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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

ZYNOAIKH
AAMNANH
AE AAA EIAOX TEMAXIA XQPIZ ®NA TMHMA IIAHPO®OPIEX
YX001057(kw8.voook)-MIKPOKA®ETHPAE MMAAONI 1A
MPOZQPINO ANOKAEIZMO AITEIQN ,ME TA EZHE YAEYGYNH
XAPAKTHPIZTIKA:MHKOZ 110/130/150cm.EZQTEPIKH TMHMATOS
1337
6A5146906K-1I'T | AIAMETPOZ EMTYZ/ANQ:2.9/2.2F.ESQTEPIKH AIAMETPOZ 3 TEM 5.670,00 € AKTINOAOTIKO. Ka MAPAAKOIAOY
/26-03-2024
0.5mm.AIAMETPOZ MMAAONIOY EQS 6mm.ZYMBATOZ THA.EMOIKOINQNIAZ
ME OAHIO $YPMA 0.014" , 0.016".METIZTH NIEZH 210-4592263
EFXYZHE 900psi.ZYMBATOZ ME DMSO
Yl\00102400(Km&.vogg()-AAl'lAPOigonIKg iY):TcI-)IMA VAEYOYNH TMHMATOS
902 EKMAYZHZ-ANAPPO®HIH ME ENSOMATQMENOYSE Ka MAPIFAPONH
o9 500a | PTI5646906K-OTM PONHNES. 100 TEM 2.780,00 € XEIPOYPTEIO T PO
MPOAIAFPAQES MAPAPTHMA A 210-4592908
YN®0400102(kw.voook)-ETEFANOMOIHTIKH mm%g‘;
1318 W3ZA46906K- | YAPOIEAH MOAYAIOYAIKHE FAYKOAHE FIA MHNIFTA
/20-03-2024 79M EFKEDAAOY KAI ZMONAYAIKHE STHAHE 5ml.NA MHN 10 TEM 4.500,00 € XEIPOYPTEIO Ka MAPTAPQNH
E'INAI ZE MOP®H EMPEI THA.ENOIKOINQNIAZ
. 210-4592908
1317 YN®04001(kwd.voook)-ETEFANOMOIHTIKH Y"EIZ 9“\”":';; :’l',':)""Nﬁmz
/20-03- 96T446906K-B50 MEMBPANH ®PAIFMOY AIAPPOHE ENY E MOP®H 5 TEM 3.920,00 € XEIPOYPTEIO THA ENOKOINORIAS
2024 COBEX NEUROFIL 50X100mm 04502908
1304 WNF946906K YNEYOYNH TMHMATOS
- YO®0101201(kw5.voook)-EYETHMA ANAAEYEHE KAI Ka MAPFAPONH
/ 12%'32‘ XP® EMXYZHE TEIMENTOY SE KENO AEPOS 100 TEM 4.000,00€ XEIPOYPTEIO THA.EMOIKOINONIAZ
210-4592908




1308
/19-03-
2024

6EOZ46906K-5QE

YO®0100902(kwd.voook)-ZYZKEYH EKINAYZHZ ME
MMATAPIEZ ,AIA®OPQN TAXYTHTQN NAYZEQZ INA
AIA®OPEZ E®GAPMOIEZ AMMOTEAOYMENO AITO
:1.AABH (ZYZKEYH ME MIATAPIEZ)
.2.PYI'XOZ MAYZHZ

150 TEM

9.150,00 €

XEIPOYPTEIO

YNEYOYNH TMHMATOZ
Ka MAPIAPQNH
THA.EMOIKOINQNIAZ
210-4592908




ITAPAPTHMA B’

(Amotelel avamOoTAGTO TUNLLO TNG OLOUKNPVENC)

OPOI XYMMETOXHX

1. H mpoopopd Bo mpémet va £xel Tn LOPOT TOV TIVOKO TOV EMGVLVATTETOL GTO
[Mopapmua I'.

2. YmebBovn onlwon tov a. 8 tov N. 1599/1986 611 «dev vapyel ApeTAKANT KOTAOIKOCTIKY ATO@acT €15 fApog TOV 01KOVOUIKOD

@opéa. (oo TO VOLUO EKTPOCGHOTO TOL POPEN) 1) KOL TOL PLGIKOD TPOGMTOL (TO 0TTO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 1)
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCOTNONG, ANYNG ATOPACEMV 1 EAEYXOV GE aVTO) Yo Eva amd TOVS KAT®OL AdyoLgs:

®  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 HOPPES EpmOPiag avOpOTOV.

e Eivar goporoyikd evijpepog

o 'Eyel katafdrier TIC E10QOPES KOWVOVIKIG 0GQAAIGNG




Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg 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 ov opileton Olapopetikd kot’efaipeon, P) N moapddoon towv WV Bo yivetor pe @Povtido Kol OOTAVEC TOL

[TpounBevtn, otig Amodnkeg g Ymnpeoiag pog.

