd €Th, pe €yypagh
empepaiwon Tou UNTPIkoU KataokeudaTikoU oikou. Katd th didpkeia Thg gyyunong 1o Noookopeio dev
Oa euBlveTal yia kapia PAAPN Tou 6AoU UNXavApaTog TTPOEPXOHEVN aTtd Th CUVABN Kal 0pBR XpAoh Tou Kai
d¢ev Ba emipapUveTal e Kavéva TTood yia Td pyaTikd, avTaAAaKTIKA, UAIKA KAT,

2.2.3. Katda tnv umoypdgh ToUu TPWTOKOAAOU TapadAdPn¢ oe Katdotach AciToupyidgc o TPOHNnOeUTAC
uttoxpeoUTar va mapaduwoer: TTARpn oeipd Teuxwyv (e1¢ S1TAoUV) pe odnyieC OUVTAPNONG Kdai ETIOKEUAG
(SERVICE MANUALS) otnv EAAnVIKA A AyyAIKA YAWooa, kaBw¢ kai 6Ad Ta oxediaypdupara Twv
EMIPEPOUC THNUATWY TOU HNXAVAHATOC.

3. EKTTAIAEYZH TTIPOZQTTIKQY -TTAHPHZ AEITOYPITIA MHXANHMAT(N

3.1 O mpopnBeuThc umoxpeoUTal va OUVUTIOPAAAEI Ue TOIVA aTTOKAEIOHOU, OMWGOOATIOTE HETA TNG
TPooPopdc TOU TA TAPAKATW, TIPOKEIUEVOU AYEVOC HEV Td avTioToixa oTtoixeia va afiohoynBolv -
paBpoAoynBolv kai ageTépou 3¢ va e€acgahiletal n TAAPNG EKHETAAAEUOIHOTNTA TWV dUVATOTATWY KAl
amodéoswv Twv €IdWV Kal Kupla va Oiao@aAifeTar amé Toug XPNAOTEG N KAVOVIKA AgiToupyid Twv
pnxavnudTwy Kair Tautéxpova va TipooTtateUeTal n Anpédoia Yyeia ge Thv Xpnoigomoinoh Twv avaykdiwyv
€KAOTOTE OTOIXEIWY, KATA TN J1evépyeld Twy e€eTAOEWY :

a. TTARpec eyxelpidio pe agageic odnyieg¢ XPROEWS Kal AEIToupyidg Tou UNTPIKOU KATAOKEUAGTIKOU 0ikou
(Operation Manuals) pe avaAuTikin Teplypd@h TWV avTiOTOIXWV TPWTOKOAAWY Kal AEITOUPYIWV Yid OAEG
TIC AVTIOTOIXEC EQAPUOYEC HETAPpAOEVO oTwWaBATIOTE oTnv EAANVIKA yAWooa katd Thv Tapddoon Tou
HNXavApaTog, evl aTnv dpXIKA Tpoopopd ptopei va doBci oTnv AYYAIKA Kdl KATd TpoTipnhonh Kai oTnv
EAANVIKA.

p. TTAApeC avaAuTiké TpOypdupa EKTAIBEUONC Yid TOUC XPAOTEC OTMWCE Kdl yid Toug TeEXVIKOUG Tou
TUAHATo¢ BloiaTpIKAG, W¢ Kal avTiypdgo Twy avaykdiwv pondnudtwy A Tivakwy athv EAANVIKA yAWooa.

3.2. O mpounBeuThc umoxpeoUTalr va avagéper OTi diaBéter othv EAAGda pévigo Kai KatdAAnAa
eKTTaIdeUpévo TPpoowTiKG  (Tépav Kai avedpTnTa ToUu avTioToIXoU TeXVIKOU TPOOWTIKOU Yid TapoXh
UTINPECIWY EYKATAOTAONG, OUVTAPNONG, KAT) yid Thv UTtooTApIEn Twy TTpoogepopévwy 18wy amd dmoyn
As1ToupyIKA Kai emideifn - ekpdBnon Tou TpoowmikoU Twv Noogokopeiwv T600 £Ti ThG AsiToupyiag Twv
eidwv 0600 Kal emi Twv OUVATOTATWY ATIOTEAEOUATIKOTEPNG KAl ETTWQEAEOTEPNG €KHETAAAEUGNG Kal
avdantuing The amédoohc Twy, TTOIOTIKAG Kdl TTOOOTIKAC.



