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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvppdoceic Epyov, [pounbeiomv kot Yanpesuodv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevemV amd to0 YTovpyeio
Yyelag kot Kowvovikig AAAnAeyydng kou dAleg dwotaéeigy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopeiov Kot Aowmdv povadwv vyeiog tov
[Me.Z.Y. ot aAleg dwtaéeiey (O.EK. A" 256 / 2-11-2001), énwc Tpomomotnpuévog

oY VEL.

1.4. Tov N. 2362/1995 «Ilepi Anpociov AoyioTikov, €AEYYOL T®V JOTOVOV TOL
Kpdrovg xan drrec dwtaéeoy (O.E.K. A" 247 /27-11-1995), 6nwg wydet.

15. Tov N. 4152/2013 ( ®.E.K. 107 A’/ 9-5-2013 ), apdypaeog Z : TIpocappoyn
™mg EAnvikng Nopobeciog oty odnyia 2011 / 7 g 16-2-2011 yia v

KOTATOAEUNOT| TOV KABLGTEPNGEMV TANPOUDY 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 vmoPdAilovv 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 umopovv va Katatifevtor péypt Kol v 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 Ilpwtokéliov 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 (cvumepLopBovoEVOY OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKY LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

A/E

EIAOZ

TEMAXIA

ZYNOAIKH
AATANH
XQPIZ ®MNA

TMHMA

NAHPO®OPIEZ

907
/12-02-2024

YZIA46906K-APQ

YA00106602(kwd.vOOOK.)-
AANAPOZKOMIKO EPIrAAEIO A
AIMOZTAZH-AIATOMH AITEIQN EQZ
KAI 7mm ME ANMOKAEIZTIKH XPHZH
YNEPHXQN.ME MHKOZXZ EPIAAEIOY

36Ccm.ME ENEPIOMNOIHZH AITO TO
XEPI ,ME TEXNOAOTIA
NMPOZAPMOZOMENHZ ENEPIEIAZ XTON
IZTO,MAPEXONTAZ ETZI XTH
FENNHTPIA TH AYNATOTHTA NA
AIAMOP®QNEI AYTOMATA THN
NMAPOXH IZXYOZ AIAMETPOY
5mm,AYNATOTHTA NEPIZTPO®HZ 360
(XQPIZ THN ANAKIH XPHZHZ
NMPOZAPMOrEA). NA AIAGETEI
ANOIMA ZIAFQNQN TOYAAXIZTQN
10m,AEMIAA TITANIOY MHKOYZ
15mm,KYPTOY AKPOY H OMOIA
NAAAETAI ME EMIMHKH KINHZH ZE
2ZYXNOTHTA 55,5KHZ KAl HXHTIKH
ENIBEBAIQZH KATA THN METABOAH
THZ MPOZAPMOZOMENHZ ENEPTEIAZ.
MPOAIATPA®EZ MAPAPTHMA A

20 TEM

13.560,00 €

XEPOYPTEIO

YNEYOYNH TMHMATOZ
Ka MAPTAPQNH
THA.EMIKOINQNIAZ
210-4592908

MNPOZOXH : Ol MPOZ®OPE: THZ ANAPTHZHZ ME AP. MPQT

. 3021/22-02-2024 NMOY A®OPOYN THN 2YTKEKPIMENH ENTOAH AEN

OA AHOOOYN YMOWH .




ITAPAPTHMA B’

(Amotelel avamOoTACTO TUNLLO THG SLOKNPVENG)

OPOI XYMMETOXHX

1. H mpocpopd Oa mpémel va £xEL T LOPEON TOV THVAKO TOV EMGVVATTETAL GTO
[Mopapmua I'.

2. YmebBovn oniwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKACTIKY ATOPacT €15 fApog TOV 01KOVOUIKOD

@opéa. (amd TO VOUUO EKTPOGHOTO TOL POPEN) 1) KOL TOV PLGIKOD TPOSMTOL (TO 0TTO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 1)
EMOTTIKOD TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCOTNONG, ANYNG AToPAcE®MV N EAEYYXOV GE avTd) Yo Evay amd Tovg KAtwOL Adyovc:

®  GUUUETOYN OE EYKAMNATIKT opydveon:

e dmpodokia

o amartn

®  TPOUOKPUTIKG EYKANNOTA 1] EYKMRATO CUVOEOUEVOE PUE TPOUOKPUATIKES OPUCTNPLOTNTES

®  VOUIPLOTTOiN 01 €600V U0 TOPAVOUES OPACTNPLOTNTES 1| YPNNATOIOTNGT TNG TPOLOKPUTING

*  TOOKI] EPYOCio KAl AAAES HOPPES Epmopilag avlpOTOV.




