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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 GAleg dwtaéeey (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 ), [lopdypapog Z : TIpocappoyn
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 Emrponnig [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) Evdoec 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 emoijuaven Tov oaplOuod 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/

ITAPAPTHMA A

2YNOAIKH
E/A AAA EIAOZ TEMAXIA AATMANH TMHMA MMAHPO®OPIEX
XQPIZ ®OMA
Y£01020200(kw5.voook)-EYOYIPAMMOI KAI
ENANA®OPTIZOMENOI KONTOPANTEE MHKOYE 75mm 15 TEM 4.200,00€
TPINAHE ZYPPAOHE.
256 YMNEYOYNH
/26-06-2026 TMHMATOZ
9IXB46906K-827 XEIPOYPTEIO Ko MAPFAPQNH
A¥:24/20-05- THA.EMIKOINQNIAE
2026 ©:51 210-4592908
Y2011106(kw8.vocok)-ANATANAKTIKES KAZETES MA
EYOYTPAMMOY: ENANADOPTIZOMENOYS KONTOPANTES 26 TEM 5.040,00€
TPINAHZ SYPPADHS.
MPOAIAFAGES MAPATHMA A
126 56582026 YA00120400(kw8.vocok)-ZET AIAMEPMIKHE AIASTOAHS TIA YNEYOYNH
R ENEMBASEIS TAXEOZ ENTEPOY-OPOOY,AIAOIOY. NA XEIPOYPIEIO K T““:X'Q"FQL%ZNH
A% :24/20.05. 96"146906K-Y®D1 AIAGETEI MOIKIAIA SXHMATQN KAI MEFEOQN ( 10 TEM 3.000,00€ THAEMIKOINONIAS
2026 051 TOYAAXIZTQN 6), MOY NA MMOPOYN EYKOAA NA 9104592908
NPOSAPMOXTOYN ZE AIAQOPES ANATOMIKES NEPIOXES KAI
AYNATOTHTA ENAATOMNOGETHEHE TON KOPAONIQN KATA




TH METIZTH EKOEZH TOY XEIPOYPTIKOY TPAYMATOZz. ME 10
EAAZTIKA AITIZTPA ANA ZYZKEYAZIA KAI TPEIZ
AIADOOPETIKOYZ TYNOYZ FTATZQN AMO ANOZEIAQTO
XANYBA.

MPOAIATPADEZ MAPAPTHMA A

YZ015020(kw6.vocok)-AABIAA HAEKTPOGEPMIKHZ
2YTKOAAHZHZ KAl AIATOMHZ AITEIQN EQZ KAI
7mm,ME AYTOMATH OANOKAHPQZH TOY KYKAOY
AMOAINQZHZ,ENZQMATQMENO

126-06.2026 KAAQAIO,XEIPOAIAKOMTH,ENSQMATQMENH KOMTIKH M
PW8446906K- | AAMA,ZEXQPIZTH ZKANAAAH MHXANIKHE KOMHE,ME 10 TEM 7 650.00€ XEIPOYPTEIO Ka MAPFAPQNH
AZ%:24/20-05- ZAr NEPIZTPO®H ,AIAMETPO 5mm,MHKOZ STYAEOY ’ THA.ENIKOINQNIAZ
2026 ©:51 23cm,ME KYPTES SIATONEZ TYNOY MARYLAND 210-4592908
ENEPFOY AKPOY 20mm KAI KOMHZ 18mm,ME
MONONAEYPO ANOIFMA KAI ENIKAAYMENEZ
SIATONES (MA ANOMYIH EZXAPAS)
MPOAIATPADEZ NMAPAPTHMA A
260 AMOZTEIPQMENO BAMABKI ME AKTINOZKIEPO NHMA YMEYOYNH
126-06-2026 OAHIO PATTIES ME TH MEFIZTH AYNATH TMEMATOS
PEOP46906K- AMOPPOMHTIKOTHTA AIAZTAZEQN : 1.)2.000 TEM 6.400.00€ XEIPOYPFEIO Ka MAPTAPQNH
AX:24/20-05- 8=v¥ 1.YN00100100(kwb.voook)-1cmx5cm 2.)2.000 TEM : ’ THA.ENIKOINQNIAZ
2026 ©:51 210-4592908

2.YN00100200(kwé&.voook)-1cmx1lcm
AMAPAITHTH H NMPOZKOMIzH AEIFTMATOZ




MMAPAPTHMA B’
(Amoterel avamdGTOGTO TUNHO TG SLOKTPLENG)
OPOI XTYMMETOXHZX

1. H mpoopopd Ba mpémetl va £xel T LOPPT TOV TEVOKO TOV EMGVLVATTETOL GTO
[Moapéptnua I

2. YmebOvvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vIapyEl AUETAKANTY KOTASIKAGTIKY ATOQacT €15 fAPog TOV OIKOVOUIKOD

