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KATAXQPIYXTEO XTO KHMAHX

EAAHNIKH AHMOKPATIA Abnva, 22-08-2023
YIIOYPI'EIO YT'EIAX Apu0. Ipwr.: EEE 18472-23/08/2023
AIOIKHZH 1" Y.Ile. ATTIKHZ

I'ENIKO NOXOKOMEIO IMAIAQN

«H ATTA XO®PIA»

Tay. Alvon: OnPov & Taradopovtoroviov — 'ovdn

Yanpeoia : A/von Aotkntikng - Owovoutkng Yanpeoiog

Ynod/von : Owovopkov

Tuquo  : Ipounbeiwv

[Mnpoe. : ZropatomovAiov Evotabio

TnA. : 213 2013147, 213 2013152, 213 2013242

e-mail : e.stamatopoulou@paidon-agiasofia.gr

IMPOX : KAGE ENAIAGEPOMENO

MHNPOXKAHXH EKAHAQYXHYE ENAIA®EPONTOX

I'TA THN IPOMHGOEIA ENOX (1) XYXTHMATOX OAONTIATPIKOY AIOAIKOY
LASER I'TA THN KAAYYH TQN ANATKQN TOY OAONTIATPIKOY TMHMATOX
TOY NOXOKOMEIOY, ME THN AIAAIKAXIA THX AIIEYOEIAX ANAOGEXHYX (APOPA
118 KAI 120 TOY N.4412/2016 OIIQX EXEI TPOITIONIOIHOEI KAI IXXYEI) IIGANHX
AATTANHX €8.600,00 [IAEON @.I1.A (€10.664,00 XYMII. ®IIA )

"Eyovtac vaoyn:

1. T owrateg:

1.1 7ov N. 3329/2005 (®EK A’ 81 /4-4-2005) «EOviko Zootnuo. Yyeiog kou Kowvawvikng AAAnieyyong
Ko AOITTES OLaTASEIS) OTMG 10X VEL GNUEPAL.

1.2 tov N. 3527/2007 (DEK A" 25 /9-2-2007) «Kbpwon copfacewv vaép N.I1. erorwrevouévwv axo
10 YY& KA kou Loiméc droradercy

1.3 tov N. 3861/2010 (®PEK A" 112 /13-07-2010) «Evieyvon s o1000VeIOS UE TRV DTOYPEWTIKN
OVAPTHON VOUDV KOI TPACEDY TWV KOPEPVITIKWV, OIOIKNTIKMV KOl GDTOOI0IKNTIKWOV 0PYAVMY GTO
oroirrvo "llpoypoua Arovyera” kou aAles orotateioy.

1.4 1ov apBpwv 21 & 23 tov N. 3871/2010 (DEK A"141 /17-08-2010) «Anuociovouixn Awoyeipion
ror Evfovyy.

1.5 7tov N. 4013/2011 (®EK A" 204 /15-09-2011) «Xdaraon eviaiog Avelaptning Apyns Anuocicwv
2vupacewv kou Kevipikod Hiektpovikov Mntpwov Aquodsiowv Zoufacewv - Avtikatdotaon tov
EKTOV KePoLaiov tov v.3588/2007 (mrawyevtinog kwdikag) Ilpomtwyevtiy oradikaocio eCvyioveng
Kol 0Adec oratalelc.»

1.6 tov N. 4250/2014 (PEK A" 74 /26-03-2014) «dioiknuxés Amlovotedoels - Kotapynoeig,
2vyywvevoeis Nopukawv [lpooanwmy ko Yanpeoiwv tov Anuociov Touéa-Tpomomoinon Aiatalewv
00 1.0. 318/1992 (A'161) kou Aoimég poOuiceis»
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1.7 1ov N.4270/2014 (PEK A" 143 /28-06-2014) «Apyéc onuootovouikng oloyeipions kol EmOnTELOS
(evowudtwan g Oonyiag 2011/85/EE) - onuoaio Aoyiotiko kai 6AAeS O10T0LElG.

1.8 tov N.4412/2016 (DEK A" 147/08-08-16) «Anuooies Xvupaoceic Epywv, Tlpounbeicrv roi
Yrnpeowwv (mpooapuoyn otic oonyieg 2014/24/EE wou 2014/25/EE)» 6mmg €xel tpomomom et kot
oY VEL.

