|||||(|)|(|)(|)|(|)(|5|e!l|8|(‘|;|l||||| o ~ AAA: WYWYBY46907K-ZPTr1
Ministry of oSG Eovermance
Digital 153545 EEST |

eason:

GOVernance focaliun: Athens

.N. POAQY
EAAHNIKH AHMOKPATIA Hp. np(A)TOKO)\)\OU: 07/05/2026
YIOYPTEIO YTEIAX A.T1.: 9892

2" Yyelovopkr Mepupépela
Mepaiwg kat Aryalov
TFENIKO NOXOKOMEIO POAOY
«ANAPEAX NAITANAPEOY»

Tay. A/von: 85133 POAOX
T.0.138 - POAOX
IMAHPO®OPIEZ.:ToattaAlov IMetpodia
TnA.:2241360163
Email: petroula@rhodes-hospital.gr

OEMA: AHMOZXIA ANOIKTH AIAAIKAY]IA YYAAOT'HY TIPOX®O0PON

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.KATAXTAXH EIAQN IPOMHOEIAX

A/A | NOZOKOMEIOY XQPIX ®ITIA

KQAIKOX MOXOTHTA MPOYIOAOTIZOMENH MPOYIOAOTIEMOX

MEPITPA®H YAIKOY TIMH MONAAAX ME ®.11.A24%

EY®YTPAMMOI EITANA®OPTIZOMENOI
KOIITOPAIITEX ME MHKOX XYPPA®HY 60mm
A TIAXEIX [ETOYX
TEXNIKEX [IPOAIATPA®EX
Avtopato, gbypaupo epyaieio pag ypnong, eubeiag
oLPPAPNG —SLATOUNG TIPOPOPTWHEVO LE AVTOAANKTLKNY
KEPAAN L€ KOTITIKN Adpa amd avoleldwto atodAl ot

1 16010394 kaBe emava@option. Na tomobetel 600 TpLmAEG 3 315,00€ 1.171,80€

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 55-60mm. (Na cvuvodevovrtat amd
KAWIKEG HEAETEC).

ANTAAAAKTIKH KAXETATIA EYOYTPAMMOYZ
EIMNTANA®OPTIZOMENOYZX KOIITOPAIITEX [TAXEQN
[XTQON ME MHKOZX £YPPA®HE 60mm
TEXNIKEX [IPOAIATPA®EX
AVTOAAQKTIKEG KEQAAES Y1 ETAVAPOPTILOUEVO EPYUAE(D
WL xprjong evBeiag cuppaAPG-SLATOUNG LOTWV UE VEX

2 16010395 KOTITIKY Adpa amd avoteiSwto atodAl Na tomobetei §Uo 4 155,00€ 768,80€

TPUTAEG avicoUPreig AAANAOKAAVTITOUEVES YPAUUES
ouppPaAENS EKATEPWOEY TNG StaTopn§ yia auinpévn
A0PAAELX CUPPAPTIG, LE AYKTHPES TLTAVIOU 0pBoywVLAG
Statopn|g Tov va SLaBETouv TNV HEYLOTY AVTOXT) OE
AVYLoUO YIx aTto@UYT] OTPERAWONG TOU KALT, Yla TIAXELS
LoToUG. M koG ocuppa@ns 55-60mm.

XYNOAO 1.940,60€
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* o €181 1 pe2 O a&lodoynBovv amod kowvov.

TEXNIKEY ATTAITHYEIX

1. Na katatedel yio 6Aa ta €81 TPWTOTUTIO PUAAGSLIO 08N YWV TOU KATAOKEVAGTH 0ikoL oTa EAANviKd.

2. Na katatedel KAk BpAoypagia kat va meplapfdvovtal TouAdylotov 800 SNUOCIEVUEVEG KAVIKES
UEAETEG YA TO KGOE TIPoo@epdeVo (606 1] KAWVIKEG HEAETEG PE TIPOLOVTA TOL 18{0V KATACKEVAGTIKOU 0{KOU
HE avTioTOO TEXVIKA XAPAKTNPLOTIKG oUpewva kat pe MDR article 61 ClinicalEvaluationannex III,
ClinicalEvaluation and Post Market ClinicalFollowupannex XIV kat Ta TVEUHATIKA SIKAIOUATA TWV
OLYYPAPEWV.

3. H Huepopnvia Anéews twv epyaleinwv va eivat avw Twv 2 ETWV.

4. H emtpom) texvikig afloAdynong éxel Sikaiwpa va ntmoet Selypata mépav amd ta {NTOUHEVA TNG
StaxnpuEng av auto Bewpnbel okomIpo. Adyog amtoppdms B amoteAel TO ATOTEAECUA HETA ATIO Xp1iOT OFE
XEPOVPYELO 1} O€ TPOCOUOIWOT) XELPOVPYEIOL.

