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1. MNEAIO EGAPMOIHZ

H avapdaBuion Tou oOuoTAuatog Spectralis o€  wnelok avadAuon Kai
@Aoupoayyeloypagia kal ICG ayyeloypagia Ba cuvetTikoupei oTnv 0pBO6TEPN

dIayVWOTIKA TTPOCEYYIoN TTABNCEWV Ap@IBANCTPOEIBOUG KAl XOPIOEIDOUG

2. 2XETIKA EIMMPA®DA

21 Koivii YTmoupyikp Amogacn AY88/ T.M.oik.130648 (PEK 2198/B°/
02.10.2009) : «Evappovion 1ng EBvikng NopoBeoiag Tpog Tnv  odnyia
93/42/EOK/14-6-93 T1OoU ZupBouliou TG EupwTraikng ‘Evwong 1mou agopd Ta
IATPOTEXVOAOYIKA TTPOIOVTA. »

2.2 YTtroupyikry Atmogaon AY88/T.M.01k/1348(PEK32/B°/16.01.2004):«ApxEG Kal
KATEUBUVTAPIEG  YPAPUEG  O0pPBRG  TTPOKTIKAG  OIAVOUNG  IATPOTEXVOAOYIKWY
TTPOIOVTWYV OTTWG TPOTTOTTOINBNKE KAl IOXUEL »

2.3 Tlporurmo EN ISO 9001 GR «2uotiuata Alaxeipiong tng [lloidtnrag-
ATTQITAOEIGY.

2.4 Mpotutro I1ISO 13485 «2uoTtnua Alaxelpioeig MoidTNTag yia 1aTpoTEXVOAOYIKA
TTPOIOVTAY.

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

repair of medical electrical equipmenty.

3. TA=ZINOMHZH

KAAZH: 6540 CPV: 33115000-9




4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiopo6g YAIkou

To Tpoc@epOPEVO OUOTNUO  va  gival  TEAEUTaiag TeEXVOAOYIAg, Kalvouplo

QUETAXEIPIOTO KAl va OIABETEI T £EG XAPAKTNPIOTIKA:

4.2 Quoikd XapakTnpIoTIKA

4.2.1 H wnoeiakn ayyeloypagia BuBou va ekTeAei Ta KATWOI: a)Wneiakn
ayyeloypagia pe TEXVOAOyia OMOEOTIOKAG oOdpwong pe Laser, B) Wnoeiakn
ayyeloypagia pe @Aoupooeivn (FA) kal wn@iakni ayyegloypagia Xoploeidoug HE
ivdokuavivn (ICGA)

4.2.2 Na €ival duvarti n Tautdéxpovn AqWn WneIokwy EIKOVWY ayyeioypagiag
@Moupooeivng (FA) kal ayyeloypagiag Tmpdoivng Ivookuavivng (ICGA) ue

TPI0dIACTATN TIOTOTNTA

4.2.3 Na utrdpxel duvardtnta yia Eikéva autdépartng @Bopiwong 488nm kai
€IkOva avtavakAaong tou BuBou pe pTTAE Kal uttépuBpo (820nm) QWTIONSO Kal

AN ikévag ammd 3mm KOpng Xwpig O1a0TOAA TNG YE APUAKO
4.2.4 To medio odpwang Tou laser va sivar 15°55°.

425 Na éxel duvaTdTnTa va aTToKTA UWNAAG TaXUTNTAG TAIViEG €WG Kal 16
KAapE ava OEUTEPOAETTITO, OTNV AyyEIoypa®ia GAOUPOCEIVNG KAl OTNV ayyelioypagia
TPACIVNG IvOoKuavivng, WOTE va ETTPETTEI Pia avadpouikn €mMOewpnon Twv

ayYEIOYPAPIWV.

4.2.6 H ekmmout) @wTtog TTPOG TO MATI TOU aoBevoug va gival < 1% Tou
KAvoVvIKOU @QAQG Kal va TTPOOQPEPEl €IKOVEC UWNANG TTOIOTNTAG ME TTIOTOTNTA
10um/pixel.

