TEXNIKEZ TTIPOATAMPAZEZ
INO-OTITIKOY EYKAMTITOY KYZTEOZKOTIIOY

1 Z huavon CE T Uppwva pe Thv odnyia 93/42/EEC
2 YWYNAAC TTo10TNTAG KATAGKEUAG NAI
3 Mnko¢ epyaaiag 380 mm mepimou
4 EﬁwTspu’d\ d1dpeTpo¢ eUKAUTITOU OWAARvVA 16 Fr mepimou
£10aYWYAG
5 AKpo evB0oKoTiOU AT’anUGTIKéC oxs&goué’g. Na avapepBei n
SIAUETPOC OTO TEAIKS TUAKA.
6 KavaAi epyaciag 7 Fr mepimou
7 BdBoc¢ mediou, mm ToUAdx1oTov 3- BO mm mepimou
8 Fwviosic 210: Trepfrrou TpogG Td d\{w
120° mepimou mpo¢ Ta KATW
9 QwéAluo, UV'I'KOC, mm Na avagepBolv
2UVOAIKO pRKOG, mm
TTpb6aBiac opdocwg 0°
10 EUpoc omTikoU Trediou 120° mepimou
AvTdmTopa ouvdeong He KaAwdio wTiopoU
11 Na ouvodeveTar amo : TTAApec oeT kaBapiopoU
BaAitoa petapopdc kai 9UAagng
KAAQAIO YYXPOY 2QTIZMOY
12 YYnAAC TTo16TATAG KATAGKEUNG NAI
13 Mnkog va avapepOei
14 d1dUETPOC Na avagpepOei
15 TpoTol amoaTeipwaong Na avagpepBouv
Na d1aBéTel Toug amapaiTnToug TPOCAPHOYEIG
16 ZupparéTnhta (adaptors) yia Tig uTtdpxouoeg TTNYEG YuxpoU

pwTiopoU Tou OupoAoyikoU IaTpeiou.




EIAIKOI OPOI

1. TENIKA

1.1. O mpounBeUTAC UTToXPEWVETAI vd eKTEAETEI TTARPWG ThY €YKATAOTACH TOU PNXAVAUATOC Kdl vd TO
mapadwoel oe AsiToupyid, pe OIKO Tou €IOIKEUUEVO Kal dO@AAIOUEVO TIPOOWTIIKO Kdi OIKA  Tou
0AOKANPWTIKA €UBUVN, oUpPWva Pe TOUG TeXVIKOUC & emiaoThHoVIKOUG KAVOVEG, TOUC KavoviouoUg Tou
eANVIKOU KpdToug, He TIC odnyieg Kal Ta oX£0Id TOU KATAOKEUAOTIKOU oikou Kai TéAOG TIC odhyiec Twv
appodiwyv UTNpeoIWV ToUu @opéd, oOTo XWwpo Tmou O1aBétel. O TpounOeutAg uToxpeoUTal va
xpnoigotmoifioel  amodedeiypéva To  e€eIBIKEUUEVO  TIPOOWTIKO To omoio  TepiAauPpdveTar  oTd
dikaloAoynTikd The Ttpoopopdc, To 8 Noookopcio ogeiAel va eAéyEel Th OXETIKA ouppdppwon, WoTe va
diacpahioBolv Ta cupépovta Tou Anpoaiou.

1.2. H mapddoon-mapahaPpri Tou pnxavhpato¢ (opIoTIKA TOIOTIKA Kal ToooTIKA) Ba yivel, pe Thv
£YKATAOTAON KAl 0¢ KATAOTAoh MARPoUC AciToupyiag, we £101kOTepa opileTdl amd TNV GXETIKA KEiHEVN
vopoBeoia. O1 Teplypapopeveg oth oUuPpacn duvatoTnTeC Tou pnxavApato¢ Oa eAeyxBolUv ge kdBe
TEPITTWON HE TA AmaiToUHeEva epydAsia Kal opyava HETpHoewv Kal €Aéyxou, TdvroTe d¢ Katd TpoOTo
TEXVIKA dpTio Kal O0mou auto dev eival duvaTd oe TpaypaTtikéc ouvOnkeg, pe Tnv diadikacia Twv
e€eTdocwy oe aoBeveic (apopd Thv d1adikacia opIoTIKAG TTapaAaPic).

