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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdotieg Xvpupdoeis Epyov, [pounbeiomv kot Yanpeoiomv »

( ®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 Aomadv povadwv vyeiog tomv
[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 Ilpoundeiomv 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) Evdoec mpounbevtov mov vmofdilovv 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 umopovv va Katatifevrar péypt Kol v nuepounvio Kot opa

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 emojuaven Tov oapiOuod TPWTOKOIL00 THS AVAPTHONG).

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 TOPAPTNUATOV TNG), GE NAEKTPOVIKT LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

SYNOAIK
H
AIE AAA EIAOZ TE“QAX' AAMANH | TMHMA | NAHPO®OPIEX
XQPIE
®MA
YO1400406(xw8.vo00k)-ONKH APOPOMAASTIKH FONATOZ 1155000 YNEYOYNH
2 n ANAPTHZH YBPIAIO,ME KINHZH TOY MOAYAIOYAENIOY KAI AIATHPHIH | 7 TEM . TMHMATOS
2992 OnIzZOI0Y XIAZTOY ZYNAEZMOY.A/A 33.4.125 Ka
121-07-2025 615246906K-EEA XEIPOYPFEIO | MAPFAPQNH
MN.A.11230/09-07- THA.EMIKOINQ
2025 YO1404402(wb.voo0K)-AAMEE OSTEOTOMOY. A/A17.110. | ;e | o0 00 e NIAZ 210-
MPOAIATPADES MAPAPTHMA A. 4592908
Y9®1400102(KN&.VOGOK)-O/\lKH APOPONAAITIKH TONATOZ
ME TZIMENTO,ME KINHZH TOY NMOAYAI®OYAENIOY KAI 7 TEM 11.550,00
n AIATHPHZH TOY ONIZOIOY XIAZTOY ZYNAEZMOY. €
2" ANAPTHEH A/A33.4.123 YNEY®OYNH
2995 TMHMATOZX
121-07-2025 9AKW46906K-TB3 XEIPOYPIEIO | Ka MAPFAPQNH
MN.A11250/09-07- THA.ENIKOINQNI
- AX 210-4592908
2025 YO®1404402(Kw.vocok)-AAMES MPIONIOY. a/a.17.1.10 7TEM | 40000€

.MPOAIATPADEZ NAPAPTHMA A.




2n
ANAPTHZH
3031
/21-07-2025

N.A.10816/03-
07-2025

900W¥46906K-
17T

YZ01020300(kwd.voook)-EYOYTPAMMOI KONTOPANTEZ

AM®IMAEYPHE MYPOAOTHEZHE 80-4,8mm FA MAXEIZ IZTOYZ ME 30 TEM 2.250,00 €
KOMBIO AMAZ®AAIZHE THE KAZETAZ
YZ01110700(kwd.voook)-ANTAAAAKTIKEZ KAZETEZX lNA
EYOYITPAMMOYZ KOMNTOPANTEZX 80-4,8mm A NMAXEIZ 30 TEM 1.350,00 €

IZTOYZ.
NPOAIATPA®EZ MAPAPTHMA A.

XEIPOYPTEIO

YMNEYOYNH
TMHMATOZ
Ka MAPIFAPQNH
THA.EMIKOINQNIAZ
210-4592908




ZYNOAIKH

AANANH
AE AAA EIAOZ TEMAXIA XQPIZ ®MNA TMHMA MAHPO®OPIEX
Y200102300(kw&.vocok)-ONOKAHPQMENO ZYITHMA
AIMOPPOU"AIKHE ANAITEIQZHE KAl TATOXPONHZ
" ANAPTHEH NEPIDEPIKHE ANATAZHZ NPONTQIHE OPOOY ME XPH:H YMNEYOYNH
3 2783 DOPPLER. ANIOTEAOYMENO AITO EIAIKA IXEAIAZMENO TMHMATOZ
_ NPQKTOAIAZTOAEA ME EIAIKH OEZH YNOAOXHE Ka MAPFAPQNH
112-06-2025 928646906K-¥21 BEAONOKATOXOY,BEAONOKATOXO MPOQOHTH 10 TEM 5.500,00 € XEIPOYPIEIO THA.EMOIKOINQNI
M.A.8935/2025 KOMMQN,6 PAMMATA,ZENZOPA 2 KPYSTAAAQN,KAAQAIO AL

WYXPOY OQTIZMOY,AIMAZTATIKO NPQKTOY MIAZ
XPHZHz.
MPOAIATPADEZ NAPAPTHMA A.

