TEXNIKEZ TIPOAIATPAZEZ
TTAPAKAINIOY MONITOP
TTIPOYTTOAOTIZMOY 3.500€ ZYMTTEPIAAMBANOMENOQY &.T1.A

'TA TO NEYPOAOTTIKO TMHMA

| A | FENIKA
MoéviTop TTapakoAouBnong ®ucioAoyikWwy AsiIToupyiwy, TTapakAivio KaTAAANAO yid VOGOKOWEIaKA XpHonh.

B | TEXNIKA XAPAKTHPIZTIKA
1 XpovoAoyia TpWwTNG KUKAOWopiag Na avagepOei
2 Tdon dikTUOU 220V/50Hz
3 HAekTpIKA KAdon Na avagpepBei
4 TTpéTuTa aopaAciag Na avagpepBouv
5 TTpooTacia évavTi aTeyavoTnTag Na avagepBei o pabuog oteyavoTnTag
6 Z?z;fé:gz, mm Na avagpepBouv
7 | Xpbvog autovopiac, h Na avagpepBei
TFT éyxpwun pe diaywvio 2> 10 vrowv Tepimou,
8 066vn avdAuon > 800 x 600 dots ToUAdxIOTOV Kal
pUBWIon TaxuTntag 12,5 - 25 kai 50 mm/sec
e HKI péow TpimoAikoU kaAwdiou
e Avamvon pe Xpovo damvoiac pubulopevo pe
9 Na mapakoAouBci Ta akoAouBa xpovo 10 - 40 sec
paivopeva e OCGuueTpia péow probe daxTuAou

e AvdigakTng Tieong
e Oc¢pyokpaciag
10 | Tautdéxpovn ameikovion TouAdxioTov 3 KUHATOHOPYWY
I. NaavagepBolv Ta TeXVIKA XAPAKTNPIOTIKA
TOU €VIOXUTA
II. Na avixveUeTal kakh ouvdeon N B1AKOTIH
KaAwdiou
ITI. Auvatétnrta emAoYAC ATTEIKAVIONG TWV
amaywywv I, IT, ITT
IV. Avuvarétnta avixveuong pnuaroddrtn
V. Na avagpepBei n kKAipaka pétTpnong
avamvong
I.  NaavagepBolv Ta TeXVIKA XAPAKTNPIOTIKA
TOU €VIOXUTA
12 | BaBuida avaipaktng micong (NIBP) IT. M£Bodog KAAOIKA He TTepixelpida
ITI. Auvartétnrta XeIpoKivhThG Kai auTOHATNG
ekkivnong Tng pétpnong. Na mepiypagei

BaBpida kapdioypaphpuaroc/

11 ]
avamnvong




IV. Ameikévion TwWV TIHWY OUOTOAIKAG,
d1a0TOAIKAC Kal péong, pe EexwpioTd épia
ouvayeppou

BaBuida kopeopoU aigoogaipivng

I. Na avapepBoulv Ta TeXVIKA XAPAKTNPIOTIKA
TOU eVIOXUTRH

13 (SPO,) IT. Avaipyaktn péGodog
ITI. Wnoeiakh évdeifn % kopeopol ofuydvou
Emeicodiwv-Zuvayeppwy -AppuBuiwy dAwv Twy
14 | MvAun amoBnkeuong TUTWV via TIG¢ TeAeuTaieg 48 wpeg tapakoAoUBnong
TEpiTTOU
AmoBnkeuon HKT umé popen mukvoypagphpatog (Full
15 | AmoBnkeuon HKI disclosure). Na avagepBei o xpdvog mpog
a&loAdynon.
16 Na ekTeAci lTr‘ends yia ’éAsg TIC s 48 Wplbv TEpiTIO
TapakoAouBoUpEVEG TTAPAUETPOUG
NAI. Me puBmlopeva opia vyia OAec  TIC
TAPAPETPOUC HE AUTOHATN TOTOBETNON TWV Opiwv
) \ amé 10 monitor avaAdyw¢ TnG Kardoraong Tou
17 | OmTikoakouoTIkoUG ouvayepHoUg , , , ,
acBevoUC o1 ouvayeppoi va éxouv duvaroThta
KAIHAKWONG The katnyopiag Tou alarm kaBopilopevn
amo Tov Xpnaotn
Na ouvodeletar amé o6Aa Ta
e€apThAnata yia TAAph AesiToupyia
18 | kaBw¢ kair amod Oepikd KaTaypawiko | NAL
3 KavaAiwv  evowpdaTwpévo  OTO
monitor
Na ouvodeUeTtar de Tn KATdAAnAn emitoixia Pdon
19 | EmiToixia pdon othpi€ng oThpiENg Tou poévITop h omoia Ba TomoBeTnOci amd
TOV TPOHNOEUTA KaTtd Thv Tapddoon
20 | H AsiToupyia Tou va givar amAi NA,I He ponBnmikd pnvouara  kaBodhynang  Tou
xpfotn
EmBuunté va diatiBetar pe ouppardéTtnTa He TO
21 | 'E€odoc dedopévwv TpwTOKoAA0 HL7 via oUvdeon otov HAekTpovikd
®dkeho AcBevh (EHR)
22 | Aiota avahwoipwy N'a KGTGTS@E:.i nAhpng Kf]TdAOVOQ avaAwaoigwy e
déaeuon TIPAG Yid TTEVTE €Th
Na kartareBei @UAAO ouppépwaong
TwY avwTépw Tpodiaypdewy  He
23 | mapamoumég  ora  emionya  kai | NAT

