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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvupdoceic Epymv, [poundeiomv kot Yanpesiomv »

( ®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 «IIpounfeieg Nocokopeiov kot Aowmdv povadwv vyeiog tov
[Me.Z.Y. xou dAleg dwtdéeiey (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 (P.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152 /2013 (®.E.K. 107 A’/ 9-5-2013 ), [apdypapog 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 evduwpepdpevo, vo katabécel TPocsopd Yoo TPounel VAIK®OV Ue
KpLTNplo KOTOKOP®ONG TN YopunAoTepn Tipfq 1 omoia Oa givan ion 1
MIKPOTEPT] TOV TEAEVTOIOV TTOPATPNTNPIOV TIHOV, OTOS OVTO AVOPTATOL

otV otocerida g Emrponic [Ipoundeiov Yyeiog.

2. Awoiopo ZUPUETOYNG OTN Ol0IKOGIo £€Y0VV Ol OVOPEPOUEVOL KATMTEPM,
€POGOV 0ICKOVV EUTOPIKT 1 PLOPNYOVIKN 1 PLOTEYVIKY] dpAGTNPLOTNTO GUVAPT
pe 1o ovtikeipevo g mpoundetog: o) Oho o UOIKAE 1] VOpKA TPOSOTA,
nuedard M airodond. B) Evoceg mpounbevtdv mov vmofdAiovv ko

TPOGPOPA. Y) ZVVETALPIGLOL.

3. Tleprypoen v {NTOOUEVOV KATNYOPI®OV EWOMOV YIVETOL GTO TAPAPTNIY A TNG

napovcog kot 6to wapdptnpa A ( Teyvikég mpodraypapic ).

4. Ot mpoo@opéc umopovv va Katatifevtor péypt Kot v nuepounvio Kot ®po

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

e mepinTtwon mov 0 OYKOS TWY OIKAIOAOYNTIKOV &ival UEPHAOS
napakaiEiote Onwg Katatehovy ce pakelo oto Ipapeio llpwtokdiiov Tov

Nocoxouciov (ue emoijuaven tov oplOuod TPWTOKGIL0V TS AVAPTHOHS).

Koatd ta Aowwd, n dwadikacio Ba dievepynBel kou n mpopnfeta Oa vAomonBei copuemva
pe 1o mapokdteo ITAPAPTHMATA mov emouvamtoviot GTnV mopovuco Kot

QTOTEAOVV OVATTOGTAGTO HEPOG OVTNC.



1. HEPI'PA®H ZHTOYMENQN KATHI'OPIQN ITAPAPTHMA A’
EIAQN

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YHOAEII'MA ITINAKA IHAPAPTHMA I
4. TIPOAIATPA®EX ITAPAPTHMA A’

Ot evdlapepopevol Ba €xovv duvatotnta elevbepng tpodcPaong oto TANPeS Keipevo avtig (copmeptlapfoavouévav OA®V TOV ToPOPTNUATOV
™mG), G€ NAEKTPOVIKT LOPPT, 6TNV 16T0GELIdA Tov Nocokopeiov 610 dtadiktvo (nAektpovikn devbvuven: www.tzaneio.gov.gr



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

ZYNOAIK
H
AJE AAA EIAOZ TEMAXIA AAMANH | TMHMA NAHPO®OPIEX
XQPIz
OMnA
3129 STOMATO®APYITIKOI AEPATQrOI MIAS XPHEHE ME HEYOYNH
-08- XPOMATIKH ENAEIZH.
101:08:2025 1.)YX003231(kw8.voook)-No2 1.)800 TEM ANAIZOHZIO TMHMATOZ
WOX746906K-837 2).800 TEM 2.700,00 € Ka TEIAH
2.)¥X003232(kw8.voook)-No3 3.)200 TEM AOTIKO THA.EMIKOINQNIAS
3.)YX003233(kw6.vocok)-Nod 210-4592907
N.A.12112/2025 NA $TAAOYN AEITMATA
Y2018059(kw8.voook)-HAEKTPOKINHTOZ KYKAIKOZ
ANAZTOMQTHPAS MIAZ XPHZ HZ AIAMETPOY
29mm,ME AINAH TPAMMH 3YPPA®HS KAI 3D KAIM MNA
ANAZTOMQIH KAI ANTIOAIZOHTIKH EMIMANEIA MA VIIEYOYNH
3119 OMOIOMOP®H KATANOMH THZ SYMIEZHZ TOY TMHMATOS
[30-07-2025 GMH“'éiggosK' IZTOY KATA TO KAEIZIMO THE KEQAAHZ 15 TEM 10.500,00 € | XEIPOYPIEIO Ka MAPFAPQNH
M.A.11961/2025 .AYNATOTHTA EMIAOTHE YWOYS KAEIZIMATOZ KAIN THA-ENIKOINQNIAZ

