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To I'evikd Noocokopeio PoSov, yla tTnv KGAUYT GUECWV KOl EMTAKTIKOV AVAYKWOV TOU,
TIPOOKAAEL TOUG EVSLAPEPOPUEVOUG VU KATABEGOUV TIPOGEPOPA YIX TNV TPOUNOEIX TWV TAPAKATW

eldwv:
A. KATAXTAXZH EIAQN ITPOMHGOEIAX
KQAIKOE MOXZOTHTA NPOYIIOAOTTZOMENH | [TIPOYIIOAOTIZMOX
A/A NOZOKOMEIOY INEPITPA®H YAIKOY TIMH MOqN)?IiAZ XQPIX ME ®.IL.A 24%
AYTOMATO EITANA®OPTIZOMENO
EPT'AAEIO AIATOMHZ-ANAXTOMQZHE
1 16010362 AENTON-TIAXEQN ISTON ME KYPTH 4 420,00€ 2.083,20€

KE®AAH 40 mm

XYNOAO 2.083,20€

16.06.2026 14:00:49
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PASCHALIDOU

*To Tapamdavm VAkO Ba StatiBevtal e 6uvod06 eoTALoNO.
TEXNIKEY ATTAITHXEIX

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

2. Na katatebel kAwvikn BAoypagia kal va mepldapfdvovtat TOVAGYLoTOV SU0 SNUOCLEVUEVEG KALVIKESG
UEAETEG Yia TO KAOE TTPoo@ePALEVO 160G 1] KAWVIKEG LEAETEG |LE TIPOIOVTA TOU L8OV KATACKEVAGTIKOU 0{KOU
pe avtiotoya TEYVIKG xapakmnplotikd oVp@wva kat pe MDR article 61 ClinicalEvaluationannex III,
ClinicalEvaluation and Post Market ClinicalFollowupannex XIV kol Ta TVEUMATIKA SIKAUOUATA TWV
OUYYPAPEWV.

3. H Hugpounvia Angews twv epyodeinwv va givat avw Twv 2 ETmVv.

4. H emtpomy texvikng a&loddynong éxel Sikaiwpa va ntnoet Seiypata mépav amd ta {NTOVUEVA TNG
Staknpuéng av avtd BewpnBei oxdmpo. Adyog amoppmg B amotedel To amotéAeopua netd amd xprion o
XELPOLPYELD 1) o€ Tpocopoiwaon xelpovpyeiov.

5. 'Omov {nteital epyadeio kot avtaAAaKTIKEG KEQAALG elval amapaitnTn 1 TPOoEopd& o OAOUG TOUG
av&ovteg Tov TepAapBavovtat (epyaAeiov KAl aVTHAAAKTIKWVY KEQAAWV), €T TTOWVT] atoppums.

6. H mpounBeVtpla etaipeia, og epImTwon Tov elval SLA@OPETIKY ATIO TNV KATACKEVAOTPLA, VO KATAOETEL
uTevBuvn SNAwon oL va ava@épel OTL elval £0VCLOSOTNIEV ATIO TOV KATAOKELAGTIKO O(KO yla TNV
TEYVIKI LTIOOTNPLEN TwV TPOIOVTWY Kal TNV THpnon Tewv Sadikaclwv o mhavy avakAnon/amocupon
TPOIOVTOG.

7. H xabe mpoo@épovoa etalpeia, o€ mepIMTWon TOU elval SLAPOPETIKY ATO TNV KATACKEVAOTPLA, VA
TPOOKOU{TEL SNAWOT TNG KATAOKEVATTPLAG ETALPEING TIOU VA AVAPEPETAL OTOV CUYKEKPLUEVO SlaywVIopd
KoL v SNAMVEL 0TL 0€ TEEPITITWOT KATAKVPWONG CUUPACTIG GTNV TIPOCPEPOVCA ETALPELN, T KATACKEVAGTPLA
0a Seopevtel va Ty TPounBeVOEL LE TN CUYKEKPLUEVN TOCOTNTA TWV KATAKUPWOEVTWY €l8wv TNg
ovpBaocng.