1.3. ‘OAa Ta €idn kai UAIKA, Tou Ba Tpookopioel o TpounBeuTHC oTo NoooKkopegio yia Thy eykardoTaon Kai
AgiToupyia Tou UTG TPoURBeld pnXavApdTog, TPETEl vd eival KaivoUpyld dpeTaxeipiota Xwpic
eAATTWHATA Kal va IKavoTroloUv 6AouUC Toug 6poug auupaocng, ou kaBopilouv Tov TUTIO, ThV KAThyopid
Kdl Ta UTTOA0ITIA XAPAKTNPIOTIKA Tou.

1.4. O mpounBeuTi¢ uToxpewveTal va dWoel omoladATIoTE aToIXeid TPOEAEUONG TWV UAIKWY NABeAe
{nTAoel 0 popéac yia diamioTwon ThG TTOIOTNTAC KAl TWV XAPAKTNPIOTIKWY TOUG.

15. O gpopéac diatnpei To dikaiwpa va eAéyxel KAOe Tpookoui{oHevo UAIKG Kal o TpopnOeuThg
UTTOXPEWVETAI Vd UTTAaKoUdE! 0€ OTIOIEGOATTIOTE EVTOAEC TWV APHOdIWY UTTNPECIWY TOU, YId UAIKO TO 0Troio
dev eKTTANPWYEI TOUC auPPATIKOUC 6poUC, TTOU ava@épovTdl OThV TToIOTNTA KAl Td XAPAKTNPIOTIKA Tou.

1.6. Ztnv mpoawopd Oa avagepBOolv avaAuTikd Tapopold UNXAVAUATA TOU €XOUV eyKataoTadei Kai
AeiToupyoUv oe EAAnVIKa Noookopeia, KAIVIKEG KA., e 181aiTepn £dpach oTa dnpdoia Noookopeia kai av
Ta pnxavigata autd ouvTnpoUvTal amd £EyKpITo Kdl KATAAAnNAd eKTTaideUPévo TIPOCWTIKG TNG
TponBelTPIag eTalpeiag.

1.7. O xpoévoc mapddoong, o omoio¢ Ba avapepOcei oMTWOdRTTOTE OTNV ApXIKA TTpoopopd KaBopileTal amo
Thv npepopnvia umoypagic The alupacng oe EZHNTA (60) nuepoAloyiakég npépec.

2. TEKMHPINQZH TEXNIKOQN KAI AOITI(IN ZTOIXEIQIN EFTYHZEQN, ZYNTHPHZEQNZ,
ANTAAAAKTIKON-ANAAQZIMON KATT.

2.1. Amavta Ta oXeTIKd ouvuTtoPpaAAdpevad, He ThV TTPOOYOPd OTOIXEid, ATO TOUC «TPOUNOEUTES», Kal
KUpld Td OTOIXEid TA oOToid KpivovTdl, OTWC TEXVIKA Teplypdpn, Yevikoi-g1dikoi 6pol, @UAAo
ouppdppwoNng, TIOTOTOINTIKA A PePaiosic yia To €EeIBIKEUPEVO TEXVIKO R EKTIAIBEUTIKO TIPOOWTIIKO,
e€aagpdAion pakpdxpovng TapoxXAC avTaAAGKTIKWY A avaAwgoigwy povoTtwAiakoU XdpdkThpd, e€acgdAion
HakpOxpovng TApoXAC UTThPEOIWY, €yKATAOTAONG, Service, eKMAideuong KAT. €yYUAOeIC N KAAUYeIg
TEXVIKAC A OIKOVOHIKAC UONG KATL. OToixEia Ta oToia avagépovtal oTa mapdpThpata tne Aiakhpuéng,
TPOKEIYEVOU va  KpiBolUv, xapaktnpioBolUv Kai afioAoynBolv Tpémer va cival oTMwodATOTE
empepaiwpéva-TeKUNPIWEEVA ATIO TOV AVTIOTOIXO UNTPIKO KATAOKEUAOTIKO 0iko R KAT e€AdxioTov amd



ToV £Tionua avayvwplopévo oTh XWwpda pag Kai oc TAAph AsiToupyia emi TpieTia TouAdxioTov BuyaTpikd
0iko, 0 omoio¢ Oa 81aBéTel OTWOBATIOTE KAl ThV avayKdid OIKOVOUOTEXVIKA avdmtugn-umodou oThv
EAAGSa.

