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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, [pounbeimv kot Yanpesudv »

( ®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 kar ahreg drataéeigy (O.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

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 Emrponnic 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 1 arrodand. B) Evodoelg 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 umopovyv va Katatifevtor péypt Kol v nuepounvio Kot ®po

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 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 (cvumePLoUBovOUEVOY OA®V 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

A/E

EIAOZ

TEMAXIA

ZYNOAIKH
AATANH
XQPIZ ®MNA

TMHMA

NAHPO®OPIEZ

907

/12-02-2024

YZIA46906K-APQ

YA00106602(kwd.voooK.)-
NATAPOZKOMMIKO EPFAAEIO TIA
AIMOXZTAZH-AIATOMH AITEIQN EQX
KAI 7mm ME ANOKAEIZTIKH XPHzH
YNEPHXQN.ME MHKOZXZ EPIAAEIOY
23cm.ME ENEPIOIMOIHZH AIMO TO XEPI
,ME TEXNOAOTI'IA MPOZAPMOZOMENHZ
ENEPIEIAZ ZTON IZTO,[TAPEXONTAZ
ETZI ZTH FTENNHTPIA TH AYNATOTHTA
NA AIAMOP®QNEI AYTOMATA THN
MAPOXH IZXYOZ AIAMETPOY
5mm,AYNATOTHTA MNEPIZTPO®HZX 360
(XQPIZ THN ANAKIH XPHZHZ
NMPOZAPMOIEA). NA AIAGETEI
ANOIMA ZIAFQNQN TOYAAXIZTQN
10m,AENIAA TITANIOY MHKOYZ
15mm,KYPTOY AKPOY H OIOIA
NAAAETAI ME ENIMHKH KINHZH ZE

ZYXNOTHTA 55,5KHZ KAl HXHTIKH
ENIBEBAIQZH KATA THN METABOAH
THZ NPOZAPMOZOMENHX ENEPIEIAE.

MPOAIATPA®EZ MNAPAPTHMA A

20 TEM

13.560,00 €

XEPOYPTEIO

YNEYOYNH TMHMATOZ
Ka MAPTAPQNH
THA.EMNIKOINQNIAZ
210-4592908




911
/12-02-
2024

900IN46906K-MAH

YX003261(kwd.voook)-ATroppo@Rcipa
AIMOOTATIKA HIKpOIViSia OgeIdwpévng
Avayevvwpevng Kuttapivng pe wekaoTikO
pnxaviopo. Na em@épel aipéoTOON OE
AiyoTepo Twv 35 SeUTEPOAETTTWY, ME
atrodedelypévn S1EI0SUTIKE IKAVOTNTA OTO
aipa @BdvovTag TNV KOIiTN TG AINOPPAYIKAG
mwepPIoXNG, BAaoel peAETNG. Na €xel
BakTnploKTOVO dpdon yia To YéyioTo eUpog
HIKPOOPYAVIOHWYV AOIHWEEWV XEIPOUPYIKOU
wediou CUPTTEPIAGHBAVONEVWV TWV :
Staphylococcus aureus, Bacillus subtilis,
Staphylococcus epidermidis, Proteus
vulgaris, Micrococcus luteus,
Corynebacterium xerosis, Streptococcus
pyogenes Group A, penicillin-resistant
Streptococcus pneumoniae (PRSP), n otroia
VO avaypd@pEeTal OTO £YXEIPiIdIO XpAONG.
TouAdayioTov 3 ypauudpia ougiag

20 TEM

3.920,00 €

XEIPOYPTEIO-
F'YNAIKOAOTIIKO

YMNEYOYNH
TMHMATOZ Ka
TZHKATHA.EMNIKOINQ
NIAZ 210-
4592840

240
/11-01-
2024

6AN846906K-ZXI

YK090165(kwd.voook)-ZYZTHMA
ZYIFKAEIZHZ MEZOKOANIKQN EAAEIMATQN
KAI ANOIKTOY QEIAOYZ (PFO)
KATAZKEYAZIMENO AMO ZKEAETO NITINOL
ME ENIKAAYWH AIMTO Eptfe/MOAYEZTEPA. H
ZYZKEYH NA AIATIOETAI ZE AIA®OPA
MEIE®H(0,20/0,25/0,30) IAIAZ AIAMETPOY
AIZKOI.H ZYZKEYH NA MMNOPI NA ANKTATAI
KAI NA ENANATOMOOETEITAI MPIN THN
TEAIKH ANNOAEZMEYZH.