mpwTéTUTTA  EevoyAwooa @uAAGdia
TOU oikou




EIAIKOI OPOI

1. TENIKA

1.1. O pounOeUTAG UTTOXPEWVETAI VA €KTEAEDEI TTANPWCE TNV £YKATAGTACH TOU UNXAVAHATOC Kal va
To mapadwoel ge AsiToupyid, He O1KO Tou €I8IKEUPEVO Kal do@dAIOUEVO TIPOOWTIIKG Kal OIKR Tou
0AOKANPWTIKA €UBUVN, oUPPWVA HE TOUC TEXVIKOUC & £TIOTNHOVIKOUC KAVOVEG, TOUG KAVOVIOUoUG
Tou €AANVIKOU KpdToug, pe TIG odnyiec Kal Ta ox€dla ToU KATAOKEUAOTIKOU 0ikou Kai TEAOG TIC
odnyie¢ Twv appodiwyv UTThpeaIwy Tou gopéa, aTo Xwpo tou d1aBétel. O TpoUnOeUTAC UTToXpeoUTal
va xphoigomoinoel amodedeiypéva 1o €€€IQIKEUPEVO TIPOOWTIKO To oToio TepiAapupdveTal oTa
dikaioAoynTikd ThG Tpoapopdc, To dc Noookopecio ogeihel va eAéylel T OXETIKA ouPHOpYwan,
woTe va diacpahioBolv Ta cuppépovta Tou Anpoaoiou.

1.2. H mapddoon-mapaAaPpn Tou pnxavApdatog (opIoTIKA TOIOTIKA Kal TOOOTIKA) Ba yivel, pye tnv
€yKaTtdoTaon Kai oc KAtdoTtach TAApou¢ AeiToupyiag, w¢ €1dikOTepa opileTal amd TNV OXETIKA
Keigevn vopoBeaia. O1 epiypagopeves atn oudpacn duvatoThTEC ToU pnXavhipaTtog Ba eAeyxBolv
0oc KABOe TepimTWON Ue Ta amaiToUdeva gpyaAcia Kal 6pyava HETPROEWV Kal eAéyxou, TAvToTe O¢
KATd TPOTIO TEXVIKA dpTio Kal 0Tou autd dev eival duvaTd Ot TIPAYHATIKEC OUVONKEG, HE Thv
diadikaocia Twv eeTdocwy oc aoBeveic(apopd Thv diadikacia opIoTIKAC TTapaAdPphic).

1.3. OAa T1a €idn kai UAIKA, ou Oa mpookopioel o mpounOeuthg oto Noookopeio yia Tnv
€YKATAOTAON Kdal AgiToupyid Tou UTO TipopROcia WnxXavAuaTtog, Tpémel va e€ival kaivoupyid
aUETAXEIPIOTA XWPIC eAATTWHATA KAl va IKAVOTIoloUv 6AoUC Toug 6pouc cuupacng, Tou kaBopilouv
ToVv TUTTO, ThV KATNYopid Kdl Td UTTOAOITIA XAPAKTNPIOTIKA TOU.

1.4. O mpounBeuTAC UTToXpEWVETAI va dWaoel oTToIadATIOTE aToIXEid TTPOEAEUONG TWV UAIKWY ABeAE
{nThoel o popéag yia diamioTwan TNG TOIOTNTAC KAl TWV XAPAKTNPIOTIKWY TOUG.

1.5. O popéac diatnpei 1o dikaiwpa va eAéyxel kAOe Tpoakop{opeVo UAIKO Kal 0 TTPOUNOeUTAC
UTTOXPEWVETAI va UTtakoUdel o€ 0TTOIEOONTIOTE EVTOAEC Twy appodiwy UTTNPETIWY TOU, Yid UAIKO TO
otmoio dev EKTTANPWVEI TOUC OUUPATIKOUC OpPoUC, TIOU daAvd@€épovTdl OThV TOoIOTNTA Kdl Td
XAPAKTNPIOTIKA TOU.



