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9 | XwpnTikdéThTa BaAduou Tapagivng 235 It

, ) ‘Ewg 70° C mepimou
10 | Elpog Bepporpaviag Na avapepBei To €Upog
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B. OEPMAINOMENH MONAAA




16 | XwpntikéTnta Baiduou (1) Na avapepBei

Eowrepikéc diaoTdoeic (mm
17 PIKES ¢ (mm) Na avagpepBolv

ka1 pdpog (kg)

18 | AaoTdosic empdveiac epyaociac (mm) Na avagepBolv

) . ) ‘Bwg 70° C mepimou
19 | EUpoc Beppokpaciac Baidpou ] ]
Na avapepBei To cUpog

. YYXOMENH TTAAKA

20 | XwpnTikéTNTA > 60 KaoeTWV TEPiTIOU

EowrTepikéc diaotdoeic (mm
21 PIKES ¢ (mm) Na avagpepBolv

ka1 pdpog (kg)

) ) At -10° C mepimou
22| Elpog Beppioxpaciag Na avapepBei To €Upog

23 | Auvarétnrta autévoung AsiToupyiag NAT

24 | Tdon dikTUOU 220V/ 50 Hz

EIAIKOI OPOI

1. TENIKA

1.1. O mpopnBeuTC uToxpeWveTaAl va €KTeEAEoEl TTARPWC TV E£YKATAOTAGH TOU WNXAVAWATOC KAl vd TO
Tapadwaoel oc AciToupyid, He 01KO ToU €IOIKEUHEVO Kal dO@AAIOUEVO TIPOOWTIIKOG Kdl OIKA TOU OAOKANPWTIKA
€uBuvn, olppwva pe Toug TeXVIKOUG & £MIOTNHOVIKOUC KAVOVEC, TOUG KavoviopoUg Tou eAAnVIKoU KpdToug, e
TIC odnyieg Kal Ta ox£d1d TOU KATAOKEUAOTIKOU 0ikou Kal TéAOG TIG odnyiec Twv dappodiwv UTNPECIWY Tou
popéa, oTto xwpo mou di1aBétel. O mpPounBeUTAC uToxpeoUTal va Xpnoigomoinoel amodedelydéva To
e€e1dIKEUPEVO TIPOCWTIIKG TO oTroio TrepiAauPdaveTal oTa dikaloAoynTIkd The Tpoogopdc, To 8c Noookopeio
oQeiAel va eAéyEel TN OXETIKA ouppdppwon, woTe va diaopalioBolv Ta ouppépovtda Tou Anpoaiou.

1.2. H mapddoon-mapahaph Tou pnxavipdatog (opIoTIKA TOIOTIKA Kal TTOOOTIKA) Ba yivel, e Thv eykatdoTach
Kdl o€ KAtdotaon mARpoug AgiToupyiag, wg €181kOTEpa opileTal amdé Thv OXETIKA Keidevn vopoBeaia. Ol
TEPIYPAQOUEVEG 0T oUUPaon duvatoTnTeC Tou pnxavAipato¢ Ba eAeyxBoUv oc kdABe mepimTwon pe Ta
amaiToUgeva epydAcia kar dpyava HeTpRoewv Kai eAéyxou, TdvToTe d€ KATd TPOTO TEXVIKA dPTIO KAl OTTOU
auté dev eival duvaTod ge MPAyHATIKEC OUVONKeG, He Tnv diadikacia Twy efeTdocwy oe aoBeveic(apopd Tnv
diadikaagia oploTIKAC TTapaAapic).

1.3. OAa Ta €idn kair VAIKA, Tou Ba Tpookopiosl o TTpoun©euTHC oTo Noookoueio yia Thy gykaTdoTaon Kai
AgiToupyia Tou UTTO TTPopNBela UnXAvALATOC, TTPETTE! va eival KaivoUpyid aUETAXEipIoTa XWpic eAATTWHATA Kal
va 1kavotoloUv 6Aou¢ Toug dpouc aluPpaong, mou kaBopifouv Tov TUTO, ThV KAThyopia Kai Ta umoAoiTta
XAPAKTNPIOTIKA TOU.

1.4. O mpounBeuThC uTtoxpeWwveTal va dwael oToIadATIOTE aToIxXeia TTpoéAsuong Twv VAIKWY ABeAe {nThael o
@opéac yia d1amioTwaon ThG TOIOTNTAG Kal TWV XAPAKTNPIOTIKWY TOUC.