1 TEM

7.695,00 €

AIMOAYNAMIKO

YMNEYOYNH
TMHMATOZ Ka
AAXANA
THA.EMIKOINQNIAZ
210-4592682




236
/11-01-
2024

9K1046906K-0IZ

YK086066(kwd.voook)-MIKPOKAGETHPAZ
OAIKQN AMO®PAZEQN AINAOY AYAOY
OTW.NA AIAGETEI AYO OTW AYAOYZ ME
AYNATOTHTA EZOAOY TOY OAHIOY
ZYPMATOZ AINO TPIA ZHMEIA, ZTO AKPO
ZTA 8mm KAI ZTA 12mm. Ol EZOAOI TQN 8
KAI 12mm.NA EXOYN ANTIAIAMETPIKH
AIATAZH .NA AIAGETEI AKTINOZKIEPOYZ
AEIKTEZ ZTA AKPA ZE OAEZ TIZ EZEOAOYZ.
NA YNAPXEI H AYNATOTHTA MNMATrIAEYZHZ
MIMAAONIOY MEZA AMNO 6fr OAHIO
KAOGETHPA.

10 TEM

8.600,00 €

AIMOAYNAMIKO

YMNMEYOYNH
TMHMATOZ Ka
AAXANA
THA.ENIKOINQNIAZ
210-4592682




901
/12-02-
2024

65AP646906K-
Q5N

YZ015008(kwd.voook)-AABIAA
HAEKTPOOEPMIKHZ YT KOAAHZHZ
KAI AIATOMHZ AITEIQN EQZX KAI 7MM,
ME AYTOMATH OAOKAHPQZH TOY
KYKAOY AMNOAINQZHZ,
ENZQMATQMENO KAAQAIO,
XEIPOAIAKOMNTH, ENZQMATQMENH
KONTIKH AAMA, KAEIAQMA
XEIPOAABHZ, NMEPIZTPE®OMENH,
NAPAAAHAOIPAMMOY
AIAMETPHMATOZX KAI ZEXQPIXTH
ZKANAAAH MHXANIKHZ KOIMHZE,
MHKOYZ 18cm,KYPTEZ ZIAFQNEZX 14
MOIPQN ATPAYMATIKEZ
ENIKAAYMMENEZ ZIATONEZ (FA
ANO®YIH EZXAPAZ) KAl MHKOYZ
36mm KAI KOMHZ 34mm ME
AMOIMNAEYPO ANOITMA
MPOAIATPA®EZ MAPAPTHMA A

7 TEM

5.355,00 €

XEIPOYPTEIO-
F'YNAIKOAOTIIKO

YMNMEYOYNH
TMHMATOZ Ka
TZHKA
THA.EMIKOINQNIAZ
210-4592840




ITAPAPTHMA B’

(Amotelel avamdGTOGTO TUNHO TG SOKNPLENG)

OPOI XYMMETOXHX

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVOKO TOV EMGVVATTETOL GTO
[Moapéptnpua I

2. YmebOovvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@ac €15 fApog TOV O1KOVOULKOD
@opéa (amd TO VOULLO EKTPOGMMTO TOV POPEN) 1] KOL TOL PLGIKOV TPOSMTOL (T0 omoio givor LEAOG TOL dtotkNTIKoD, dtevBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AMYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo £vav otd Tovg KATOL Adyoug:

®  GUUETOYY G€ EYKANNOTIKI opydveon:

e dmpodokia

e qgmatn

®  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. Xe mepimtwon KoatakOpmong: a) M mapddoon Oa yivetoaw evtog tpidv (3) epyacipwv nuep®V amd ™ ARYN TG TOPAYYEALNG ,
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 omd mponyovpevn Oeddpnomn 1oV YpNUOTIKOV EVICAUATOV TANPOUNG OO TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

Ot vrroymerot vroBaAiovy enl OV ATdOPPLYNG TNV TPOGPOPE TOVG NAEKTPOVIKE. :
1€ TEPIMTOGN U vrofoinc 11 un TPOGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV 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
ITAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

EO®




NAPAPTHMA A
ENTOAH:907/12-02-2024,901/12-02-2024

TEXVLKEG
QUITOLLTN OELC

1.Na katateBel yLa oAa ta €L0N MPWTOTUTTO PUAAAOLO 0ONYLWV TOU KATACGKEUAGOTN OLKOU OTa
EAANVLIKAL.

2.Na katateBet KAikn) BLBAoypadla kol va mepthapBavovTol TouAaylotov duo
ONUOCLEVPEVEC KALVIKEG LEAETEG YLa TO KAOE MPOooPePOUEVO 160G 1} KALVIKEG LEAETEG UE
TPOIOVTA TOU LOIOU KATAOKEUAOTLKOU OLKOU JE QVTIOTOLYO TEXVIKA XOPOKTNPLOTIKA oL U wva
kat pe MDR article 61 Clinical Evaluation annex lll, Clinical Evaluation anoFPost Market
Clinical Follow up annex XIV kol Ta MVEUUOTIKA SIKOLWUATO TWV CUYYPODEWV.

3.H Huepounvia ANgEwWG Twv EPYOAELWV VAL ELVOL AVW TWV 2 ETWV.

4.H emutpornn teXVIkAg afloAdynong €xeL Sikailwpa va {nTHoeL Selypata mépav ano ta
{ntoupeva tnG dlaknpuéng av auto BewpnBel okomLpo. Adyog anopplng Ba anoteAel to
OTTOTEAECA LETA QTIO XPrON O XELPOUPYELO N O€ Mpocopoiwon

XElpoupyeiouv.

5.’0mou {nteltaL epyoAeilo Kol avtaAAaKTIKEG KEDAAEG elval amapaltntn n mpoodopa
0g OAOUC TOUC QUEOVTEC TIOU
neptAapBavovtal (epyaleiov kat avtaAAakTkwy KePaAwyv), ent mowvn anoppubnc.

6. H mpounBeutpla etalpeia, oe mepimtwon Tou eival  SLadOpPETIKA Ao TV
KATaoKeUAOoTpLa, va kataBéoel umevBuvn O6nAAwon Tmou va avadépel OtL  eival
efouoloboTnUéVN Ao TOV KATOOKEUOOTLKO OLKO Yyl TNV TEXVLKH UTIOOTAPLEN TWV TIPOIOVTIWV
KoL tnv tpnon twv dtadikaocwwyv og mbavr avakAnon/andcupon npoidvtog.

7.H kaBe mnpoodépouca etalpeia, oe mepimtwon Tou elval SladopeTiky amod TNV
KOTOOKEUAOTPLO, VO TIPOOKOUioEL SAAwon TNG KATOOKEUAOTPLOG ETAlpElaG TOU va
ovadEPETAL OTOV CUYKEKPLUEVO SLaywWVLIOUO Kal vl SnAWVEL OTL O TEPLITTWON KATAKUPWONG




ouuPBaong otnv mpoodépouca etalpeia, n kataokevdotpla Ba Seopeutel va TNV
npounBevoeL pe TN
OUYKEKPLUEVN TTOOOTNTA TWV KATAKUPpWOEVTWY €ldwv TnG cuuBaoNG.

