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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

AE

EIAOZ

TEMAXIA

ZYNOAIKH
AATMANH
XQPIZ ®MNA

TMHMA

INTAHPO®OPIEX

2'1
ANAPTHZH
1319
[20-03-2024

YOWA46906K-
N86

YA001157-AANAPOZKONIKH AIMOZTATIKH
AABIAA HAEKTOOEPMIKHZ ZYITKOAAHZHZ KAl
AIATOMHZ AITEIQN EQZ KAl 7mm,ME
TAYTOXPONH XPHZH TEXNOAOIIAZ
YMNEPHXQN.AIAZTAZEQN 5mmx35cm.NA
AIAGETEI TYNOY NIZTOAOEIAHZ XEIPOAABH ME
AYO ENZOMATQMENOYZ XEIPOAIAKOINTEZ
EMIANOIHZ ENEPIEIAZ.NA AIAGETEI KYPTH
ZIArFONA 16mm KAI NAMNAAAETAI ME ENIMHKH
KINHZH ZTA 47KHZ MNEPINOY.TO AKAMITO
AKPO THZ ZIATONAZ NA AIAGETEI EIAIKH
MONQZH IN'A AKOMA MIKPOTEPH ©EPMIKH
AIAZNOPA ZTOYZ NAPAKEIMENOYZ IZTOYZ.NA
AIAOETEI TEXNOAOTIA ANTIAHWH IZTOY KAl
AYTOMATH AIAKOINH THZ ENEPTEIAZ OTN
OAOKAHPQOEI H AIATOMH TOY. NA EINAI MIAZ
XPHZH AIAZTAZEQN 5mmx35cm.
MPOAIATPA®EZ NMAPAPTHMA A

10 TEM

6.780,00 €

XEIPOYPTEIO

YMEYOYNH
TMHMATOZ
Ka MAPIF'APQNH
THA.ENOIKOINQNIAZ
210-4592908




2']
ANAPTHZH
1321
/20-03-2024

WY54846906K-POX

YA001158- AIMOZTATIKH AABIAA
HAEKTOOGEPMIKHZ ZYITKOAAHZHZ KAI
AIATOMHZ AITEIQN EQZ KAl 7mm,ME

TAYTOXPONH XPHZH TEXNOAOTIIAZ
YNEPHXQN.AIAZTAZEQN 5mmx20cm.NA
AIAGETEI TYNOY NIZTOAOEIAHZ XEIPOAABH ME
AYO ENZOMATQMENOYZ XEIPOAIAKONTEZ
ENIAOMHZ ENEPTEIAZ.NA AIAGETEI KYPTH
ZIArFONA 16mm KAI NAMAAAETAI ME EMNIMHKH
KINHZH ZTA 47KHZ MNEPIMOY.NA AIAGETEI
TEXNOAOTIA ANTIAHWH IZTOY KAl AYTOMATH
AIAKOINH THZ ENEPTEIAZ OTN OAOKAHPQOEI H
AIATOMH TOY. NA EINAI MIAZ XPHZH .
MPOAIATPA®EZ NMAPAPTHMA A

10 TEM

6.780,00 €

XEIPOYPTEIO

YMEYOYNH
TMHMATOZ
Ka MAPIF'APQNH
THA.EMOIKOINQNIAZ
210-459290




ITAPAPTHMA B’

(Amotelel avamdGTOGTO TUNHO TG SOKPLENG)

OPOI XYMMETOXHX

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVOKO TOV EMGVVATTETOL 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 POPEN) 1) KOL TOL PLGIKOV TPOSMTOVL (T0 0moio givorl LEAOG TOV d101KNTIKOD, d1ELBVVTIKOD 1|
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AMYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo £vav otd Tovg KATOL Adyoug:

®  GUUETOYN G€ EYKANNOTIKI opydveon:

e dmpodokia

e amartn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMUOTE GUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTTOIN 61 E600MV 0O TUPAVORES OPACTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG
®  TOLOIKI] EPYOCiQ KOl GALES pOPPES Epmopiag avOpOTOV.

e Eivar goporoyikd evijpepog

o 'Eyel katofdriel TIC E10QPOPES KOLVOVIKIG 0.6QAMGTG




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

INowooa: EAAvi
6. e mepimtwon KoatakOpwong: a) M moapddoon Oa yivetar evtog tpudv (3) epyacipmv nuep®dv amd ™ ANyYn ™G TopayyeAiog ,
extog ov opileton OlapopeTikd kot’efaipeon, PB) N moapddooon twv €0®V Bo yiveTow pHe @POVTION Kol OATAVES TOL

[TpounBevtn, otig Amodnkeg g Ymnpeoiag pog.

