EAAHNIKH AHMOKPATIA ApOp.Ilpor.:6076
YI'EIONOMIKH ITEPI®EPEIA

MEIPAIQY & AITAIOY Mewpondg:18-04-2024
IF'ENIKO NOXOKOMEIO ITEIPAIA «TZANEIO»

TMHMA OIKONOMIKO

I'PA®EIO ITPOMHGOEIQN

IMAHPO®OPIEX: ITAAAA EYATITEAIA

THA: 210 — 4592159

Fax: 210 - 4592597

Email: mprom3@ tzaneio.gov.gr

ANNOGLO AVOIKTT] O100IKAGI0 GLALOYNS TPOGPOPADY VAIKDV

YI'EIONOMIKON YAIKOQN ( XEIPOYPI'EIO-AIMOAYNAMIKO)

MPOXOXH!!!! AAAATH E-MAIL: mprom3@tzaneio.gov.gr

ANTIKEIMENO TOY ATIATQNIEMOY - XYNOIITIKA XTOIXEIA

EIAOX ATAAIKAXIAX AvolkTi|

KPITHPIO KATAKYPQXHX H yopniétepn tyu)

XPONOX AIENEPT'EIAX 23-04-2024

QPA: 12:00 7.p.

MEPITPA®H EIAQN Orowg avarvtika avaeépetor oto [opaptipota A —A




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

TYNOAIKH
AANANH
AE AAA EIAOZ TEMAXIA XOQPIZ ®MNA TMHMA NAHPO®OPIEX
Y2015008(kw5.vocok)-AABIAA HAEKTPOOEPMIKHE
TYTKOAAHZHE KAI AIATOMHZ ATEIQN EQZ KAI 7MM,
ME AYTOMATH OAOKAHPQZH TOY KYKAOY }'ﬂﬁ{n%'é'é
905 AMNOAINQZHE, XEIPOAIAKOMNTH, KAEIAQMA
/12-02-2024 WO3E46906K-TNA XEIPOAABHE, KAl ZEXQPIZTH SKANAAAH MHXANIKHE 10 TEM 6.780,00 € XEIPOYPTEIO TH',(\‘_’E':"-,’QTKFS:L%T‘,TAZ
KOMHZ, MHKOYZ 18cm,KYPTEZ SIATQNEZ 14 MOIPQN 210-4592908
KAl MHKOYZ 36mm
NPOAIATPAMES MAPAPTHMA A
Y2015007(kw5.vocok)-AABIAA HAEKTPOOEPMIKHE
SYTKOAAHZHE KAI AIATOMHS AITEIQN EQZ KAI 7MM,
ME AYTOMATH OAOKAHPQZH TOY KYKAOY
ANOAINQEHE, XEIPOAIAKOMNTH, NEPIZTPEOMENH YNEYOYNH
ENZQMATQOMENH KOMTIKH AAMA, KAl ZEXQPIZTH TMHMATOZX
/12_32_9202 4 | WATT46906K-50M | IKANAAAH MHXANIKHZ KOMHE ,ME AIAMETPO Smm 10 TEM 7.800,00 € XEIPOYPIEIO Ka MAPFAPQNH

MHKOZ ZTYAEOY 37cm ,KYPTEZ ZIATONEZ TYNOY
MARYLAND ENEPIFOY AKPOY 20mm KAI KOMHZ 18mm
ME ENIKAAYMENEZ ZIATONEZ (MA ANO®DYrH
EZIXAPAZ) ME MONONAEYPO ANOIrMA
MPOAIATPADEZ MAPAPTHMA A

THA.EMOIKOINQNIAZ
210-4592908




YA00106602(kwd.voook.)-AAMTAPOZKONIKO
EPIAAEIO INA AIMOZTAZH-AIATOMH AITEIQN EQZ
KAl 7mm ME AMNOKAEIZTIKH XPHZH YNEPHXQN.ME
MHKOZ EPI'AAEIOY 36cm.ME ENEPIOlNOIHZH AITO

