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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvpupdoceic Epymv, [poundeiomv kot Yanpesuodv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounBeieg @opéwv emontevdpevemy and 10 Ymovpyeio
Yyelag kot Kowvovikig AAAnAeyydng kou dAleg dwotaéeigy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounfeieg Nocokopeiov Kot Aowmdv povédwv vyeiog tov
[Me.Z.Y. xou dAleg dwtdéeiey (O.EK. A" 256 / 2-11-2001), énwg tpomomompévog

oY VEL.

1.4. Tov N. 2362/1995 «Ilepi Anupociov AoyioTiKod, €AEYYOL TOV JOTOVAOV TOV
Kpdrovg kar ahdreg drataceioy (O.E.K. A" 247 /27-11-1995), 6nwg 1oydet.

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

KOTOTOAEUNOT TOV KOOLGTEPNGE®MV TANPOUDV GTIC EUTOPIKEG CUVAALAYEC.

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



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. PB) 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 umopovv va Katatifevtor péypt Ko Ty nuepounvio Kot ®po

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 mapoxkdtow IMAPAPTHMATA mov emouvimtoviol Gty mopovco Kot

QTOTEAOVV OVATTOGTAGTO HEPOG OVTNC.



1. HEPI'PA®H ZHTOYMENQN
EIAQN

KATHI'OPIQN

ITAPAPTHMA A’

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

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

www.tzaneio.gov.gr



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

ITAPAPTHMA A

2YNOAIKH
AJE AAA EIAOZ TEMAXIA AAMANH TMHMA NAHPO®OPIEX
XQPIX
OrnA
Avatomkd, mpooxnpatiopévo mAiypa  AAmApPOOKOMUKIG,
2" efwonepirovaikie  anoxatdotaong  BouBwvoxs
ANAPTHZH pnpoxnAng anotcAoupevo amd 25% sdagpy povoxAwvo
no}u;:ng&mlévto xat 75% anoppopiowo Poly -L ladaxuxé YM006018(x VIEYOYNH
2101 . ' w3.voooK)- TMHMATOX
/04-03- PONIAGI06K- To mAé ' diaopévo va axolouBel v avatopia 10 TEM 3.700,00€ XEIPOYPT Ka MAPT APQNH
2025 ZY4 0 IUeyHa va Evat oXEVIAoH . topta s 5tep(AEZIA) | Y EIO THA.ENIKOINQNIA
BouPevirrg neploxrs. Na exel évﬁst§ql yia oot tonoﬂeu]qn Kat Step(APIZTE 5
kabihaon. H avioxr) tou réyparog pexpt v mifjpn aroppogran PA) 210-4592908
PLLA va mapapéver 16N/cm. Maxpornpd@eopa va péver povo 25%
AZ2:3/2025 ‘ 5 A6 ortote 1) aioBnon §Evou oopatog va REIGVETaL
0:51 ano o apxd vhwo omdte 1 aiobnon

ato Adxioro.
MPOAIATPA®E: MNAPAPTHMA A




IMAPAPTHMA B’
(Amotelel avamOoTAGTO TUNLLO TNG OLOUKNPVENC)
OPOI XYMMETOXHZX

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVAKO TOV EMGVVATTETAL GTO
[Mapéptnpua 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 EKTPOGMMTO TOV POPEX) 1] KOL TOL PLGIKOV TPOSMTOL (To omoio givar LEAOG TOL dtotkNTIKoD, d1evBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONGC, AYNG ATOPAGEMVY 1) EAEYYXOV GE OVTO) Yia Evav od Tovg KAtwOl Adyovug:

® GUUUETOYN O EYKANUATIKI 0pYAvOGN*

e Jdmpodokia

o oamatm

® TPOUOKPOTIKA EYKAMNOTO 1] EYKALOTO GUVOEOUEVO NE TPOUOKPUTIKES OPOUOTNPLOTNTES

®  VOULHOTOINGT £600MV OO TAPAVOUES OPUCTNPLOTNTES 1| YPNUOTOOOTNON TNG TPOUOKPUTIOG

®  TOLOIKI] EPYOCIQ KOl AALES POPPES EPTOPLAS AVOPAOTTOV.
e Eivar goporoyikd evijpepog

o 'Eyel katafdriel TIC E10QPOPES KOLVOVIKIG 0.6QAAGNG

Yroypewtikd va oOnAovovtol Kodwog [Hapatnpnmpiov Twov, GMDN kot kwoikdg EKATITY



H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

INaooa: EAAvikn
6. Xe mepimtoon Katakvpwong: o) 1 mapdooon OBa yiverar eviog tpdv (3) epyacipov MUEPOV Omd TN ANYN TG TopayyeEAog
extoc av opiletar Sapopetikd kat’eaipeon, P) M mopddoon tov WOV Oa yivetor HE @POVTION KOl OATAVEG TOV

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. ID\npoun: H minpopn Ba yivetoar ce gupd, petd and mponyovpevn Be®dpnon tov y¥pNUOTIKOV EVIOANATOV TANPOUNG om0 TOV

appodto Enitpono tov EAeyktikon Zvvedpiov.