1.5. O popéac diatnpei To dikaiwpa va eAéyxel KAOe TTpoakopI{OHEVO UAIKG Kal 0 TTpopNOeUTAG UTToXpeWveTal



va uttakoUoel 0 OTOIEGONTIOTE €VTOAEC Twv dppodiwy UTTNPETIWY Tou, Yid UAIKO To oTroio dev eKTTANPUVEI
ToUu¢ oudPpaTikoUg 6pouC, TToU avagépovTdl aTh TToIOTNTA Kdl Td XAPAKTNPIOTIKA TOU.

16. Ztnv mpoopopd Oa avapepBoUv avaAuTikd Tapodpold pPNXAVARATA TIOU £XOUV  gykdTaoTadei Kai
AeiToupyoUv oe EAAnvikd Noookopeia, kAIVIKEG KA., pe 181aiTepn édpacn ota dnpoaia Noookopegia Kai av Ta
pUnxavAdata autd ouvthpoUvTadl amd €YKPITO Kal KATAAAnAQ eKTaideUpévo TIPOCWTIIKO TG TPopnBeUTpiag
eTaipeiag.

1.7. O xpdévog mapddoong, o omoio¢c Ba avapepOei oMwWadATIOTE OTHV apXIKA TTpoowopd kaBopileTal améd TNV
nuepounvia uoypagphc Tng ouppacng ae EZHNTA (60) nuepoAoyiakéc nuépeg.

2. TEKMHPIOQXZH TEXNIKON KAI AOITIQON ZTOIXEION EFTYHZEQN, ZYNTHPHZEQZ,
ANTAAAAKTIKCON-ANAAQZIMON KATT.

2.1. ATtavTta Ta axeTIKA ouvuTtoPpaAAdpeva, He TNV TTPOOYOPd OTOIXEIA, ATIO TOUG «TTIPOUNOEUTES», Kal KUpid Td
oTolXeid TA omoid KpivovTdl, OMWG TEXVIKA TePIypd@n, Yevikoi-gidikoi 0Opol, @UAAO OUUHOppwONG,
ToTOTIOINTIKA A PePaiocic yia To eeIBIKEUPEVO TeEXVIKO N eKTaideuTikG TpoowTikd, e€aopdAion
HakpOXpovnG TAdpoxXAC avTAAAAKTIKWY A avaAwoipwy povoTiwAldkoU xdpakThpa, e€acpdAion pakpdxpovng
TAPOXNC UTNPECIWY, EYKATAOTAONG, Service, EKTaideuong KAT. eyyURTEIC N KAAUWEIC TEXVIKAC N OIKOVOUIKAG
pUoNng KATL. oToiXeia Ta omoid avagépovral ota mapdpTAdata Tng Alakhpuéng, Tpokeipévou va KpiBolv,
XapakTnpioBolv kai aioloynBolv Tipémel va eival omwodAToTe cmiPePaiwpéva-Tekpuhpiwpéva amé Tov
avTioToIXo UNTPIKO KATAOKEUAOTIKO 0iko R KAT' €AdXI0TOV amd Tov £michud avayvwpiopdévo oTh XWpda Hac Kai
o TARPh AgiToupyia emi TpieTia TouAdxioTov BuyaTtpiké oiko, o omoio¢ Oa d1aBéTel oMwodATTOTE KAl ThV
avaykdia oIkovopoTeXVIKA avanTuén-umodouh otnv EAAdda.

lMa va xapakThpileTal o «TPoUNOeUTAG» W¢ BuyaTpiKOC oikog, TTPETElI 0TO OIAKPITIKG TOU TiTAO va €xel Kal
Tov TiTAO TOU UNTPIKOU oikou K va uToPdAAel aToixXeid Tou va Pepaivouv Tov 1oxupiopd auté. Emiong Ba
uToPdAAel opyavéypappa pnTpikoU kair BuyartpikoU oikou, To oTroio Ba mepiAaupdver umnpeoisc (yia Ta
avrioTtoixa £idn).