4.2.7 O yxpbévog odpwong/ eIkOvag va Kupaivetal ammd 48ms £wg 96ms.

4.2.8 To péyeBog ynelakAg eikovag va @ravel Ta 1536 X 1536 pixels.

429 To eUpog eoTiaong va cival atmd -12 €wg +12 o@aIpIkEG OIOTITPIEG ME
dlaBabuioeig ava 0,25D kai va d1aBétel aoTiyuartikr d16pBwon £€wg 6D oe agova 0
éwg 180°



4.2.10 Na TTaipvel EIKOVEG HUWTTIKWYV £wg -20D

4.2.11 Na d108£Tel oUoTNPA ATTEIKOVIONG €UPEwG TTEdioU aTTd TNV wxpPd €wg TNV
mepipEpeia Ultra Widefield kal va d108£T€l veupoAoyiko TTpoypaupa NSITE yia Tnv
TTpwiun dlagopik dlayvwon acbevwyv pe veupoloyikd tpoBAiuara (Parkinson
KATT).

4.3 2UoKeuaoia

4.3.1 To 1pog TrpounBela pnxdvnua Ba TTPETTEl va £XEl OUOKEUAOIEG [ATOUIKNA
(Tepayiou), epTTOPIKA (KOUTI) KOI HETAQOPAG (KOUTEG)], ME TIG OTTOIEG DIATIBETAI OTO
EUTTOPIO, OTTWG TTPORAETTETAI ATTO TIG ATTAUTACEIS TOU TTIOTOTTOINTIKOU OHPAvong

(CE) 1rou d1a6étel TO KABE unxavnua.

4.3.2 Ta UNKAG TNG EMUTTIOPIKAG OUCKEUQOIOG METAPOPAG TIPETTEI VA PNV
ETTNPEACOUV TO TTEPIEXOMUEVO, va €EA0@AAICOUV TNV ACQAAr} PETAPOPA Tou, vd
TTAPEXOUV TTPOOTACIa aTTO £EWYEVEIG TTAPAyYoVTEG (Uypaacia, okOvn K.ATT.) Kal va

gival autd TTou kaBopidovTal aTrd TOV TTICTOTTOINKEVO KOTAOKEUQOTH).
4.4 Emonuavon
44.1 YAIKoU r)/kal ZuoKeuaoiag

44.1.1 Amapaitntn mpoUTrdé6eon e€ival n OAUAVON TWV OUCKEUWV ME TO
O1akpITIKO CE, yeyovog TTou OnAwvel TN CUMQWVIa TOU UAIKOU HE TIGC POOCIKES
aTTaITACEIG TNG UTT apiBuo AY8S/I.IM.0k 130648 tTou agopd tnv Evapudvion 1ng
EBvikig NopoBeoiag Tmpog TI¢ dlatdgelg 1ng Odnyiag 93/42/EOK  Trepi
IATPOTEXVOAOYIKWY TTPoIovVTwY. H ofjuavon moTtotntag CE mpétrel va ouvodeueTal
ammdé Tov apiBud avayvwpiong Tou KOIVOTTOINUEVOU OpPyaviIoPoU O OTToiog eival
uTTEUBUVOC yia TNV €@apuoyn Twv Oladikaciwy Olac@AANIong TTolIdTNTAG TNG
TTOPAYWYNS KAl ToU TTPOIOVTOG. H orfjuavon pETTel va gival ToroBeTnuévn Katd
TPOTTO EUPAVH], EUAVAYVWOTO Kal ave&iTnAo TTAvw OTO TTPOIOV 1| OTH OUCKEUAOIQ,

KaBwg Kal OTIG 0dnyieg XprRoewg.

4.4.1.2 KdaBe Tpoidv TpETEl va ouvodeueTal atrd TIC TTANPOQOPIEC TTOU
aTTaIToUVTadl YIa TNV ao@aAn Kal opbr xpron Tou, 0TTwG auTéG avaypd@ovtal oTnv
Map.13 Tou mapaptripaTog | Tng AY8d/T.IM.01k. 130648 (PEK 2198/B°/02-10-2009).

AuTEG TTEpIANAPBAvOUYV TIG:



4.4.1.3 TIAnpo@opicg emonuavong (avaypagr oToixeiwv 6TTwg n ovopoaoia, o
apiBuég pnTpwou kKal o serial number TNG OUOKEUNG, Ta OTOIXEID TOU
KaTaokeuaoTy kal Tou TrpounBeuty (Emmwvupia  emixeipnong, AiguBuvon,
TnAépwvo, AOM).