TO XEPI ,ME TEXNOAOT'IA MPOZAPMOZOMENHZ

ENEPTEIAZ TON IZTO,MMAPEXONTAS ETZI £TH YNEYOYNH
FENNHTPIA TH AYNATOTHTA NA AIAMOP®QNEI TMHMATOZ
1320/20-03- AYTOMATA THN MAPOXH IZXYOZ AIAMETPOY
2024 9BZO46906K-NAT | 5 ' \YNATOTHTA NEPIZTPOGHS 360>(XQPIE THN 20 TEM 13.560,00 € XEIPOYPIEIO Ka MAPFAPQNH
ANAKTH XPHEHE MPOSAPMOFEA). NA AIAGETEI THA.EMNOIKOINQNIAZ
ANOIrMA ZIATQNQN TOYAAXIZTQN 10m,AEMIAA 210-4592908
TITANIOY MHKOYZ 15mm,KYPTOY AKPOY H OMOIA
MAAAETAI ME ENIMHKH KINHZH ZE ZYXNOTHTA
55,5KHZ KAl HXHTIKH ENIBEBAIQZH KATA THN
METABOAH THE MPOZAPMOZOMENHE ENEPTEIAE.
MPOAIAFPA®EZ MAPAPTHMA A
YK071126(kwd.voooK)-
KAGETHPAX MITAAONI ATT/KHX
TAXEIAX ENAAAATHE (rapid
1692/10-04- exchange) ME EKAYOYXA
2024(AP.AIAFON ®APMAKEYTIKH OYZIA SIROLIMUS KAI mﬁ\“(ni\_(rg“z
4022/2024 9DPAO46906K- YYT'KENTPQXH/KATANOMH
TMHMATIKH BKQ ®APMAKOY 3mg/mm.NA EINAI SEMI 20 TEM 15.000,00 € AIMOAYNAMIKO R OINONIAS
MAPAAOZH lMA .
E=I MHNES) COMPLIANT KAI NA ®EPEI 210-4592682

OAPPMAKAIIO®HKEX XE

MOP®H NANOAIIIAIQN I'TA THN AMEXH
KAI EAEI'XOMENH AIIEAEY®OEPQXH THX
OAPMA-

KEYTIKHE OYXIAX.NA AIAGETEI




XAMHAQOY MPO®IA KAGETHPA KAI
EINIKAAYYH PTFE

XTO IHEPI®EPIKO TOY AKPO I'TA THN
AIEYKOAYNXH THX ITPOXBAXHX XE
AYXKOAEX BAABEX.

NA AIAGETEI QOEAIMO MHKOX
142cm.NA AIATIOETAI XE AIAMETPOYX 2
EQX 4,5mm KAI MHKH 9 EQX 30m




ITAPAPTHMA B’

(Amotelel avamOoTAGTO TUNLLO TNG OLOUKNPVENC)

OPOI XYMMETOXHX

1. H mpocpopd Ba mpémet va £xel T LOPPY| TOV TIVOKO TOV ETIGVVATTETOL GTO
[Mopapmua I'.

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

@opéa. (oo TO VOUPO EKTPOGHOTO TOV POPEN) 1) KO TOV PLGIKOD TPOGMTOL (TO 01010 Elvar LEAOG TOV S10IKNTIKOV, O1ELOLVTIKOV 1|
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCHOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovg:

®  GUUUETOYN OE EYKAMNNATIKT opydveon:

e Jdmpodokia

o amartn

®  TPOUOKPUTIKG EYKANNOTA 1| EYKANHATO GCUVOEONEVO, PUE TPOUOKPUATIKES OPUCTNPLOTNTES

®  VOHIPLOTTOiN 61 €600V U0 TOPAVOUES OPACTNPLOTNTES 1| YPNUATOIOTNGT TNG TPOLOKPUTIOG
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd evijpepog

o 'Eyel katafdrier TIC E10QOPES KOWVOVIKIG 0.6QAAGNG




Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.