‘OAol 01 CUUUETEXOVTEC UTTOXPEWTIKA TipéTrel va 81aBéTouv oloTnua oi6tTnTac EN ISO 9001:08, pe medio
ToToTI0iNONG TNV diakivhon 1aTpoTeXVoAoyikwy TpoiévTwy kai EN ISO 13485:03, pe medio mioTomoinong
TNV TEXVIKA UTTOOTAPIEN 1aTPOTEXVOAOYIKWY TTPOioVTWY (UE TIOTOTOINTIKA £TTiONHOU 0pyaviodoU TTIoTOTI0iNoNG
peTappaopéva ota eAANVIKA Kail VORiHWE ETIKUpWHEVA, Td oTroid Oa KaTaBéaouv oTov ETIHEPOUC PAKEAO
TEXVIKAC TTIPOOPOPAC).

Emiong va 81aBéTe1 Bepaiwon Zuppetoxnc oe Eykekpipévo Zuotnua Evaliaktikic Aiaxeipiong AHHE
(oUppwva pe To N. 2939/2001 kai To TT.A. 117/2004 ka1 15/2006).

a. ZToixeia pwToTuTTuéva adpioTta eAMTTH B acagh dev Ba AaupdvovTal udéyn Katd Thv afioAdynon.

O vopipoc ekmpoéowmoc Tou Oikou KATaokeung duvaral va Pepaiwvel Ta avwTépw TTepIypapopeva oToixeia pe
utteUBuveg dnAwoeig, epdoov Tou £xel 800¢i Tpog ToUTo amod Tov MNTPIKO KATAOKEUAOTIKO 0iKO €TignN
TPWTOTUTIH £€ouaioddTnon.(cUppwva pe Ta opildpeva othy map. 4.1.1).

B. Z10 mepiexOUEVO TWV TTAoNG QUOEWC PePAIWoEWyY R TICTOTMOINTIKWY, R JIKAIOAOYNTIKWY, A £YYUROEWV-
KAAUWewvY (XPOVIKEC = TIOIOTIKEC - TTOOOTIKEG - TIAPOXAC GpWV OUVTAPNONG - AVTAAAAKTIKWY - avaAwgoijwv
KAT.), Ta oTroia Ba avagepBoUv & KatateBolv améd Toug «TPoUnBeuTES» yia Thv afloAdynon, PaBuoAdynon,
TpounBceia - eykatdotaoh - mapddoon - ekmaideuon - d1Ao@AAION OUVTAPNONG, EYYUAROEWY, avTAAAAKTIKWY,
avaAwagipgwy, ektaideupévou (TexvikoU i eKTTaISEUTIKOU TTPoowTiKoU) KATL. , Kadi Td oToia Ba cival TpwTdTuTd
A Vopipwe emikupwyuéva avTivpapa Ba mepiAaupdvovTal TARPN OToIXEid, KATA TEPITTTWON, TOU UNTPIKOU R
Buyarpikol eAAnvikoU oikou (A/von, TnAépwvo, Fax, KAT.) kai Tou umoypdgovTto¢ Nopigou Ekmpoowmou
(6vopa-1316ThTa).

Eidikd yvia Ta moTomoinTikd ISO kai CE Ta omoia civar povadikd Kai Tapdpévouv OThV KaAToxA Tou
TPOPNOEUTR vivovTadl deKTd VOHIHWG €TTIKUpWHEVA avTiypagd. Ta TIOTOTOINTIKA CUHHOpPWONG TTou ekdidovTal
amé Tov KATAOKEUaoTH Oev eUTimToUV OThv efaipeon auTh KAl TPETEl va cival MPWTOTUTTA A VOUIHWG
ETIKUpWHEVA.



H TEXNIKH TIPOZ320PA OXO KAI H OIKONOMIKH ©A TTAPAAOOOYN KAT XZE HAEKTPONIKH
MOPZH ZTOYXZ ANTIZTOIXOYXZ SAKEAOYZ ME TIZ ENTYTIEZ TIPOX®OPEX ( ETII TTOINH
ATTOKAEIZMOY ).

2.2. OPOT ETTYHZE(N - ZYNTHPHZH

2.2.1. O mpounBeuThAC uToxpeoUTal va d1aBéTel aTnv EAAGda pévipa KaTtdAAhAa eKTTaideupévo

TPOCWTIKO, E TIIOTOTOINTIKG ekTaideuong Kail e€ouaioddTnong auTtol atod Tov UNTPIKO KATAOKEUAGTIKO

0iKO, YId ThV GUVTAPNON TWV avTioToiXxwy pnxavnudrwy. H ocuvBeon Tou cuvepyeiou cuvThpnong kabwge

Kdl Td TUTTIKA KATI, TTpooOvVTa TWV amacxoAoupévwy va avagepBolv avaAuTikd oTnv Tpodpopd we Kal Ta
avtioToixa diakpiPpwpéva po¢ ToUTo dpyava.

