TEXNIKEZ TIPOATAMPAZEZ
AMA=TATI(ON METAZOPAZ AZOENQN

FENIKA

Apalidio peTapopdc acBevuiv, 18avikd yid VoooKopeldKA XpAan, UYNAAG TToI6TNTAG KATAOKEUAG,
ao@aAéc yia Thv HeTakivnon Tou acBevh oToug Xwpou¢ Tou Noookopeiou yia Th KAAuyn Twy
avaykwyv Twv Tunudtwy Emeiyovtwy TTepioTatikwy.

TEXNIKA XAPAKTHPIZTIKA
1 ElTspsdg, GVGSKTIKV']QIKGI NAL
oUyXpovnG KaTAoKEURG.
) ) 2 udTayn¢ HeTAAAIKAG KATAOKEUNRG A atrd dAA
2 YAIKO KATAOKEUAG. H ,vnc H ,I nc, GKEUNG N o, °
avoeidwTo UAIKO avTioToIXNnG avOeKTIKAOTNTAC.
Téooepic (4), amd avOeKTIKO UAIKO e oupmtayég
€AaoTIKO UYNAAC avToxAg Kar eAeuBepia Kivhang
3 Tooxoi Tpoxdfv (TouAf’xxlmov ol '2 UTTPOOTIVOI). H
€UKOAia oTn Kivhon - Xphon - AEITOUpYIKOTNTA
Oa amodeixOci katd Tnv emideI€n - SOKIUA Tou
apa&1diou.
4 AidueTtpoc miow Tpoxwv (cm) Na avagepOei.
5 A1GUeTPOC UTTPOOTIVWY TpOXWV Na avagepOei
6 2 Auavon CE. 2 Uppwva pe Tnv odnyia 93/42/EEC.
> 120 kg mepimou. Na avagepBei To péyiaTo
7 MéyioTo Pdpo¢ avToxng. , . , .
v Papog Xne Pdpoc Tou pmopei va dexOei pe aopdAcia.
8 Aiaotdoeic £8pac - kaBioparog. > 50x40 cm mepimou.
9 "Yyo¢ AdTng(cm). > 40 cm mepimou.
10 Edpa. NAI amé f]ﬁldeO)SO ph amoppo@nTikoG UAIKG. Na
avagepOei To UAIKO.
1 TTAGTN, NAI GVGSKTHIQ‘\ cmc? adidppoxo un , ,
amoppo@nTIkO UAIKO. Na avagepBei To UAIKO.
AuvatéTtnTa cUkoA
12 ,n . ne Na avagepBei kai Ba aioAoynOci.
avTikardaraong £€dpag.
uvaToTNTA €UKOA
13 A © ,n ° n,c Na avagepBei kai Ba aioAoyei.
avTikataotaong TAATNG.
Aapécg yia Tnv odnynon Tou , . ,
14 , NATI. Epyovouikéc, va avapepBei To UAIKO.
apa&1diou. PYOVOHIKES bEP
NAI. AvBekTIkd va avagepBei To UAIKO (kaTd
15 TTAdiva pmpdroa. TpoTipnoNn amod agidpwTiké UAIKS). Na pnv
amooTWwVTdl EUKOAQ.
16 2.7aTw opou. NAI, au§opeioUpevou Uyoug.
17 O¢on pidAng ofuyovou. NAT.
18 Tpoémog amoAUpavong. Na mepiypagn avaAuTikd.
19 2.00Tnua médnong. NAI, TouAdxioTov aTIC Tiow pAdeC.
20 Ymomédia yia Th oThpiEn Tou NAI, n pdon via Ta modia va eivail amo
aogBevn. avOeKTIKO UAIKO.
21 ATooTweva utromédia. NAT.
22 AvOywon UTroTrodiwv. NAT.