INowooa: EAAvi
6. e mepimtwon KatakOpwong: a) M moapddoon Oa yivetar evtog tpidv (3) epyocipmv MUEPOV amd TN ANym TG moapayyeriog ,
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. IImpou: H minpoun Ba yivetar oe gupd, petd amd mponyovpevn Oedpnomn oV YpNUOTIKOV EVIOAUATOV TANPOUNG A0 TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

Ot vrroyMmerot vroBaAlovy entl OV ATOPPLYNG THY TPOGPOPE TOVG NAEKTPOVIKA :
1€ TEPIMTOGN U vrofoinc 11 un TPOoGNKOVGAC VTOPOIC TOV AVUIQEPOUEVOV T TAV®, 1] TPOGPOPA ATOPPITTETOL OC
OTOPAOEKT).




ITAPAPTHMAT ’
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EO®




NMAPAPTHMA A

ENTOAEZ : 909/12-02-2024 , 1320/20-03-2024 , 905/12-02-2024

Texvikég
OUTLOULTH OELG

1.Na kotatebel yia 0Aa Ta €i6n MpwToTUTTO GUANASLO 08NYLWV TOU KATOOKEVAOTH Olkou oTa EAANVIKA.

2.Na katateBel kALK BLBALoypadia kot va mepthapBavovial TOUAAXLOTOV SUO0 SNUOGCLEUMEVEG KALVIKEG
MEAETEG yLa TO KAOE TPOodEPOLEVO (606 1) KALVIKEG LENETEG JLE TIPOLOVTA TOU LELOU KATOOKEUAOTIKOU OlKOU HE
avtioTolya TEXVIKA XapaKTnPLoTika cUpudwva kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical
Evaluation and Post Market ClinicalFollow up annex XIV kot Ta TIVEUATIKA SIKOLW AT TWV cuyypadEwv.

3.H Huepopnvia Anéewg twv epyaleiwv va ival avw Twv 2 €TWV.

4.H emutpornn teXVIKNAG afloAoynong €xel Sikalwpa va Introet deiypata népav amnd ta {NtoUeva the
Staknpuénc av autd BewpnBei okomipo. Adyog anoppudng Ba amotelel to anmotéAeopa LETA amnod xprion os
XELPOUPYELO | 0 Mpooopoiwaon

XELPOUpPYELOU.

5.”0movu {nteital epyaleio kat avtaAlaktikég kedalég eival amapaitntn n mpoodpopd o€ OAOUG TOUG
av&ovteg mou

nephapPBavovral (epyadeiou kat avrtaAlakTikwyv kedaAwv), eni mown andppudng.

6. H mpounBeutpla etalpeia, oe mepinmtwon mou eival SLAPOPETIKA OO TNV KATAOKEUAOTPLA, VO KOTABECEL
uTteuBuvn dNAwon mou va avadépel OtL eival e€ouclodoTnNUEVN A0 TOV KATAOKEUAOTLKO OLKO yla TNV TEXVLKH
uTtooTtAPLEN TWV TPOTOVTWY Kal TNV THpNon twv dtadikaclwyv ot ribavr) avakAnon/amnécupon mpoiovtog.

7.H kdBe mpoodépouca ctalpela, oe mepimtwon mou elval SladopeTik) amMd TNV KOATOOKEUAOTPLA, va
TipooKopioel SAAWGON TNG KATAOKEUAOTPLAG ETALPELAG TTOU VA avadEPETOL OTOV CUYKEKPLUEVO SLOYWVLOUO Kal
va SNAWVEL OTL 0€ TEPIMTTWON KATAKUpWONG cUUBacng otnv mpoodEpouoa €TALPELQ, N KATAOKEUAOTPLO Ba
Seopeutel va tnv mpounBeVoEL pe TN

OUYKEKPLUEVN TTOCOTNTA TWV KOTAKUPWOEVIWY 6wV TG olUBacng.




