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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 dwtdéeey (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 .



HPOXKAAEI

1. Kdabe evdwpepdpevo, vo katabécel TPpocsPopd yio. TPounodel VAIK®OV e
KpLTNP1o KOTOKOP®ONG TN LounAoTEPN TN 1 omoia Oa sivan ion 1
MIKPOTEPT] TOV TEAEVTOIOV TTOPATNPNTPIOV TIHOV, OTOG OVTO avVOPTATOL

oV otocerida ¢ Emtponng [pounbeidv Yyeiag.

2. Awoiopo ZUPUETOYNG OTn Ol0IKOGIoL £€Y0VV Ol OVOPEPOUEVOL KOTMTEPM,
€POCOV OOKOVV EUTTOPIKN N Propmyavikn 1 Ploteyvikn dpactnplotnTo GLVIEY
pe to avrtikeipevo g mpoundetag: o) Oia to puoKd 1 voukd mpdcwmma,
nuedard M arrodomd. B) Evooelc mpounbevtdv mov vmofdAlovv kowvn

TPOGPOPA. Y) ZVVETALPIGLOL.

3. Ileprypoon twv {NTOOUEVOV KOTNYOPUDV EWDOV YIVETOL GTO TAPAPTNIA A TNG

napovcog kot 6to wapdptnpa A ( Teyvikég mpodraypapic ).

4. Ot Tpocpopég umopovv va Koatatifeviar péypt Kot v nuepounvio Kot dpa

™me owdwkaciog oto mail g Ymanpeoiog mprom3@tzaneio.gov.qr

2e mepintwon mov 0 OyKOS TWY OIKOIOAOYNTIKAOV &gival ueyaioS
nopakaleiote Onwg KatateOovy ce pakeio oto Ipageio IlpwTokdiiov Tov

Nocoxouciov (ue emouaven tov oaplOuod TPWTOKOIL0V THS AVAPTHGHS).

Kotd ta Aowd, 1 drodikacio Oa dievepynbel ko  tpounfeta B vAomoindel copemva
pe 1o mapokdteo ITAPAPTHMATA mov emouvamtoviol oGTnV Topovuco Kot

AmOTEAOVV OVOTTOGTOGTO UEPOG OVTNC.



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 (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

2YNOAIKH
AATMNANH IIAHPO®OPI
AE AAA EIAOX TEMAXIA XQPIZ ®NA TMHMA EX
YN00701100(kw5.voo0)-ZET ENAOMAPEFXYMATIKOY
2668 KA@ETHPA METPHEZHZ ENAOKPANIAE MIEZHE 4 TEM 3.196,00 € _mﬁ‘h’n%_"é"'z
/28-05-2025 .NPOAIATPADEZ NAPAPTHMA A. MEO- Ka BPETTOY
93BX46906K-®=1
YNO0050050% (kw8.vocok)-OPEZA MA KPANIEKTOMH( ANATINEYZTIKH TH’\gnl‘Z‘;O'N
M.A:7628/2025 IYMBATA ME MONITOR TRIONARA). 4 TEM 952,00 € 210-4592869
.NMPOAIATPADEZ NAPAPTHMA A
YMO00900300(kw8.voook)-AYTOKAOHAOYMENO
MIANOPPO®HZIMO NAEFMA ANOKATAZTAZHS
BOYBQONOKHAHZ AYTOMATHZ YNEYOYNH
108 %‘;73025 KAOHAQIHZ,AMOTEAOYMENO AITO MONOKAQNO TMHMATOZ
R 962646906K- NOAYESTEPA ME ANOPPO®MHZIMA ATKIZTPA AMTO Ka
o=y NMOAYTFAAAKTIKO OZY A THN KAOHAQZH TOY XQPIZ 30 TEM 12.000,00 € XEIPOYPIEIO | MAPFAPQNH
A B PAMMATA 3TH MIA MAEYPA KAl ENSQMATQMENO ®IAM THA.EMOIKOI
} o KOAAATONOY $THN AAAH. NA AIAGETEI XPOQOMATIEMENH NQNIAZ
:7631/2025
AQPIAA TIA ANATOMIKO NMPOZANATOAIZMO TOY 210-4592908
NAEFMATOS . 3E AIAITAZH :15¢m x10cm.
NPOAIATPADE NAPAPTHMA A
YNEYOYNH
TMHMATOZ
2665 YA001169(kw5.voook)-EQAHNAE MAPOXHE CO.3 AYAQN TMA
128-05-2025 SYNEXOMENH KAI AAIAKOMNH EM®YEHEH METPHEH Ka
6A3A46906K-009 | ENAOKOIAIAKHE MIEZHE KAI ANIAFQIH EKKENQEHS KAMNOY. 20 TEM 2.680,00 € XEIPOYPIEIO
naAa ME ENEQMATQMENO ®IATPO ULPA MAPIAPQNH
:7180/2025 MPOAIAFPA®ES MAPAPTHMA A THA.EMOIKOI
NQNIAZ

