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1. NEAIO EQAPMOIHZ

H mrapouoa Texvikn Mpodiaypagr (TIT) KAAUTITEI TIG ATTAITACEIS YIA TV
TTPoUNROEI0 CUOKEUNRG KATAAANANG yia OTITIKA) TOPOYypa®ia ouvoxng TTpocbiou
NUIMopiou 0@BaAPOU UWNANG EUKPIVEIQG.

2. ZXETIKA EFTPAGA

2.1  Koivi YTTOUpYIKA Atrégpaon AY8d/I.1N.01k.130648
(PEK2198/B°/02.10.2009): «Evapuovion tng EBvikAg NopoBeaiag 1Tpog Tnv
odnyia 93/42/EOK/14-6-93 tou ZuppouAiou TnG EupwTraikng ‘Evwong TTou
a@opd Ta IATPOTEXVOAOYIKA TTPOIOVTA».

2.2 Ytoupyiky Amogaon AY8d/M.IMT 01k/1348 (PEK32/B'/16.01.2004):
«ApxéC Kol KATEUBUVTAPIEG  YPAMUMEG  OPOBAG  TTPAKTIKAG  OIAVOUNG
IATPOTEXVOAOYIKWYV TTPOIOVTWV».

2.3 Tpoedpikd Aidrayua 117/04 (PEK 82/A°/05.03.04): Métpa 6pol Kai
TTPOYPAUMA yia TNV eVOAAAKTIKA Slaxeipion amoBANTwy €10Wv NAEKTPIKOU Kal
NAEKTPOVIKOU €EOTTAIONOU O€ CUPUOPQWON HE TIG OIOTALEIC TWV 0dNyIWV
2002/95 «OXeTIK&A HPE TOV TTEPIOPIOPO TNG XPNAONSG OPICHEVWY ETTIKIVOUVWY
OUCIWV O¢ €idN NAEKTPIKOU KOl NAEKTPOVIKOU €EOTTAIOMOU» Kal 2002/96
KOXETIKA PE Ta aTTOBANTA €idN NAEKTPIKOU KAl NAEKTPOVIKOU €EOTTAICHOU» TOU
ZupBouAiou TnG 27" lavouapiou 2003.

2.4  Tpotutro EN ISO 9001:GR «Zuotiuata Alaxeipiong tng Moidétntag —
ATTQITAOEIGY.

2.5 [potuto ISO 13485 «Zuotnua Alaxeipiong lMoidtntag  yia
IATPOTEXVOAOYIKA TTPOIOVTO».

2.6 T[lpoétutro IEC 60601-1:1988 «Medical electrical equipment- General
requirements safety. Safety requirements for medical electrical systems».

2.7 Ta oxeTIKA €yypag@a oTnv €KOOCN TTOU avVAQEPOVTAI, ATTOTEAOUV PEPOG
TNG TTapoucag TTpodiaypa®ns. MNa 1a £yypaea yia Ta OTToia OEV avAQEPETA
€10G €KOOONG, €@apUOleTal n TeAeuTaia €KOOOTN CUUTTEPIAQUBAVOUEVWY TWV
TPOTTOTTOINOEWYV. Z€ TTEPITITWON AVTIQAONG TNG TTapoucag TTPodIaypagng He
MVNUOveEUOueEva TTPOTUTTA, KaATIOXUEI n TTpodiaypa@ry Uttd TNV TTPoUTTO0EoN
IKAVOTTOIiNONG TNG IoxUouoag vouoBeaiag Tng EAANVIKAS AnpokpaTiag.

3. TAZINOMHZH

3.1  ZUppwva pe TNV Zuppaxikn Kwdikotroinon NATO katda ACodP-2/3,
OUOKEUN OTITIKAG TOMoypagiag ouvoxng avrker otnv kKAdon 6515 «Medical
instrument equipment and supplies».
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3.2 CPV: 33115000-9 (ouokeuég TopOYpPa®IOG)

4. TEXNIKA XAPAKTHPIZTIKA

4.1 Opiopdg YAIKou

H Texvikn Mpodiaypaen (T.M) agopd ocuokeury yia Tn dlEvéPyEla
OTITIKNG TOMOYPA®IOG OUVOXNG TIPocBiou nuigopiou o@BaApOU  UWNAAG
EUKPIVEIQG.

4.2  Quoikd XapaKTnpIoTIKA

42.1 To umd TpouABeia ouoTnua Oa TpéTmel va  gival  Kaivoupyio,
QUETAXEIPIOTO, oUYXPOVNG TEXVOAoyiag TUTTou Swept Source Laser pe PAKOG
KUupatog 1310 nm pe Aqyn gupeiog €IKOVOG yia dIAYVWOTIKEG ECETACEIC TOU
TTpocBiou nuiyopiou Tou 0POBaAuOU.

4.2.2 Na diabétel Taxutnta odpwong TouAdaxiotov 50.000 A scans/sec pe
OTITIKA avaAuon 10 microns N AlyoTEPO KAl EYKApoIa
30 um A AiyoTepo (oToV 10TO).

4.2.3 Na diaB€Tel BaBog odpwong 11mm kai 13 mm

4.2.4 Na di1a6étel eUpog odpwaong atrd 16x16x13mm  waoTe va atreikovideTal
n TePIoOXNA atrd ywvia o€ ywvia o€ pia eikova.

4.2.5 Na d106¢étel autéuaTn €0Tioon Kal autouatn Anwn atrAd pe To TTATHPO
€VOG KOUWTTIOU.

4.2.6 Na €xer Tn duvardtnta ARwng 1000 OIodIACTATWY EIKOVWYV OTITIKNG
TOMOYPAQIag 600 Kal EIKOVWYV TPIodIACTATNG HOPPNAG.

4.2.7 Tia OAwV Twv €18WV TIG EETACEIG va DIOBETEI oUOTNUA evEPYOU IXVNAATN
TTapakoAouBbnong Tng Kivnong Tou o@BaAuou uywnAng TaxuTnTag o oTroiog Ba
eCaAeipel TIC akouoleg KIVAOEIG Kal Ba TTpoo@épel TTANPN emavaAnwiuétnta
odpwong Tou idlou akpIBWG onueiou.

