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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommc 1oyvovV:
1.1. Tov N. 4412/2016 « Anuooieg Xvppacelc Epywv, I[poundeidv kot Yanpeoiov »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevemv and to YTovpyeio
Yyelag kot Kowvovikig AAANAeyydng kou dAleg dwotaéegy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounfeieg Nocokopeiwv Kot Aowmdv povadwv vyeiog tov
[Me.Z.Y. ot aAleg dwtaéeiey (O.E.K. A" 256 / 2-11-2001), énwc Tpomomotnuévog

oY VEL.

1.4. Tov N. 2362/1995 «llepi Anunociov AoyiotiKod, €AEYYOL TOV JOTAVAOV TOV
Kpdrovg kar aireg drataéeigy (OP.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152/2013 (®.E.K. 107 A’/ 9-5-2013 ), [Tapaypagpog Z : [Ipocapuoyn
mg EAnvikng Nopobeciog oty odnyia 2011 / 7 g 16-2-2011 vy v

KOTATOAEUNOT| TOV KAOLGTEPNGEMV TANPOUDV GTIG EUTOPIKES GLVOAAAYEC.

1.6 Tov N. 4605 /01-04-2019 apBpo 43 , [apdypapog 7 ay .



HHPOXKAAEI

1. KdéBe evolopepouevo, vo katabécel mpoopopd Yoo TPoundei vAMKAOV e
KpLTnplo KOTOKOP®ONG TN YopunAoTepn Tipq 1N omoia Oa givan ion 1
MIKPOTEPT TOV TEAEVTOIOV TOPATNPNTPIOV TIHAOV, OTOS OVTO AVOPTATOL

otV otocerida g Emrponic [Ipoundeiov Yyeiog.

2. Awoiopo ZopupeToyng omn odkacios £ouv ol avapEPOUEVOL KOTOTEP®,
€POGOV 0ICKOVV EUTOPIKT 1 PLOpNavIKn 1 PLOTEYVIKY] dpAGTNPLOTNTO GUVAPT
pe to avtikeipevo g mpoundelag: o) Ola to puokd 1 voukd mpdowmma,
nuedand 1 arrodond. B) Evdoelg mpounbevtov mov vmoPdilovv Kown

TPOCPOPJ. Y) ZVVETUIPIGHOL.

3. Tleprypoaen twv {NTOOUEVOV KATNYOPL®OV EWOMOV YIVETOL GTO TAPAPTNIY A TNG

napovoag Kot 6to mapdptnne A ( Teyxvikéc mpooraypagéc ).

4. Ot mpoo@opéc umopovyv va Katatifevtor péypt kol Ty nuepounvio kot mpo

m¢ dSwdkaciag oto mail g Yanpesiog mprom3@tzaneio.gov.gr

e TmepinTtwon mov 0 OYKOS TWY OIKALOAOYNTIKOV &ival UEYHAOS
nopoKaleiote OTws Katateovy oe pakxeio oo Ipapeio Ilpwtokoéliov Tov

Nocoxouciov (ue emoijuaven tov oplOuod TPWTOKOIL0V TS AVAPTHOHS).

Koatd ta Aowwd, n dwadikacio Ba dievepynBel kKou n mpopnfeta Oa vAomonBel copuEmva
pe ta mapoxdtow IMTAPAPTHMATA mov &mouvimtoviol Gty mopovco Kot

OTOTEAOVV OVOTOGTOGTO HUEPOS QVTIG.