1.9 tov N.4472/2017 (®EK A" 74/19-05-2017) «2vvraliodonixéc owaraleic Anuooiov xoi
tpomonoinon owotalewv tov v. 4387/2016, uétpa epopuoync twv SNUocIOVOUIK®OY GTOXWY Kol
UeToppvBuicewv, UETPA KOIVOVIKNG oTHPIENS Kou epyaotokxés pvBuicels, Meoompobeouo T1hoio1o
Anuootovouixng Zrparnyikns 2018-2021 ko loirég oratalerc.»

1.10 tov N.4727/2020 (PEK A" 184/23-09-2020) «¥neiaxy Awoxvfépvnon (Evewudrwon otnv
EAMnvikny NouoBeoio e Odnylog (EE) 2016/2102 woi s Odnyiag (EE) 2019/1024) —
Hiextpovikés Emxorvavies (Evowuartwon oo EAAnviko Aikouo s Oonyias (EE) 2018/1972)
Kou arleg oratalers.»

1.117ov IT.A. 80/2016 (PEK A" 145/5-8-2016) «Avainyn vroypemcemy omo To0¢ OLOTAKTES.

2. Tnv v’ ap1f. EEE 9268-03/05/2023 Anogaocn Atoiknth, pe TV omoio £ykpiOnke 1 oKomuodTnTOL
KoL S1EVEPYELD dLayVIGHOV Yo TV Tpounfeta evog (1) cvetiuatog Odoviiatpikod Atodikod Laser, yuo
v KGAvyn tov avaykav tov Odovtiatpucod Tpnpatog tov Nocokopeiov, pe v dadikacio tng
angvBeiog avabeong (apBpa 118 war 120 Tov N. 4412/2016 onwg £yl Tpomomoindel Kot 1GYVEL),
mOovng damavng € 8.600,00 mAgov OITA (€ 10.664,00 counepirapfovopévon tov O.I1.A.)

To I'evik6é Noocokopeio Ilaidov «H AT'TA ZOPIA»

060G TPOOoKaAEL va vTOPdrieTe TPOGQOPA Yo TNV TPOouN0£a evog (1) sueTipaTog
OdovtiaTpikov Atodikov Laser, yio tnv kdivyn Tov avaykov 1ov Odovtiatpikod Tunqpatog .

IIOavi) dartavn €8.600,00 wifov @.I1.A 1) €10.664,00 cour. @.ILA.

1. HNEPIEXOMENO KAI YIIOBOAH ITPOX®OPQN

O1 mpocpopés Ba katateBovv copemva pe tig Teyvikég Tpodwaypapég tov MHapaptipatog A g
TOPOVOTG.

Ot TPOoPOPES 1GYXVOVY Kol OEGUEVOLY TOVG CLUUETEXOVTES Yot 120 nuépec TovAdyloTOV amd TV
emopévn g ANENG g mpobespiog vwrooinc.

Ané v avaptinon g moapovons octo KHMAHE, ov mpocpopéc Oa yivovron dektég og
NAEKTPOVIKY] HOPQT] EVTOS TEVTE EPYACIUOV NUEPOV PECO TNG TAATPOPUIS NAEKTPOVIKDY
Jdwayovicuav_iSupplies, ¢og opa 14:30, evo 00 kotatedovv gviog TOV O Ave oprlopevav
MNUEPAV KOl DPOS, o€ EvTuan popor], 670 [pwtékorio otn I'poppateio Tov Nocokopeiov.

2. AEIOAOI'HXZH TQN [TPOX®OPOQN-ANAGEXH XYMBAXHX

To kprtipro avdBeonc eivar 1 TAEOV GOUPEPOVGA. GTTO 0OIKOVOIKY] dToyn TPOSPOPa pévo Bacsr
TG,

e mepintwon Hapéng TEPIOCOHTEPOV TNG PO OTOSEKTOV IGOTIL®V TPOGPOPMOV, 1 avabeoT yiveTat
HEe KANPOOT HETOED TOV LTOYNPLOV OVOIdOX®OV TOL HEWIITNGOV, COUE®VO LE TO, OPLLOUEVO OTIG
dwata&elg Tov ap. 90 Tov N. 4412/2016 (DEK A'147).
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MeTa v Kowvomoinon g GYETIKNG amépaons avddeong, o avddoyoc mov Ba emieyet, Oo kKAnOel
VoL VTOYPAYEL GYETIKT GOUPAOT TPOSKOUILOVTAG TO OTOITOVUEVE SIKOIOAOYNTIKG, [1T] GUVOPOUNG TWV
AOY@V amokAeloHoD TV map. 1 kat 2 Tov dpbpov 73 tov v. 4412/2016, kol GUYKEKPIUEVAL:

1) amdomaoUN  TOWIKOD UNTPMOL UE MUEPOUNVIC. £KOO0ONG TEAEVTAIOV TPUIVOL TTPWV TNV
Vool TOV 1| EAAELYEL ALTOV, IGOSVVALO EYYPAPOL TOV EKIIOETOL OO APHOSIH SIKOCTIKN 1
SOIKNTIKY apyn TOL KPATOLG — HEAOLG 1 TNG YOPOS KOTOAY®YNG M TNG YMOPag Tov sivon
EYKATEGTNUEVOC O €V AOYM OIKOVOLIKOG POPENGS, OO TO OTOL0 TPOKVTTEL OTL OEV EXEL KOTUIIKOOTEL
UE OUETAKANTY] OIKOCTIKT OITOPOOT).

H vroypémon tov mponyovpévou edapiov apopad yio:

» Ti¢ neputwoelg EILE., dwwtikov kepaiatovyikov etapeidv (ILK.E.), O.E. kot E.E., toug
Sl EPIOTEC.

» Tig nmeputtwoeic A.E., tov devdovovta ocdpupovro, kabmg kot Oro ta PéAN Tov AlotknTikon
Svppoviiov.

» Tig TEPMTMOGELS TOV GLVETUPIGUMV T LEAT TOL A101KNTIKOD Zupfoviiov.

» oe OAEC TIG LTOAOWMEG TEPWMTMGEIS VOUK®OV TPOCOT®MY, TOV KOTQ TEPITTOOT VOULLO
EKTPOCAOTO.

i) ®opoloykn evnuepdTNTAL.

iii) Ao@aMoTikn evnuepdTNTA.

IV) Amodeiktikd ‘Eyypaga Nopiporoinong:

e T Avovoun etopeio amatteitor o) oydov kataoctotkd g, B) oepd O.E.K. ovcrtaong,
tpomtonomoemv Kotaotatikov kKot y) DP.E.K., oto omoio vmhpyer dnpocievpévn oAdKANpM 1M
avokoivemon pe To Alotkntikd ZupfodAlo Kot TNV EKTPOCAHTNGT TNG CVYKEKPLUEVNG ETAPELNG.

e T E.ILE., x®dworompévo kataosTatikd, and 1o onoio mpokvmtel o dwyeptomg g E.ILE.

e Edv o mpoceépov eivon mpocomikn etarpeia (O.E., E.E.) npénel va mpocKopicel entkuopmpuévo
avTiypopo ToL TEAELTOIOV 1GYVOVTOG KOTUGTUTIKOD.

® XTI TEPMTOGELS LTOPOANG TPOGPOPAS Omd EVON OIKOVOUIKOV QOPEMV, OAM TO UEAN TNG
gvBvvovrat Evavtt g avaBETovsas apyng ACAANAEYYVA Kol €1 OAOKANPOV.

To VOULOTOMTIKA £YYpapa Kot GTOLYEID TPETEL VO ATOGEIKVOOLV TNV €V YEVEL VOUIKT] KOTAGTOOT
TOV GUUUETEYOVTOG Kol amd avTd TPEMeL va TpokvmTovy o [Ipdedpog, o Atevfdvav Zopufoviog kot
ta péAN AZ. g A.E. ko to vtéAouma TpOS®TO TOV £X0VV SIKOAMLLN VL SEGUEVOVV LLE TNV VTTOYPOPT|
NG TO VOUKO TPOGMTO Kot TO £YYPOPO TNG VOULOTOINOTG OLTMV, oV 0VTO 0V TPOKOTTEL EVOEMG
oo TO KOTOOTATIKO OVOADY®G LE TN VOLILKT LOPPY| TOV ETOPELDV 1) KAOE GALOL VOLLKOD TPOGHTOV.
Ta @uowd mpdcwna, Oa vmofdriovv évapén emtndevpatog omd v avtiotoryyn Anudcio
Owovopkn Ymnpeoio kot Ti HeTaPoAES TOV.

O1 eVOOELG OIKOVOLIK®Y POPEMY TOL VTOBAALOVY KOV TPOGPOPA, VITOPAAAOVY TO TOPATAVE®, KOTA
TEPIMTOON OTKALOAOYNTIKA, Y10 KAOE OTKOVOUIKO POPEN TOV GLUUETEYEL GTNV EVMOCT], GOUPMOVO, LLE TO.
ooa opilovtal oto apBpo 19 tov N. 4412/2016, mepi owovopukmv gopéwv. O1 EVOOELG OIKOVOLK®DY
POPEWYV, GUUTEPTAAUPAVOUEVEOV KO TV TPOCOPIVOV CUUTPAEEWMYV, OV amatteital va teptAnbovv
GLYKEKPLUEVT] VOUIKT LOPPT Y1 TNV Voo Tpoopopdc. H avabétovca apyn pmopel va amattioet
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amd TIG EVOGELS OIKOVOUK®MV POPE®V Vo TEPIPANBOHV GLYKEKPIUEVT] VOLUKT LOPPT], EPOGOV TOVG
avatedei n copuPfoon.