EIAIKOI OPOI

1. FENIKA

1.1. O mpounBeuTAC uToXpeWveTAl va €KTEAEOEl TMARPWC TNV €yKATAOTAON TOU
HNXAVARATOC Kal va To mapadwoel oc AsiToupyid, pHe OIKO Tou €IQIKEUPEVO Kal
ao@aAiopévo TPOOWTIIKO Kal OIKA ToU OAOKANpwWTIKA €uBUvn, oUppwva He TOug
TEXVIKOUC & ETIOTNHOVIKOUC KAVOVEC, TOUC KAVOVIOHOUC TOoU €AANVIKOU KPATouG, HE
TIC odnyie¢ Kal Ta ox£€d1d TOU KATAOKEUAOTIKOU 0ikou Kal TEAOC TIC odnyieg Twv
appodiwv UTNPEdIWY Tou @opéd, oTo Xwpo Tou d1aBétel. O TPopnOeUTAC
utTtoxpeoUTadl va XpnoiloTroihoel amodedelypéva To e§e1SIKEUUEVO TTPOOWTIIKO TO OTIO0I0
mepiAappdveTal ota dikaioAoynTikd Tng Tpoowopdc, To dc Noookopeio ogeiAel va
eAéyEel TN OXETIKA ouppdppwon, woTte va diacpaAiocBolv Ta oupeépovTd TOU
Anpoaiou.

1.2. H mapddoon-mapaAaPph Tou pnxavApatog (0pIoTIKA TOIOTIKA Kal ToooTIKA) Oa
vivel, e Tnv eykardotaon Kdli oc KATAoTaon TARPouC AciToupyiag, wg €101kOTEpPA
opileTal amd TNV OXETIKA Keipgevn vopoBOeoia. O1 meplypagopeveg oth auppaon
duvaToTNTEC TOU PNXAvAHAToG Ba eAcyxBoUv ge KAOe TrepimTwon pe Ta amaitolpeva
gpyaAeia kal opyava HETPAOEWY Kal €AEyXou, TTAVTOTE d€ KATA TPOTO TeEXVIKA dpTIO
Kdl 0mTou autd dev eivalr duvatd oe TPAYHATIKEC OUVONRKeG, e Thv d1adikacia Twv
e€eTdocwyv oe aoBeveic (apopd Thv diadikacia oploTIKAG TTapaAaPnic).

1.3. OAa Ta €idn kai UAIKA, TTou Ba Tpookopioel o TpounBeuThe oto Noookopeio yia
TNV €YyKATAOTAON KAl AgIToupyid Tou UTO TpopnOeid PnXavAuaTog, mpETel va eival
KaivoUpyld AUETAXEIPIOTA XWPIC €AATTWHATA KAl vd 1KAVOTTOIoUV OAOUG TOUG Opoug
ouupaong, mou kaBopilouv Tov TUTO, THV KATNYOPid Kdl Td UTTOAOITTA XAPAKTNPIOTIKA
TOU.

1.4. O mpounBeuThC UTToXpeWwvETAl va dWael oToladATIOTE OToIXEid TTPOoEAEUTNE TWV
VMKWV NBeAe {InThoel o @opéag vyia dOiamioTwon TnG TOIOTNTAC Kdl  TWV
XAPAKTNPIOTIKWY TOUG.

1.5. O gopéac diarnpei To dikaiwpa va eAéyxel kAOe mpookopi{opevo UAIKO Kail o
TPOUNOEUTAG UTTOXPEWVETAI va UTTAKOUOEl 0 OTIOIEGONTIOTE €VTOAEC Twv appodiwy
UTTNPECIWY TOU, YId UAIKO To oTroio 0ev eKTTAnpwvel Toug ouppartikoUG Opoug, TTou
avapépovTdl aThV To10TNTA Kdl Td XAPAKTNPIOTIKA Tou.

1.6. Ztnv mpoowopd Oa avapepOolv avaAuTikd Trapépold HNXAVAUATA TIOU €XOUV
eykataotaBcei Kai AeitoupyoUv ae EAANVIKA Noookopeia, KAIVIKEC KA., pe 181aiTepn
élepaon ota dnpoéoia Noookopeia Kal av Ta PnxdvApdtd autd ouvThpouvTdl aAmo



EYKPITO KAl KATAAANAG eKTTAIBEUEVO TTIPOCWTIIKG ThG TTPOUNOeUTPIAC £TAIpEIAC.