7. Impou: H minpoun Ba yivetar oe gupd, petd omd mponyovpevn Oeddpnomn 1oV YpNUOTIKOV EVICAUATOV TANPOUNG OO TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

Ot vrroyMmerot vroBaAlovy eml TOWV ATdOPPLYNG THY TPOGPOPE TOVG NAEKTPOVIKA.
1€ TEPIMTOGN U vrofoinc 11 un TPOGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPA ATOPPITTETOL (OC
OTOPAOEKT).
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NMAPAPTHMA A

ENTOAH:902/12-02-2024

TEXVIKEG OIMALTAOELS

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

2.Na katateBel kKAwikn BipAloypadio kot va mepthapfdavovtol Touldxlotov U0 SNOCLEVUEVEG KALVIKEG LEAETEG YLaL TO
KAOe mpoodepdUEVO 160C 1 KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAGKEUAOTIKOU O{KOU HE aVTIOTOLXA 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 Affewg Twv epyaleiwy va eival avw Twv 2 €TWV.

4.H emutpornr] TeXVIKAC afloAoynong €xetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntoveva thg SltakApuéng av auto
BewpnOel okomLpO. Adyoc anoppuPng Oa anotelel To AMOTEAECUA LETA 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 (epyodeiou kat avtalaktikwv kebalwv), emnl mowvy andppudng.

6. H mpounBeltpLa etaipeia, os mepimtwon mou eival SLopOPETIKN AMO TNV KATAOKELAOTPL, Vo Katabéoel umeLBuvn
SnAwon mou va avadpépel OtL gival €§oucloSotnUévn amd TOV KOTAOKEUOOTLKO OLKO ylat TNV TEXVLKNA UTOOTAPLEN TWV
TPOLOVTWY KoL TV TAPNON Twv Stadikaolwy os mBavh avdkAnon/anécupon npoidvtog.

7.H kaBe mpoodépouoa eTalpeia, o MepiMTWon mou eivat SlapopeTikh amd TNV KATAOKEVAOTPLA, VA TIPOCKOWioeL SAwaon
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVAPEPETAL OTOV CUYKEKPLUEVO SLoywVIoUd Kal va dnAwvel OtL o mepinmtwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVOEL pE TN
CUYKEKPLUEVN TTOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cuUPBAONG.

8.H kdBe mpoodépouoa etatlpeia, o mepintwon mou ival SLadOPETIKN ATIO TV KATOOKEUACTPLA, VO TTPOOKOioeL 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 SLOYWVLOUO.




9. H kBt mpoodépouca etalpeia, va SLAOETEL ApTIO EKTTOLOEU LEVO/TILOTOTIOLNEVO TIPOOWTILKO QTO TNV KOTAOKEUAOTPLA
eTalpeia (motonoinon £wg 2 mponyoU Eva £TN) YL TNV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELD Kol eE0UCLOSOTNUEVO 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 EMOYYEAUATLKE LKOVOTNTO OL OLKOVOoULKol dopeic amatteitat: a. va dnAwoouv otL Stabgtouv povipa
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 mowvng amokAeLlopoU Ba mpénel va katateBolv yia KaBe mpoodepOpevo €606 Ta motomolnTka: 1S013485, AAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediacpol CE.

14. Na kaBe €(60¢ KaL yLo OAEG TLG YEVLKEG KOl ELOLKEG TEXVIKEG TpodLaypadEg tou InTolvTal Ba MPEMEL va oUUITANPwOEL
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 KataAoyoug rj/kat ta texvikd ¢ulhddia, mou Ba emouvantovrtal. MNpoodopéc mou umoBalovral xwpic
va nepthapBdvovtal ta To Tavw otolxeia va amoppintovral.

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