Ta va xapakthpileTal o «TPoPNOeUTAC» WG BuyaTpIKOG 0iKoG, TPETTEl OTO BIAKPITIKG TOU TiTAO va £XEl
Kdl Tov TiTAO ToU pnTpIkoU oikou R va umoPdAAel aToixeia mou va Pepailbvouv Tov IGXUPIOHO AUTO.
Emionc ©a umoPdAAel opyavéypappa pnTpikoU Kai BuyaTpikoU oikou, To oTroio Oa mepiAaupdvel
umnpeoicg (yia Ta avrioToixa €idh).

‘OAol 01 CUHHETEXOVTEC UTTOXPEWTIKA TipéTrel va S1aBéTouv oloTtnua oiétntac EN ISO 9001:08, e
medio MoTOTOINONG TNV BiaKivnon 1aTpoTeXVoAoyIKWY TpoidovTwy Kal EN ISO 13485:03, pe medio
TMOTOTOINONG TNV TEXVIKA UTTOATAPIEN 1aTPOTEXVOAOYIKWY TTPoioVTWY (HE TIGTOTTOINTIKA ETTionHou
opyavigyoU TIoTOTI0INONG HETAYPAOUEvA aTa eAANVIKA KAl VOUIPWE eTTIKUpwWHEvVa, Ta oTroia Ba
KATaB£00UV OTOV ETTIHEPOUG PAKEAO TEXVIKAG TTPOOYoPdc).

Emiong va d1aBétel BePpaiwon Zuppetoxhc o Eykekpipévo ZuoTthua EvarrakTikic Alaxeipiong AHHE
(oUppwva pe To N. 2939/2001 kai To TT.A. 117/2004 ka1 15/2006).

a. ZToixeia wToTUTNUEVA adpioTd eAMITTA R acagh 8ev Ba AappdvovTal uTtdéyn katd Thv afioAdynon.

O voupoc ekmpoowto¢ Tou QOikou Kartaockeung dUvatalr va Pepaivel Ta avVWTEPW TEPIYPAPOHEVA
oToixeia pe umelBuveg dnAwaceig, epdoov Tou £xel doBci Tpo¢ ToUTo atmd Tov MNTPIKO KATAOKEUATTIKG
oiko emionun TpwToTUTN £€0Ua10d6ThoN.(cUewyva pe Ta opildpeva oThy Tap. 4.1.1).

p. ZTo TepiexOHeEVO Twv Tdong @UOEWC PePaillocwy R TIOTOTOINTIKWY, A dikAioAoynTIKWY, R
EYYUNOEWV-KAAUWEWY (XPOVIKEC - TIOIOTIKEG - TTIOOOTIKEG - TTAPOXNAC 6pWV OUVTAPNONG - AVTAAAAKTIKWY -
avaAwoipwy KAT.), Ta omoia Ba avagepBolv & kataTeBolv amod Toug «TpoUnBeuTEéC» yia Thv afloAdynaon,
paBuoAdynon, TpounBeia - eykatdaTaon - tapddoon - ekmaideuon - diacedAign cUVTAPNONG, EYYUROEWY,
avTaAAaKTIKWY, avahwaoipgwy, ekmaideupévou (TexvikoU i eKTTAIBEUTIKOU TTpoowTrikoU) KATL. , KdI Td oTroid
Oa cival TPpWTOTUTTA A VOMIJWG emKUpwuéva avTiypaga Oa mepiAauPpdvovral TARph oToixeia, katd
TEPITTWON, ToUu WNnTpikoU K BuyarpikoU eAAnvikoU oikou (A/von, ThAépwvo, Fax, KAT.) kai Tou
umoypdgovto¢ Nopipou Ekmpoowmou (6vopa-18ié6TnTa).

Eidikd yia Ta moTtomoinTikd ISO kai CE Ta omoia civai povadikd Kai Tapapévouv OoThv KAToXA Tou
TPOUNBEeUTH YivovTal JeKTd VOMIHWG emMKUpwUéva avtiypdagd. Ta TIGTOTMOINTIKA CUUHOPOWONG TTIOU
ekdidovTal amd Tov KATAOKEUAOTH dev eUTITITOUV oTnV e€dipeon AUTA Kal TPETEI va eival TTPwWTOTUTTA K
VOHiHWG ETTIKUpWHEVA.