1.7. O xpoévoc mapdadoong, o omoio¢ Oa avapepOei omMwadAToTE OTNV dAPXIKA
Tpoowopd KaBopileTal amd Thv huepopnvia umoypagic The oUupacng oe EZHNTA
(60) nuepoAoyiakéc nuépeg.

2. TEKMHPIQZH TEXNIKON KAI AOITIQON ZTOIXEIQN EFTYHZEQN,
ZYNTHPHZEQZ, ANTAAAAKTIKOIN-ANAAQZIMEOIN KATT.

2.1. Amavta Ta OXETIKA ouvumoPpaAAdpeva, He Thv TPoo@opd OToIXEid, ATO TOUG
«TPOUNOEUTEG», KAl KUPIA TA OTOIXEiA TA oTroid KpivovTal, OTIWG TEXVIKA TTEPIYPAPN,
YeVIKoi-€10IKkoi  0pol, @UAAO oupdéppwaong, TmioTOTIOINTIKA R PePaiwoeic yia To
€€ €10IKEUPEVO TEXVIKO R EKTTAIBEUTIKO TIPOCWTTIKO, e€ao@dAion HakpOxXpovng TTapoxXhG
avTaAAaKTIKWY R avaAwgoipwy povoTwAiakoU XapakThpd, e€aoc@dAion pakpdxpovng
TAPOXNG UTTNPECIWY, EYKATAGTAONG, Service, eKTtaideuong KATL. eYYUNOEIC N KAAUYEIC
TEXVIKAC N OIKOVOHIKAG @UONG KATL. aToIXEid Ta oToid avagépovTdl 0Td TapdpTAUATA
¢ Alakhpuéng, pokeipévou va KpiBolv, XapakThpioBouv Kai afioAoynBolv Tpémel
va civar omwadnmoTe emiPpePaiwpéva-TeKUNpIWHEVA aTmd TOV AVTIOTOIXO HNTPIKO
KATAOKEUAOTIKO 0iKO N KAT €AdXIOTOV ATIO TOV £TTioNUA AvayvwpIiopévo oTn XWpda Hag
Kal oc TAAPNn AciToupyia emi TpieTia TouAdxioTov OuyaTtpiké oiko, o omoio¢ ©Oa
01a0éTel OTTWOANTIOTE KAl TNV dAvayKdid OIKOVOHOTEXVIKA avdmTuén-umodou otnv
EAAGda.

IMa va xapaktnpileTal o «PouNOeUTAC» W¢ BuyaTpikOG 0ikog, TTPETTEI 0TO SIAKPITIKO
TOU TiTAO va €Xel KAl ToV TiTAO ToU UNTPIKOU oikou N va umoPdAAel oToixeia Tou va
Pepaiivouv Tov 10XUPIoHO6 auTd. Emiong Ba umopdAAel opyavoypappa pnTpikoU Kai
BuyaTpikoU oikou, To omoio Ba TepiAaupdvel uthpeoieg (yia Ta avTioToixa €idn).

OAol 0l OUHUETEXOVTEC UTOXPEWTIKA mpémel va d1aOéTouv ouoTnua moloTNTAC
EN ISO 9001:2008 n EN ISO 13485:03 pe wedio mioTomoinong Tnv diakivnhon
IATPOTEXVOAOYIKWY TPOIOVTWY Kal TNV TEXVIKA UTOOTAPIEN 1ATPOTEXVOAOYIKWY
TPOIOVTWY, HE TIOTOTOINTIKO Emionuou opyaviopoU mioTomoinong, To omoio Kai
KaratiOeral ye TNV mpooyopd.

a. ZToixeia pwroTuTthéva adpiota eAMITTH R acapn dev Ba Aappdvovtar utoyn Katd
Tnv a§ioAdynaon.