210-4592908




YNEYOYNH

TMHMATOZX
2666 YA001168(kwd.voook)-OMNTIKO TPOKAP 3 AYAQN A
/28-05-2025 2YNEXOMENH KAI AAIAKOINH EM®YZHZH METPHZH
YIZQ46906K-EBX ENAOKOIAIAKHE MIEZHE KAl ANTAFQIH KAMNOY. 20 TEM 2.520,00 € XEIPOYPTEIO EZP['AP_QNH
. MPOAIATPA®EZ MAPAPTHMA A
N.A:7180/2025 THA.EMOIKOI
NQONIAZ
210-4592908
2691 YNEY®OYNH
102-06-2025 YM002144(kw8.voook)-EPT AAEIA KAOHAQEHE MAEFMATOE A TMHMATOS
WYPOM46906K- AAMAPOZKONMIKH ENEMBAZH KHAHE,AIAMETPOY 5mm ,ME 30
YTA KAIN AMTO ANOZEIAQTO ATEAAI MH ATIOPPO®HEIMA.. 42 TEM 11.760,00 € XEIPOYPTEIO
.MPOAIATPADES MAPAPTHMA A Ka
N.A.8426/2025 MAPIrAPQNH
THA.ENOIKOI
NQNIAZ

210-4592908




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

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVAKO TOV EMGVVATTETAL GTO
[Hoapéptnpua I

2. YmebOvvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKOOTIKY ATOQacn €15 fApog TOV O1KOVOUIKOD
@opéa (amd TO VOULLO EKTPOGMMTO TOV POPEX) 1] KOL TOL PLGIKOV TPOSMTOL (To omoio givar LEAOG TOL dtotkNTIKoD, d1evBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VG10 EKTPOCHOTNONGC, AYNG ATOPAGEMVY 1) EAEYYXOV GE OVTO) Yia VAV amd TOLG KAT®wOL Adyovc:

®  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] EPYNCIQ KOl AALES POPPES EPTOPLaS aVOPOTOV.
e Eivar goporoyikd evijpepog

o 'Eyel katafdriel 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 mepimtwon xKotakLP®ONG: o) M mapdooon Bo yivetar eviog Tpidv (3) epyacipmv NuUep®V amd T ANYn TG TopayyeMag ,
extdc av opiletoar dapopetikd kot’e€aipeon, P) M mapddoorn tov WOV Bo yivetor HE @POVTION KOl OOTAVEG TOV

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. ID\npoun: H minpoun Oa yivetar o upd, PHeTd amd TPonyovpevn Bedpnon TovV ¥PNUOTIKOV EVICALATOV TANPOUNG ATO 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).




ITAPAPTHMAT ’
YIHOAEIT'MA IIINAKA

APIGMOX
ENTOAHX

HHEPITPA®H
EIAOYX

TIMH
ITPOX®OPAX
ANA
TEMAXIO
XQPIYX OITA

KQAIKOX
ITAPATHPHTHPIOY

TIMH
ITAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

EO®




NAPAPTHMA A
ENTOAH:2668/28-05-2025
XYXTHMA ENAOITAPEI'XYMATIKOY KAOGETHPA
METPHXHX ENAOKPANIAYX ITIEXHX
TEXNIKEX [TIPOAIAT'PA®EX
KQA YNO007011

A. ENAOIMAPET'XYMATIKOX KAGETHPAX
e Ot xoaBepec va ivar EvOOTaPEYYVRATIKOL (VO TOTOOETOVVTOL EVIOG TOV EYKEPUAKOD TOPEYYDLLATOC)

e Na gival nAextpovikol kKabetpeg e micro tip

e No vdpyet SvvatdOTNTO CLVEXOVS KoTaypaPns e evookpdviac ieone (ICP) oe apOuntikn Ty [va apopd otnv
OUOTOALKT), LEGT Ko S1GTOMKY €EVOOKPAVia TTieon KaBdS Kot oty eykepaAlkn mieon omonong (CPP)], kot o¢
KULLOTOLLOPON.

