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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, [poundeiodv kot Yanpeoiodv »

( ®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 Aomav povddwv vysiog twv
[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 ahreg drataéeigy (OP.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152/2013 (®.E.K. 107 A’/ 9-5-2013 ), [Topdypapog Z : IIpocappoyn
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 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 [Ipoundeiomv 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 N arrodand. PB) Evdoelc mpounbevtov mov vmofdilovv kowvn

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 opo

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 emoijuavon tov apiOuov TPWTOKOIL00 THS AVIPTHOHG).

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 (cvumeplopBovoéveoy OAMV TOV TOPAPTNUATOV TNG), GE NAEKTPOVIKT LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

E/A
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EIAOX

TEMA
XIA

XYNOAIKH
AAITANH
XQPIY ®ITA

TMHMA

ITAHPO®OPIE
X

1776
/28-08-
2026

AX:36/31-
07-2026
0:7

Y1I'Y46906K-9NY

YX01003102(k®8.v060K)-. Avtopator
ENAVOQPOPTISONEVOL TEPLOTPEPOIEVOL Ko
apOpoduevor nieKTpokivnToL EVOOCKOTIKOL
KOTITOPAMTEG — PE PNKOS ovPpaPns owutouns 60
mm dwpétpov 12 MM pfikog 6TvAeov 34CmM Yo pe
EVOOUUTONEVY] KOTTTIKN AGpa omé avoieidmto
aT6AM 6TO 6TELEYOS TOV EPYAALELOV.

Na oww0éTovvy eEmTepkd poyro o omoiog va Kiveitan
nopaiinio pe v Kdpyn tov Ppoyiove ko vo
oivel yovioon £ag 45 poipes ekatépmBev, £xovrag
aneproproteg  Ofoelc  apOBpwong odivovrag T
OUVATOTITA TVPOOOTIGNG OE OEKADOES OLUPOPETIKES
0foc1g avaroya pe To yerpovpyké wedio. Na propel
Vo OEYETAL ELOIKO TPOCUPROYEN KVUPTOD GKPOV GT1)
oLOYOVA TOV gpYyaieiov

Na oégeton €51 OWQOPETIKESG KOAGETES YOPIg
KOTTTIKN] Adpo pe 3 ypoppés ovppaens Yo
AYYELOKOVG, AETTTOVG, EVOLANEGOVS, TAYElS KOl TOAD
nTayEic 16TovC,

NMPOAIATPADEZ MAPAPTHMA A.

14
TEM

6.300,00 €

XEIPOYPT'EIO

YIHEY®YNH
TMHMATOZX
Ka MAPI'APQNH
THA.
EINIKOINQNIAX
210-4592908




1778
/28-08-
2026

AX:36/31-
07-2026
0:7

6TI046906K-AHK

Y2001013(k®d.voc0K)- AOGTOTIKO YAAIL
VIEPY®V AVOLYT®V ENEUPACEDV, Lo YPONG,
UNKOVG 9 €KATOGTAOV LE SVVATOTNTA OTOAVMOONG
ayyeiov StopéTpov €mg S yihootd. Me Kupn
Aemida Titaviov N omoio TAAAETOL PLE ETUNKT
kivnon og ovyvotta 55,5kHz kot pe nyntikn
emPePainon Katd v pHeTafoAn TG TEXVOAOYING
Tpocapuolopevng evépyelag otov 1010. Me
o0& Y1 TOVG ac0eveic GUYKPLTIKA
ToPad0GLoK®V HEBOdWV, 6GOV apopd TNV
aipoppayio, To Vypoua (cEpwUA), TO ALdTOA,
TO VYPO TAPOYETEVGEMC, Kol TO YPOVO VOGMAELNG,
OTOOEIKVVOUEVO, BAGEL OMULOGIEVUEVOV KAIVIKOV
HEAETAV OE £YKPLTO EMLOTNUOVIKE TEPLOSIKA LUE
Impact Factor > 1 1} avayvopiopéva otnv fdaon
OEJOUEVMV EMGTNUOVIKMV TEPLOIKMDV
"Scimago". IIpookoplopeveg >2 KMVIKEG
UEAETES TNG GLUTEPLPOPEG TOV TPOTOVTOG OV TOV N
NG TPOIOVTIKNG GEPAG, Vi ENEUPACELS
Bvpoeg1dovg, LaoTOV, Ko GALAES YEVIKEG
YEPOLPYIKES emeUPhoels, emmédon 1a, 18, Pdoet
katnyopromojoemg [1.0.Y.

