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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 «IIpounfeteg Nocokopeiov Kot Aomadv povadwv vyesiog twv
[Me.Z.Y. xou GAleg dwtaéeey (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 ), [lopdypapog Z : TIpocappoyn
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 .



HPOXKAAEI

1. Kdabe evdwpepdpevo, vo katabécel TPpocsPopd yio. TPounodel VAIK®OV e
KpLTNP1o KOTOKOP®ONG TN LounAoTEPN TN 1 omoia Oa sivan ion 1
MIKPOTEPT] TOV TEAEVTOIOV TTOPATNPNTPIOV TIHOV, OTOG OVTO avVOPTATOL

oV otocerida ¢ Emtponng [pounbeidv Yyeiag.

2. Awoiopo ZUPUETOYNG OTn Ol0IKOGIoL £€Y0VV Ol OVOPEPOUEVOL KOTMTEPM,
€POCOV OOKOVV EUTTOPIKN N Propmyavikn 1 Ploteyvikn dpactnplotnTo GLVIEY
pe to avrtikeipevo g mpoundetag: o) Oia to puoKd 1 voukd mpdcwmma,
nuedard M ailodomd. B) Evooeic mpounbevtdv mov vmofdAlovv kowvn

TPOGPOPA. Y) ZVVETALPIGLOL.

3. Ileprypoon twv {NTOOUEVOV KOTNYOPUDV EWDOV YIVETOL GTO TAPAPTNIA A TNG

napovcog kot 6to wapdptnpa A ( Teyvikég mpodraypapic ).

4. Ot Tpocpopég umopovv va Koatatifeviar péypt Kot v nuepounvio Kot dpa

™me owdwkaciog oto mail g Yanpeoiog mprom3@tzaneio.gov.qr

2e mepintwon mov 0 OyKOS TWY OIKOIOAOYNTIKAOV &gival ueyaioS
nopakaleiote Onwg KatateOovy ce pakeio oto Ipageio IlpwTokdiiov Tov

Nocoxouciov (ue emouaven tov aplOuov TPWTOKOIL0V THS AVAPTHGHS).

Kotd ta Aowd, 1 drodikacio Oa dievepynbel ko  tpounfeta B vAomoindel copemva
pe 1o mapokdteo ITAPAPTHMATA mov emouvamtoviol oGTnV Topovuco Kot

AmOTEAOVV OVOTTOGTOGTO UEPOG OVTNC.



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 TOPAPTUATOV TNG), GE NAEKTPOVIKT LOPOY),
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

2YNOAIKH
AJE AAA EIAOZ TEMAXIA AAMANH TMHMA MAHPO®OPIEZ
XQPIZ ®NA
4991 YNEYOYNH
/20-10-2025 ANOZTEIPQMENO BAMBAKI ME AKTINOZKIEPO NHMA YNO00100100(kw5.voooK)- TMHMG;TOZ
YIrZN46906K- OAHIO PATTIES ME TH METIZTH AYNATH 1CMX5CM 5.600.00 € XEIPOYPIEIO Ka MAPFAPQNH
AF:9/1-10- 414 AOIPPOMHTIKOTHTA AIASTASEQN: YN0010012C?3§(K1?2-V<>00K)- ’ THA.EMIKOINQNIAE
2025 0:63 ANAPAITHTH H NPOZKOMZH AEITMATOZ. 210-4592908
XEIPOYPTIKA NEAIA AYTOKOAAHTA ME IQAIO
4998 100t 800,00 €
120102025 AIASTAZEQN:YX00316300(kw8.vocoK)-44x35¢m o MG
9022;56'306K- XEIPOYPTEIO Ka MAPIFAPQNH
THA.EMIKOINQNIAZ
A¥:9/1-10- YX00316400(kwd.voook)-56x45 cm 200 tem 2.400,00 € 210-4592908
2025 ©:63
YM002151(kwd.voook.)-NMAHPQZ ATOPPO®HZIMO
4965 EMBAAQMA AIAOPATMATOKHAHZ AIMTO YNEYOYNH
/20-10-2025 6X9Z46906K- ZYMMNOAYMEPEZ TAYKOAHZ (67%)KAlI ANOPAKIKOY TMHMATOZ
E5= TPIMEO®YAENIOY (33%) MPOZXHMATIZMENO ME 5 TEM 3.421,25 € XEIPOYPTEIO Ka MAPIFAPQNH
AT:9/1-10- = AIAZTAZEIZ 7X10cm ME AMOPPO®HEH XTOYZ 6-7 THA.EMNIKOINQNIAZ
2025 0:63 MHNEZ. 210-4592908
MPOAIATPA®EZ NMAPAPTHMA A
4964 YX003706900(kwd.voook)-ZET EAAXIZTA ENEMBATIKHZ YNEYOYNH
/20-10-2025 KWo.voook)- TMHMATOZX
QBIMg-ngGK- AIANPQKTIKHZ XEIP%:?)Q};gi FA NAGHZEIZ OPOOY- 5 Tep 4.250,00 € XEIPOYPIEIO Ka MAPFAPQNH
2025 ©:63 210-4592908