Eivanr goporoyka gvijpepog

"Exel katafdrier TIg £16Q0PES KOWVOVIKNG 0GQAMONG
Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.

INowooca: EAAvii
6. Xe mepimtoon kataxvpwong: a) M mapddoon Bo yiveror evidg tpidv (3) epyasipmv nuepdv and T ANyn g mapayyeAiog ,
extoc av opiletor Owapopetikd wat’eaipeon, B) N mopddoon tov WOV Ba yivetor pE @OPOVTION KOl OATAVEG TOL

[TpounBevt, otig AmoOnkeg g Ymnpeoiag pog.

7. Impou: H minpoun Ba yivetar oe gupd, petd omd mponyovpevn Oedpnomn oV YpNUOTIKOV EVICAUATOV TANPOUNG OO TOV

appooo Ernitpomo tov EAeyktikon Zvvedpiov.

Orvmoynelot vToBdAAOVY €T OV ATOPPIYNG TNV TPOGPOPE TOVG NAEKTPOVIKE. :
L& TEPIMTOG) U vTofoiC 1] 1IN TPOGNKOVGAC VTOPOA]C TOV AVAPEPOUEVOV TLO TAVW, 1] TPOGPOPA ATOPPITTETOL O
OTOPAOEKTT).
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NMAPAPTHMA A
ENTOAH:907/12-02-2024

TEXVIKEC
OUTTOLLTN OELC

1}\[;1\0( KOTATEDEL YLl OAQL TAL £1ON TIPWTOTUTIO GPUAAQOLO 0ONYLWV TOU KOTOLOKELAOTH OLKOU Ot
EAANVLKAL.

2.Na katateBet kAwvikr) BBAoypadia kol va replhapBavovtol TouAdyiotov duo
SNUOCLEVUEVEG KALVIKEG LEAETEG YL TO KABE TPOOHEPOUEVO 150G 1) KAVIKEG LEAETEG ME
TPOTOVTA TOU LOIOU KATAOKEUAOTLKOU OLKOU JE AVTIOTOLYO TEXVIKA XOPOAKTNPLOTIKA oL Ubwva
Kot pe MDR article 61 Clinical Evaluation annex llI, Clinical Evaluation and Post Market
Clinical Follow up annex XIV kat ta T[VEUU.OLTLKOL 6L|<ouwuata TWV oUYYpobEwv.

3.H Huepopnvia ANEEWC Twv PYOAELWV VO ELVOL AVW TWV 2 ETWV.

4.H gmutponn texVIKAG afloAoynaong £xeL Sikailwpa va {nTtriosL delypota mépav ano ta
{ntolpueva NG dltaknpuéng av auto BewpnBel okdmIpo. Adyog andppudng Ba amotelel To
OTIOTEAECUA LETA ATIO XPHON OE XELPOUPYELO 1) O€ Mpocopoilwon

XElpoupyeiou.

5.’0mou {nteltoL epyoAelo Kol aVTOAAOKTIKEC KEDOAEG €lval amapaltntn n mpoodopad
0 OAOUC TOUC QUEOVTEC TIOU
neptAapBavovtal (epyaleiov kat avtaAAakTKwV KePaAwyv), ent mowvn anoppubnc.

6. H mpounBeutpla etalpeia, oe mepimtwon Tou eival  SLadOpPETIKA Ao TV
KATaoKEUAOTpLa, va kataBéoel umevBuvn O6nAwon Tmou va avadépel OtL  eival
efouoloboTnUévn Ao TOV KATOOKEUOOTLKO OLKO Yyl TNV TEXVLKH UTIOOTAPLEN TWV TTPOIOVTIWV
KoL TNV tTpnon twv dtadikacwwyv og mbavr avakAnon/andcupon npoidvtog.