O AIOIKHTHX
EMMANOYHA K. ITAITAXABBAX
EXOQTEPIKH ATANOMH :

Tunua [poundeidv
Ymrod/von Okovopikon
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IHHAPAPTHMA A’
Teyvikég Mpodwaypapéc Xvotipatog OdovTiaTpkov Atodikov Laser.

To véo Zvompa Odovtiatpikov Atodikov Laser 6o mpénet vo KOADTTEL TIC TOUPUKATO
OTTOTY|OELG:

To punydvnua Ba Tpénet va ivar KovoOplo, apeTayeiploTo Kot TANPES.

Na etvar a86pvPo aepoyvKTo YWPic amaitnoelg eEmTepkng YHéne.

Noa dwebétet evavdyvmotn 006vn aerg LCD, 1 omoia va emitpénet Ty €0KOAN TAPOTHPNON,
emAoyn Ko puduon tev moapapéTpov yo kabe OBepameia Kabdg Ko mpopvOcuéva
TPOYPAULOTO Yo TIG cLVNOELS Oepameiec.

H Bonbnrtikn 6écun okdmevong va etvar  puikovg kopatog 660nm, ypdIOTOg KOKKIVOL LE
160 0,1 éoc ImW.

O m0d0d1KOTTNG TPEMEL VO EIVAL AGVPHOTOC.

Noa drabétet drtakdnn xepodg (emdved oty xelporapn).

No dwbéter tpia uikn kKodpatog Asttovpyiac, wote va Asttovpyei cav 3 drapopetika laser,
onAadn:

-445nmM yio YELPOVPYIKY LOAK®V 1GTAOV Kot OLULOGTAOT).

-970 nm yw peiwon Tov HKPoPlakoy QOPTIOV GE EVOOOOVTIKES KOl TEPLOOOVTOAOYIKES
enepPdoeic.

-660 NM y1o. ®TO1EYEPON — ETOVAMGT GTOUATIKAOV EAKOV — Bgpameia TOVOL.

Na Aertovpyet pe Tip Xepovpywng piog ypnons, He ovvoatdTNTo KAUWYNS Kot KOG
dapétpov 200 kot 320 um (va mepthopfdvovtol to amoapoitnto epyaieion ko 10 tip
Swpétpov 320um oty mopovca tpoundein), KoOMOG Kot e YudAvoug aywyois emtog 4-
Smm xor 8-10mm (o 8-10mm 6o mpémer emiong va mepthapPdvetor oty mapodoa
wpouneia).

Noa ocvvodevetar and Poiitco PETOQOPAES Yio Tn KOoveOAo Tov laser kot yio OAEG Tig
GUVOOEVTIKEG GLGKEVEC,.

Na cuvoodevetat amod Eva (eHyog TPOCTATEVTIKAOV YVOA®V Yo Tov acBevn ko omd Tpio {edyn
TPOGTATEVTIKMV YOOMOV Y10, TOLG ENEUPAIVOVTEC.

Noa drabéter pvfueg Asttovpyiog Kot TPOyPALLUATIGHOD TOL UTOPOVV VO, TPOTOToHovv and
TOV YPNOTN.

To mpoceepdevo VAKO amd Tovg TPOoUNOeVTES TPEMEL VoL £fvoit TANPES KoL VO GUVOOEVETAL
oo TO OVOYKOI0 KOl OUGLMON TOPEAKOUEVE, OKOUO KOl OV aVTd Ogv {nTovvtal amd TNV
Ymnpeoia, ®ote va e£ac@aiiletor 1 amwdOAVTN AEITOVPYIKOTNTA TOV. TNV TEPITTMOT) TOL TO
mopeAKOuEvVa - eEaptnpota dgv {ntovvror and v Yrnpeoio, ot Tpounbevtég mpénetl va
EMONUAIVOVV TOL OITOPOATNTO TOPEAKOUEVA - EEOPTNUOTA KOL VO OVOLYPAPOVY OUTA GTNV
TPOGPOPA TOVS GE WLLTEPT TAPAYPAPO KO UE EEXWPIOTY| TIUT.