8. H xabe mpoo@épovoa stalpeia, o€ mePIMTWON TOL €lval SLAPOPETIKY ATIO TNV KATACKEVAOTPLA, VO
TPOOKOWITEL STIAWON TNG KATACKEVAOTPLAG ETALPEIAG TIOV VA SNAWVEL OTL T IpooPEPOVTA Ba EVIILEPWVETAL
yla 0Agg TIG TOAVEG AVAKATIOELG/QTTOCVPOELS TIPOLOVTWY, OXETIKEG Pe Ta €(61 OV €XEL TIPOOPEPEL OTO
Staywviopo.

9. H kd&Be mpoo@épovoa etatpeia, va SLabETel ApTIa EKTALSEVHEVO/TILOTOTIONUEVO TIPOCWTILKO ATIO TNV
KATAOKEVAOTPLa eTalpeia (motomoinon €wg 2 mponyolpeva £Tn) Yl TNV TEXVIKY UTOOTNHPLEN OTO
Xelpovpyelo kat efovolodotnuévo tunua service pe 24wpn kdAvym yia mlavoe amapaltmto ouvodod
efomAlopnod yla v katnyopio H.

10. AYAwOT TOU KATAOKEVAOTIKOV 0{KOU OTL Ta TIpoidvTa elval yviiola Kot apETaXEpLoTa.

11. T TV TEXVIKY KAl EMAYYEALATIKY LKAVOTNTA OL OLKOVOULKOL (opels amatteitan a. va SnA®oouy 0Tt
SLBETOUV HOVIHA OPYUVWUEVO TUN U TEXVIKNG VTTOGTHPLENG, KATAAANAa ekTtaudevpévou-eEetSikeupévou Kat
Vo KATAB£00UV TILOTOTIOW TIKO eKTaiSevon s kat e£0Ua1080TNON AVTOV ATO TOV KATACKEVAGTIKO 0iKOo B. va
katatebel katdroyog twv kupldtEpwy Tapaddcewv pe avagopd ommv afla g ovpfaong Twv
TPOCPEPOUEVWV TIPOIOVTWV KL TOUG XPOVOUG TTapASoaT|s.

12. Ta mpoo@epdpeva VAKG Ba TTpETEL va eivat kKovoTompéva otov EO® kat va Stabétouv tov avtictolyo
KwSLKO.

13. Enl mowng amokAeiopol Ba mpémel va katateBolv ylia KGOe TPoo@epdpeVo €(80G TA TILOTOTIOMTIKA:
1S013485, AfjAwon Zuupodpewang, Miotomomtkd CE, Miotomomtikd Zxediaopov CE.
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14. T k&Be €160 KaL yia OAEG TIG YEVIKEG Kol ELSIKEG TEXVIKEG TIpoSLaypa@ég Tou InTovvtal Ba TpEmeL va
oupTANpwOel avaAuTikd @UAAO CUUUOPEWONG UE TTAPATIOUT) 08 KWOLKO kal og oeAlba kataddyov 1/kal
TEXVIKWOV QUAAXS{WV TNG KATAOKEVATTPLAG eTALPELRG. ‘OAOL Ol KWSLKOL KL OL TEXVIKEG TIPOSLAYPAPES TIOV
nTovvtal Ba TPETEL VL EMLONHAIVOVTAL GTOUG AVTIOTOLXOUG KATAAGYOUGS 1}/Kal T TEXVIKA QUAAGSL, TTov
Ba emiovvantovrtat [poo@opég mov vmofaidovtal xwpig va TepAapfavovtal Ta o TAVw GToLXEla va
amoppimtovTal.