210-4592908




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

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV TVAKO 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 TOL PLGIKOV TPOSMTOL (T0 0moio givol LEAOG TOL d101KNTIKODV, d1ELVBVVTIKOD 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 EYKANNATA 1] EYKAMNOTO GUVOEOUEVA IE TPOPOKPUATIKEG OPUGTIPLOTITESG

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

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

o 'Eyel katofdriel TIC E10QPOPES KOLVOVIKIG 0.6PAMGTG

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



H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

INaoooca: EAAvikn
6. Xe mepimtwon KotokLP®ONG: o) M Tapdooon Ba yivetar eviog TPV (3) epyacipmv MUEP®OV amd T ANyn ™G TapayyeAiog ,
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 Ba yivetor o evpd, LeTd omd mponyovuevn Bedpnon TV YPNUATIKOV EVIOALATOV TANPOUNS 0nd 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).
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NMAPAPTHMA A

ENTOAH:3031/21-07-2025 2" ANAPTHZH
2783/12-06-2025 3" ANAPTHZH

TeXVIKEG AMALTAOELG
1.Na katoteBei yia 6Aa ta €ibn mpwtdTtumo GuANESLo 08NYLWY TOU KOTAOKEUAOTH olkou otal EAANVIKAL.

2.Na katateBel kAwvikr BLBAloypadia kat va mephapBdvovtol Touhdxlotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLa TO
KAOe mpoodepdUEVO 160C 1 KAWVIKEG LEAETEG LE TTPOTOVTA TOU LE{OU KATAGKEUAOTIKOU O{KOU HE aVTIoTOLYA TEXVIKA
XOPOAKTNPLOTIKA cUpdwva kot e MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kal Ta MVEUPOTIKA SIKOLWHOTO TWV CUYYpabEwWV.

3.H Huepopnvia Ajgewg Twv gpyaleiwy va gival dvw Twv 2 €TWV.

4.H emutpornr] TeXVIKAC afloAoynong €xetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntoveva thg SltakApuéng av auto
BewpnOel okompo. Adyog anoppudng Oa anoteAel To ATMOTEAECUA PETA ATIO XPrON OE XELPOUPYELO 1 O€ Tpocopoiwaon
Xelpoupyeiou.

5.”0mou {nteital epyoleio Kot avtalaktikég kedpaAég eival amapaitntn n mpoodopd oe SAoug Toug auvfovieg mou
niepthapPavovtal (epyadeiou katl avtalakTikwy kebaAwv), et mowvh andppung.

6. H mpounBeutpla etalpeia, o€ mepinmtwon mou sivatl SLadoPETIK AMO TV KATACKEUAOTPLA, Vo KataBéoel umevBuvn
SnAwon mou va avadépel OTL gival eoucloSotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TwV
TPOLOVTWY KoL TNV THPNON Twv Sladikaclwy oe mbavh avdkAnon/anécupon npoidvtog.

7.H kdBe npoodépouoa etalpeia, oe mepinmtwon mou eival SLadoPETLKN Ao TNV KATAOKEVAOTPLA, VA TIPOCKOMIo €L SAwan
NG KOTAOKEUAOTPLOG £TALPEiOG OV va avadEPETAL OTOV CUYKEKPLUEVO SLaywVIoPO Kol va SnAwvel OTL oe mepimtwon
KoTakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVOEL e TN
GUYKEKPLUEVN TIOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cupPacnG.




