|||||!)|(|)(|)!)|L||7|6|9||2!J||||| o ~ AAA: WA=146907K-WA=
Ministry of oSG Eovermance
Digital edo43 EEST

eason:
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.N. POAQY
EAAHNIKH AHMOKPATIA Hp. np(JOTOKO)\)\OU: 21/07/2026
YIOYPTEIO YTEIAX A.Tl.: 16669

2" Yyelovopkr Mepupépela
Mepaiwg kat Aryalov

oo TENIKO NOXOKOMEIO POAOY
«ANAPEAY TIAIIANAPEOY»
Tay. A/von: 85133 POAOX
T.0.138 - POAOX
IMAHPO®OPIEZ.:ToattaAlov IMetpodia
TnA.:2241360163
Email: petroula@rhodes-hospital.gr
OEMA: AHMOZXIA ANOIKTH AIAAIKAYIA YYAAOTHY IPOX®OPON
To T'evikd Noookopeio PoSov, yia tnv KGAUYT GUECWV KL ETUTAKTIKOV AVAYKWOV TOU,
TIPOCKAAEL TOUG EVSLAPEPOUEVOVG VA KATABEGOUV TIPOGEPOPA Yl TNV TPOUNOELN TWV TAPAKATW
elbwv:
A. KATAXTAXZH EIAQN [IPOMHGEIAX
NPOYNOAOTTZOMENH
KQAIKOX IIOXOTHTA NPOYTIIOAOTIZMOX
A/A | NOEZOKOMEIOY MNEPITPA®H YAIKOY Tll\)/([gph;lz(:)cl:ﬁﬁAE ME ®.1L.A24%
EY®YTPAMMOI EITANA®OPTIZOMENOI
KOIITOPAIITEX ME MHKOX XYPPA®HYX 80mm
A TTAXEIXZ IETOYX
TEXNIKEX [IPOAIATPA®EX
Avtopato, gbypaupo epyaieio pag ypnong, eubeiag
oLPPAPNG —SLATOUNG TIPOPOPTWHEVO LE AVTOAANKTLKNY
KEPAAN L€ KOTITIKN Adpa amd avoleldwto atodAl ot
1 16010398 kaBe emava@option. Na tomobetel 600 TpLmAEG 7 350,00€ 3.038,00€
avicoUPelg GAANAOKOAUTITOUEVEG YPUUUES OCUPPAPNG
exatépwhev TG Satopunis yix auinuévr ao@Aaieln
oLpPAPNG, HE aYKTHpES TiTaviov opBoywviag Statoung
Tov va StaBétouv v péylotn avtox o€ AVYLoUd ya
amo@uyn oTpEPAWONG TOU KA, Yyla TaXElG LoToUG.
Mrnkog ocuppans 75-80mm. (Na cvuvodevovrtat amd
KAWIKEG HEAETEC).
YXYNOAO 3.038,00€
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PASCHALIDOU

TEXNIKEY ATTAITHYEIX

1. Na katatebel yia 0Aa Ta €161 TPWTOTUTIO PUAAESLO 08N YLWV TOU KATAOKELAOTH 0ikov ota EAAnvika.

2. Na katatebel kAwvikn BAoypagia kal va mepldapfavovtat TOVAGYLOTOV SU0 SNUOCLEVUEVEG KALVLKESG
UEAETEG Yia TO KAOE TTIPoo@ePAEVO 160G 1] KAWVIKEG LEAETEG e TIPOLOVTA TOV L8OV KATACKEVAGTIKOV 0{KOU
[Ee avTioTOoa TEXVIKA XAPOKTNPLOTIKA oUp@wva kat pe MDR article 61 ClinicalEvaluationannex III,
ClinicalEvaluation and Post Market ClinicalFollowupannex XIV kol Ta TVEUMATIKA SIKAOUATA TWV
OUYYPAPEWV.

3. H Hugpounvia Angews twv epyodeinwv va eivat avw Twv 2 eTmVv.

4. H emtpomy texvikng a&loAdynong éxel Sikaiwpa va ntnoet Seiypata mépav amd ta {NTOVUEVA TNG
Staknpuéng av avtd BewpnBel oxdmpo. Adyog amoppuPmg B amotedel To amotéAeopua netd amd xprion o
XELPOLPYELD 1) o€ TpocopoiwaT XeLpovpyeiov.

5. '0Omou {nteitar epyoleio kat avtadlakTikéG KEQUAESG elval amapaltntn n TPOoEOPA 6€ GAOVG TOUG
abovteg Tov tepAapBivovtat (epyadeiov Kot avTOAAAKTIKOV KEPAAWDV), T IOV amtdppLymg.