8.H kdabs mnpoodépouoca etalpeia, oe mepimtwon mou eivat Sladopetik amd TNV
KOTOLOKEUAOTPLO, VO TTPOCOKOULoEL SNAWON TNG KATAOKEUAOTPLAG €TALPELG TTOU va SNAWVEL
OtL n mpoodépovoca Ba evNUEPWVETAL YLt OAeC TIC TUOAVEG avakAnoelg/amocUpoElg
TIPOIOVTWY, OXETIKEG LE TA (6N TTOU €XEL MPOCGHEPEL OTO SLAYWVLIOUO.

9. H kdBe mpoodépouoa etatpeia, va SLABETEL ApTLa EKMTALSEUUEVO/TILOTOTIOLNUEVO TIPOCWITLKO
amd TNV KOTOOKELAOTPLA €TOLPELA (MLOTOTOINGN £€WG 2 TTPONYOUMEVA £€TN) YL TNV TEXVLKN
uTtooTnPLEN OTO XElpoupyeilo Kal e€ouclobotnuévo TURUA service yla mbavo anapaitnto
ouvod0 eComAloud yla tnv Katnyopia H.

10.ANAwON TOU KOTOOKEUOOTIKOU OLKOU OTL T TTPOLOVTA E£LVAL YVNOLO KOl QLETOXELPLOTA.

11.Ma TNV TEXVIKA KOl EMAYYEAUOTIKA LKAVOTNTA OL OlKOVOULKol dopeic amatteital: a. va
SnAwoouv OtTL SlaBETOUV HOVIMA OPYOVWHEVO TUAMA TEXVLKNG UTOOTAPLENG, KATAAAnA
EKTIALOEUUEVOU-EEELOIKEUMEVOU KOl VO KATOOEOOUV  TILOTOTIOWNTIKO  ekmaidsuong  Kaul
gfouolodbotTnon auToU amd TOV KOTAOKEUAOTIKO oiko B. va katatebel katdAoyog Twy
Kuplotepwy mapadocewv e avadopd otnv afla tng ocvpfacng, Twv TPOoPEPOUEVWY
TPOTOVTWV KAl TOUG XPOVOUG

napadoonc.

12. Ta npoodepopeva UALKA Ba MPETEL va elval Kolvoroltnpeva otov EOD kal va dtabetouv
TOV QVTIOTOLYO KWOLKO.

13. ETtL mown ¢ amokAELopoU Ba mpemel va katateBouv yla kKabe mpoodepopevo eidog ta
motonownTika: 15013485, AjAwon
Jupuopdwonce, Notonontikd CE, Miotomowntiko Ixedioouou CE.

14. Na kaBe €i60¢ Kal yLat OAEC TIG YEVIKEG KL ELOLKEG TEXVIKES TpodlaypadEg ou {nTouvtal
Ba npémnel va cUUMANPWOel avaAuTtiko GUANO CUPUOPIWONG LLE TTOPATIOUT OE KWOLKO Kal

o€ oeAida kataAoyou r/kat texvikwv GuAdadiwv tng
Kataokevaotplac etatpeiac. OAot ol Kwdikol Kal ol TexVIKEC ipodlaypadec mou {ntouvtal Ba




TIPETIEL VAL ETILONMALVOVTOL

OTOUC QVTIOTOLYOUC Kataldyoug r/kal ta texvikd ¢ulladia, mou Ba emiouvamntovTal.
Mpoodopég mou unofarovrtal xwpeig

va nepAapBdavovtal Ta o mAvw oTolXela va amoppintovtal.

15. e k@Be a/a otov onolo npoteiveTal avalwaolpo ou XpnleL e€omALopO/yevvATpLa yla va
Aeltoupynoel, o HelodOTNG odellel va mapaxwpnoeL Tov anapaitnto cuvodod eEOTALOUO
Swpeadv mpog xprion yla 6co dtaotnua SlapkEoeL n mpounbeLa.