1.6. Ztnv mpoopopd Ba avapepBoUv avaAuTikd Ttapdpold HNXAVAKATA TToU €X0UV £yKATaoTaBei Kai
AsiToupyoUv o EAAnvika Noookopeia, KAIVIKEG KA., pe 181aiTepn éupaocn ota dnudoia Noookopeia
Kdl av Td UnXavApaTa autd ocuvThpoUvTdl amod £YKPITO KAl KATAAANAG eKTTAISEUPEVO TTIPOCWTIIKG TG
TpounBOeUTpPIac eTAIpEiac.

1.7. O xpovoc mapddoong, o omoiog Oa avapepOcei oTTwadATOTE OThV APXIKA TTPoowopd KaBopileTal
améd Tnv nuepopnvia umoypaghc Tng olupacng oe EZHNTA (60) nuepoAoyiakég nuépec.

2. TEKMHPIQZH TEXNIK(N KAI AOITTSIN ZTOIXEINN EFMYHZEQN, ZYNTHPHZEQZ,
ANTAAAAKTIKOIN-ANAAQZIMOIN KATT.

2.1. Amavta Tta oxeTIkd cuvuTtopaAAdpeva, He Thv TTpodpopd OToIXEid, ATTO TOUG «TTPOUNOEUTES,
Kdl KUpId Td OToIXE&id TA OToid KpivovTdl, OTTWC TEXVIKA TEPIypd@R, Yevikoi-€i1dikoi 6pol, pUAAO
OUHHOPQWONG, TICTOTIOINTIKA K PePaiosic yia To e§eIBIKEUNEVO TEXVIKO R EKTIAISEUTIKO
TPOOWTIIKO, €§ao@dAion HAKPOXPOVNG TAPOXAC AVTAAAAKTIKWY A avaAwoipwv povoTwAiakoU
XapakThpa, e€aopdAion pakpoxpovng TapoxNG UTThPeOIWY, £yKATAOTAONG, service, €KMaideuong
KATI. EYYUROEIC R KAAUWEIC TEXVIKAC N 0IKOVOUIKAG @UONG KATI. oTolXEid Ta oTroia avagépovTal oTd
miapapThpara The Aiakhpuéng, TTpokeipévou va KpiBolv, xapakThpioBoUv Kai a&ioAoynBolv TpéTel
va eival omwodnmoTe emPepaiwpéva-TeKUnpiwpéva amd ToV aAvTioToIXo HNTPIKO KATAOKEUAOTIKO
0iko N KaT €AdXI0TOV AT Tov €Mionua avayvwpiouévo oTh XWwpd pag Kai e TARpN AsiToupyia eTi
TpieTia TouAdxioTov OuyaTpikd oiko, o omoio¢ Oa 81abéTel oTMwWOdNTOTE KAl TNV daAvaykdia
OIKOVOHOTEXVIKA avdmTuEn-umodoun othv EAAGda.

lMa va xapaktnpiletal o «TPoUNOEUTAC» W BuyaTpIKOG 0ikog, TTPETEl 0TO SIAKPITIKO TOU TiTAO va
£€XEl KAl ToV TiTAO TOU UNTPIKOU oikou R va uttoPpdAAel oToixeia Tou va pePaiivouv Tov IGXUPIOHO
auté. Emiong Oa umopdAAel opyavoypappa pnTpikoU Kai BuyatpikoU oikou, To omoio Oa
mepiAappdvel utthpeoieg (yia Ta avTioToixa €idn).

‘OAo! 01 GUUHETEXOVTEG UTTOXPEWTIKA TTpéTel va diaBéTouv oloTtnua moiothtag EN ISO 9001:08,
ge medio mioToTOIiNONG TNV diaKivhon 1aTpoTeXVoAoyikwy TpoidvTwy Kai EN ISO 13485:03, pe
medio MOTOTOINONG ThV TEXVIKA UTooTAPIEN 1aTpoTeEXVOAOYIKWY TpoiovTwy (UE TIOTOTOINTIKA
ETMioNUOU opyaviopoU TIOTOTOINONG HETApdouéva oTd eAANVIKA KAl VOMIHWC €MIKUpwWUévd, Td
omoia Oa kataBéoouv aToV EMIPEPOUC PAKEAD TEXVIKAC TTPOOYOPdC).

Emiong va 81a0étel Bepaiwon Zuppetoxhic oc Eykekpipévo ZUoTthpa EvaAAakTikic Alaxeipiong
AHHE (oUppwva pe to N. 2939/2001 kai to TT.A. 117/2004 kai 15/2006).



a. ZToixeia @wToTuTnUéva aopiota €AMIMTA K acagh dev O©a Aaupdvovrar uméyn Katd Tnv
alioAdynon.

