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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 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 (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 .



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 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 emoijuavon tov oap1Ouov 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
avTtg (cvumEPLOUBOVOLEVOY 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

ZYNOAIKH
AIE AAA EIAOZ TEMAXIA AAMANH TMHMA INAHPO®OPIEX
XQPIZ OMA
YA00105400
Evdookomuc hafide amokivaong ayyelov, pe pikog otemeod 3dem,
e oot mpooih oaydveg i kokdtepn opardma ketd Ty
5090 xabihaon 1ov clips. No dwbérer nepiotpogn otetheod 360°, 20 clips TIEYOYNH
/29-10-2025 WBYPA6906K- TrTavion, e avTLoAGOTUC emOGVELD: Yo TV 163ppT GVYKpGTNON TMHMATOS
3v4 oV 1070V, peyéBovg peoaio-peydho (M/L) esatepcod avoiyuotog 60 TEM 6.600,00 € XEIPOYPIEIO Ka MAPFAPQNH
Azg_22/2025 icham 4,070 ko pwog Khetoipotog i 8.8y, pe ypa@pamic] Evbeitn TH/\éli(l;l_lL(S%IZgggllAi

tov tpudv ehevoiov clips, kubdg ko évdeitn abyiong tav clips.
Na dt6éter aviopd ovykpdmeng kobetfipe yohayyeioypagiog
ko ko évdeitn. H pdpmon-mupodémon vet yivera og dbo orddu.

NPOAIATPADEZ NAPAPTHMA A.




5092
/29-10-2025

AZ:12/2025
0:2

YBY®P46906
K-3Y4

YA001030(kwd.voook)-ENAOZKOIMIKO EPIAAEIO ZYPPA®HZL -
AIATOMHZ KAl ANAZTOMQZHZ IZTQN,TOIMM OMNOIO MMOPEI NA
AEXOGEI EYOEIEZ,APOPOYMENEZ,KEKAMMENEZ KAI KYPTEZ
KE®AAEZ ZTO IAIO ZTEAEXOZ ,ZE METEGH ZYPPA®HZ
30mm,45mm 60mm.ME NEA KONTIKH AAMA ZE KAOE
EMANA®OPTIZH,MOAAANAEZ OEZEIZ APOPQZIHZ,MHXANIZMO
AMO®YIrHzZ NPONYPOAOTHZHZ KAl EMNANANYPOAOTHZHZ KAI
ZTYAEO MHKOYZ 16cm.

.NMPOAIATPA®EX MAPAPTHMA A

9 TEM

2.340,00 €

ANTAAAAKTIKH KE®AAH A TO ENAOZKOIMIKO EPIAAEIO
(MHXANIKO 'n KAl HAEKTPIKO)EYQEIAZ ZYPPA®HZ -AIATOMHZ
KAI ANAZTOMQZHZ ,APOPOYMENH,ME TPINAH TPAMMH
ZYPPAOHZ . ENZQMATQMENH KOMTIKH AAMA,MHXANIZMO
ANO®YIHZ ENMANAMYPOAOTHZHZ, ArTKTHPEZ (KAINZ)TITANIOY
KAI MHKOZ ZYPPA®HZ ,ME AIA®OPETIKO YWOZ KAIMN ZE KAGE
FPAMMH ZYPPA®HZ

YA00106500(kwd.voook)-45MM,ME KYPTO AKPO KAl
OAHIO A AITEIAKOYZ IZTOYZ

2TEM

YA00106501(kwd.voook)-45MM,ENAIAMEZH INA
KANONIKOYZ-NMAXEIZ IZTOYZ.

4 TEM

YA00106503(kwd.voook)-60MM,ENAIAMEZH INA
KANONIKKOYZ-NMAXEIZ IZTOYZ.

3TEM

YA00106502(kwd.voook)-45MM,ENAIAMEZH I'lA MAXEIZ -
MOAY NAXEIZ IZTOYZ.

6 TEM

YA00106504(kwd.voook)-60MM,ENAIAMEZH I'lA MAXEIZ -
MOAY NAXEIZ IZTOYZ.

3TEM

6.300,00€

XEIPOYPTEIO

YMEYOYNH
TMHMATOZ
Ka MAPI'APQNH
THA.EMOIKOINQNIAZ
210-4592908




5093
129-10-2025

A2:12/2025
0:2

91NB46906K-MAX

YA001222(kw&.voook)-AAMAPOZKOMIKO WAAIAI YIIEPHXQN
AIMOZTAZHA -AIATOMHZ EQZ 7mm.

