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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, [pounbeimv 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 arrodand. 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
nopoKaleiore Onws KarateBovy oe paxeio ato I'papeio llpwtokdliov 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 (cvumePLoUBovOUEVOY 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

ZYNOAIKH
AJ/E AAA EIAOX TEMAXIA AAnAgII_-II Axnplz TMHMA MAHPO®OPIEX
YE00303400(kwd.vooOK)-
Ev3o@0dApI0g evio@pakog udpo@pofog akpuAikdg
avaditrAoupevog omrioBiou BaAdpou evog Tepayiou
AC@AIPIKOG ME PiATPO KATA TNG MTTAE akTIVOBOAiag
Au@ikupTOog HE YwVia aykuAwyv 00, diduETpO YNEYOYNH
1611 PGAP46906K- OTITIKAG {Wvng 6mm Kkai oAk} 13mm. TMHMATOZ Ka
10-04-2024 ZPX Acgiktng d1dBAaong 1,548 o€ elpog SioTTPIWY AT + 150 TEM 15.000,00 € XEIPOYPTEIO MAPIrAPQNH

6,00 éwg + 30,00 ava 0,50D.
Na gival TrpooTTAiIopévog oe evBéTn isert piag
XPAoNg yia évleon amré Toun 2,2mm.
H évBeon va ptropei va yivel BIdwTA.
ANAPAITHTH H AIOZTOAH AEIFMATOZ

THA.ENMIKOINQNIAZ
210-4592908




906
/12-02-2024

9EOW46906K-
AO1

Y2025001(kwé&.voook)
ZET OVOLYTHG KOAEKTOUAG
Tov va teptAapBavel:
1. évav autopato emavadopT{OHEVO KUPTO KOMTOPATTN AXEWV
Lotwv (UYog
avolKToU KAUT 4,7mm - 0P oG KAELGTOU KALT 2mm) LLE UAKOG
Siatouric 40mm, pfikog cuppadnic 51mm, nou epapuoleL o
Xwpo MAdtoug 30mm, e EVOWUATWHEVN AQHA OTNV KACETA TOU
epyaAeiou Kat KAUT anod Kpapa titaviov (va mepléxet 2,5%
BavadLo-3%aAoupivio), pe U0 EEXWPLOTEG OKAVOAAEG yLa
oUYKALON Kol TUPOSOTNON aviicTola Kat e Suvatdtnta
evaAAayr G KAOETWV yLa StapopeTikolg TUMOUG LOTWV OTO 8o
gpyaAeio. MnXaviopog eUAOKNAG 0TO
1/3 tng cUYKALONG TWV CLOYOVWV GE EPUTTWOELG TOU SEV €XEL
eloaxOei cwotd n Kaogta ) eival mtupodotnuévn.
2. éva epyaleio SUTOALKAG EVEPYELAG YLa GUYKOAANGH Ko Statop
ayyeiwv
£€WG Kot 7mm, ME autopatn oAOKARPWON Tov KUKAOU
anoAivwong Kat nXNTKA emBePaiwon, Le KUPTA AKPA LAKOUG
38X\ KoL EVOWUATWHEVN KOTTTIKA Adpa, Suvatotnta
neplotpodng 360°, KAeiSwpa XelpoAaBng, Eexwplotd Kopupio
EVEPYOTOINONG KAl KOTIAG, LKoug 20cm Kalt teExvoAoyia
TPOCAPUOLOUEVNG EVEPYELAG OTOV LOTO.
3. évav NAEKTPOKIVNTO KUKALKO aVOLOTOUWTAPA LG XPAONG
Siapétpou 31mm,

He SutAn ypappn cuppadnig. KAut 3D oxediaong yia avaotopwon
Ko avTloAloOntikn emipavela yia opotdppopdn Katavour) tg
cuprtieong tou otol Katd to KAeiowo tng kedpalig. Auvatotnta
enloyn VYPoug KAelsipatog KAUT and 1.5mm - 2.2mm oo i6lo
epyadeio avaAoya PE TO TTAXOG TOU LoToU Kat UPOG avoLytol KA

5.2mm.

5 TEM

8.490,00 €

XEIPOYPTEIO

YMNEYOYNH
TMHMATOZ Ka
MAPIrAPQNH
THA.EMIKOINQNIAZ
2104592908




1610
/10-04-2024

9IMN=Z46906K-
5PO

Y2018060(kwé&.voo0oK)-

1).HAektpokivntog apBpwtdg enavadopti{OHeVOG
KOTITOPATTNG, LG XPrions, LeyéBoug 60mm Slapétpou 12
mm, He pRKoG otetheol 34cm (A 44cm), HE EVOWRATWUEVN
Adpa oto oTéEAEX0G Tou epyaleiou and avofeidwto atodAl
420.

