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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommc 1oyvovV:
1.1. Tov N. 4412/2016 « Anuooieg Xvppacelc Epywv, I[lpoundeidv kot Ynpeoiov »

( ®EK 147 / 08-08-2016)

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

1.3. Tov N. 2955/2001 «IIpounfeteg Nocokopeiov Kot Aomav povadwv vyesiog twv
[Me.Z.Y. xar aAleg dwtaéeey (O.EK. A" 256 / 2-11-2001), énwc Tpomomotnuévog

oY VEL.

1.4. Tov N. 2362/1995 «llepi Anunociov AoyiotiKod, €AEYYOL TOV JOTAVAOV TOV
Kpdrovg kar aireg drataéeigy (OP.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152/2013 (®.E.K. 107 A’/ 9-5-2013 ), [Tapaypapog Z : [Ipocapuoyn
mg EAnvikng Nopobeciog oty odnyia 2011 / 7 g 16-2-2011 vy v

KOTATOAEUNOT| TOV KAOLGTEPNGEMV TANPOUDV GTIG EUTOPIKES GLVOAAAYEC.

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 Yanmpesiog 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 apiOuov 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
vt (cvumePLOUBOVOLEVEOY 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

A/E

EIAOZ

TEMAXIA

ZYNOAIKH
AANANH
XQPIZ ®MNA

TMHMA

IHAHPO®OPIEX

708
/16-02-
2026

AZ:5/04-
02-2026
0:10

947246906K-
30K

YX00372000(kwd.voook)-OHKAPI EPIAZIAZ A EYKAMITO
OYPHTHPOZKOIMHZH, MNA ZYNEXH MPOZBAZHZTON OYPHTHPA
KAI TO NE®PO ,EYKAMIMNTO,ATPAYMATIKO ME EIZAMQrEA
,YAPOO®IAH ENIZTPQZH ,AKTINOZKIEPH ENAEI=H KAI ZYZTHMA
ZTAOEPOIMOIHZHZ ,ME AYNATOTHTA METATPOINHZ TOY
OAHIOY ZYPMATOZ EPIrAZIAZ ZE OAHIO ZYPMA AZ®AAEIAZ
AlNO ZEXQPIZTH OINH ZTON EIZArQreA.
AMNAPAITHTO QZ YNOAOZ EZOINAIZMOZ TOY NEOY
EYKAMMNTOY OYPHTHPOZKOMMIOY
.AMAPAITHTH H MPOZKOMHZH AEIrMATOZ.

( **H ANMOZTOAH TQN AEIFMATQN NA EXOYN KATATEOEI
TO APIOTEPO MPIN THN AH=H THZ NMPOZKAHZHZ,AAAIQZ
AEN OA METPHZH ZTHN AZIOAOMHzZH THZ
NMPOMHOEIAZ**)