4.4.1.4  Zroixeia mrpounBeiag (ApiBudg ouuBaong, €10, YTnpeoia), o apiOuog
oupBaong Kai To £€T0G UTTOYPAPNG, KABe TTpocIdoTroinon A/kal ANTITéa TTPO@UAAEN
K.4.).

44.1.5 TAnpogopieg odnyiwv xpAong (H ocuokeuaoia Tou TTPOIGVTOG TTPETTE
va TTEPIEXEI TTANPEIC KAl aKpIBEIC 0dnyieg xprong Kal oTnv EAANVIKA YAWOOQ).

4.4.2 2 UoKeuaoiag Metagopdag

To uttd TTpounRBeIa unxavnua Kard tnv Tapddoact| TOU va QEPEI TTI TNG EMTTOPIKNG
OUCKEUOOIAG METAPOPAG OToIXEId avayvwpiong Tng YTINPeoiag Kal  Tng
TTpounRBeiag 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 mmpounBeuth (ETTwvupia etmixeipnong, Aieubuvon, TnAépwvo,
ADM).

4.4.2.4  Zroixeia rpounBeiag (ApIBuoS cuuBaong, £Tog, YTInpeaia)
4.5  Auvarétnta ZuvtApnong

4.5.1 TlhoTotroinon €g¢ouciodoTtnuévou service atrd TNV UNTPIKN eTaipia pe 1SO
(9001:2008 (1oxuel uéxpr 15 Zetr 2018) i pyetayevéoTtepo kal 13483:2003 wg TTPOG
TNV Tapoxn Ymnpeoiag Texvikng YmooTtnpigns latpikwv Mnxavnudtwy) kai ol
TEXVIKOI va gival TTIOTOTTOINUEVOI ATTO TNV £TAIPIA OTI UTTOPOUV VA ETTIOCKEUACOUV TO

ev AOyw pnxavnua.

4.5.2 AvTikatdoTaon ME TTAPOMOIO pnxdvnua o€ TepIiTTwon PAGBNG tou n

ETTIOKEUN TNG OIAPKEI AV TWV S EPYACIPHWY NUEPWV.

4.5.3 2uoTaTIKf €TMOTOA a1TO KATAAOYO TTEAQTWYV TNG €TAIPIAG TTOU €XOUV
TTpounOeuTel OUOKEUES TNG (1I01L0TEG —VOONAEUTIKG 16pUPATA) — yIa TAV TTAPOXN
OUVTAPNONG MNXAVNUATWY TNG OUYKEKPIPMEVNG ETAIPIAG KAl YIA TNV agIoOAOYnon TNg
TTOPOXNG ouviApnong Ooov a@opd TNV TaxUutnTa ATTOKATACTAONG TuXouodg



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 dUvaTtal VA TTAPEXEI AVTAAAAKTIKG Kal

utTNPEoieg ouvtripnong yia 10 TouAdxioTov £Tn.

455 KardBeon oxediou ocuupfoAaiou cuviApnong padi pe TNV TTPoOo@opd, TO
OTT0i0 Ba 10XUEl PETA TNV ANEN TNG TTAPEXOUEVNG EYYUNONG TWV 2 ETWV.

1OU

45.6 Na utmrdpxel OuvardtnTa eKTTaideuong BaBuou TOU Turuartog

Biolatpikou EEotAiopuou Tou 251 NA.

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

manual) av givai duvatd otnv EAAnvIKN yAwooa.

4.5.8 Na mTapéxetal ouvTrpnon Pe dlakpIfwpéva Opyava Kal va TTICTOTTOIEITAl N
ouvTApnon pe €kdoon avagopdg (report) cUPPWVa PE TV KOIVOTIKR odnyia IEC
62353-ED 1.0 B2007

4.6. YAkd&/EEaptAuata/llapeAkdpeva

4.6.1 To mpoo@epOuevo UANIKO atrd TOUG TTPOUNBEUTEG TTPETTEI VA €ival TTANPES Kal
va ouvodeUETal ATTO T AVAYKAIa KAl ouciwdn TTAPEAKOUEVA, OKOPA KOl av auTd
dev {ntouvial amd Tnv YTmnpeoia, woTte va €Cac@aliletar n  ammoAutn
AEITOUPYIKOTNTA TOU. TNV TIEPITITWON TIOU Ta TTapeAKOPEVA - €CapThpaTa Oev
¢ntouvtal ammd TNV YTINEECia, Ol TTPOPNBEUTEG TTPETTEI VA ETTICNPAIVOUV TA
ATTOPAITNTA TTAOPEAKOUEVA - ECAPTAMATA KAl VA Avaypd@ouVv autd oTnV TTpoc@opd

TOUG o€ 181aiTEPN TTAPAYPAPO KAl PJE EEXWPIOTA TIUA.