4.2.8 Na Tapdyel XApTn TTAXUMETPIAG KEPATOEIOOUGC HEOW AKTIVWTAG
odpwong he Aqwn TouAdxioTov 16 eikovwy pe 800 A—Scans o€ KABE ypapun
o€ ANiyotepo amo 0,3 sec pe €Upog odpwong 16 mm  kai BaBog cdpwong
11mm.

4.2.9 Na €xer tTn duvardotnTa va Trapdyel Toug €ENG Xaptes: Axial power
(Anterior, Posterior, Real). Refractive power (Keratometric, Anterior).
Instantaneous power (Keratometric, Anterior, Posterior, Real). Elevation
(Anterior, Posterior). Pachymetry (Map sectors). Epithelium ACD. OCT
(Horizontal-Vertical). Ecc (Anterior-Posterior) BSF (Anterior-Posterior).
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4.2.10 Na e&ayel Tig katwB1 avaAuoelg: Lens analysis, Trend analysis, Pre-op
cataract analysis, Post-op cataract analysis, IOL calculation, Gonioscopic
view, Rotation image, Angle analysis, CCT, ACD, Flap thickness,
Topography, Accommodation, Fourier analysis, Ectasia screening, Make
movie.

4211 To ouvotnua va OlaBEtel eowTepIkO oTOX0 TpociAwong (Dot,
Accommodation, Periphery) kai n e€mAoyq Tou OTéXOU va WTTOPEI va
TTPOETTIAEYEI ATTO TOV XEIPIOTA.

4.2.12 Na yivetal OUYKpPION TWV ATTOTEAECPATWY PETALU TWV OUO OPOOAPWV.

4.2.13 Na €xel Tn duvatdtnTa TTAPaKOAoUBNoNG Tou aoBevoUg Kal oUYKPIoNG
ME EEETAOEIC TTPONYOUHEVWV NUEPOUNVIWV.

4.2.14 Na €xel Tn duvaToTNTa £YXPWHNG aTTEIKOVIONG KAl gray scale.

4.2.15Na ouvodevetar  ammd  duvaTtotnTa  JIEVEPYEIOG  TOTTOYPAPIag
KepaToeIdoug uwnAng availuong pe texvoloyiag Scheimpflug.

4.2.16 To ouotnua va ouvodeueTal atrd TTANPEG OUCTNUA NAEKTPOVIKOU
UTTOAOYIOTH PE OKANPO BIOKO PEYAANG XWPENTIKOTNTAG KAl EYXPWHO EKTUTTWTH.

4.2.17 Na d108€1e1 TpatTédl NAEKTPIKNAS aviywaong yia Tn oTrpIEh Tou.

4.2.18 Na utrdpxel n duvatdtnTa JEANOVTIKAG avaBaduiong Tou CUCTAPOTOG.

4.3  Auvaroétnta ZuvTApnong

4.3.1 H TpounBelTpia eTaipgia TTPETTEI ATTAPAITATA VO TTAPEXEl TTAAPN
duvatéTNTa ETTIOKEUNG KOl OUVTAPNONG, KABWG €TTionNg Kol KABE OXETIKN
TEXVIKI TTAnpo@épnon otroTedTroTe atraitnBei atrd Tnv YTrnpeoia.

MNa TOV TTPOCBIOPICUO TNG IKAVOTNTOG UTTOOTAPIENG TOu UTTO TTpouABEia
€€OTTAIOPOU (WG TTPOG TN duvaTdTNTA ETTIOKEUNG, TNV EPTIEIpia, Tn &1G08eon
QAVTOAAOKTIKWYV KATT) TTPETTEL:

4.3.1.1 Na TTapEXeTal TEXVIKI UTTOOTAPIEN ME OPYAVWHEVO service atro
EUTTEIPO, KATAAANAQ EKTTAIOEUPEVO TEXVIKO KOI ETTIOTNUOVIKO TTPOCWTTIKO
(apIBuGG, €IBIKOTNTEG TEXVIKWYV) KAl va UTTAPXOUV KATAAANAEG EYKOTAOTAOEIG
Kal aTToORKeg Pe IKavoe amoBepa avraAAakTikwy otnv EAAGSa (Sieubuvoeig,
TNAéEQwva, FAX), €101 WOTE va dlac@alideTal N cwaoTr AsIToupyia Kal n TTARPNS
TEXVIKA UTTOOTAPIEN TOU.

4.3.1.2 Na TTPOOKOMIOTEI OXETIKO £YYPAPO TOU KATAOKEUAOTIKOU OiKOU, OTO
OTToi0 va OnAWvVETAl O UTTEUBUVOG YIa TNV TEXVIKI UTTOOTAPIEN TOu UTTO
TTpounBeia uAikou oTnv EAAGDQ.
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4.3.1.3 Na avopepBei  Xpovodiaypaupa  TTPOANTITIKWY  CUVTNPHOEWV
OUP@WVA MPE TOV KATAOKEUQOTH ME TIANPN TIEPIYPA@PN TNG OTTAITOUMEVNG
OUVTAPNONG KAl TWV XPNOIKJOTTOIOUMEVWY AVTOAAOKTIKWY.

4.3.1.4 H mpounBeuTtpia eTaipeia va ouptrePIANGBEl OTR TTPOCPOPA TNG
(OTNV OIKOVOUIKA TTPOC@OPA UE TIMEG) AiOTA AVTOAAGKTIKWY Kal aVOAWCiUwV
yia Ta TTPOCPEPOMEVA €idN.

