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TO I'ENIKO NOXOKOMEIO IHEIPAIA «TZANEIO»

"Eyovtag vwoyn:

1. Tig datdéetg, 0TS 1YVOLV:

1.1. Tov N. 4412/2016 « Anudcieg ZouPacels Epyov, [poundeidv kot Yanpeoidv »
( PEK 147/ 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounbeieg @opémwv emomtevdpevOV ond 10 YTovpyeio
Yyelag kar Kowvovikig AAAnAeyydng kou dAieg dwtdéeigy (P.E.K. A 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopeiov Kot AOmdV HOVAS®V VYELNS TV
[Me.Z.Y. xou dAdreg dwotaéegy (O.EK. A" 256 / 2-11-2001), 6mwg tpomomompuévog

LGYVEL.

1.4. Tov N. 2362/1995 «Ilepi Anpociov AoyioTikoD, €AEYYOL TOV OATOVMV TOV
Kpdrovg kot aireg dwotaéeigy (O.E.K. A" 247/ 27-11-1995), 6nmg 1oydet.

1.5. Tov N. 4152/2013 ( ®.E.K. 107 A’/ 9-5-2013 ), [Hopdypapog Z : IIpocappoyn
mg EAMvucmc NopoBeoiag oty odnyio 2011 / 7 g 16-2-2011 yww v

KOTATOAEUNOT) TOV KAOVGTEPNCEDV TANPOUDY GTIG EUTOPIKEG CUVOAALYEC.

1.6 Tov N. 4605/ 01-04-2019 apBpo 43 , [apdypapoc 7 ay .



HPOXKAAEI

1. Kd&be evoopepdpevo, va katabécel mpospopd yio Tpoundeid VAKAOV e
KpLTnplo KATOKOP®ONG TN YeunAdtepn Tipun n omoia Oa given ion 1
MIKPOTEPT] TOV TEAEVTOIOV TAPATNPNTNPLOV TIHAV, OTTOC OVTO AVOPTATOL

otV 10t0cerida g Emtponng [Ipoundeidv Yyeioc.

2. Awoiopo Zoppetoyng ot odkacio EXouv ol avaPEPOUEVOL KATOTEP®,
€POCOV 0ICKOVV EUTOPIKT 1 Propunyovikn 1 PloTeYVIKY dpacTnpltOTNTO GUVAPY
pe to avtikeipevo g mpoundetag: o) Ola o puowd 1 vopkd mpdcwna,
nuedond M aAlodond. P) Evdoelg mpounbevtdv mov vmofdAlovv Ko

TPOGPOPA. ¥) ZUVETOPIGHOL.

3. Tleprypaen tov {NTOOUEVOV KOTNYOPLDV EW0AOV YIVETOL GTO TAPEPTNHRA A TNG

napovcag kot oto wapdptnua A ( Texvikéc mpoowaypagéc ).

4. Ot mpoo@opéc Pmopovv vo katatifevtonr Péypt KoL TV nMUEPOUNVIN KOl MPOL

™m¢g Jwdkaciog oto mail g Yrmnpeoioc mprom2@tzaneio.gov.gr

e mepimtwon mov 0 OYKOS TMV OIKAIOLOYNTIKOV &ivol HEYTLOS
nmopokxaleiore onws Karare@ovy o paxeio oto I'papeio llpwtordiiov tov

Nocoxouciov (ue emofuaven Tov oplOuov TPWTOKOIL0V THS AVAPTHOHG).

Katd ta Aowmd, 1 dwdwkacio Oa dievepynbei ko  tpounBeta Oa vAomomBel cHUPva
pe ta mapokdtow IMAPAPTHMATA mov emouvantovial Gty mopovco Kot

ATOTEAOVV OVOTTOCTAGTO LEPOS OVTNC.



1. HEPI'PA®H ZHTOYMENQN
EIAQN

KATHI'OPIQN

ITAPAPTHMA A’

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YIOAEII'MA ITINAKA ITAPAPTHMA I
4. TIPOAIATPA®EX ITAPAPTHMA A’

O evdapepopevol Ba €xovv duvatdtnto erebBepng TpoOcPacng 6To TANPES KEIUEVO
LTS (CLUTEPIAAUPAVOUEVOY OA®V TOV TAPUPTUATOV TNG), G NAEKTPOVIKY| LOPPT,
omv 1otocerido Tov Noocoxopeiov oto dwdiktvo (NAektpoviky] devbuvon:

WWwWw.tzaneio.gr




ITAPAPTHMA A

A.E AAA EIAOX TEMAXIA| ZYNOAIKO TMHMA NAHPO®OPIEZ
nozo
XQPIZ ®NA
1347/23-03- | 9AMZ46906K- | TpigdidoTaro TTAEypa TTOAUTTpoTTUAEVioU apaiig TTAEENG we | 19.800,00 € XEIPOYPTEIO Ka MAPIAPQNH
2023 15= EVIOXUUEVT TTEPIMETPO Kal £VOEIEN HEONG YPAUUAG YIa THA:210-4592908
atrokardoTaon BouBwvokAAnNG AATTapOCKOTTIKE, OIACTACEWV:

11x16 (+ 2) cm apioTePO 30

11x16(+ 2) cm Oe&i 30
1037/28-02- | 66XI46906K- [ZET HMI-ATTOPPO®HZIMOY EMIMEAQY MNAEMMATOZ KAI| 3.600,00 € XEIPOYPTEIO Ka MAPITAPQNH
2023 2¥5 KQNOY, MNMOY NA AIMOTEAEITAI AMNO EMNINMEAO MH- THA:210-4592908

MNPOZXHMATIZMENO MNAETMA ATO MOAYTIPOITYAENIO
& ATTIOPPO®HZIMEZ INEX MOAYTAYKAMNMPONHZ
AIAZTAZEQY 7X14cm KAI IAIA TIAEZHXE KONO
2XHMATOZX V ME EMIMAEON PABAQZEI> AMNO
MEMBPANH NOAYMEPOYZ NMOAYAIO=ANONHX.

AIAMETPOZX KONOY: 40mm

10

AIAMETPOZX KONOY: 55mm

10




1038/28-02-
2023

6XWA46906K-
OAZ

MNAEFMA ANOKATAZTAZHZ OMOANOKHAHZ AINAHE
OWHZ MOAYTIPOMYAENIOY KAI Eptfe ME
NMPOTOMNOGETHMENA 4 PAMMATA. NA ®EPEI
ENZOMATQMENO MIMAAONI AIOTKQ>HZ. XTH
2YZKEYAZIA NA MEPIANAMBANETAI ZYPIITA MAHPQXHZ
TOY MIMAAONIOY KAGQX KAI 2 EMINAEON PAMMATA.

AIAMETPOY 9cm 10

AIAMETPOY 7cm 10

12.000,00 €

XEIPOYPTEIO

Ka MAPTAPQNH
THA:210-4592908

1345/23-03-
2023

9AT546906K-
Y=3

MNAEMMA AINAHZ OWHZ 2 YAIKQN 5
(MONOKAQNO TMOAYTIPOIMYAENIO APAIHX
MNAE=HX KAl ANTIZYMO®YTIKH EMI®ANEIA_)
MOY NA AIAGETEI £YZTHMA EKMTY=HX KAl
2YZKEYH EKTYAIZHZ I'lA ATTOKATAXTAXH

OMOPANOKHAHZ- KOINIOKHAHZ
NATTAPOZKOTIKA AIAXTAXEQN 10X15cm

3.600,00 €

XEIPOYPTEIO

Ka MAPTAPQNH
THA:210-4592908

1346/23-03-
2023

6E2M46906K-
Q77

MNAEMMA AINAHZ OWHZ 2 YAIKON (MONOKAQNO
MOAYTIPOIYAENIO APAIHZ MAE=HZ KAl
ANTIZYMOYTIKH EMNI®ANEIA ) MOY NA AIAGETEI
2YZTHMA EKITY=HZ KAl ZYZKEYH EKTYAIZHZ T'A
ATIOKATAZTAZH OMOAANOKHAHZ- KOIANIOKHAHX
NATTAPOZKOTITIKA

AIAZTAZEQN : 15x20cm. 6

AIAZTAZEQN : 20x25cm. 2

7.600,00 €

XEIPOYPTEIO

Ka MAPTAPQNH
THA:210-4592908




1343/23-03-
2023

Yz 1546906K-
107

TPIZAIAZTATO YAPO®IAO
HMIAMOPPO®HEIMO ANATOMIKO
MNPOIXHMATIEMENO MAEMMA
AAMAPOSKOMIKHE XPHIHE
HMIAMOPPO®HEIMO ANATOMIKO
MPOIXHMATIEMENO MAErMA
AAMAPOSKOMIKHE ATMIOKATASTASHS
BOYBQNOKHAHE KAl MHPOKHAHE
ANOTEAOYMENO AMO 25% EAADPY
MONOKAQNO MOAYMPOMYAENIO KAl 75%
AMOPPO®HEIMO POLY — L FAAAKTIKO OZY
(PLLA).

