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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 ), [Topdypapog 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 Yanmpesiog 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 apiOuov 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
vt (cvumePLOUBOVOLEVEOY 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

YYNOAIK
H ITAHPO®OPIE
E/A AAA EIAOX TEMAXIA AATIANH TMHMA >
XQPIX
®IIA
ITAéypo amokaTdoTIoNS OLLPUAOKNIANG
2067 GTPOYYLAD SUTANG OYNG
/07-09- nolvmporvieviov kot ePTFE pe
npotonofeTNUéVe TEGGEPD PALLLLOTOL.
2026 No pépet eVeOUATOUEVO PTOAOVL YIEYOYNH
S0yk®oNG. X1 cuoKevacio va TMHMATOZX
AX:38/26- | word6006K-0Y2 | mEphappavetar obpryya mipoong tov | 10 TEM 6.500,00 € | XEIPOYPTEIO | KeMAPFAPONH
08-2026 pUrodoviod Kabmg kat 600 emmAEOV THA.
GLLOTG EINIKOINQNIAX
0:51 PORK 210-4592908

YM00200002(k9.v060K)- SLAPETPOV
cm .

IPOAIATPA®EYX ITAPAPTHMA A




2097
/09-09-

YINEYOYNH

2026 YX00363102(k03.vocok)-INJECTION TAXTPENTEPO | TMHMATOX

9EEQ46906K-7QK | AITOAINQEIHX/BEAONA 20 TEM 3.000,00€ THA.

’ ENAOXZKOMNIKO | grikoINQNIAE
AX:38/26- 210-4592858
08-2026
0:46
2094/ YHNEYOYNH
09-09- TAXTPENTEPO | TMHMATOX
) Ko AYTIAAKH
2026 96TT46906K-2Q7 gﬁ&?ﬁ?g}cgﬁgoﬂﬁmemlF > TEM >-00,00¢ ﬁg{g;%omm THA.
EMIKOINQNIAX
AX:38/26- 210-4592858
08-2026
0:46
2098
/09-09- YNEY®OYNH
2026 YX001083(kmd.voook)-XET KAGETHPA ;MII\-I/IXII?ITSEQNH
(PIGTAIL) XEIPOYPI'EIO o
9A4B46906K-N2N 120 TEM 4.200,00€ THA.
EMIKOINQNIAX

AX:38/26- MMPOAIATPA®EY MMAPAPTHMA A 210-4592908
08-2026

0:46




2099
/09-09-
2026

AX:38/26-
08-2026
0:46

YI1101001 (k®0d.vo60K)-
Aptnprokoi Kadetpeg
[poduaypapéc:

O oapmplaxdg  kabetipog Yo
npocPacn og kepKiokn aptnpio 20G
Kot pnkog 48mm amnd PTFE mov
dwbétel daxomtn pong pe ON-OFF
KOl (POUOTIOTH CNUOVGT] EVOEIKTIKN
™G 0PTNPLIKNG YPOUUTG(KOKKIVY).

O xafetpoc va €yel avtoy oTo
TOOKICUO-OTAGIHO, MOOCTE Vo U
Tpovpatifel v aptnpio Kol vo un
ypelaletar exavoTonobétnon véov.
To vAkd Tov aptnplorod Kabepa
0a npénet va givar (PVC kot DEHP)
free kot va avaypdeetat 6to
E0MKAELGTO TNG GVOKELOGING.

