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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvpupdoceic Epyov, [pounbeiomv kot Yanpesudv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevemV amd to0 YTovpyeio
Yyelag kot Kowvovikig AAAnAeyydng kou dAleg dwotaéeigy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopeiov Kot Aowmdv povadwv vyeiog tov
[Me.Z.Y. ot aAleg dwtaéeiey (O.EK. A" 256 / 2-11-2001), énwc Tpomomotnpuévog

oY VEL.

1.4. Tov N. 2362/1995 «Ilepi Anpociov AoyioTikov, €AEYYOL T®V JOTOVOV TOL
Kpdrovg kar ahreg drataéeigy (O.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

15. Tov N. 4152/2013 ( ®.E.K. 107 A’/ 9-5-2013 ), apdypaeog Z : TIpocappoyn
™mg EAnvikng Nopobeciog oty odnyia 2011 / 7 g 16-2-2011 yia v

KOTATOAEUNOT| TOV KABLGTEPNGEMV TANPOUDY 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 Emrponnic 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 1 arrodond. B) Evodoelg mpounbevtov mov vmoPdAilovv Kown

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 ®po

m¢ dSwdkaciag oto mail g Yanpesiog mprom3@tzaneio.gov.gr

e TmepinTtwon mov 0 OYKOS TWY OIKALOAOYNTIKOV &ival UEYHAOS
nopoKaleiote OTws Katateovy oe pakxeio oo Ipapeio Ilpwtokdéliov Tov

Nocoxouciov (ue emoijuaven tov oplOuod TPWTOKOIL0V TS AVAPTHOHS).

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. HNEPII'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 (cvumeplopBovoévay OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKTY LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

ZYNOAIKH
AAMANH
AE AAA EIAOZ TEMAXIA XQPIE ®MA TMHMA IAHPO®OPIEX
SET AOPOIKOMHIHS:
1)YOM®0402605(kw8.voook.)-APOPOZKOMIKA 10 TEM 1.060,00 €
FAYOANA.A/A NAPAT.40.8.115
YNEYOYNH
139 WWEY46906K- 2)YN®0600703(kw8.vocok)-HAEKTPOAIA TMHMATOZ
/10-01-2024 20z EZAXNQEHZ-ZYPPIKNQIHE IETON. A/A 10 TEM 1.680,00 € XEIPOYPTEIO Ka MAPTAPQNH
THA.EMOIKOINQNIAZ
MAPAT.40.8.89 210-4592908
3)YN®0600903(kwd.voook)-ANAAQZIMA
ZYZIKEYHZ ENAAPOPIKHE MIEZHE.A/A 40.8.94 10 TEM 590,00 €
YN®1700301(kwd.voook)-MAEKO KAGETOX VIEYOYNH
153 AAKTYAIOE TYMOY HALLOW FIA AKINHTOMOIHEH TMHMATOS
AMEE.
/10-01- | 93BY46906K-XOA NA EINAI SYMBATO ME MAFNHTIKO 1 TEM 3.500,00 € XEIPOYPTEIO Ko MAPFAPQNH
2024 THA.EMOIKOINQNIAZ
TOMOIPA®O . 210-4592908
MPOAIAFPA®ES MAPAPTHMA A.
YM001036(kwd.voook)-MOEXEYMA MAM
UNIGRAFT KDV MAEKTO
EMMOT.ZEAAT.MAPAK.100/60 YNEYOYNH
138 80mm.MAZXAAOAIMHPIAIA ZYNOETIKA TMHMATOX
/10-01- | 9E7346906K-B40O MEPIGEPIKA MOEXEYMATA AM KNITTED 1TEM 3.200,00 € XEIPOYPTEIO Ko MAPFAPQNH
2024 (TrAekT0)DACRON STANDARD WALL ME THA.EMOIKOINONIAS
AAKTYAIOYZ 5E OAO TO MHKOS ,MHAENIKHE 210-4592908
AIAMEPATOTHTAS EMMOTIEMENA ME ZEAATINH.
MPOAIArPA®ES MAPAPTHMA A