4. ANTAANAKTIKA - ANAAQLZIMA - SERVICE

4.1.Ta avTtaAAaKTIKA oupTtepiAduPavopévwy amepidpioTou apiBuol Pe Toivi amokAesiopoU, yali ye Ta maong
@UOEWC UAIKA, avaAwaoipa UAIKA oUVTAPNONG Kail AEiToupyidg, Kal epydTikd oThV Tpoo@EPOUEVN ETATIA TIUA
TARPOUC OUVTAPNONG - ETTICKEUAC TWV €18WV ToU 1aTpoTEXVOAOYIKOU eidoug. EEaipolvTal Ta avaAwaoipa

42. O diaywviCopevoc umoxpeoUTal va e€acgahiosl Tnv Umapén apeTaxeiploTwv avTaAAakTIKWY
avaAwoIpwy UAIKWY guVTAPNONG Kai AsiToupyiag Kai KUpta Th 81dBeon auTwy, WG Kal TWV avTioToixwy
KAaTdAAnAwy UAIKWY yia Thv TTARpNn AgiToupyia kal amédoon Twy €I0WVY TOU 1ATPOTEXVOAOYIKOU €idoug He
Tov TtapeAkdevo eorAiopd, emti déka (10) TouAdxioTov auvoAikd £Th. H avdAoyn 8éopeuon Ba yivetar pe
KaTdBeon oXeTIKAC éyypapnc Pepaiwong Tou KATAOKEUAOTH A Tou ££ouaiodoTnpévou avTITTPOOWTOU Tou
othv Eupwmdikh Evwon é6mwg autoi opifovrar otnv Odnyia 93/42/EEC, otov emi Hépoug @dKeAo
TEXVIKAC Ttpoopopdc, yia Thv afioAdynon Tng mpoogopdc, 8cdopévou OTI KpivETAl WE ouoIwdng amaithon
TNG TPOKAPUENC Yia Thv opdAR, aTtpdoKoTTN Kail HAKpOXpovh AEIToupyid Tou 1aTpoTEXVOAOYIKOU £idoug

4.3. ZTov £Ti UEPOUG YAKEAO TEXVIKAG TTPOOWOPdS, TTépa atmod Thv PACIKA cUvOEon ToU TPOTYEPOUEVOU
TOU 1aTpoTEXVOAOYIKOU €idoug Ba avaypdgpovTal oTwadATIoTE 0 AioTa 6Ad Ta amapaitThta UAIKA yid Thv
A€IToupyia, CUVTAPNON Kal ETTIOKEUR TIPOTPEPOHEVWY EIBWV.

5 OPOI KAT KOZTOZ EZOAQN ZYNTHPHZHZ - AEITOYPTIAZ

5.1.0 mpounBeuTAC UTTOXPEOUTAI OTNV OIKOVOUIKA TIPod@opd va avadgépel TV OUYKEKPIUEVN £TAOIA TIHA
Twv €£6dWv TTARPOUC OUVTAPNONG- ETIOKEUAC, OTTWOBATIOTE WE TTOIVA aTOKAgIopoU, yid To TPWTo £T0C,
peTd TN AREN The Tep1ddou eyyunong KaAng Asitoupyiacg, (avefdpthta Twy Aoimv dpwv eyylnong kdde
Tpoowopdc o1 otroiol Ba afiohoynBolv katd mepimTwon). ZTh ouvéxeld n TIUA Ba avampoodpudleTar -
avaBewpeital €TAGIA, Kal epdoov To emBUUEi N A.A., WG KATWTEPW TEPIYPAPETAl HEXP! OUPTTANPWOEWC
OUVOAIKA deKAETIAC Ao Thv nUepoUnvia opIoTIKAC TTapdAdPAC Tou 1aTpoTEXVOAOYIKOU €idouc.