5. 'Omov {nteltal epyodeio kot avtaddakTikés ke@aAég eival amapaitntn 1N TMPoo@opd o OAOUG TOUG
avtovteg ov epAapPavovtat (epyaAeiov Kol avTOUAAAKTIKWOV KEQUAWV), ETIL TTOWVT] aTtoppLms.
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6. H mpounBeVtpla etaipeia, og epimtwon mov elval SLa@opeTIKN A0 TNV KATACKEVAOTPLA, VO KATAOECTEL
umevBuvn SNAwon Tov va ava@épel OTL elval £o0VcLOSOTNIEV AT TOV KATAOKELAGTIKO O(KO yla TNV
TEYVIKT LTIOOTHPLEN TwV TPOIOVTWY Kal TNV THpnon Tewv Sadikaclwv o mhavy avakAnon/amocupon
TpoidvTog.

7. H xabe mpoo@épovoa etalpeia, o€ mePIMTWON TOU €lval SLAPOPETIKY ATO TNV KATAOKEVAOTPLA, VO
TPOOKOWIoEL STIAWON NG KATACKEVAGTPLOG ETALPEING TIOV VAL AVOPEPETAL GTOV CUYKEKPLUEVO SLAyWVIoUO
KoL va SNA®VEL OTL O€ TIEPITTWON KATAKVPWON G CULBAONG 0TIV TTPOCPEPOVOA ETALPELN, 1] KATAOKEVAGTPLA
B0a Seopevtel va v TpounBeVoEL LE TN OUYKEKPLUEVT] TIOCOTNTA TWV KATAKUPWOEVTWY €l8wv Tng
ovpfaocng.

8. H xaBe mpoo@épovoa etalpeia, o€ MeEPIMTWOTN MOV €lval SLAPOPETIKY ATIO TNV KATAOKEVACTPLA, VO
TPOOKOWIoEL STIAWON TNG KATACKEVAOTPLAG ETALPELIAG IOV VA SNAWVEL OTL T Tpoo@EpPOLoa Ba eVvILeEp®VETAL
yla 0Aeg TG TMOAVEG AVAKATIOELG/QTTOCVPOELS TIPOLOVTWY, OXETIKEG Pe Ta €(61 TIOU €XEL TIPOOEPEPEL OTO
Staywviopo.

9. H kd&Be mpoo@épovoa etatpeila, va SLabETel ApTIA EKTTALSEVIEVO/TIOTOTIOMUEVO TIPOCWTILKO ATO TNV
Kataokevdotpla etalpeia (motomoimon €wg 2 mponyolueva €Tn) Y TNV TEXVIKY LTOCTHPLEn 0To
Xelpovpyeio kat eovolodotnuévo Tunpa service pe 24wpn kdAvym yux mbavd amapaitnto ouvodd
eEomAlopd vl v katnyopia H.

10. AYAwOoN TOU KATACKEVAGTIKOV 0{kovu OTL Ta TTPOoidVTX Elval YvioLa Kal apeTaxeiplota.

11. T TV TEYVIKN KAl ETMOYYEALATIKI] LKOVOTNTA Ol OLKOVOULKOL opeis amatteitat: a. va dnAnoovv 4tu
SLBETOUV HOVIHA OPYUVWUEVO TUN IO TEXVIKNG VTTOGTHPLENG, KATAAANAa ekTtaudevpévou-eEetSikevévou Kat
Vo KataB€o0UV TLOTOTIOMTIKO ekmaideuong kat e£0VGL0SOTNOT AUTOV ATO TOV KATACKEVAOTIKO 0iko . va
katatefel KATAAOYOS Twv KLPLOTEPWV Tapadocewv HE avagopd otnv a&la Tng ovpfaocng Twv
TPOOPEPOUEVWV TIPOIOVTWYV KL TOVG XPOVOUS TTapAS0oomG.

12. Ta mpoo@epdpeva VAIKG Ba tpémel va eivat kowomowmpéva otov EOP kat va StaBétouv tov avtiotolyo
KWSIKO.

13. Emtl mowng amokAeiopol Ba mpémel va katateBolv ylia KaOe Tpoo@epdpevo €(80G T TLOTOTIOMTIKA:
[S013485, AAwon Zuppdpewong, Miotomomtikod CE, llictomomtikd Lxediaopov CE.

14. Twx kdBe €(80G Kal Yix OAEG TIG YEVIKEG KAl ELSIKEG TEXVIKEG TIPOSIAYPAPESG IOV {nToUvTaL B TPETEL Vo
oupTANPWOEl avaAuTikd @UAAO CUUUOPEWONG UE TTAPATIOUT) 08 KwSIKO Kal og oeAlba kataddyou 1/kal
TEXVIKWOV QUAAXS{WV TNG KATACKEVAOTTPLAG ETALPELRG. ‘OAOL Ol KWSIKOL KOl OL TEXVIKEG TIPOSLAYPAPES TIOV
ntovvtal Ba TPETEL VA EMLONUAIVOVTAL GTOUG QVTIOTOLXOUG KATAAGYOUGS 1}/Kal T TEXVIKA QUAAGSL, TTov
Ba emovvantovtat Mpoo@opég mov vmofdAdovtal xwpig va TepAapfavovtal Ta o TAVw CToLXEla va
atmoppimtovTal.

