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1. MNEAIO EGAPMOIHZ

To ouoTnua €vOOOKOTTIKNG KUKAOQWTOTINEIAG XPNOIMOTIOIEITAI O€ €UPOG KAIVIKWV
EQAPUOYWVY yia TNV Bepatreiac ToU  YAAQUKWHOTOG,  dI0@Opwy  TTaBACEWV
AU@IBANOTPOEIBOUG OAAG KOl AQAipECNG EEVWV CWHATWV.

2. 2XETIKA EIMMPADA

2.1 Koivp YTtoupyikp Atmépaon AY8d/ T.M.0k.130648 (PEK 2198/B’/
02.10.2009) : «Evappovion 1ng EBvikig NopoBeoiag Tpog Tnv  0odnyia
93/42/EOK/14-6-93 TOoU ZupBouAiou Tng EupwTraikng ‘Evwong 1mTou agopd Ta

IATPOTEXVOAOYIKA TTPOIOVTA.»

2.2 Ytroupyikry Atmogaon AY88/T.1.0ik/1348(PEK32/B/16.01.2004):«ApXEG Kal
KATEUBUVTAPIEG  YPAPUEG  O0pPBRG  TTPOKTIKAG  OIAVOUNG  IATPOTEXVOAOYIKWY

TTPOIOVTWY OTTWG TPOTTOTTOINBNKE KAl IOXUEL»

2.3 Tpdéturto EN ISO 9001 GR «2uothuarta Aiaxeipiong tng lloidtnrag-

ATTQITAOEIGY.

2.4 Mpdétutro 1ISO 13485 «2uoTtnua Alaxelpioelg MoidtnTag yia 1aTpoTeXVOAOYIKA

TTPOIOVTA.

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

repair of medical electrical equipment».

3. TA=INOMHZH

KAAZH: 6540 CPV: 33128000-3




4. TEXNIKA XAPAKTHPIZTIKA
4.1 Opiopo6g YAIkou

H 1TTpoo@epbuEVn CUOKEUN va gival UTTEPOUYXPOVNG WNPIOKNG TEXVOAOYIAG Kal va

OI10B£TEl TA €EAG XAPOKTNPIOTIKA:
4.2 Quoikd XapakTnpIoTIKA

4.2.1 To Tmpog Tpoundela pnxavnua Ba TPETTel va  gival  Kaivouplo,
QUETAXEIPIOTO, TTAPEG KAl VO CUUPWVEI PE TIG BACIKEG ATTAITACEIG TG UTT ApIOPO
AY80/I.1N.0ik 130648 110U APOPA TNV Evapudvion 1ng EBvikAS NopoBeaiag TTpog
TIG d1aTdeig TG Odnyiag 93/42/EOK Trepi 1TPOTEXVOAOYIKWYV TTPOIOVTWV.

4.2.2 To Tpoo@epOPEVO oUOTNUA Va £XEl TTANPWS eEEAIYUEVO OXEDIQONO Kal va

€ival CUPQWVO PE OAEG TIG DIEBVEIG TTIOTOTTOINCEIC AOPAAEING Kal dlaKivnong.
4.2.3 Na d108€Tel Ty d10d1KoU laser urikoug Kupatog A = 810nm.

4.2.4 Na d108€Tel TTNYH QWwTIoPOoU TUTTOU Xenon évraong 175 4 300watt.
4.2.5 H mapexouevn 100G €€600U TOU CUCTANATOC va eival 1.2 watt.

4.2.6 Na 01a6étel 0TUAEO TTOAAQTTAWY XPrioewv €uBU 23g yia TIG TTAPOKATW

AEITOUPYIEG: KUKAOQWTOTTNEIA, EVOOQWTIONO Kal EVOOOKATTNOT UWNAAG EUKPIVEIAG.

4.2.7 Na d108£Tel KUTIO QTTOOTEIPWONG TWV OTUAEWV-EVOOOKOTTIWV OIa0TACEWV
7X11"

4.2.8 Na 0100£Tel TTOOOXEIPIOTAPIO VIO TOV EAEYXO TNG £VTAONG TOU EVOOPWTICHOU

Kal Tou laser.
4.2.9 Na diaBétel 086vn uwnAng eukpiveiag TUTTOU LCD 17",
4.2.10 Na €xel Tn duvaTtdTNTa OUVOECNG ME TTEPICOOTEPES ATTO MIa 0OOVEG.

