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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvpupdoceic Epymv, [poundeiodv kot Yanpeoiodv »

( ®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 «IIpounfeteg Nocokopeiov Kot Aomadv povadwv vyesiog twv
[Me.Z.Y. xou dAleg dwtdeey (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 (OP.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152 /2013 (®.E.K. 107 A’/ 9-5-2013 ), [opdypapog 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) Evdoelc mpounbevtodv mov vmofdAilovv 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 Kol v nuepounvio Kot opo

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 emoijuavon tov oap1Ouov TPWTOKOIL00 THS AVAPTHOHG).

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 (cvumEPLOUBOVOLEVOY OAMV TOV TOPAPTNUATOV TNG), GE NAEKTPOVIKN LOPOT,
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

SYNOAIKH
A/E AAA EIAOX TEMAXIA AAMNANH XQPIZ TMHMA IMAHPO®OPIEXZ
OnA
592 YNEYOYNH
/08-01-2025 | 9pENAGOOGK- | YT0010180E(kw8.vocok)-TPIMAOI AZKOI AIMATOS 42 TMHMATOZ Ka
WBE HMEPQN .TYMOY 5 1.200 TEM 5.760,00 € AIMOAOZIA ANEWIOY
AX:25/2024 : . THA.EMIKOINQNIAZ
0:23 210-4592751
YA001217
2ET AANAPOZKOMIKHZ KOAEKTOMHZ
TO omoio va tepthapfavet:
1. AaBida nAeKTPOoOEPLLKNG CUYKOAANGNG Kal
SLaTOUNG ayYELWV £WG KOl 7mm, E AUTOMATN
oAokApwon Tou KUKAou amoAivwong,
108 gfgz 025 EVOWHATWHEVO KAAWSLO, XELPOSLAKOTTY, YMNEYOYNH
-Ul- . . XY TMHMATOZ Ka
“’°7?E466T9°6K‘ MEPLOTPEGOUEVN, EVOWUATWHEVN KOTITIKN Adpa, 3 TEM 5.940,00 € XEIPOYPFEIO MAPFAPQNH
AZ:25/2024 §exwpLotr) okav8AaAn UNXAVIKNG KOTUG, HE SLANETPO THA.EMIKOINQNIAE
0:20 OTUAEOU 5mm, prkog oTuAeol 37cm Kall KUPTEG 210-4592908

olayoveg turntov Maryland evepyol dkpou 20mm Kou
Komn¢ 18mm, erukaAAupéve (yia anoduyn eoxapag)
LE LOVOTTAEUPO GVOLYHOL
2. Evéookomiko epyaleio eubeiag cuppadng -
SLATOMNAG KL aVOLOTOWONG, TO OMoio Uropel va SexBei
KePaAEG eUOEiEC, APpOPOUUEVES, KEKOUMEVES KOl




KUPTEG, 0 LEYEDN cuppadric 30mm, 45mm Ko
60mm. Me véa Komtiki Adpa o KABe emavagoption,
10 B£oeLg apOpwong Ko 6TUAES koug 16cm. TEM 1

3. AvtaAAakTiki Kedaln yla To evE0OKOTLKO epyaleio
(uNxowviko 1) ko NAEKTPLKO) euBeiag cuppadng -
SLATOMAG KL AVaCTOWOoNG, apOPOoUHEVN, E TPUTAR
VPO cuppadrG, EVOWHATWHEVN KOTITLKN AQua,
HNXOVIGHO anoduyrg Emavanupodotnong, oyKTNPES
(kAurg) Titaviov, prikog cuppadng 60mm, pe
Siadopetikd LY og KA o€ KAOE ypapuuy cuppadng,
EVOLALEDN YLO KAVOVLKOUG - TLOXELG LOTOUG,.