5.2.H ipoopepodpevn apxikh eTAaIa TIHA TARPoUG ouvTAphong-cmiokeuhg (T1) yia To TpwTo £To¢ peTd amd
v AAEN TS ouppaTiKAC TTEPI6doU EyyUnong KAaAAG AsiToupyiag, Ba péTel va sival OUYKeKpIéVh kal Ba
avaBewpeitai-avampoadpldoleTal avd £To¢, Kal HEXP! Th CUPTTARpWGON deKAETIAC aTtd TNV OPIGTIKA
TapaAaPn Twy €10WV ToU 1aTPOTEXVOAOYIKOU €id0UC, HE OUYKEKPIUEVO TTOGOOGTO AVATIPOOAPHOYAG T TG
TIUAG TNG €TACIAC TTARPOUC GUVTHPNONG-ETTIOKEUAG TOU TTPONYOUHEVOU £TOUC, WOTE vd TPOKUTTE! N
avaykdaia kaTtd mepimTwaon véa eThoid TIHA. To TooooTo (%) auTd avampoadpHoyAC Kal yid KaBe éToc, Bda
100UTaI Pe To TTooooTd augnong Tou Acikth Tipwv KatavaAwTh mou diver h EA.ZTAT yia Thv avTioToixn
TponyoUUevn 12unvn mepiodo mou poAIc éAnge (dnA yia Tov HAva uToypa@hc TnG véag eTAolag olupaong ev
OX£0¢EI HE TOV AVTIOTOIXO HAVA TOU TTponyoUHEVOU £TOUC), Kdil TO OTT0i0 TT000OTO SNHOOIEUETAI GTOV
dIKTUAKO ThG TOTO www.statistics.gr.

5.3 O1 oikovopoTeXVIKOi dpol A TTpoUTToOEoEIC TTou TrepiAduPdvovTal os KABe Tpoagopd, 6Tav agopolv ae
TAPOXA OTOIXEIWV KAT. yid Tov UTToAoYIOUO, Yia Hia deKdeTid, TWV oUVOAIKWY £§08wV TTARPOUC oUVTAPNONG
- EMOKEUAG, Oa TpéTel OTMWOBATIOTE vd IKAVOTIOIOUV KAT €AdXIOTOV TIC EMIPEPOUC ATAITAGEIC TNG
TPOKAPUENG, W¢ TTPo¢ Ta TrepiAduPaviopeva oTn CUVTAPNON Kal WG TPOC Td TEXVIKA OToIXEid eyYUROEWY-
KaAUYewv Twv UVAIKWY, WoTe TeAIKd va kaBiotatal duvaTh agevog n afioAdynon - paBuoAdynon Twv
TEXVIKWY O0pwWV N ATAITAGEWY KAl dPETEPOU N dIAUOPPWAN CULYNQPIOTIKA ThG OUVOAIKAG TIHAC TTARPOUC
OUVTAPNONG - ETIOKEUAC, Yid Hid deKAETid.

6. TAHPOTHTA ZTOIXEI(IN TIPOZ®OPAZX

6.1 O1 tpooyopéc yia va xdpakTnpioBoUv katdpxhv amodeKTéC Kai va aflohoynBolv Ba Tipémel e moIvA
amoKkAglopgoU TG Tpoowopdg, va eivar TAAPEIC, oageic, avaAUTIKEG, TEKHNPIWHEVEG KAl O€OVTWC
UTTOYEYPAUHEVEG Kdl vd IKAVOTIOIOUV TIC ATIAITACEIC TEXVIKEC N TAnpoTNTag, PePaiwoswy KAT Tou
avagépovTal othv apolaoa diakApugn.

