EAAHNIKH AHMOKPATIA ApOpIlpor.:3371
YI'EIONOMIKH INEPI®EPEIA

MEIPAIQY & AITAIOY Mewporég: 06-03-2025
I'ENIKO NOXOKOMEIO IIEIPAIA «TZANEIO»

TMHMA OIKONOMIKO

I'PA®EIO IPOMHOEIQN

MAHPO®OPIEX: ITAAAA EYAITEAIA

THA: 210 — 4592159

Fax: 210 - 4592597

Email: mprom3@ tzaneio.gov.gr

ANpoécLo avolKTI] H1001KAGIN GVALOYNS TPOGPOPDV VAIKAOV
YI'EIONOMIKOQN YAIKQN
AIMOAYNAMIKO-XEIPOYPI'EIO-XEIP.'YNAIKOAOTI'TKH

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

ANTIKEIMENO TOY ATIATQNIEMOY - XYNOIITIKA XTOIXEIA

EIAOX ATAAIKAXIAX Avolkt

KPITHPIO KATAKYPQXHX H yopniétepn Ty

XPONOX AIENEPT'EIAX 11-03-2025

QPA: 12:00 p.p.

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




TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvupdoceic Epymv, [Ipounbeiomv kot Yanpesiomv »

( ®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 Aowmdv povadwv vyeiog tov
[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 (O.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152 /2013 (®.E.K. 107 A’/ 9-5-2013 ), [apdypapog 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 [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 N arrodand. PB) Evdoelg mpounbevtov mov vmoPdAilovv 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 umopovyv va Katatifevtor péypt Kot 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 Ilpwtokdiiov 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

QTOTEAOVV OVATOCTAGTO LEPOG OTHG.



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 (cVUTEPILOUPOVOLEVOY OAMV TOV TOPAPTUATOV TNG), GE NAEKTPOVIKT LOPON,
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

ZYNOAIKH
AAMNANH ITAHPO®OPIE
AE AAA EIAOX TEMAXIA XQPIZ OMNA TMHMA p)
YK090172 (kwé.voook)- O8nyd cUppata ayy/kng
otedpaviaiwv ayysiwv eviaiov nuprva anod avo-
€eidwTo ATOAAL ELSIKA YLA TV AVTLLETWTILON XPOVLWV
OAKWV anoppAsewv, lLe AW AKPO
ULKPOKWVOU.TO Anw GKpo va eival mTpooxnUaTIoHEVO
oto 1mm pe 45 ywvia,Kwvikol YNEYOYNH
526 oxfnHarog Kat va givat Stafaduiopévng okAnpotntag 21" w;gi
/08-01- PWEX46906K-17E | avdloya to cUppa,va ivat 40cm 50 TEM 7.500,00 € AIMOAYNAMIKO THA.ENOIKOIN
2025 va StaBétel uSpOdIAN erkdAu YN EVW TO UTOAOLTO QNIAZ
erukaAuvPn olhikovng(PTFE) yia 210-4592682
KaAUTepn otipLén.Na Stabétouv e§wtepiki meptéAgn 8
OMELPANATWY HE 7 cUpHATA TO
KAOe oneipapa.Na Siatibovral os prikn 190ek,cv0<a e
Siapétpo 0.014°
- YN(0400102(kw8.vo00K)-ETETANOTMOIHTIKH YAPOTEAH T
NOAYAIOYAIKHZ TAYKOAHZ MA MHNIITA ETKEDAAOY Ka
/02%2; 9INM46906K-ZMI KAl SNONAYAIKHE STHAHS SmLNA MHN EINAI ZE 10 TEM 4.500,00 € XEIPOYPTEIO MAPIFAPONHTHA.
MOP®H =MPEI. EMOIKOINQNIAZ
210-4592908
NMEYOYNH
TMHMATOZX
578 WrOT46906K- YM05700402(kwd.vocok)-2YZKEYEZ XOPHIHZHZ YITPQN Ka
/08-01- NO= AINAOY AYAOY ANTINAAINAPOMIKEZ A ZAKOYZ 900 TEM 2.520,00 € XEIPOYPT'EIO MAPIrAPQNHTH
2025 = AIAAYMATOZ N/S 0,9% 3 It /\AEI'IOIKO";?ONI