4.2.11 Na 61a6£Tel TpoxAaTo TPaTTeCidIo YETOPOPAG, YE dUo PAPIa OTHPIENG Kal
puBbuIlduevo Bpayxiova ToTroBETNONG TNG 006VNG.

4.2.12 Na d108£1e1 TpoXAAATN BAKN HETAPOPAC E TNAECKOTTIKN XEIPOAAH).

4.2.13Na di1aBétel yuaAid TtrpooTaciag pe QIATpO atrd TNV OKTIVOBOAIQ TOU

d10d1kou laser (810nm)



4.2.14 Na diakpiveTal yia Tn EUXPNOTia Kal TV agloTToTia TOU KAl VO AEITOUPYEI JE
pelpa TTOAewg 220-240 Volt / 50 Hz xwpic va xpeidletal 101aiTEPES

NAEKTPIKEG EYKATAOTACEIG.
4.3  Zuokeuaoia

4.3.1 To 1pog TTpouABela Pnxavnua Ba TTPETTEl va €XEl CUOKEUAOIEG [ATOMIKN
(Tepayiou), eptTOPIKA (KOUTI) KaI HETAPOPAS (KOUTEG)], ME TIG OTToiEG dIaTIBETAI OTO
EUTTOPIO, OTTWG TTPORAETTETAI ATTO TIG ATTAUTACEIS TOU TTIOTOTTOINTIKOU OHPAvong

(CE) 1roU d1a6€T€l TO KABE punxdavnua.

4.3.2 Ta UNKA TNG EMTTIOPIKNG OUCKEUAOIOG METAPOPAG TIPETTEI va NV
eTNPeddouv To TTEPIEXOMEVO, va €Eaoc@aAifouv TNV ao@AAr] PETapopd Tou, va
TTAPEXOUV TTPOOTACIO aTTO £EWYEVEIG TTAPAyovVTEG (Uypaacia, okOvn K.ATL.) Kal va

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

44.1.1 Amapaitntn TPoUTT60e0n €ival n OAPOVON TWV OUCKEUWV HE TO
O1aKkPITIKO CE, yeyovdg 1Tou dnAWVEl TN CUMPWVIO TOU UANIKOU HE TIG POOIKEG
aTTaITACEIG TNG UTT apiBuo AY8S/I.IM.0k 130648 tTou agopd tnv Evapudvion 1ng
EBvikic NopoBeoiag mpog TI¢ diatageic tng Odnyiag 93/42/EOK  Trepi
IATPOTEXVOAOYIKWY TTPoIovVTwY. H ofjuavon moTtotntag CE mpétrel va ouvodeueTal
amdé Tov apiBud avayvwpiong Tou KOIVOTTOINUEVOU OpPyaviIoPoU O OTToiog gival
uTTEUBUVOC yIa TNV €@apuoyn Twv diadikacliwy Olac@AANiong TToldTNTAG TNG
TTapPAywYyrg Kal Tou TTPoIiovTog. H ofjuavon TTpETrel va gival ToTrToBeTnuévn KaTd
TPOTTO EUPAVH], EUAVAYVWOTO Kal ave&iTnAo TTAvw OTO TTPOIOV 1| OTH CUCKEUAOIQ,

KaBwG Kal OTIG 0dnYieg XPRoEwg.

4.4.1.2 KdaBe Tpoidv TpETEl va ouvodeueTal atrd TIC TTANPOQOPIEC TTOU
atraITouvTal yia TNV ac@aAn kal opbr) xprion Tou, OTTWGS auTéG avaypd@ovTal oThv
Map.13 Tou mapaptripaTog | Tng AY8d/T.IM.01k.130648 (PEK 2198/B°/02-10-2009).

AuTEG TTEPIAAPBAvVOUY TIG:

4.4.1.3 T[Anpo@opicg emoruavong (avaypagr) oToIxeiwv OTTwG n ovopaaoia, o
aplBudg pnTpwou kalr o serial number TNG OUOKEUNG, Ta OTOIXEID TOU



KATOOKEUOoOoT Kal Tou TrpounBeuty (Emmwvupia emyeipnong, Aigubuvon,
TnAépwvo, AOM).

44.1.4  Zroixeia mrpounBeiag (ApiBudg ouppaong, £€1o¢, YTnpeoia), o apiBuog
oupBaong Kai To £€T0G UTTOYPOYNG, KABE TTpoeidoTroinon r/kal ANTrréa TTpo@UAAgn

K.4.).