NPOAIATPADEZ MAPAPTHMA A.

18
TEM

10.440,00€

XEIPOYPT'EIO

YHEY®YNH
TMHMATOZX
Ka MAPI'TAPQNH
THA.
EIIIKOINQNIAX
210-4592908




YA00106602 —(k®d.voG0K)

Aomapockonikd epyoareio yio apdotacn —
dltopn ayyeiwv €mg Kot 7qth LLE OTOKAEIGTIKN
YPNOM LIEPNYWV, LE UNKOG epYaAEiov 36cm, L

1774 , , ' ,
/28-08- gvepyomoinom and 1o yEPL, pe TEXvoLoYia
2026 TPOGOPUOLOUEVNG EVEPYELONS GTOV 16TO,
TOPEYOVTOG ETGL GTY] YEVVITPLOL TI) OLVATOTNTA VoL VIEYOYNH
AZ:36/31- Stau(,)p(p(bva owréuarq TNV TOPOYN| lGXl:)Og, TMHMATOX
07-2026 WIMI46906K-M64 | OLOHETPOV SYIA, 51)\,/(1T0‘C1’]T(1,7'E8p1617p,0(p1‘|g 6 TEM | 4.068,00€ XEIPOYPIEIO | K@ MAPTAPQNH
0:7 3607 0 (xopis mv avérykm xpioms Egﬁ-(OINQNIAE
npocapuoyén). No S1ab€Tel dvorypo oloydvev 210-4592908
TovAdylotov 10m, Aemida titaviov unkovg 15mm,
KLPTOV AKPOVL 1 OTTO{0L TAAAETOL UE EMUNKN
kivnon, og cuyvotnta 55,5 KHz xo nymrtikn
emPePainon Katd v petafoin g
TPOGaPUOLOUEVNG EVEPYELOG
NPOAIATPADEZ MNAPAPTHMA A.
Y201805900(k®d.vocox)-
1780 HAextpokivntog KUKAIKOG 0VOGTOUMTAPOG LG
/28-08- XPNONG OLUETPOL 29mm, pe SUTAY| VPO
2026 ovppang kot 3D KMz yio avacTtOUmo Kot YNEYOYNH
OVTIOMGONTIKY EMPAVELD Y10l OLOIOLOPPT TMHMATOX
PA5046906K-21X | KOTOVOUN TNG CUUTIEGNG TOV 16TOV KATH TO ':i“ZEM 8.400,00€ XEIPOYPIT'EIO I;I‘TIX-[APFAPQNH
AX:36/31- KAelo1o TG KEPOANG. AvvaTOTNTO EMAOYNG ENIKOINQNIAZ
07-2026 Vyoug KAelsipatog kM omtd 1.5mm - 2.2mm 610 210-4592908
0:7 010 gpyareio avdroya pe To oG TOV 16TOV Kot

VYOG ovotyTov KM 5.2mm.
MPOAIATPA®EZ MAPAPTHMA A




IMAPAPTHMA B’
(Amotelel avamdGTOGTO TUNHO THG SOHKPLENG)
OPOI XYMMETOXHX

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

2. YmevBovn onlwon tov a. 8 Tov N. 1599/1986 411 «dev vIapyEL AUETAKANTI KOTAOIKACTIKY ATOPAcT €15 fApog TOV 01KOVOUIKOD

@opéa. (amd TO VOUEO EKTPOCHOTO TOL POPEN) 1) KOL TOV PLGIKOD TPOGMTOL (TO 0TTO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 1)
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCOTNONG, ANYNG ATOPACEMV 1 EAEYXOV G€ avTd) Yia £vay amd Tovg Katwhl Adyovg:

®  GUUUETOYN OE EYKANNATIKT opydveon:

e Jdmpodokia

o amartn

®  TPOUOKPUTIKG EYKANNOTA 1] EYKMRATO CUVOEONEVOE PE TPOUOKPUTIKES OPUSTNPLOTNTES

®  VOUIPNOTTOiN 01 €600V U0 TOPAVOUES OPACTNPLOTNTES 1| YPNIRATOOOTN O TS TPOUOKPATIOG

o  TOOKI] EPYOcio Kol AAAeS poPPES epmopiag avlpOTOY.

‘- Eivar goporoyka gvijpepog




o 'Eyxel katapdairer TIC E16QOPES KOIVAOVIKIG AOPAMONG

Ynoypemtikd vo dnAovovtar kwdwkog [apammpnnpiov Tywomv, GMDN kot kodikdég EKAIITY
H owovopikn tpocepopd Ba katatiBeton amokieiotikd o EURO.
Kwdkog eviaiag kwdikomoinong EKANY.