Noa S€XETAL KAOETEG PE KAl XWPLG AVTIOALOONTIKA

10 TEM

6.000,00 €




emdavela, pe KALG ano Kpapa titaviov (va nmepléxet 2,5%
Bavasdio-3%aloupivio) yia 6 StadopeTikoUg TUMOUG LOTWV
(aré 0,75mm £wg 2,3mm). EpyovouKO oXeSLAOUO TNG
AQBAG yLa XPrion HE TO £va XEPL KAl LNXOVLOO TTaONTIKNAG
apBpwoaong tnG KepaAng HEXPL Kal 450 EVOWLATWEVN OTO
otéAe)oG Tou epyaleiou.

O HNXOVIOHOG MUPOSOTNONG VA TIPOLYLLOLTOTIOLELTOL ME TNV
XPNoN NAEKTPLKAG EVEPYELAG YLaL TNV EAOXLOTOTIONON
ornoLaoSAMOoTE akoUoLaG Kivnong mov mbavov va
TPAUHATIOEL TAPaKEIPEVOUG LOTOUG.

No SLaB£TeL ELSIKA OXESLOOUEVO CUGTNO TTOU
eaodalilel opoldpopdn andotacn petald Twv Svo
OLAYOVWVY KATA TNV SLAPKELA TG TUPOdATNOoNG yLa
B£Atiotn apdTwon, Ko va ooKeL Ttieon ion pe 8gr/mm?2
yla opotopopdn ypapur cuppadng oe 6A0 To LAKOG, TLUA
LooSUvan KE TNV LWBAVIKA TIECN EVOG CUPPATITLKOU
epyaleiov otov LoTo yLa thv e§aocddalion tng BEATLOTNG
enoVAWONG MANYWV KoL TAPOXH Qatog, OTwe akpLBwG
opifouv oL Baoikég apxég cuppadnc. Na apéxel peiwon
OTLG QLLUOPPAYLKEG EMUITAOKEG KOLL TOU HECOU GUVOALKOU
KOOTOUG voonAeiag o€ oxéon pe mapopola £i6n tng
Katnyopiag Tou.

To mapandvw va anodekvUETOL NG EMLOTNOVIKA
TEKUAPLA.

Noa StaB£tel KAELOTO KavaAL otnv uTtodoxn TG
avtaAAaKTIKAG KaoEtag yia va e§acdaliletal n
umnooTthpLEA TG oo T UYPNAEG TUECELG KOl SUVAMELG KOTA
™ SLdpkela TG mupodotnong. Na €xel Suvatdtnta
nupodotnong éwg kat 12 ¢popég, ava acdevr).

XEIPOYPTEIO

YMNMEYOYNH
TMHMATOZ Ka
MAPIrAPQNH
THA.ENMIKOINQNIAZ
2104592908




YZ005058(kwd.voook)-

2).AvTOAAOKTIK KOOETO NAEKTPOKIVNTOU apBpwTog
ETAVAQOPTI{OPEVOU KOTITOPATITH, XWPIG KOTITIKNA
Adpa, JE EIDIKEG TTPOEKTACEIG OTNV EMIQAVEIA TNG
YIO QTPAUMATIKA CUYKPATNON TOU I0TOU OTIG
OlayOVEG TOU £pyaAgiou, YEYOVOG TTOU UTTOPEI va
odnynoel oTnv €£0IKOVOUNON MIAG AVTOAAQKTIKAG
Kao€Tag avd eTéupaon kai e§ac@daAliong opbig
TPOXIGG TWV KAITT KATA TRV TTUPOod6TNON.. OI
AYKTAPES Va gival atrd Kpdua TiTtaviou (2,5%
Bavadio-3%
aAoupivio) kal To KA dkpo va gival EAappwg
KEKAMMEVO YIa ATTOQUYR OTPEBAWONG KATA TNV
mupodoTnon.

Me TpITTAR 1I00UYN YPAUM CUPPAPAG EKATEPWOEV
NG YPOAUMAG SIaTOuNAG, ME MRKOog 60mm, yia 1I0TOUG:
o) AemrToUg, ye SuvardTnTa cUykAiong amré 1.5mm-

2.4mm. TEM 20

B) evdidueooug, pe SuvaréTnTa ouykAiong 1.8mm-

3.0mm. TEM20

y) Traxeig, ye duvardétnta cuykAiong amwd 2.0mm-

3.3mm. TEM10

12.500,00 €




ITAPAPTHMA B’

(Amotelel avamOoTAGTO TUNLLO TNG OLOUKNPVENC)

