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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 GAleg dwtaéeey (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 ), [lopdypapog Z : TIpocappoyn
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 Emrponnig [lpoundeiomv Yyeiag.

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) Evdoec 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 emoijuaven Tov oaplOuod 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
avtg (cvumeplopBovoéveoy OAMV 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

ZYNOAIKH
A/E AAA EIAOXZ TEMAXIA AATMANH TMHMA NMAHPOO®OPIEX
XQPIZ
OMNA
/ 5632 YX003247(kw8.voook)-ZET AIAAEPMIKHZ TPAXEIOZTOMIAZ YAEYOYNH
21-11-2025
: ME THN MEGOAO SELDINGER. MEO®- TMHMATOZ
Aé;f ISA:’lAZIRZFS 98NZ§$,306K_ 50 TEM 14.500,00 € | ANATNEYZTI Ka BPETTOY
'402(5 o005 KH THA.EMNIKOINQNIA
TMHMATIKH MNPOAIATPADEZ NAPAPTHMA A Z 210-4592869
NAPAAOZH)
5639
/21-11-2025 YMNEYOYNH
AT:13/5-11-2025 AIAXEIPIZH | i aToE
(AP.AIAT 4026 6X8T46906K- YN115001(kw8.voook)-2YSKEYES OPOY. 12.000 14.880.00 ¢ | YTEIONOMI | ‘o) o AEZH
5025 . Mra AEITMA EQO3ON ZHTHOEI AITO THN ENITPOMH. TEM 00 KOY THA.EAIKOINGN
TMHMATIKH YAKOY | | A5 210-4592587
NMAPAAOZH)
5640 YX001024(kw8.vocok)-KA@ETHPES LEVIN AINAOY AYAOY No16 1.000 TEM | 2.000,00 €
[21-11-2025 YMNEYOYNH
AT A3/5-11.2005 ;g(::)g072(Kw5.voaox)-KAeETHPE>: LEVIN MONOY AYAOY (STOMAXOY 1000 TEM | 2.00000¢ | AIAXEIPIZH TMHMATOS
(AP.AIATI.4027- WAY646906K- YTEIONOMI Ka MNMAMAAE=H
2025 8QT YX001123(kwd.voook)-KAGETHPAE LEVIN MONOY AYAOY No18 1.000 TEM | 2.000,00 € Y I}\(IgZ)Y THA.ENIKOINQN
TMHMATIKH IAZ 210-4592587
NAPAAOZH) YX001102(kw5.voaok)-KAGETHPEE LEVIN AINAOY AYAOY No18 1.000 TEM | 2.000,00 €




5624

/21-11-2025 YMNEYOYNH
AZ:13/5-11-2025 YX00501307(kwd.vocok)-BEAONEZ OZDYONQTIAIAZ TMHMATOZ
©:24 (AP.AIAT QHQZ;‘SQBOGK' MAPAKENTHEHE MIAZ XPHZHE No22G 90mm. 3.000 TEM | 3.600,00 € Ag/f‘(')f_?;'g' Ka TZIAH
4024-2025 NA ZTAAOYN AEITMATA THA.ENIKOINQN
TMHMATIKH IAZ 210-4592900
MAPAAOZH)

YA00114809(kw8.vocok)-TPOKAP AIAMETPOY 5/11mm ONTIKA
5608 ATPAYMATIKA AIHNYZEQZ ME ENZQMATQMENO KAI 1Y-|\I;I|EL|OAY|!$|;
/21-11-2025 99KY46906K- AMNOZNQMENO TPONOMNOIHTH KAl MOAAONAKI 2ZTAGEPOMOIHZHZ 450 TEM 29.250.00 € XEIPOYPrIEI Ka MAPFAPQNH
AZ:13/5-11-2025 TWYA MA MHAENIKH ANMQAEIA CO2 AMO TO KOIAIAKO TOIXQMA ME ONH : ’ (0]

©:24

AHMIOYPIIAZ MTNEYMONMEPITONAIOY
.MPOAIATPADEZ MAPAPTHMA A.