Ov vrofariopeveg TPOGPOPES 16YVOVY KOl HEGUEVOVV TOVG OIKOVOUIKOVG PopEeig Yo drdotnua gveviivta (90) nuep®@v omwd tnv
ETONEVY] TNG KATOANKTIKNG uepopnviag vrofoins. Ilpooceopa n omoia opiler xpovo 1600 PIKPOTEPO 0O TOV AVOTEP® TTPOoPremtopevo
OTOPPITTETUL OGS U1 KAVOVIKY].
INwooca: EAAvii
8. Ze mepimtwon katokOpwong: a) m mapddoorn Bo yivetar evidg tpidv (3) epyacipmv nuepdv and ™ Aqyn g mopayyeAiag ,
extoc av opiletar Owapopetikd wat’egaipeon, B) N mopdadoon tov WOV Oa yivetor pe @POVTION Kol OAWAVEG TOL
[TpounBevty, otig Amodnkeg g Yanpeoiog pog.
9. IM\npou: H minpoun Ba yivetow o€ gupmd, HETE omd Tponyovuevn Bedpnon Tov ¥PNUOTIKOV EVIOAUATOV TANPOUNAG OTd TOV

appodo Enitpono tov EAeyktikon Xvvedpiov.

10. «ZUpowva Pe TV uTr aplB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0OIKOVOUIKOI (QOPEIC UTTOXPEOUVTAI VO
£kdidouv NAEKTPOVIKA TINOAOGYIA yia Satrdveg o€ kTéAeon ouuBdoswy (N.4412/2016) YE UTTOXPEWTIKH AvAPTNON
ornv_EAHT.

O vroyn 1ot VToBEAAOVY €T OV ATOPPIYNG TNV TPOSPOPE TOLG NAEKTPOVIKA :



g EPImTOSN un vrofoinc 11 un TPoGNKOVGAC VTOPOANC TOV AVAOEPOUEVOV TLO TAVO, 1] TPOGPOPU ATOPPILTTETOL OOC

OTOPAOEKT).
IMAPAPTHMAT '
YIIOAEII'MA IIINAKA
APIOMOX INEPITPA®H TIMH KQAIKOX TIMH KQAIKOX GMDN EO®D
ENTOAHX EIAOYX IMPOX®OPAX IHAPATHPHTHPIOY | TIAPATHPHTHPIOY | EMIIOPIOY ENIAIA
KQAIKONOIHZH
ANA
/EMDN
TEMAXIO
XQPIX ®IIA

MNapakoAw va cUPTTANPWOEI 0TO KABE £id0C 0 AVTIOTOIXOC KWAIKOC gviaiac kwdikotroinonc (EMDN)




NMAPAPTHMA A
EPEYNEZ AIrOPAZ:1780/28-08-2026,1774/28-08-2026,1778/28-08-2026,1776/28-08-2026

TeXVIKEG amALTAOELG
1.Na katatebel yia oAa ta €i6n mpwtdtumo GuANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAAnVIKA.
2.Na katateBel kKAwvikn BipAloypadio kot va mepthapfdavovtot Touldxlotov SU0 SNOCLEVIEVEG KALVIKEG LEAETEG YLaL TO
KAOe MpoodepOpEVO 160G I} KALVLKEG LEAETEG LE TTPOLOVTA TOU LEIOU KATOOKEUAOTIKOU OLKOU HE QVTIOTOLXOL TEXVIKA
XOPAKTNPLOTIKA cUpdwva kot e MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kal Ta MVEUPOTIKA SIKOLWUOTO TWV CUYYpabEwWV.
3.H Huepopnvia Affewg Twv epyaleiwy va eival Avw Twv 2 €TWV.
4.H emutpornr TeXVIKNG agloAoynong €xel Sikaiwpa va {ntrioel Seilypata mépav anod ta {ntovpeva tng Staknpuéng av auvto
BewpnBel okompo. Adyog anoppudng Ba anoteAel To ATMOTEAECUA PETA ATd XPrON OE XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.
5.”0mou {nteital epyoleio Kot avtalaktikég kedpaAég eival amapaitntn n mpoodopd oe SAoug Toug auvfovieg mou
niepthapBavovtal (epyadeiov Kot avtaAAaktikwy kedoAwv), el mowr] anodppudng.