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

@opéa. (amd TO VOUEO EKTPOCHOTO TOL POPEN) 1) KOL TOV PLGIKOD TPOGMTOL (TO 0TTO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 1)
EMOTTIKOD TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovc:

®  GUUUETOYN OE EYKANNATIKT opydveon:

e Jdmpodokia

o amartn

®  TPOUOKPUTIKG EYKANNOTA 1] EYKMRATO CUVOEONEVOE PE TPOUOKPUTIKES OPUSTNPLOTNTES

®  VOHIPLOTTOiN 01 €600V U0 TOPAVOUES OPUCTNPLOTNTES 1| YPNNATOIOTNGT TNG TPOUOKPATING

o  TOOKI] EPYOcio Kol AAAeS poPPES epmopiag avlpOTOY.

‘- Eivar goporoyka gvijpepog




o 'Eyxel katapdairer TIC E16QOPES KOIVAOVIKIG AOPAMONG

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

Ov vrofariopeves TPOGPOPES 1GYVOVY KAl OEGUEVOVY TOVS OLKOVOUIKOVS POpEig Yo ordotnua evevivta (90) nuep®dv amd tnv

EMONEVY] TNG KATOANKTIKNG nuepopnviag vrofoins. Iipooceopa n omoio opiler xpovo 16y00g HIKPOTEPO atd TOV AVOTEP® TTPoPremtopevo
OTOPPITTETUL MG T KOVOVIKI].
Noooa: EAAnvu

7. Xg mepimtowon KoatakOpwong: a) N mapddoon Oa yivetor eviog tprodv (3) epyacipov nuep®dv omd ™ ANyYn g mopayyeriog ,

extdéc av opiletar Sapopetikd kat’eaipeon, P) N mopddoon tov WOV Oa yivetor HE @POVTION KOl OUTAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pogc.

8. II\npoun: H minpopn Ba yivetoaw oe gupd, petd and mponyovpevn Be®dpnon tov y¥pNUOTIKOV EVIOANATOV TANPOUNG om0 TOV

appooo Enitpomo tov EAeyktikon Zvvedpiov.

9. «ZUpoewva Pe TNV Ut apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kSidouv NAEKTPOVIKG TIMOASYIA yia Satrdvec o€ eKTEAEon oupBdoswy (N.4412/2016)

Ot vrroymerot vwoBaAlovy enl OV ATOPPLYNG TNV TPOGPOPE TOVG NAEKTPOVIKA :
Y€ TEPImTOGN un vrofoinc 11 un TPocNKOVGAC VTOPOANC TOV AVUOEPOUEVOV TTLO TAVD, 1] TPOGPOPU ATOPPILTTETOL OC
OTOPAOEKT).
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NMAPAPTHMA A

ENTOAH:4965/20-10-2025

TeXVIKEG amALTAOELG
1.Na katateBel yla 0Aa ta i6n mpwtdTuTo GUAAASLO OBNYLWV TOU KATAOKEUAOTH 0ikou ota EAANVIKA.
2.Na katateBel kKAwvikn BipAloypadio kot va mepthapfdavovtot Touldxtotov U0 SNIOCLEVUEVEG KALVIKEG LEAETEG YLaL TO
KABe mpoodepdEVO 180G ] KAWVIKEG LEAETEG UE TTIPOTOVTA TOU LSOV KATAGKEVAOTIKOU O(KOU HLE QVTLOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kat pe MDR article 61 Clinical Evaluation annex IlI, Clinical Evaluation and Post Market Clinical
Follow up annex XIV koL Ta MVEULATIKA SIKOLWUATA TWV cuyypadEwv.
3.H Huepounvia Aiewg Twv epyaleiwv va gival avw Twv 2 €Twv.
4.H emutpornr TeXVIKNG aglohoynong €xel Sikaiwpa va {ntrioel Selypata mépav anod ta {ntovpeva tng Staknpuéng av auto
BewpnOel okomIpOo. Adyoc anoppuPng Oa anotelel To AMOTEAECUA ETA aTtd XPr)ON O XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.
5.”0mou {nteital epyaleio kal aviaAAaKTIKEG KEPOAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyoleiou kat avtalaktikwv kebalwv), el mowvy andppudng.

