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1. MNEAIO EGAPMOIHZ

To OUVECTIOKO MIKPOOKOTTIO ETITPETTEI MIA W €TTEPRATIKA dla {Wwong aTTEIKOVION
OAWV TwV OTIBAdWYV TOU KEPATOEIDOUG EVIOXUOVTAG TNV KAIVIKA €££TAON TTOIKIAWY
TTOBAOEWV TOU KEPATOEIDOUG OTTWG HOAUVOEIG, DUCTPOYIEG Kal eKTaTieS. ETTiong
XPNOIJOTIOIEITAl  OTAV  TTapakoAouBnon Twv peTaBoAwv ot dounl  Tou
KEPATOEIOOUG QTTO TNV XPNON @AKWY ETTAPAG KAl YyIa TIPOEYXEIPNTIKN KAl
METEYXEIPNTIKN €KTiNon Tou KkepaToeldous (PRK, LASIK, LASEK, ekTiuAoeig
KepATOEIOIKOU Kpnuvou (flap) kar AKTIVWTH KEPATOTOWI), KAl yia TNV OIAUTTEPN
KEPATOTTAQOTIKA. o TTPOOPATN N XPrOoN TOU OTNV EKTIUNON TNG TTEPIPEPIKAG
BAGBNG VEUPIKWV IVWV TOU KEPATOEIBOUG O€E TTOIKIAIQ TTEPIPEPIKWV VEUPOTTABEIWV.
2. SXETIKA EIMMPA®DA

2.1 Kowvii Ymoupyikp Amoégacn AY88/ T.M.ok.130648 (PEK 2198/B’/
02.10.2009) : «Evapupovion 1ng EB6vikng NopoBeoiag Tpog Tnv  odnyia
93/42/EOK/14-6-93 ToU ZupBouliou TnG Eupwrtraikig ‘Evwong 1ou agopd Ta
IATPOTEXVOAOYIKA TTPOIOVTA. »

2.2 Ymroupyikry Atmogacn AY88/I.MN.0ik/1348(PEK32/B/16.01.2004):«ApxEG Kal
KATEUBUVTAPIEG YPOAPMES O0pPBAC  TTPOKTIKAG  OIAVOUNAS  1IATPOTEXVOAOYIKWY
TTPOIOVTWYV OTTWG TPOTTOTTOINBNKE Kal IOXUEL »

2.3 Mpoturro EN ISO 9001 GR «Zuothuata Alaxeipiong tng Moidtnrag-
ATTQITAOEIGY.

2.4 TMpodtutro ISO 13485 «2uoTtnua Alaxeipio€lg MoidtnTag yia 1arpoTeXVOAOYIKA
TTPOIOVTAY.

2.5 «EN 62353:2014 Medical electrical equipment - Recurrent test and test after

repair of medical electrical equipment.

3. TA=INOMHZH

KAAZH: 6540 CPV: 33141625-7




4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiopo6g YAIkou

To mpog TpounBeia pnxdvnua Ba TTPETTEl va €ival Kalvouplo, APETAXEIPIOTO,
TIAAPEG KAl VA CUPQWVED hE TIG BAOIKES amTauTAoEIS TNG uTtr apiBud AY8d/I.IM.0i1k
130648 1mou agopd TNV Evapuovion t1ng EBvikAG NopoBeaiag 1Tpog TIG dlaTdelg
NG Odnyiag 93/42/EOK TrePi 10TPOTEXVOAOYIKWYV TTPOIOVTWV.

4.2 Quoikd XapakTnpIoTIKA

42.1 H TTpoo@epduevn ouokeun va gival TTAéov Tpdo@aTtng TeEXVoloyiag, va
O100£TEl aTTAG Kal ypriyopo AOYIOMIKO Kal Ol UETPNOEIC TG VO €XOUV €EAIPETIKNA

eTTavaAnyIudTNTa.