6. H mpounBeltpla etalpeia, o€ MepimTwon mou eival SLaPopeTiky anmd TNV KATACKEUAOTPLA, Vo KataBéoel umevBuvn
SnAwon mou va avadépel OtL eival g€oualodotnuévn amd TOV KATAOCKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TwWV
TPOLOVTWY KOl TV THPNON Twv Stadikaolwy os mBavh avdkAnon/anécupon npoidvtog.




7.H kdBe npoodépouoa etatlpeia, o mepimtwon mou eival SLApOPETLKN OO TNV KATACKEVAOTPLA, VA TIPOOKOWLoEL SHAwoN
TNG KATAOKEUAOTPLOG ETALPELAC TTOU VO OVOPEPETAL OTOV GUYKEKPLUEVO SLOywVIOUO Kal va dnAwvel OtL o mepintwon
KoTokUpwong cupBacng otnv npoodEépouoa €TALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVTEL pE TN
CUYKEKPLUEVN TIOCOTNTA TWV KATAKUPWOEVTWY EL6WV TNG cuppaong.

8.H kaBe mpoodépouoa eTalpeia, o€ MEPLMTWON TIOU £lvaL SLAPOPETIKN OO TNV KOTOOKEUAOTPLA, VO TIPOCKOUIoEL SRAwON
NG KATAOKEUAOTPLAG E€TOLPELlOG TOU va SnAwvel OTL n mpoodEpouca Ba EVNUEPWVETAL yLo OAeG TG TUOAVE(
aVOKANOELG/AmMOCUPOELG TIPOLOVTWY, OXETLKEC JLE TA €161 TTOU £XEL TTPOOPEPEL OTO SLAYWVIGUO.

9. H kdBe mpoodépouca etailpesia, va SLABETEL ApTIO EKTTOLOEV LEVO/TILOTOTIOLNUEVO TIPOOWTTLKO OO TNV KATOOKEUAOTPLA
etalpeia (motonoinon £wg 2 mponyoUHEeva £TN) yLo TV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELD Kol EE0UCLOSOTNUEVO TUAA
service yla iBavoé amnapaitnto cuvodo e€omAlopd yla tnv katnyopia H.

10.AAWGN TOU KOTAOKEUAOTIKOU OLKOU OTL TA TPOLOVTA ELVaL YV OLA Kol OETAXEIpLOTA.

11.Ma TNV TEXVLKA KOl EMOYYEAUATLKE LKOVOTNTO OL OLKOVOULKOL dopeic amatteitat: a. va dnAwoouv otL Stabgtouv povipa
OPYAVWHEVO TUAMO TEXVIKAC UTIOOTAPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVUEVOU KOl VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kal €£ouclodoTnon AUTOU OO TOV KATAOKEUAOTIKO Oiko B. va Katatebel KOTAAOYoG TwV KUPLOTEPWVM
napadooswv pe avadopd otnv aia tng cuUBACNG, TWV TIPOCPEPOUEVWY TTPOIOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepoOpeva UAKA Ba Ttpemel va eival kowvormotnpéva otov EOD kat va StaB£Touv Tov avtioTol o KwSLKO.

13. ErL mowvn g amokAelopoU Ba mpénel va katateBolv yia kaBe mpoodepOpevo €606 Ta motomolnTka: 1S013485, AnAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediaopuol CE.

14. Na kaBe e160¢ Kal yLa OAEG TLG YEVLKEG KOl ELOLKEG TEXVIKEG TpodLlaypadEg ou InTolvtal Ba MPETMEL va oUUITANPwOEL
avaAuTIKO GUANO CUHHOPPWONG HE TIAPATIOUTIH 08 KWOLKO Kal o oeAida kKataAoyou f/kal texvikwv dulladiwv tng
KOTAOKEUAOTPLAG eTalpeiog. OAotL ol kwdLkol Katl oL TEXVIKEG TpodlaypadEg Tou {nTouvtal Ba MpEneL va eronuaivovtol
OTOUG avtiotolyoug Kataloyoug f/kat ta Texvikd ¢uAhddia, mou Ba emouvamntovtal. Npoodopég mou umoBarlovtal xwpig
va nephapBavovtal Ta o Tavw oTolxela va amoppintovtal.

15. & kKGO a/a oTOV OTIOL0 TIPOTEIVETAL AVAAWOLUO TIoU XPrTeL EEOMALOUO/YEVVATPLA YLO VA AELTOUPYROEL, 0 HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo eEOMALONO SwpeAv TPOC Xpron yla 600 Slaotnua SlapkEoeL n pounBeLa.