O vopipog ekmpoowmog Tou Oikou KATaokeung duvaral va PePailvel Ta avwTépw TepIypapopeva
oToixeia pe umelBuveg OnAwaoeig, epooov Tou éxel 000ei mpo¢ TOoUTO amd Tov MnTpIKO
KATAOKEUAOTIKO 0iko emionun mpwToTUTh £€ouaioddTnon.(oUgewva pe Ta opildpeva oTnv Tap.
411).

p. 210 Tepiexopuevo TwWy Tdong @Uocwg Pepaiwoswy A TIOTOTOINTIKWY, R diIKAIOAOYNTIKWY, A
EYYUROEWV-KAAUYewY (XPOVIKEC - TOIOTIKEGC - TOOOTIKEC - TAPOXAC OpwWV OUVTAPNONG -
avTaAMakTIKWV - avaAwoigwyv KAT.), Ta omoia Oa avapepBolv & katateBolv amd TOUG
«TpounBeuTéc» via Tnv afloAdynon, pabuoAdynon, mpounBeia - eykatdoTtacn - Tapddoon -
ekmaideuon - OlacpdAion cUVTAPNONG, €YYUNOEWV, avTAAAGKTIKWY, avaAlwoipwy, ekmaideupévou
(TexvikoU A ekmaideuTikoU TPOOWTIKOU) KAT. , KAl Td omoia Oa cival TpwTOTUTIA K VOUIPWG
EMKUpWHEVA avTiypaga Ba mepiAauPpdvovTal TARPN OToIXEid, KATA TEPITTTWAN, TOU UNTPIKOU N
BuyatpikoU eAAnvikoU oikou (A/von, TnAépwvo, Fax, KAT.) kai Tou umoypdgovto¢ Nopipou
EkmpoowTou (6vopa-1816TnTa).

Eidikd yia Ta moTomoinTikd ISO kai CE Ta omoia cival povadikd kai apdapévouv oThv Katoxh Tou
TPOUNOEUTA YivovTal dEKTA VOUIHWG £TMIKUpWHEVA avTiypagd. Ta MIOTOTOINTIKA CUHHOPYWONG TToU
ekdidovTal amd ToVv KATAOKEUAOTA Oev eumimTouv oThv efaipeon auTh Kai mpémel va eivai
TPWTOTUTIA N VOHIPWG ETIKUpWHEVA.

H TEXNIKH TIPOX®0PA OXO KAI H OIKONOMIKH ©A TTAPAAOOGOYN KAI XE
HAEKTPONIKH MOPZH XTOYZ ANTIZTOIXOYZ &AKEAOYX ME TIZ ENTYTIEZ
TTPOZ®OPEZ ( ETTI TTOINH ATTOKAEIZMOY ).

2.2. OPOT ETTYHZE(N - ZYNTHPHZH

2.2.1. O mpounBeuTtig umoxpeouTarl va d1aBétel atnv EAAGda pévipa katdAAnAa ekmtaidupévo
TPOOWTIIKO, UE TIOTOTIOINTIKO eKTt@ideuong Kai e§ouaioddThong autoU amd Tov UNTPIKO
KATAOKEUAOTIKO 0iKO, YId TNV OUVTAPNON TWV avTioToixwyv pnxavhudtwy. H ouvBeon Tou
OUVEPYEIOU OUVTAPNONG KABWC Kal Td TUTTIKA KATT. TTpOogovVTd TWV AdTTAgX0AOUHEVWY va avapepBouv
avaAuTIKd aThv TIPooYopd W¢ Kal Ta avTiaToixa diakpipwyéva tpo¢ TouTo dpyavd.

Aod@eleC R AOPIOTIEG, WG TTPOG TOV apIBuo6, TPooovTd, EKTIAidEUCh TOU TTPOOWTIIKOU TOUG 0poUG
EYYUROEWV N Tn auvTApnon KAT. ©a xapakTthpilovTal, amapdpaTol 6pol Kai ol Tpoopopéc Oa
amokAgiovTai.



2.2.2. O mpounBeUTAC uTtoxpeoUTal va eyyunBei Tnv KAAR AsiToupyia Tou pnxaviuartog via Tpia (3)
TOUAAXIOTOV XpoOvid amd Thv Tapddooh Tou KATd Toug 6poug TnG diakhpuéng Kai Tic 10X0UoUoEg
diatd€eic, wg kal Thv e€acpdAion 31dOsong avTaAAakTIKWwy yia déka TouAdxiaTtov (10) ouvoAikd
£Tn, pe éyypagpn empepaiwon Tou PNTPIKOU KATAGKEUAOTIKOU OiKou. Kard tn didpkeia Tng
eyyunonc to Noagokopeio dev Ba euBUveTal yia kapia PAGPN Tou GAoU UNXAvAUATOC TIPoEPXOHEVN
amé Tn ouvhBn kai opOR Xphon Tou Kai dev Ba emPapUveTal Pe KAvéva OO yid Td €PYATIKA,
avTaAAaKTIKA, UAIKA KATT.