Aodgelec R AOPIOTIEG, WC TIPOC TOV AdpIBUG, TTPOGOVTA, EKTIAIdEUTN TOU TTPOOWTIKOU TOUG OpOUC EYYUACEWYV R
Th auvThApnoh KATT. Ba xapakTtnpilovTal, amapdparol 6pol Kai ol TpoapopéC Ba amokAciovTal.

2.2.2. O mpounBeUThC umoxpeoUTal va eyyunBei Thv KaAf AsiToupyia Tou pnxavAparto¢ yia Tpia (3)
TOUAdXI0TOV Xpovia amd Thv Ttapddoon Tou KATd Toug dpouc TnS diakhApuéng Kai Ti¢ 1oxUouoeg diataleic, we
kar Thv efaopdAion 31aBesongc avTalAakTIKwy yia déka TouAdxioTov (10) ouvoAika £étn, pe éyypagh
emipepaiwon Tou UnTpikoU KatdokeuaaTikoU oikou. Katd th didpkela TnG eyyunong to Noookopeio dev Ba
euBuveTal yia kapia PAAPN Tou 6Aou PnxavAdaTog mpoepXOHeEVN Ao Th cuVhOn Kail 0pBR Xpnon Tou kai dev Ba
emiPpaplveTal de Kavéva Tood yid Td epydTiKd, avTAAAGKTIKA, UAIKA KAT.

2.2.3. Kard Ttnhv umoypagh Tou TPWwWTOKOAAOU TapaAaPAc oe Kardotaoh AeiToupyidG o TPOUNBEUTAG
umoxpeoUTal va mapadwoer: TTARpn oeipd Teuxwyv (e1¢ dimAolv) pe odnyieC OUVTAPNONG Kdal ETIOKEUAG
(SERVICE MANUALS) atnv EAAnvIKA A AYYAIKR YAWOOoa, kaBwe Kai 6Aa Ta oxediaypdypard Twv eMIPEPOUC
TUNUATWY TOU PNXavAuartog.

3. EKTTATAEYZH TIPOZQTIIKOY -TTAHPHZ AEITOYPIIA MHXANHMAT(N

3.1 O mpounBeuThg uToxpeoUTal va cUVUTIOPAAAE! e TTOIVA aTtoKAEIoHOU, OTWOBATIOTE HETA TG TTPOOYOPAC
TOU Td TIApAKATW, TIPOKEINEVOU dPevAC Hev Ta avTioToixa oToixeia va afiohoynBolv - PabuoAoynBolv kai
apeTépou de va efaocpahileTal h TARPNG EKUETAAAEUOIHOTNTA TWY SUVATOTATWY Kl ATTodO0EWY TWY £1I8WV Kal
KUpia va diacgpaAileTal amd Toug XPAOTEC h KAVOVIKA AgiToupyid Twv pnxavnudtwy Kai Tautoxpova vd
mpooTateVeTal n Anpéoia Yyeia pe Thv XpnoigoTtoinon Twv avaykdiwv e€KAOTOTE OTOIXEiwv, KATd Th
dievépyeld Twy eeTdoswy :

a. TTAApec eyxelpidio pe oageic odnyiec XPACEWC Kal AgiToupyidg Tou HNTPIKOU KATAOKEUAGTIKOU 0ikou
(Operation Manuals) pe avaAuTikh TTEpIypd@n TwV aVTIOTOIXWV TTPWTOKOAAWY Kal AEITOUPYIWV yid OAEG TIG
avTioTOIXEC €QAPHOYEC peTAppdopévo oMwaodAmoTe otnv EAAnVIKA yAwooa katd Tthv mapddoon Tou
HNXAavAdaTog, ev oThv dapxikf mpodpopd pmopei va 000ci otnv AyyAIKA Kal KATd TPOTIHNOn Kai oThv
EAANVIKA.