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

Ot vroymerot vwoBaAlovy entl IOV ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g TEPIMTOGN U vrofoinc 11 un TPOoGNKOVGAC VTOPOAC TOV AVAPEPOUEVOV TLO TAVD, 1] TPOGPOPU ATOPPITTETOL OC
OTOPAOEKT).
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NMAPAPTHMA A

ENTOAEZ2:2101/04-03-2025

Texvikég anautosLg
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAANVIKAL.

2.Na katateBel kKAwikn BLBAloypadia kat va mepthapBdavovtol Touhdxlotov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KAOe mpoodepdUEVO 160¢ 1 KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEUAOTIKOU O(KOU HE QVTIOTOLYO TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kot pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV koL Ta MVEULATIKA SIKOLWUATA TWV cuyypadEwv.

3.H Huepounvia Anewg Twv epyaleiwv va ival avw Twv 2 €TWVv.

4.H gmutponn texvikng afloAdynong xel Sikalwpa va {ntroet delypata mépav anod ta {ntolueva tng SLaknpuéng av auto
BewpnBel okompo. Adyog andppudng Ba amotelel To AMOTEAECHA LETA ATIO XPrON OE XELPOUPYELO 1} O€ Mpooopoiwaon
XElpoupyeiou.

5.0mou {nteital epyaleio kal avtaAAaKTKEG KePOAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtat (epyoleiou kat avtalaktikwv kebalwv), emnl mowvy andppudng.

6. H mpounBelitpla etalpeia, oe mepintwon mou sival SLpOPETIKA amMd TNV KATACKEUAOTPLA, Vo Katabéoel umevOuvn
SnAwon mou va avadpépel OtL eival €§ouclodotnUévn amd TOV KOTAOKEUOOTLKO OLKO ylat TNV TEXVLKNA UTOOTAPLEN TWV
TPOLOVTWY KoL TV THPNON Twv Stadikaolwy ot mBavh avdkAnon/anécupon npoidvtog.

7.H kaBe mpoodpEépouoa eTalpeia, o MEPIMTWON TOU £ival SLadOPETIKA ad TNV KATAOKEVAOTPLA, VA TTPOCKOWIoEL SHAwaGN
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVOPEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal va dnAwvel OtL o mepintwon
KotakUpwong cupBacng otnv MpoodEpouoa €TALPELQ, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVOEL e TN
CUYKEKPLUEVN TOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cUUPBAONG.

8.H kdBe mpoodEépouoa etalpeia, o mepimtwaon mou eival SLadopeTLK amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG KATooKELAOTPLaG etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL yla OAeG TG TLBavE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVLOUO.

9. H kd&Be mpoodépouoa etalpeia, va SLOBETEL APTION EKMALSEVUEVO/TILOTOTOLNEVO TIPOOWIIKO OO TNV KATOOKEUGOTPLA
eTalpeia (motonoinon £wg 2 mponyoU Eeva £TN) YL TNV TEXVLKH UTTOOTHPLEN OTO XELPOUPYELO Kol eE0UCLOSOTNUEVO TUAA
service yla mBavoé anapaitnto cuvodd e€omALoMO yla thv Katnyopia H.

10.ARAWON TOU KOTAOKELALOTLKOU oikou OTL Ta Ttpoidvta gival yvrola Kal apetaxsiplota.




11.Ma TNV TEXVLKA KoL ETTOYYEALATLKE LKOVOTNTA OL OLKOVOLKOL dopeig amatteital: a. va dnAwoouv otL Stabgtouv povipa
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KOl VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kat €£ouclodOTNON AUTOU OO TOV KATOOKEUAOTIKO Oiko B. va katatebel KOTAAOYOG TwV KUPLOTEPWVM
napadocewv pe avadopad otnv afia tng cuPaonG, TWV MPOCHEPOUEVWY TTPOIOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepoOpeva UAKA Ba ipenel va elval kowvormotnpéva otov EOD kat va SLaBETouv Tov avtioTol o KwSLKO.

13. ErL mowvn g amokAeLopoU Ba mpénel va katateBouv yla kKaBe mpoodepOpevo €606 Ta moTomolnTka: 1S013485, AAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediaopol CE.

14. Na kaBe €(60¢ KaL yLo OAEG TLG YEVLKEG KOLL ELOLKEG TEXVIKEG TpodLaypadEg tou InTolvTal Ba MPETMEL va oU AN pwOEL
AVOAUTIKO GUANO GUUHOPPWONG UE TTAPATIOUTTH OE KWOLKO Kal o€ oeAida kataldyou r/kat TeExVIKWV GpuAladiwv g
KOTAOKEUAOTPLAG eTalpeiag. OAoL ol kwSLkol Kat oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtol
OTOUG avtioTtolyoug KataAoyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va mephapBavovtal Ta To Tavw oTolxela va amoppintovtal.

15. 3 kGBe a/a oTtov omoio mpoTeiveTal AVAAWGCLLO TToU XPHTEL EEOTALOUO/YEVVITPLA VL0 VOL AELTOUPYNOEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Slaotnua SlopkEoeL n PO BeLa.