4.4 EykardoTaon

4.4.1 H petagopd, Tapddoon Kal £yKATaoTaon Tou UTTO TTpoundeia €idoug
Va TTPAYUATOTTOINBEI e daTtrdvn Tou TTpounBeuTh otnv £€6pa TnG Movadag, 1T
woeAgia TNG oTtroiag yivetal o dlaywVvIoPOS. Epyacieg KATAOKEUNG, UTTOOOUNG
Kal TTpodnBeia UAIKWY yia Tnv TTAAPN €yKatdoTacrh Tou wWOTE auTd va
TTapadoBei oe TTAfpN AciToupyia, va TTpaypatotroin@ouv Pe HEPIUVA TOU
TTPOMNOEUTH Kal va oUdTTEPIAQUBAvVOVTAl TNV TIUN TNG TTIPOCYOPAC TOU.

4.4.2 O xwpog 1Tou Ba ToTTo0eTNBEI TO UTTO TTPOUNRBEIa €iDOG, VA UTTOBEIXTEI
atro TN Movdada 11" weeAgia TNG oTToiag YiveTal 0 dlIAYWVICPOG, TNV OTToia Kal
TIPETTEI VO ETTIOKEPOOUV OI TTPOUNOEUTEG.

4.5 EmoRARuavon

45.1 ZAPavon Tou UAIKoU Pe TO BIakpITIKO CE oUp@wva PE TIG aTTaITACEIG
TNG Ut apIBu’ AY88/I.MN.01k.130648 (PEK2198/B°/02.10.2009) 1TOU agpopd TNV
Evappovion ¢ EBvikic NopoBeoiag mpog Ti¢ dlatdéeic tng Odnyiag
93/42/EOK Trepi 1atpoTexvoAoyikwy TTpoiovTiwy. H ofiuavon motétnrag CE
TTPETTEl va OUVOOEUETal ATTO TOV apPIBUG avayvwpiong TOU KOIVOTTOINUEVOU
OpYyavIoPoU O OTToioG €ival UTTEUBUVOG YIa TNV €QAPUOY TwWV dIadIKaoIWV
O100@PAAIoNG TTOIOTNTAG TNG TTAPAYWYAS KAl TOU TTPOIOVTOG. H arjpavon TTpETTeEl
va gival ToroBeTnPEVN KATA TPOTTO EP@AVH, EUAVAYVWOTO Kal avegitTnAo TTavw
OTO TTPOIOV.

4.5.2 Z10 UTTO TTPouNBEeIa UAIKO KOBWG Kal 0TN OUCKEUADIa UETAPOPAS TOU
va €TMKOAANBEi Tmivakida pe pEPIMVA TOUu TTPouNnBeuTrh, OTnv oTroia Oa
avaypdgovral:

4521 H ovopacia, To SERIAL NUMBER (epdoov OiatiBetal amd 10
EPYOOTACIO KATAOKEUAG) TOU €idOUG.

45.2.2 Ta oToIXEia TOU KATOOKEUQOTHA KAl TOU TTPOMNOEUTH.

45.2.3 O apBudéc ouupaong kai To €TOG UTTOYPA®NG TNG oUuPaong
TTpounRBEIag.



4.6 Ymrnpeoieg YmooTipiEng

4.6.1 O mTpounBeuTAC TTPETTEN va €yyunBei e utrelBuvn dNAwaon (UTTGdEIYUa
oupewva pe TN MpooBnikn 1) TRV gyyunon Tou utid TTpouNBeia €idoug yia
TOUAAYIOTOV BUO (2) xpovia atrd TNV nUEPOPNVia opIoTIKAG TTapaAlafig. Kata
TN OIdpKEId TNG €yyunong O KATAOKEUAOTAG - TIPOPNBeuTAg  €ival
UTTOXPEWMEVOG:

4.6.1.1 Na avTIKaTaoTAOEl OTToIodNTIOTE €EAPTNMA TTAPOoUCIAdel TTPOwPEN
@Bopd 1 ouoTnuartikr) BAGRN pe dIkr Tou datrdvn (UAIKA, EpYaTIKA, NETAPOPIKA
KATT).

4.6.1.2  Na mmapéxel dwpedv TTANPEN TTPOANTITIKO £AEYXO KOl OUVTHPNON, TTOU
Ba ekTEAEITAl OCUPQWVA WPE TIG 0BNYIEG TOU KOTAOKEUOOTH 1 O OUXVOTEPQ
XPOoVIKa dlaoTruata €@’ 6cov atraitnBei, avaloya pe Tov BaBud aglotroinong
TOU.

4.6.2 Xg TEPITTTWON TTOU KATTOI0 £EAPTNNA | cUCTANA TOU UTTO TTpounRBeia
€idoug eCaipeital TNG XPOVIKAG £YYUNOEWGS, QUTO va ava@EépeTal pnTtd Kal va
TTPOCdIOPICETAI ETTAKPIBWG O TPOTTOG EYYUNOEWG.

4.6.3 g TepiTITwon M Aeiroupyiag Tou uTtd TTpounBela €idoug Adyw
BAGRBNG, 0 xpovog 10XU0G TNG £yyunong KAANg Aeitoupyiag va TTapaTeiveTal
avaloya. Or1 emTTAéov NUEPEC €yyUnONG TTPOOUETPOUVTAlI POVO MPETA TNV
TTapéAeuon Tévte (5) nuUEPWV aTTd TNG €yypA@OU  €1I00TTOINCEWS  TOU
TTpouNBeuTh yia TN BAAGRN.

4.6.4 Apvnon Tou TTPOPNBEUTA VIO ATTOOTOAr] CUVEPYEIOU ETTIOKEUNG Bivel TO
dIkaiwpa otnv YTnpeoia petd tnv mrapéAeuon tpidvra (30) nuepoAoylokwv
NUEPWYV aTTO TNV £yypaen €100TT0INCTN Kal XwpPig GAAN uttevlupion va avaBEoel
TNV €TMIOKEUR TOU €v AOyw uttd TTpounBeia €idoug oe GAAN €Taipegia Kal TO
KOoTOG datrdvng Ba empBapuvel Tov TTpounBeuTr). O TTPOUNBEUTAG TTAPAITEITAI
TOU SIKQIWMPATOG TTPOCQPUYNAG 1 KATA OTTOIOdNTTIOTE TPOTTO AN@IoRATNONG TNG
utToXPEWONG KATaBoANG TNG daTTAvng ETTIOKEUNAG.