15. Xe kaBe a/a 6TOV OTIO(0 TIPOTEIVETAL AVAAMGLILO TIOV XPNTEL EEOTALOUO /YEVVITPLA YL VO AELTOVPYT|OEL, O
HELOBOTNG opeldel va TapaxwpnoeLl Tov amapaitnto ocuvvodd efomAlopnd Swpedv Tpog xpnon ywa 6co
Stdonpa Slapkéoel ) Tpoun et

B. IAHPO®OPIEX I'lA THN IPOMHOEIA

AplBuog artyuatog 2590

AAE 3.2.3.02.03.000.1001

Kpitnplo katakvpwang XopunAotepn Tiun

Huepounvia évap&ng umoBoAng Tpoo@opwv ATtd v avapton ¢ mapovoag oto AIAYTEIA
Huepopnvia AM&ng vrtofoig mpoo@opwv 22-06-2026 mpépa Asvtépa

TpoTog VTOBOANG TTPOCPOPWV e-mail: petroula@rhodes-hospital.gr

I'. YIIOXPEQTIKA XTOIXEIA IPOX®OPAX

H mpoo@opda mov Ba vtofANOel Ba pEmeL va avaEpeL Ta AN pT) oTol el TG eTaLpEiag:
A®M, mAnpn emtwvupia, SievBuven, MAL@wvo, @af, e-mail, o cuvtedeotns PIIA (va toviletal og
TEPIMTWON OV AUTOG elvat SLaOPETIKOS TOU LoXVoVTOG 24%), 0 XpOVOG LoXVOG TNG TTPOCPOPAS Kal
Vo EXEL TNV TTAPAKATW LOPPN:

ApOpog Kw8wkog Meprypaen Twm Kw8wkog T Kwdwko EMDN | Kw8wkog
attpatos | Nocokopsgiov YAwko¥ povadac € | Mapatnpntymapatnpnty| Epmopiov E.0.D.
(xwpig IIA) piov piov

EmmAov Ba TipETeL va ava@EépeTal - €L o) andppudnc - 0 xpovos Tapdadoons Twv
TpocPePOUEVWY €8WV. Adyw TouL emelyovtog Tng mpounbelag, To voookopeio emBupel Ta
TpocepOUEVa €l va eival eToyponapddota, o SagopeTiky Tepimtwon Swatnpel To Sikaiwpa
va amopplPiel TNV TPOG@POPAE av KPIivel OTL 0 XPOVoG Tapddoong elval HEYAAOG O OYECT HE TIG
AVAYKEG TOV.

Te TepIMTWoN TOU 1 T TPoo@opds tou eldoug umepPaivel v avtiotoyn T
TAPATNPNTNPIOY, AUTI UTOXPEWTIKA amoppimtetal. TEéAog, o€ mepimtwon Tov To &ibog Sev
avtiotolyi{eTal Pe TO TAPATNPNTNPO TWHWVY, OaUTO Ba avagépetat otn oA KwdKOg
Tapatnpntnplov.

EVOAAQKTIKEG TIPOGPOPESG KAL AVTITTPOOQOPES SeV YivovTal SeKTEG. LTIG TTEPITITWOELS SVO
1 TEEPLOCOTEPWV EVAAAAKTIKWV TPOCPOPWYV WG KUPLX Bewpeital auTr He TNV XaunAGTEPN TIUT, OL
vméAoumeg Sev Oa afloAoyovvral

Ot etaipeieg ou B amooTelAOUV TIPOCPOPAR YLA LATPOTEXVOAOYIKA TIPOoiovVTA Ba TpEmel
amapaimta va SLaBETouy Ta VOULUA TILOTOTIOMTIKA Yo TN Stakiviom Kot Slavopr] Toug, Kot Ta €i8n
Oa Trpémel amapaitnTa va @Epouv T avtiotoyn Tiotomoinon CE kat ThV ava@opd ¢ £vtaing
TwV poidvtwv otnv EMDN 1} 6£ otoixeld tov EOd .

Emi ™G mpoo@opdg toug oL cuppetéxovtes Ba mpémel va SnAwvouy vmevbuva OTL Sev
OUVTPEYOULV 0L AGYOL ATIOKAELG OV TIOU ava@Eépovtal ato apBpo 74 tou N.4412/2016.

TéAog To voookopeio Statnpel To Sikaiwpa va InTioet Selypa TPOKEHEVOL va a§loAoyNoEL
TIG TIPOCPOPES KL Ol CUUUETEXOVOEG ETALPEIEG VTIOXPEOVVTAL —€TL TOWY amoppwms - va To
amooteidovy Gueoa.

O AIOIKHTHX

KAPAMAPITHXE NIKOAAOZX
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