15. Xe kabe a/a 6TOV 0TIO(0 TIPOTEIVETAL AVAAMOLULO TIOV XPNTEL EE0TALOUO /YEVVITPLA YL VAL AELTOVPYT|OEL, O
HeLodOTNG opeidel va TapaxwpnoeLl Tov amapaitnto ouvvodd efomAlopd Swpedav Tpog xpnon ywax 6co
Stdopa StapkéoeL ) Tpoun et

B. IAHPO®OPIEX I'lA THN IPOMHOEIA

ApBudg artuatog 1746

AAE 3.2.3.02.03.000.1001

Kpttiplo katakipwong XapunAdtepn Tiun

Huepounvia évapéng vmoBoAng mpoo@opwv Amdé ™V avapmmon G Tapovoag OTo
AIAYTEIA

Huepounvia A&ng vmoBoAris Tpoc@opmv 12-05-2026 nuépa Tpity

TpoTog UTOBOANG TTIPOCPOPWV e-mail:petroula@rhodes-hospital.gr

I'. YIIOXPEQTIKA XTOIXEIA IIPOX®OPAX

H mpoo@opd mou Ba umtoPANBei Ba mpémel va ava@épel Ta TAT P oTtoEla TG eTatpeiag:
A®M, mAnpn emwvupia, SlevBuvon, ALPwvo, @ag, e-mail, o cuvtedeotg PIIA (va Tovileton o€
TePIMTWON oV aUTOG elval SLaPOPETIKOG TOU LoXVOoVTOG 24%), 0 XpOVOG LoXV0G TNG TTPOCPOPES Kal
Vo £XEL TNV TTAPAKATW LOPPN:

Kwdikog Meprypaen Tuwur) Kwdwkog T Kwdwko GMDN Kw8kog
ALTNHATOG Nocokopeiov YAwko0 povadag € Mapatnpnty [mapatnpnty| Epmopiov E.0.D.
(xwpic PIA) piov piov

EmmAéov Ba Tipémel va avagépetal - €Tl towvn atdppudme - o xpoévog mapddoong Twv
TPOCPePOUEVWV €8V, Adyw Tov emelyovtog Tng mpounbelag, Tto voookopeio embupel Ta
TpooepOUEVa €id1 va eival eToyonapddota, os Staopetikn Tepimtwon Swatnpel To Sikaiwpa
v amoppiPel v TPoowopd av kpivel 0TL 0 Xpdvog mapddoong elval peydAog oe oxéon HE TLG
QAVAYKEG TOV.

Te mepimTwon Tov 1 TN TPOGYOoPAEs Tou &idoug umepPaivel v avtioToym TN
mapatnpntnpiov, auty vmoXpewTik& amoppintetal Télog, ot Tepimtwon Tov To €ldog Sev
avtloTolyi(eTal Pe TO MAPATNPNTNPLO TWHWVY, OaUTO Ba avagépetat ot oA KwSLKOG

mapatnpntnpiov.
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EVOAAGKTIKEG TIPOGQOPES KAL AVTLITIPOGPOPES eV YivovTal SEKTEG. LTIG TTEPITITWOELS SVO
1) TIEPLOCOTEPWV EVAAAAKTIKWV TPOCPOPWV WG KUPpLX Bewpelital auTr He TNV XaunAdTEPN TIUT, OL
vumoAoLmeg Sev Ba afloAoyovvtal.

Ot etaipeieg mov Ba amooTeEAOUV TIPOGEPOPAE YLA LATPOTEXVOAOYIKA TIPoiovTa Oa Tpémel
amapaimta va SlaB£Touy Ta VOULUA TILOTOTIOMTIKG YL TN Stakiviomn Kot Slavopr Toug, Kot Ta €18
Ba pémel amapaitnTa va @épouvv v avtiotoyn miotomnoinon CE.

ETti Tng mpoo@opds Toug ot cuppeTEYOVTEG Ba Tipémel va dnAwvouv vmevBuva OTL Sev
OULVTPEYOLV 0L AGYOL ATIOKAELG OV TIOL ava@épovtat ato apbpo 74 tou N.4412/2016.

TéAog To voookopeio Statnpel To Sikaiwpa va InTioetl Selypa TPOKEPEVOL va a§loAoynoEL
TIG TIPOOPOPES KL Ol CGUUUETEXOVUOEG ETALPEIEG VTIOXPEOVVTAL —€TL TOWY amoppms - va To
amooteidovy Gueoa.

O AIOIKHTHZ

KAPAMAPITHX NIKOAAOZX

AKpIBEC AvTiypago
Kevtpiko MpwTOKOAAO
MAZXAANAIAOY MAPOA
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