8.H kaBe mpoodépouoa eTalpeia, o€ MEPIMTWON TIOU EvaL SLAPOPETLKN OO TNV KOTOOKEUAOTPLA, VO TTPOCKOUIoEL SAAWON
NG KATAOKEUAOTPLAG E€TOLPElOG TOUu va SnAwvel OTL n mpoodEpouca Ba EVNUEPWVETAL ylo OAeG TG TUOAVE(
aVOKANOELG/AMOCUPCELG TPOLOVTWY, OXETLKEC JLE TA €161 TTOU £XEL TTPOOPEPEL OTO SLAYWVIOUO.

9. H kdBe mpoodépouca etailpeia, vo SLAOETEL ApTIO EKTTOLOEV LEVO/TILOTOTIOLNEVO TIPOCWTILKO QMO TNV KOTAOKEUAOTPLA
eTalpeia (motonoinon £wg 2 mponyoU Eeva £TN) yLo TV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELD Kol e€0UCLOSOTNUEVO TUAA
service yla TiBavo anapaitnto cuvodo e€omALopd yla Tthv Katnyopia H.

10.ARAWON TOU KOTAOKEUOOTIKOU OLKOU OTL TA TPOTIOVTA ELVAL YV OLA KoL OETAXEIpLOTA.

11.Ma TNV TEXVLKA KOL EMOYYEAUQATLKY LKOWVOTNTO OL OLKOVOULKOL popeig amatteitat: a. va SnAwoouv OtL SLabEétouv povLUa
OPYAVWHEVO TUAMO TEXVIKAC UTIOOTAPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVUEVOU KL VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kal €£ouclodoTnon aUTOU OO TOV KATAOKEUAOTIKO Oiko B. va Katatebel KOTAAOyoG TwV KUPLOTEPWVM
napadoocswv pe avadopd otnv aia tng cuUBACNG, TWV TIPOCHEPOUEVWY TTPOIOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepoOpeva LAKA Ba Ttpemel va eival kowvormotnpéva otov EOD kat va StaB£Touv Tov avtioTol o KwsLKO.

13. ErL mowvn g amokAelopoU Ba mpénel va katateBolv yia KaBe mpoodepOpevo €606 Ta motomolnTka: 1S013485, AAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediaopol CE.

14. Na kaBe £160¢ Kal yLa OAEG TLG YEVLKEG KOLL ELOLKEG TEXVIKEG TpodLaypadEg tou InTolvTal Ba MPETMEL va oUUITANPwOEL
avaAuTIKO GUANO CUHHOPPWONG HE TIAPATIOUTIH 08 KWSLKO Kal o oeAida kKataAdyou f/kal texvikwv pulladiwv tng
KOTAOKEUAOTPLAG eTalpeiag. OAotL ol kwdLkol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtol
OTOUG avtioTtoloug KataAdyoug rj/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va neplhapBavovtal Ta o Tavw oTolxela va amoppintovtal.

15. & kKGOe a/a otov oTMoio TpoTEivETAL AVAAWOLUO TIoU XPrTEL EEOMALOUO/YEVVATELA yLa va AELTOUPYHOEL, 0 HELoSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo eEOMALONO SwpeAv TPOC Xpron yla 600 Slaotnua SlapkEoeL n PounBeLa.




ENTOAH:2992/21-07-2025

YO®1400406(kw6.vooOK)-
OAIKH APOPONAAZTIKH TONATOZ YBPIAIO , ME KINHZH TOY NMOAYAIOYAENIOY KAI AIATHPHZH ONIZOI0Y XIAZTOY