145
/10-01-
2024

YIW546906K-NZE

XEIPOYPI'IKA PAMMATA MONOKAQNA
,BPAAEIAZ ANTOPPO®HZHZ AITO
MOAYTIT'AYKONATH HTIOAYAIO=ANONH, NA
NMAPEXOYN ZTHPI=H IZTQN AIATHPQNTAZ TO 70-
75% THZ TAZHA TOYZ I'A 14 HMEPEZ META THN
EMOYTEYZH KAI NA ATOPPO®OYNTAI NMAHPQZ
2E 180-210 HMEPEZ.Ol BEAONEZ NA
AMNOTEAOYNTAI ANO YWHAHZ MNOIOTHTAZ
KPAMA XAAYBA 440 KAl ANQ “n AAAO
IZOAYNAMO ME NEPIEKTIKOTHTA 8-10% ZE
NIKEAIO ME ENIKAAYWH ENIZXYMENHZ
ZINIKONHZ QZTE NA EEAZOAAIZETAI MEMIZTH
OAIZOHPOTHTA I'lA MOAAANAA NMEPAZMATA.
AMEZH NAPAAOZH.

1)YP00707500(kwd.voook)-A./A.NTAPAT.49.11.4-

USP 2-0 ME BEAONH ZTPOITYAH 36mm,MHKOYZX 720 tem 2.527,20 €
75cm
2)YP00707200(kwd.voook)-A/A.NAPAT.49.11.34-
USP 4-0 ME BELONH 1/2 KYKAOY ZTPOITYAH 120 tem 177,60 €

30mm, MHKOYZ ANO 75cm.

XEIPOYPTEIO

YMEYOYNH
TMHMATOZ
Ka MAPITAPQNH
THA.ENOIKOINQNIAZ
210-4592908




234
/11-01-
2024

WE5Q46906K-Y27

YN®0500203(kwd.voook)-AIMOZTATIKH ZEAATINH
OPOMBINH 20001U ,ZE ZYZKEYAZIA ENOZ
TEMAXIOY MEFAAYTEPH TQN 6ml,I'A ENMAPKEIA
ENOZ TAMAXIOY ANA XEIPOYPIIKH
EMNEMBAZH,ME MIKPOTEPH TIMH ANA ml
TEAIKHZ OYZIAZ. NA EXEI ZTAOEPH ZYZTAZH
(PEOAOTIKA XAPAKTHPIZTHKA) TEAIKHZ OYZIAZ
A OzZO MEFAAYTEO XPONIKO AIAZTHMA. NA
ZYMMEPIAAMBANETAI ZTH ZYZKEYAZIA
EYKAMMNTO AKPO®YZIO (ME MNHMH)ME
AYNATOTHTA AEITOYPIIKHZ KAMWHZ 360 I'A
ANATOMIKA AYZIMPOZITEZ NMEPIOXEZ KAI
AKAMIMTO AKPO®YZIO ME AYNATOTHTA KOMNHZ
2TO EMIOYMHTO MHKOZ,TO OINOIO EITYATAI TO
MH TPAYAMATIZMO TQN EMIKEIMENQN IZTQN ZE
NEPINTQZH ENA®HZ ME AYTOYZ. NA
AIMOPPO®ATAI ZE 4-6 EBAOMAAEZ. ONA TA
ANQTEPQ NA AMNOAEIKNYONTAI ZYM®QNA ME
TO ErXEIPIAIO XPHZEQZ,"H AHMOZIEYMENEZ
MEAETEZ,n"AAAOYZ TEXNIKOYZ ®AKEAOYZ KAl
OXI MPOIONTIKA AIA®HMIZTIKA ®YAAAAIA.

30 TEM

8.220,00 €

XEIPOYPTEIO

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




ITAPAPTHMA B’

(Amotelel avamdoTaoTO TUNWA TNG O10KNPLENG)

OPOI XYMMETOXHX

1. H mpocpopd Ba mpémet va £xel T LOPPY| TOV TIVOKO TOV ETIGVVATTETOL 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 EKTPOCHOTO TOL POPEN) 1) KOL TOV PLGIKOD TPOGMTOL (TO 0TO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 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] EYKMRATO CUVOEOUEVOE PUE TPOUOKPUTIKES OPUCTNPLOTNTES

®  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 0GQAAIGNG




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

INowooa: EAAvi
6. e mepimtwon KoatakOpwong: a) N moapddoon Oa yivetor eviog tpidv (3) epyaciyomv nuep®v omd ™ ANYN TG TopayyeAiog ,
extog ov opileton OlapopeTikd kot’efaipeon, PB) N moapddooon twv €0®V Bo yiveTow pHe @POVTION Kol OATAVES TOL

[TpounBevt, otig Amodnkeg g Ymnpeoiag poc.