@opéa (amd TO VOULIO EKTPOGMOTO TOV POPEN) 1) KOL TOL PLGIKOV TPOSMTOL (T0 0moio givol LEAOG TOV d1OKNTIKOV, d1EVBVVTIKOD 1|
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AYNG ATOPAGEMVY 1) EAEYYOV GE 0VTO) Yo £vav omd Tovg KATOL Adyoug:

®  GUUUETOYN OE EYKAMNATIKT opydvmon-

e Jdmpodokia



e oamatn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMUOTE GUVOEOUEVO IE TPOUOKPUTIKES OPUCTNPLOTITESG

®  VOHIPOTTOiN 61 €600V U0 TOPAVOUES OPOUCTNPLOTNTES 1| YPNNATOIOTN G TN TPOLOKPUTIOG
*  TOOKI] EPYOCio Kol AAAES HOPPES epmopiag avlpOTOV.
e Eivar goporoyikd evijuepog

o 'Eyel katafdrier TIC E10QPOPES KOLVOVIKIG 0.6QAAGNG

Yroypewtikd va oniovovtor Kodwog [Hapatnpnmpiov Tywov, GMDN kot kwoikdg EKATITY
H owovopkn mpoocpopd Ba katatiBeton amokieictikd o EURO.

Ov vrofariopeves TPOSPOPES LGYVOVY KOl OEGUEVOVY TOVS OLKOVOUIKOVS POPEIS Yo ordotnpa eveviivta (90) nuep®dv amd tnv

EMONEVY] TNG KATOANKTIKNG nuepopnviag vrofoine. Ilpooceopa n omoia opiler xpovo 1600g PIKPOTEPO 0O TOV AVOTEP® TTPOPAETONEVO
OTOPPITTETUL MG PUT] KOVOVIKI].
INoooa: EAAnvu

7. Xg mepimtowon KoatakOpwong: a) N mapddoon Oa yivetor eviog tpiov (3) epyacipov nuep®dv omd ™ ANyYn g mopayyeAiog ,

extog ov opileton Olapopetikd kot’efaipeon,  P) N moapddoon twv €W0®V Bo yivetow pHe @POvVTIoN Kol OATAVES TOL

IIpounBevtn, ot AnoBnkeg g Ymnpeoiog pag.

8. II\mpoun: H minpoun Oa yivetoar oe gupd, petd amd mponyoduevn Bedpnon tov YpnUOTIKOV EVICAUATOV TANPOUNG and TOV

apurooo Enitpomro tov EAeyktikon Xvvedpiov.



9. «ZUpowva Pe TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kdi®ouv NAEKTPOVIKA TIHOAGYIA yia Sarrdveg o€ kTéAeon ouuBdoswy (N.4412/2016) PE UTTOXPEWTIKH avApTNON
otnv_EAHT.

O voyn 1ot VToBEAAOVY €T OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :
2 g TEPImTOSN un vrrofoinc 1 un TPoGNKOVGAC VTOPBOAC TOV AVUQEPOUEVOYV TLO TAVW, 1] TPOGPOPA ATOPPITTETOL OO
OTOPAOEKTT).
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NMAPAPTHMA A

EPEYNA AIOPAZX:257/26-06-2026

TeXVIKEG AMALTAOELG
1.Na katotebei yia 6Aa ta €ibn mpwtdtumo GuANaSLo 08NyLWY TOU KOTAOKEUAOTH olkou ota EAANVIKAL.
2.Na katateBel KAk BLBAloypadia kat va mephapBdvovtol Touhdxlotov U0 SNUOCLEUUEVEC KALVIKEG UEAETEG YLO TO
KAOe mpoodepdUEVO 160C i} KAWVIKEG LEAETEG E TTIPOTOVTA TOU LE{OU KATAOKEUAOTIKOU O{KOU HE aVTioTOLYA TEXVIKA
XOPAKTNPLOTIKA 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 epyaleiwy va gival dvw Twv 2 €TWV.

4.H emutpornr] TeXVIKAC afloAoynong exetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntovpeva tng SltakApuéng av auto
BewpnBel okompo. Adyog anoppudng Oa anmoteAel To ATMOTEAECUA PETA ATIO XPrON O€ XELPOUPYELO 1 O€ Tpocopoiwaon
Xelpoupyeiou.

5.0mou {nteital epyaleio Kal avtalAaKTlkeG KePOAEG sival amapaitntn n mpoodopd o€ OAOUG TOUC AUEOVTEG TOU
niepthapPavovtal (epyadeiou kal avtalakTikwy kebaAwv), et mown andppung.

6. H mpounBeutpla etalpeia, o€ mepinmtwon mou sivat SladopeTIK AMO TNV KATACKEUAOTPLA, Vo KataBéoel umevBuvn
SnAwon mou va avadépel OtL gival ggouclodotnuévn anmd TOV KATACKEUAOTLKO OIKO yla TNV TEXVLKN UTOOTAPLEN TWV
TPOLOVTWY Kal Thv THpNnon Twy Stadikaclwyv o mbavr avakAnon/amnoécupon mpoiovtog.