4. KUKALKOG OlVOLOTOUWTH PG, KUPTOG, UE
avakAvopevn Kedalr, pia xetpohapn, tputin
vpoppn cuppadnc kat Stadopetikd HEyeBog KA o
KAOE pia amno TG ypoppég cuppadng, HKoug 22cm,
SLapétpou 28mm, pe péyebog kKAut 4.0mm, 4.5mm,
5.0mm yia oAU oyeig Lotolg

MNPOAIATPA®EZ MNAPAPTHMA A

2059
127-02-2025

AZ:3/2025 O:8

WAZ=T46906K-BBN

YKO035001(kwd.voook)-MMAAONI ENAOAOPTIKHZ ANTAIAZ,ME
AIZOHTHPA ONTIKHZ INAZ,ME O'KO AEPOOAAAMOY 30cc KAI
40ccKAI ZET EIZAMQrHz riA THN TONMOG®ETHZH TOYZ.NA E'INAI
ZYMBATO ME TO MHXANHMA ENAOAOPTIKHZ ANTAIAZ
TELEFLEX KAAT 2.

2TEM

3.100,00 €

KAPAIOAOTIIKH
MONAAA

YMNEYOYNH
TMHMATOZ Ka
MEAETIAAOY
THA.EMNIKOINQNIAZ
210-4592663




YMNEYOYNH

2061
TMHMATOZ Ka
/27-02-2025 981846906K-P57 YX°°4°43(K°’5'V°°°K)'Eyggg'l(%qlKA KAIM AIMOZTAZHE 300 TEM 6.000,00 € | FAZTPENTEPOAOTIKO AYTIAAKH
bl ) THA.EMIKOINQNIAZ
AX:3/2025 ©:9 210-4592858
YXE0100700(kw&.voook)-MONOMOAIKO MAXAIPIAIO
EKTOMHZ AIMOSTASHE KAI MARKING BAABON .NA YNEYOYNH
P AIATIOETAI E MHKH 182cm ME MHKOZ HAEKTPOAIOY TMHMATOZ Ka
WOZK46906K-WXA KOMHZE 4,5 KAl 6mm KAl 230cm ME MHKOZX 15 TEM 5.100,00 € FAZTPENTEPOAOIIKO AYTIAAKH

AZ:3/2025 O:50

HAEKTPOAIOY KOINMHZ 4mm KAl MONQMENO KEPAMIKO
AKPO .NA ®EPEI ENZQMATQMENH EPFONOMIKH AABH
TPIQN AAKTYAQN KAI ENINAEQN AYAO EKIMAYZHZ.

THA.EMIKOINQNIAZ
210-4592858




IMAPAPTHMA B’
(Amotedel avamOOTAGTO TUNLA TNG SLUKNPVENC)
OPOI XYMMETOXHX

1. H mpocpopd Ba mpémet var Exel T LOPPN TOV TIVOKO TOV EMGVVATTETOL GTO
[Mapéptnuo I

2. YmehOvvn oniwon tov a. 8 Tov N. 1599/1986 611 «dev vdpyel AUETAKANTY KATOIKAGTIKY ATé@acn €15 fApog TOV OLKOVOULKOD
@opéa (amd TO VOULIO EKTPOCMOTO TOV POPEX) 1] KOL TOL PLGIKOV TPOSMTOVL (T0 omoio givor LEAOG TOL d1oKNTIKOV, d1evBuvTiKoD 1)
EMOTTTIKOV TOV OPYAVOL N £XEL E£0VGIN EKTPOCOTNGNG, ANYNG ATOPAGEMVY 1) EAEYYXOV GE AVTO) Y Evav omd TOLG KATWOL AdYyovg:

® GULUUETOYN G EYKAMUATIKI opydvoon:

e Jdmpodokia

e omatn

® TPOUOKPUTIKA EYKANNATA 1] EYKMUOTO CUVOEOUEVO, UE TPOROKPUTIKES OPUCTNPLOTITES

®  VOULNOTOINGT €600V OO TAPAVOUES OPUCTNPLOTNTES 1 YPNUOTOOOTION TNG TPOROKPUTIOG

*  TOOKI] Epyacio Kol GAles popeic epmopiag avOpOTOV.
e Eivor goporoyikd evijuepog

o 'Eyxel katofdriel TIC E10Q0PES KOLVOVIKIG 0.6QAMGNG

Ymoypewtikd va Sniovovtol Kowdwog [Hapammpnmpiov Tywdv, GMDN kot k®otkdég EKATITY



H owovopukn mpocpopd Ba katatibeton amokieiotikd o EURO.