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

appodo Enitpono tov EAgyktikon Xvvedpiov.

Ot vrroyMmerot vroBaAlovy entl OV ATOPPLYNG THY TPOGPOPE TOVG NAEKTPOVIKA :
1€ TEPIMTOGN U vrofoinc 11 un TPOGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAVW, 1] TPOGPOPA ATOPPITTETOL (OC
OTOPAOEKT).




ITAPAPTHMAT ’
YIHOAEIT'MA IIINAKA
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ENTOAHX

HHEPITPA®H
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TIMH
ITPOX®OPAX
ANA
TEMAXIO
XQPIYX OITA

KQAIKOX
ITAPATHPHTHPIOY

TIMH
ITAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

EO®




NMAPAPTHMA A
ENTOAH:138/10-01-2024

TeXVIKEG
OLTLOLLTA O ELC

1.Na katotebel yla 6Aa ta €ldn MPwTOTUTIO GUAANASLO 08NYLWV TOU KATAOKEVOOTH Olkou ota EAANVLIKA.

2.Na katateBel kAN BLBAloypadia kot va mepthapBavovtal TOUAAXLOTOV U0 SNLOCLEUEVEG
KALVLIKEG UEAETEG YLa TO KABE MPoodepOUEVO 160C 1 KALVIKEG LEAETEC L TtpolovTa Tou L&iou
KOTQOKEUQOTLKOU OIKOU HE OVTLOTOLYO TEXVIKA XAPOKTNPLOTIKA cUdwva Kot e MDR article 61 Clinical
Evaluation annex Ill, Clinical Evaluation and Post Market Clinical Follow up annex XIV kat ta

TIVEU LOTIKA SIKOLWUOTA TWV cuyypadEwv.

3.H Huepopnvia Anéswg Twv epyodelwv va elval Avw TwWV 2 €TWV.

4.H smutpornn texvikng afloAoynong €xel dikailwpa va Intriost deiypota mépav amnod ta {ntolueva
¢ Slaknpuéng av autd BewpnBel okompo. Adyog anmdppupng Ba anoteAel To AMOTEAECHUA LETA OO
Xpron o€ Xelpoupyeio | o mMpocopoiwaon

XElpoupyeiou.

5.0mou {nteitol epyaleio kal avtoAAOKTIKEG KePOAALG lval amapaitntn n mpoodopd o OAOUG
TOUG auvgovteg mou
nepthappavovtal (epyadeiou Kol avtoaAAaKTIKWY Kepalwv), eni mowvn andppubnc.

6. H mpounBeltpla etalpeia, o nepimtwon mou eival StadopeTiky amd TNV KATAOKEUAOTPLA, VO
kataBéoel umeBuvn dNAwon mou va avadEpel OTL eival e€ouclodoTNUEVN ATIO TOV KOTOLOKEU ACTLKY
olko yla TNV TEXVIKN UTOOTAPLEN TwV TPOLOVTWVY Kal TtThv Tpnon twv Sadlkaclwyv o mibavh
avdakAnon/andéoupon mPoiovTo..

7.H kdBe mpoodEpouca eTalpeia, o MePMTWON TIOU €lval SLADOPETIKA Ao TNV KATACKEUAOTPLA, VO
TipooKopioel SAAWON TNG KATAOKEUAOTPLAC £TAlPElag TTOU va avadEPETOL OTOV CUYKEKPLUEVO
Slaywviopd Kal va SnAwvel OTL og TMepimtwon Katakupwong ocuUpPacng otnv mpoodépouoa

gtolpeia, n katookeudotpla Oa Seopeutel va tnv MpopnBOevoel pe T
OUYKEKPLUEVN TTOCOTNTA TWV KOTOKUPWOEVTWY eL6wV TNG ouuBaonc.




8.H kdBe mpoodépouaoa statpeia, oe mepinmtwaon mou eival SLadpopeTIKY Ao TNV KATAOKEUAOTPLA, VA
ipooKopioel SAAWON TNG KATAOKEUAOTPLAG eTalpeilag mou va SnAwvel OTL n mpoodépouca Ba
EVNUEPWVETAL YLa OAEC TIG TUOAVEC avaKANOELG/ATIOCUPOELG TIPOTOVTWY, OXETIKEG HE Ta (6N TTOU €XEl
pooPEPeL 0TO SLAYWVLOUO.