O voépipog ekmpoowto¢ Tou Oikou KATAoOKeUNG OUvartal va pepaiwvel Ta avwTépw
TEPIYpAQOpEVA oToIXEia Pe UTTEUBUVEG dnAWaEIC, epdoov Tou £xel doOci Ttpo¢ ToUTo
amd Tov MNTPpIKO KATAOKEUAOTIKO 0iko £Tiohun TPpwTOTUTN £§ouaiodoTnon (cUpewva
pe Ta opi{épeva otnv map. 4.1.1).

p. ZT0 TEPIEXOUEVO TWV TAONG @UOswC PePpaiwoewyv A TICTOTOINTIKWY, R
JIKAIOAOYNTIKWY, R €YYUROEWV-KAAUWeWV (XPOVIKEC - TIOIOTIKEC - TIOOOTIKEG -
TApoXNC Opwv OUVTAPNONG - AVTAAAGKTIKWY - avaAwoipwv KAT.), Ta omoia Ba
avagepBolv & KatareBolUv amd Toug <«TPoPNOeuTéC» via Thv  aioAdynon,
paBuoAdynon, mpounBeia - eykatdotaon - mapddoon - ekmaideuon - diaopdAion



OUVTAPNONG, €YYUAOEWYV, avTAAAGKTIKWY, avaAwgoipwy, ekmaideupévou (TexvikoU R
EKTTAIBEUTIKOU TIPOOWTIIKOU) KAT. , Kal Td omoia Oa eivar mMpwToTUTA R VOHIpWCE
EMKUpWHEVA avTiypapa Ba mepiAaupdvovral TARpN oToixEid, KATA TTEPITTWAON, TOU
pnTpikoU K BuyatpikoU eAAnvikoU oikou (A/von, ThAépwvo, Fax, KAT.) Kkai Tou
umtoypdgpovTto¢ Nopipou EkmpoowTou (6voua-1816TnTa).

Eidika yia Ta moTomoinTikd ISO kai CE Ta omoia civai povadikd kai mapapévouv atnv
KATOXN TOU TPOUNOeUTA YivovTdl OeKTd VOMIHWG emIKUpwpéva avTiypaea. Ta
TOTOTIOINTIKA CUHHOpYWAONG Tou e€kdidovTdl amd ToV KATAOKEUAOTH Ogv EUTTITITOUV
oThv e€aipeon auTi Kal TPETTEI va gival TPWTOTUTIA A VOUIPWCE ETTIKUpWHEVA.

H TEXNIKH TTIPOZ3OPA OXO KAI H OIKONOMIKH ©A TTAPAAOGOYN
KAI ZE HAEKTPONIKH MOPZH XZTOYX ANTIZTOIXOYX ZAKEAOYZ ME
TIZ ENTYTIEZ TTIPOZXZOPEZ ( ETTI TTOINH ATTOKAEIZMOY ).

2.2. OPOT ETTYHZESIN - ZYNTHPHZH

2.2.1. O mpounBeuthc umoxpeoUTal va di1aBéter athv EAAAda poévipa katdAAnAa
EKTTAIOEUPEVO TIPOOWTTIKO, HE TIOTOTOINTIKO eKkmTaideuong Kai £€ouoioddTnong autou
amd ToV HNTPIKO KATAOKEUAOTIKO O0iKO, yid Tnv OUVTAPNONn TWV davTioToIXWV
HNAXavNUATWYV.

A0d@EIEC h AOPIOTIEC, WE TIPOC TOV dplBUO, TTPooovVTd, EKTIAIOEUON TOU TTPOCWTTIKOU
TOUC 0pOUG €YYUROEWY A Th GUVTAPNON KATT. Ba xapakTnpilovTal, amapdparor 6pol Kai
ol TipooopéC Oa amokAciovTal.

222. O wpounOeutnc umoxpeoUTal va eyyunBei Tnv KaAn AciToupyia Tou
pnxavapato¢ yia Tpia (3) TouAdxioTov Xpovia amd ThV mwapddoon ToUu KATA TOUC
opouc Tnc diaknpuénc Kai TIC IoxUouoec diataleic, we kai Thv efaopdAion
01a0eonc avraAAakTIKwy yia déka TouAaxiotov (10) ouvoAika €Tn, pe €yypaen
emiPpepaiwon Tou pUnTpikoU KATaokevudoTikoU oikou. Kartd tn didpkeia Thg eyyunong
To Noookopcio dev Ba euBuvetar via Kapdia PAAPn Tou OAoU pNXAVARATOC
TPOoEPXOUEVN ATTO Th GUVAON Kal 0pOn Xphon Tou Kai dev Ba emiPpapUveTal e Kavéva
000 YId Td €pyATIKA, AvTAAAGKTIKA, UAIKA KATT.