1.0HKAPI EPTFAZIAZ A EYKAMINTH OYPHTHPOZKOIMHZH
EXZQ AIAMETPOY 10ch ,EEQ AIAMETPOY 12ch KAI
MHKOYZ 35cm

5 TEM

2.0HKAPI EPT'AZIAZ A EYKAMNTH OYPHTHPOZKOIMHZH
EZQ AIAMETPOY 12ch ,EZQ AIAMETPOY 14ch KAI
MHKOYZ 35cm

5 TEM

4.000,00€

XEIPOYPTEIO

YNEYOYNH TMHMATOZ
Ka MAPITAPQNH
THA.EMNIKOINQNIAZ 210-4592908




3.0HKAPI EPT'AZIAZ T'A EYKAMNTH OYPHTHPOZKOIMHZH

EZQ AIAMETPOY 10ch ,EEQ AIAMETPOY 12ch KAl 5 TEM
MHKOYZ 45cm
4.0HKAPI EPIAZIAZ A EYKAMMNTH OYPHTHPOZKOIMHEIH
EZQ AIAMETPOY 12ch ,EEQ AIAMETPOY 14ch KAl 5 TEM
MHKOYZ 45cm
YZ01020300(kwd.voook)-EYOYTPAMMOI KONTOPANTEXZ
AMOINAEYPHZ MYPOAOTHZHZ 80-4,8mm A MAXEIZ IZTOYZ ME
/12:_"52_ KOMBIO ANAZO®AAIZHZ THX KAZETAX 30 TEM 2.250,00 €
2026
YNEYGYNH TMHMATOZ
. YINZ46906K- XEIPOYPTEIO Ka MAPIAPQNH
%ggg?é— YKB THA.ENIKOINQNIAZ 210-4592908
0:10 YZ01110700(kw5.voook)-ANTAAAAKTIKEZ KAZETEZ A
EYOYTPAMMOYZ KonTg?rglgEz 80-4,8mm A NAXEIZ 30 TEM 1.350,00€
NPOAIArPA®EX NAPAPTHMA A.
713
/ 12%'%' YA001169(kw85.voook)-EQAHNZA MAPOXHE CO,3 AYAQN FIA
6NP®46906K ZYNEXOMENH KAI AAIAKOMH EM®Y2ZH:H,METPH:H Y"EYGYNHKTMHMATOX
- a
AT:5/04- ®Oor ENAOKOIAIAKHE MIEZHE KAI ANATQrH EKKENQZH 20 TEM 2.680,00 € | XEIPOYPTEIO | \\iorboNHTHA EMIKOINGNIAS
02-2026 KAMNOY.ME EN3QMATQMENO QIATPO ULPA. 210-4592908

0:10

MPOAIATPADEZ NMAPAPTHMA A.




714

/16-02- YA001168(kw8.voook)-OMTIKO TPOKAP 3 AYAQN A
2026 SYNEXOMENH KAI AAIAKOMH EM®YZHEH,METHPHE YNEYOYNH TMHMATOZ
9I'IX%:8%06K- ENAOKOIAIAKHE MIEZHE KAI ANATQrH KAMNOY. 20 TEM 2.520,00€ | XEIPOYPTEIO MAPFAPQNHTI-Il(IaEI'IIKOINQNIAZ
AZ:5/04- 210-4592908
02-2026 NPOAIATPADES MNAPAPTHMA A
0:10
715 YMO01301903(kwéd.voook)-TPIZAIAZTATO NAETMA AIAZTAZEQN:
/1260_362_ WN5W46906K- MOAYNPONYAENIOY APAIHZ NAE=HZ ME ENIZXYMENH 11X16(+)cm APIZTEPO 20 YI'IEYGYNHK(;I'MHMATOZ
AS:5/04- 63P NEPIMETPO KAI ENAEIZH MEZHZ TPAMMHZ lA TEM 14.000,00€ XEIPOYPTEIO MAPFAPQONHTHA.EMIKOINQNIAS
022026 AMOKATAZTAZH BOYBONOKHAHE AANAPOZKOMIKA 11X16(+)cm AEZ 210-4592908
0:10 .NPOAIATPADES MAPAPTHMA A 20 TEM
Avatomikd, npooxnpatiopsvo  mAsypa  AamapooKOTUKNG,
efoneprrovaixie  amoxavdotaong  Boufavoxiing  Kai
pnpoxnAng anotcdoupevo amd 25% cdagpl povoxAwvo
716/16- noAunponuAévio xat 75% anoppogiopo Poly -L Fadaxtikd
02-2026 oU (PLLA. YMO006018(kwd.voook)- YNEYOYNH TMHMATOX
AX:5/04- WYEI9N46906K- 20 TEM Ka
- 7.400,00€ XEIPOYPIEIO
02-2026 PAE : | : - - 10Tep(AEZIA ’ MAPFAPQNHTHA.EMIKOINQNIAZ
510 To méypa va etvar oxebiaopévo va axodouBel v avatopta g 1OTsp(A(PIZTEP)A) Mplabon

BouPevikrg neptoxg. Na exet évefn yia owotr) tomofémon xat
kafnoon. H avioxr) tou mhéypatog péXpt v MATPY amoppognar
PLLA va rapapéver 16N/cm. Maxponpdeopa va péver povo 25%
ano 1o apxKd UAKG ordte 1) aloBnon §Evou odpatog va pelwvetat
ato eAdxuoro.