8.H kaBe mpoodépouca etalpeia, oe mepimtwon mou elvat SladopeTiky amd TNV KATACKEUAOTPLA, VA
npooKopiosl SNAwon TN KataokeudoTpLag etalpeiag mou va SNAWVeL OTL N mpoodépouca Ba evnuepwveTal
vy 0Aeg Tig mibavég avoakAAOELS/AmOCUPOEL TIPOIOVTWY, OXETIKEG HE To £(6n Tou €xel mMpoodépel oTg
Slaywviopo.

9. H kdBe mpoodépouoa ctalpeia, va Slabétel Gptia eKMOLOEUUEVO/TLOTOMOLNUEVO TIPOCWIILKO Qo TV
KATOLOKEUAOTPLA ETALPELA (TLOTOTIOLNON €WG 2 TIPONYOUMEVA £TN) YLA TNV TEXVLKN UTIOOTHPLEN OTO XELPpOUpPYELD
koL e€oualodotnpévo TURUa service yla miBavéd anapaitnto cuvodo e€omAlopd yla tnv Katnyopia H.

10.AAAWON TOU KOTAOKEUOOTIKOU 0ikou OTL Ta Tpoiovta eival yviola Kol apetaxeiplota.

11.MNa TNV TEXVLKA KOL ETMAYYEAUATIKA LKOVOTNTA OL OlKOoVoulkol ¢opeic amatteitat: a. va dnAwoouv otl
SLaB£TOUV HOVIHA OPYAVWHUEVO TUAMA TEXVIKNG UTOOTAPLENG, KATAANAQ eKkmalSeuEVOU-EELOIKEUEVOU Kal VAl
KataOEoouv TLOTOTONTIKO ekmaideuong kal €fouclodotnon autoU amd TOV KATOOKEUAOTLKO oiko [B. vd
kotatebel Katdloyog Twv KupLOTEpwvY Tmapadocewv We avadopd otnv afla NG ocupBacng Twy
PO PEPOUEVWV TIPOLOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepdpeva UAKA Ba mpémet va eival kowvorotnpéva otov EOD kat va StabBétouv tov avtiotol o
KWSELKO.

13. EmL mowvn g amoKAELopoU Ba tpémnel va katateBoUv yla kAOe tpoodepOueVO 160G TO TILOTOTOLNTLKAL:
1S013485, ARAwon
Juppdpodwong, Motorowntikd CE, Motomointikd Ixedlaouol CE.

14. MNa kABe 1606 KaL yLa OAEG TLG YEVIKEG Kal ELOLKECG TEXVIKEG TtpodLlaypad£Eg tou {ntouvtal Ba nmpémneL va
ouunAnpwBel avaAutikd GUANO cuUUOPPWONG LE TTOPATIOUTTH 08 KWSLKO Kot o€ oeAida kataldyou fi/kat
TeXVIKWV GUuAadiwy Tng

KOTAOKEUAOTPLAG Talpeiag. OAot ol kwdikol kat ol TexVIkEG tpodlaypadEg mou {ntouvtal Ba TPEMEL va
€nonpalvovtal

OTOUG avTioToLXoU¢ Kataloyoug r/kat ta texvikd ¢uAlddia, ou Ba emiouvartoviat. NpoohopEg mou
urtofaAlovtal xwpig

va meplhapBdavovtal Ta Mo MAavw oTolela va amoppintovral

15. 3¢ kAOs a/a oToOV OToio TIPOTEiVETAL AVAAWGLUO TIoU XPRTEL EEOTIALOUO/YEVVHTPLA YL VA AELTOUPYHOEL, O
MELOSOTNG odelhel va TapayxwpnoeL ToV amapaitnto cuvodo eEomALoUO Swpedv POG Xpron yla 6co Slaotnua
Slopkéoel n mpounBeLa.




