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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdotieg Xvpupdoeis Epyov, [pounbeiomv kot Yanpeoiomv »

( ®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 Aomadv povadwv vyeiog tomv
[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 ), [opdypapog 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 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 N arrodand. PB) Evdoec 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 umopovv va Katatifevrar péypt Kol v nuepounvio Kot opa

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 emojuaven Tov oapiOuod TPWTOKOIL00 THS AVAPTHONG).

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
avtg (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

2YNOAIKH
A/E AAA EIAOZ TEMAXIA AATMANH XQPIZ TMHMA IIAHPO®OPIEX
OnA
3041 YNEYOYNH
/21-07-2025 6r9A46906K. | YX00370600(kwd.vocok)-ZET EAAXIZTA EMEMBATIKHI AIAMPOKTIKHE TMHMATOZ
073 XEIPOYPTIKHE [1A MA@HZEIZ OPOOY- NPQKTOY. 5 Tep 4.250,00 € XEIPOYPTEIO Ka MAPTAPQNH
MN.A.10911/04- MPOAIATPA®EZ NAPAPTHMA A. THA.ENIKOINQNIAZ
07-2025 210-4592908
Y201020101(kw8.vocok)-EYOYTPAMMOI KONTOPANTEZ
AM®INAEYPHE NYPOAOTHZHZ 80-3,8mm A KANONIKOYZ 30 TEM 3.000,00 €
/ 3030 ISTOYZ ME KOMBIO AMAZ®ANIZHE THE KAZZETAS. YNEYOYNH
21-07-2025 - TMHMATOZ
60_%4K6)9(06K_ XEIPOYPIEIO Ka MAPFAPQNH
MN.A.10816/03-07- Y201110400(kw8.voook)-ANTAANAKTIKEE KAZETEZ FA THA.EMIKOINQNIAZ
2025 EYOYTPAMMOYZ KONTOPANTEZ 8-3,8mm A KANONIKOYZ 210-4592908
30 TEM 1.200,00 €
IZTOYS.
NPOAIATPAMES NAPAPTHMA A.
YZ01020300(kwd.voook)-EYOYTPAMMOI KONTOPANTEXZ
3031 AMOINAEYPHZ NYPOAOTHZHZ 80-4,8mm A NAXEIZ IZTOYZ ME 30 TEM 2.250,00 €
KOMBIO AMNAZ®AAIZHE THE KAZETAS YNEYOYNH
121-07-2025 | 905 wa6906K- TMHMATOX
17T XEIPOYPTEIO Ka MAPIAPQNH
N.A.10816/03- YZ01110700(kwd.voook)-ANTAAANAKTIKEE KAZETEE A THA.EMIKOINQNIAZ
EYOYTPAMMOYZ KOMNTOPANTES 80-4,8mm IA NAXEIZ 30 TEM 1.350.00 € 210-4592908

07-2025

IZTOYZ.
MPOAIATPA®EZ NMAPAPTHMA A.




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

1. H mpoopopd Oa mpémel va £xeL T LOPEOT| TOV THVAKO TOV EMGVVATTETAL GTO
[Hoapéptnpua 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 TOL PLGIKOV TPOSMMTOVL (To omoio givor LEAOG TOL d1okNTIKoD, d1eVBVVTIKOD 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AMYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav od Tovg KATOL Adyoug:

®  GUUUETOYY G€ EYKANNOTIKI opydveon:

e dmpodokia

e ogmatn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMUOTE GUVOEOUEVA IE TPOPUOKPUTIKEG OPUGTIPLOTITESG

®  VOULPOTTOIN 61 £600MV 00 TUPAVOUES OPASTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

®  TOLOIKI] EPYOCiQ KOl GALES pOPPES Epmopiag avOpOTOV.
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.

INaoooca: EAAvikn
6. Xe mepintwon KotokLP®ONG: o) M mapdooon Ba yivetar eviog Tpdv (3) epyacipmv nuep®v amd T ANyn ™G TopayyeAiog ,
extdc av opiletoar dapopetikd kot’e€aipeon, P) M mapddoorn tov WOV Bo yivetor HE @POVTION KOl OOTAVEG TOV

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. IDnpoun: H minpoun Ba yivetor o upd, HeTd amd mponyoduevn Bedpnon TV YpMUOTIKOV EVIOALITOV TANPOUNG 0nd TOV

appodto Enitpono tov EAeyktikon Zvvedpiov.

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

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

ENTOAH:3041/21-07-2025

YX00370600
YET EAAXIXTA EIIEMBATIKHX AIAITPQKTIKHY XEIPOYPI'IKHX I'TA TAOHXEIX
OPOOY- ITPQKTOY

va owa0éTen:

o) €W0IKT OMOCTAOUEVT] LEUPPav YEANG pe dVO ParPides, Yo T Onpovpyio Kot S1TPNCT GLVEXOVG
PONG TVELMOTEPITOVAIOD, amaymyn Koamvoy (Smoke evacuation) kot vrodoyés otabepomoinong
Sopécov pappaTog.