THA.ENIKOINQN
IAZ 210-4592908




IMAPAPTHMA B’
(Amotelel avamdGTOGTO TUNHO TG SOKPLENG)
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. (oo TO VOLUO EKTPOCGHOTO TOL POPEN) 1) KOL TOL PLGIKOD TPOGMTOL (TO 0TTO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 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 EYKANNOTO 1] EYKMRATO CUVOEOUEVOE PUE TPOUOKPUTIKES OPUCTNPLOTNTES

®  VOHIPOTTOiN61] E600MV U0 TOPAVOUES OPACTNPLOTNTES 1| YPNNATOOOTN G TNG TPOUOKPATING
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd evijuepog

o 'Eyel katafdrier TIC E10QOPES KOWVOVIKIG 0GQAAIGNG




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

Ov vrofariopeves TPOGPOPES LGYVOVY KUl OEGUEVOVY TOVS OIKOVOUIKOVS POPEiS Yo drdotnpa evevipvta (90) nuepdv amxd tnv

ETONEVY] TNG KATOANKTIKNG uepopnviag vrofoins. Ilpooceopa n omoia opiler xpovo 16Y00G PIKPOTEPO GO TOV AVOTEP® TTPOPAemtOpevo
OTOPPITTETUL MG P KOVOVIKI].
INowooca: EAAvii

7. Xe mepimtoon KataKVPmoNG: o) 1 mapdooon Ba yiveror eviog tpidv (3) epyoacipov nuUepdV omd TN ANyn TS mopayyeiiog ,

extoc av opileton Owapopetikd wat’egaipeon, B) N mopdadoon tov WOV Oa yivetor pE @POVTIION Kol OAMAVEG TOL

[TpounBevty, otig Amodnkeg g Yanpeoiog pog.

8. II\mpoun: H minpoun Ba yivetar oe evpd, petd amd mponyoduevn Bedpnon Tov ypMUOTIKOV EVIOAUATOV TANPOUNG OTd TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

9. «ZUPowva Pe TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
€KOIDOUV NAEKTPOVIKG TIMOAOYIA Via SATTAveC o€ EKTEAEON ouuBdoswv (N.4412/2016)

Orvmoyn ot vtoBadAlovY el OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :
LE TEPIMTOG) U VTofoiC 1] 1IN TPOGNKOVGAC VTOPOAM]C TOV AVAPEPOUEVOV TTLO TAV®, 1] TPOGPOPA ATOPPITTETAL O
OTOPAOEKTT).
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NMAPAPTHMA A

ENTOAH:5632/21-11-2025
KQA YX003247

IHNPOAIAT'PADEX
YeT d10dEp HIKG TPpOELOGTONiNG pE TEXVIKNY Seldinger pe povo druetoria,

To set mpémer va mepréyet
1. Awotoréa Tpayeiog pe 1o aKOLOVOW YOUPUKTNPLOTIKG
Movog 0106ToAL0C LETAPANTAC OAUETPOL , VOPOPIANG EXIKAAVYNC TOV VO, EMLTPETEL TV SLUGTOAN TG TPAYElNG o€ Eval
Uovo Prina e aoPAAELN OTPOVUATIKOG, VEUC TEXVOTPOTIOG LLE TN KPOTEPT] SVVOTY TIEGT GTOVG 16TOVG KO LELWUEVN
andAELn aipatog. Na S1o0étel ac@ain yelporapi Tov va Unv YALGTPAEL.
2.Apyiko6 drooctoréa otV 14 fr kot pnikovg peyarbtepov Tov 6 K.
3. Oony6 kaBeTipa pe Ta aK6L0V00 YOPUKTPLOTIKA
Na &xet £voeiln stop mov va vtodekviel 1o BdBog mov mpémetl va PTdoet

Na €xet €101K1 07N Yo VoL SIEPYETOL O GVPUATIVOG 00N YOGS NG TeYVIKNG Seldinger

4, 2VPUATIVO 00170 e T0. 0KOAOVOO YOPUKTNPLOTIKA
Na £xet kvpto atpovpatikod dkpo (tomov Seldinger) kat va diépyetan vYEPMS EVTOS TOL 001NYOV KabET P

S, Belova mapakévinong Tpoyeiag pe 1o aKOLOV0O YOPUKTNPLOTIKA



Na éyet evoopoatopévo kabetnpa- ONkdpt Tov vao Tapapuével Pe acQAAElOl EVTOG TNG TPOYEIONG LETA TNV APUIPEST TNG
BeAovog