2.2.3. Katd tnv umoypagphn Tou TpwTokOAAOU TtapaAaPAc o katdotaon AsiToupyiag o TTPoUNOeUTAC
utoxpeoUTal va mapadwoel: TTAApn ocipd Teuxwv (e1¢ dimAoUV) pe odhyieC ouvThApNoNnG Kai
emokeung (SERVICE MANUALS) otnv EAAnVIKA R AyyAIkA yAWooad, kaBw¢ kai 6Aa Ta
oxedlaypdpupara Twy €mIPEPOUC THNHATWY TOU HNXAVAUATOG.

3. EKTTATAEYZH TIPOZ QQTTIKOY -TTIAHPHZ AEITOYPITTA MHXANHMATN

3.1 O mpounBeuThC uTtoxpeoUTal va oUVUTIOPAAAE!I e TTOIVA ATTOKAEIONOU, OTTWOSATIOTE HETA TNG
TPOOYOoPdC TOU Td TAPAKATW, TTPOKEINEVOU APEVOC eV TA avTioToixa oToixeia va afioAoynBolv -
paBuoAoynBoulv kai apeTépou de va e€acpaAileTal n TARPNG EKPETAAAEUOINOTNTA TWV dUVATOTATWY
Kal amodooewv Twv €1dWv Kail kKUpia va diac@aAileTal amd Toug XpAOTEC h KAVOVIKA AgiToupyia Twv
pnxavhydtwy Kai Tautoxpova va mpootateVUeTar n Anpéoia Yyeia pe Thv Xpholgomoinon Twv
avaykaiwv eKAoToTe aToIxXEiwy, katd Tn dievépyeld Twy e§eTdocwy :

a. TTAnpec eyxelpidio pe oagpeic odnyie¢ XpPAOEWC Kal AEIToupyidg Tou UNTPIKOU KATAOKEUAATIKOU
oikou (OperationManuals) pe avaAuTikn TepIlypd9 Twv  AVTIOTOIXWV TPWTOKOAMWY  Kai
A€ITOUPYIWY Yia OAEC TIC AVTIOTOIXEC EQPAPUOYEC HETAPPATUEVO oTTWadATIOTE 0ThV EAANVIKA YAwooa
KATd Thv Tdpddoon Tou PNXAVAUATOC, EVW aThV dpXIKA Tpoowopd Utopei va 800¢i athv AyyAIkA
Kdl KaTd TpoTipnon Kai atnv EAANVIKA.

p. TTAApec avaAuTiké Ttpdypappa ekTaideuong yid Toug XPNOTEC OTIWG KAl Yid TOUG TEXVIKOUC Tou
TUAHAToG ProiatpikAC  Texvohoyiag (évagc TexVIKOC TouAdxiotov Oa ekmaideutei Kal Oa
TapakoAouBci 6Aec TIC peTekTaIdeUoelc Tou Ba TpaypaToToloUvTal yid TOUG TEXVIKOUC TOU 0iKou,
Ba Tou XxopnynBei 8¢ mioTomMOINTIKO Kal Ba Tou B0Bci efouaiodotnuévn Tpdopacn (Kwdikoi



Tpoopacng, KApTa KAT) WoTe va pmopei va emepPdaivel yia €MIOKEUA KAl GUVTAPNON), W¢ Kal
avTtiypago Twv avaykaiwv pondnudtwv A mivdkwy othv EAAnVIKA yAWaooa.

3.2. O mpounBeuTAC umoxpeoUTal va avagépel 0TI 31aBétel oThv EAAGSa pévigo kai KatdAAnAa
ekmaideupévo Tpoowmiké (TMépav Kal ave€dpTNTAd TOU AVTIOTOIXOU TEXVIKOU TPOOWTIKOU Yid
TapoxXA UTNPECIWUV €YKATAGTAONG, OUVTAPNONG, KATT) yid Thv UTooTApIEN TwWvV TPOOPEPOPEVWY
€1dWwv amd amoyn AsiToupyikh Kail emideiln - ekpdOnon Tou mpoowTikoU Twv Nodokopgiwv T600
emi TNG Aecitoupyiag Twv €dwv 0600 Kai €T TwWv OUVATOTATWY dATOTEAEOUATIKOTEPNC KAl
EMTWPEAEOTEPNG EKPETAAAEUONG Kal avdTTuENng ThG amddoong Twy, TTOIOTIKAG Kal TTOCOTIKAG.

4. ANTAAAAKTIKA -ANAAQLZIMA-SERVICE

4.1 Ta avtaAAakTIKA oupTrepiAappavopévwy ameplopioTou apiBuoU pe Toivh amokAegiopou, padi ge
Ta TAong @Uosw¢ UAIKA, avaAwoipga UAIKA ouvThpnong Kail AsiToupyidg, Kdl epydTikd oTnv
TPOOYEPOUEVN €TACIA TIHA TARPOUC OUVTAPNONG -€TMIOKEUAG TWV €I0WV TOU 1ATPOTEXVOAOYIKOU
gidouc. E€aipoUvTal Ta avaAwaipa.