Ta oToIxX€id TWV TPOOYEPOUEVWY UNXAVNUATWY KATT Tp€mel va e€ival TARPWG TeKPnplwpéva WoTe vda
TapéXeTal N euxépeia PaBuoAdynong, Katd Tnv afioAdynon Twv TEXVIKWY XAPAKTNPIOTIKWY Twv
TPOOPEPOUEVWY €1I8WY, OE OUYKPION HE TIC TEXVIKEC KA. amaiThoeig ThG S1akApuEng Twv TOIOTIKWY,
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TOOOTIKWY, AEITOUPYIKWY aTod00cWY Kdl TAEOVEKTNHATWY Twv €IdWyv, W¢ €TONG TWV €YYUACEWY, TNG
TEXVIKAC UTTOJOUAC YIa TAPOXA UTTNPECIWY Kdl amoORkeuon - TPodRBeid avTaAAAKTIKWY A avaAwoipwy,
ThG duvaToTNTAC YId TTAPOXH EKTIAIOEUONC YIA TIC ASITOUPYIKEC AVAYKEG N TIGC AVAYKEG TTAPOXNG UTTNPECIWY
0épPIgc KA.

6.1.1 O @dkehog Tng TEXNIKHZ TIPOXZ®OPAX, Oa mepiAappdvel omwadnmoTe TAAPN aAVAAUTIKA
«Texvikh TTepiypaph» oTnv eAAnvikA yAwood, oc TARpn avtamdkpion - mapamouth (avd kKegdAaio Kai
Tapdypapo) cUHewva He TIG TEXVIKEG TTpodiaypawég The AiakApugng Kai Ta suvuttoParAdpeva prospectus
A Ppepaiosic (og TPWTOTUTIA) WOTE VA ETITUYXAVETAI AVTIKEIMEVIKA afioAdynon.

Emiong Ba ouvumropdAAeTal TARpeg «®UAO Zuppdppwaong - Tekpnpiwong» To otoio Ba mepiAaupdver pe
TANPOTNTA TO cUVOAo Twy dpwv Thg diakhpugng (vevikwy, €18IKWY, TEXVIKWY KATT) 0Aec Tig amavTAoeig (
avd TapdpTnud, KepdAdio, Tapdypd@o KAT) e TAPATIOUTIR, yid TEKUNPiWON, OTA OUVNUPEVA TEXVIKA
eyxelpidia avaypd@ovTag Thv oXETIKA Tapdypd@o TG TEXVIKAC TTpodiaypdnc.

TTpoopopéc ol oTroieg Ba avTiypdpouv Thv TeXVIKA Tepiypagh TS diakhpung i Ba amavToUv HoVOAEKTIKA
NAI A ouppwvoUUe KATL. XWpic TeKUnpiwon Kai TARPN TTApamouTh - avTigToixia HeTall Keipévou, avd
Tapdypdgo Kai prospectus Ba amokAgiovTau.

H mpooyopd mpémel anapaitnTa va cuvodeUeTal amd YmelBuvn AnAwaon Tou dpBpou 8 Tou N. 1599/86
010U 0 TTPpopUNBeUTAG Ba avaypdeel - dnAwvel edv h TTpoapopd €xel ATTOKAICEIC aTTd TRV TEXVIKA TTEPIYPAPR
KATL. 6poug TN B1akApUENG Kal 0 KATAYATIKA TTEPITTWAN va avagépovTdl - GhUEIWvoVTal avaAuTIKd.