Epyaldcsio Yaspip&ov plac xprjoc yia -
aipooTacn-SwaTtoprs) ayysiwv g 7min

Me evepyortoinorn arod To X£Epl, TEXVoAoyia
POCAPROLOHEVIIS EVEPYELIQG OLOV 1010, HAKOG
otuAsoU 36cmn, Sianierpo S mum, SuvartotnTa
miepioTpo@Eris 360° (xwpig Tryv avaykr} -
IMIpPOCAPROYEQ) Kadl EVooatolievo xaiadio. Na
Si1aBster Aemiba trtaviou ruptoU axpou
TouAdxiotov 18mm, 1y ortola rdAAstar os
EIMTNNKI] Kiviiorn oe guxvormta SOKHZ wat
nxrnkn rmeBaioorn xatd mn petaBoAr mg
P ocapPofOlleVnS EVEPYELAS.

TIpooEpépel BeEATioEv taxuuta Statourng,
xauniAodotepn uéyiour Ocpporpacia oro evepyod
AKXpo TOU gpyalisicu xral axpifsia omv
TlapaoKeEUr] 10TWV.

Erartuyxdavetr taxUtepr §iatonur), Awyotepo Karmvo
OTO XE1POoUPYIKS MEHio Kal AAAQ PETEYXEIPITUIA
ITAEOVEKTIIHATA OIS HIKPOTEQC ploko
OXINMATICNOU CUNPUCEDV, EVO arodedeiypéva
HEIWVEL TV PETEYXEPITIKTI] Asjipdppola.
IuvisAei oy neioon tng S1dpxkeiag Tou
XELPOUPLYIRKOU XpOVOU A0V TS
TTOAVASITOUPYUICOTITAS KAl TS TaxyUtnTag
andcboons.

MPOAIATPADEE MAPAPTHMA A

21 TEM

16.065,00 €

XEIPOYPTEIO

YNEYOYNH
TMHMATOZ
Ka
MAPIrAPQNH
THA.ENIKOIN
ONIAZ
210-4592908




YA001158(kwd.voko.)- AIMOZTATIKH AABIAA
HAEKTOGEPMIKHZ 2YTKOAAHZHZ KAl AIATOMHZ AITEIQN EQZ
KAl 7mm,ME TAYTOXPONH XPHZH TEXNOAOIIAZ

YNEYOYNH
5088 YNEPHXQN.AIASTAZEQN 5mmx20cm.NA AIAGETEI TYNOY TMHMATOZ
/29-10-2025 WBY®46906K. | METONOEIAHE XEIPONABH ME AYO ENSOMATOMENOYE Ka
3Y4 XEIPOAIAKONTEZ EMIAOTHE ENEPIEIAZ.NA AIAGETEI KYPTH 10TEM 7.800,00 € XEIPOYPTEIO MAPIrAPQNH
AZ:12/2025 SIATONA 16mm KAI NANAAAETAI ME EMIMHKH KINHEH STA THA.ENIKOIN
0:2 47KHZ MEPINOY.NA AIAGETEI TEXNOAOTIA ANTIAHWH IZTOY 210‘_%9'“22908
KAI AYTOMATH AIAKOMH THE ENEPFEIAZ OTN OAOKAHPQOEI
H AIATOMH TOY. NA EINAI MIAZ XPHEHZ
MPOAIATPA®EX MAPAPTHMA A.
YA001157(kwd.voook)-AAMAPOZKOMNIKH AIMOZTATIKH AABIAA
HAEKTOOEPMIKHZ ZYTKOAAHZHZ KAl AIATOMHZ AITEIQN EQZ KAI
7mm,ME TAYTOXPONH XPHZH TEXNOAOTIAZ
5086 YNEPHXQN.AIASTAZEQN 5mmx35cm.NA AIAGETEI TYTOY }ﬂﬁ:ﬂﬁg‘;
/29-10-2025 XEIPOMIAKONTEE ENINOIHS ENEPIEIAZ. NA AAGETE! KYPTH SIATONA Ka
AE:12/2025 617446906K-50X 16mm KAI NANAAAETAI ME ENIMHKH KINHZH 2TA 47KHZ 10 TEM 7'800’00 € XEIPOYPTEIO "\lleA:Eﬁllaéz(;ll:
- 0:2 MEPINOY.TO AKAMNTO AKPO THZ ZIATONAZ NA AIAGETEI EIAIKH ONIAZ

MONQZH lNA AKOMA MIKPOTEPH ©OEPMIKH AIAZNOPA 2TOYZ
NAPAKEIMENOYZ IZTOYZ.NA AIAOGETEI TEXNOAOIIA ANTIAHWH
IZTOY KAl AYTOMATH AIAKOMH THZ ENEPTEIAZ OTN OANOKAHPQOEI

H AIATOMH TOY. NA EINAI MIAZ XPHZH AIAZTAZEQN 5mmx35cm
NMPOAIArPA®EX NMAPAPTHMA A.

