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TO I'ENIKO NOXOKOMEIO HEIPAIA «TZANEIO»

"Eyovtag voyn:
1. Tic d1atdéelc, OTMS 1GYVOLVV:
1.1. Tov N. 4412/2016 « Anuooieg Xvpupacelc Epywv, I[poundeidv kot Ynpeoiov »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevemv and to YTovpyeio
Yyelag xor Kowvovikrg AAANAeyydng kou dAleg dwotaéegy (P.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounfeieg Nocokopeiov Kot Aomadv povadwv vyesiog tov
[Me.Z.Y. ot aAleg dwtaéeiey (O.E.K. A" 256 / 2-11-2001), énwc Tpomomotnpuévog

oYVEL.

1.4. Tov N. 2362/1995 «Ilepi Anuociov Aoyiotikod, €AEYYOL TOV JOTAVAOV TOV
Kpdrovg kar aAAeg drataéeigy (P.E.K. A" 247/ 27-11-1995), 6mwg 1oydetL.

1.5. Tov N. 4152/2013 ( ®.E.K. 107 A’/ 9-5-2013 ), [Tapaypapog Z : [Ipocapuoyn
™mc EMnvucng NopobBesiog oty oomyie 2011 / 7 g 16-2-2011 ywr v

KOTATOAEUNOT| TOV KABLGTEPNGEMV TANPOUDV GTIG EUTOPIKES GLVOAAAYEC.

1.6 Tov N. 4605 /01-04-2019 apOpo 43 , Iapdypapog 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 Emrponng [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) Evdoelc mpounbevtov 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 Yampesiog 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 oapiOuod 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/
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AZ:13/05-11-
2025 0:24

6ATK46906K-
TT4

YA001222(kwd.vocok)-AANAPOZKONIKO WAAIAI YIIEPHXQN
AIMOZ2TAzHZ —-AIATOMHZ EQZ 7mm
NPOAIATPADEZ NAPAPTHMA A

EpyalAsio YoepiXowyv pLrac Xprjog yia
altpooTacn]-Siaroyrr) ayyesicov dog 7mm

Me evepyoItoirnor] artd to X£p, TEXVOoAoyia
MPOoCaPRtoLOLEVIIG EVEPYELQSG UTOV 10T0O, KOG
aguAsoy 36cm, Suanerpo S mim, Suvatotnta
neploTpo@rs 360° (xwpig v avaykry
IIPOCAPIIOYEQ) KAl EVOQMIATOREVO kaAadia. Na
SraBgter Aenida Trraviou xupToU axpou
TouAdGxiortov 18mim, 1} ornoia raAAstar o
e Kivijorn oe cuxvotta SOKHZ wat
NI emBeaioon xatda n petaBoArn ng
rnpooapofoevrg EVEQYELAG.

TIpoowepset BeAniwirsvn taxumngra Swatouns,
xauniAdotepn 1Eyio Osplokpacia oro evepyo
Axpo Tou epyalAsiou kal axkpifsia ouv
TlapauoKEUur] L1OTGV.

Ermrtuyxaver taxutepr; Siatonur, Awotepo xarmvo
OTo XE1poupyko 1edio ratlt AAAa pEteEy=xeE1pruixka
IMAEOVEXKTIATA OIS NIKQOTEPOo ploko
OXIMATIONOoU OURQUCEGmV, EVE artodbsedeiyiieva
JASI@VEL TIV JMESTSYXEIPNTIKT} Asjpipdppola.
Zuvisdsi own peioon tng Sidpxreilag Tou
XEPOUPYIRKOU XpOVoUu AOYe g
TTOAUASITOUPYIKOTITIAS KAl XS TaxXuTtritag
anddoonsg.

20 TEM

15.300,00€

XEIPOYPTEIO

YNEYOYNH
TMHMATOZ
Ka MAPIAPQNH
THA.EMIKOINQNIAZ
210-4592908




YN®0500201(kwd.voook)-AMNTOPPO®HZIMOZ BIOENEPIOZ
AIMOZTATIKOZ NAPAIONTAZ ZE MOP®H FrEAHZ ME TOYAAXIZTON

249 2.500 ©POMBINHE KAl ATEAOKOAAATONO (YWHAHZ
/16-01-2026 NEPIEKTIKOTHTAZ KOAAAIONO).TO MEIFMA THE GPOMBINHE KAI \Tfﬂﬁ:\ﬁ‘%"{'
W90046906K- TOY ATEAOKOAAATONOY NA EINAI OMOIENOMOIHMENO KAI O
H=E ®OPEA NA EINAI TPO®OTPQMENOS SE SYPIITA QETE H 10 TEM 3.200,00€ | XEIPOYPTEIO | _KaMAPLAPONH
AS:13/05-11- ANAMEI=H NA FNETAI E AIFOTEPO AMNO TPIANTA AEYTEPOAENTA 9104592908
2025 0:24
235
/16-01-2026 AIAZTAZEQN:
YM01301903(kw8.voook)-TPIZAIASTATO NAETMA NOAYMPONYAENIOY | 11X16()cm YNEYOYNH
901M46906K- APAIHZ NAEZHZ ME ENIZXYMENH MEPIMETPO KAl ENAEIZH MEZHZ APIZTEPO 15 XEIPOYPIEIO K TM:Q"F‘ALC"%NH
a
KNB FPAMMHE [1A AMIOKATASTAZH BOYBONOKHAHE AAMAPOZKONMIKA TEM 10.500,00€ THA.ENIKOINQNIAZ
11X16(+)cm 210-4592908
.NMPOAIArPA®EZ MAPAPTHMA A AEZI 15 TEM
AZ:13/05-11- =
2025 0:24
236 YNEYOYNH
/16-01-2026 | r\TAGO06K. | AANAPOSKOMIKH ENEMBATH KHAHE AIAMETPOY Smm ME 30 KAIN AMO TMHMATOZ
=vn ) ANOZEIAQTO ATZAAI l\,IIH AI'IOPPOQH?II‘I:IIk.. 30 TEM 8.400,00€ XEIPOYPTEIO Ka MAPIAPQNH
- .NPOAIATPAMEZ MAPAPTHMA T“"é'fg'_'l'é%'z';gg'“
AX:13/05-11-