7. Impou: H minpoun Ba yivetar oe gupd, petd amd mponyovpevn Oedpnon oV YpNUATIKOV EVICAUATOV TANPOUNIG OTO TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

Ot vrroyMmerot vroBaAlovy entl OV ATOPPLYNG THY TPOGPOPE TOVG NAEKTPOVIKA :
1€ TEPIMTOGN U vrofoinc 11 un TPOGNKOVGOC VTOPOAC TOV AVUOEPOUEVOV 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
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KQAIKOX
EMIIOPIOY

GMDN

EO®




NMAPAPTHMA A

ENTOAH:1319/20-03-2024,1321/20-03-2024

TEXVIKEG OIMALTAOELS

1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH olkou ota EAANVIKA.

2.Na katateBel kAwvikr BLBAloypadia kat va mephapBdvovtol Touhdxlotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLOL TO
KAOe mpoodepdUEVO 160C 1 KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEVAOTIKOU O{KOU HE aVTIOTOLYA 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 Huepopnvia Ajgewg Twv gpyaleiwy va gival dvw twv 2 €TWV.

4.H emutpornr] TeXVIKAC afloAoynong €xetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntovpeva tng SltakApuéng av auto
BewpnOel okoTLpO. Adyoc amoppuPng Oa anotelel To AMOTEAECUA HETA ATtd XPr)ON O XELPOUPYELD 1 O€ pocopoiwaon
XElpoupyeiou.

5.0mou {nteital epyaleio kal avtaAAaKTIKEG KEPOAAEG elval amapaitntn n mpoodopd G OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyadeiou kal avtarlakTikwy kebaAwv), et mown andppung.

6. H mpounBelitpla etatpeia, oe mepintwon mou eival SLadopeTikr amd TNV KATACKEUAOTPLA, Vo KatabBéoel umevOuvn
SnAwon mou va avadpépel OtL eival €§oucloSotnUévn amd TOV KOATAOKEUOOTLKO OLKO ylat TNV TEXVLKNA UTOOTAPLEN TW
TPOLOVTWY KoL TV THPNON Twv Stadikaolwy ot mbavh avdkAnon/andcupon npoidvtog.

7.H kaBe mpoodépouoa eTalpeia, o MepiMTWon mou eivat SlapopeTiki amd TNV KATAOKEVAOTPLA, VA TIPOCKOWioeL SAwaon
NG KOTAOKEUAOTPLOG £TALPEiOG OV va avadEPETAL OTOV CUYKEKPLUEVO SLaywVLoPO Kol va SnAwvel OTL oe mepimtwon
KoTakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVOEL pE TN
CUYKEKPLUEVN TTOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cuUPBAONG.

8.H kdBe mpoodépouoa etalpeia, o mepintwaon mou ival SLaPopPeTIKA amd TNV KATACKEUAOTPLA, va TiPpookouioel SAAwaon
NG KaATooKeLAoTplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL yla OAeG TG TLBavE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVIOUO.

9. H k&Be mpoodEpouoa etalpeia, va SLHOETEL APTIO EKMALSEUUEVO/TILOTOMOINUEVO TIPOOWTLKO OO TNV KATAOKEUAOTPLA
etalpeia (motomoinon €wg 2 mponyouUeva £TN) yLa TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELD Ko E§0UCLOSOTNUEVO TUAMA
service yla miBavoé anapaitnto cuvodd e€omALouo 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
OPYOAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLOEUUEVOU-EEELSIKEVEVOU KOl VO KATAOECOUV 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 kwdkol Katl oL TEXVIKEG TipodlaypadEg Tou {ntouvtal Ba MpEMeL va ermonuaivovtol
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.