7.H kaBe mnpoodépouca etalpeia, oe mepimtwon Tou elval SladopeTiky amod TNV
KOTOOKEUAOTPLO, VO TIPOOKOUIOEL SNAwon TNG KATOOKEUAOTPLOG ETALPElOG TOU v
oVODEPETAL OTOV CUYKEKPLUEVO SLAYWVIOUO Kol va SNAWVEL OTL O€ MEPIMTWON KATAKUPWONG
ocupBaocng otnv mpoodEpouca etalpeia, n Kataokevaotpla Ba Seopeutel va TNV
TipounBeVoEL e TN

OUYKEKPLUEVN TTOCOTNTA TWV KOTOKUPWOEVTWVY eldwv Tnc cuuBaonc.

8.H kdbs mnpoodépouoca etalpeia, oe mepimtwon mou elvat dladopetik amd TNV
KOTOOKEUAOTPLO, VO TTPOOKOUIoEL SNAWON TNG KATAOKEUAOTPLAG €TALPELOG TTOU va SNAWVEL
OtL n mpoodépovoca OBa evNUEPWVETAL Yl OAeG TIC TUOAVEG avakAnoelc/amooUpoelg
TIPOILOVTWY, OXETIKEG LE TA £(6N TTOU €XEL MPOOGHEPEL OTO SLAYWVLIOUO.

9. H kaBe mpoodépouoa tatpeia, va SLABETEL ApTLa EKMTALSEUUEVO/TILOTOTIOLNUEVO TIPOCWTTILKO
Qo TNV KOTOOKEUAOTPLA €TAlpEia (TTLOTOMOLNON €WG 2 TTPONYOUEVA £TN) YLA TNV TEXVLKA
uTtooTAPLEN OTO XElpoupyElo Kal e€ouclobotnuévo TURUA service yla bavo amapaitnto
ouvod0 eomAloud yla tnv Katnyopia H.

10.ANAwWON TOU KATOOKEUOOTIKOU OLKOU OTL T TTPOLOVTA E£LVAL YVNOLO KOl QLLETOXELPLOTA.

11.Ma TNV TEXVIKA KOL EMAYYEAUATIKA LKAVOTNTA OL OlKOVOULKol dopeig amatteital: a. va
6nAwoouv OtL Slabétouv HOVIUA OPYAVWHEVO TUAMA TEXVLKAG UTIOOTAPLENG, KATAAANAd
eKaLOEUUEVOU-EEELOIKEVEVOU KOl va  KataBéoouv TLOTOTMOLWNTIKO  ekmaidevong  kal
gfouolodbotnon auToU amd TOV KOTAOKEUAOTIKO oiko B. va katatebel katdAoyog Twy
Kuplotepwv mopadooswv e avadopd otnv afla tng ocvpPacng, Twv TPOoPEPOUEVWY

TPOTOVTWVY KAl TOUG XPOVOUG
noapadoonc.

12. Ta mpoodepopeva UALKA Ba MPETMEL va elval Kolvorolnpeva otov EOD kal va dtabetouv
TOV QVTIOTOLYO KWOLKO.

13. ETtL mowvn ¢ amokAELlopoU Ba mpéemeL va katateBouv yla kabe poodepopevo eldog ta
notonownTika: 15013485, AAwon
Juppopdpwonc, Motorontikd CE, Miotomowntiko Ixedioopou CE.




14. Na kaBe 1606 Kal yLor OAEC TIG YEVIKEG KL ELOLKEC TEXVIKEC TipodlaypadEg ou {nTouvrtal
Ba npémnel va cuUNMANPwWOel avaAuTtiko GUANO CUPUOPPWONG LLE TTOPOTIOUT O KWOLKO Kal

oe oeAiba kataAoyou r/kat TexvVikwv GuAAadiwv tng

KOTAOKEUAOTPLAG eTalpeiag. OAoL oL kwdikol kat ot TexVikEG mpodlaypadEg mou Intouvtal Ba
TIPETEL VAl ETLonpaivovtal

OTOUC QVTIOTOLYOUC Kataldyoug r/kal ta texvika ¢ulladia, mou Ba emiouvanTtovTal.
Mpoodopeg mou urtoBalovral xwpic

va repAaUBavovTal Ta o MAVW OTOLYELO VO aoppilmtovTal.

15. e k@Be a/a otov onoio npoteiveTal avalwaolpo o XpnleL e€omALopo/yevvATpLa yla va
Aeltoupynoel, o HelodOTNG odellel va mapaxwpnoeL Tov anapaitnto cuvodod eEOTALOUO
Swpeav mpog xprion yla 6co dtaotnua SlapkEoeL n mpounbeLa.