2.2. OPOT EFTYHZEN - ZYNTHPHZH

2.2.1. O mpounBeuThc uTtoxpeoUTal va d1aBéTel oTnv EAAGSa pévipa KaTdAAnAa ekTtaiBsupévo
TPOOWTIIKO, HE TIIOTOTIOINTIKO ekTtaiBeuong Kai £€ouaioddThong autol aTd Tov UNTPIKO KATAOKEUAOTIKS
0iKO, YId ThV CUVTAPNON TWYV avTioToIXWV pnxavhpdTtwy. H aivBeon Tou cuvepyeiou ouvTAphong Kabuwg
Kdl Td TUTTIKA KATT. TTpoO0OVTd TWV aTacxoAoupévwy va avagepBolv avaAuTikd oTnv Tpoogopd w¢ Kdl Td
avtioToixa d1akpIPpwiéva Ttpo¢ ToUTo 6pyavd.

AodgeleC R AOPIOTIEC, WC TTPOC TOV AdpIBUd, TPOaoVTd, EKTIAIdEUCN TOU TTIPOCWTTIKOU TOUG OpOUC
EYYURTEWY R TN ouvThApNoNh KATL. Ba XapakTtnpilovTtai, anapdparol 6pol kai o1 Tpooopéc Oa
amokAgiovTai.

2.2.2. O TmpopnBeuThc umoxpeoUTal va eyyunBei Tnv KAAR AsiToupyia Tou pnxavApaTto¢ yia duo (2)
ToUAdXI0TOV Xpdvia amd Tnv Tapddoon Tou KAaTd Toug époug Tng SiakApuEng kai Ti¢ 1oxXUouosg diaTtdéeig,
w¢ Kai Tnv e€aopdAion 81dBsong avraAAakTikwy yia 3éka TouAdxiotov (10) ouvoAikd £Tn, pe éyypagh
emiPpePaiwon Tou UNTPIKOU KATAOKeUAoTIKoU oikou. Kartd th didpkeia Tng eyyunong To Noookopeio dev
Oa euBuveTal yia kagia PAGPN Tou 6Aou PNXavARATOC TPoEPXOHEVN amd Th ouvABn Kai opBn Xphoh Tou
Kai dev Ba emipapUveTal e Kavéva TTood yid Td EpYATIKA, AVTAAAAKTIKA, UAIKA KATT.

2.2.3. Katd tnv umoypdgh Tou TPWTOKOAAOU TadpaAdPh¢ oc KaTdoTaon AciToupyia¢ o TPOUNOEUTAC
uttoxpeoUTail va mapadwoel: TTARpn ocipd Teuxwy (g1 S1mAoUv) pe odnyieg OUVTAPNONG Kal £TIOKEUAC



(SERVICE MANUALS) othv EAAnVIKA A AyyAIkA yAWwood, kaBw¢ kai 6Aa Ta oxediaypdupdrd Twv
EMIPEPOUC THNUATWY TOU HNXAVALATOC.

3. EKTTAIAEYZH TTIPOZQTIIKOY -TTAHPHZ AEITOYPIIA MHXANHMAT(N

3.1 O mpopnBeuTtAc umoxpeoUTal va OUVUTTOPAAAEI HE TIOIVA aTIOKAEIOHOU, OTTWOONTIOTE WETA TNG
TpoowopdC TOU Td TAPAKATW, TPOKEIPEVOU APEVOC HEV Td avTioToixd oToixeia va afioAoynBolv -
paBuoAoynBolv kai apeTépou 8¢ va e€aopaAlileTal n TARPNG EKUETAAAEUOINOTNTA TWV BUVATOTATWY Kal
amodéoswv Twv €IdWvV Kal KUpia va diaceaAileTal amd Toug XPNOTEC N KAVOVIKA AciToupyia Twv
pnxavnudTwy Kai Tautéxpova va mpootateletar n Anpdoia Yyeia pe Thv XphoigoToinon Twv avaykdiwv
€KAOTOTE OTOIXEIWY, KATA TN dievépyeld Twy e€eTAoEWY :

a. TTARpeg eyxelpidio pe oageic odnyieg XpAoewe Kal AsiToupyidg Tou UNTPIKOU KATAOKEUAOTIKOU 0iKou
(Operation Manuals) pe avaAuTIKA TTEpIYpA®h TWV avTioTOIXWV TPWTOKOAWY Kdi AEITOUPYIWV yid 6AEG
TIC AVTIOTOIXEC £QPAPHOYEC HETAPpAopEVo oTwadAToTE oThv EAANVIKA yAWooa katd Thv mapddoon Tou
HNXAavAPATog, eVW aTnV dpXIKR Tpood@opd ptopei va doOei oTnv AyyAIKA Kadl KATd TpoTignon Kdi oThv
EAANVIKA.

