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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

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

( ®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 kar ahreg drataéeigy (O.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

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 Emrponnic Ilpoundeiomv 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) Evodoelg 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 umopovyv va Katatifevtor péypt Kol v 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 Ilpwtokdéliov 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. HNEPII'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
avtg (cvumeplopBovoévay OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKTY LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

TYNOAIKH
AAMANH
AE AAA EIAOZ TEMAXIA XQPIZ ®NA TMHMA HNAHPO®OPIEX
YA001148(kwd.voook)-TPOKAP OMTIKA
2602 ATPAYMATIKA AIAMETPOY 5/11mm YAEYOYNH
/17-07-2024 AIHNYZEQE.ME ENXQOMATQMENO KAI TMHMATOS
(AP.A AMNOZNQMENO TPOMOIHTIKO KAl MIAAONAKI
IAFQN 4037-2024 | V08Q46906K-ZKE | <1 poEPOMOIHEHE MA MHAENIKH ANQAEIA CO2 450 TEM 29.250,00 € XEIPOYPIEIO TH}/(\GEI\I{IIQTIESE\I%'\:«TAZ
TMHMATIKH AIMTO KOIAIAKO TOIXQMA.ME OMNMH AHMIOYPTIIAZ 5104592908
NAPAAOZH) NMNEYMOTEPITONAIOY.
NMPOAIATPA®EE MAPAPTHMA A.
YA001201(kw8.vocok)-YSTHMA OMTIKOY TPOKAP
XQPIZ ANATKH METATPOMEA ME KANOYAA KAI
TPOKAP AIASTOAHE ME ENSQMATQMENO
2603 STAGEPOMOIHTH AMOTEAOYMENO AMTO MMNAAONI o
/17-07-2024 KAI AAKTYAIO KAOHAQZHE ME AYNATOTHTA .}(“EYM AYI."(')';
(AP.AIAFQN ] AM®INAEYPHZ TOMOOETHZHE TO ITEIAEOY ITHN
4038-2024 WAQY46906K-TEY KANOYAA. KANOYAA AKTINOAIANEPATH KAI 200 TEM 10.800,00 € XEIPOYPTEIO TH'I(\“E“I".IQT}'(-QR%":‘TAZ
TMHMATIKH AIA®ANH. ME EIAIKH ONH AHMIOYPTIAZ '910-4592908
MAPAAOZH) NNEYMORMEPITONAIOY XTHN MYTH TOY TPOKAP

XQPIZ THN ANATKH BEAONHZ VERRES.ZE
AIAMETPO:5mm KAl MHKOZ 10cm.
MPOAIATPADEZ MNAPAPTHMA A.




ITAPAPTHMA B’

(Amotelel avamdGTOGTO TUNHO THG SOHKPLENG)

OPOI XYMMETOXHX

1. H mpoopopd Oa mpémel va £xEL T LOPEON| TOV TVAKO 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 VOULIO EKTPOGMOTO TOV POPEX) 1) KOL TOV PLGIKOV TPOSMMTOL (T0 0moio givor LEAOG TOL d1oKNTIKOV, d1eLVBVuVTIKOD 1|
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav otd Tovg KATOL Adyoug:

®  GUUETOYN| G€ EYKANNOTIKI opydvoon:

e dmpodokia

e ogmatn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMNOTO GUVOEOUEVA LE TPOPOKPUTIKEG OPUGTIPLOTITESG

®  VOULPOTTOIN 61 E600MV 00 TUPAVORES OPASTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

o TOOKI] EPYOcio Kol AAAES pOPPES epmopiag avlpOTOY.

e Eivor poporoyikd evijpepog




"Exel katafdrier TIg £16Q0PES KOWVOVIKNG UGQAAONG

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

INaoooca: EAAvikn
6. Xe mepimtoon Katakvpwong: o) 1 mapddoon Oa yiveton evidc tpidv (3) epyacipmv nuepdv amd T ANyn TG TopayyeAiag ,
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. ID\poun: H minpopn Ba yivetoanw ce gupd, petd amnd mponyovpevn Be®@pnon tov ¥pNUOTIKOV EVIOANATOV TANPOUNG om0 TOV

appooo Enitpomo tov EAeyktikon Zvvedpiov.

Orvroyn ot vtoBdAlovy el OV ATOPPIYNG TNV TPOSPOPE TOLG NAEKTPOVIKA :
L& TEPIMTOGN) U vTofoinc 11 Un TPOGNKOVGAS VTOPBOAEC TOV AVUPEPOUEVOV TLO TAV®, 1] TPOGPOPA ATOPPITTETAL OC

OTOPAOEKTT).
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NAPAPTHMA A
ENTOAH:2603/17-07-2024,2602/17-07-2024

TEXVIKEG AMAULTACELG

1.Na katotebei yia 6Aa ta €ibn mpwtdtumo GuANaSLlo 08NyLWY TOU KOTAOKEUAOTH olkou ota EAANVIKAL.

