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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvpupdoceic Epyov, [pounbeiomv 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 arrodond. 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
nopoKaleiote OTws Katateovy oe pakxeio oo Ipapeio Ilpwtokdéliov 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. HNEPII'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 (cvumeplopBovoévay OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKTY LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

ZYNOAIKH
AJE AAA EIAOZ TEMAXIA AANMANH TMHMA IIAHPO®OPIE
XQPIE ®MA z
YA00106602(kw.voaok.)-AAMTAPOSKOMIKO
EPFAAEIO A AIMOZTASH-AIATOMH ATTEIQN
EQZ KAl 7mm ME ANOKAEIZTIKH XPHEH
YMEPHXQN.ME MHKOZX. EPTAAEIOY 23cm.ME
ENEPFOMOIHEH AMO TO XEPI ,ME TEXNOAOTIA
NPOZAPMOZOMENHZ ENEPTEIAZ STON
IZTO,MAPEXONTAZ ETZI £TH FENNHTPIA TH HEYOYNH
AYNATOTHTA NA AIAMOP®QNEI AYTOMATA THN TMATEYOYNH
144 6EO=46906K- | MAPOXH IZXYOZ AIAMETPOY 5mm,AYNATOTHTA TEHKA
/10-01-2024 QB MEPISTPO®HE 360 (XQPIZ THN ANAKIH XPHEHE 6 TEM 4.068,00 € | XEIP.NYNAIKOAOTIKO

NMPOZAPMOrIEA). NA AIAGETEI ANOIrMA
ZIAFQNQN TOYAAXIZTQN 10m,AEMIAA TITANIOY
MHKOYZ 15mm,KYPTOY AKPOY H OIOIA
NAAAETAI ME EMIMHKH KINHZH ZE ZYXNOTHTA
55,5KHZ KAl HXHTIKH EMIBEBAIQZH KATA THN
METABOAH THZ NPOZAPMOZOMENHZ
ENEPTEIAZ.

MPOAIATPA®EZ NAPAPTHMA A

THA.ENIKOINQNIA
z
210-4592840




YK071125(kwé6.vocok.)-MMAAONIA OAIKQN
AMOOPAZEQN ZIXEAIAZMENA NA MPOZMEPOYN
XAMHAOY NMPO®IA ZXEAIAZMO, MPOzZAIAONTAZ

YNEYOYNH
45 6 02NA6I06K E=AIPETIKH NMPOZBAZH ME AYZKOAA ANATOMIKEZ .T(“"R'K"QISE
- - a
104-01.2024 =K1 NEPIOXEZ(OAIKEZ AMOMDPAZEIZ) MNA AZDAAH 20 TEM 4.200,00 € AIMOAYNAMIKO | o, ¥SPumsRA
AIEAEYZH EAAXIZTOMOIQNTAS TOYS z
TPAYMATIZMOYZ TOYZ. NA EINAI AIAOEZIMA 3E 210-4592682
AIAMETPOZ 0,85mm,1mm,1,25mm KAl 2E MHKOZ
5mm,8mm,10mm,15mm.
YK071126(kw6.voook.)-KAGETHPAZ MMAAONI
ATT/KHZ TAXEIAZ ENAAAATHE (RAPID EXCHANGE) ME
EAKYOY:ZA ®APMAKEYTIKH OYZIA SIROLIMUS KAI
SYTKENTPQZH /KATANOMH ®APMAKOY
3mg/mm.NA EINAI SEMI COMPLIANT KAI NA OEPEI YTEYOYNH
50 WOBS46906K ®APMAKAMNQOHKEE $E MOP®H NANOAIMIAIQN A TM:I\:)A(\;gi Ka
104-01.2024 0ot THN AMESH KAI EAETXOMENH AMEAEYOEPQEH THE 20 TEM 15.000,00 € | AIMOAYNAMIKO | .. AERASE |