p. TTAApec avaAuTiké TPOYpaUa eKTAIOEUONC Yid TOUC XPAOTEC OTMWC Kdl yid TOUC TEXVIKOUC Tou
TUAHAToC ProiaTpikAC TexvoAoyiac (évag TeXVIKOC ToUAdxioTov Ba ekmtaideutei Kar ©a mapakoAouBci
OAc¢ TIC peTekTaideloeI¢ TTou Ba TTpaypaToToloUVTdal Yid TOUG TEXVIKOUC Tou oikou, Ba Tou xophyhOei d¢
TOTOTIOINTIKO Kai Ba Tou 80B¢ci e€ouaiodoTnuévn ipdopaocn (kwdikoi TpodaPaong, KApTA, KATT)  WoTe va
pTopei va emepPdaivel yid €TIOKEUR KAl oUVTAPNON), WC Kdl avTiypd@o Twy avaykdiwv pondnudrwv A
TIvdkwy oThv EAANVIKA YAwaooa.

3.2. O mpounBeuThC uToxpeoUTal va avagéper O6TI 31aBétel othv EAAGda poévigo Kair KatdAAnAa
ekTaIdeUpévo Tpoowmikd (Tmépav Kal aveldpTnTa TOU avTioTOIXOU TEXVIKOU TTPoowTIKoU yid Ttdpoxh
UTINPECIWY £YKATAOTAONG, GUVTAPNONG, KATT) yid Thv UTTOOTAPIEN TWV TTpoapepopévwy 18Wy amd dmoyn
Ae1ToupyIkh Kai emidei€n - ekuddBnon Tou TpoowTikoU Twv Nodgokopeiwy TOGo €Ti TG AsiToupyiag Twy
e1IdWyv 600 Kar €mi Twv OGUVATOTATWY ATOTEAEOUATIKOTEPNG KAl £MWQPEAETTEPNG EKHPETAAAEUONG Kal
avdantuéng The amédoohc Twy, TTOIOTIKAG Kdl TTOCOTIKAG.

4. ANTAANAKTIKA - ANAAQLZIMA - SERVICE

4.1.Ta avraAAakTIKA cupTepiAaupavopévwy atmepidopioTou apiBuol pe ToIvA amokAeiopou, padi pe Ta
TAong @UOEWC UAIKA, avaAwaipa UAIKA ouvTApnoNnG Kal AEIToupyidg, Kal gpyaTtikd oThv TpoapepOpevn
£TAOIA TIPA TTARPOUC OUVTAPNONG - ETTIOKEUAC Twv £13WV Tou 1aTpoTeXVoAoyikoU eidoug. EEaipolvTal Ta
avaAwoipa.

42. O diaywvilopevog umoxpeoUTal va efaopalioel Tnv Umapén aueTaxeiploTwyv avTaAAdKTIKWY |,
avaAwoIpgwy UAIKWY oUVTAPNONG Kai AciToupyiag Kai KUpia Th 81dOeon auTwy, wW¢ Kdl TWV avTioToiXwyv
KatdAAnAwyv UAIKWYV yia Thv TARpN AsiToupyia kal amédoon Twv €1I0WV Tou 1aTpoTEXVOAOYIKOU €idoug He
Tov TTapeAkdpevo eomAiopd, emi déka (10) TouAdxioTov ouvoAikd £Tn. H avdAoyn déopcuon Ba yiveTar e
KaTdBeon oXETIKAC £yypaghc PePaiwong Tou KATAoKEUAoTh R Tou ££ouaiodoTHEVOU AVTITIPOOWTOU TOU
otnv Eupwmdik Evwon 6mwc autoi opiCovral atnv Odnyia 93/42/EEC, otov emi pépouc @dkeAo
TEXVIKAC TTPooYopdc, yia Thv agioAdynoh TG tpoowopdc, dedopévou OTI KpiveTdl wW¢ ouoiwdng amaithon
TNC TPOKAPUENG Yid ThV OUAAA, aTpOOKOTITN Kal HAKPOXPOVN AEITOUpYid TOU 1aTPOTEXVOAOYIKOU €idoUg

4.3. ZTov eTi pépouc PAKeAO TEXVIKAC TTPOOWopdc, TTépd amd Thy PAciKA oUvOean Tou TPOOYPEPOUEVOU
TOU 1aTpoTEXVOAOYIKOU €idouc Ba avaypdgovTal omwadAToTE 0 AioTa dAd TA amapaiTnTa UAIKA yia Thv
AgiToupyia, oUVTAPNON KAl ETIICKEUR TTIPOGPEPOUEVWY EIBWV.