AMNO 1,5mm-2,2mm2TO IAIO EPTAAEIO ANAAOTA ME
TO NAXOZ TOY IZTOY KAI YWOZ ANOIXTOY KAIN
5.2mm.

MPOAIATPA®EZ NAPAPTHMA A

210-4592908




3118
/30-07-2025
N.A.11965/2025

YY6K46906K-
97A

.YA00114807(kw6.vocok)-TPOKAP OMTIKA
ATPAYMATIKA 5-12.ME ENZQMATQMENO KAI
AMOZMQMENO TPONOMOIHTH KAl MIMMAAONAKI
ZTAGEPOMOIHZHZ NA MHAENIKH AMNQAEIA CO2 AMNO
KOIAIAKO TOIXQMA.

MPOAIATPADEZ NAPAPTHMA A

120 TEM

8.160,00€

XEIPOYPTEIO

YNEYOYNH
TMHMATOZ
Ka MAPITAPQNH
THA.EMIKOINQNIAZ
210-4592908




3117
/30-07-
2025

Nn.A.11963/
2025

P9TO©46906K-
T3

Y200101600

Autoarormucd yahidr vmepfyav e Teqvohoyiu apocupuolouev
evepyelag, ikoug 3bem yio homupoakomikes enepipdoeic e
Suderpo aruheod Smm. Ne SoBéve hentd mrovion kuprod dpov
o0 mikhero e ey idvnon ot 35,5 KHZ ot vor amobavdivey
yyefo. touhdyionov éa Stmm. No. éye emd po ag 15mm yio vo
eCooouliCer m yupmhdrepn Sovorr Beppnch daanopd. Na
Siudéret evepyomotnan 1o yépt (handactivation), ko vo efvor
mhipag nepiotpepdpevo kozd 3600. To xopfio ehdypom
Evepyomoinang evepyelus vu efvou og aporecapévn béam kot kimo
oy podéha nepiatpogrc yio emmhéov acodhenn. H podéha
meptoTponi; vt éyet ddo membarriopév mepdyia 1o vo Metcovpyef
Kt ¢ KAeidt aogaheto Yo peyukbrepn ypnoTikoms kued my
enéyPon, H napeydpevn yewrtpia vo:efven auropopCopenn Kkt
610 Suvartdmror vo kdven aurdpoto. Oho T 18t Aettovpyiog
Mg efel o Aevmoupylo.

MPOAIATPA®EZ NMAPAPTHMA A

15 TEM

6.300,00 €

YNEYOYNH
TMHMATOZ
Ka
MAPIrAPQNH
THA.EMIKOIN
QNIAZ
210-4592908




IMAPAPTHMA B’
(Amotelel avamdGTOGTO TUNHO TG SOKPLENG)
OPOI XYMMETOXHX

1. H zmpoopopd Bo tpémet va £xel T LOPPT TOV TIVOKO TOV EMGVVATTETOL 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 VOLPO EKTPOGHOTO TOV POPEN) 1] KO TOV PUGIKOD TPOGMTOL (TO 07010 Elval LEAOG TOV S10IKNTIKOV, 01ELOLVTIKOV 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] EYKMIRATO GUVOEOUEVO IE TPOROKPUATIKES OPUGTPLOTNTESG

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

e Eivar goporoyikd evijuepog

o 'Eyel katafdrier TIC E10QOPES KOWVOVIKIG 06QAAIGNG




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

6. e mepimtwon KatakOpwong: a) M moapddoon Oa yivetar eviog tpidv (3) epyacipov nuepdv amd ™ ANYN TG TopayyeAiog ,
extog ov opileton OlapopeTikd kot’efaipeon, PB) N moapddooon twv €0®V Bo yiveTow pHe @POVTION Kol OATAVES TOL
[TpounBevty, otig Amodnkeg g Yanpeoiog pog.