6. H mpounBeVtpla etaipeia, og epimTwon Tov elvatl SLA@oPETIKN ATIO TNV KATACKEVAOTPLA, VO KATAOETEL
uTevBuvn SNAwon oL va ava@Eépel OTL eival e£0VCLOSOTNUEVT ATIO TOV KATAOKELAGTIKO O(KO yla TNV
TEYVIKI LTIOOTNPLEN TwV TPOIOVTWY Kol TNV THpnon Twv Siadikaclwv o mhavy avakAnon/amocupon
TPOIOVTOG.

7. H xabe mpoo@épovoa etalpeia, o€ TeEPITTWON TOU €lval SLPOPETIKY ATIO TNV KATACKEVAOTPLA, VO
TPOOKOU{TEL SNAWOT TNG KATAOKEVATTPLAG ETALPEING TIOU VA AVAPEPETAL OTOV CUYKEKPLUEVO SlaywVviopd
KoL Vo SNAMVEL OTL 0€ TEEPITITWOT KATAKVPWONG cUUBACTG GTNV TIPOCPEPOVCA ETALPELN, T KATACKEVAGTPLA
0a Seopevtel va Ty TPounBeVCEL LE TN CUYKEKPLUEVN TOCOTNTA TWV KATAKUPWOEVTWY €l8wv Tng
ovpBaocng.

8. H xaBe mpoo@épovoa etalpeia, o€ mePIMTWON TOL €lval SLAPOPETIKY ATIO TNV KATACKEVAOTPLA, VO
TIPOCKOWIoEL STIAWON TNG KATACKEVAOTPLAG ETALPEIAG TTOV VA SNAWVEL OTL T TIpooPEPOVTa Ba EVEpOVETAL
yla 0Agg TIG TOAVEG AVAKATIOELG/QTIOCVPOELS TIPOLOVTWY, OXETIKEG Pe Ta (61 OV €XEL TIPOOPEPEL OTO
Sltaywviopo.
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9. H kd&Be mpoo@épovoa etaipeia, va SLabétel GpTIa EKTALSEVUEVO/TILGTOTIONUEVO TIPOCWTILKO OTIO TNV
KATAOKELAOTPLA eTalpEia (TILOTOTOMON £€WG 2 TIPONYOUHEVA €TN) Yl TNV TEXVIKY UTOOTNHPLEN OTO
Xelpovpyeio kat efovolodotnuévo Tunpa service pe 24wpn kdAvym yux mbavé amapaitnto ouvodo
efomAlopnod yla v katnyopia H.

10. AAwOT TOU KATAOKEVAOGTIKOV 0{KOU OTL Ta TIpoidvTa eival yviioLla Kol AHETAXEPLOTA.

11. Tt TNV TEYVIKY KAL EMAYYEAUATIKN LKAVOTNTA OL OLKOVOULKOL (popei§ amatteitat: a. va SnAwoovv OTL
SLBETOVV PHOVILA OPYAVWHIEVO TUTIAX TEXVLIKNG VTTOOTNPLENG, KATAAANAX eKToSeUEVOU-EEELSIKEVIEVOL Kal
va KataB€couy TILIOTOTOMTIKO eKTaiSeVon G Kal €£0UCG1080TNOT AUTOV ATIO TOV KATACKEVACTLKO 0iko . va
Katatefel KaTAAOyoG Twv KuploTEpwVY mapadoécewv e avagopd otnv atia g ovppfacng Twv
TPOCPEPOUEVWV TIPOTOVTWV KAL TOUG XPOVOUG TTapAdoong.

12. Ta mpoo@epopeva VAIKG Ba pémel va elval kowvomompeéva otov EOP kat va StaBétouv Tov avtictolxo
KWSLKO.

13. Emi mown|g amokAeiopol) Oa mpémel va katateBovv yia kdBe mpoc@epduevo €(§0¢ Ta ToTOTOWTIKG:
1S013485, AfjAwon Zuppdpewaong, [iotomomtiko CE, [liotomomtikd Xxediaopov CE.

14. T kdBe (606 Kat ylo OAEG TIG YEVIKEG KAl ELBIKEG TEXVIKEG TIPOSLAYpa@EG TTou {nTovvTtal Ba Tpémel va
oLUTIANPWOEl avaAuTikd EVAAO GUUUOPPWONG UE TTAPATIOUTT] 0€ KwSIkd Kal o€ oeAiSa kKataAdyou 1/xat
TEXVIKOV QUAAASIWV TNG KATAOKEVAOTPLAG TALPELNG. 'OAoL 0L KwSLKOL KAl 0L TEYVIKEG TIPOSLAYPAPEG TTOV
Intovvtal Ba TPEMEL va ETLONUAVOVTAL 0TOUG QVTIOTOLXO0UG KATAAGYOUS 1j/KaL Ta TeEXVIKE @UAAGSL, TTov
Ba emovvamntovtat. Ipoo@opés mov vmoBdAAovTtatl xwpls va epAapuBdvovtat ta To Tavw oTolxela va
amoppimTovTaL.