5 OPOI KAI KOZTOZ EZOAQN ZYNTHPHXHZ - AEITOYPITAZ



5.1.0 mpounBeUTAC uToxpeoUTdl OTNV OIKOVOUIKA TTIpoapopd va avagépel TV OUYKEKPIPEVN €TAOIA TIUA
Twy £€68WV TARPOUC OUVTAPNONG- ETTIOKEUNG, OTTWOBATIOTE HE TTOIVA ATIOKAEIONOU, yid To TTpWTO £TOC,
HETA Th AAEN TN Trep1ddou eyyUnong kahAg Acitoupyiag, (ave€dpTnTa TWy AoIMv dpwv gyyUnong KABe
Tipoowopdc ol omoiol Ba afioAoynBolv Katd TepimTwan). ZTh ouvéxela h TiuA Ba avampooappdleTar -
avaBewpeital €TAOIA, KAl €pooov To emMOUPEI N A.A., WG KATWTEPW TTEPIYPAPETAI HEXP! OUUTTANPWOEWC
OUVOAIKA deKaeTiag amod Tnv ndepopnvia oploTIKAC TTapdAdPAC Tou 1aTpoTEXVOAOYIKOU €idoug.

5.2.H mpoowepbuevn apxikA eTAoIa TIPA TARpoug ouvTAphong-smiokeUAc (T1) yia To TipwTo £To¢ HeTd
amd Thv AREN The oupPaTikig Tep16dou eyyUnong KAARG AsiToupyiacg, Ba TIpéTel va gival GUYKEKpIHEVN
kal ©a avaBewpeitai-avampoaappdéleral avd £Tog, kai HExpl Th CUPTTARpwWaOn deKAETIag améd Thy opIOTIKA
TapaAaPn Twy €10WV ToU 1aTPOTEXVOAOYIKOU €i00UC, UE OUYKEKPIUEVO TTOGOGTO AVATIPOOAPHOYAC T TG
TIUAG TNG €TACIAC TTARPOUC GUVTHPNONG-ETTIGKEUAG TOU TTPONYOUKEVOU £TOUG, WOTE vd TTPOKUTITEI h
avaykdaia kaTtd mepinTwaon véa eThaid TIUA. To ToaooTo (%) autd avampoadpHoyAC Kal yia KaBe £Tog, Bda
100UTal Pe To TTooooTd augnong Tou Acikth Tipwv KatavaAwTh mrou diver h EA.ZTAT yia Thv avrioToixn
TponyoUuevn 12unvn mtepiodo mou poAIc éAnEe (dnA yia Tov HAva uToypa@hc ThG véag eTAOIAG oUpuPaong
€V Ox£0€l E TOV AVTIOTOIXO HAVA TOU TponyoUHEVOU £TOUC), KAl TO OTT0i0 TT000OTO dhHooieUETAl GTOV
OIKTUAKO TG TOTO www.statistics.gr.

5.3 O1 oikovopoTeXVIKoi dpol i TTpoUTToOEaeIc TTou TrepiAauPpdvovTal o KABe TTpoowopd, 6Tav adPopouV ot
TApoxXA OTOIXEiIWV KATL. yid Tov UToAoyiopd, yid Hia SekdeTid, Twv ouvoAikwy ££68wv TTARPOUG
OUVTAPNONG - ETIOKEURG, Oa Tpémel OMWOIARTIOTE Vvd IKAVOTIOIOUV KAT €AAXIOTOV TIC ETIUEPOUC
AmMaITAOEIC ThG TIPOKAPUENG, WC Tpo¢ Td TepiAaupavipeva oTn ouVTAPNON Kdi W¢ TIPo¢ Td TeEXVIKA
OTOIXEId EYYURTEWV-KAAUYeWY TWV UAIKWY, WoTe TeAIKA va kaBiotatar duvarh apevog nh afioAdynon -
paBuoAdynon Twv TEXVIKWY Opwv A ATMAITACEWY Kdl AQETEPOU h BIAUOpWON CUUYNQIOTIKA ThG
OUVOAIKAG TIHAG TTARPOUG OUVTAPNONG - ETTIOKEUAC, Yia Hia deKaETia.