Ndooa: EAAqvikn
6. Ze mepimtwon katokOpwong : o) m mapdooon Bo yiveror evidog tpidv (3) epyacipmv nuepdv amd TN ANyn g mopoyyeriog ,
extdg av opiletar dapopetikd kat’egaipeon, B) N mapddoon tov 0OV OB yivetar pe epovtida kot damaves tov IIpoundevtn,

ot1lg Amofnkec ¢ Ymnpeoiog pog.

7. ID\mpou: H tinpoun Ba yivetar oe eupd, HeTd amd Tponyovpevn Be®@pnon TV XPNUATIKOV EVIOAUATOV TANPOUNS 00 TOV ApLOS1o

Enitporo tov EAeyktikov Xuvedpiov.

8. «ZUpowva pe TNV utr apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOI QOPEIC UTTOXPEOUVTAI VO
£kdi®ouv NAEKTPOVIKG TIMOAOYIA yia Satrdveg o€ ekTéEAeon cupBdoswy (N.4412/2016)

Ot vroyMme1ot VToBAAAoVY €l TOWVH ATOPPLYNG TNV TPOGPOPE TOVS NAEKTPOVIKE. :
g mepimtoon un vrofoic 1 un PoeNKoVGOC VTOPOANC TOV AVIOEPOUEVOV TLO TAVE®, 1] TPOGOOPU UTOPPITTETOL OC UTAPAOEKTY).
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NMAPAPTHMA A

ENTOAH:568/08-01-2025

TEXVIKEG AMOALTAOELG
1.Na katatebel yia OAa ta €idn mpwtotumo GUAAASLO 08NYLWV TOU KATAOKEUAOTH oikou ota EAANVIKA.

2.Na katateBel kKAwikn BipAloypadia kot va mephapBdavovtal Touldxlotov SU0 SNUOCLEUPEVEG KALVIKEG LEAETEG yLa TO
KABe MpoopePOEVO 160G 1] KALVIKEG UEAETEG LE TTPOTOVTA TOU LSOV KATAOKEUAOTLKOU OLKOU LE QVTIOTOLXO TEXVIKA
XAPAKTNPLOTLKA cUudwva kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV kot Ta MVEULATLKA SIKOALWUATA TWV CUYYpadEWV.

3.H Huepounvia A€ewg twv gpyadeiwy va gival Avw Twv 2 €TWV.

4.H erutpornn TeXVIKNG afloAdynong €xet Sikalwpa va ntrost delypata nmépav and ta {ntoupeva tng Slaknpuéng av auto
BewpnOel okomIpo. Adyog andppdng Oa amoTteAel To ATTOTEAEGUO UETA ATIO XPHON OE XELPOUPYELO 1} OE Mpocopoiwon
XELpoupyeiou.

5./0mou {nteital epyadeio Kol avtal\aktikéc kepalég eival amapaitntn n mpoodopd o OAOUC TOUC AUEOVTEC ToU
niepthapBavovtat (epyaleiov kat avtaAakTIKwy KepaAwv), emi mowvn anoppudng.

6. H mpounBeltpla etalpeia, os mepimtwon mou eival SLapopeTIK ATO TNV KATAOKELAOTPLA, Vo Katabgoel umelBuvn
SnAwon mou va avadépel OtL gival e§ouctodotnpévn amd TOV KATAOKEUOOTLKO OLKO ylol TNV TEXVLIKN UTIOOTAPLEN TWW
TPOIOVTWY KaL TNV THPNoN Twv Sltadkactwv os bavr avakAnon/anéoupon npoidvtog.

7.H kdBe mpoodépouca etatpeia, og mepintwon mou eival SLadpopeTLKn amd ThV KATOUOKEUAOTPLA, Vo Tpookopiosl SAwaon
TNG KATOOKEVAOTPLAG ETALPELOG TTOU VO AVOPEPETAL OTOV CUYKEKPLUEVO Slaywviopd Kal va SnAwvel OtL o mepintwon
Kataklpwaong cuuBacng otnv MpoodEpouca eTaLpeia, N Katackeudotpla Ba Seopeutel va tnv mpounBevoel pe Tn
OUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY €8WV TG oUUBACNG.