4.6.5 Otav ammodedeiyyéva T10 UTTO TTpouNBeia  €idog Adyw PBAapwv
TTAPAPEVEL yia Ta BUO (2) TTpWTa XpoVvIa TNG £yyunong eKTOG AsIToupyiag Trépav
ToU 20% TOU TTPOCQPEPOUEVOU XPOVOU £yyunong, TOTE BewpPEiTal EAATTWHATIKO
KAl O TTPOUNOEUTAG €ival UTTOXPEWPEVOG VO TO AVTIKATOOTAOEI OAOKANPWTIKA.
2€ TEPITTTWON TIOU O TIPouNnBeuTi¢ Ogv TO QVTIKATAOTNAOEl, N YTnpeoia
dlatnpei To dIKaiwua va TTpooPuyel 0T dikaloouvn.
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4.6.6 To ekTOG AciToupyiag Xpovike didoTnua uttoAoyileTal aBpOoIoTIKA ME
évapén META TNV TTapéAeucn TEVTE (5) nUEPWY ATTO TN OTIYMA TNG £yypaeng
€100TT0iNONG TOU TTPOPNBEUTA Yia Tn BAGRN Kail Afyel HeTd TNV TTapéAeuon dUo
(2) epydoiIgwy nUEPWYV Pe TNV TTapadoaon Tou v Adyw €idoug oe Asitoupyia. O
UTTOAOYIONOG TOU GUVOAIKOU XpOvou AsiToupyiag yivetal pe Baon tnv €yypaon
eidotroinon TG BAGBNG Kal TO TTPWTOKOAAO TTOU OUVTACOETAlI KATA TNV
ETTAVAAEITOUPYIA. 2TOV UTTOAOYIOHO TOU XPOVIKOU DIOCTANATOS TWV NUEPWY UN
AeIToupyiag HETA TO XPOVO TWV TTEVTE (5) EPYACIPWY NUEPWYV UTTOAOYiICovTal Kal

Ol NUEPES apyiag.

4.6.7 O T1pounBeuTAC TTPETTEl va e€yyunBei oTnv utrelBuvn dnAwon Tn
duvatotnTa £QodIoopoU TNG YTTNPEEoIag YE AVTAAAQKTIKG KAl avaAwaoiua yia
TouAdxioTov &éka (10) xpovia.

4.6.8 O TmpouNnBEUTAS va avagEépel 0TV TTPOCPOPA TOU AETTTOUEPWS TN
dladIkaoia Kol Tov TPOTTO  ETTIKOIVWVIAG  yIa  24wpn  TEXVIKI  KAAUWN
oupTreEpIAQUBAVOUEVWY KOl TwV apylwv Yia KAAuwn kat eAAXIOTOV Twv

UTTNPECIWV TNG £yyunong.

4.6.9 O TtpounBeutic avalauBAavel Tnv eKTTAIOEUCN TTPOCWTTIKOU TNG
Ytnpeoiag d1aBéToviag TTPOOWTTIKO (KOBWG Kal TuXOv avaAWwOoIPNo UAIKO
ATTOPAITATO YyIA TNV EKTTAIOEUON), XWPIC KAMIa OIKOVOMIKY €TTIBdpuvon wg
EGNG:

4.6.9.1 EIOIKO TEXVIKO | TEXVIKOUG OTOV TOTTO €yKATAOTOAONG Kal O1a0g0n
QUTWV OTNV €MTPOTTH TTAPAAABAG yia €TTIOEIEN KAl TTAPOXN £ENYACEWY TTAVW
OTO XeIpIOWO, Tn AsiIToupyia kai Tnv TepIypa@r Tou. H didpkeia TG etmidei¢ng
auTng Ba eival To Aiyotepo duo (1) kai duvatal va TTapaTadei o T€éooepig (4)
EPYAOIPEG NUEPES avAAOYA PE TNV ATTAITNON TNG ETTITPOTTAG.

4.6.9.2 EIOIKO TEXVIKO N TEXVIKOUG OTOV TOTIO EYKATAOTAONG VI TNV
EKTTAIOEUON 1ATPWYV, TEXVIKWYV Kal XEIPIOTWV TNG YTTNPECiag OTovV TPOTIO
A€IToupyiag, XeEIPIOPOU, OuvTHPENONG Kal ETTIOKEUNG Tou €idoug. O xpdvog
d1GBeong Tou TTPOoWTTIKOU Ba eival 10 Alydtepo duo (2) kal duvatal va
TTapaTafei o€ TTEVTE (5) €pyAoIYEG NUEPEG avAAoya ME TIG ATTAITACEIS TNG
evllapepouevng Movadag, otnv otroia TTapadideTal To UTTO TTPOUABEIa €idog
Kal oTnv oTroia Ba AeIToupynocel.
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5. AMNAITHZEIZ 2YMMOP®QZHZ YAIKOY
5.1 2uvodeuTika ‘Eyypaga / MioTotroinTikda
511 TeXVIK) TTPOCQPOPA, ME TIEPIYPAPN TWV QUOIKWY KAl TEXVIKWV

XOPAKTNPIOTIKWY TOU UAIKOU KaBwG Kal KABE oTolxEiou TTou TO TTPO0CdIopICEl.

5.1.2 MpwTtdéTutto dlaPNUICTIKG BIBAIGPIO 11 UAAGSIo (PROSPECTUS)
yla TO TIPOG TIPOMNBEIa €idDOG TO OTIOI0 VA TIEPIEXEI TA VYEVIKA TEXVIKA
XOAPOKTNPIOTIKA TOU.