6. TAHPOTHTA ZTOIXEI(IN TIPOZ®OPAZX

6.1 O1 TpooYop£C Yia va XapakThpiaBoUv katdpxhAv amodekTEC Kail va afioAoynBolv Ba mpémel Ye ToIVA
ATOKAEIOHOU TG TIPooWopdg, va eivar TAAPEIG, oad@eic, aAVAAUTIKEG, TEKUNPIWHEVEC Kal SeOVTWC
UTTOYEYPAUUEVEG KaAl vd IKAVOTIOIOUV TIC AMAITACEIC TEXVIKEC A TANPOTNTAG, Pepailiocewv KATT Trou
avagépovTal othv Tapolaoa diakhpugn.

Ta oToixeia TWV TPOCPEPOUEVWY HNXAVNUATWY KATT TpéTel va eival TARPWC TeKUnplwpéva woTe va
TapéxXeTal n euxépeia PabuoAdynong, Katd Thv afioAdynon Twv TEXVIKWY XAPAKTNPIOTIKWY TwWV
TPOOPEPOUEVWY €I8WY, 08 OUYKPION HE TIC TEXVIKEC KATI. dmaITAOEIC ThC dIAKAPUENG TWV TTOIOTIKWY,
TOOOTIKWY, AEITOUPYIKWY aTrod00eWwy Kdl TTASOVEKTNUATWY Twy €I0WY, W¢ ETIONC TWV EYYUACEWY, TNG
TEXVIKAC UTOBOUAC YIa TTapoxh UTThPeOIWV Kal amoBnikeuon - mpouhBeia avTadAAaKTIKWY R avaAwaipjwy,
Tng duvaroTnTac vid TAPoXh EKMAIdeUONC VYId TIC AEITOUPYIKEC aAVAYKEC N TIC AVAYKEC TAPOXNC
UTTNPETIWY TEPPIC KATT.

6.1.1 O @drerogc Tng TEXNIKHZ TIPOX®OPAX, O6a mepiAaupdvel omwaodAmoTe TAAPN avaAuTikA
«Texvikh TTepiypaph» oTnv eAANVIKA yAWaood, oc TARph avTaTokpion - apamopmh (avd KepdAaio Kai
Tapdypago) olppwva pe TIC TeXVIKEC Tpodiaypawéc Tne Alakhpuéne kai Ta ouvuttoPparAdpeva
prospectus i pepaiwoeig (o TPWTOTUTIA) WOTE va ETMITUYXAVETAI AVTIKEIPEVIKA afloAdynon.

Emiong Ba ouvumtopdAAeTal TARpeg «®UAA0 Zuppdppwong - Tekpnpiwong» To omoio Ba epiAaupdver pe
TANPATNTA TO cUvVoAo Twv dpwv TNE iakhpuEng (YeVIKWY, €18IKWY, TEXVIKWY KATT) dAeg Tig amavThoelg (
avd mapdpThud, KepdAdio, TTapdypdpo KAT) HE TAPATIOMTIR, yid TEKUnpiwon, oTd ouvhppéva TexVikd
eyxelpidia avaypd@ovTag Thv OXETIKA Tapdypd@o TG TEXVIKAC TTpodiaypapng.

TTpoogopéc o1 omoiec Ba avTiypdpouv TNV TeEXVIKA Teplypaph Tng diakhpuéne K Oa amavrouv
HovoAekTikd NAI A ouppwvolue KATT. XWpiC Tekunpiwon Kair TAAPN TApamouTh - avTioToixia petalu
KeIpévou, avd rapdypago Kai prospectus Ba amokAgiovTal.

H mpoogopd mpémel amdpaitnta va cuvodeUeTal amd YmevBuvn AhrAwaon Tou dpBpou 8 Tou N. 1599/86
o6Tou o TpopnBeuThc Ba avaypdger - dnAwvel gdv n Tpoopopd EXEl ATOKAICEIC ATd ThV TEXVIKA
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TePIYPAPh KATL. 6pou¢ ThG dIaKAPUENG KAl 0€ KATAQATIKA TEPIMTTWON va avagépovTdl - ohuelwvovTal
avaAuTiKkd.