Na kotatefodv deiypoto

1.000 tep

10.000,00€

ANAIXOHZXIOA
OI'TKO

YIIEYOYNH
TMHMATOZX

Ka TXIAH
ENIKOINQNIAX
210-4592907




IMAPAPTHMA B’
(Amotelel avamdoTOoTO TUN A THG SKNPLENC)
OPOI XYMMETOXHX

1. H mpoopopd Bo mpémet va £xel Tn LOPOT TOV TIVOKO TOV EMGVLVATTETOL 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 (0o TO VOULO EKTPOGMTO TOV POPEN) T} KOL TOV PLGIKOD TPOGMITOV (TO 0moio givar HEAOG TOV S101KNTIKOD, S1ELOVVTIKOV N
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCHOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovg:

®  GUUUETOYN OE EYKAMNATIKT opydveon:
e Jdmpodokia
o amartn

®  TPOUOKPUTIKG EYKANNOTO 1] EYKMRATO CUVOEOUEVOE PUE TPOUOKPUTIKES OPUCTNPLOTNTES

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

e Eivor goporoyikd evijuepog

o 'Eyel katafdrier TIC E10QOPES KOWVOVIKIG 0GQAAIGNG




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

Ov vrofariopeves TPOSPOPES 1GYVOVY KAl OEGUEVOVYV TOVS OLKOVOUIKOVS POpEig Yo ordotnua evevivta (90) nuep®dv amd tnv

ETONEVY] TNG KATOANKTIKNG nuepopnviag vrofoins. Ilpooceopa n omoio opiler xpovo 16Y00G HIKPOTEPO Atd TOV AVOTEP® TTPOoPremtopevo
OTOPPITTETUL MG T KOVOVIKI].
Noooa: EAAnvu

8. ZXZe mepimtwon katokOpwong: a) n mapddoorn Bo yivetor evidc tpidv (3) epyacipmv nuepdv amd T Ayn g TopayyeAlag ,

extdéc av opiletar Sagpopetikd kat’egaipeon, PB) N mopddoon Tov WOV Oa yivetow HE @POVTION KOL OOTAVEC TOV

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.
9. I\poun: H minpopn Ba yivetoar ce gupd, petd amd mponyovpevn Be®dpnon tov YpNUOTIKOV EVIOANATOV TANPOUNG om0 TOV

apurooo Eritpomo tov EAeyktikon Zvvedpiov.

10. «ZUp@wva Pe TNV UTr aplB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) o1 0OIKOVOUIKOI (POPEIC UTTOXPEOUVTAI VO

£kdidouv NAEKTPOVIKA TINOAOGYIA yia Sarrdveg o€ kTéAson ouuBdoswy (N.4412/2016) YE UTTOXPEWTIKH avAPTNON
ornv_EAHT.

Ot vroyMme1ot vIoBAAAOVY £l TOWVY ATOPPLYNG TNV TPOGPOPE TOVG NAEKTPOVIKE.
Y€ TEPIMTOGN U vrofoinc 11 un TPoNKOVGAC VTOPOANC TOV AVAOEPOUEVOV TLO TAVD, 1] TPOGPOPU ATOPPILTTETOL OOC
OTOPAOEKT).




ITAPAPTHMAT ’
YIIOAEII'MA IIINAKA

APIOMOX | NEPITPA®H TIMH KQAIKOX TIMH KQAIKOX GMDN EO®
ENTOAHZ EIAOYZX MPOZ®OPAY | IIAPATHPHTHPIOY | IIAPATHPHTHPIOY | EMIIOPIOY ENIAIA
KQAIKOIIOIHXH
ANA
JEMDN
TEMAXIO
XQPIT ®IIA

e MapakoAw va cUUTTANPWOEI 0TO KAOE £id0C 0 AVTIOTOIXOC KWAIKOC evidiac KwdikoTtroinonc (E




NMAPAPTHMA A
EYPEYNA AIrOPAZ:2098/09-09-2026

YX001083

YET ovPNTNPIKNG EVOOTTPOOESN G duThoV pig tail pe kKAewoTo TVEMKO AKpO KAt Sraypappen avd 5
CM ne GVUPETPIKA TomoOeTNUEVES 0méG oTa Pig tail akpa Tov, TAMpog KaBodnyoduevo,
TPOPOPTOUEVO ILE EVYPIOTO TEPLGTPOPIKO PNYAVIGNO KAEWODPATOS Kon 0o1Y6 amd Teflon
owotdosv:

e 48ch-28cm tepaypa 30
e 48ch-26cm tepaya 30
e 6¢ch — 28cm Tepaya 30
e 6Ch — 26cm tepaya 30




EPEYNA ArOPAZ:2067/07-09-2026

Texvikég anoutiosLg
1.Na katatebel yia 0Aa ta €i6n mpwtdtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH olkou ota EAANVIKA.