5.1.3 YmeuBuvn dnAwon Tou TTPouNnBeuT | TOU KATAOKEUAOTH ] TOU
VOUIMOU EKTTPOCWTTOU autou (uttodelypa oupgwva pe tn Mpoobnkn 1) otnv
oTToia VO dNAWVETAI:

5.1.3.1 O xpovog €yyunong o OTToiog TTPETTEI va €ival TOUAAXIOTOV dUO
(2) €1n, n atrodoxn Twv KaBopI(OuEVWY OTIG TTapaypdous 4.6.1 €wg Kal 4.6.9
Kal 6Tl katd tnv Tapddoon Tou UuTtO TTpounBeia e€idoug Ba TrapadideTal
TTPWTOTUTTN £yyUNON TOU £PYO0TACIOU KATAOKEUNG Kal X1 pwTOAVTiyPAPO. Z€
TTEPITITWON TTOU KATTOI0 €EAPTNMG i oUCTNUG TOou EEQIPEITAl TNG XPOVIKAG
EYYUNOEWG, QUTO va ava@épeTal pntd KAl va TTPoodlopileTal atmmo Tov
TTPOUNOEUTH O TPOTTOG EYYUNOEWG TOU.

5.1.3.2 O1 umdpxelr duvatdTNTa UTTOOTNPEIEEWS PE QVTOAAOKTIKG Kal
avoAwoiga yia 6éka (10) Touldyiotov xpovia PeTd TO TTEPAG TNG £yyunong
KaBwg €1Tiong yia 10 id10 XpoVvIKG dIACTNUA YIa ETTIOKEUr}, CUVTHPNON Kal TUXOV
BaBuovounon. MNa Tnv KAGAuwn OTO OKEPAIO TNG QVWTEPW aTraiTnong, Ba
OupuTTEPIANGOEI  OTn TTPOCPOPA TOUu TIPOUNBeUT TTPWTOTUTIN BePaiwaon,
ETTIONUO YETAPPOAOHEVN KOl OTTO TOV KOTOOKEUAOTH.

5.1.3.3 Omn katd Tnv mmapadoon 6a ouvodeUlouv TO UAIKO Ta TEXVIKA
eyxeIpidla Asitoupyiag, ouvtipnong Kal €TMOKEURG padi ue OAa Ta atrapaitnTa
oxedlaypdupaTta otnv eAANVIKA Kal ayyAikip YAwood, Kabwg Kal KaTdAoyol
AVTOAAQKTIKWYV KOl QVOAWGCIHWV.

5.1.34 H xpovoAoyia KataoKeung Tou utrd TTpounBeia UAIKOU.

5.1.35 O xpovog mrapddoong Tou UAIKOU OE NUEPOAOYIOKEC NUEPES O
oTToiog dev Ba ptTopei va utrepBaivel TIG evevAavta (90) nUEPOAOYIOKES NUEPEG.
5.1.3.6 Omn avohauBdveral (Xwpig Kayia oIKOVOMIKA €mmRAapuvon NG

YTnNpeoiag) n ekTTaideucn TEXVIKOU Kal ETTIOTNUOVIKOU TTPOCWTIIKOU YId TN
AgIToupyia Kal TIG ETTIOKEVEG TOU.
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514 Xpovodldypauha  TTPOANTITIKAG CuvTAPNOoNG, OUP@WvVa JE TOV
KATOOKEUAOTA vyia 6ca xpoévia dnAwoe OTI Ba TTapéxel UTTOOTHPIEN O€
QVTOAAGKTIKA KAl QVOAWOCIPNA PE TTEPIYPAPN TNG ATTAITOUPEVNG £PYACiag Kal
TWV XPNOINOTTOIOUPEVWY AVTAANOKTIKWV.

5.1.5 ‘Eyypa@o Tou KATAOKEUAOTIKOU OiKOU OTO OTT0i0 va ONnAWvVETAl O
UTTEUBUVOG VYIO TNV TEXVIKI UTTOOTAPIEN TOUu UTTO TTPOoMNBeia UAIKOU oTnv
EANGDQ Kal TO XpovikO dIACTAUA yIa TO OTT0i0 Ba gival uTTEUBUVOG.

5.1.6 [MAApPN katdAoyo otov otroio Ba @aivetal 0 apIBUOG OVOUACTIKOU
(av uttdpxel), o apIBUOS KATAOKEUOOTA Kal N Ovouaaoia Tou yia:

5.1.6.1 Ta avaAwoipga UAIKA TTOU aTTaITouvTal yida Tn AEIToupyia Tou.
5.1.6.2 Ta avTaAAQKTIKA TTOU aTTaIToUVTal YIa T OUVTRPNOT TOU.
5.1.7 MoToTroINTIKA TOU KATOOKEUQOTIKOU OiKOU OUP@QWvVa  HE T

Mpdétutra EN I1ISO 9001 «ZuoTApaTa Alaxeipiong tng Moidtntag — ATTaITACEIG»
kai EN 1ISO 13485 «2uotnua Aiaxeipiong lMoidtnrag yia larpotexvoAoyika
[MpoidvTax.

5.1.8 MoTotToINTIKA TNG TTPOUNOEUTPIAG €TAIPEING OUPQWVA HE TA
MpoTutra EN 1SO 9001 «2uoTtAuata Alaxeipiong tng MNoidtnrag — ATTaIToeIg»
kai EN ISO 13485 «Zuotnua Alaxeipiong Moidtntag yia latpoteXVoAoyIKa
[MpoidvTay, yia EUTTOPIa EYKATAOTACT KOl TEXVIKH UTTOOTAPIEN.

5.1.9 MaoTotroINTIKG éviagng TG TTPONNBEUTPIOG ETAIPEIAG OE TTPOYPAUUA
eVOAAAKTIKAG Olaxeipiong atmoBAATWY €10WV NAEKTPIKOU KAl NAEKTPOVIKOU
ecommAiopou (AHHE) ouppwva pe 1o MNM.A 117/04 (PEK 82/A°/05.03.04).

5.1.10 BeBaiwon atmd koivotroinuévo opyaviouod o1 0 avTITTPOCWTTOS TOU
KataokeuaoTh otnv EAAGSQ kKaBwg Kal n TTpounBeuTpIa eTalpeEia epapuolouv
oUoTNUA aPXWYV Kal KATEUBUVTHAPIWY YPAWMWY OPOBNAG TTPAKTIKAG OIaVOUNRS
IaTPOTEXVOAOYIKWY TTPoidvTwy [AY8S/I.IM 01k/1348 (PEK32/B'/16.01.2004)].