NA AIAGETEI AY=HMENH OMNTIKOMNOIHZH
AOIQ THX AIAGANHZ YOANZHX TOY KAI
EMXPQMO MEZAIO ONTIKO AEIKTH
MPOZANATOAIZMOY KATA MHKOZX THX
HBIKHZ XYM®Y>HZ.

NA AIAGETEI MEFAAH EMIMEAH EMIPANEIA
NATHN EYPY ,AMEZH KAl EMMEZH,
KAAYWH THZ NEPIOXHX THZ KHAHZ KAl
EIAIKA KYMATOEIAH XXEAIAZMO T1A THN
KAAYWH TOY ZIMNEPMATIKOY TONOY KAI TOY
2MEPMATIKOY MNOPOY.

NA EXEI ANTOXH 16N/CM. NA AIATIOGETAI XE
AIAXTAZEIZ :
12X15CM (MEDIUM) A AE=IA
BOYBQNOKHAH.
12X15CM (MEDIUM) l'A APIZTEPH
BOYBQNOKHAH.

NA NMPOXKOMIZETAI ENIZHMO EIMPA®O A
E=OYZIOAOTHMENH AIAKINHZH TON
MPOIONTQON (AEZMEYZH NPOMHOEIAZ THX
KATAKYPQOEIZAZ MOZOTHTAZ ZYM®QNA
ME THN EKAXTOTE TOMNO®ETHXH

30

9.000,00 €

XEIPOYPTEIO

Ka MAPTAPQNH
THA:210-4592908




MAPAITEAIAZ, IXNHAAZIMOTHTA ZE NI©GANH
ANAKAHZH - ANOZYPZH), EITE ArNO TON
OIKO K




1036/28-02-
2023

PAOTI46906K-
1BX

AAYTOKAOGHAOYMENO MIAMNOPPO®HZIMO
MNAErMA ANOKATAZTAZHZ BOYBONOKHAHZ
AYTOMATHX KAGHAQZHE ATTOTEAOYMENO
ATTO MONOKAQNO NMOAYEZTEPA ME
ATIOPPO®HZIMA ATKIZTPA AIO
MOAYTANAKTIKO O=Y TA THN KAOHAQZH
TOY XQPIZ PAMMATA ZTH MIA MAEYPA K
ENZZQMTQMENO ®IAM KOAANATONOY XTHN
AAAH. NA AIAGETEI XPQOMATIZMENH AQPIAA
A ANATOMIKO NMPOZANATOAIZMO TOY
MNAEFMATOZ. AIAZTAZH:15X10cm

20

8.000,00 €

XEIPOYPTEIO

Ka MAPTAPQNH
THA:210-4592908

103/10-01-
2023

Y3IN46906K-
2AE

EPTAAEIA KAOHAQZHZ MAETMATOZ ME
2TYAEO AIAMETPOY 5mm K MHKOZ 36mm.
NA NEPINAMBANEI 25w ATTOPPO®HZIMA
KAITT TTOAYAIA=ONHZ/TIOAYTAANAKTINHE
2XHMATOZX AINAHZ ATKYPAXZ ME 2 HMEIA
KAGHAQZHZ MNA AXOANEXTEPH
2YTKPATHZH MAErFMATOXZ.

50

17.500,00 €

XEIPOYPTEIO

Ka MAPTAPQNH
THA:210-4592908




ITAPAPTHMA B’

(Amotelel avamdGTOoTO TUNHO TS SOKPLENG)

OPOI XYMMETOXHX

1. H mpocpopd Ba mpénet vo Exel T LOPON TOL TVOKA TTOV EMGVVATTETOL GTO
[Hapéptnuo I

2. YmevBvvn dMiwon tov a. 8 tov N. 1599/1986 611 «dev vILAPYEL AUETAKAN T KOTASIKOCTIKY ATé@acn €15 fApog TOV 01KOVOUIKOD
@opéa (amd T0 VOO EKTPOGMTO TOL POPEN,) 1 KOL TOV PLGIKOV TPOGMOTOL (T0 0TO10 £tvat LEAOG TOV 01K TIKOD, d1eVBVVTIKOD 1)
EMOTTIKOV TOV 0pYdvov 1 £xel €E0VGiN EKTPOGMMTNONG, ANYNG ATOPACEWDV 1] EAEYYOV G€ 0VTO) Yl Evay amd Tovs KATwOL Adyoug:

® GULUUETOYY| OE EYKANNOTIKTY opydvmon:

e dmpodokia

e omatm

®  TPONOKPUTIKG EYKANRATO 1] EYKAMNOATO CUVOEONEVA NE TPOPOKPUTIKES OPACTNPLOTNTES

®  VOMLHOTOIN GO €600V Um0 TAPAVONES OPASTNPLOTNTES 1 YPNUOTOOOTNON TNG TPOUOKPATIOG
*  TOLOIKI] EPYOCiO KOl AAAES HOPPES Epmopios avOpOTOV.

e Eival goporoyikd evijuepog

o 'Eye katafdrier TIC E10Q0PES KOWVOVIKIG 00QPAAIONG




Yroypewtikd va dnidvovrol kmokog [Hapatnpnmpiov Tywodv, GMDN kot kowdwkdég EKAIITY
H owovopukn tpospopd Ba katatiBeton omoxkieictikd oe EURO.

INoooa: EAlnviki
6. X& TMEPIMTOON KATOKLP®ONG : o) 1 mapdooorn Ba yiverar evidg tpidv (3) epyacipmv nuepodv amd ™ Ayn TG TapoyyeAiog ,
extdg av opiletor dowpopetikd kot’eaipeon, P) M mapddooon twv W@V Bo yivetor pe @povtido Kol OOTAVES TOV

[MpounBevtn, otic Amobnkeg g Ymnpeosiog HoG.

7. II\pou: H minpoun Ba yivetor oe gupd, petd amnd mponyoduevn Bedpnon Tov ypnUOTIK®OV EVTOAUATOV TANPOUNG OTO TOV

appodto Enitpono tov EAeyktikov Xvvedpiov.

Ot voyMme1ot vroAALOVY €Tl TOWVH ATOPPIYNS TNV TPOGPOPE TOVS NAEKTPOVIKA
2g mEPIMTOSN Un vTofoAnc 1 un TPOGNKOVGAC VTOPOANC TOV AVUQEPOUEVOV TLO TAV®, 1} TPOGOOPA ATOPPITTETUL OIS
OmaPGOEKT).




ITAPAPTHMA T’
YIHHOAEII'MA IIINAKA

APIOMOX
ENTOAHX

HNEPIT'PA®H
EIAOYZX

TIMH
MNPOX®OPAX
ANA
TEMAXIO
XQPIX OIIA

KQAIKOX
IMAPATHPHTHPIOY

TIMH
IMAPATHPHTHPIOY

KQAIKOX
EMITIOPIOY

GMDN

EO®




NMPOAIArPA®EZ NMAPAPTHMA A

AE: 103/10-01-2023,1036/28-02-2023,1343/23-03-2023,1346/23-03-2023,1345/23-03-2023,1038/28-02-2023,1037/28-02-2023,1347/23-03-2023

TeXVIKEC ATTOUTAOELG
1.Na katatebel yia 0Aa ta €idn mpwtotumo GUAAASLO 0SNYLWY TOU KATAOKEUAOTH 0ikou ota EAANVIKA.
2.Na katatebel kAwikn BiBAtoypadio kot va mepthappavovtol Touldyxtotov U0 SNUOCLEUMEVES KALVIKEG UEAETEG YLa TO
KABe poodepOpEVO l60¢ N KALVIKEG LEAETEG e TTPOIOVTA TOU IOV KATOOKEUAOTIKOU OIKOU [E QVTIOTOLYA TEXVIKA
XOPOKTNPLOTIKA cUpudwva Kat e MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV kol T TVEURATIKA SIKALWULOATO TWV GUYYypadEwV.
3.H Huepounvia Afgewe twy gpyaleiwv va gival Avw Twv 2 €Twv.
4.H gmutponn texvikng afloAdynong €xeL dikailwpa va {ntioet Seiypata mépav amo ta {ntovpeva tng Staknpuéng av avtd
BewpnBel okompo. Adyog andppudng Ba anotelel To amotéAeopa LETA Ao Xpron O€ XELPOUPYELO i} 0g Tpocopoiwon
XElpoupyeiou.
5.”0mou {nteital epyaleio kot avtaAloktikeég kedaAéc elval amapaitntn n mpoodopd oe OAOUG TOUG AUEOVTEG TOU
niepthapBavovrtal (epyadeiov Kot avtaAAaktikwy kedoAwv), emi mowh anoppupng.

6. H mpounBeltpla etalpela, oe mepimtwon mou sival §LadopETIK aAmd TNV KATACKEUAOTPLA, va Katabéosl umeLOuvn)
SnAwon mou va avadépel OtL elval g€ouclodotnuévn aAmMO TOV KATAOKEUOOTLKO OLKO ylot TNV TEXVIKN UTOOTHPLEN TWM
TPOLOVTWY Kol Thv THPNnon tTwv Sladikaclwy o mibavr avakAnon/anécupon mpoidvroc.