15. Ze kGOe a/a 0TOV 0TIO(0 TIPOTEIVETAL AVAAWGCLHO TIOV XP1i{eL EE0TIALOUO/ YEVWVITPLA YL VA AELTOVPYTOEL O
HELOSOTNG o@eidlel va Tapaxwpnoel Tov amapaitnto ocuvodd efomAlopd Swpedv Tpog xpron yw 6co
Stdopa StapkéoeL n Tpoun et

B. IAHPO®OPIEX I'lA THN IPOMHGOEIA

ApBpdg autparog 3224

AAE 3.2.3.02.03.000.1001

Kpimiplo katakipwong XapnAdtepn Tiun

Hupepounvia évaping vmofoArg mpocs@opwv Amdé v avapmon ¢ Tapovoa§ oOTo
AIAYTEIA

Huepounvia Aféng vmoBoAng Tpos@opwmv 24-07-2026 nuépa Mapackeuvn

TpoT0G UTTOBOANG TIPOCYOPWV e-mail:petroula@rhodes-hospital.gr

I'. YIIOXPEQTIKA XTOIXEIA [IPOX®OPAX

H mpoo@opd mov Ba vtofAnOel B ipémel va ava@épel Ta AP oToyEla TG eTapeiag:
A®M, TAnpn emtwvupia, Slevbuvon, MAL@wvo, @af, e-mail, 0 cuvtedeotns PIIA (va toviletan og
TePITTWON OV AUTOHG ival SLaPOPETIKAG TOV LoXVOVTOG 24%), 0 XpOVOG LoXVOG TNG TTPOCPOPAS Kal
Vo EYEL TNV TTAPAKAT®W HOPPN:

Kw8kog Meprypapn Tym Kw8kog Tym Kw8ko EMDN Kw8ukog
ALTRATOG Noocokopeiov YAwko¥ povadag € Napatnpnty |tapatnpnty| Epmopiov E.0.®.
(xwpig PIIA) piov piov

EmimAfov Ba TpETeL va ava@EpeTal - €L o] antdppudnc - 0 xpovos Tapddoons Twv
TPooPEPOUEVWY €8WV. Adyw Tou emelyovtog Tng mpounbelag, Tto voookopeio emBupel Ta
Tpoc@epdueva £idn va sival gToponapddota, os StapopeTiky| TepiTTwon Swatnpel To Sikaiwpa
va amoppiPel TNV TPOc@OPAE av Kpivel OTL 0 XpOVoG Tapddoon elval HEYAAOG GE OXEON WE TIG
QAVAYKEG TOV.

Y& mepimTworn TOU 1 TN TPOCPOPAS Tou &idoug umepBaivel MV avtioToym TN
TAPATNPNTNPIOY, AUTY UTOXPEWTIKA amoppintetal. TEéAog, o€ mepimtwon Tov To &ibog Sev
avtiotolyietal HeE TO TAPATNPNTAPO TWHWVY, aUTO Ba avagépetat ot oA KwSKOg
Tapatnpntnplov.

EVOAAGKTIKEG TIPOCQOPES KAL AVTITIPOOQOPES eV YivovTal SeKTEG. ITIG TTEPITITWOELS SVO
1 TEPLOCOTEPWY EVAAAAKTIK®MV TIPOCPOPWV WG KUPLX Bewpeltal autn pe v XaunAdtepn Ty, ot
vumoAoLmeg Sev Ba afloAoyovvral.

0L etaipeieg Mou B amooTelAOUV TIPOCEPOPAR YLA LATPOTEXVOAOYIKA TIpoiovTa Oa Tpémel
amapaimta va SLaBETouY Ta VOULUA TILOTOTIOMTIKA YL TN Stakiviomn Kot Slavopr] Toug, Kot Ta €i8n
Oa TpémeL amapaitnTa va @Eépouv TV avtiotolyn motomnoinon CE kat Thv ava@opa TG £vtaing
TV Tpoidvtwv otnv EMDN 1] o€ otolyewda tov EO® .
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ETti Tn¢ mpoo@opdg Toug ot cuppeTéYovTeg Ba Tpémel va dnAwvouv vmevBuva OTL Sev
OLVTPEYOLV 0L AGYOL ATIOKAELG OV TIOU ava@épovtat ato apbpo 74 tou N.4412/2016.

TéAog To voookopeio Statnpel to Sikaiwpa va Intioetl Selypa TPOKEWEVOL va afloAoynoeL
TIG TIPOOPOPES KL Ol CGUUUETEXOUOEG ETALPEIEG LVTIOXPEOVVTAL —€TL TOWY amoppwms - va To
amooteidovy Gueoa.

O AIOIKHTHZ

KAPAMAPITHE NIKOAAOX

AKpIBEC AvTiypa@o
Kevipiko MpwtokoAro
MAZXAANAIAOY MAPOA
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