2.Na katateBel kKAwikn BLBAloypadio kat va mephapBdvovtol TouAdxLotov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KABe mpoodepdEVO 180G 1} KAWVIKEG LEAETEG E TTIPOTOVTA TOU LSOV KATAGKEVAOTIKOU O(KOU LE AVTLOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kal Ta MVEUUOTIKA SIKOLWUOTO TWV CUYYpAbEWV.

3.H Huepounvia Aiewg Twv epyaleiwv va gival avw Twv 2 €Twv.

4.H erutpornr TeXVIKNG aglohoynong €xeL Sikaiwpa va {ntrioel Selypata mépav anod ta {ntovpeva tng Staknpuéng av auvto
BewpnOel okoTLMO. Adyoc amoppuPng Oa anotelel To AMOTEAECUA HETA ATtd XPr)ON O XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.

5.”0mou {nteital epyaleio kal aviaAAaKTIKEG KEPOAEG elval amapaitntn n mpoodopd G OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyoleiou kat avtalaktikwy kebalwv), eml mowvy andppudng.

6. H mpounBelitpla etalpeia, os mepintwon mou sivatl SladopeTIK AMO TV KATACKEUAOTPLA, Vo KatabBéoel umevBuvn
SnAwon mou va avadépel OtL sival e€ouclodotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KoL TNV TAPNON Twv Sltadikaolwyv og mbavh avdkAnon/anécupon npoidvtog.

7.H kaBe mpoodépouvoa etalpeia, oe mepintwon mou eival SLapOPETIKA AO TV KATAOKELAOTPLA, VA TIPOOKOUIoEL SHAwoN
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVAPEPETAL OTOV CUYKEKPLUEVO SLoywVIoUd Kal va SnAwvel OtL o€ mepintwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVTEL e TN
CUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY €6WV TNG cUUPBAONG.

8.H kaBe mpoodépouoa etatpeia, o mepintwon mou ival SLAPoPETIKA amd TNV KATOUOKEVAOTPLA, VA TIPOCKOWLoEL SHAWON
NG KaATookeudoTplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL Yyl OAeG TG TLBavE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVIOUO.

9. H k&Be mpoodépouoa etaipeia, vo SLAOETEL APTIO EKTALSEUUEVO/TILOTOMOLNUEVO TIPOOWTILKO OTIO TNV KATOOKEUAOTPLA
eTalpeia (moTonoinon £wg 2 mponyoU Eeva £TN) YL TNV TEXVLKH UTTOOTHPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNUEVO TUR A
service yla TuBavo anapaitnto cuvodo e€omALoUO yLla Thv Katnyopila H.

10.ARAWON TOU KOTAOKELOLOTLKOU oikou OTL Ta Ttpoidvta gival yvrola Kal apetaxeiplota.




11.Ma TNV TEXVLKA KoL ETTOYYEALATLKE LKOVOTNTA OL OLKOVOLKOL dopeig amatteital: a. va dnAwoouv otL Stabgtouv povipa
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 cupBacng, TwWV MPOCPEPOUEVWY TTPOIOVTWY KAl 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 KOl ELOLKEG TEXVIKEG TpodLaypadEG ou InTolvtal Ba MPEMEL va oUUITANPpwOEL
AVOAUTIKO GUANO GUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataldyou r/kat TexVIKwV GpuAAadiwv 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 o Tavw oTolela va amoppintovtal.

15. 3 kGO a/a otov omoio mpoteivetal avaAwotpo tou xpHlel e€omALOUO/YEVVATPLA VLA VO AELTOUPYHOEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpa SlopkEoel n pounBeLa.