4.6.2. Na ouvodeuetal atmd KAAUPPA OUOKEUAG Kal KOAwDIa TPOPOod0oaUiag.

5 AMAITHZEIZ ZYMMOPO®QZHZ YAIKOY

5.1  Zuvodeutikd ‘Eyypaga / MoToTroinTika

5.2  ThototroinTikd avTtioToixng kartnyopiag cuokeurg CE.

5.3 Tliotomoinon katd ISO 9001(A avTioToIX0) TOU EPYOO0TACIOU KATAOKEUNG.
6 NAOIMNEZ ATMAITHZEIZ

6.1 Amaiteital va ouykpotnBei emTtpomy amd Tnv YTnpeoia Ttrapalafng-

EAEYXOU-EYKATAOTAONG TNG OUOKEUNG.



6.2  TiyokaTdAoOyog BACIKWY TTAPEXOUEVWY AVTAAAAKTIKWV.

6.3  Na yivel ekTTaideuan Tou TTPOCWTTIKOU OTn AEITOUPYia TNG OUOKEUNG, OTTO

TOV TTPONNBEUTH.
6.4  Na pnv €xel KNPUXOEi EKTTTWTOG O TTPONNBEUTHG ATTO TTapOMOoIa TTPOUABEIQ.
7 NMEPIEXOMENO MNMPOZOOPAZ

7.1  ZupmmAnpwpEVo avoAuTIKO QUAAGDIO pE TiTAO « EvTuTio Zuppdpewong TTpog
mpodiaypa@ry EvOTTAwv  AuvdApewvy» UTTOdEIYUO TOU  OTIOIOU, HE  00nyieg
OUPTTAfpWONG, PpiokeTal  avaptnuévo oTtnv  1oToogAida  Tou [EEGA
(www.geetha.mil.gr) emAéyovtag «[lMpodiaypagéc ‘EvotrAwv Auvdpewvy, oTnv
ouvéxela «<NOMOOEZIA — ENTYTIA — YTNOAEITMATA» kai T€EAog «ENTYTIA».
Mpoo@opd xwpic A ue EANITTEGC DUAAO ZuppdpPWOnG Ba aTTopPITITETAL ».

7.2 Eyxepidlo xprong (User Manual) 4 kai Evnuepwtikd DuAAadio

(Prospectus).

7.3 AmapaitiTwg, Oa  TPETTEl VA UTTAPYXOUV  ONMEIWCEISC OTO  QUAAO
OUPHOPPWONG TIOU VA  TTAPATTEUTIOUV OTA  EVAPEPWTIKA QUAAGdIO Kal OTa
EYXEIPIBIO XPONG TOU KATOOKEUAOTA KAl TTOU VA AVTIOTOIXOUV O€ KABE pIa aTtro TIg

ATTAITOUMEVEG TTPODIAYPAPEG.
7.4  ThototroinTikd avTioToIXNG KaTnyopiag cuokeung CE kal mmoToTtroinon Kard
ISO 9001 (r; avTioToIX0) TOU EPYOOTACIOU KATAOKEUNG.

8 MPOTAZEIZ BEATIQZHZ TEXNIKHZ MPOAIATPAPHZ

2tn OladikTtuaky TotmoBecia Tou TEEGA, yia T1ig Tmpodiaypagés EvotTAwv
Auvapewv (http://www.geetha.mil.gr), umé T10 Bépua «ENTYIMA», Tapéxeral
«ENTYTIO ZXOAIAZMOY ZXEAIOY 'H EFKEKPIMENHZ MEA», pe 10 oTroio €ivai

duvaTog 0 OXOANAoPOG TNG TTapoloag TTPodIaypPa®g, Yia TV BEATIWGT TnG.



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