DAPMAKEYTIKHZ OYZIAZ.NA AIAGETEI XAMHAOY
MNPOMIN KAOETHPA KAI ENIKAAYWH RTFE £ TO
MNEPIMEPIKO TOY AKPO A THN AIEYKOAYNZH THZ
NPOZBAZHZ ZE AYZKOAEZ BAABEZ.NA AIAOETEI
QO®EAIMO MHKOZ 142cm.NA AIATIOETAI ZE
AIAMETPO 2 EQZ 4,5mmKAI MHKH 9 EQZ 30M

z
210-4592682




YK071127(kwé&.voook.)-ENAOZTEDANIAIA NPOGEZH

(STENT) MOY NA AIAGETEI ENIKAAYWH ME NAHPQS YNEYOYNH
51 6WOr46906K BIOANMOIKOAOMHZIMO NMOAYMEPEZ KAl ©APMAKEYTIKH TMHMATOZ Ka
" | OYzZIA RAPAMYCIN.NA AIAGETEI CROSSING PROFILE<0,017 10 TEM 5.500,00 € AIMOAYNAMIKO AAXANA
/04-01-2024 407 THA.ENIKOINQNIA
KAI STOXEYMENH AMEAEYOEPQEH GAPMAKOY. NA 5
AIATIOETAI ZE AIAMETPOYZ 13-38mm KAI MHKOS 2,25- 210-4592682
4mm.
YK037060(kw6.voook)-OAHTA ZYPMATA AIT/KHZ YMEYOYNH
54 WKZWA6906K 0,014" KAl MHKH 180/190/300cm.ME ENIKAAYWH TMHMA;gi Ka
/04-01-2024 - H51 SLIP-COAT ME 3D PO!'IH ITA ZTEDANIAIA AITEIA 100 TEM 12.900,00 € AIMOAYNAMIKO THA.ENIKOINON
ENIAIOY NYPHNA ANO ANOZEIAQTO ATZAANAI ME IAZ
ENIKAAYWH NOAYMEPOYzZ. 210-4592682
YK08606(kwd.voook.)-MIKPOKAGETHPEZ
NEPOXTPO®IKHE KAI AIOAIZOHTIKHE
MPOQOHEHE IA THN YNOZTHPIZH OAHION }(ﬂﬁ\{ﬂ%’;
60 SYPMATQN AIANOIZHE SYMMAOKQN,MOAY Ko AAXANA
/04-01-2024 YIZIr46906K-P42 STENQMENQN,ENAZBEZTQMENQN BAABQN KAl 25 TEM 18.000,00 € AIMOAYNAMIKO THA.EMIKOING
XPONIQN OAIKQN ANMMOO®PA=EQN ME TEXNIKH ' NIAZ

OPOOAOMHZ KAl ANAAPOMHZ NMPOZMNEAAZHZ
ME NMAE=H NOAAANAQN NENAATYZMENQN INQN
ME YAPOO®IAH EMIKAAYWH.

210-4592682




ITAPAPTHMA B’

(Amotelel avamdomaoTo TUNHA THG SKNPLENC)

OPOI XYMMETOXHX

1. H mpoopopd Oa mpémel va £xeL T LOPEON TOV THVAKO TOV EMGVVATTETAL GTO
[Mopapmua I'.

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

@opéa. (amd TO VOUUO EKTPOGHOTO TOV POPEN) 1) KO TOV PVGIKOD TPOGMTOL (TO 0TOi0 Elval LEAOG TOV O10IKNTIKOV, O1EVOBVVTIKOV N
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCHTNONG, ANYNG AToPAcE®V N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwoL Adyovg:

®  GUUUETOYN OE EYKAMNNATIKT opydveon:
e Jdmpodokia

o amartn

®  TPOUOKPUTIKG EYKANNOTO 1] EYKMIROTO CUVOEOUEVO, PUE TPOUOKPUTIKES OPUCTNPLOTNTES




VOULHOTTOINOT] £600MV OO TAPAVOUES OPUSTNPLOTNTES N YPNUOTOIOTNON TNG TPOUOKPUTIOG
TadIK1 gpyacio ko GAleg popeés epmopiog avlpOTOV.
Eivon poporoyika gvijpepog

"Eyel kotafairer TIg E16Q0PES KOWVOVIKIG UGQAMONG

Ynoypemtikd vo dnAovovtor kwdwkog [apatmpnnpiov Tywomv, GMDN kot kodikds EKAIITY
H owovopkn mpoocpopd Ba katatiBeton amokieiotikd o EURO.