p. TTAhpec avaAuTIkO TTPdypaAUpd EKTIAIdEUONE YIA TOUG XPHOTEC OTIWG Kdl YId TOUG TEXVIKOUC ToU THUAUATOC
PioiatpikAc TexvoAoyiac (évac TexVvikOC TouAdxiotov Oa ekmaideutei kali ©a mapakoAouBei OAeC TIC
peTekmaidelosic mou Oa TpaypaToToloUVTAl yid TOUC TeEXVIKOUC Tou oikou, Ba Tou XxophynBei d¢
mioTomoINTIKG Kai Ba Tou 300¢i e€ouaiodoTnuévn mpdopaon (kwdikoi mpdopaong, KApTd, KATT)  WoTe va
uTropEi va emepPaivel yid €TIOKEUA KAl CUVTAPNON), WC KAl avTiypago Twv avaykdiwv pondnudrwyv A mivdkwy
oThv EAAnVIKA YAWGoda.

3.2. O mpounBeuThC uTtoxpeoUTal va avagépel 0TI diaBéTel oThv EAAGda pévipo kai KatdAAnAa ekTtaidsupévo
TpoowTmikd  (Mépav Kai avefdpTnTa ToU avTioToIXOoU TeEXVIKOU TPoowTikoU yid TapoxXA UThpeaiwyv
£yKAaTdoTaong, oUVTAPNONG, KATT) yid Thv UTOOTAPIEN Twy TTpoogepopévwy €18WV amd dmoyn AEITOUPYIKA Kdl
emideIgn - ekUdBnon Tou TpoowTikoU Twv Noookopeiwv TOOO €T TG AsiToupyiag Twv £1dWv 600 Kal £TTI TWV
SUVATOTATWY ATIOTEAEOUATIKOTEPNG Kal EMWPEAEOTEPNG EKPETAAAEUONG Kal avdTTuéng Tng amodoohc Twv,
TIOIOTIKAG Kdl TTOOOTIKAG.



4. ANTAAAKTIKA - ANAAQQZIMA - SERVICE

4.1.Ta avtaAAaKTIKA cupTtepiAduPavopévwy amepiopioTou dpiBpol pe Toivi amokAsiopol, padi ye Ta mdong
QUOEWC UAIKA, avaAwaoipa UAIKA ouvTApNonG Kai AciToupyidg, Kal epyaTtikd oThv TTPoo@epOUEvn €TAGIA TIUA
TARPOUC CUVTAPNONG - EMIOKEUAC TWV €10WVY ToU 1aTpoTEXVOAOYIKoU gidoug. EEaipolvTal Ta avaAwoipa

4.2. O diaywvilopevog umoxpeoUTal va e€aopaAliosl Thv UTapén apeTaxeipioTwy avTaAAaKTIKWY , avaAwoipwy
UAIKWY OUVTAPNONG Kai AgiToupyiag Kal kKUpia Th 81dOean auTwy, wW¢ KAl TWV avTioToliXwy KatdAAnAwy UAIKWY
yia Thv TARpn AeciToupyia kai amédoon Twv €1dWV TOU I1aTPoTEXVOAOYIKOU €idoUG HE Tov TIAPEAKOUEVO
e€omhiopo, emi déka (10) TouAdxioTov ouvoAikd éth. H avdAoyn 8éopeucn Oa yiveTalr pe KaTtdBeon oXeTIKAC
éyypapnc Pepaiwong Tou KATAoKEUAoTA A Tou ££ouaiodoThUévou avTITpoowTou Tou othv Eupwmdikh Evwon
émwe autoi opiCovrar othv Odnyia 93/42/EEC, otov eTi pépoug @AKEAO TEXVIKAC Tpoopopdc, yid Thv
afioAdynon Tng mpoowopdc, dedopévou OTI KpiveTdl WE oudIWdNG amdiThoh TNG TPOKAPUENG Yid ThY OUdAR,
AaTPOCKOTITH KdI HAKPOXPOVN AEIToupyid TOU 1aTPoTEXVOAOYIKOU €idoug

4.3. ZTov £Ti HEPOUC PAKEAD TEXVIKAC TTPOOYOPAC, TTépA aTd Thv PAdIKA cUvOEGh TOU TTPOOYEPOUEVOU TOU
1aTpoTeXVOAOYIkoU gidouc Ba avaypdgovral omwodNToTe o€ AioTa 6Ad Ta amapaiTnTd UAIKA yia Tnv AsiToupyia,
OUVTRPNON Kal ETTIOKEUN TTIPOTPEPOUEVWY E10WV.