2.2.3. Kard tnv umoypagnh Tou TTpwToKOAAOU TtapaAaPng oc kartdoTtaon AciToupyiag o
TPoUNOeUTAC umoxpeoUTal va mapadwoel: TTARpn ocipd Teuxwv (eic dimAolv) pe
odnyie¢ ouvtipnong kai emokeung (SERVICE MANUALS) othv EAAnVIKA R AyyAIKA
vAWooa, kaBw¢ kal OAad Ta oxediaypdupdtd Twv EMIHEPOUC TUNUATWY  Tou

pnxavAuarog.

3. EKTTATAEYZH TIPOZQTIIKOY -TIAHPHZ AEITOYPITTA MHXANHMAT(N

3.1 O mpounBeuti¢c umoxpeoUTal va ouvuttoPdAAel He  TTOIVA  aTroKAgIopoU,
OTWOOATOTE HETA TNG TPOOYOPAG TOU TdA TAPAKATW, TPOKEIUEVOU APEVOC HEV Td



avtioTtoixa otoixeia va afiohoynBolUv - paBuoAoynOolv kai agpetépou 8¢ vda
e€aopaAifetal n TARPNG EKUETAAAEUTIHOTNTA TWVY SUVATOTATWY Kal ATodd0swy TwV
e1IdWv Kai KUpla va diacpaAileTal amdé Toug XPNOTEC N KAVOVIKA AgiToupyid Twv
pNXavnudTwy Kai Tautdéxpova va TmpooTtareletal h Anuéoia Yyeia pe Tnv
XPNoIHoTToiNON TWV avaykaiwv eKAOTOTE aTOIXEiWV:

a. TTARpeg eyxelpidio pe oagpeic odnyieg XpAoewc Kai AciToupyidg Tou HNTPIKoU
KATaokeudoTikoU oikou (Operation Manuals) pe avaAutikf Tepilypden  Twv
avTioToIXwWVv TPWTOKOAAWY Kdal A€ITOUPYIWV Yid OAEC TIC AVTIOTOIXEC €PAPHOYEG
HETAPpAopévo oMwadRToTE oTnv EAANVIKA yAWwooa katrd Thv Tapddooh Tou
HNXAVARATOG, EVW OTNV dpXIKA Tpoogopd pmopei va 000¢ei oTthv AyYAIKA Kail Katd
TpoTiunon Kai othv EAANVIKA.

B. TTAApeC avaAuTIKO TPOYpPApa eKTTAideuong yid ToUuG XPAOTEC OTIWG Kal YId TOUG
TEXVIKOUC TOU TUAHATOC PIOIATPIKAC, WE KAl avTiypdpo TWV avaykdiwv pononudrwy n
TIVAKWY oThv EAANVIKA YAwooda.

3.2. O mpopunBOeuTAC uToxpeoUTal va avagépel 0TI 81aBéTel otnv EAAdda povigo Kai
KaTdAAnAa ekmtaideupévo Tpoowmikd  (mépav kair avedpTnTa TOU aAVTIOTOIXOU
TEXVIKOU TPOOWTIKOU Yid TAPOXA UTThPEOIWY £YKATAOTAONG, OUVTAPNONG, KAT) via
TNV UTOOTAPIEN TWV TIPooPepopévwWY €1IdWY ammd dmoyn AEITOUPYIKA Kai emideién -
EKPAONoN Tou mpoowmikoU Twv Nodgokopeiwv TO0O0 €mi TG AciToupyiag TwWv €1dWvV
000 Kal €mi Twv OUVATOTATWY dATIOTEAEOUATIKOTEPNG KAl  €TTWPEAEATEPNG
EKUETAAAEUONG Kal avaTTuéng ThG amdédoonC TWV, TTOIOTIKAG Kal TTOOOTIKAC.

3.3. O mpounBeutnc umoxpeoUTal va @épel To pnxavnua oto Noogokopeio yia
enideifn kai dokiun oc diaoTnpa 6x1 HeEYaAUTEPo Twv JéKA £PYACINWY NUEPWY Ao
TNV ARYN OXETIKOU EVNHEPWTIKOU.