4.2.2. Na gival un eepBaTikr) uEBOOOG TTOU OTITIKOTTIOIEI KAI AVAAUEI TNV
QVOTOMIO TOU KEPATOEIDOUG (TNV HIKPO-APXITEKTOVIKI TWV HMIKPWYV VEUPIKWY VWV

TOU KEPATOEIBOUG)

4.2.3 Na éxel Tn duvatdTnTa TPIWV TPOTTWV AEITOUPYiag: section mode
(AerToupyia TUAMATOG yIa aTTOBAKEUON KABE €IKOVAG EEXwPIOTA), volume mode
(Aerroupyia dykou yia atroBrikeuon €wg Kal 40 aAAETTAAANAWY €IKOVWY O€
d1adoxIkd eoTiakd TTiTTEdA) Kal sequence mode (AeiToupyia akoAouBiag yia Afyn

€w¢ kal 100 eIkOVWV 0€ CUYKEKPIPEVO PUBUO pETALU 1-30 Kapé TO DEUTEPOAETTTO.

4.2.4 H e¢€Taon va TTpaydaToTIoIEiTAlI E OAPWOT) TOU KEPATOEIDOUG, UETA
a1Toé avalodnToTToiNoN TWV 0POAAPWY PE OTAYOVES TOTTIKOU avalodnTIKoU, JUE
Laser d1660ou AAiov veov 670 nm pAkoug KUpaTog (laser KAGong | xwpig kivduvoug

0QOAAUIKAGS ao@AAEIag).

4.2.5 Na d1a0étel 101k KaTTdkI piag Xprong ¢éwg 3,0 mm TTou va
EQPAPPOLETAI OTOV QVTIKEIMEVIKO PAKO, O OTTOIOG EPXETAI OE ETTAPN UE TOV

KEPATOEION.

4.2.6 Na d1a6éTel WG e0TiAONS OTNV KAUEPA TTPOKEIMEVOU va £0TIALEI O

a00evAG OTO CWOTO CNUEIo.

4.2.7 O1 Mpodiaypagéc atreikdviong va repihauBdavouv Eykadpaoio oTrTiko
1edio 300 x 300um ka1 400 x 400um. Eupog puBuiong eotiaong 3,0mm. AZovikd
MEyeBOG YwnolokAg eikdvag Eikdva 2D: 384 x 384 pixel kal Eikéva 3D: 384 x 384 x

40 pixel. O1rTkAR avaAluon Eykdpoia: Trepitrou 2um kai Aigunikn : TEPITTou 4um.



Wnoiaki avaAuon: Eykédpoia: 1um/pixel kar AlauAkng: 2um/pixel. KatavaAwaon
Xwpou oTo dioko: ZAapwaon TuRuatog: 0,3MB, Zdpwaon akoAouBiag: €wg 17MB
(100 Eikodveg) kar OykopeTpikn odpwon: 7MB, Xpdvog odpwong ava €ikova:
Eikéva 2D: 0,024 deut. kal Eikéva 3D: 6 dgut

4.2.8 H ouokeun va €xel ofjpavon CE cUp@wva e TIG 0dnyies 10TPIKWV

ouokeuwv TNG EupwTraikng ‘Evwong.

4.2.9 Na ovodeuetal atrd NAEKTPIKO TPATTEC TOU idIOU OiKOoU KaBwg Kal aTrd

NAEKTPOVIKO UTTOAOYIOTH] KAl EKTUTTWTH

4.2.10 Na Asitoupyei o€ Tpogodoaia peupatog AC 100/120/230V, 50/60 Hz kai

n Karavalwaon peupartog va givar 120VA
4.3  Xuokeuaoia

4.3.1 To 1pog TTPOMABEIa Pnxavnua Ba TTPETTEl va €XEl CUOKEUAOIEG [ATOMIKN)
(Tepayiou), eptTOpIKA (KOUTI) KaI HETAPOPAS (KOUTEG)], ME TIG OTToiEC dIaTIBETAI OTO
EUTTOPIO, OTTWG TTPORAETTETAI OTTO TIC ATTAITACEIS TOU TTIOTOTTOINTIKOU ORPavong

(CE) 1rou d1a6€tel TO KABE unxdavnua.