4592908




YN®0500201(kwd.voook)-AlTOPPO®HZIMOX BIOENEPIOZ

YMNEYOYNH

AIMOZTATIKOZ MAPAIONTAZ ZE MOP®H rEAHZ ME TMHMATOZXZ
580 TOYAAXIZTON 2.500 OPOMBINHZ KAl ATEAOKOAAATONO Ka
YWHAHZ NEPIEKTIKOTHTAZ KOAAATONO).TO MEIrMA THZ
/08-01- | 9OKZ46906K-TE3 | (M oty AT AGKOAASTONGY NA EINAI 10 TEM 3.200,00 € XEIPOYPFEIO MAPIAPQNH
2025 OMOFENOMOIHMENO KAI O ®OPEAS NA EINAI THA.ENOIKOI
NMPOPOTPQMENOZ ZE ZYPIITA QXTE H ANAMEIZH NA NQNIAXZ
FINETAI ZE AIFOTEPO AMO TPIANTA AEYTEPOAENTA. 210-4592908
YA00120101(kw5.voook)-ZYETHMA OMTIKOY TPOKAP
XQPIE ANAFKH METATPOMNEA ME KANOYAA KAI
TPOKAP AIAZTOAHE ME ENZQMATQMENO AIMO YMEYOYNH
MIMAAONI KAl AAKTYAIO KAOHAQZHE ME TMHMATOZ
779 AYNATOTHTA AM®INAEYPHE TONOGEETHEHE TOY Ka
/13-01- Y3K946906K-PX6 ZTEIAEOY ZTHN KANOYAA .KANOYAA 50 TEM 2.700 € XEIPOYPITEIO MAPIrAPQNH
2025 AKTINOAIANEPATH KAI AIAGANH . ME EIAIKH OMH THA.EMNOIKOI
AHMIOYPIIAZ INEYMOMEPITONAIOY £TH MYTH TOY NONIAZ

TPOKAP XQPIZ THN ANAIKH BEAONHZ VERRES ZE
AIAMETPO 5mm KAI MHKOYZ 10cm.
MNPOAIATPA®EZ NMAPAPTHMA A

210-4592908




584
/08-01-
2025

60EY46906K-P4N

YNOOOLID
Ler ooguonzprrovak; fulpidag e5orepud pubutopevn STRATA
 NSC L Shunt kit o Proouppor othucovn, 7o onofo ve nepihappaver
¢ Badpudukd pnyaviopd STRATA NSC LP - gheyydyevo
nhekTpopaviiTIkd Kau pospwiyuked e Sovardmr S podpioeav ka
eAéyrov mg emd o 150mmH;0 péypt 200 mmH,0, o¢ S Béem
kot o 35mmH;0 péypt k 220mmH;0 oe Gpbia: Béom,
¢+ Zuvderd '
¢ Tpoxdp romobemeng
¢ Ooguikd kaBeripa kherarod dxpov ioug 80cm Kt Suzpérpon
1,5mm
¢ Teprrovakd kaBerijpa prcovg 120cm kon Siapétpon 2,5mm
No civa asoakic o¢ poryviyrueé nedio MRI éwc 3 Tesla

1TEM

2.590,00 €

YX0036801(kyd.voook)-EYKAMNTOZ ANAAQZIMOZ OAHIOZ
EIZArQrHz KAOETHPA MHKOYZ 38 CM KAI EEQTEPIKHZ
AIAMETPOY 4,8 MM

1TEM

145,00€

XEIPOYPTEIO

YNEYOYNH
TMHMATOZX
Ka
MAPIrAPQNH
THA.ENOIKOI
NQNIAZ
210-4592908




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

1. H mpoopopd Oa mpémel va £xeL T LOPON TOV TVAKO 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 EKTPOGMOMTO TOV POPEN) 1) KOL TOL PLGIKOV TPOSMTOVL (T0 0moio gival LEAOG TOV S101KNTIKOD, d1ELBVVTIKOD 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] EYKAMNOTE GCUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