4.2 O diaywvilopevog umoxpeoUTal va eaocpaAiosl Thv UTap€n apeTaxeipioTwy avTaAAaKTIKWY,
avaAwaoipwy UAIKWY OUVTAPNONG Kal AeiToupyiag Kkair KUpita T 81d0eon autwy, w¢ Kal Twy
avrioToixwv KAatdAAnAwv UAIKwy yida Tnv TARpn AesiTtoupyia kai amodoon Twyv €idwv Tou
1aTpoTEXVOAOYIKOU €idoug e Tov TapeAkopevo e€omAiono, emi 8éka (10) TouAdxIoTov OUVOAIKA £TN.
H avdAoyn déapeuon Ba yiveTalr ge KAtdOean OXETIKAG €yypapnc Pepdiwong Tou KATACOKEUAOTA N
Tou efouaiodoTnuévou avTimpoowmou Tou otnv Eupwmdiki Evwon 6mwg autoi opifovrar aThv
Odnyia 93/42/EEC, otov emi pépouc @dkeAo TeEXVIKAC Tpoowopd¢, via Tnv aioAdynon Tng
Tpoopopdc, dedopévou OTI KpiveTal w¢ ouoiwdng amaitnon ThG TPOKAPUENG Yid TV OHAAR,
ampOOKOTITN Kal Hakpdxpovh AsiToupyid Tou 1ATPOTEXVOAOYIKOU €idoug.

43 ZTov €T MEPOUC @AKEAO TEXVIKAG TPOOYOoPd¢ , Tépd amd Thv Pacikh oluvOeon Tou
TPOTPEPOLEVOU TOU 1aTpoTEXVOAOYIKOU €idouc Oa avaypdgovral ommwodAToTe Ot AioTa OAd Ta
amapaiTnTd VAIKA yid Thv AgiToupyid, ouvTAPNON Kdi ETTICKEUR TWV TIPOCPEPOHEVWY EI0WV.

5.0POT KAI KOZTOZ EZOAQN ZYNTHPHZHZX - AEITOYPITAZ



5.1 O mpounOeuT¢ uTtoxpeoUTAl GTNV OIKOVOUIKA TTPOOYOoPd va avagépel TV OUYKEKPIUEVN £THOIA
TIMA Twv €§6dwv TTARPOUC OUVTAPNONG- ETIOKEUAC, OTTWOBATIOTE WE TIOIVA ATTOKAEIOHOU, Yid TO
TPWTO £T0C, HETA Th AREN Thg Tep1ddou eyylnong KaAng Aesitoupyiag, (avefdptnta Twv AoImwy
O0pwV gyyunong kabe mpoapopdc ol omoiol Ba aioAoynBoUv KaTd mepimTWaON). ZTh CUVEXEIA N TIUA
Oa avampooapuoletar - avaBewpeital €TAOIA, Kal €pooov To emOulei n A.A., WG KATWTEPW
TEPIYPAQETAI HEXP! CUUTTANPWOEWC OUVOAIKA deKAETIAC amd Thv huepopnvia oploTIKAG TtapaAaPng
TOU 1aTPOTEXVOAOYIKOU €idoUC.

5.2 H mpooypepduevn apxikh €TAaIa TIMA TARpoug ouvTAphong -emiokeung (T1) yia To TpwTo £T0C
HETA amd Thv AREN Thg ouuPaTikhAg Tepiddou eyylnong KaAng AciToupyiag, Ba mpémer va eivai
OUYKEKpIUéEVN Kal Oa avaBewpeital -avampooappoletalr avd £€To¢, KAl HEXP! Th OUUTTARpwaon
OeKaeTiag amod TNV opIoTIKA TtapaAaPn Twv €10Wv Tou 1aTpoTEXVOAOYIKOU €id0UG, HE OUYKEKPIUEVO
TO0000TO AVATPOGAPHOYAC E£Ti TNG TIWAGC TNC €TACIAC TARPOUC OUVTAPNONG-ETIOKEUAG ToOU
TponyoUHEVOU £€TOUG, WOTE va TPOKUTITEl N avaykaia Katd Thv mepimTwon véa €Thoid TiIWA. To
mooooTd (%) autd avampoodpUoyAC Kai yia KdBe éTog, Ba 1ooUTal pe To MooooTd avfnong Tou
Aciktn Tipv KatavaAwTth Tou divel n EA.ZTAT. yia Thv avtioToixn ponyoUuevh 2punvh Tepiodo
mou poAIc éAne (BnA via Tov pAva umoypd@AC ThG védg e€TAoIAC ouppaong ev oxEOel HE Tov
avTioToIXo HAvVA Tou TponyoUHEVOU £TOUC), Kal TO OTT0i0 TT0000TO dNHoaieUeTal aTov JIKTUAKO TNG
TOTO www.statistics.gr