4.3.2 Ta UNKGA TnG €JTIOPIKNG OUOKEUQOIAG HETAPOPAG TIPETTEI VA PNV
eTnpeddouv 1o TTEPIEXOMEVO, va e€Eao@aAifouv TNV aoc@aAln peTagopd Tou, va
TTapEXoUV TTpooTacia amd eEwyeveic TTapayovteg (uypaacia, okOvn K.ATL.) Kal va

gival autd TTou kaBopidovTtal aTrd TOV TTICTOTTOINKEVO KOTAOKEUQOTH).
4.4 Emonuavon
44.1 YAIkoU r)/kal Zuokeuaaoiag

4.4.1.1 Amapaitntn TPOUTTOBEON €ival n ORUAvVon TwV OUCKEUWV HE TO
O1aKPITIKO CE, yeyovdg TTou OnAWVEl TN CUMPWVIQ TOU UAIKOU HE TIG POOIKEG
aTTaITACEIG TNG UTT aplBud AY8S/I.IM.Ok 130648 1Tou agopd tnv Evapudvion 1ng
EBvikic NopoBeoiac Tmpog¢ TmiIc diatdgeic tng Odnyiag 93/42/EOK  Trepi
IATPOTEXVOAOYIKWYV TTPOIOVTWY. H opavon moTtotnTag CE pétrel va ouvodeueTal
amdé Tov apiBud avayvwpiong Tou KOIVOTTOINUEVOU OpyaviopoU O OTToiog gival
UTTEUBUVOG yIa TNV €@apuoyn Twv O1adikaclwyv OlaoPAANIoNG TToIdTNTAG TNG
TTapPAYwWYrG Kal Tou TTPoiovTog. H orjuavon TpéTrel va gival TorobeTnuévn Katd
TPOTTO EUPAVI], EUAVAYVWOTO Kal AVEEITNAO TTAVW OTO TTPOIOV | OTN OUOKEUAOIQ,

KaBwg Kal OTIG 0dnyYieg XPRoEwg.



4.4.1.2 KdaBe Tpoidv TpéTel va ouvodeueTal atrd TIG TTANPOQOPIEG TToU
aTraITouvTadl yia TNV ac@aAn Kal opOn Xpron Tou, OTTwS AuTEG avaypa@ovTal OThV
Map.13 Tou mapaptripaTog | Tng AY8d/T.IM.01Kk.130648 (PEK 2198/B°/02-10-2009).

AuTEG TTEPIANAPBAvVOUYV TIG:

4.4.1.3 TIAnpo@opicg emonuavong (avaypagr oToixeiwv 6TTwS n ovouoaaoia, o
apiBuég pnTpwou kKal o serial number TNG OUOKEUNG, Ta OTOIXEID TOU
KaTaokeuaoTy kal Tou Trpoun@euth  (EmTmwvupia  emixeipnong, AiguBuvon,
TnAépwvo, AOM).

4.4.1.4  Zroixeia mrpounBeiag (ApiBudg ouuBaong, €10, YTnpeoia), o apiBuog
oupBaong Kai To £€T0G UTTOYPAYnG, KABe TTpocidoTroinon f/kal ANTrTéa TTpo@UAagn
K.4.).

4.4.15 TIAnpoopieg odnyiwv xprRong (H cuokeuaoia Tou TTPOIGVTOG TTPETTE
va TTEPIEXEI TTANPEIC Kal aKpIBEIC 0dnyieg xprong Kal oTnv EAANVIKRA YAWOOQ).

4.4.2 2uoKkeuaoiag Metag@opdag

To uttd TTpounRBeIa pNXavnua Katd tnv Tapddoaot) TOU va QEPEI ETTI TNG EUTTOPIKAG
OUCKEUOOIAg METAQOPAG OToIXEId avayvwpiong Tng YTpPeoiag kar NG
TTpounBeiag dnAadn:

4.4.2.1  ApiBuod ovopaoTIKoU, OTTWG auTdg didetal atrd Tnv dlakApuén.

4.4.2.2 [eprypagn Tou UAIKOU, OTTwG auTh dideTal atrd Tnv dlaknpuén.