2. TTEPIMTWOEIG KATA TIC OTIOIEC Ol OUPHETEXOVTEG KATABETOUV PePAIWOEIC R TIIOTOTIOINTIKA yid TEXVIKA
XAPAKTNPIOTIKA A duvaToTNTEG TWY TTPOCPEPOHEVWY EIOWY R YId TO EKTIAIOEUTIKO A TEXVIKO TIPOCWTIIKO N
yld TIC €YYUROEIC - KAAUWEIC XPOVIKEC - ASITOUPYIKEC N yia gépPIC N yia avTaAAaKTIKA KATT Ba mpémel
anapaitnra:

a. Na cival TpwToTUTTEC A VOUIHWCE E€MIKUpWHEVA aAvTiypd@d TOU HNTPIKOU KATAOKEUAOTIKOU 0iKou R
eAANVIKoU BuyaTpikoU oikou (0XI TOTTIKOU avTITipooWwTou A dAAOU EKTIPOCWTTOU)

p. Na avaypdgovtai TAARph oToixeia Tou eK8OTN, TOU UTTOYPAPOVTOC Kdl TOU VOUiIHoU eKTIpoowTou (TiTAog,
A/van, TnA/vo, gaf) yia duvaTéTnTa eTAARBeUONC Kal

v. Na ouvodcUovTal amd emionun petdgppach atnv EAANVIKA

6.1.2. Tlpoowopéc o1 omoicc othv TEXNIKH TIEPIFPA®H i oto ®YAAO ZYMMOP®QIHX -
TEKMHPIQZIHZ kAm. Ba civai adpioteg, acapeic A eAAITeic kai dev Ba TAnpoUV OAEC TIC TtdpaTIAvW
mpoUToBéaeig, via Tekunpiwon, Ba xapakTnpifovral pe ouciwdelgc amokAioelc kal ©a amokAgiovtal Tng
mepaiTépw diadikaaiac afioAdynanc.

6.1.3. Tia dieukdbAuvon Kai BiaopdAion Tng diadikaciac afioAdynong, To oUVOAO TWV OTOIXEIWV TNG
Texvikhic TTpoopopdc (TEXNIKH TIEPITPA®H, 3YAAO ZYMMOP®QIHX - TEKMHPIQIHZ -
ANTITPA®O OIKONOMIKHZ TIPOXZ®0OPAXZ XQPIX TIMEZ KAI AOITTIA ZITOIXEIA) 6a
umopdAAovTal otwodnToTe ae U0 TTAAPEIC XWPIOTEC OEIpEC, 08 XWPIOTOUC PAKEAOUC - VTOOIE e dpiBunon
TOU TePIEXOUEVOU KABe @aKEAOU Kal avTIOTOIXO EUPETAPIO Kdl Ot NAEKTPOVIKA HOPYA E£Ti TOIVA
atmokAgiopoU.

6.2. O1 CUUUETEXOVTEC TIPETIEN, E TTOIVA aTtOKAEIOHOU ThE TTPOoapopdC, va KataBéoouv Pe ThY TTPOOYopPd:

a) Ta avrioToixa mioTomoinTikd ISO Tou Tpoun®euTh, yia Thy diakivnon EN ISO 9001:2008 kai doov
agopd Tnv TEXVIKA UTtoaTAPIEN 1aTpoTEXVOAOYIKWY TTpoiévTwy To EN ISO 13485:03.

p) TAAPN TeKPnpIwpéva TIGTOTIOINTIKA oApavong CE, WwoTe va ikavomoloUvTdl o1 avTioToIXEC ATAITAOEIC
TWwY oxXeTIKWY odnyiwv the E.E. (odnyia 93/42/EOK, émwg 1oxVel oAlepa) KABWE Kal Ta TMIOTOTOINTIKA
ouppdépewonc pe Thv AY8/1348/04.

Y) TAApeC TPWTOKOAAO NAEKTPIKAC ao@dAsidg Katd Thv Tapddoon kai umeUBuvn dRAwon yia ékdoon
TPWTOKOAAOU NAEKTPIKAG ag@dAeidg €TeiTa amd KABe eMIOKEURA A cuvThPNON.

8) Td OXETIKA TOTOTOINTIKA SIaKpiPWong TwWv opydvwy PETPACEWY Kai gAEYXOU yid Thv didogdAion Tng
ao@aAoUc €TIOKEUAG Kal AEITOUPYIAG TOU TIPOCYEPOHEVOU HNXAVALATOG.