7.H kdBe npoodépoucoa etalpeia, oe mepimtwon mou gival SltadopeTK Ao TNV KATAOKEUAOTPLA, VO TPOCKOoUioeL SnAwaon
NG KOTAOKEUAOTPLOG £TALPEiOG MOV va avadEPETAL OTOV CUYKEKPLUEVO SLaywVLoPO Kol va SnAwvel OtL oe mepimtwon
KotakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba SeCUEUTEL va TNV TPOUNBEVOEL e TN
GUYKEKPLUEVN TTOCOTNTA TWV KATAKUPWOEVTWY 6wV TNG cUpPacnG.

8.H kaBe mpoodEpouoa eTalpeia, o€ MEPIMTWON TIOU ival SLAPOPETIKN OO TNV KOTOOKEUAOTPLA, VO TTPOCKOUIoEL SAAwON
NG KATAOKEUAOTPLAG E€TaLpeiag mou va SnAwvel OtL n mpoodépouca Ba EVNUEPWVETAL ylo OAEC TG TUBAVE(
avakAfoelg/anocUpoeLg MPOIlOVIWY, OXETLKEG E T £16N TIOU €XEL IPOOdEPEL OTO SLOYWVLOUO.

9. H kdBe mpoodépouca etatpeia, vo SLaBETEL ApTLOL EKMALSEV LEVO/TILOTOMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLAL
etatlpeia (motomoinon €wg 2 mponyoUeva £TN) YL TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELO Ko €§0UCLOSOTNUEVO TR
service yla mBavoéd anapaitnto cuvodd e€omALoUO yla thv Katnyopia H.

10.AAAWGN TOU KOTAOKEUAOTIKOU OlKOU OTL Ta TTPOLOVTA ELvaL yVroLa Kol aUETaXElpLoTa.




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 kalt €£ouclodoTNOoN AUTOU QMO TOV KATAOKEUAOTIKO Oiko B. va katatebel KOTAAOYOG TwV KUPLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

12. Ta mpoodepoOpeva UAKA Ba ipenel va elval kowvomotnpuéva 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 ou InTolvtal Ba MPEMEL va oUUITANPpwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataldyou 1/kat TexVIKwV GuAladiwv g
KOTAOKEUAOTPLAG eTalpeiog. OAoL ol kwSLkol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va ermuonuaivovtol
OTOUG avtioTtoloug KataAoyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va TepAapBAVOVTAL T TILO TIAVW OTOLXELX Vo amoppimTovTal.

15. 3 kGO a/a otov omoio mpoteivetal avalwaotpo mou Xprlel eEOMALOUO/YEVVNTPLA YLO VO AELTOUPYNOEL, O HELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.

EPEYNA AIFOPAZ:256/26-06-2026

MPOAIATPA®EE I'IA KOIITOPAIITEX
3 MAHE ZYPPADHL

Toomua evBiypeppoy ETOVapOPTILONEVOD KOTTOPATT] GvoUYTHg YEPOUPYIKAG  piikoug
ypappig cuppapiig 81 mm pe ypappn Swropfc 78 mm o pénot oxodomibma, v
Séyetar kaoiteg mov Ve epappdlovy Tpuhi| ypapph cvppaghc sxatépobev g APARAS
Swrtopng, pe kam oypipetog 3D amd xpdpe nraviou(2,5% ﬂuv&ﬁm&%uloupwuf) yu
kekbrepn oipdotecn suapahifoviag Spac exapkr mpdtoon v 10700, Now TekppubveTaL
emOTUovIKG 70 60Erog Tov Tpocdidel N choTacn g YPapg cuppagiic.To khan v Exel
yog odog 4.3 ik ke va pubpiletal n obyiherot Tov o B kaotte Tpw TV Topodaman
ovékoye pE T0 MK0g 0V wTod: 1,5mm yu xavovikd, 1.8mm e eviudpeco wot 2mm yu
nad woto. Na Swbérer ovnolotnmia) Aepr, npoeléyovon empdvew 010 méls;((?q oL
epyaheion Y mapdhinhn obykeon Tov okeldv kot Suvatdmyra appimhevprc Tpoddtnong
VTHPYEL SUVETOTTE EnGVOTPOdSTONG TovAdytoTov 12 popéc avd spyadeio.

[POAIATPA®EL I'TA KALZETEE
3 HAHE EYPPAOHZ

Avtadhoxmikég kepodés v tpia Siapopetikd wym 10ToD, KE EvoouaTOpEV Kotk Adpa,
1oyupd KA omd Kphye Taviov (va mepuiyer 2,5% Bavédio-3%alovpivio), Vyog avleoﬁ
Wam 4,3mm ko €8 ypapupés cvppagpric 7Smm. Te km ve kisivowv oe Tprodidotatn
KetebBuvon.