5.3 O1 oikovopoTeXVikoi 6pol N TpoUToBEéocic Tou TepiAauPpdvovTal oe kKdABe mpoowopd, oTav
agopoUv og TapoxXh oToIxXeiwv KAT. Tia Tov UTToAoyIopO, yid Hid dEKAETIA, TWV OUVOAIKWY £§o6dwv
TAAPOUG OUVTAPNONG- ETIOKEUAG, Oa TpETel OTMTWOOATIOTE vd IKAVOTIOIOUV KAT eAdXIOTOV TIG
EMUEPOUC ATIAITAOEIC TNG TTPOKAPUENG, WG TTPo¢ Ta TepiAappavopeva oTnV ouVTAPNON Kal w¢ Tpog
TA TEXVIKA OTOIXEId EYYUROEWV-KAAUWEWY TWV UAIKWY, WoTe TeAIKA va kaBioTtartar duvaTth apevog n
alloAdynon-pabuoAdynon Twv TEXVIKWY Opwv A aMAITACEWV Kal d@eTépou h  diapdppwon
OULYNQIOTIKA ThG OUVOAIKAG TIHAC TTARPOUC OUVTRPNONG-ETTIIOKEUNG, Yid Hid SEKaETid.

6. TTAHPOTHTA ZTOIXEI(IN TTIPOZ20OPAZ

6.1 O1 Tpoowopéc yia va xapakTnpioBoUv KaTapXhv amodeKTéC Kal va afloAoynBolv Ba mpémel pe
TOIVAA aTOKAEIOHOU ThG TIPOOWopdcg, va cival TARPEIC, ga@eic, avaAUTIKEG, TEKUNPIWHEVEC Kdl
0€OVTWC UTTOYEYPAUHEVEC Kal vd IKAVOTIOIOUV TIC ATTAITAOEIC TEXVIKEC H TANPOTNTAC, Pepaioswy
KATT TTou avagépovTal aTnv Tapouaa diakhpuén.

Ta oToixeia TWV TTPOCPEPOHEVWY HNXAVNHATWY KATT TIpETTEl va €ival TANPWCE TEKPNPIWUEVA WOTE va
TApEXETAI N guxépela PaBpoAdynong, Katd Thv afioAdynon TWV TEXVIKWY XAPAKTNPIOTIKWY Twy


http://www.statistics.gr/

Tpoopepopévwy €10WV, 0t OUYKPION HE TIC TEXVIKEC KAT. amaithoeig TnG diakApuéng Twv
TOIOTIKWY, TTOCOTIKWY, AEITOUPYIKWY ATTOS00EWY Kdl TTAEOVEKTNHATWY TWV €10WY, W¢ €TioNG TWyY
EYYUNOEWY, TNC TEXVIKAGC UTOOOUAG YId TAPOXN UTNPECIWY Kdl amoBnkeuon - TpopnBeia
avTaAAakTIKWY N avaAwaipwy, TG duvaroTnTag yid mdpoxh e€KMAIdeuong yia TIG AEITOUPYIKEC
avaykeg R TIC avdyKeg TAPoxXNC UTTNPECIWY TEPPIC KAT.

6.1.1 O gpdakeroc Tng¢ TEXNIKHZ TIPOZ3OPAZ, Oa mepiAaupdvel owodnToTe TAARPN AVAAUTIKA
«Texvikh TTepiypagh» oThv eAAnVIKA YAWaooa, o TARpNn avTamokpion - apatmopth (avd kegdAdio
Kal Ttapdypago) oUpewva He TIC TEXVIKEC Ttpodiaypawéc The Alaknpuéng kai Ta ouvuttoPpaiAdueva
prospectus f pepaiwoeig (o€ TPWTOHTUTIA) WOTE VA ETMITUYXAVETAI AVTIKEIPEVIKA afloAdynon.

Emionc Oa ouvumopdAAeTar TARpeC «®UAA0 Zuppdppwong - Tekunpiwong» TO omoio Oa
TepiAauPdvel pe TANPOTNTA To UVOAO Twv dpwv TN B1akNPUENG (YEVIKWY, EIBIKWY, TEXVIKWY KAT)
0Ae¢ Tic amavthoeig ( avd tapdpTnua, KepdAdio, TAPAYPAYo KAT) He TAPATIOUTIR, Yid TEKUNpiwon,
oTd ouvhdpéva TexVvikd eyxeipidia avaypdeovrd¢ Thv OXETIKA TApdypd@o TNnG TEXVIKAG
Tpodiaypdgng.

TTpoowopéc o1 omoieg Ba avTiypdpouv Thv TeEXVIKA Tepiypdph Tng diakhpuénge h Oa amavrouv
HovoAekTikd NAIL A ouppwvoUde KA. XWpPIC Tekpnpiwon Kai TAAPN TAPATIOUTA - avTioTolXid
peTagu keipévou, avd mapdypago Kai prospectus 8a amokAsiovTal.