5 OPOI KAI KOZTOZXZ EZOANN ZYNTHPHZHZX - AEITOYPIIAZ

5.1.0 mpounBeUTAC UTtoXpeoUTal aTNV OIKOVOUIKA TTPOOoWopd va avapépel ThV CUYKEKPIPEVN €TAOIA TIHA TWV
e€68wv TTARPOUGC OUVTAPNONG- ETTIOKEURG, OTTWOBATIOTE HE TOIVA ATOKAEIoHOU, Yid TOo TIPWTO £Tog, HETA Th
AAEN The Tep16dou eyyUnong KaAng AsiToupyiag, (ave€dpTnTa Twv AoITTWY 6pwv eyyUnong KdBe Ttpoopopdc ol
omoiol Ba afioAoynBolv KaTd mepimTwon). ZTn cuvéxela h TIPA Ba avampoodppdleTal - avaBswpeital eThola,
Kal epooov To emMBUUEi N A A., WG KATWTEPW TTEPIYPAPETAl HEXP! CUNTTANPWOEWS OUVOAIKA deKaETiag amod Thv
nuepopnvia oploTIKNG TapaAdPAC Tou 1aTpoTeXVoAoyIKoU €idoug.

5.2.H mpoopepbuevn apxikh eTAOIA TIUA TTARpouC ouvTAphong-emiokeUAc (T1) yia To TipwTo £Tog HETA aTd
Thv AAEN The ouppaTikAg Ttep16dou eyyunong KahAg AsiToupyiag, Ba péTel va sival ouyKekpipévn kai Ba
avaBewpceital-avampoaappdleTal avd £To¢, kal HEXP! Th CUNTTARpwon deKAETIAC amd ThY 0pIaTIKA TTapaAaPn
TWV €10WV TOU TOU 1aTPOTEXVOAOYIKOU €id0UC, HE OUYKEKPIUEVO TTOTOOTO AVATIPOTAPHOYAC ETTi TG TIMAC TNG
£TNOIAC TTARPOUC OUVTAPNONG-ETTIOKEUNG TOU TTponyoUHEVOU £TOUC, WATE va TTPOKUTITEI N avaykdid KaTd
TepimTwon véa eThoia TIHA. To moooaTd (%) autd avampoaodppoyic Kai yia kdBe éToc, Ba 100UTal He TO
mooooTo av€nong Tou Aciktn Tipwyv KatavaAwTh mou divel n EA.ZTAT yia Thv avtioToixh TtpohyoUpEvn
12unvn mepiodo mou HéAIC £AnEe (BNnA yia Tov pAva uTtoypd@AC TG véag eThalag cUUPacng v oxEoel He Tov
avTioToiXo HAva Tou TponyoUHEVoU £TOUC), KAl TO OTT0i0 TT0C00TO dnHoaieUeTal aToV BIKTUAKO ThG TOTTO
www.statistics.gr.

5.3 O1 olkovopoTeXVIKoi 0pol A TpoUToBéoeic Tou TepiAauPpdvovTal oe KOs Tpoogopd, 6Tav apopolv ot
TapoXf OTOIXEIWV KATL. yid TOV UTTOAOYIOWd, yia Hia BEKAETid, TWY GUVOAIKWY ££68wv TTARPOUG ouvThphong -
EMOKEUACG, Ba TTpéTel oTTWOBATIOTE va IKAVOTIOIOUV KAT £AdXIOTOV TIC EMIHEPOUC ATAITAOEIC TG TTPoKApuENC,
w¢ Tpo¢ Ta TepIiAauPavopeva oTnh oUVTAPNON Kal WG TPOC Td TEXVIKA OTOoIXEid EYYUNOEWV-KAAUWEWY Twy
UAIKWYV, woTe TeAikd va kaBiotatar duvaTth agevog n afloAdynon - PabpoAdynon Twv TeXVIKWVY 6pwv K
aTaITACEWV Kdl dPETEPOU N dIAUOPPWAON CULYNPIOTIKA TNG OUVOAIKAC TIHAC TTAKPOUG OUVTAPNONG - ETTICKEUAC,
yia Jia dekaeTia.