4. TTAHPOTHTA ZTOIXEI()N TIPOZ20OPAZ

41 O1 mpoowopéc yia va XapakTnploBoUv KaTdpXNv dAmodeKTEC Kal va
afloAoynBolv Ba mpémel Pe oIV amoKAEIoONoU TG mPooWopdc, va cival wARpeIg,
oaQei¢, avaAUTIKEG, TEKUNPIWUEVEG Kal OEOVTWC UMOYEYPAUHEVEC Kal va
IKAVOTOIOUV TIC dAmAITNOEIC TEXVIKEC N wAnpoTnTag, pPePaiwocswv KAm wou
avagépovral oThv mapoUoa diaknpuén.

Ta oToixeia TWV TPOOPYEPOUEVWY HNXAVNUATWY KA mpémel va ecivar TTARpwWG
TekpNPIwUéVa WOTe va TapéxXeTal n euxépela pabuoAdoynong, katd tnv aioAdynon
TWV TEXVIKWY XAPAKTNPIOTIKWY TWV TPOOPEPOUEVWY €I0WY, gg OUYKPIOn HE TIC
TEXVIKEC KATL. amaiTRoeIC TG d1akApUENG TWV TTOIOTIKWY, TTOCOTIKWY, AEITOUPYIKWY
amodOoewV Kal TTAEOVEKTNHATWY TWV €10WY, W¢ ETIONG TWV EYYUNTEWY, TNG TEXVIKAG
UTTodOMAG YId TAPOXA UTTNPECIWV Kal amoBnkeuon - TpopnBeid avTaAAaKTIKWY A
avaAwgipwy, Thg duvaToTNTAC Yid TTdpoxXN EKTAIOEUONG YIA TIC AEITOUPYIKEG AVAYKEG



A TIC avdyKeg TTAPoXAG UTtNPECIWY TEPPIC KATT.

411 O ¢drehoc Tng TEXNIKHZ TIPOZ®OPAZ, ©6a mepiAaupdvel oTTWOEdATIOTE
TARPN avaAuTikf  «Texvikn  TTepiypaph» athv  eAAnVIKA  yAWood, ot TARpN
avtamokpion - mapamodmh (avd Ke@dAaio Kal Ttapdypd@o) oUHEWVA HE TIC TEXVIKEC
npodiaypagég Tng Aiaknpugng kai Ta ouvuTopaAAdpeva prospectus i pepaiwaoeig (oe
TPWTATUTIA) WOTE va EMITUYXAVETAI AVTIKEILEVIKA afioAdynon.

Emionc ©a ouvumroPpdAAeTal TARpeg «PUAA0 Zuppdppwong - Tekunpiwong» To oToio
Oa mepiAappdvel pe TANPOTNTA TOo OUVOAo Twv Opwv The ditakhpuéng (vevikwy,
e101IKWY, TEXVIKWY KAT) 6Ac¢ TiI¢ amavThoei¢ ( avd TapdpThua, KepdAdio, Tapdypdgo
KATT) HE€ TAPATIOPTI, YId TeKUNPiwon, oTd ouvnupéva TexVIKA eyXelpidia
avaypdg@ovTag Thv OXETIKA TApdypd®o ThG TEXVIKAG TTpodiaypdpnc.

TTpoowopéc o1 omoiec Ba avTiypdgpouv TNV TEXVIKA Ttepilypdghi The diakhpuéng R Ba
amavtoUv povoAekTikd NAI A ouppwvoUUe KAT. XWpic Tekpnpiwan Kair TARpnN
TapamouTh - avTigToiXia peTafl Keipévou, avd mapdypago kai prospectus Oa
amokAciovral.

H wpooyopd mpémel awapaitnta va ouvodeletal amd Ywevbuvn AnRAwon Tou
apBpou 8 Tou N. 1599/86 6mou o mpopnOeuThHC Oa avaypdyel - dNAWVEI €dv n
TPOOYopAd €XEI AMOKAIOEIC amd TNV TEXVIKA weplypdPn KAmw. Opouc TNng
diaknpuénc Kal ot KATAWPATIKA meEpiTTWON vd avagépovral - OnuelwvovTal
avaAuTIKa.