2. € MEPIMTTWOEIC KATA TIC OTIOIEC Ol CUHHETEXOVTEC KATaBéTouv PePaillocic A TIGTOTOINTIKAG Yid TEXVIKA
XAPAKTNPIOTIKA h duvATOTNTEC TWV TTPOCPEPOHEVWY €10WV N YId TO EKTIAIOEUTIKO N TEXVIKO TIPOOWTIIKO R
Yid TIC €YYUNOEIC - KAAUYEIG XPOVIKEC - AEITOUPYIKEG N yvia oépPIc A yia avTAAAGKTIKA KATT Ba mpémel
amapaiTnra:

a. Na cival TpwToTUTTEC A VOUIHWG EMIKUPWHEVA aAVTiypa@d ToU HNTPIKOU KATAOKEUAOTIKOU 0ikou A
eAANVIKoU BuyaTpikoU oikou (6XI TOTIKOU avTITipooWwtou A AAAOU EKTIPOGWTTOU)

p. Na avaypdgovrar mARpn oToixeia Tou €KAOTN, TOU UTOYPAPOVTOG Kdl TOU VOMIHOU EKTIPOCWTTOU
(tithoc, A/von, TnA/vo, gaf) yia duvatéThTa eTTaARBeUONG Kal

v. Na ouvodeUovTal amd emionpn peTdgpacn othv EAANVIKA

6.1.2. Tlpoowopéc o1 omoicc otnv TEXNIKH TIEPITPA®H ” oto 3YAAO ZYMMOP®QZIHI -
TEKMHPIQZHZ kAm. Ba civar adpioTec, aoageic i eAMimeic kai dev Ba TAnpoUv OAsC TIC Tapamdvw
mpoUToBéaeig, yia Tekunpiwan, 6a xapakTnpifovTtal pe ouaiwdeig amokAioelg kal Ba amokAgiovTal Tng
mepaiTépw diadikaciag afioAdynong.

6.1.3. Ta dicukdAuvon kai didopdAion Tng diadikacia¢ afioAdynong, To oUvoAo TWV OTOIXEIWV ThC
Texvikic TTpoopopdc (TEXNIKH TIEPIFPA®H, ®YAAO ZYMMOP3)ZHX - TEKMHPIQXZHX -
ANTIMTPA®O OIKONOMIKHZ TIPOXZ@®0OPAX XQPIX TIMEX KAI AOITTIA ZTOIXEIA) 6a
uttoPpdAAovTal omwodnmoTe oc dU0 TANPEIC XWPIOTEC OcIpEC, 0 XWPIOTOUC QAKEAOUC - VTOOIE We
apibunon Tou TepleXoHEVOU KABE @AKEAOU Kal avTioTOIXO EUPETAPIO KAl 0 NAEKTPOVIKA HOPYR ETTi TTOIVA
atmokAgiopoU.

6.2. O1 oUPPETEXOVTEG TIPETEN, HE TTOIVA aTtoKAEIgHOU TNG TTPOOYopdc, va KaTabBéaouv e TRV TTPoapopd:
a) Ta avrioToixa moTomoInTikd ISO Tou MpounBeuTh, via Thv diakivhon EN ISO 9001:2008 kai écov
agopd Tnv TEXVIKA uTtoaThPIEN 1aTpoTEXVOAOYIKWY TpoiévTwy To EN ISO 13485:03.

p) TAAPN Tekunpiwpéva mIoToTOINTIKA oApavang CE, woTe va ikavomoloUvTal o1 avTioToIXeC adTaITACEIG
Twy OXeTIKWY odnyiwv Thg E.E. (odnyia 93/42/EOK, émtwg 10xVel ofpepa) kaBug Kai Ta TMIOTOTOINTIKA
ouppépewonc pe Thv AY8/1348/04.

Y) TAApEC TPWTOKOAAO NAEKTPIKAG aopdAeiag katd Tnv mapddoon kair umeUBuvn dhAwan via ékdoon
TPWTOKOAAOU NAEKTPIKAG agpdAeldg £TeiTa amd KABe eMIOKEUR A ouvThpNnoN.

d) Td OXETIKA TIOTOTOINTIKA SI1aKPiIPWONG TWV opydvwy WETPARoEwv Kal gAéyxou (6Tou Kkai 6Tav
anaiteital) yia Tnv didogdAion TG do@aAoUC ETIOKEUAG Kdl AgIToupyidC Tou TIPOOYEPOUEVOU
HhxavAparog.