Noooa: EAAvu
6. Xe mepimtoon KatakVPwoNg: o) 1 mapddoon Bo yiveror evidc tpidv (3) epyacipmv nuepdv omd T ANyn TG TopayyeAiog ,
extoc av opiletor Owapopetikd wat’eaipeon, B) N mopddoon tov WOV OBa yivetor pE @GPOVTION KOl OOTAVEG TOL

[IpounBevt, otig Amodnkeg g Ymnpeoiog pogc.

7. II\mpoun: H minpopn Oa yivetoar oe gupd, petd amd mponyoduevn Bedpnon tov YpnUOTIKOV EVICAUATOV TANPOUNG ond TOV

appooo Enitpomo tov EAeyktikon Zvvedpiov.

Orvroyneot vtoBdAlovy el OV ATOPPIYNG TNV TPOSPOPE TOLG NAEKTPOVIKA :
L& TEPIMTOG) U vTofoic 1] U TPOGNKOVGAS VTOPOAC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOP( ATOPPITTETOL OC
OTOPAOEKTT).
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NMAPAPTHMA A
ENTOAH:144/10-01-2024

TeXVIKEG
OLTLOULTH OELG

1.Na katateBel yla 6Aa ta €ién mpwtotuno puALGSLo 08nyLwV Tou KATAOKELAOTH olkou ota EAANVIKA.

2.Na katateBel kALK BLBALoypadia kot va mepthapBavovial TOUAAXLOTOV SU0 SNUOCLEUMEVEG KALVIKEG
MEAETEG yLa TO KAOe TpoodepOEeEVO (60C 1 KALVIKEG LEAETEC e TTPOLOVTA TOU LEIOU KATAOKEUOOTLKOU OlKOU e
QVTLOTOLYO TEXVLKA XAPAKTNPLOTLKA cUudwva kat e MDR article 61 Clinical Evaluation annex Ill, Clinical
Evaluation and Post Market ClinicalFollow up annex XIV kot Ta TIVEUUATIKA SIKOLW AT TWV cuyypadEwy.

3.H Huepopunvia Angewg Twv epyadeiwv va gival avw Twv 2 €Twv.

4.H srutponn texVIKng afloAoynong €xeL Sikalwpa va {ntroet delypata népav amnod ta {nTtouUeva NG
Slaknpuéng av autd BewpnBel okormipo. Adyog amoppudng Ba anmoteAel To ATMOTEAECUA ETA ATIO XPrON O
XELPOUPYELO | 0 Mpocopoiwaon

XELPOUpPYELOU.

5.’0mou {nteital epyaleio kol avtaAlAokTkéG kKedalég sival amapaitntn n nmpoodopd o€ OAOUG TOUG
av&ovteg mou
nephapPBavovrtal (epyadeiou kot avrtaAlakTikwy kedaAwyv), eni mown andppudng.

6. H mpounBeltpla etalpeia, oe mepinmtwon mou eival SLaPOPETIKA OO TNV KATAOKEUAOTPLA, VO KOTABEDEL
umteuBuvn 8NAwon mou va avadépel otL eivat e€ouclodoTnUéEVN Ao TOV KATAOKEUAOTLKO OLKO yla TNV TEXVLKH




uTtooTNPLEN TWV TPOIOVTWYV KaL TNV THPNon Twv Stadikacwwv og Tbavr avakAnon/anécupaon npoiovtog.

7.H kdBe mpoodépouca ctalpeia, oe mepimtwon mou elval SLadOpPETIK AMO TNV KATAOKEUAOTPLA, va
npooKopiosel SAAWGON TNG KATAOKEUAOTPLAC ETALPEIAC TTOU va avadEPETOL OTOV CUYKEKPLUEVO SLOYWVLOUO Kal
va SNAWVEL OTL 0g TeplIMTwon Katakupwaong cuuBacng otnv MpoodEpouca €TALPELR, N KATAOKEUAOTPLO Ba
Sdeopevutel va tnv mpounBelosl pe tn

GUYKEKPLUEVN TTOGOTNTA TWV KOTAKUPWOEVTWY 16wV TG oluBacng.