7.H kaBe mpoodEpouoa etatpeia, oe mepimtwon mou eivat StadopeTik amo TV KATACKEUAOTPLA, VO TipooKoiosel SAwon
NG KOTOOKEUAOTPLOG €TALPELAG TTOU va avadEPETAL OTOV CUYKEKPLUEVO Slaywviopd kat va dnAwvel OtL og mepinmtwon
Kataklpwaong cuuBacng otnv mpoodEpouca etatpeia, n kataokevdotpla Ba Seopeutel va thv mpounBOeloel pe tn
CUYKEKPLUEVN TTOCOTNTA TWV KATAKUPWOEVTWY £l8WV TnG clBaonc.

8.H kaBe mpoodépouca etalpeia, og mepimtwaon mou eivat SLadopeTIK AMO TNV KATOUOKEUAOTPLA, VA TTPOCKOWIoEL SHAwan
NG KOTAOKEULAOTPLAG €Talpeiag mou va SnAhwvel OtL n mpoodépouca Ba evnuepWveTAl Yyl OAeg TG TLOaVEQ
avakARoelg/anocVpoeLg TPOTOVTWY, OXETLKEG e Ta i8N Tou €xeL TpoodEPeL 6TO SLayWVLOUO.




9. H kd&Be mpoodépouca etalpeia, va SLAOETEL APTIO EKMALSEVUEVO/TILOTOMOLNUEVO TIPOCWTILKO OO TNV KATOOKEUAOTPLAL
etalpela (miotomoinon €wg 2 mponyoUHEVA £TN) YLO TNV TEXVLKH UTOOTNPLEN OTO XELPOUPYELDO Kat e§0UCLOSOTNUEVO TUAUA
service yla miBavoéd anapaitnto cuvodo e€omALoNO yia TV katnyopia H.

10.ARAWON TOU KOTAOKELALOTLKOU Oikou OTL Ta TtpoidvTa gival yvrola Kol apetaxeiplota.
11.Ma TV TEXVLKA KO ETAYYEAUOTLKE LKOVOTNTA OL OLKOVOULKOL dpopelg amatteital: a. va SnAwoouv OtL SlabEtouv povLUd
OPYOVWHEVO TUAMA TEXVIKAG UMOOTAPLENG, KATAMNAQ ekmobeupévou-eEelSIKEUMEVOU Kal Vo KoTaBEéoouv TLOTOMONTIKY
eknaidevong kat géouolodotnon autol amd TOV KOTOOKEUAOTIKO oiko B. va kotatebel KATAAOYOG TWV KUPLOTEPWW
napadocswv e avadopd otnv agia thg cuUPBaong, Twv MPoadEPOUEVWY TIPOTOVTWY KaL TOUG XPOVOUG
napadoong.

12. Ta npoodepdueva LALKA Ba mpénel va eivat kowvomotnpéva otov EOD kat va §taBétouv Tov avtioTolyo Kwdiko.

13. EmL moWN¢ amokAslopoU Ba mpénel va katateBoUv yla kaBe mpoodepopevo eldog Ta otomotntikd: 15013485, AAwaon
Jupupopdwong, Miotomowintikd CE, Miotomointiko Ixedtacpou CE.

14. T'a kABe €i60¢ Ko yLot OAEG TIG YEVIKEG KO ELSLKEG TEXVIKEG TtpoSLaypad£g ou {ntouvtal Ba mpémetl va cupmAnpwOet
avaAuTikd GUANO CUUUOPDWEONG E TTAPATIOUTH 08 KWSLKO Kal o oeAida KataAoyou f/katl texvikwv duAdadiwv tnhg
Kataokevdotplag statpeiag. OAot ot Kwdikol Kal ol TexVIKEG tpodlaypadég mou Intouvtal Ba MPEMEL va emonuaivovtal

oTOUG avtiotoloug Kataloyoug f/kal Ta Texvikd Gulldadia, mov Ba emiouvamtovial. Npoodopég mou umoBdAlovial xwpig
va tepthapBAvovTal Ta o MAvw OTOoLXEla Vo amoppintovTal.

15. e k4Oe a/a otov omoio mpoteiveTal AVaAWGLLO TToU Xprlel eEOTALOUO/YEVVATPLA YL VL AELTOUPYTOEL, O LELOSOTNG
odeilel va mapaywpnoeL Tov anapaitnto cuvodo eomAiopnd Swpedv mpog xprion ya 6co Sidotnua SlapkEoel n mpopunOeLa.




