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EAAHNIKH AHMOKPATIA ANAPTHTEO
YIIOYPT'EIO YTEIAZ
2n Yyelovopikn Ieplpépeia POAOZ: 01-04-2025
Mepaiwg kot Atyaiov
TENIKO NOXOKOMEIO POAOY AP.IIPQT.: 6358

«ANAPEAX ITAITANAPEOY»

Tax. A/von: 85133 POAOX

T.0.138 - POAOZ

[TAHPO®OPIEE.: ToattaAto¥ Ietpovia
TnA.:2241360163

Email: petroula@rhodes-hospital.gr

OEMA: AHMOZXIA ANOIKTH AIAAIKAXIA YYAAOT'HX TPOX®OPON

To T'evik6 Noocokopeio PoSov, yla TV KGALYT GUECWV KAl ETITAKTIKWY AVAYK®OV TOU,
TIPOOKAAEL TOUG EVSLAPEPOUEVOUG VU KATAOEGOUV TIPOGEPOPA YLK TNV TPOUNHELN TWV TAPAKATW
8 wV:
A.KATAXTAXH EIAQN IIPOMHGOEIAX

NPOYIOAOTIZOMENH | [IPOYIIOAOTIZMOX
A/A Noggéglff;oy NEPITPA®H YAIKOY MOXOTHTA | 1\ MONAAAE XQPIE T T R
PDIIA
AYTOMATO EITANA®OPTIZOMENO
1 16010362 EPTAAEIO AIATOMHX-ANAYXTOMQOQXHYX 4 420,00€ 2.083,20€

AENITON-TTAXEQN IZXTQON ME KYPTH
KE®AAH 40 mm

XYNOAO 2.083,20€

*To Tapamavw VAkO Ba Slatifsvtal pe 6uvodo e§omALoNO.
TEXNIKEY ANTAITHXEIX

1. Na katatedel yio 6Aa ta €idn TPpwTOTUTIO UAAASLIO 0SNYLWV TOV KATAOKEVAGTH 0ikou oTa EAANvIKA.

2. Na katatebel kAwvikn BiAoypaia kat va meplapfavovtal TovAdxtotov 800 SNUOCLEVUEVEG KAVIKES
UEAETEG Yla TO KAOE TIPOo@EPOEVO €160 1] KALWVIKEG HEAETEG E TIPOLOVTA TOV L5{0V KATACKEVAGTIKOU 0{KOU
HE QVTIOTOO TEXVIKA XAPAKTNPLOTIKA oUp@wva kat pe MDR article 61 ClinicalEvaluationannex III,
ClinicalEvaluation and Post Market ClinicalFollowupannex XIV kot T TVEVHATIKA SIKAIOUATA TWV
OUYYPAPEWV.

3. H Hugpounvia Anéews Twv epyadeiwv va eivat avw Twv 2 ETOV.

4. H emtpomy texviknig afloddynong éxel Sikaiwpa va ntioet Selypata mépav amd ta {NTOVUEVA TNG
Staknpuéng av avtd BewpnBel oxodmIpHO. AdYOS atoppms B amoteAel To amotéAeopa petd amd xprion ot
XELPOUPYELO 1) 0€ TTpooOpOiwaoN Xelpovpyeiov.

5. '0Omov {nteitat epyoleio Kal avtaAAAKTIKEG KEPOUAEG elval amapaitnTn 1 TPOCEOPA GE OAOVG TOUG
ab&ovteg Tou epAapBdvovtal (epyadeiov kat avTOAAXKTIK®OV KEQAA®V), €Tl TOW1 andppumg.

6. H mpounBedtpla etatpeia, oe mepImTwon mov elvat SLAQOPETIKT ATIO TNV KATACKEVAGTPLY, VA KATaBEoEL
vmevBuvn MAwoT ToU va ava@épel OTL eival €£0VGLOSOTNIEVT ATTO TOV KOATAOKEVOAOTIKO 0(ko yla TNV
TEXVIKI] UTIOOTHPLEN TWV TPOIOVTWY Kol TNV THpNnon Twv Sadikacwwv o€ mlavy avakinon/amdéoupon
TPOIOVTOG.