2& TEPIMTWOEIC KATA TIC OTOIEC Ol OUMHETEXOVTEC KaTtaBétouv pepaiwoeic W
TOTOTIOINTIKA YId TEXVIKA XAPAKTNPIOTIKA N duvATOTNTEC TWV TIPOTYEPOHEVWY E10WV
A Y1 TO EKTIAIOEUTIKO N TEXVIKO TTPOOWTIIKO A YIA TIC EYYUNDEIC -~ KAAUYEIC XPOVIKEG -
AEITOUPYIKEC N vIa 0£PPIC A Yia avTAAAGKTIKA KATT ©a mpémel amapaiTnra:

a. Na civar TpwTOTUTTEC N VOMHIHWG ETMIKUpWHEVA aAvTiypdgd ToU HNTPIKOU
KATAOKEUAOTIKOU 0ikou A eAAnvikoU BuyatpikoU oikou (6X! TOTIKOU avTITTPOoWTou K
AdAAOU EKTTPOOWTIOV)

p. Na avaypdgovrtal TAnpn oToiXeia Tou €KAOTN, TOU UTTOYPAPOVTOC KAl TOU VOMiHOoU
ekmpoowou (TiThog, A/van, TnA/vo, gaf) yia duvatéTnTta eTaARBeuong Kai

v. Na ouvodeUovTal améd emionyn petdgpacn othv EAAnVIKA

4.1.2. Tipoowopéc o1 omoiec otnv TEXNIKH TIEPITPAZH A oto EYAAO
ZYMMOPENQTHE - TEKMHPIQXZHZ kAn. Oa civai adpioTeg, acageic i eAMIeiC
Kai dev Oa wAnpoUv OAe¢ TIC mapamdavw mpoUmoOfoeig, yia Tekpnpiwon, Oa
Xapaktnpilovral e ouoiwdeIC amokAioelc Kal Oa amokAciovral TG wmepAITEPW
diadikaciac aloAdynong.

4.1.3. Tha dieukdAuvon kai diacgpdAion Tng diadikaciac afioAdynong, To oUvoAo Twv
otoixeiwv Tng TexvikAc Tlpoogpopdc (TEXNIKH TIEPITPA®H, &YAAO
ZYMMOP®)ZHEZ - TEKMHPIQQZHX - ANTITPA20 OIKONOMIKHZ
TTIPOZ®0OPAX X()PIZ TIMEZ KAI AOITTA XZTOIXEIA) ©a umopdAlovral
omwadnmoTe ae OU0 TANPEIC XWPIOTEC OEIpEC, 0 XWPIOTOUG 9aKEAOUC - VTOOIE [E
apibunon Tou Teplexopévou KABDe @akéAoU Kal avTiOTOIXO EUPETAPIO Kal Of



NAEKTPOVIKA HOPYR €TTi TTOIVA ATTOKAEIOUOU.

42. O1 OUHPETEXOVTEC mpEmel, HE wOIVA dAmOKAEIoOHoU TNC mPOOWOopdc, va
KataBéoouv He TNV Tpoowopd:

a) Ta avriotoixa miotomoinTika ISO Tou mpopun@euth, yia Tnv diakivnon EN
ISO 9001:2008 n EN ISO 13485:03 kai 60ov agopa Thv TEXVIKA UmooTApIEN
1aTpoTeXVOAOYIKWY mpoiovTwy To EN ISO 13485:03.

P) wAARPNn Tekunplwpéva mioTomoInTika onpavone CE, wote va ikavowoioUvTal ol
avTioTOIXEC AmMAITROEIC Twv OXETIKWY odnyiwv Tng E.E. (odnyia 93/42/EOK,
onwc 1oxVel onpepa) KaABWC Kal TA TIOTOMOINTIKA OUPHOpYWONC HE ThV
AY8/1348/04.

A TO TMHMA A TH
BIOIATPIKHZ TEXNOAOTIAZ NOZHAEYTIKH YTTHPEXIA