6. Tperg kaBeTpec- 00170V pe 0N oV Vo, TPosapprolovror o€ cAves Tpoyerootopiog No 7. 8, 9 kot va
gleépyovron poli evrog TG TpoyEiag, SLOUEGC® TOV GVPUATIVOV 001Y0V

1. Tpayeréotopa og dSragopa pey£dn pe cuff No 7 mm No 8,0 mm No 9 mm yopuniig micons vynrov 6ykov
8. ‘O)o 7o set va givar amocTELPMUEVO

9. Na wepiéyetl amootelpouévo nedio, yala , vootépt.

AmopaitnTn 1 TPOGKONULOT] OEIYHOTOG



ENTOAH:
5608/21-11-2025

TeXVIKEG AMALTAOELG
1.Na katotebei yia 6Aa ta €ibn mpwtdtumo GuANaSLlo 08nNyLWV TOU KOTAOKEUAOTH olkou ota EAANVIKAL.

2.Na katateBel kAwikr BLBAloypadia kat va mephapBdvovtol Touhdxtotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLO TO
KAOe mpoodepdUEVO 160¢ 1} KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEUAOTIKOU O{KOU HE QVTIOTOLXA TEXVIKA
XOPOAKTNPLOTIKA 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 CUYYpadEWV.

3.H Huepounvia An§ewe Twv epyaleiwv va ival avw Twv 2 €TWV.

4.H emutpornr) TeXVIKAC afloAoynong €xetL Sikaiwpa va {ntroel Seiypata mépav and ta {ntoveva tng SltakApuéng av autd
BewpnOel okoTLMO. Adyoc amoppuPng Oa anotelel To AMOTEAECUA LETA aTtd XPr)ON O XELPOUPYELO 1 O€ pocopoiwaon
Xelpoupyeiou.

5.”0mou {nteital epyaleio kal aviaAAaKTKEG KeEPOAEG elval amapaitntn n mpoodopd G OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyadeiou kal avtarlakTikwy kebaAwv), et mown andppung.

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

7.H kaBe mpoodépouvoa etalpeia, oe mepintwon mou eival SLapOPETIKA Ao TV KATAOKELAOTPLA, VA TIPOOKOUIoEL SHAwoN
TNG KATAOKEUAOTPLOG ETALPELAC TTOU VO avaLEPETOL OTOV OUYKEKPLUEVO SLaywVIoHO Kal va SnNAWVEL OTL 0 MEPIMTWON
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVTEL pE TN
CUYKEKPLUEVN TOOOTNTA TWV KATAKUPWOEVTWY €L6WV TNG cUUPBAONG.

8.H kaBe mpoodépouaoa etatpeia, o€ nepintwaon mou eival SLadopeTIKA ATIO TNV KATAOKEUAOTPLA, VO TTPOCKOUIoEL SHAWGN
NG KATooKELAOTPLaG etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL Yyl OAeG TG TLBavE(
avakAfoelg/anocUpoeLg MPOIlOVIWY, OXETLKEG E T £16N TV €XEL IPOOdEPEL OTO SLAYWVLOUO.

9. H kdBe mpoodépouca etatpeia, vo SLaBETEL ApTLOL EKMALSEV LEVO/TILOTOMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLAL
etalpeila (motomoinon €wg 2 mponyoUpeva £TN) yLa TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELD Ko €§0UCLOSOTNUEVO TR
service yla mBavoéd anapaitnto cuvodd e§omALoUO yla Thv Katnyopia H.

10.AAWGN TOU KOTAOKEUAOTIKOU OlKOU OTL TA TTPOLOVTA ELvaL YV OLA Kol QETAXEIpLOTA.




11.Ma TNV TEXVLKA KOL ETMOYYEALATLKI LKOVOTNTO OL OLKOVOULKOL dpopeig amatteltal: a. va SnAwoouv OtL SLaBETo UV LOVLUO]
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 KOl ELOLKEG TEXVIKEG TpodLaypadEG ou InTolvtal Ba MPEMEL va oUUITANPpwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH OE KWOLKO Kal o€ oeAida kataldyou r/kat TexVIKWV GpuAladiwv tng
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 emouvantovrtal. MNpoodopéc mou umoBalovral xwpic
va mephapBavovtal Ta To Tavw oTolela va amoppintovral.

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€OMALOUO SwpPeAv TIPOC XPron yla 600 Slaotnpa SlopkEoeL n PO BeLa.