Z0otnpa oALKNAG apOPOTAACTIKAG YOVATOG OV va SLaB£Tel pnpLaia npobeon kpdpatog Co28-Cr6-Mo - ISO 5832-4 e mopwdn emKAALVYN KPpALOATOG
Titaviou, avatopiki e ACUUUETPOUG KOVOUAOUG, TpoxnAia oAicOnong emyovartidag e ywvio anokAlong 6° oo Tov aVaTopLKO afova Kol i ta
£KTOG TLAPEKTOTILON 2mm, o€ 13 StadopeTIKa LEYEDN yLa Xprion XWPLg akpUALKO TOLUEVTO, Kol Kvnuiaia tpdBeon kpapatog Co28-Cr6-Mo - I1ISO 5832-4
OlVOLTOLLLKY), OE 8 SLapOopETIKA PEYEDN cupBATH YL XPAoNn LE TRV tpoodEPOEVN UnpLaia poBeon, pe Suvatotnta MPocOKNG EMEKTATIKWY OTELAEWV
11 X 30 & 11 X 65mm, KatdAAnAn yia Xprnon He oakPUALKO TOLpEVTO. EvOETO MOAUaLOUAEVIOU QCUMLETPOU OXESLAGHOU, LE ECWTEPLKOU SLOUEPIOUATOG
“ball in socket” ko e§wTePIKOU N MEPLOPLONEVNG Kivnong Stapdpdwon, Stabéoiuo avaloya HE TG KvnuLaieg TpoB£oelg, os TouldyLotov 7
Stadopetika VPN (10-20mm) avd 1mm. Na Statifstal petadAikr Bida yia thv kKabAAwon tou £vBetou moAuatBuleviou kat Tnv anoduyn
MIKPOKWVAOEWV otV ApBpwon tou yovatog. Ta epdutevppata Oa npEnel va eival cuppata e Suvatotnta xpriong cvotiuoatog MAonynong
teAevutaiog yevidg to onoio Oa npénel mepthapufavel KAtdAAnAo AoyLlopko yia tnv Wndrakr Xaptoypadnon tng ApOpwong tou MNovatog e odnyieg
oKpLBoUG ooteoTopiag MnpoU Kot KVANG, E§L60pPOTINoN HOAXKWY LOPLwV KAl KLVNATIKA test mpLv Kat e TNV TeEALKH TormoB£tnon Twv
EUPUTEVHATWV.



ENTOAH:2995/21-07-2025 2" ANAPTHZH

YO®1400102(kwb.voooK)-
OALKr) apBpomAQCTLKA YOVATOG HE TOLHEVTO HE Kivnon tou moAvalBuleviou kat Statipnon onicOou

Zuotnpa oAk G apOpomAacTIKAG yOvaTog Nov va Stabétel unplaia npdbeon kpapatog Co28-Cr6-Mo - ISO 5832-4, avatoputkn He
aoUUHETPOUG KOVSUAoUG, TpoxnAia oAioBnong emyovatidag pe ywvia anokALong 6° ano Tov aVOTOULKO Afova Ko ML Ta EKTOG
MOPEKTOMLON 2mm, o€ 13 SltadopeTika HeyEON Kot kvnuaia mtpdBson kpapatog Co28-Cr6-Mo - ISO 5832-4 avatopkn, o 8 StadopeTika
MEYEON cupBatn yia xpron KE TNV npoodepOEVN Unplaia npodeon, pe Suvatdtnta npooONKNG emekTaTKWY otetlewv 11 X 30 & 11 X
65mm, KaAt@AAnAn yia Xprion He akpUALKO ToLuéVTo. EvOETO MOAVaLlOUAEVIOU QLOUHUETPOU OXESLAOUOU, LE EOCWTEPLKOU SLOUEPIOUATOC
“ball in socket” kot e§wtePLKOU Un MEPLOPLOUEVNG Kivnong Stapdpdwon, SLaféoiuo avaloya LLE TIG KVNULOLEG TPOOETELS, OE TOUAGXLOTOV
7 Siadopetika UYPn (10-20mm) ava 1mm . Na StatiBeton petaAAkn Bida yia tnv KaOnAwon tou évBetou moAvatbBuleviou Kat tThv
anoduyn HKPOKLVAOEWV otnv apBpwaon tou yovartog. Ta epduteupata Oa penel va eival cuppatda pe Suvatotnta Xpriong CUCTHHOTOG
NAonynong teAevutaiog yevidg to onoio Oa npémnel neptAapfavel KAtdAAnAo Aoylopiko yia tnv Wnolakn Xaptoypadnon thg ApOpwong
tou Fovarog pe 08nyieg akpLBouc ooteotopiag Mnpou Kat KVnG, E§LooppOmnon LAAAKWVY LOPLWV KoL KIVNHOTIKA test TpLv Kot JE TV

TteAKN TOMOO£TNON TWV EPPUTEVUATWY