2.Na katateBel kAwikr BLBAloypadia kat va mephapBdvovtol Touhdxlotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLO TO
KABe mpoodepdEVO 160G 1} KAWVIKEG LEAETEG E TTPOTOVTA TOU LSOV KATAGKEVAOTIKOU O(KOU [LE AVTLOTOLXA TEXVIKA
XOPAKTNPLOTKA cUpdwva kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV koL Ta MVEUHATIKA SIKOLWUATO TWV cuyypadEwv.

3.H Huepopnvia Ajgewg Twv gpyaleiwy va gival dvw Twv 2 €TWV.

4.H emutpornr TeXVIKNG agloAoynong €xeL Sikaiwpa va {ntrioel Selypata mépav anod ta {ntovpeva tng Staknpuéng av auvto
BewpnOel okompo. Adyog anoppudng Oa anoteAel To AMOTEAECUA PETA ATIO XPrON O€ XELPOUPYELO 1 O€ pocopoiwaon
Xelpoupyeiou.

5.”0mou {nteital epyaleio Kal avtaAAaKTlkEG KePOAEG sival amapaitntn n mpoodopd o€ OAOUG TOUC AUEOVTEG TOU
niepthapPavovtal (epyadeiou kal avtarlokTikwy kebaAwv), emnt mown andppung.

6. H mpounBeutpla etalpeia, oe mepintwon mou eival SLadopeTikr and TNV KATACKEUAOTPLA, Vo KataBéosl umevBuvn
SnAwon mou va avadépel OtL eival ggouclodotnuévn anmd TOV KATACKEUAOTLKO OIKO yla TNV TEXVLKN UTOOTAPLEN TWV
TPOLOVTWY Kal Thv THpNnon Twy Stadikaclwyv o mbavr avakAnon/anécupaon mpoiovtog.

7.H kdBe npoodépouvoa etalpeia, o mepinmtwon mou eival SLAPOPETIKA OO TNV KATAOKEVAOTPLA, VA TIPOCKOWIoEL SHAwoN
NG KOTAOKEUAOTPLOG £TALPEiOG MOV va avadEPETal OTOV CUYKEKPLUEVO SLaywVLIoPO Kol va SnAwvel OTL og mepimtwon
KaTaKUpwong cupBacng otnv mpoodEpouca eTalpeia, N kKatackevudotpla Oa Seopeutel va thv mpounBeloel e TN
GUYKEKPLUEVN TTOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cUpPacnG.

8.H kdBe mpoodEpouaoa etalpeia, o€ MEPLUTTWON TIOU Elval SLAPOPETIKI OO TNV KATAOKEUAOTPLA, VO TIPOOKO W ol SnAwan
NG KATAOKEUAOTPLAG E€TaLpeilag mou va SnAwvel OtL n mpoodépouca Ba EVNUEPWVETAL ylo OAEC TG TUBAvVE(
avakAfoelg/anocUpoeLg MPOIlOVIWY, OXETLKEG HE T £16N TIOU €XEL IPOOdEPEL OTO SLAYWVLOUO.

9. H kd&Be mpoodépouca etatpeia, va SLOBETEL APTIO EKMALSEUUEVO/TLOTOMOINUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLAL
etalpeila (motomoinon €wg 2 mponyoUpeva £TN) yLa TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELD Ko €§0UCLOSOTNUEVO TR
service yla TuBavo anapaitnto cuvodo e€omALoUO yla Thv Katnyopla H.

10.AAAWGN TOU KOTAOKEUAOTIKOU OlKOU OTL Ta TTPOLOVTA ELvaL yVroLa Kol aUETaXElpLoTa.




11.Ma TNV TEXVLKA KoL ETTOYYEALATLKE LKOVOTNTA OL OLKOVOLKOL dopeig amatteital: a. va dnAwoouv otL Stabgtouv povipa
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLOEUUEVOU-EEELSIKEVEVOU KOl VO KATAOEOOUV TILOTOTOLNTIKG
ekmaidevong kat €£ouclodOTNOoN AUTOU QMO TOV KATOOKEUAOTIKO Oiko B. va katatebel KOTAAOYoG Twv KUPLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

12. Ta mtpoodepopeva UAKA Ba ipenel va elval kowvomotnpuéva otov EOD kat va SLaBETouv ToV avTioTol o KwSLKO.

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

14. Na kaBe 1606 Kal yLa OAEG TLG YEVLKEG KOl ELOLKEG TEXVIKEG TpodLaypadEG ou InTolvtal Ba MPEMEL va oUUITANPpwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataldyou 1/kat TexVIKwV GuAladiwv g
KOTAOKEUAOTPLAG eTalpeiag. OAoL oL kwSLkol Katl oL TEXVIKEG TtpodlaypadEg Tou {nTouvtal Ba MPEMeL va emuonuaivovtol
OTOUG avtioTtoloug KataAoyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va mephapBavovtal Ta To Tavw oTolela va amoppintovral.

15. 3 kGO a/a otov omoio mpoteivetal avaAwotpo tou xpHlel e€omALOUO/YEVVATPLA VLA VO AELTOUPYHOEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