o Ot mopamdve petpioelg vo eppovifoviol 6To KEVTPIKG monitor tov acOevove.

e No vrdpyer n dvvatdTa EUEAVIONG TNG KLHOTOHOPENG TNG EvOOKpaviag mieong 610 povitop kabdg kot twv
dedopévav TV teAeLTAIOV 24 POV

e Noa neprhapfdverl Bdon ompiEng Tov kabetmpa



e XT0VG KaOETNPES VO LILAPYEL CLGTN O LETPNONG Y10 TOV VTOAOYIGHO TOL BdBovg TomoBétnong Tov Kabetnpa.
e Na givor MRI safe (copBotomra pe Mayvntiko Touoypago £émg 3 TESLA)

e No moapéyeton avo mAGH OTIYUN 0 oLVOO0C EEOMAMGUOS amd To pewoddtn yio katoypaery ICP CPP v
TOVAQYLoTOV TPEiC ebeveig

KQA YN0050050x

B. ®PEZA
o Opélo KATAAANAN Yo XEPOTPOTOVO Kpavioovatpnong, Le stop, n omoia dpwg va. eival copPatn pe v Pida g
Baomng otpiEng tov kabetnpa 0 omoiog Ba KatakvpwOel amd Tov dayOVIGUO.



ENTOAEZ: 2691/02-06-2025, 2666/28-05-2025, 2665/28-05-2025, 2670/28-05-2025

TeXVIKEG AMALTAOELG
1.Na katatebel yia 0Aa ta €i6n mpwtdtumo GuANASLO 08NYLWV TOU KOTAOKEUAOTH olkou ota EAANVIKA.
2.Na katateBel kAwvikn BLBAloypadia kat va mephapBdvovtol Touhdxlotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLO TO
KAOe mpoodepdUEVO 160C i} KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEUAOTIKOU O(KOU HE QVTIOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kat e 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 Ajgewg Twv gpyaleiwy va gival dvw Twv 2 €TWV.

4.H enutpornr] TeEXVIKAC afloAoynong €xetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntoveva tng SltakApuéng av auto
BewpnOel okomIpO. Adyoc anoppuPng Oa anotelel To AMOTEAECUA LETA aTtd XPrON O XELPOUPYELO 1 O€ Tpocopoiwaon
XElpoupyeiou.

5.0mou {nteital epyaleio kal aviaAAaKTIKEG KEPOAAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyadeiou kal avtalokTikwv kebaAwv), et mown andppung.

6. H mpounBelitplo etalpeia, os mepintwon mou eivatl SladopeTIK Ao THV KATACKELAOTPLA, va Katabgosl umelBuvn
SnAwon mou va avadépel OtL sival e€ouclodotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KoL TNV THPNON Twv Sltadikaoclwy os mbavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodpépouca eTalpeia, o MEPIMTWON TOU gival SLadOPETIKY ATIO TNV KOTAOKEUAOTPLA, VO Tipookouiosl SAAwaon
NG KOTAOKEUAOTPLOG £TALPEiOG MOV va avadEPETaL OTOV CUYKEKPLUEVO SLaywVLoPO Kol va SnAwvel OTL oe mepimtwon
KoTakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVOEL e TN
CUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY €6WV TNG cuUPBAONG.

8.H kaBe mpoodEépouoa etatlpeia, o mepimtwaon mou eival SLadopeTLKN amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG KaATtookevAotplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evNUEPWVETAL yla OAeG TG TLBavE(
avakAfoele/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVIOUO.

9. H k&Be mpoodépouca etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOTMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
etalpeila (motomoinon €wg 2 mponyoUpeva £TN) yLa TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELD Ko €§0UCLOSOTNUEVO TUAMA
service yla mBavoéd anapaitnto cuvodd e§omALouo yla thv Katnyopia H.

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




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 cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

12. Ta mpoodpepopeva UAKA Ba ipenel va elval kowvormotnpéva 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 tou InTolvtal Ba MPETMEL va oUUITANPpwOEL
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 ou {ntouvtal Ba MpEMeL va ermonuaivovtot
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 kGO a/a otov omoio mpoteiveTal aVaAWGLHO TTou XPrIEL EEOMALOUO/YEVVATPLA YLO VO AELTOUPYNOEL, 0 MELOSATNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