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

®  TOLOIKI] EPYOCiQ KOl GALES pOPPES Epmopiag avOpOTOV.
e Eivar goporoyikd evijpepog

o 'Eyel katafdrdiel 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 mepimtoon Kataxvpwong: o) 1 mapdooon Oa yivetor evidg tpidv (3) epyacipmv nuepdv amnd T ANym g mopayyeAiog ,
extoéc av opiletar dapopetikd kat’eaipeon, B) M mopddoon tov WOV Oa yivetor HE @POVTION KOl OATAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. IDipoun: H minpopn Ba yivetow oe gupd, petd amnd mponyovpevn Be®dpnon Ttov ¥pNUOTIKOV EVIOANATOV TANPOUNG om0 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€ eKTEAson 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:779/13-01-2025

TeXVIKEG anmaALTOELG
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAAnvVIKA.
2.Na katateBel kKAwikn BLBAloypadia kat va mephapBdvovtol TouAdxLotov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KAOe mpoodepdUEVO 160¢ 1} KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEVAOTIKOU O{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 koL Ta MVEULATIKA SIKOLWUATA TWV cuyypadEwv.
3.H Huepopnvia Affewg Twv epyaleiwv va eival Avw Twv 2 €TWV.
4.H emutpornr] TeEXVIKAC afloAoynong €xetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntoveva tng SltakApuéng av auto
BewpnOel okomIpO. Adyoc anoppuPng Oa anotelel To AMOTEAECUA HETA aTtd XPrON O XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.
5.0mou {nteital epyaleio kal aviaAAaKTKEG KEPOAEG elval amapaitntn n mpoodopd G OAOUG TOUG AUEOVTEG TOU
niepthapPavovtat (epyoleiou kat avtalaktikwv kebalwv), emnl mowvy andppudng.

6. H mpounBelitpla etalpeia, os mepintwon mou sivatl SladopeTIK AMoO THV KATACKEUAOTPLA, Vo Katabéoel umevBuvn
SnAwon mou va avadépel OtL sival e€ouclobotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KOl TV TAPNON Twv Stadikaolwyv os mbavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodépouoa etalpeia, og mepinmtwon mou eivat SLapopeTkA ard TNV KATAOKEUAOTPLA, VA TpooKouiosl § AAwaon
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVOPEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal va dnAwvel OtL o mepintwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVTEL PE TN
CUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cuUPBAONG.

8.H kdBe mpoodEépouoa etalpeia, o mepimtwaon mou eival SLadopeTLK amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG Katookevdotplag 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 k&Be mpoodEpouoa etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOTMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
eTaLpeia (moTonoinon £wg 2 mponyoU Eva £TN) YL TNV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNUEVO TR
service yla mBavoé anapaitnto cuvodd e€omALoMO yla thv Katnyopia H.

10.ARAWON TOU KOTAOKELALOTLKOU oikou OTL Ta Ttpoidvta gival yvrola Kal apetaxsiplota.




11.Ma TNV TEXVLKA KOL ETMOYYEALATLKI LKOVOTNTO OL OlKOVOULKOL popelg amatteitat: a. va SnAwoouv OtL SLaBETouv HoVLUAY
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KL VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kat €£ouclodOTNOoN AUTOU QMO TOV KATOOKEUAOTIKO Oiko B. va katatebel KOTAAOYoG Twv KUPLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

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

13. ErL mowvn g amokAeLopoU 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 TEXVLKEG TpodLaypadEG ou InTolvtal Ba MPETMEL va oUUITANpwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataldyou 1/kat TexVIKwV GuAladiwv g
KOTAOKEUAOTPLAG eTalpeiag. OAoL ol kwSLKol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtotl
OTOUG avtioTtoloug KataAoyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va mephapBavovtal Ta To Tavw oTolela va amoppintovral.

15. 3 k@B a/a otov omoio mpoteivetal avaAwotpo tou xpHileL e€omALoUd/yEVVATPLA VLA VO AELTOUPYHOEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