4.4.2.3 Zroixeia mpounBeuth (ETTwvupia emyxeipnong, AicuBuvon, TnAépwvo,
ADM).

4.4.2.4  Zroixeia rpopunBeiag (ApIBuds ouupaong, £10¢, YTrnpeoia)

4.5  Auvarétnta Zuvthpnong

4.5.1 ThoTotroinon €¢ouciodotnuévou service atrd TNV UNTPIKN eTaipia pe 1SO
(9001:2008 (1oxuel péxpr 15 et 2018) ) petayeveéoTepo kai 13483:2003 wg Tpog
TNV TTapoxn Ymnpeoiag Texvikng YTootpigng latpikwyv MnxavnudTwy) Kkai ol
TEXVIKOI va gival TTIOTOTTOINUEVOI ATTO TNV £TAIPIA OTI UTTOPOUV VA ETTIOCKEUACOUV TO

ev AOyw pnxavnua.

4.5.2 AvTiIKatdoTOoOn HE TTOPOMOIO pNXAvnua o€ TTEPITITWon PBAGBNG TToU n

ETTIOKEUN TNG OIAPKEI Avw TWV 5 EPYACiHWY NUEPWV.



4.5.3 2uoTaTikKy €TIOTOA OTTO KATAAOYO TIEAATWV TNG ETAIPIAG TTOU €XOUV
TTpounOeuTel OUOKEUES TNG (1I01L0TEG —VvOONAEUTIKG 16pUPATA) — yIa TAV TTAPOXN
OUVTAPNONG MNXAVNUATWY TNG CUYKEKPIPEVNG ETAIPIAG KAl YIA TV AgloAOYyNnon Tng
TTOPOXNS ouviApnong 6cov a@opd Tnv TaxUTNTA QATTOKATAOTOONG TUuXoUOoOG
BAGBNG kal TO €idog Twv BAABwWvY TTOU €XOuv TTPOKUWEl OTIG NON TTWANBEioeg

ouokeuEg atnv EAANVIKA ETTikparTela.

4.5.4 EmOTOAN atrd TNV PNTPIKA €TAIpia 0TI duvaTal VO TTAPEXEI AVTAAAOKTIKA Kal

uTTNPECieg ouvtipnong yia 10 TOUAGXIOTOV £Tn.

455 KardBeon oxediou cuupfoAaiou cuviApnong padi he TNV TTPOoQoPd, TO
OTT0i0 Ba 10XUEl PETA TNV ANEN TNG TTAPEXOUEVNG EYYUNONG TWV 2 ETWV.

1OU

45.6 Na utrdpxel OuvatdétnTa eKTTaidEuong BaBuou TOU TpAMATOG

Biolatpikou EEomAiopuou Tou 251 NA.

4.5.7 Na mapéxovrtal ol odnyieg xprioTn Kai uttooTApIENS (User manual +Service

manual) av givai duvatd otnv EAANVIKN yAwooa.

4.5.8 Na mTapéxetal ouvTrpnon Pe dlakpIfwuéva dpyava Kal va TTICTOTTOIEITAl N
ouvTApnon pe €kdoon ava@opdg (report) cUPNPWVA PE TNV KOIVOTIKR odnyia IEC
62353-ED 1.0 B2007

4.6. YAkd&/EEaptAuata/llapeAkdpeva

4.6.1 To mpoo@epOuevo UAIKO aTrd TOUG TTPOUNBEUTEG TTPETTEI VA €ival TTANPES Kal
va ouvoOeUETAI ATTO TO AVAYKAia KAl ouciwdn TTAPEAKOUEVA, OKOPA Kal AV auTd
0ev {ntouvial amd Tnv YTnpeoia, woTte va eCac@aliletar n  atoAuTn
AEITOUPYIKOTNTA TOU. TNV TIEPITITWON TIOU Ta TrapeAKOPEVA - €CapThpaTa Oev
¢ntouvtal ammdé TNV YTINEECia, Ol TTPOPNBEUTEG TTPETTEI va ETTICNPAiIVOUV TA
ATTOPAITNTA TTAPEAKOUEVA - ECAPTAMATA KOl VA AvAyPAPOUV AUTA OTNV TTPOCPOPA

TOUG O€ 101aiTEPN TTAPAYPAPO KAl PE EEXWPIOTH TIUA.
4.6.2 Na ouvodeuetal ammd KAAUPPA CUOKEUAG Kal KOAwIa TPOPOod0oaTiag.