2025 ©0:24




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

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVOKO TOV EMGVVATTETOL GTO
[Moapéptnpua I

2. YmebOvvn onlwon tov a. 8 tov N. 1599/1986 611 «dev vIapyel APETAKANTY KOTASIKOCTIKY ATO@acn €15 fAPog TOV O1KOVOUIKOD
@opéa (amd TO VOULLO EKTPOGMMTO TOV POPEN) 1] KOL TOL PLGIKOV TPOSMTOL (T0 omoio givor LEAOG TOL dtotkNTIKoD, dtevBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCOTNONG, AYNG ATOPAGEMVY 1) EAEYYXOV GE AVTO) Yia Evav otd TOLG KATWOL AdYyouG:

®  GUUETOYN G€ EYKANNOTIKI opydveon:
e dmpodokia
e qgmatn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMUOTE GUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTTOiN 61 £600MV 0O TUPAVOUES OPASTNPLOTNTES 1] YPNRATOOOTNGT TS TPOLOKPOATIOG

®  TOLOIKI] EPYOCiQ KOl GALES pOPPES Epmopiag avOpOTOV.
e Eivar goporoyikd evijpepog

o 'Eyel katofdriel TIC E10QPOPES KOLVOVIKIG 0.6QAMGTG




Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg 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 nuepopnviag vrofoins. Ilpooceopa n omoia opiler xpovo 1600 HIKPOTEPO A0 TOV AVOTEP® TPOPAlemtOpevo
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 opiletar Oagpopetikd wat’eaipeon, B) N mopddoon tov WOV Oa yivetor pE @POVTION KOl OATAVEG 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 Zvvedpiov.

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)

Orvmoyneot vtoBadAlovy el OV ATOPPIYNG TNV TPOSPOPE TOLG NAEKTPOVIKA :
L& TEPIMTOG) U vTofoiC 1] 1IN TPOGNKOVGAC VTOPOAM]C TOV AVAPEPOUEVOV TLO TAVW, 1] TPOGPOPA ATOPPITTETAL OC
OTOPAOEKTT).
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ENTOAEZ2:237/16-01-2026,235/16-01-2026,236/16-01-2026

TeXVIKEG AMALTAOELG
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAANVIKA.
2.Na katateBel kAwvikn BLBAloypadia kat va mephapBdvovtol Touhdxlotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLO TO
KAOe mpoodepdUEVO 160C 1} KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEUAOTIKOU O{KOU HE QVTIOTOLXA TEXVIKA
XOPAKTNPLOTIKA cUpdwva Kot pe 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 Huepounvia Af§ewe Twv epyaleiwv va gival avw Twv 2 €TWV.
4.H emutporntr] TeXVIKAC afloAoynong exetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntoveva tng SltakApuéng av auto
BewpnOel okomIpOo. Adyoc anoppuPng Oa anotelel To AMOTEAECUA HETA ATtd XPr)ON O XELPOUPYELO 1} O€ pocopoiwaon
XElpoupyeiou.
5.0mou {nteital epyaleio kal aviaAAaKTIKEG KEPOAAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyadeiou kal avtalokTikwy 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 e€ouclodotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KoL TNV THPNON Twv Sltadikaoclwy os mbavh avdkAnon/anécupon npoidvtog.

7.H kaBe mpoodépouoa eTalpeia, o MepimTwon mou eivat SlapopeTiki amd TNV KATAOKEVAOTPLA, VA TIPOCKOWioeL SAwaon
NG KOTAOKEUAOTPLOG £TALPELOG TTOU VA avadEPETAL OTOV CUYKEKPLUEVO Sloywviopd Kat va SnAwvel OtL og Tepimtwon
KoTakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVOEL e TN
CUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY €6WV TNG cuUPBAONG.

8.H kaBe mpoodépouoa etalpeia, o mepinmtwon mou ival SLPOPETIKN ATIO TV KATOOKEVACTPLA, VA TIPOCKOIoEL SHAwGN
NG KaATookevuAoTplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evNUEPWVETAL Yyl OAeG TG TLBavE(
avakAfoele/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVIOUO.

9. H k&Be mpoodépouca etalpeia, vo SLAOETEL APTIO EKMALSEU LEVO/TILOTOMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
etalpeila (motomoinon €wg 2 mponyoUeva £TN) yLa TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELD Ko €§0UCLOSOTNUEVO TR
service yla miBavoéd anapaitnto cuvodd e§omMALOUO yLla 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 cupBaong, TwWV MPOCHEPOUEVWY TTPOIOVIWY 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 amokAeLlopoU Ba mpénel va katateBolv yla kKaBe 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 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 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€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpa SlopkEoeL n PounBsLa.