5.1.11 MoTotroinTiké opavong (CE) oupgwva pe Tnv odnyia 93/42/EOK,
OTTwG  auth  éxel  evowpaTwBei  amd v EAnvIKA  vopoBeaia
[AY8d/T.IM.01k. 130648 (PEK2198/B"/02.10.2009)].

5.1.12 MoTOTTOINTIKO CUPUOPPWONG HE TO EVOPHUOVIOUEVO TTPOTUTTIO TNG
EupwTraikig ‘Evwong: IEC 60601-1.
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5.2 OAa 1a moTotroINTIKA Kal o BePaiwoeig Tou Ba cuvodelouv Thv
TTPoOoPOPA, Ba TTPETTEI Va gival ueTapacuéva otnv EAANvIKR yAwooa.

5.3 H emTpoTi TEXVIKNG agloAdynong MTTOPEi KATd Tnv Kpion tng va
{nTAoEl aTTd KABE CUMPMPETEXOVTA TTPOUNOEUTH £yYPaPES BIEUKPIVIOEIG ETTI TWV
AVOYPOQPOUEVWY  OTNV  TIPOCPOPA  TOu, KOBWG KAl OTTOI0dNTTOTE
OUPTTANPWUATIKO OTOIXEIO yIa TNV €6AKPIBWON TWV TEXVIKWY XAPOKTNPIOTIKWY
KAl Twv OUVATOTATWY Tou UTTO TTpounRBEIa €idOUG XWpPIg Kauia atraitnon Tou
TTPOUNBEUTA.

5.5 Emlswpnoeig / Aokipég

O €éAeyxog TrapaAapng va yivel uetd Tnv TTapddocn Tou o€ TTANPN AsiIToupyia
EVWTTIOV ETTITPOTIAG, N OTTOI Ba TTPOREI OTOUG TTAPAKATW EAEYXOUG:

5.5.1 MakpookoTrikog EAgyxog

5.5.1.1 ‘EAgyxo¢ Tng KaATAOTAOAG TOU ammo TIAeupdg TTAnpOTNTAG,
EMPAVIONG, KOKWOEWV Kal 9BOPwWV.

5.5.1.2  Zug@wvia TwWV TEXVIKWY KAl AEITOUPYIKWY  XOPOAKTNPIOTIKWY
OTOIXEIWV PE AQUTA TTOU TTPOCdIopifovTal aTnNV TTapaypd@o 4.2 Tng Tapouoag
T.M.

5.5.1.3 'EAeyxo Umapéng Twv eyypd@wv - eVIUTTWV KAl  TEXVIKWV
EYXEIPIBIWV TTOU avagépovTal oTn TTapouca T.I1 Kal Ta OTToia O TTPOPNBEUTAG
€ival UTTOXPEWMPEVOG VO TTPOOKOUIOEL.

5.5.1.4  'EAeyxog ofpavong UAIKOU oUP@WVA PE TN TTapaypago 4.5.
5.5.2 A&itoupyikég ‘EAgyxog

Katd 10 Acitoupyikd éAeyxo 10 utrd TrpounBeia €ido¢ Ba utrooTei dOKIUA O€
epyacia pouTtivag yia TouAdaxiotov &éka (10) epydoipeg nuépeg. Metd atmd
auTov Kal epoéoov dev TTapartnenBouv BAABES ] acToxieg Ba TTpayuatoTroinei
n TapaAapn PE T ouvTagn Tou AvTiOTOIXOU TTPWTOKOAAOU TTapPaAaBAG. Z€
TepimTwon BAABNG, n epyacia poutivag Ba ouvexiobei ek véou MPETA TNV
atmmokaTaoTaon TNG yia TOUAGXIoTOV TTEVTE (5) MITTPOOBETEG EPYATINES NUEPES
o€ epyaoia poutivag. O AeitoupylkOg €Aeyxog duvatal va TTPAyPATOTTOINBEI
TTOPOUCia VOUIPOU EKTTPOCWTTOU TOU TTPOUNBEUTH OTN TTEPITITWON TTOU EKEIVOG
TO ETTIOUEI.
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5.5.3 Aoitroi ‘EAgyyol

H YTrnpeoia diatnpei 1o dikaiwpa va {nTAoel JEow TNG EMITPOTIAS TTAPAAABiS
OTTOIOVONTTOTE ETTITTAEOV €AEYXO TTOU KPIVETAI OKOTTIMOG KOl ATTAPAITATOG ME
€€0da TOU TTPOUNBEUTH).

6. AOINEZ ANAITHZEIZ

6.1 H petagopd Tou uTTd TTpouNBEIa €idOUG va Yivel OTO PIKPOTEPO duvaTO
XPOvo Kal Ox1 Tépa Twv evevhvia (90) nuUEPOAOYIOKWY NUEPWY, ATIO TNV
utToypa@n TNG ouupBaong otnv £€dpa 1Ng Movadag e weeAeia TG otToiag

yivetal 0 d1aywvIouog pe daTTAveg, euBUVN KAl JEPIKMVA TOU TTPOPNBEUTH.

6.2 Katd mv Tmapddoon o0 TIPOPNBEUTAG €ival UTTOXPEWMPEVOS VO
TTaPAdWOEl TA TTOPAKATW:

6.2.1 Avo (2) pwtotutta PROSPECTUS

6.2.2 AUO0 (2) TTARPEIC OEIPEG TEXVIKWV EYXEIPIDIWV AEITOUPYIOG, CUVTAPNONG
Kal ETTIOKEUNG 0TNV EAANVIKA Kal ayyAIKA yAwooa.

6.2.3 AuU0 (2) TTAApEIS KATAAOYOUG aVTAAAQKTIKWV.

6.2.4 AuUo (2) TARpEIG KAaTaAOYoUS avOAWOIHWY UAIKWYV (av atraiTouvtal Kal
éxouv dnAwBei oTnV TTPOCPOPA).

6.2.5 OAa T1a atmapaitnTa €EapTAPATA yia TRV aTTPOOKOTITN AEITOUPYia TOu
oUpewva Pe 6oa kabopifovtal TNV TTapouca TEXVIKI TTpodiaypa®n.