1. HEPI'PA®H ZHTOYMENQN
EIAQN

KATHI'OPIQN

ITAPAPTHMA A’

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YIOAEII'MA ITIINAKA ITAPAPTHMATI”
4. TIPOAIATPA®EX ITAPAPTHMA A’

O1 evdiapepopevol Ba xovv duvatdtnto erebbepng TpoOGPacn 6TO TANPES KEILEVO
avTtg (cvumepLopBovopévaY OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKT LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



http://www.tzaneio.gov.gr/

ITAPAPTHMA A

XPHXHX [TPOXAPMOTEA). NA ATAGETEI
ANOII'MA ZIATQNON TOYAAXIXETON
10m,AEITIAA TITANIOY MHKOYZX
15mm,KYPTOY AKPOY H OIIOIA ITAAAETAI
ME EINIMHKH KINHXH XE XYXNOTHTA
55,5KHZ KAI HXHTIKH EINIBEBAIQXH
KATA THN METABOAH THX
IMPOXAPMOZOMENHYX ENEPI'EIAX.
INPOAIAT'PA®EX TAPAPTHMA A

AJE AAA EIAOZ TEMAXIA TYNOAIKH TMHMA ""HP%‘DOP'E
AAMANH
XQPIZ OMA
YA00106602(k0d.v000K.)- AATAPOZKOIIKO
EPI'AAEIO I'TA AIMOXTAXH-AIATOMH
AITEIQN EQY KAI 7mm ME
AIIOKAEIXTIKH XPHXH YINHEPHXQN.ME
MHKOX EPT'AAEIOY 36cm.ME
ENEPI'OITIOIHXH AITO TO XEPI ME
TEXNOAOTI'IA ITIPOXAPMOZOMENHX
ENEPI'EIAX XTON IXTO,ITAPEXONTAX ETXI YNEYOYNH
on 2XTH I'ENNHTPIA TH AYNATOTHTA NA TMHMATOZ
ANAPTHEH AIAMOPD®QNEI AYTOMATA THN ITAPOXH Ka
i 6KNA46906K-YNE | IEXYOZ AIAMETPOY 5Smm,AYNATOTHTA 20 TEM 13.560,00 € | XEIPOYPFEIO | MAPFAPQNH
/13-01-2025 MHNEPIZETPO®HX 360°(XQPIX THN ANAKTH THA.EMIKOIN
QNIAS

210-4592908




IMAPAPTHMA B’
(Amotelel avamOoTAGTO TUNLLO TNG OLOKNPVENG)
OPOI ZYMMETOXHZX

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV TVOKO TOV EMGVVATTETAL GTO
[Moapéptnpua I

2. YmebOvvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acn €15 fApog TOV 01KOVOUIKOD
@opéa (amd TO VOULLO EKTPOGMOMTO TOV POPEN) 1] KOL TOL PLGIKOV TPOSMTOL (T0 omoio givar LEAOG TOL dtotkNTIKoD, dtevBuvTikol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VG10 EKTPOCHOTNONG, AYNG ATOPAGEMVY 1) EAEYYXOV GE AVTO) Yo £vav od TOvG KAT®OL Adyoug:

®  GUUETOYN| G€ EYKANNOTIKI opydvoon:
e dmpodokia
e ogmatn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMUOTE GCUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTTOIN 61 E600MV 00 TOPAVORES OPUCTNPLOTNTES 1] YPNNATOOOTI|ON TI|S TPOUOKPATIOG

*  TOOKI] EPYOGia KAl AAAES HOPPES epmopilag avlpOTOV.

‘o Eivar poporoykd gvijpepog




o 'Eyxel katapdairer TIC E16QOPES KOIVAOVIKIG AOPAMONG

Ynoypemtikd vo dnAovovtar kwdwkog [apatmpnmpiov Tywomv, GMDN kot kodikdég EKAIITY
H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.
INaoooca: EAAvikn

6. Xe mepimtoon KatakvPwong: o) 1 mapddoon Oa yiverar eviog tpidv (3) epyacipmv nuepOV and T Aym TG TapoyyeAiag ,
extdéc av opiletar Sapopetikd kat’eaipeon, P) N mopddoon tov WOV Oa yivetor pE @POVTION KOl OATAVEG TOL
[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. IDipounq: H minpopn Ba yivetonw 6e gupd, petd amd mponyovpevn Bedpnon tov YpNUOTIKOV EVIOAUATOV TANPOUNG OTd TOV

appodto Enitpono tov EAeyktikon Zvvedpiov.