6. TIAHPOTHTA ZTOIXEICIN TIPOZ30PAL

6.1 O1 mpoapopéc yia va XapakTnpiaBoUv KaTapxXAv amodeKTEC Kal va afioAoynBolUv Ba mpémel Pe TOIVA
amokAelogoU TNC TPooWopdg, va eival TAAPEIC, OAQEIC, AVAAUTIKEG, TEKUNPIWHEVEC Kadl OeOVTWCG
UTTOYEYPAHUEVEG KAl vd IKAVOTOIOUV TIC dTAITAGEIC TEXVIKEC R TAnpOTNTAg, PePaioswyv KAT ToU
avagépovTal oThy mdpolaoa Siakhpuén.

Ta oTtoixeia Twv TPOOYEPOUEVWY HNXAVAUATWY KATT TpéTel va egival TMARPWG TeKHnplwpéva WoTe vd
TapéXeTal h euxépeia PabpoAdynong, Katd Tthv aioAdynon Twyv TEXVIKWY XAPAKTNPIOTIKWY TWv
TpooPepopéVWY €I8WY, 0t OUYKpION HE TIC TEXVIKEC KAT. amaiTAoei¢ ThG S1akAPUENG TWV TIOIOTIKWY,
TTOGOTIKWY, AEITOUPYIKWY amodooewyv Kdl TAEOVEKTNHATWY Twv €IdWV, W¢ €MONG TWV €YYUROEWV, TG
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TEXVIKAG UTOBOHAC YId TTAPOoXH UTThPEOIWY KAl amoBnKeuah - TTpodnBOeid avTaAAakTIKWY A avaAwaidwy, Tne
duvaToTNTAC YId TTAPOXN EKTIAIOEUOTNC YId TIC AEITOUPYIKEC avAYKEC A TIC avdyKeC TTAPOXNG UTTNPECIWY oEpPIC
KATT.

6.1.1 O pdkeroc Thg TEXNIKHZ TTIPOZ®OPAZ, Ba mepiAaupaver omwodATOTE TARPN avaAuTIKR « TEXVIKA
TTepiypaph» oTnv eAAnvikA yAWooa, ge TARpNn avTamékpioh - mapamouth (avd kegdAdlo Kai Ttapdypago)
oUpewva pe TIG TeXVikEG Tpodiaypagég Thg Alakhpugng kai Ta cuvuToparAdpeva prospectus h Pepaiwoeig
(o€ TPWTOTUTIA) WOTE VA ETITUYXAVETAI AVTIKEIHEVIKA aloAdynon.

Emionc Oa ouvumopdAAeTal TARpec «PUAA0 Zuppdppwong - Tekpnpiwong» To omoio Ba mepiAappdver pe
TANPOTNTA To oUVoAo Twv dpwv The diakhApugng (Yevikwy, €18IKWY, TEXVIKWY KAT) 6Acg Ti¢ amavThoeig (avd
TapdpThud, KepdAdio, Tapdypapo KAT) UE TAPATIOUTR, Yid TEKUNPiwon, oTa ouvhupéva TeXVIKA cyxelpidia
avaypdpovrag Tnv oXeTIKA Tapdypd@o TG TEXVIKAC TTpodiaypa@nc.

TTpoopopéc o1 omoisg Ba avTiypdpouv Thv TEXVIKA Tepiypdph TG diakhpuing A Ba amavrolv HoVOAEKTIKA
NATI A oupgpwvoUue KATI. XWpIiC TEKWNPiwon Kadi TAAPN TapamoumA - avTioToixia peTall Keipévou, avd
Tapdypago Kai prospectus Ba amokAciovTai.

H mpoogopd mpémel amapaitnta va cuvodeletal amtdé YmeuBuvn AfAwon Tou dpBpou 8 Tou N. 1599/86 6mou
o TpounBeuThc Ba avaypdpel - dNAWVEl €Av h TTPoaPopd €XEl ATTOKAIGEIC ATTO TV TEXVIKA TTEPIYPAPR KATT.
dpouc The d1akApUENG Kal 0 KATAYATIKA TEPITTWON vd avad@épovTdl - CNUEIWVOVTdl avaAuTIKd.