6. H mpounBeltpLa etaipeia, os mepinmtwon mou eival SLopOPETIKN AMO TNV KATAOKELAOTPL, Vo KatabBéoel umevBuvn
SnAwon mou va avadpépel OtL eival €0UCLOS0TNUEVN ATIO TOV KOTAOKEUOOTLKO OLKO ylat TNV TEXVLKNA UTOOTAPLEN TWV
TPOLOVTWY KoL TV THPNON Twv Sltadikaolwy os mBavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodépouoa etalpeia, og mepintwon mou eivat SLapopeTikA amd TNV KATAUOKEUAOTPLA, VA PO okopiosl SAwaon
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO aVAPEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal va dSnAwvel OtL o mepintwon
KATaKUpwWong cupBacng otnv mpoodEpouca eTatpeia, N kKatackeudotpla Oa Seopeutel va thv mpounBeloel e T
CUYKEKPLUEVN TTOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cUUPBAONG.

8.H kdBe mpoodEépouoa etatlpeia, o mepimtwaon mou eival SLadopeTLKN amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG KaTtookevudotplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL yla OAeG TG TLBavE(
avakAAoelc/anoocVpoEL TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL TIPOOPEPEL 0TO SLOYWVIOUO.




9. H kdBe mpoodépouca etailpsia, vo SLAOETEL ApTIO EKTTOLOEVLEVO/TILOTOTIOLNEVO TIPOOWTILKO QMO TNV KOTAOKEUAOTPLA
eTalpeia (motonoinon £wg 2 mponyoU Eeva £TN) YL TV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELO Kol e€0UCLOSOTNUEVO TUAA
service yla TiBavo anapaitnto cuvodo e€omALoUd yila Thv Katnyopia H.

10.ARAWON TOU KOTAOKEUAOTIKOU OLKOU OTL TA TPOTIOVTA ELVaL YV OLA KoL OETAXEIpLOTA.

11.Ma TNV TEXVLKA KOL EMOYYEAUQATLKY LKOVOTNTO OL OLKOVOULKOL dpopeig amatteitat: a. va SnAwoouv OtL Stabétouv pévLUa]
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLOEUUEVOU-EEELSIKEVEVOU KL VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kat €£ouclodOTNOoN AUTOU QMO TOV KATOOKEUAOTIKO Oiko B. va katatebel KOTAAOYoG Twv KUPLOTEPWM
napadoocswv pe avadopd otnv aia tng cuUBACNG, TWV TIPOCPEPOUEVWY TTPOIOVIWY KoL 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 2xediacpol CE.

14. Na kaBe €(60¢ Kal yLa OAEG TLG YEVLKEG KOl ELOLKEG TEXVIKEG TpodLaypadEg tou InTolvtal Ba MPETMEL va oUUITANPpwOEL
avaAuTIKO GUANO CUUHOPPWONG HE TTIAPATIOUTIH 08 KWSLKO Kal o oeAida kataAoyou f/kal texvikwv dulladiwv tng
KOTAOKEUAOTPLAG eTalpeiag. OAoL ol kwSLkol Kat oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtol
OTOUG avtioTtoloug KaTaAdyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovrtal. MNpoodopéc mou umoBalovral xwpic
va nepthapBdvovtal ta To Tavw otolxeia va amoppintovral.

15. & kGO a/a otov omoio poteiveTal AVAAWOLUO TIoU XPHTEL EEOMALOUO/YEVVATPLA yLa va AELTOUPYHOEL, 0 HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo eEOMALONO SwpeAv TIPOC Xpron yla 600 Staotnua SlapkEoeL n PounBeLa.




ENTOAH:4964/20-10-2025

YX00370600
YET EAAXIXTA EIIEMBATIKHX AIAITPQKTIKHY XEIPOYPI'IKHX I'TA TAOHXEIX

OPOOY- ITPQKTOY

va, ow0<Ten:

o) E101KT) OMOCTIOWUEVT LEUPPavn YEANG e 000 BarPides, Yoo Tn dnovpyio Kot S1aTpnon cuveyoHS
pON|g TvELMOTEPITOVAIOD, amaymyn Koamvoy (Smoke evacuation) kot vrodoyég otabepomoinong
Sopécov papIaToG.

B) éva atpavpoTikd S106TOAEN TPOKTOV LE TPELS dlaoTdoelg (4 X 4 cm, 4 X 5,5 cm, 4x9 cm yio va
KOADTITEL TIG aVAYKES O10pOpmV ENePPAcemV

Y) T€00Epa. AVTOGTAOEPOTOLOVLEV TPOKEP YOUNAOD TPOoPiA dtapéTpov 5/10

d) wa elaotikn oegapev) CO2 mov amoppoPd AMOTEAEGUATIKA TN TOAUKT KIVI|OT GTO ELOVOTGLUO
0p06 6tafepPOTOIDVTAG TOV YEPOVPYIKO YDPO