H mpooypopd mpémel amapaitnta va ouvodeleTal amé YmeuBuvn ARAwon Tou dpBpou 8 Tou N.
1599/86 6mou o pounBeuTAC Ba avaypdgel - dnAWvel £dv h Tpoowopd EXeEl ATOKAioeIC amd Thv
TEXVIKA TepIypd@h KATL. 0pouc TnG O1akApuENG Kal ot KATAQATIKA TEPITTWON va avagépovral -
onueivovTal avaAuTikd.

2. & TMEPIMTWOEIC KATA TIG OTIOIEC OI OUPUETEXOVTEG KATAOETouV PePaiwoelc R MIGTOTOINTIKG Yid
TEXVIKA XAPAKTNPIOTIKA A SUvVATOTNTEC TWV TPOTPEPOHEVWY EI0WV A YId TO EKTTAIOEUTIKO R TEXVIKO
TPOCWTIKO N YIA TIC EYYUNOEIC - KAAUWEIC XPOVIKEC - ASITOUPYIKEG N vid oépPI¢ A yid avTAAAAKTIKA
KATt Ba Tipémel amapaiTnTa:

a. Na gival TpwToTUTTEG N VOUIHWCE ETIKUPpWHEVA AVTiYPA®A TOU PUNTPIKOU KATAGKEUAOTIKOU 0iKoU h
eAANVIKoU BuyaTpikoU oikou (6XI TOTIIKOU avTITTPoowWTou i dAAOU EKTTIpOOWTIOU)

p. Na avaypdgovrtal Anpn otoixeia Tou €kdOTN, TOU UTTOYPAQOVTOC KAl TOU VOUIHOU EKTIPOCWTIOU
(tithog, A/von, ThA/vo, paf) yia duvatoThTa emaAnBsuong Kai

v. Na ouvodcUovTal amé emiohun petdgpach othv EAANVIKA

6.1.2. TTpoopopéc o1 omoicc otnv TEXNIKH TTEPITPA®H h oto 3YAAO ZYMMOP3IHY -



TEKMHPIQZHXZ kAm. Ba civar adpioteg, doageic A eAMTteic kai dev Ba mAnpoUv GAeC TIC
Tapamdvw TpoUmoBéaeic, yia Tekpunpiwon, ©a xapaktnpilovral pe ouciwdelc amokAioeic kal Ba
amokAcgiovTal Tng mepaiTépw diadikaaiac afioAdynong.

6.1.3. Tia dicukdAuvon Kai diacpdAion Tng diadikaoiag afioAdynong, To oUVOAO TWV OTOIXEIWV TG
Texvikng TTpoagopdg (TEXNIKH TTEPITPAZH, 8YAAO ZYMMOPE()ZHX - TEKMHPIQQZHX -
ANTITPA®O OIKONOMIKHZ TIPOZ®OPAX X(PIX TIMEZ KAI AOITTIA ZTOIXEIA) 6a
umtoPpdAAovtal owadnToTe o dU0 TTARPEIC XWPIOTEC OEIPEC, 0 XWPIOTOUC WakEAOUC — VTOOIE HE
apibunon Tou TepleXopévou KAODe PakEéAOU Kal avTioTOIX0 EUPETAPIO KAl 0 NAEKTPOVIKA HOPQH £TTi
TIOIVA aTTOKAEIGHOU.

6.2. O1 ouppeTéEXOVTEC TIPETEl, HE TOIVA ATOKAEIOUoU TnG Tpoowopdg, va kartaBéoouv He Thv
TpPooPopd:

a) Ta avrtioToixa migtomoinTikd ISO Tou mpounBeuTh, via Thv diakivnon EN ISO 9001:2008
Kal 600V agopd Thv TEXVIKA UTOOTAPIEN 1aTpoTEXVOAOYIKWY TipoidvTwy To EN ISO 13485:03.

p) TAApn Tekpnplwpéva TIOTOTIOINTIKA ohpavong CE, woTe va i1kavoToloUVTdl Ol avTiOTOIXEC
amaiThoelg Twy oxXeTIkWY odnyiwv The E.E. (odnyia 93/42/EOK, émwcg 10xVel ahpepa) kaBwe Kai
Td TIOTOTOINTIKA ouppdppwong pe Tnv AY8/1348/04.

Y) TAApec TPWTOKOAAO NAEKTPIKAC aopdAsia¢ Katd Thv mapddoon Kai umeUBuvn dAAwon via
¢kdoan TTPWTOKOAAOU NAEKTPIKAC aoWdAelag €meITa amd KABe emIOKEUN A cuvThApnoN.

d) TaA OXETIKA TIOTOTOINTIKA d1aKPiPWONG TWV opydvwy HETPATEWY Kai eAEyXoU yia Thv diacgdAion
TNG aowaAoUg €TIOKEUNG Kal AEITOUPYidC TOU TTPOOYEPOUEVOU HNXAVALATOC.

A TO TMHMA A TO

BIOIATPIKHZ TEXNOAOIIAZ NEYPOAOI'IKO TMHMA