4.6.3. H ouokeul va ouvodeletal amdé UPS yia mnv TpooTtacia Tng, ME

OUYKEKPIMEVA XAPAKTNPIOTIKA OTOIXEIQ.
5 AMNAITHZEIZ ZYMMOPO®Q2ZHZ YAIKOY

5.1  Zuvodeutikd ‘Eyypaga / MoToTtroinTiKa



5.2  ThototroinTikd avTtioToixng Karnyopiag cuokeung CE.
5.3 MoTotoinon katd 1ISO 9001(r avTioToIX0) TOU EPYO0TACIOU KATOOKEUNG.
6 NAOIMNEZ AMAITHZEIZ

6.1 Amaiteital va ouykpotnBei emTtpoty amd Tnv YTnpeoia Ttrapalafnig-

EAEYXOU-EYKATAOTOONG TNG OUOKEUNG.
6.2  TigokaTdAOYOoG BACIKWY TTAPEXOMEVWY AVTAAAAKTIKWV.

6.3  Na yivel ekmaideuon Tou TTPOCWTTIKOU 0T AEITOUPYia TNG OUOKEUNG, atTd

TOV TTPOMNBEUTH.
6.4  Na unv €xel KNPUXBEi EKTTTWTOC O TTPONNBEUTHG aTTd TTapdOuoIa TTPOURBEIa.
7 MEPIEXOMENO MNMPOZPOPAZ

7.1  ZuptmrAnpwpéVo avoAuTIKO QUAAGDIO pE TITAO « EvTuTTo ZUuppdppwong TTpog
mpodiaypa@ry EvOTAwv  Auvdpewvy» UTTOdEIYUO TOU  OTTOiOU, ME  00nyieg
OUPTTApWONG, PpiokeTal  avaptnuévo oTnv  1otoogAida Tou [EEGA
(www.geetha.mil.gr) emAéyovtag «[lMpodiaypagéc ‘EvomrAwv Auvdpewvy», oTnv
ouvéxela «<NOMOOEZIA — ENTYTA — YINOAEITMATA» kai T€éAog «ENTYTIA».
Mpoo@opd xwpic A ue EANITTEGC PUAAO ZupudpPwong Ba aTTopPITITETAL ».

7.2 Eyxepidlo xpriong (User Manual) A kai Evnuepwtikd DuAAGdio

(Prospectus).

7.3  AmapaitiTwg, Oa  TIPETTEl VA UTTAPYXOUV  ONMEIWCEISC OTO  QUAAO
OUPHOPOWONG TIOU VA  TTAPATTEUTIOUV OTA  EVNPEPWTIKA QUAAGdIO Kal oTa
EYXEIPIOIO XPrONG TOU KATOOKEUAOTA KAl TTOU VA AVTIOTOIXOUV O€ KABE pia atod Tig

ATTAITOUPEVEG TTPODIAYPAPEG.
7.4  ThototmoinTikd avTioToiXng katnyopiag ocuokeung CE kal moToTroinon Katd
ISO 9001 (r; avTioTOIX0) TOU EPYOOTACIOU KATAOKEUNG.

8 MPOTAZEIZ BEATIQZHZ TEXNIKHZ MNMPOAIATPAGHZ

2tn OiadikTtuaky TomoBecia Tou [EEGA, yia T1ic mpodiaypagéc EvotTTAwv
Auvvéapewv (http://www.geetha.mil.gr), utd 10 Béua «ENTYTIA», Tmrapéxetal
«ENTYNO ZXOAIAZMQY ZXEAIOY 'H ETKEKPIMENHZ MNEA», pe 10 o110i0 €ival

duvaTog 0 OXONAONOG TNG TTapoUCag TTPOdIAYPAPNG, YIa TV BEATIWOT TNG.



http://www.geetha.mil.gr/
http://www.geetha.mil.gr/
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