B) éva atpavpoTikd S106TOAEN TPOKTOL LE TPELS dlaoTdoelg (4 X 4 cm, 4 X 5,5 cm, 4x9 cm yio va
KOADTITEL TIG aVAYKES O10pOp®V eNePPAcemV

Y) T€00Epa. AVTOGTAOEPOTOLOVUEV TPOKEP YoUNA0D TpoPid dtapéTpov 5/10

d) wa glaotikn de&apev CO2 mov amoppoPd OTOTEAEGUATIKG TN TOAUKT KIVI|OT GTO EULOVONGLULO
0p06 6tafepPOTOIDVTAG TOV YEPOVPYIKO YDPO




ENTOAEZ2:3030/21-07-2025,3031/21-07-2025

TeXVIKEG AMALTAOELG
1.Na katotebei yia 6Aa ta €ibn mpwtdtumo GuANGSLo 08NYLWY TOU KOTAOKEUAOTH olkou ota EAANVIKAL.
2.Na katateBel KAk BLBAloypadia kat va mephapBdvovtol Touhdxlotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLO TO
KAOe mpoodepdUEVO 160¢ 1} KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEUAOTIKOU 0{KOU HE QVTIOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kal Ta MVEUUOTIKA SIKOLWUOTO TWV CUYYpabEwWV.
3.H Huepopnvia Affewg Twv epyaleiwy va gival dvw Twv 2 €TWV.
4.H emutpornr] TeXVIKAC afloAoynong €xetl Sikaiwpa va {ntrhoel Seiypata mépav and ta {ntolvpeva tng SltakApuéng av auto
BewpnOel okomIpOo. Adyoc anoppuPng Oa anotelel To AMOTEAECUA ETA aTtd XPr)ON O XELPOUPYELO 1 O€ pocopoiwaon
Xelpoupyeiou.
5.0movu {nteital epyaleio kal aviaAAaKTIKEG KEPOAEG elval amapaitntn n mpoodopd G OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyadeiou kal avtalakTikwv kebaAwv), et mown andppung.

6. H mpounBeutpla etalpeia, o€ mepinmtwon mou sivatl SladopeTIK AMO TV KATACKEUAOTPLA, Vo KataBéosl umevBuvn
SnAwon mou va avadépel OtL sival e€ouclodotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY Kal Thv THpNnon Twy Stadikaclwyv o mbavr avakAnon/amnoécupaon mpoiovtog.

7.H kaBe npoodépouvoa etatpeia, o mepintwon mou eival SLapOPETIKN OO TNV KATAOKEVAOTPLA, VA TIPOCKOWLoEL SHAwON
TNG KATAOKEUAOTPLOG ETALPELAC TTOU VO OVOPEPETAL OTOV CUYKEKPLUEVO SLoywVIoUO Kal va dnAwvel OtL o mepintwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVOEL pE TN
CUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cuUPBAONG.

8.H kaBe mpoodépouaoa etalpeia, oe mMeplMTwon mou eivatl SLadopeTIK aAmd TNV KATACKEUAOTPLA, VA TIPOCKOUIoEL SHAWGN
NG KaTtookevudotplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL yla OAeG TG TLBavE(
avakAfoelg/anocUpoeLg MPOIlOVIWY, OXETLKEG HE T £16N TIoU €XEL IPOOdEPEL OTO SLAYWVLOUO.

9. H kdBe mpoodépouca etalpeia, vo SLaBETEL ApTLOL EKMALSEVUEVO/TILOTOMOLNUEVO TIPOOWTILKO OO TNV KATOAOKEUAOTPLAL
etalpeila (motomoinon €wg 2 mponyouUpeva £TN) yLa TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELD Ko €§0UCLOSOTNUEVO TR
service yla mBavoéd anapaitnto cuvodd e§omALoUo yla thv Katnyopia H.

10.AAWGN TOU KOTAOKEUAOTIKOU OlKOU OTL TA TPOLOVTA ELvaL YV OLA Kol QETAXEIpLOTA.

11.Ma TNV TEXVLKA KOL EMOYYEALOTLKN LKAVOTNTA OL OLKOVOpLKOL popeic amatteital: a. va SnAwoouv otL Slabétouv poviua
OPYOAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KOl VO KATABECOUV TILOTOTOLNTIKG
ekmaidevong kalt g€ouclodotnon aUTOU OO TOV KATOOKEUQOTIKO Oiko B. va Katatebel KaTtAAoyog Twv KUpLOTEPWM
napadoocswv e avadopd otnv ala tng cuUPBacNS, Twv MPOcdePOUEVWY TIPOIOVTWY Kal TOUG XPOVOUG

napdadoong.




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

13. ErL mowvn g amokAeLlopoU 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 KOLL ELOLKEG TEXVIKEG TpodLaypadEG ou InTolvtal Ba MpEMEL va oUUIANpwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataloyou r/kat Texvikwy ¢puAladiwv g
KOTAOKEUAOTPLAG eTalpeiag. OAoL oL kwdLkol Kal oL TEXVIKEG TpodlaypadEg Tou {ntouvtal Ba MpEMeL va emonuaivovtol
OTOUG avTioToloug KaTaAoyoug r/kat ta texvikd Gulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va nepapBavovtal Ta o avw oTolxeio va amoppintovral.

15. 3 k@B a/a otov omoio mpoteivetal avaAwoLpo tou XpHlel e€omALOUO/YEVVATPLA VLA VO AELTOUPYHOEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoel n PounBeLa.