8. «ZUpowva Pe TNV Ut apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kSidouv NAEKTPOVIKG TIMOASYIA yia Satrdveg o€ eKTEAson oupBdoswy (N.4412/2016)

Ot vroymerot vwoBaAlovy entl IOV ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g TEPIMTOGN U vrofoinc 11 un TPoGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPU ATOPPITTETOL OIC
OTOPAOEKT).
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NMAPAPTHMA A

ENTOAH: 756/13-01-2025

TEXVIKEQ

OTLOLLTN OELG
T.Na KaTaTePEL ylo, OAQ T 10N TPWTOTUTIO PUAAADLO 0ONYLWV TOU KATOLOKELOOTN
olkou ota EAAnvika.
2.Na KotateOel KAWVLKL BLPALOYpOdLO KoL VO TEEDLACLLLB OVOVTOL TOUAQXLOTOV
6V0 SNMOGLEVUEVEG KALVLKEG EAETEG yLa TO KAOE mpogdepOpeVo €100C N
KALVLKEG LEAETEC LLE TIPOLOVTA TOU LOLOU KATAOKEUAOTLKOU OLKOU LE avTioToL
TEXVLKOLI)fag(_IK_Tn LoTikd gupdwva kat pe MDR article 61 Clinical Evaluation
annex IIl, Clinical Evaluation and Post Market Clinical Follow up annex XIV kot ta
TIVEU LOTLKOL SLKOLWLOTA TWV oUYYPaPEWV.
3.H Huepopnvia AREEWG Twv EPYAAELWV va €lvaL AVW TwV 2 €ETWV.

4.H erutpornn TeXVIKAC afloAoynong £xel Sikaiwpa va {ntrjoet Seiypata mepav
aro ta {ntovpeva TG dtaknpuéng av autd BewpnBel okomipo. Adyog
anoppPng Ba amoteAel To ATMOTEAECUA LETA ATIO XPON OE XELPOUPYELO N OF
TIPOOOLOLlWoN

XElpoupyeiou.

5."0Omou (NTELTOL EPYAAELO KOL OVTOAAOQKTLKEG KEPOAAEG ELVOL ATAPALTNTN N
npoodopd o€ OAOUG TOUG au&ovrsg\)\nou , , , , ,
niepthapBavovtal (epyaleiov Kot avTaANAKTIKWYV KEDAAWV), ML Ttovr) anoppubnc.




6. H mpounBeltpla etalpeia, o meplmtwon mou €ival SladopeTiki and TNV
KATOOKELAOTPLA, va KataBéoel umevBuvn SNAwon Tou va avadeEpPeL OTL ival
€€ouoloSoTNUEVN ATIO TOV KOTOOKEUOOTLKO OLKO yLoL TNV TEXVIKA UTTOOTAPLEN
Twv TPoilovTwv Kol TtV  TApnon Twv Swadlkkaocwv oe  mubavn
avakAnon/andécupon mpoiovtog.

7.H kaBe mpoodEpouvoa stalpeia, o mepimTwon mou sival Sltadopetiky amnod
TNV KATOLOKEUAOTPLA, VO TIPOCKOKIoEL SNAWON TNG KATAOKEVAOTPLAG ETALPELNG
TIOU va aVaPEPETAL OTOV CUYKEKPLUEVO Slaywviopo Kol va SnAwvel OtTL o€
nepmtwon  Kataklpwong ouvppfaong otnv npoodépouca  €Talpeia, N

Katookevaotpla Ba deopueutel va tTnv mpounBeVoeL Ye TN
OUYKEKPLUEVN TTIOOOTNTA TWV KATOKUPpWOEVTWY e8wv tTnc cuuBaonc.