7. H xdbe mpoo@pépovoa etaipeia, o€ TePIMTWON TOU €lval SLAPOPETIK ATO TNV KATAOKEVAOTPLA, Vo
Tpookopioel AWON NG KATACKEVAGTPLAG ETALPEING TIOU VA AVAPEPETAL GTOV GUYKEKPLUEVO SLAYWVIGHO
KoL va SNAGVEL OTL 0€ TIEPITITWON KATAKVPWON G CVUPACTG OTNV TIPOGPEPOVCN ETALPELX, T) KATAOKEVAGTPLA
0a Seopevutel va Ty TPounBeVOEL HE TN CUYKEKPLUEVN] TOOOTNTA TWV KATAKUPWOEVTWY €8wv NG
ovpfaong.

8. H xabe mpoo@épovoa etalpeia, oe meEPIMTWON TOV Elval SLAPOPETIKY ATO TNV KATACKEVAOGTPLA, Vo
TIPOOKOUICEL STAWON TNG KATACKEVAGTPLASG ETALPEIQAS TTOV VA SNAWVEL OTL T TTPOCo@EPOVTA B EVIHEPOVETAL
Yyl 0Agg TIG TOAVEG avaKANOELG/QTTOCVPCELS TIPOIOVTWY, OXETIKEG HE Ta €(61 OV €XEL TIPOCEPEPEL OTO
Staywviopo.

9. H xd&Be mpoo@épovoa etatpeia, va Slabétel GpTIA EKTTALSEVHEVO/TILOTOTIOMHEVO TIPOCWTILKO OTIO TNV
KQTAOKEVAOTPLX €TaLpEia (TILOTOTIOMON €WG 2 TPONYOUUEVA €TN) Yl TNV TEXVIKY UTOOTHPEN OTO
Xelpovpyeio kat eiovolodotnuévo Tunua service pe 24wpn kdAvyn ywx mBavoé amapaitnto cuvvodo
efomAlopnod yla tnv katnyopia H.

10. AAwon ToV KATACKEVAGTIKOV 0{KOU OTL TA TIPOTOVTA EVAL YVI|OLX KL AUETAXEPLOTA.

11. T TV TEXVIKN KL ETTAYYEAUATIKI] LKAVOTNTA OL OLKOVOULKOL (POPE(§ amatteitat: a. va SnA®moovv 6Tt
SLBETOVY HOVILA OPYAVWHEVO TUNIA TEXVIKNG UTIOOTIPLENG, KATAAANAQ ekl eV pEVOV-EELSIKEVEVOL KOl
Vo KATAB£00UV TILOTOTIOW TIKO EKTIA{SEVON G Kot €E0VCL08OTN O AUTOV ATIO TOV KATAOKEVAGTIKO 01KO f3. va
katatebel katdAoyos Twv kLpOTEpWY Topaddcewv pe avagopd oty afia g ovufaocng Twv
TPOCPEPOUEVWV TIPOTIOVTWV KL TOUG Xpdvoug Tapadoons.

12. Ta mpoo@epdpeva LAk Ba Tpémel va eivat kowotowmpeva otov EOP kat va Stabétouv tov avtiotoyo
KWKo,

13. Emi mown¢ amokAelopol) Ba mpémel va katatefovv yia kdBe mpoo@epdpevo €(80¢ Ta TLOTOTOWTIKA:
1S013485, AfjAwon Zuppdpewong, [liotomomtikd CE, [Iiotomomtikd Lxediaopot CE.
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14. T kaBe (606 Kat yLoo OAEG TIG YEVIKEG KAl ELBIKES TEXVIKEG TIpOSLaYpa@EG TTou {nTovvtal B Tpémel va
ovuTANpwOel avaAutikd EHAAO GUUUOPPWONG UE TIHPATIOUTT] 0€ KWwSIKO kal o€ oeAiba kataAdyou 1/xat
TEXVIK®OV QUAAASIWV TNG KATAOKEVLAGTPLAG eTALPELNG. 'OA0L 0L KWSLKOL KAL OL TEXVIKEG TIPOSLAYPAPEG TTOV
Intovvtal Ba TPETEL VA ETILONUAVOVTAL GTOUG AVTIOTOLX0UG KATaAdYous 1/kal ta Texvikd @uAAGSLa, TTov
Oa emovvamntovtat. [pooopés mov vmoPdAlovtal xwpis va mepappdvovtal Ta o mhvw oToXElX va
amoppimtovtat

15. Ze kaBe a/a oTOV 0TIO{0 TIPOTEIVETAL AVAAWGCLHLO TIOV XPT{eL EE0TIALGHO/ YEVWITPLA YL VO AELTOVPYTOEL O
nelodo6TNG opeilel va mapaxwpnoel Tov amapaitnto cuvodd efomAlopnd Swpedav TPog xpron ywx 6co
Stdotnpa StapkéoeLn TpounHeta.