2& MEPIMTWOEIC KATA TIC OTIOIEG OI CUHUHETEXOVTEC KATABETOUV PePaiwoeig N TIOTOTOINTIKA yid TeEXVIKA
XAPAKTNPIOTIKA A dUvATOTNTEC TWV TIPOCPEPOUEVWY €10WY N YId TO EKTIAIBEUTIKO N TEXVIKO TIPOCWTIKO R yid
TIC EYYUNOEIC - KAAUWEIC XPOVIKEG - ASITOUPYIKEG N yia gépPIG A yia avTaAAaKTIKA KATT Ba TipéTrel amapaitThra:
a. Na eival mpwToTUTIEG R VOUIJWG EMIKUpWHEVA AVTiypd@d TOU UNTPIKOU KATAOKEUAATIKOU 0ikou R eAAnVIKoU
BuyarpikoU oikou (6! TOTIIKOU avTITTPOGWTIOU A AAAOU EKTIPOCWTTOU)

p. Na avaypdgovrai TAApn oToixeia Tou €kdO6TH, TOU UTTOYPd@ovVTOC Kal Tou VoHidou ekmpoowTou (TiTAog,
A/von, ThA/vo, gaf) yia duvatéThTa emaARBeuong Kai

v. Na ouvodsUovTai amé emionun HeTdppaon othv EAANVIKA

6.1.2. Tipoopopéc o1 omoie¢ othv TEXNIKH TIEPITPA®H n oto @®YAAO ZYMMOP®QIHZ -
TEKMHPIQZHX kAm. Ba civar adpioteg, aocageic R cAMimeic kar dev Ba TAnpoUV GAEC TIC TrapaTtdvw
TpoUToBéaeig, yvia Tekphpiwan, Ba XapakTtnpifovralr pHe ouciwdelC amokAiosic kal ©a amokAciovral The
mepaiTépw diadikaoiag afioAdynonc.

6.1.3. Ta dicukdAuvon Kkai diacgdAion The diadikaciac afioAdynong, To oUvoAo Twv oToixeiwv TNG TeXVIKAC
Tlpoopopdc (TEXNIKH TIEPITPAZH, ®YAAO ZYMMOP®NQIHX - TEKMHPINQXZHXZ - ANTIFPA®O
OIKONOMIKHZ TTIPOZ®OPAZ XPIZ TIMEZ KAI AOITTIA ZTOIXEIA) Oa umopdAiovTal omwaodhToTe
oe dUo TANPEIC XWPIOTEC OEIpéC, 0 XWPIOTOUC @akEAOUG - VToOlE Ue apiBunon Tou meplexopévou KdAOe
@akEAOU KAl avTioToIXo EUPETAPIO KAl € NAEKTPOVIKA HOP@RH €T TTOIVA ammoKAgIopoU.

6.2. O1 OUUHETEXOVTEC TIPETEN, UE TTOIVA aTTOKAEITHOU ThG TTPOaYopdc, va KaTaBéoouv Pe Thv TTPOoWopPd:

a) Ta avrtioToixa mioTomoIinTikd ISO Tou mpounBeuTh, yia Thv diakivhon EN ISO 9001:2008 kai éoov
agopd Thv TEXVIKA UTtoaTAPIEN 1aTpoTEXVOAOYIKWY TipoidvTwy To EN ISO 13485:03.

p) mAApNh Tekunpiwpéva TioTomoINTIKA ohpavong CE, WwoTe va ikavotoloUvTdl ol avTioTOIXEC ATIAITACEIC TWV
OXeTIKWY odnyiv Tng E.E. (odnyia 93/42/EOK, émwg 1oxUel ohuepa) KaBWwe Kdi Td TIOTOTIOINTIKA
ouppéppwonc pe Thv AY8/1348/04.

Y) TAApeC TIpWTOKOAAO NAEKTPIKAC aopdAciag Katd Thv mapddoon kair umeUBuvn dhAwon yia ékdoon
TPWTOKOAAOU NAEKTPIKAG aowdAsiag £TreiTa amd KABe eMOKEUA i ouvTApNoN.

d) Ta OXETIKA TIOTOTIOINTIKA diakpiPwong Twv opydvwy HETPROEWY Kai eAéyXou yia Tnv didogdAion The
ao@aAoug €TICKEVUAG Kal AEITOUPYIAG TOU TTPOCPEPOUEVOU HNXAVALATOG.

F'TA TO TMHMA A TO
BIOIATPIKHZ TEXNOAOIIAZ AIMOTTA©OOAOINOANATOMIKO TMHMA