8.H kdBe mpoodépouoa etalpeia, o Mepimtwaon mou sival StadopeTIkh amod TNV KATAOKEUAOTPLA, VO Ttpookopiosl SAwaon
NG KATAOKELAOTPLAG etalpsiag mou va SnAwvel OtL n mpoodépouca Ba evnuepwvetal yla OAeg TG TOavVE(
avVakAAOELG/amooUPOELS TPOIOVIWY, OXETLKEC UE Ta £L8N TIOU £XEL TPOODEPEL OTO SLAYWVIOUO.




9. H kaBe mpoodépovoa etatpeia, va SLOOETEL GpTLOL EKTTOULSEUUEVO/TILOTOTIOLNMEVO TIPOOWTTLKO QTIO TNV KATOOKEUAOTPLA
etalpeia (motonoinon £€wg 2 mponyoUUeva £Tn) yLo TV TEXVLKH UTOOTHAPLEN OTO XELPOUPYELO Kal E0UCLOSOTNUEVO TUAUA
service yla mBavo anapaitnto cuvodd e€omALoUO yla Thv Katnyopia H.

10.AAwWOoN TOU KATOOKEVOOTIKOU OLKOU OTL TOL TPOTOVTA ELvaL YVNOLA KOl OUETAXEIPLOTAL.

11.Ma TNV TEXVLKA KAl EMOYYEALOTLKEA LKOVOTNTA OL oLkovopLkol ¢dopeic amatteitat: a. va SnAwaoouv étL Stabétouv povipa
OPYOVWHEVO THAMO TEXVIKAC UTIOOTHPLENG, KATAAANAQ EKTALSEUUEVOU-EEELOIKEUMEVOU KAl va KOTABEOOUV TILOTOTIOLNTIKG
eknaibeuong kat g€ouclodotTnon QUTOU QMO TOV KOTOOKEUAOTIKO Oiko B. va Katatebel KATAAOYOG TWV KUPLOTEPWM
napadocewv pe avodopd otnv agia tng cuUPBACNC, TWV MPOCPHEPOUEVWY TIPOIOVTWY KoL TOUG XPOVOUG

napadoong.

12. Ta mpoodepdueva UALKGE Ba tpémel va ival kowvormolnpéva otov EOD kat va SL1aB£Touv ToV avTioTol o KwoLKO.

13. EmL mowvn§ amokAeLopoU Ba mpémel va katatebouv yla Kabe mpoodpepduevo ei6o¢ Ta miotomotnTika: 15013485, AnAwon
Suppopdwong, Motormowintikd CE, Miotomowntikd xediaopou CE.

14. Na kaBe e(60¢ KAl yLot OAEG TLG YEVLKEG KOl ELOLKEC TEXVIKEG TIpodLaypadEg tou Intouvtal Ba MpEMEL va cUUMANPpwOEL
avaAUTIKO GUAAO CUHUOPDWONG UE TIAPATIOUTH 0 KWSLKO Kal o oeAida kKataAoyou f/kat texvikwv puAladiwv tng
KATOOKEVAOTPLOG eTatpeiag. OAoL oL KwSKOL Kal oL TEXVIKEG TipodlaypadEg mou {nTouvtal Ba MPEMEL va eMLonuaivovtal
OTOUG avtioTtolyoug kataAdyoug r/kat ta texvikd ¢pulddia, mou Ba emiouvdrntovtal. MNpoodopég mou umoBdAlovtal xwpic
va mept\apBavovtal ta Tio MAavw oTolxeio va amoppintovral.

15. e k&Be a/a oTOV OTIOL0 TIPOTEIVETAL AVAAWOLLO TIoU XprleL e€omMALOUS/yEVVTPLA YLa VO AELTOUPYAOEL, O HELOSATNG
odeilel va mapaxwpnoeL Tov anapaitnto cuvodd eEomAlopd Swpedv MPOG Xprion yla 600 Slaotnua Stapkéoel n mpounbeLa.