4.4.1.5 TIAnpoopiec odnyiwv xpAong (H ocuokeuacia Tou TTPOIOVTOG TTPETTE
va TTEPIEXEN TTANPEIG KAl aKPIBEIG 0dnyieg XProng Kal oTnv EAANVIKN YAWOoOoQ).

4.4.2 2uokeuaaoiag MeTagpopdg

To uttd TTpounRBeIa pNXavnua Katd Tnv TTapadocr] ToU va QEPEI ETTI TNG EUTTOPIKNG
OUOKEUQOIag METAQOPAG OTOIXEId avayvwpiong Tng YTNPEoiag Kal  TnG

TTpounRBciag dnAad:
44.2.1  ApiBPo6 ovopaoTIKoU, OTTWG auTdg dideTal atrd Tnv dlakApugn.
4.4.2.2 TMepiypan Tou UAIKOU, OTTWGS auTh SideTal atrd Tnv diakrpugn.

4.4.2.3 Zroixeia mrpounBeuthy (ETTwvupia emyxeipnong, AieuBuvon, TnAépwvo,
ADM).

4.4.2.4  Zroixeia rpounBeiag (ApIBPog ouupaong, £10G, YTINPEoia)
4.5  AuvatdtnTa 2Zuvtipnong

4.5.1 Tlhotomroinon €gouciodoTtnuévou service atrd TNV UNTPIKN eTaipia pe 1SO
(9001:2008 (1oxuel péxpr 15 Zetr 2018) i} petayevéoTtepo kal 13483:2003 wg TTpog
TNV TTapoxn Ymnpeoiag TexvikAg YTooTApIENS latpikwv Mnxavnudtwy) kai ol
TEXVIKOI va gival TTICTOTTOINUEVOI ATTO TNV £TAIPIA OTI UTTOPOUV VA ETTICKEUACOUV TO

€V AOYW Pnxavnua.

4.5.2 AvtikatdoTaon ME TTAPOMOIO pnxdvnua o€ TepiTwon BAGBNG Tou n

ETTIOKEUN TNG OIAPKEI Avw TwV S EPYACIUWY NUEPWV.

4.5.3 2uoTaTIKA €TMOTOA OTTO KATAAOYO TTEAQTWYV TNG ETAIPIAG TTOU €XOUV
TTPOPNBeUTEl OUOKEUEG TNG (IB1ILTEG —VOONAEUTIKA 1BpUMATA) — YIO TRV TTApoXn
OUVTAPNONG MNXAVNUATWY TG CUYKEKPIPMEVNG ETAIPIAC Kal yIa TNV agloAdynon Tng
TTaPOXNS ouviApnong 6cov agopd Tnv TaxUTNTa aTmmokaTdoTaong Tuxouoag
BAGBNG kal TO €idog Twv PBAABwWV TTOU €XOUV TTPOKUWEI OTIG NON TTWANBEIoES
OUOKeUEG oTnVv EAANVIKN ETTikpATEIQ.



4.5.4 EmOoToAA a1ré TNV unTPIKA £TQIpia OTI dUvATAl VA TTAPEXEI AVTAANOKTIKA KAl

uTTNPECDieg ouvTpnong yia 10 TouAdaxioTov £Tn.

455 KardBeon oxediou cuppoAaiou ouviApnong padi hge TNV TTPOCQOPd, TO
OTT0i0 Ba 1oXUEI PETA TNV ANEN TNG TTAPEXOMUEVNG EYYUNONG TWV 2 ETWV.

1OU

45.6 Na utmapxel OuvatdétnTa eKkTTaideuong BaBuou TOU TpAUATOG

Biolatpikou E€otTAiouou Tou 251 NA.

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

manual) av givail duvatd otnv EAANVIK yAwooa.

4.5.8 Na mapéxeral ouvtipnon Pe diakpifwuéva dpyava Kal va TTICTOTTOIEITAl N
ouvTApnon pe €kdoon avagopdg (report) cuPwva PeE TV KOIVOTIKN odnyia IEC
62353-ED 1.0 B2007

4.6. YAkd&d/E¢aptAuata/llapeAkdpeva

4.6.1 To mpoo@epduevo UAIKG atrd TOUG TTPOUNBEUTEG TTPETTEI VA Eival TTANPES Kal
VO OUVOOEUETAI ATTO T AVAYKAia KAl ouciwdn TTAPEAKOUEVA, AKOUA KOl av autd
dev {nTouvtal ammoé Tnv YTnpeoia, woTte va €Cao@aliletal n ammoAuTn
AEITOUPYIKOTNTA TOU. 2TNV TTEPITITWON TIOU TA TTAPEAKOPEVA - €CapTAPATA OEV
{ntouvtal ammd TNV YTINPEECia, Ol TTPOPNBEUTEG TIPETTEI va ETTICNPAiIVOUV Ta
QATTOPAITNTA TTAPEAKOUEVA - EAPTHAHATA KOl VA avaypa@OouV autd oTnV TTPoo@opd
TOUG O€ 10IAITEPN TTOPAYPAPO KAl JE EEXWPIOTA TIUA.