7. IImpou: H minpoun Ba yivetar oe gupd, petd omd mponyovpevn Beddpnomn 1oV YpNUOTIKOV EVICAUATOV TANPOUNG OO TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

8. «ZUpowva he TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£KOIOOUV NAEKTPOVIKG TIMOAOYIA Via SATTAVEC O€ EKTEAEON ouuBdoswv (N.4412/2016)

O vroyneot vtoBdAlovy el OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :
LE TEPIMTOG) U vTofoic 1] 1IN TPOGNKOVGAC VTOPOAEC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPA ATOPPITTETAL OC
OTOPAOEKTT).
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NAPAPTHMA A
ENTOAEZ:3117/30-07-2025,3119/30-07-2025,3118/30-07-2025

Texvikég anautosLg
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAAnvVIKA.

2.Na katateBel kKAwikn BLBAloypadia kat va mephapBdvovtol TouAdxlotov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KAOe mpoodepdUEVO 160¢ 1} KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAOKEVAOTIKOU 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 Anewg Twv epyaleiwv va gival avw Twv 2 €TWVv.

4.H gmutponn texvikng afloAdynong €xet Sikalwpa va {ntrioel delypata mépav anod ta {ntolueva tng SLaknpuéng av auto
BewpnBel okompo. Adyog andppudng Ba amoteAel To AMOTEAECHA LETA ATIO XPrON OE XELPOUPYELD 1} O€ Mpooopoiwaon
XElpoupyeiou.

5.”0mou {nteital epyaleio kal aviaAAaKTKEG KEPOAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtat (epyoleiou kat avtalaktikwv kebalwv), emnl mowvy andppudng.

6. H mpounBelitpla etalpeia, os mepintwon mou sivatl SladopeTIK AMoO THV KATACKEUAOTPLA, Vo Katabéoel umevBuvn
SnAwaon mou va avadépel OtL sival e€ouolodotnuévn amd TOV KATACKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KOl TV TAPNON Twv Stadikaolwyv os mbavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodépouoa etatpeia, o MePIMTWON MOV eivat SladopeTkA amd TNV KATOUOKEUAOTPLA, VA IPooKopiosl SAwaon
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVOPEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal va dnAwvel OtL o mepintwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVTEL PE TN
CUYKEKPLUEVN TTOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cUUPBAONG.

8.H kdBe mpoodEépouoa etalpeia, o mepimtwaon mou eival SLadopeTLK amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG KaTtookevudotplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL Yyl OAeG TG TLBavE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVLOUO.

9. H k&Be mpoodEpouoa etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOTMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
eTaLpeia (moTonoinon £wg 2 mponyoU eEva £TN) YL TNV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNUEVO TURA
service yla mBavoé anapaitnto cuvodd e€omALoMO yla thv Katnyopia H.

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




11.Ma TNV TEXVLKA KoL ETMOYYEAMATLKA LKAVOTNTA OL OLKOVOLKOL popelg amatteitat: a. va SnAwoouv OtL Stabétouv povIua
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KL VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kat €£ouclodOTNOoN AUTOU QMO TOV KATAOKEUAOTLKO Oiko B. va katatebel KOTAAOYOoG Twv KUPLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

12. Ta mpoodepopeva 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 KOl ELOLKEG TEXVIKEG TpodLaypadEg tou nTolvtal Ba MPETMEL va oUUITANpwOEL
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 ermonuaivovtat
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 k@B a/a otov omoio mpoteivetal avaAwotpo tou xprRlel e€omALOUO/YEVVATPLA YL VA AELTOUPYAOEL, O LELOSOTNC
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