8.H kabe nmpoodépouca stalpeia, oe mepimtwon mou eivat StadpopeTikn ano
TNV KOTOLOKEVAOTPLA, VA TIPOCKOUIoEL S)AWON TNG KATAOKEVAOTPLAC ETALPEL]
mou va dnAwvel OtL N mpoodEpouvca Ba evnUEPWVETAL yla OAEC TIG TILOAVE(
OVOKANOELG/AmOCUPOELG TIPOIOVTWY, OXETIKEG HE Ta €(6n Tou €xeL MpoodEpEl
oto Slaywviouo.

9. H KaBe npoodEpovoa eTapeia, va SlaBetel aptia
EKTTOULOEUIEVO/TILOTOTOLNEVO TIPOOWTTLKO OO TNV KOATAOKEUAOTPLA ETALPELN
(miotomoinon €wg 2 mpPonyoupeva €Tn) yla TNV TEXVIKN UTTOOTNPLEN OTO
Xelpoupyeio kat eéouolodotnuévo TUAMA service yla mBavo amapaitnto
ouvob 0 e€omALOMO yLa TNV Katnyopia H.

10.ANAWON TOU KOTAOKEVAOTIKOU OLKOU OTL TA TTPOLOVTA ELVOL yvNOLa Ko
OLETAXELPLOTAL.




11.Ma TNV TEXVLKN KOL EMOAYYEAUATLKN LKOVOTNTA OL OLKOVOULKol ¢opelq
aratteitat: o. va SnAwoouv 0Tl SLABETOUV HOVIUO OPYAVWHEVO TUNUO TEXVLKAG
uUmooTNPELENG, KATAANAQ EKTTALOEUPEVOU-EEELOLKEUUEVOU KOl VO KOTOBEGOUV
TILOTOTOLNTIKO ekTtalidevong kat e€ouolodotTnon autou armd ToV KATOUOKEUAOTLKO
oiko B. va katateBsl KATAAOYOC TwV KUPLOTEPWV Ttapadocewv Pe avadopd,

otnv aéla tng cupBaAoNC, TwV MPOCPEPOUEVWYV TIPOTOVIWYV KOl TOUG XPOVOUG
napadoonc.

12. Tanpoopepopeva UALKA Ba TIPETEL va Elval Kowvortotnpeva otov EOO kat
va SLaBeTouV ToV avtioToLxo KWOLKO.

13. EmL molvng amoKAELCLLOU Bal TIDETIEL VAL KATATEDOUV YLOL KADE MTPOCPEPOUEVO
gldo¢g ta motomowntika: 1IS013485, AnAwon .
Juppopdwonc, Muotormowntiko CE, hLOTOT[OLI’]TLKO >xeblaopov CE.

14. Mo KABe (606 KAl yLa OAEG TLG YEVIKEC KOl ELOLKEC TEXVLIKEC TtpodLaypadEg
mtou {ntouvtal Ba mpémnetl va CUMTMANPWOEL avaAuTIKO PUAAO CUUUOPPWONG UE

TLOPOATIOUTTN) 0€ KWOLKO Kol o€ oeAida kataAoyou f/kat TexVikwv GuAAadiwv Tng
KOTaOKEUAOTPLAG eTatpeiag. OAoL oL kwdikol kat oL TeXVIKEG Tpodiaypadeg ou
{ntouvtal Ba MPEMEL va. EMLONUAivovTaL , ,

OTOUG aVTioToL(oUG KataAdyoug r/kat To TexVika ¢puAdadia, mou Ba
emouvarrovtal. Mpoodopeg mou umofallovial xwpig

va epAaBavovTal To TILo TTAvVwW OTOLYELO VoL artoppUTTOVTaL.

15. Je kaOe a/a oTOV OMOL0 MPOTEIVETAL AVOAAWGCLUO TTIoU XprleL
€EOTALOUO/YEVVITPLA YL VO AELTOUPYNOEL, O LELOSOTNG odelleL va
TIapaXWPNOEL Tov amapaitnto cuvodo EomAlopnd dSwpedv mpog xprnon yla 600
dtaotnua SlapkeoeL n mpounBeLa.