Noa koAidmteTon pe €yyvmon TovAdylotov 600 (2) €Tdv Kol EMAPKELD AVTOAAUKTIKMOV Y10l
tovAdyiotov 0éka (10) étn. Na katatedoiv oyetikés YnevOuvvn o1nioon 1 pefaioon tov
EPYOOTUGIOV KOTUGKEVNS KOTG TNV O100KaGcio. vTofoAng mpocpopds emi mowvi)
OTTOKAELGHOV.

Metd v AREn tov ¥pdvov gyyimong kaAng Asttovpyiog o mpounBevtng var dvvotot va
TOPEYEL GLVTIPNOT] Kol EXICKEVT TOL OAOV GLGTNUATOC UEYPL TV cvUTANpwon déka (10)
etov amd v maporaPr] tov (No koatotedel oyetikn] YnevOovn Afiwon kotd tnv
voforn TG TPOGPOPAS — ETTL TOLVY] UTOKAEIGUOD).

Me v mopdadoon va katatebovv Manuals oto. EAAHNIKA 1 AITAIKA, esvé o
TpounBevTig VITOYPEOVTOL VAL EKTAOEVGEL TO TPOSOTIKO YpNons (Odoviiotpikd Tunqua) yio
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dudotnpa to omoio Ba kabopicel oty Tpocpopd Tov. (Na katatedel oyeTkn YrevOvvn
0Nrlmon KoTa TNV Sredikacia vTofoing TPocPopdc).

16) O mpounBevtc voypeovtan vo dtabétel opyovouévo tunqua Teyvikng Yrootmpiéng (yia
dueon ovtamdkpion otig PAAPES) pe HOVILO KOTAAANAO EKTALOELUEVO TPOCHOTIKO Y10, TNV
TEXVIKN LIOCTHPIEN Kot cuvTipnoT Tov punyoviuatog (No Katatedovv oyeTika £yypaga
EML TOWV1] TTOKAELGNOV).

I'evikéc Anartioeig

1. Nokototedel avaATiKG OUALO CUUHOPPOONG MG TPOGS TIG AVOTEP® TEXVIKES TPOIIAYPAPEG
LE aVTIOTOYEG TOPOUTOUTEG GTOL EMICT LA PUAAASL0 TOV KATOCKEVAGTIKOV 01kov (Prospectus,
product data, manual k.A.7) katd v vTofoin TS TPOGPOPAS (ETE TOWVH ATOKAEIGHOD).

Ot ovppetéyovteg Oa mpémnel emiong va KataBEcovy e TNV TPOSEOPA (7t OV ATOKAEIGHOV):

a) H mpounBedtpro etaupeia Ba mpénel amapaitmra vo dabéter cvotnua mowdttag EN ISO
9001:08 y EN ISO 13485:03, pe medio miotomoinong v OaKivion 10TPOTEYVOAOYIKDOV
npoitovtov kou EN ISO 13485:03 pe medio miotomoinomg v TeXVIKN VLROGTHPEN
OTPOTEYVOLOYIK®DV TPOTOVIMV.

B) O katackevaotikds oikog va eivan motonompeévog pe ISO 9001:08 ko ISO 13485:03 wan to
npoopepdpevo €idog va eépet motomomtikd CE doTe vo 1KOVOTOOUVIOL Ol OVTIGTOLXES
AmOITNOELS TOV oYeTIK®V 0dNyldv ¢ E.E. (odnyia 93/42/EOK, 6mwg 1oydel onuepa) yio Tov
Vo TpounOela 1TPOTEYVOAOYIKO EEOTAGO.

v) H mpounbevtplo etoupeion vo ivor evtayuévn o€ ocOOTNUO EVOALOKTIKNG Otoyeiptong
amofAnTev €GOV nAektpikol kot nAiektpovikod eéomiopod (AHHE) (coppova pe 1o N.
2939/2001 won to IT.A. 117/2004 won 15/2006).

0) Yrevbuvn dnAwon 6mov Bo ovarypaeeTot T0 EpYOSTACIO KATAGKELG TG GUGKELNG.

€) H mpounbevtpio etarpio va givor motomompévn oopemva pe v Ymovpyiky Amodgaon
AY8/T.I1. ow./1348/DEK 32/16.01.2004 tov Ymovpyeiov Yyeiag.

H npobmoroyisOeica damdvn yia v poundeia evog (1) cvotiuatog OdovtiaTptkod Alodkov
Laser, yia v kdAvyn tov avaykov tov Odovtiatpikov Tunuatoc, avépyetor og € 8.600,00
niéov DIIA (€ 10.664,00 cvpneprioppavopévov PITA).
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