OPOI XYMMETOXHX

1. Hzmpoopopd Ba tpémet va £xel T LOPPT TOV TIVOKO TOV EMGVVATTETOL GTO
[Mopapmua I'.

2. YmebBovn onlwon tov a. 8 Tov N. 1599/1986 011 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acT €15 fApog TOV 01KOVOUIKOD

@opéa (amd TO VOLUO EKTPOGHOTO TOV POPEN) 1) KO TOV PLGIKOD TPOGMTOL (TO 0TOi0 Elvar LEAOG TOV S10IKNTIKOV, O1ELOVVTIKOV 1)
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCHOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovg:

®  GUUUETOYN OE EYKAMNNATIKT opydveon:

e Jdmpodokia

o amartn

®  TPOUOKPUTIKG EYKANNOTO 1] EYKMRATO CUVOEOUEVOE PUE TPOUOKPUTIKES OPUCTNPLOTNTES

®  VOHIPLOTTOiN 61 €600V U0 TOPAVOUES OPACTNPLOTNTES 1| YPNUATOIOTNGT TNG TPOLOKPUTIOG
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd evijpepog

o 'Eyel katafdrier TIC E10QOPES KOWVOVIKIG 0GQAAIGNG




Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tywov, GMDN kot kwokdég EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.

INowooa: EAAvi
6. Xe mepimtwon KoatakOpwong: a) M moapddoon Oa yivetar evtog tpidv (3) epyacipwv nuep®dv amd T ARYN TG TOPAYYEALNG ,
extog av opileton Olapopetikd kot’efaipeon, PB) N moapddoon twv W0®V Bo yivetor pe @PovTido Kol OOTAVEG TOL

[TpounBevtn, otig Amodnkeg g Ymnpeoiag pog.

7. Impou: H minpoun Ba yivetar oe gupd, petd omnd mponyovpevn Bedpnomn v YpNUOTIKOV EVIOAUATOV TANPOUNG ontd TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

Ot vrroyMmerot vroBaAlovy entl OV ATOPPLYNG THY TPOGPOPE TOVG NAEKTPOVIKA :
1€ TEPIMTOGN U vrofoinc 11 un TPOGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPA ATOPPITTETOL (OC
OTOPAOEKT).




ITAPAPTHMAT ’
YIHOAEIT'MA IIINAKA

APIGMOX
ENTOAHX

HHEPITPA®H
EIAOYX

TIMH
ITPOX®OPAX
ANA
TEMAXIO
XQPIYX OITA

KQAIKOX
ITAPATHPHTHPIOY

TIMH
ITAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

EO®




NMAPAPTHMA A

ENTOAEZ: 906/12-02-2024, 1610/10-04-2024

Texvikég
OUTLOULTH OELG

1.Na kotatebel yia 0Aa Ta €i6n MpwToTUTTO GUANASLO 08NYLWV TOU KATOOKEVAOTH Olkou oTa EAANVIKA.

2.Na katateBel kALK BLBALoypadia kot va mepthapBavovial TOUAAXLOTOV SUO0 SNUOGCLEUMEVEG KALVIKEG
MEAETEG yLa TO KAOE TPOodEPOLEVO (606 1) KALVIKEG LENETEG JLE TIPOLOVTA TOU LELOU KATOOKEUAOTIKOU OlKOU HE
avtioTolya TEXVIKA XapaKTnPLoTika cUpudwva kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical
Evaluation and Post Market ClinicalFollow up annex XIV kot Ta TIVEUATIKA SIKOLW AT TWV cuyypadEwv.

3.H Huepopnvia Anéewg twv epyaleiwv va ival avw Twv 2 €TWV.

4.H emutpornn teXVIKNAG afloAoynong €xel Sikalwpa va Introet deiypata népav amnd ta {NtoUeva the
Staknpuénc av autd BewpnBei okomipo. Adyog anoppudng Ba amotelel to anmotéAeopa LETA amnod xprion os
XELPOUPYELO | 0 Mpooopoiwaon

XELPOUpPYELOU.

5.”0movu {nteital epyaleio kat avtaAlaktikég kedalég eival amapaitntn n mpoodpopd o€ OAOUG TOUG
av&ovteg mou

nephapPBavovral (epyadeiou kat avrtaAlakTikwyv kedaAwv), eni mown andppudng.

6. H mpounBeutpla etalpeia, oe mepimtwon mou eival SLAPOPETIKA QMO TNV KATAOKEUAOTPLA, VO KOTABEOEL
uTteuBuvn dNAwon mou va avadépel OtL eival e€ouclodoTnNUEVN A0 TOV KATAOKEUAOTLKO OLKO yla TNV TEXVLKH
uTtooTtAPLEN TWV TPOTOVTWY Kal TNV THpNon twv dtadikaclwyv ot ribavr) avakAnon/amnécupon mpoiovtog.