4.6.7. No ouvodevetal a1md KAAUPPO  OUOKEUNG, KOAWdIa  Tpo@podoaoiag,

TTOOOdIOKOTITN.

4.6.8. H ouokeuny va ouvodevetal amdé UPS yia v TpooTtacia Tng, ME

OUYKEKPIMEVA XAPAKTNPIOTIKA OTOIXEIQ.

5 AMAITHZEIZ ZYMMOPO®QZHZ YAIKOY

5.1  ZuvodeuTtikd Eyypaga / MoTtotmmoinTika

5.2  ThototroinTikd avTtioToixng Kartnyopiag cuokeung CE.

5.3 MoTotoinon katd 1ISO 9001(f avTioToIX0) TOU EPYO0TACIOU KATOOKEUNG.

6 NAOIMEZ AMAITHZEIX



6.1 Amaiteital va ouykpotnBei emTtpotmy amd Tnv YTnpeoia Ttrapalafng-

EAEYXOU-EYKATAOTOONG TNG OUOKEUNG.
6.2  TigOKATAAOYOG BACIKWY TTAPEXOUEVWY AVTAANAKTIKWV.

6.3  Na yivel ekmaideuon Tou TTPOCWTIIKOU 0T AEITOUpPYia TNG OUOKEUNG, atTd

TOV TTPOPNBEUTH.
6.4  Na unv €xel KNPUXBEi EKTTTWTOG O TTPONNBEUTHG atrd TTapduoIa TTPOUNBEIa.
7 MEPIEXOMENO NMPOZOOPAZ

7.1  ZupmmANpwHEVO avoAUTIKO QUAAGDIO JE TITAO « EVTUTTIO ZUPNOPPWONG TTPOG
mpodiaypagry EvOmTAwv  AuvdApewv» uTTOdEIyUa TOU  OTToiou, HE  0Onyieg
OUPTTApWONG, Ppioketalr  avaptnuévo  oTtnv  10TooeAida Tou [TEEGA
(www.geetha.mil.gr) emAéyovtag «[lpodiaypagéc ‘EvotrAwv Auvdapewvy», oTnv
ouvéxela «<NOMOOEZIA — ENTYTIA — YINOAEITMATA» kai T€éAog «ENTYTIA».
Mpoo@opd xwpig A uE EANITTEG DUAAO ZUPpOPPWONG Ba ATTOPPITITETAL».

7.2 Eyxepidlo xpriong (User Manual) 4 kai Evnuepwtikd DuAAGdio

(Prospectus).

7.3  AmapaitiTwg, Oa  TIPETTEl VA UTTAPYXOUV  ONUEIWCEIC  OTO  QUAAO
OUMMOPOWONG TIOU VA TTAPATTEUTTIOUV OTA  EVNMUEPWTIKA QUAAGdIa KAl OTa
EYXEIPIOIO XPONG TOU KATOOKEUAOTH KAl TTOU VA avTIoTOIXOUV 0€ KABE pia aTrd TIG

QATTAITOUPEVEG TTPODIAYPAPEG.
7.4  ThototmoinTikd avTioToIXng katnyopiag cuokeung CE kal moToTroinon Katd
ISO 9001 (r; avTioToIX0) TOU £PYOOTACIOU KATAOKEUNG.

8 MPOTAZEIZ BEATIQZHZ TEXNIKHZ MNMPOAIATPAGHZ

21n Oladiktuak TotmoBecia Tou [EEGA, yia Tmi¢ TTpodiaypa@éc EvVOTTAwv
Auvvéapewv (http://www.geetha.mil.gr), utmd 10 Béua «ENTYTIA», Ttrapéxertal
«ENTYINO ZXOAIAZMQY ZXEAIOY 'H ETKEKPIMENHZ MEA», ye 10 0o110i0 €ival

duvaTtog o oxoANaouOg TNS TTapolcag TTpodiaypagrg, yia TNV BEATiwaor] TnG.



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