9. H kdBe mpoodEpovoa etalpeioa, vo SLOOETEL APTLO EKTTALSEUUEVO/TILOTOTIOLNUEVO TIPOCWIILKO artd TNV
KOTAOKEUAOTPLA eTaLpeia (mLotomoinon £€wg 2 mMponyoUHeva £Tn) yLa TV TEXVLKH UTOOTHPLEN OTO
XElpoupyeio kKol e€ouclodotnUévo TUNHO service yla TiBavo amapaitnto ouvodo €€omALoUO yLa
Vv Katnyopla H.

10.AnAwON TOU KATAOKEUAOTLKOU OIKOU OTL TA TTPOoLOvVTa €ilval yvRola Kol aUeTaXElpLoTa.

11.Ma TNV TEXVLKNA KOL EMOYYEAUATIKI LKOVOTNTA Ol OWKOVOULKOL popelg amatteital: a. va SnAwoouy,
OTL OLOBETOUV HOVIUO OPYOVWHEVO TUAMO TEXVIKAG UTOOTAPLENG, KATAAANAQ EKMALSEUUEVOU-
e€eldlkeupévou Kol va kataBéoouv ToTomolNTIKO ekmaidsuong kat e€ouvolodotnon autol amod Tov
KOTAOKEVAOTIKO oiko B. va katateBel katdAoyog Twv Kupldtepwyv mopaddoswv pe avadopd otny
aia tng cupPaong, Twv MPOSPEPOUEVWV TIPOTOVIWV KAl TOUG XPOVOUG
nopadoonc.

12. Ta mpoodepopeva UALKA Ba mpEmeL va elval kowvormotnpéva otov EOD kal va Sltabétouv tov
QVTIOTOLYO KWSLKO.

13. EmtL mowvr) ¢ anmokAELopoU Ba mpémnel va katateBouv yla kabe poodepoevo ei60¢ Ta
TioTononTka: 1SO13485, AnAwon
Jupuopdwone, Motonowntikd CE, Miotomointikd Ixediaouou CE.

14. Mo KGBe £l60¢ Kal yLa OAEC TLG YEVIKEC KoL ELSLKEC TEXVLIKEG TtpoSlaypadéc mou {ntouvtal Oa
TIPETEL VOL CUMTIANPWOEL avaAuTiko GUANO cUUUOPPWONG LE TIOPATIOUTTH) O KWSLKO Kal o€ oeAiba

kataAdyou f/kat texvikwv GuAadiwv Ttng

Kataokevaotplag stotpeiag. OAlot ot kwdikol Kot oL TexVIKEG mpodlaypadEg mou Intouvtal Bo mpemel
Vol EMLonuaivovtal

OTOUG OVTIOTOLX0UG KATaAOyoug /Kot ta TeXVika ¢uAladia, mou Ba emtouvarntovtal. MpoodopEg mou
umoBalhovtal xwpig

va epAapBdavovtal Ta Mo MAvw OToLXELD va ammoppinmtovtal.

15. 3 kGOe a/a otov Omoio MPoTeiveTal AvaAWoLUo Tou Xprletl e€omAlopd/yevvnTpla yo va
AELTOUPYNOEL, 0 HELOSOTNG 0deilel va TTapaxwproEL ToV amapaitnto cuvodo e€omAlopd Swpedv mPog
xpnon yia éco diaotnua Slapkéoel n mpopnOeta.




ENTOAH:
153/10-01-2024



¥ nim)u“ur HpUl:.l VLI Lt Iu"l::'['»’ o PRy i g Hf'tl‘lllu.l lnpw/p(h‘m gl et

Owle e

L. Tredavn kpaviaxr E\Enc ( Halo) and ukid carbon fiber € TEOTEPLC KOYALEC
OLATANGNG MO TV pi 1} ywpic EMaAuyn Tou dkpou ané uSpofuamarim, 1
00nyoUs edappioyic kot auyevid eNEn amo carbon fiber

2. NapOnkas Bwpaka (Vest) ang dtayiopduwyiévo mohuatBuhévio, e vbr duyif vo e
ETWTEPLKO uroaMepytkd pdMhwo Gidaoyia pe 4 pudpLopevoug oplloandir ¢ )
TITavio f carbon fiber

3. Ebuo buvayiokartadfibo pe SapdBpuion e POTING HE MHEOpNViaL mpdadueton
callibration