7.H kdBe mpoodépouca ctalpela, oe mepimtwon mou elval SLadOPETIK AMO TNV KATACKEUAOTPLA, Va
TipooKopioel SAAWGON TNG KATAOKEUAOTPLAG ETALPELAG TTOU VA avadEPETOL OTOV CUYKEKPLUEVO SLOYWVLOUO Kal
va SNAWVEL OTL 0€ TEPIMTTWON KATAKUpWONG cUUBacng otnv mpoodEpouoa €TALPELQ, N KATAOKEUAOTPLO Ba
Sdeopeutel va tnv mpounBeVoEL pe TN

OUYKEKPLUEVN TTOCOTNTA TWV KOTAKUPWOEVIWY 6wV TG olUBacng.




8.H kdBe mpoodépouca etalpeia, oe mepimtwon mou elvat Slapopetiky aAnMd TNV KATOOKEUAOTPLA, VO
npooKopiosl SNAwon NG KataokeudoTpLag etalpeiag mou va SNAWVeL OTL N mpoodépouca Ba evnuepwveTal
vy 0Aeg Tig mibavég avoakAAOELS/AmOCUPOEL TIPOIOVTWY, OXETIKEG HE To £(6n Tou €xel mMpoodépel oTg
Slaywviopo.

9. H kdBe mpoodépouoa ctailpeia, va OSlabétel GptTia eKMOLOEUUEVO/MIOTOMOLNUEVO TIPOCWIILKO Qo TV
KATOLOKEUAOTPLA ETALPELA (TILOTOTIOLNON €WG 2 TIPONYOUMEVA £TN) YLA TNV TEXVLKN UTIOOTHPLEN OTO XELPOUpPYELD
koL e€oualodotnpévo TURUa service yla miBavéd anapaitnto cuvodo e€omAlopd yla tnv Katnyopia H.

10.AAAWON TOU KOTAOKEUOOTIKOU 0ikou OTL Ta Tpoiovta eival yviola Kot apetaxeiplota.

11.MNa TNV TEXVLKA KOL ETMAYYEAUATIKA LKOVOTNTA OL OlKOoVoulkol ¢opeic amatteitat: a. va dnAwoouv otl
SLaB£TOUV HOVIHA OPYAVWHUEVO TUAMA TEXVIKNG UTOOTAPLENG, KATAANAQ eKkmalSeuEVOU-EELOIKEUEVOU Kal VAl
KataOEoouv TLOTOTONTIKO ekmaiSeuong kal €fouclodotnon autoU amd TOV KATOOKEUAOTLKO oiko [B. vd
kotatebel Katdloyog Twv KupLOTEpwvY Tmapadocewv We avadopd otnv afla NG ocupBacng Twy
PO PEPOUEVWV TIPOLOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepdpeva UAKA Ba mpémet va elval kowvorotnpéva otov EOD kat va StabBétouv tov avtiotolyo
KWSELKO.

13. EmL mowvn g amoKAELopoU Ba tpémnel va katateBoUv yla kAOe tpoodepOueVO 160G TO TILOTOTOLNTLKAL:
1S013485, ARAwon
Juppdpodwong, Motorowntikd CE, Motomointikd Ixedlaouol CE.

14. Na kABe 1606 KaL yLa OAEG TLG YEVIKEG Kal ELSLKECG TEXVIKEC TtpodLlaypad£g ou {ntouvtal Ba nmpémnelL va
ouunAnpwBel avaAutikd GUANO cuUUOPPWONG LE TTOPATIOUTTH 08 KWSLKO Kot o€ oeAida kataldyou fi/kat
TeXVIKWV GUuAadiwy Tng

KOTAOKEUAOTPLAG Talpeiag. OAot ol kwdikol kat ol TexVIkEG tpodlaypadEg mou {ntouvtal Ba TPEMEL va
€nonpalvovtal

OTOUG avTioToLXoU¢ Kataloyoug r/kat ta texvikd ¢uAlddia, ou Ba emiouvartoviat. NpoohopEg mou
urtofaAlovtal xwpig

va meplhapBdavovtal Ta Mo MAavw oTolela va amoppintovral

15. 3¢ kAOs a/a oToOV OToio TIPOTEiVETAL OVAAWGCLUO TIoU XPrleL EOMALOUO/YEVVATPLA YLa va AELTOUPYAOEL, O
MELOSOTNG odelhel va TapayxwpnoeL ToV amapaitnto cuvodo eEomALoUO Swpedv POG Xpron yla 6co Slaotnua
Slopkéoel n mpounBeLa.