6.2.6 [llpwTtdtutin ‘Eyypaen eyyunon KaAng Asitoupyiag Tou €pyooTaciou
KATOOKEUNG VIO Ta XPOvIa TTou €xouv dnAwBEei oTnv TTPOC@POPA Kal TNV OTToid
Ba @aiveTal KAl O OUYKEKPIUEVOG €PYOOTAOIOKOG apiBudg S/IN (epoéoov
d1aTiBeTaI OTTO TO KATAOKEUAOTIKO OiKO).

6.2.7 MnxavoAoyIKad NAeKTPIKA Kal NAEKTPOVIKA OXEDIA €1G DITTAOUV.

6.2.8 ‘Eyypagn eyyunon Tou TTPOMNBEUTH yia TTapoX AVIGAAOGKTIKWY Kal
avaAwaoipwy yia Ta xpovia TTou £xouv dnAwBEei TNV TTPOCPOPA.

6.2.9 Xpovodidypaupa  TTPOANTITIKAG  OuviiApnong, OoUP@wva HPE TNV
TTapdypa®o 5.1.4 1ng mapoucag T.I1.

6.2.10 Avtiypa@a OAwv Twv TICTOTIOINTIKWY TTOU  avagépovtal  oTnv
TTapdypa®o 5.1 1ng mapouvcag.T.I.
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7. NMEPIEXOMENO NMPOZ®OPAZ:

O @dkeAog TNG TEXVIKAG TTPOCPOPAS Ba TTepIAauBAvel Ta akdAouBa:

7.1  ZUPTTIANPWUPEVO avOAUTIKO QUAAGDBIO pE TiTAO «DUANO ZUPPOPPWONG
Tpog TNV Texvik lMpodiaypaery TG YTnpeoiag» (UTTOdEIlyua OTTWG OTnV
MpooBnrkn II).

Aleukpivi¢etal 0TI n KatdBeon Tou PUAAOU Zupuopewong dev atraAlldooel
TOUG TTPOMNBEUTEG aTTO TNV UTTOXPEWON UTTOBOAAG TwV KaTd TTEPITITWON
dIKaloAoyNTIKWYV, TTou KaBopilovTal he Tnv TTapouca Mpodiaypa®r.

Mpoo@opd Xwpig GUAAO CUUPOPPWONG Ba aTTOPPITITETAI.

7.2  Taéyypaga tng Tapaypdgou 5.1.

7.3  Zx€01a Kal AoItTd oToIxEia pe Ta oTToia Ba KATAOEIKVUETAI E COAPRVEIQ
Kal TTEPA aT1Td KABE ap@IoBATNON N AEITOUPYIKOTNTA TNG OUOKEUNG.

7.4  KatdAhoyo Twv eyypdewyv / dIKAIOAOYNTIKWY TwV avwTépw 7.1 Kal 7.2
TTAPAYPAPWV.

8. MPOTAZEIZ BEATIQZHZ TEXNIKHZ NMPOAIATPA®HZ

Eivar duvatdg o oxohaoudg T1ng Tapoucng TIM amd  oTmolovenTToTE
EVOIAQPEPOUEVO TTpounOeuTn MEOW NG I0TOO€EAIDOG
http://www.prodiagrafes.army.gr ka@’ 6Ao 1O XpPOVIKO OIACTNUA TTOU QUTA
BpiokeTal avapTnuévn oTnv eV AOYW I0TOO€EAIDQ.
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NMPOZOHKH I

YMOAEITMA YINEYOYNHZ AHAQZHZ

(dpOpo 8 N.1599/1986)
1POz®:
O — H Ovopa: Endvopo:
Ovopa ko Exdvopo Hotépa:
‘Ovopo kot Exdvopo Mntépag:
Hpgpopmvio yévwnonc®:
Tomog I'évwnong:
ApBudg Agktiov Tavtdtntag: Tnk:
Tomog Katowiog: 0d6¢: ApB: TK:
A/von Hexrp.
Tayvdpopeiov
Ap. Tnieoporotimov (Fax): (Email):

--Me atopikf pou €uBUlvn Kal yvwpifovTag TIG KUPWOEIG, TToU TTPORAETTOVTAI ATTO TIG
dlarageig NG map.6 Tou ApBpou 22. Tou N.1599/1986, dnAwvw 6Tl €igar vOuIuog

EKTTPOOWTIOC TNG vvvvvnenenennnnnn. (<) P Kal €€0uaI0dOTNPEVOG OUNQWVA PE TO
...................... yiod  UTTOypOo@®n] OXETIKWV  OUPBAGcEwvY  Kal  yia  TO
TTPOCTQPEPOMEVO. ...veiiieieeiaieaaanns 4) .o, :

a. O xpbdvog eyyunong Tou TTPOCPEPOUEVOU UNIKOU............ givai ...(5)..... ato

TNV nueEpounvia oploTIKAG TrapaAafri kal ammodéxoual Ta Kabopildueva oTnv
Tapaypogo 4.6 1ng TexvikAg Tlpodiaypa®Ag Tou a@opolv TIG UTTNPECIEG
UTTOOTAPIENG TOU TTPOCYPEPOEVOU UAIKOU.

B. H duvardétnta uttooTPIENG TOU TTPOCPEPOUEVOU UAIKOU................... o€
QVTAAAQKTIKG €iVAI VIO ........... () PP (Trap. 5.1.3.2).