8.H kabe mpoodépouca ctalpeia, oe mepimtwon mou eival Sladpopetiki aAmd TV KATOOKEUACTPLD, VO
npooKopiosl SNAwon NG KataokeudoTtpLag etalpeiag mou va SNAWVEL OTL N mpoodEpouca Ba evnuepwvEeTal
vy 0Aeg tig mibavég avokAAOELC/AmOcUPOEL TIPOIOVTWY, OXETIKEG HE To £(6n TOu €xeL MpoodEpel oTg
Slaywviopo.

9. H kdBe mpoodépouca etaipeia, va SLoBETEL ApTIA EKTMALSEUUEVO/TILOTOMONUEVO TPOOWIILKO amd TNV
KATOOKEUAOTPLA ETOLPELA (TLoTOTtolNGoN €WG 2 T(poNyoUEVa £TN) YLa TAV TEXVLKA UTIOOTHPLEN OTO XElpoupyEio
KoL e€ouclodotnpévo TURpa service yla mibavéd anapaitnto cuvodo e€omAlopd yla tnv Katnyopia H.

10.ARAw0oN TOU KOTAOKEUOOTIKOU OiKoU OTL Ta Ttpolovta £ival yvrola Kol aleTayeiplota.

11.Ma TNV TEXVLKA KOL EMAYYEAUATIKA LKOVOTNTA OL OlKovoulkol ¢opelc amatteitat: a. va dnAwoouv OTl
SLBETOUV HOVIHA OPYAVWHUEVO TUAKA TEXVIKNG UTOOTAPLENG, KATAAANAQ eKMALSEUUEVOU-EEELOIKEUEVOU KAl VOl
KataOEoouv TLOTOTONTIKO ekmaiSeuong kal €fouclodotnon autoU amd TOV KATOOKEUAOTLKO oiko [B. vd
koatatebel Kkatdloyog Twv KupLOTEpwV Tmapadocewv He avadopd otnv afla NG ocupBacng Twy
PO PEPOUEVWV TIPOLOVIWY KAl TOUG XPOVOUG

nopadoaong.

12. Ta mpoodepopueva UALKA Ba ipEmel va eival kowvomotnuéva otov EOD kal va StaB£touv Tov avtiotol o
KWOLKO.

13. EmL mowvn g amoKAELopOoU Ba Ttpémel va katateBoUv yla KABe tpoodepoueVO 160G TO TILOTOTOLNTLKAL:
1S013485, ARAwon
Juppopodwong, Motonolntikd CE, Motonowntikd Ixedlaouou CE.

14. Na kaBe 1606 KL yLa OAEG TLG YEVIKEG KOl ELOLKEG TEXVLKEG TTpodLaypad£G mou ntouvtal Ba mpemeL va
ouunAnpwOel avalutikd GUANO CUPHOPPWONG LLE TIOPATIOUTTH OE KWSLKO Kot o€ oeAida kataldyou fi/kat
TeXVIKWV GuAadiwy Tng

KaTookeuaotplag etatpeiog. OAotl ol kwdikol Kat oL TexVikEG mpodlaypadég mou {nTouvtal Ba Tpémel va
€MLONalvovTal

OTOUG avtioTolyoug KataAdyouc f/kat ta TexVikd ¢puAadia, mou Ba emouvdrmntovtal. MNpoodopég mou




umoBallovtal xwpig
va meplhapBdavovtal ta Mo mAavw oTtolyela va amoppintovral.

15. 3 kABe a/a oTOV OTOi0 TIPOTEivETAL AVAAWGCLUO TIou XPrleL EOMALOUO/YEVVATPLA YLOL VO AELTOUPYHOEL, O
HUELOSOTNG odeidel va TapaywpnoeL Tov amapaitnto cuvodo e€omAlopd Swpedv mpog xpron yla 6co Sidotnua
Slapkéoel n mpounBela.