210-4592908




IMAPAPTHMA B’
(Amotelel avamOoTAGTO TUNLLO TNG OLOUKNPVENC)
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 KOTASIKAGTIKY ATO@acn €15 fApog TOV 01KOVOUIKOD
@opéa (amd TO VOULIO EKTPOGMOTO TOV POPEX) 1) KOL TOV PLGIKOV TPOSMTOL (T0 0moio givorl LEAOG TOL d10KNTIKOY, d1ELBVVTIKOD 1|
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AMYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav od Tovg KATOL Adyoug:

®  GUUUETOYY G€ EYKANNOTIKI opydveon:

e dmpodokia

e ogmatn

®  TPOMOKPUTIKA EYKANUATA 1] EYKAMNOTO GUVOEOUEVA UE TPOPOKPUTIKES OPUGTNPLOTITESG

®  VOULPOTTOIN 61 £600MV 00 TUPAVOUES OPASTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

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

o 'Eyel katofdrdiel TIC E10QPOPES KOLVOVIKIG 0.6QAMGTG

Yroypewtikd va oOnAovovtol Kodwog [Hapatnpnmpiov Twov, GMDN kot kwoikdg EKATITY



H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

Ov vrofariopeves TPOGPOPES 1GYVOVY KAl OEGUEVOVY TOVS OLKOVOUIKOVS POpEig Yo ordotnpa eveviivta (90) nuep@v amd tnv

EMONEVY] TNG KATOANKTIKNG nuepopnviag vrofoins. Ilpooceopa n omoio opiler xpovo 600G HIKPOTEPO atd TOV AVOTEP® TTPOoPremtopevo
OTOPPITTETAL MG T KOVOVIKI].
INaoooa: EAAvikn

7. Xe mepimTton KATaKVPOoNG : o) 1 mapddoon OBa yiverar eviog tpidv (3) epyacipmv nuepdv amd T ANym g mopayyeAiog ,

extdéc av opiletar Sapopetikd kat’eaipeon, P) N mopddoon tov WOV Oa yivetor HE @POVTION KOl OUTAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

8. II\mpopn: H minpoun Bo yivetar ce gupd, petd amd mponyoduevn Bedpnon Tov ypMUOTIKOV EVIOALATOV TANPOUNG ond TOV

appodto Enitpono tov EAeyktikon Zvvedpiov.

9. «ZUpowva Pe TNV Ut apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA

£KOIOOUV NAEKTPOVIKG TIHOAOVYIA via SoaTrdvec o€ eKTEAEON oupBdoswv (N.4412/2016)
Ot vroymerot vwoBaAlovy entl OV ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g TEPIMTOGN U vrofoinc 11 un TPoGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPU ATOPPITTETOL (OC
OTOPAOEKT).




ITAPAPTHMAT ’
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GMDN
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NMAPAPTHMA A

ENTOAEZ:5086/29-10-2025,5088/29-10-2025,5093/29-10-2025,5090/29-10-2025,5092/29-10-2025.

TeXVIKEG anmaALTOELG
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAANVIKA.
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 kat ue 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 Affewg Twv epyaleiwv va eival Avw Twv 2 €TWV.
4.H emutpornr] TeXVIKAC afloAdynaong €xetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntovpeva tng SltakApuéng av auto
BewpnOel okomIpO. Adyoc anoppuPng Oa anotelel To AMOTEAECUA HETA aTtd XPrON O XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.
5.0mou {nteital epyaleio kal aviaAAaKTKEG KEPOAAEG elval amapaitntn n mpoodopd G OAOUG TOUG AUEOVTEG TOU
niepthapPavovtat (epyoleiou kat avtalaktikwv kebalwv), emnl mowvy andppudng.

6. H mpounBelitplo etalpeia, os mepintwon mou eivatl SladopeTK AMO THV KATACKELAOTPLO, Vo Katabéoel umelOuvn
SnAwon mou va avadépel OtL sival e€ouclodotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KOl TV TAPNON Twv Stadikaolwyv os mbavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodpépouoa etalpeia, o MePIMTWON MOV eivat SLadopETIKN ATIO TNV KATOOKEUACTPLA, VoL Ttpookopiosl SAwon
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 TOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cUUPBAONG.

8.H kdBe mpoodEépouoa etalpeia, o mepimtwaon mou eival SLadopeTLK amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG KATooKeLAoTplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnuepWVETAL Yyl OAeG TG TLOavE(
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 Eva £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 TEXVLKN KAL EMOYYEAMOTLKNA LKOVOTNTO Ol OLkovopLkol ¢popeig amatteitat: a. va SnAwoouv 6tL dtabétouv 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 mtpoodepoOpeva UAKA Ba ipenel va elval kowvomotnpéva 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 160G KaL yLa OAEG TLG YEVLKEG KOl ELOLKEG TEXVIKEG TpodLaypadEG tou InTolvtal 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 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 k@B a/a otov omoio mpoteivetal avaAwotpo tou xprRleL e€omALOUO/YEVVATPLA YL VA AELTOUPYNOEL, O LELOSOTNC
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