Y. H ouxvomnta emavaAnywng Ttng TTEPIOBIKNAG-TTPOANTITIKAG  CUVTAPNONG
(SERVICE) 10U ............ (yia kéBe UAIKO TTOU aTTOPTICEl TO TTPOCPEPOUEVO

A {oTo 1o} I TIPOYHOTOTTOIEITAI KABe
............... (7)eeieeenen... (TTOP. 5.1.4)

0. To Tpoopepduevo UAIKO KATAOKEUAOTNKE attd To EpyooTtdaoio oTig ...... (8)......
(Trap. 5.1.3.4)

€. To EpyooTdoio KATAOKEUAG TOU ....ovenenennennnn.. 4)eniiinn. KAl Twv ETTi
MEPOUG CUYKPOTNUATWY TOU Eival Ta TTapakATw Kal €ival TMOTOTTOINUEVA KATA
............... (9)............... KOI CUYKEKPIUEVA:
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OT. AvohapBavetal  (xwpic  kapia  emBdpuvon g YT1npeoiag) n
eKTTaiIOEUON KATAAANAOU TEXVIKOU Kal ETTIOTAMOVIKOU TTPOCWTTIKOU TG YTINPETiag oag,
oTn A&IToupyia, OTIC ETTIOKEUEG, ..vovvvvinennnenn... (TTap. 4.6.9)

C. Katrd tnv mapddoon Ba ouvodeUouv TOo UAIKO Ta TEXVIKA EyXEIpidIa
AeIToupyiag, ouvtipnong Kal mMoKeUAG Padi ue 6Aa Ta atrapaitnTa oxediaypduuara
otnv eA\nvIK Kkal ayyAikrp yAwooa, KaBwg kal KataAoyol avTAAAGKTIKWY Kal
AVOAWOCIJWV.

n. Ta kataTiBépeva PROSPECTUS cival aAnBn.

0. To TIPOCPEPOUEVO UAIKO Ba TTapadoBei
(o f SR NUEPOAOYIAKEG NUEPEG.
Huepounvia: 20
O —H AnA.
(Ymoypaeny)

OAHrIIEX 2YMNOAHPQXHX
1. Avaypdagetal atmd Tov evolapepouevo TTOAITN N ApxA 1 n YTnpeoia tou dnuociou Topéq,
TTOU aTTEUBUVETaI N aiTnoN.

2. Avaypdeetal oAoypapwg.
3. Avaypda@eTal n ETTWVUNIA TNG €TAIPEIAg A TNG ETTIXEIPNONG.

4. Avaypd@eTal n ovouaacia Tou TTPoo@PePOPeEVoU YAIKOU, yia TO OTTOi0 TTPOKNPUCCETAI O
dlaywvioudg.

5. Avaypda@eTtal 0 XpOvog eyyunaong O€ PrVEG 1 Xpovia.
6. Avaypd@eTal 0 XpOvog UTToaTAPIENG 0€ aVTAAAAQKTIKA O€ URVEG 1] XPOviIa.

7. Avaypagetal n TTEPIOBIKOTNTA TNG TIPOANTITIKNAG OUVTAPNONG O¢ MPRveg, dnAadh Kabe
TG00 XpoVvIKd SIACTNUA TTPAYUOTOTIOIEITAI N TTEPIOBIKA TTPOANTITIKY) cuvThipnon (Service).

8. Avaypda@eTal n XpovoAoyia KATaoKEURSG TOU UAIKOU.

9. Avaypdagetal Ti £iDOUG TTIOTOTTOINTIKO £XEl TTAPEl, KaBWwg Kal o Opyaviopdg MNicTtotroinong
1 0 QOpPEAG TTOU TTPAYMATOTIOINCE TV TIOTOTToINON Tou EpyooTtagiou, n nuepounvia rou
TIPAYUATOTTOIRNONKE N TTIOTOTTOINCN Kal Ta AOITTA ATTAITOUMEVA OTOIXEIQ TTOU AQOpPOUV TN
TmoTOoTToINON.
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MPOZOHKH II
OYAAO ZYMMOPO®OQZHZ MPOZ THN TEXNIKH NMPOAIATPA®H THZ
YNHPEZIAZ
(uTTOdEIYHQO)
ANTIZTOIXH MEPIFrPA®H ANAITHZHZ AMANTHZEIZ- MAPATHPHZEIZ
NMAPArPA®OZ (eTypappaTIKG) NMPOZOEPONTOZ
LI
1 MEAIO EOAPMOIHZ ZUPQWVW.
3 TA=INOMHZH 2UPQWVW.
4.1 OpIoP6G UAIKOU 2ULQWVW.
(Mapart. 2) (Mapar. 2) (Mapart. 2)
7.2 Ta Eyypaga ... ZUNQWVW (oupTttepIAapBavovtai).

O NPOZPEPQON

(oppayida- utroypapr)

NAPATHPHZEIZ:
1. To mapatrdvw avaAuTiKO «PUAAO Zuppdpewone» (PX) arroTteAei 10

KUPI10 PEPOG TNG TEXVIKNAG TTPOCYPOPAG.

2. 210 PZ Ba yivetal cUOXETION TNG TTPOCPOPAG TTPOG OAEG TIC ATTAITHOEIG
NG TI, TTapdypago TTpog TTapdypado Ba avagEépovtal ue AETTTOPEPEIA OAEC Ol
OUPQWVIEG 1 UTTEPKOAUWEIG KAl va YivovTal TTAPOTTOPTIEG OTA QVTiOTOIXA
QUAAGdIO TOU KATOOKEUAOTH TTOU atrodelkvuouv Tnv KAAuwn kKdABe @uaikou
XOAPOKTNPIOTIKOU.

3. Avdaueoa otnv § 1 kai Tnv TeAeuTaia § 7.2 voeital 6T Ba avaypa@ouv
KATA O€Ipd OAEG o1 TTapaypagol / uttotTrapdypagol Tng Trapouong TT1.

4. O1 §§ 2 ka1 8 dev xpeidlovTal cUPTTARpWOn.
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O1 ouutmmAnpwBeiceg oTo TTapov «OTTAVTHOEIG-
TTOPATNPENOEIG TIPOCPEPOVTOGH EiVAI EVOEIKTIKEG.

EFKPIZH TEXNIKHE MPOAIATPAGHE
MNEA-A-00610
EKAOZH 1n

2YNTA=H

EAEMXOZ

OEQPHZH

HMEPOMHNIA