B. IAHPO®OPIEX I'lA THN IPOMHOEIA

Ap1Bpog autuatog 6358

KAE 1311

Kpitiplo katakipwong XopnAotepn TN

Huepounvia évapéng vmoBoAng mpoo@opwv ATtd v avaptnon g mapovoag oto AIAYTEIA
Huepounvia AMéng vmoBoArg Tpoc@opwv 04-04-2025 nuépa lMapaockeuvn

TpoT0G VTTOBOANG TIPOGPOPWV e-mail: petroula@rhodes-hospital.gr

I'. YIIOXPEQTIKA XTOIXEIA IPOX®OPAX

H mpoo@opd mov Ba utofAnOeil Ba ipémel va ava@épel Ta AN PN oTolyela TG eTapeiag:
A®M, mAnpn emwvupia, dievBuvon, TAEPwvo, @ag, e-mail, o cuvtedeotg PIIA (va Tovieton o€
TEPIMTWON OV AUTAG elvat SLaPOPETLKOG TOU LoxUovTtos 24%), o xpdvog LoxV0G TG TPOCGPOPAS Kal
VoL EXEL TNV TTAPAKATW LOPPN:

ApOuog Kwdkog Meprypaen T Kwdukog T Kwdwko GMDN | Kw8wkog
attuatog | Noookopeiov YAwko0 povadac € | MNapatnpntnmapatnpnty| Epmopiov E.0.®.
(xwpic PIA) plov piov

EmmAéov Ba mpémel va ava@épeTal - i towvi) andéppudmnc - 0 xpovos Tapddoons Twv
TPooPEPOUEVWY €8WV. Adyw ToOL emelyovtog Tng mpounbelag, To voookopelo embupel Ta
TpocpepOuevVa £l va elval gTowponmapddota, o StapopeTiky Tiepittwon Swatnpel o Sicaiwpa
va amopplPel TNV TPOG@POPAE av KPIveL OTL 0 XPOVOG TapaSoonG elval HEYAAOG O OXEOT HE TIG
QVAYKEG TOV.

Y& mepimTwon Tov 1 T TPOcPOoPAg Tou eldoug umepBalvel TV avtioToym TN
TapatnpnInpelov, aut UToYpewTikd amoppintetal. TéAog, oe mepimtwon mov to €ibog Sev
avtiotolyietal He TO TOPATNPNTAPO TWHWVY, aUTO Ba ava@épetat ot oTA Kwdikog
TApATNPNTNPIoL.

EVOAAQKTIKEG TIPOGPOPEG KAL AVTLTTIPOCPOPES SeV YivovTal SEKTEG. ETIG TEPITITWOELG SV0
1] TIEPLOCOTEPWV EVAAAXKTIKWV TPOCPOPWV WG KUpLx Bewpeltatl autn pe TNV YoUuUNAGTEPN TLT, Ol
vmoAoumeg Sev B afloAoyovvTal.

O etaipeieg mov B amooTEIAOUYV TIPOCPOPAE YLA LATPOTEXVOAOYIKA TIpoiovTa Ba Tipémel
amapaimta va SLBETOVY Ta VOULUA TILOTOTIOMTIKA YL TN Stakiviom Kot Slavopr] Toug, Kot Ta €i8n
Ba mpémeL amapaitnTa va @Eépovv Ty avtiotolyn motomoimon CE.

ETl Tng mpoo@opdg Toug oL cuppeTéyovteg Ba TpEmel va dnAwvouv vmevBuva OTL Sev
OUVTPEXOULV 0L AGYOL ATTOKAELG OV TIOV ava@Eépovtal oto apbpo 74 tou N.4412/2016.

TéAog To voookopeio Statnpel To Sikailwpa va nTroet Selypa TPOKELHEVOL va a§LOAOYTCEL
TIG TIPOOPOPES KL Ol CUUUETEXOUOEG ETALPEIEG UTIOXPEOVVTOL —€TL TOWT] amoppupmns - va To
ATOOTEIAOVY Gueoa.

O ANATIA.AIOIKHTHX

MIXAHA XOKOPEAOX
A/NTHX IATPIKHZ YIIHPEXIAX



ΑΔΑ: Ψ74Η46907Κ-ΩΚΠ


		2025-04-01T14:48:06+0300
	Athens