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 VOULLO EKTPOGMMTO TOV POPEX) 1] KOL TOL PLGIKOV TPOSMTOL (To omoio givar LEAOG TOL dtotkNTIKoD, d1evBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AYNG ATOPAGEMVY 1) EAEYYXOV GE AVTO) Yo Evav od TOvG KATOL Adyoug:

®  GUUUETOYY G€ EYKANNOTIKI opydveon:

e dmpodokia

e ogmatn

® TPOMOKPUTIKA EYKANNATA 1] EYKAMNOTE GCUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTOiIN 61 E600MV 00 TOPAVORES OPUCTNPLOTNTES 1] YPNNATOOOTI|ON TI|S TPOUOKPATIOG

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

o 'Eyel katafdriel TIC E10QPOPES KOLVOVIKIG 0.6QAAGNG

Yroypewtikd va oOnAovovtol Kodwog [Hapatnpnmpiov Tywov, GMDN kot kookdg EKATITY



H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

Ov vrofariopeves TPOGPOPES 1GYVOVY KAl OEGUEVOVY TOVS OLKOVOUIKOVS POpEig Yo ordotnua evevivta (90) nuep®dv amd tnv
enMOpEV TNG KOTAANKTIKIG nuepounvias vrofoinc. Ilpocpopd n omoia opiler ypovo 160G MKPOTEPO GO TOV AVAOTEPO TPOfrenopevo
OTOPPITTETAL MG T KOVOVIKI].

INaoooa: EAAvikn

7. Xe mepImTOon KATAKVPOONG : o) 1 mapdooon Oa yivetar eviog tpidv (3) epyacipov MUEPOV amd TN ANYN TG TopayyeAog ,
extoc av opiletar Sapopetikd kat’eaipeon, B) N mopdadoon Ttov WOV Oa yivetow pe @poviido Kol SAmAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

8. II\poun: H minpoun Ba yivetar oe gvpd, petd amd mponyovpevn Bedpnon tov YpMUATIKOV EVICAUATOV 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
£kdidouv NAEKTPOVIKA TINOAOGYIA yia Sarrdveg o€ kTéAson ocuuBdoswy (N.4412/2016) YE UTTOXPEWTIKN AvAPTNON
ornv_EAHT.

Ot vrroymerot vroBaAlovy entl OV ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g TEPIMTOGN U vrofoinc 11 un TPoGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAVO, 1] TPOGPOPU ATOPPITTETOL OC
OTOPAOEKT).
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ENTOAEZ:711/16-02-2026,700/16-02-2026.

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

2.Na katateBel kAwvikr BLBAloypadia kat va mephapBdvovtol Touhdxlotov U0 SNUOCLEUUEVEG KALVIKEG UEAETEG YLO TO
KAOe mpoodepdUEVO 160C i} 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 Huepopnvia Ajgewg Twv gpyaleiwy va gival dvw Twv 2 €TWV.

4.H emutporntr] TeXVIKAC afloAoynong exetL Sikaiwpa va {ntrioel Seiypata mépav and ta {ntoveva tng SltakApuéng av auto
BewpnOel okoTIUO. 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 avtarlakTikwy 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 KATACKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWM
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 ETALPEiOG OV va avadEPETAL OTOV CUYKEKPLUEVO Slaywviopd kat va SnAwvel OtL og mepimtwon
KoTakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVOEL e TN
CUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY €6WV TNG cuUPBAONG.

8.H kaBe mpoodpépouoa etalpeia, og mepintwon mou eival SLadopeTIKA amod TNV KATACKEUAOTPLA, VO Tipookopiosl SAAwon
NG KaATookevuAoTplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evNUEPWVETAL Yyl OAeG TG TLBavE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL 0TO SLOYWVIOUO.

9. H k&Be mpoodépouca etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOTMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
etalpeila (motomoinon €wg 2 mponyoUeva £TN) yLa TNV TEXVLKH UTIOOTHPLEN OTO XELPOUPYELD Ko €§0UCLOSOTNUEVO TR
service yla mBavéd anapaitnto cuvodd e§omALouo yla Thv Katnyopia H.

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




11.Ma TNV TEXVLKA KOL ETMOYYEALATLKY LKOVOTNTO OL OLKOVOULKOL dpopeig amatteltal: a. va dnAwcouv otL SLaBETouv POVl
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 avadopad otnv afia tng cupBaonG, TWV MPOCHEPOUEVWY TTPOIOVIWY KoL 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 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 eTalpeiag. OAoL ol kwSLKol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtotl
OTOUG avtioTtoloug KataAoyoug r/kat ta texvikd Gulhddia, mou Ba emouvantovtal. MNpoodopéc ou umoBarovral 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€OMALOUO SwpeAv TIPOC Xpron yla 600 Slaotnpa SlopkEoeL n PounBeLa.




