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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvppdoceic Epyov, [pounbeiodv kot Yanpesuodv »

( ®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 povédwv 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 arrodand. 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 Ilpwtokéliov 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
avTtg (cvumepLopBovoévay OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKT LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



http://www.tzaneio.gov.gr/
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903/12-02-2024

628246906K-728

YA001217
ZET AAMAPOZKOMIKHZ KOAEKTOMHZ
TO OTT0i0 Vv TTEPIAAUBAVEL
1. AaBida nAekTpoBePMIKG OUYKOAANONG Kol S10TOUNAG
ayyeiwv éwg Kal 7mm, Je autoparn oAoKAfpwon Tou
KUKAou atroAivwong, evowpaTwpévo KaAwdio,
XEIPOBIAKOTITN, TTEPICTPEPOUEVI, EVOWHATWHEV KOTITIKN
Adpa, EeXxwpioTh oKavdAaAn pnxavikng KOmng, Je SIAUETPO
oTuAgoU 5mm, pfikog oTuAgoU 37cm Kal KUPTEG OlAYOVEG
TUToUu Maryland evepyouU dkpou 20mm kai KoTrAg 18mm,
EMIKAAAUPEVEG (VIO ATTOQUYR €0XAPAG) HE HOVOTTAEUPO
dvoiypa TEM 1
2. Ev300KOTIKO gpyaleio eubBeiag ouppa@ng - SIATOUNAG KI
AVAOTOPMWONG, TO OTToio PTTOPEi va deXBei KePaAég eubeieg,
apBpoUpeveg, KEKOPMEVEG KAl KUPTEG, OE MEYEBN ouppapng
30mm, 45mm ka1 60mm. Me véa KOTITIKA Adpa o€ KABe
gmavapoprion, 10 8éoceig dpBpwaong kal OTUAESG HAKOUG
16cm. TEM 1
3. AVTaAAOGKTIKH KEQAAR YIa TO EVOOOKOTTIKO Epyaleio
(MnXaviko 1\ Kal NAEKTPIKO) guBeiag ocuppa@Pnig - SIATOMNAS KI
avooTOPWONG, AapBpoUpEVN, PE TPITTAR YPOUHT OUPPAPNS,
EVOWHATWHEVN KOTITIKA AdUA, MNXAVIOHO ATTOQUYAS
£TavaTupodoTnOoNngG, ayKTAPES (KAITTG) TITAViou, MAKOG
ouppapng 60mm, pe S10POPETIKO UYOG KAITT O KABE
YPOMURA OUPPAPRG, EVOIAMEDN YIO KAOVOVIKOUG - TTaXEig
1I0TOUG. TEM 2
4. KuKAIKOG aVOOTOPWTAPAG, KUPTOG, ME AVAKAIVOUEVN
KeQAAR, pia xeipoAafn, TPITTAR YPOMUA CUPPAPAS Kl
S1a@opeTIKO PEYEBOG KAITT 0€ KABE Pia a1rd TIG YPOAMHES
CUPPAPIC, BAKOUGS 22cm, Siauétpou 28 MM, pe péyedog
KAITT 4.0mm, 4.5mm, 5.0mm yia oAU Traxeig 1I0ToUg. TEM 1
MPOAIATPA®EZ MAPAPTHMA A

3TEM

5.940,00 €

XEIPOYPTEIO

YMNEYOYNH
TMHMATOZ
KaMAPIrAPQNH
THA.
EMIKOINQNIAZ
210-4592908




904/12-02-2024

628246906K-728

YA001217
ZET AAMAPOZKOMIKHZ KOAEKTOMHZ
TO OoTroio va TrepIAapBAaver:

1. AaBida nAekTpoBePMIK G OUYKOAANONG Kol S10TOUNAG
ayyeiwv £wg Kal 7mm, HE AUTOHATN OAOKARPWGT) TOU
KUKAou atroAivwong, evowpaTwpévo KaAwdio,
XEIPOBIAKOTITH, TTEPICTPEPOUEVT, EVOWHATWHEV KOTITIKNH
Adpa, EeXxwpioTh oKavdAaAn pnxavikng KOmng, Je SIAUETPO
oTuAgoU 5mm, pfikog oTuAgoU 37cm Kal KUPTEG OlayOVEG
TUrou Maryland evepyou dkpou 20mm kai KomrRg 18mm,
€MKAAAUPEVEG (VIO QTTOQUYH £0XAPAG) HE MOVOTTAEUPO
dvoiypa TEM 1
2. Ev300KOTIKO gpyaleio euBeiag ouppa@ng - SIATOUNAG KI
AVAOTOPMWONG, TO OTToi0 PTTOPEi va deXBei KEPaAég eubtieg,
apPOPOUUEVEG, KEKOMUEVEG KAl KUPTEG, O€ HEYEBN CUPPAPRG
30mm, 45mm ka1 60mm. Me véa KOTITIKA Adpa o€ KABe
gmavapoprion, 10 0éoeig dpOpwong Kal OTUAES UAKOUG
16cm. TEM 1
3. AVTOAAOKTIKR KEQOAR yIa TO evOOOKOTTIKO gpyaAcgio
(MnXaviko 1\ Kal NAEKTPIKO) gubeiag ocuppa@Prig - SIATOMNAS KI
avooTOPWONG, AapBpoUpEVN, PE TPITTAR YPOHH OUPPAPNG,
EVOWHATWHEVN KOTITIKA AdUA, MNXAVIOHO ATTOQUYAS
gmavammupodo6Tnong, aykTipeg (KAITTG) TiTaviou, HRKOg
ouppapng 60mm, pe S10POPETIKO UYOG KAITT O KABE
YPOMURA OUPPAPRG, EVOIAMEDN YIO KAOVOVIKOUG - TTaXEig
1I0TOUG. TEM 2
4. KukAIKOG avaoTOPWTAPOG, KUPTOG, ME AVOKAIVOUEVN
KeQAAR, pia xeipoAafn, TPITTAR YPOUUT CUPPAPAS KAl
S1a@opeTIKO PEYEBOG KAITT 0€ KABE Pia a1rd TIG YPOAMHES
CUPPAPIC, BAKOUGS 22cm, Siauétpou 31 MM, pe péyebog
KAITT 4.0mm, 4.5mm, 5.0mm yia oAU Traxeig 1I0ToUg. TEM 1
MPOAIATPA®EZ MAPAPTHMA A

3 TEM

5.940,00 €

XEIPOYPTEIO

YNEYOYNH
TMHMATOZ
Ka MAPTAPQNH
THA.
EMIKOINQNIAZ
210-4592908




910/12-02-
2024

9AZH46906K-
A61

YZ015020(kw6.vocok)-AABIAA HAEKTPOOEPMIKHZ
2YTKOAAHZHZ KAl AIATOMHZ AITEIQN EQZ KAI
7mm,ME AYTOMATH ONOKAHPQZH TOY KYKAOY
AMOAINQZHZ,ENZQMATQMENO
KAAQAIO,XEIPOAIAKONTH,ENZQMATQMENH
KONTIKH AAMA,ZEXQPIZTH 2ZKANAAAH
MHXANIKHZ KONHZ,ME NEPIZTPO®H ,AIAMETPO
5mm,MHKOZ ZTYAEOY 23cm,ME KYPTEZ ZIATONEZ
TYNMOY MARYLAND ENEPTOY AKPOY 20mm KAl
KOMHZz 18mm,ME MONONAEYPO ANOITMA KAl
ENIKAAYMENEZ ZIATONEZ (FNA ANO®YrH EZXAPAZ)
MPOAIATPADEZ NAPAPTHMA A.

10 TEM

7.650,00€

XEIPOYPTEIO

YNEYOYNH
TMHMATOZ
Ka MAPTAPQNH
THA.
ENMIKOINQNIAZ
210-4592908




ITAPAPTHMA B’

(Amotelel avamOoTAGTO TUNLLO TNG OLOUKNPVENC)

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 611 «dev vapyel APETAKANTY KOTAOIKACTIKY ATOPacT €15 fApog TOV 01KOVOUIKOD

@opéa. (oo TO VOLUO EKTPOCGHOTO TOL POPEN) 1) KOL TOL PLGIKOD TPOGMTOL (TO 0TTO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 1)
EMOTTIKOD TOV 0PYAVOL 1 £YEl EE0VGIN EKTPOCOTNONG, ANYNG AToPAce®V 1 EAEYYXOV G€ avTd) Yia Evay amd Tovug Katwbl Adyovc:

®  GUUUETOYN OE EYKAMNNATIKT opydveon:

e Jdmpodokia

o amartn

®  TPOUOKPUTIKG EYKANNOTO 1] EYKMRATO CUVOEOUEVOE PUE TPOUOKPUTIKES OPUCTNPLOTNTES

®  VOUIPLOTTOiN 6] E600MV U0 TOPAVOUES OPACTNPLOTITES 1| YPNRATOOOTN G TNG TPOUOKPATING
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd evijpepog

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. Xe mepimtwon KoatakOpwong: a) M moapddoon Oa yivetar evtog tpidv (3) epyacipwv nuep®dv amd T ARYN TG TOPAYYEALNG ,
extog ov opileton Olapopetikd kot’efaipeon,  P) M mapddoon tov WOV Oo yivetar pe @povtido Kol SOmAVES TOV

[TpounBevtn, otig Amodnkeg g Ymnpeoiag pog.

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 TAV®, 1] TPOGPOPA ATOPPITTETOL (OC
OTOPAOEKT).




ITAPAPTHMAT ’
YIHOAEIT'MA IIINAKA

APIGMOX
ENTOAHX
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TEMAXIO
XQPIYX OITA

KQAIKOX
ITAPATHPHTHPIOY

TIMH
ITAPATHPHTHPIOY

KQAIKOX
EMIIOPIOY

GMDN

EO®




NAPAPTHMA A
ENTOAH:
910/12-02-2024,904/12-02-2024,903/12-02-2024

TeXVIKEG
QLTLOULTH OELG

1.Na katateBel yla 6Aa ta €ién mpwtotuno puALGSLo 08nyLwV Tou KATAOKELAOTH olkou ota EAANVIKA.

2.Na katateBet kAwikn BLBALoypadia kot va epthapBavovial ToUAAXLoTOV SU0 SNUOCLEUUEVEG KALVIKEG
UEAETEC yLa TO KAOE tpoodepOLEVO (606G 1) KALVIKEG LENETEG LE TIPOLOVTA TOU L8OV KATOOKEVAOTIKOU 0ikOoU HE
avTioTOoLY O TEXVIKA XAPAKTNPLOTIKA cUpdwva kat pe MDR article 61 Clinical Evaluation annex Ill, Clinical
Evaluation and Post Market ClinicalFollow up annex XIV Kot Ta TIVEUATIKA SIKOLW AT TWV cuyypadEwy.

3.H Huepopnvia Anéewg twv epyaleiwv va gival Gvw twv 2 €TWv.

4.H emutpomnn TeXVIKNG aloAoynong €xeL dikalwpa va Introet delypata mépav and ta {NToueva TG
Staknpuéng av autd BewpnBel okomipo. Adyog anoppdng Ba anoteAel To amoTtéAeopa LETA Ao Xpron os
XELPOUPPYELO | 0 Mpocopoiwaon

XELPOUpPYELOU.

5.”0movu {nteitaL epyaleio kat avtaAAaktikég kedalég eival amapaitntn n mpoodopd o€ OAOUG TOUG
av&ovteg mou
neptAapBavovtal (epyaleiou kat avtaAAakTikwy KepaAwyv), ent mowvr) andppudng.

6. H mpounBeltpla stalpeia, o mepimtwon mou eival SLadopeTiky) and TNV KATAOKEUAOTPLA, Va KATaBEoEel
umelBuvn dHAwaon mou va avadEpel OTL elval e0UCLOSOTNUEVN OO TOV KATAOKEUAOTIKO OLKO YLa TNV TEXVLKH)
uTIooTHPLEN TWV MPOIOVIWY Kal TNV TAPNon Twy Stadikaowwy os bavr avakAnon/andcupon mpoidvtog.

7.H kaBe mpoodépouca etalpela, oe TeplMTwon mMou eival SLadOPETIKA AMO TNV KOATAOKEUAOTPLA, va
TIPOOKOWIoEL SNAWON TNG KATOOKEUAOTPLAG ETALPELNG TTOU va aVODEPETOL OTOV CUYKEKPLUEVO SLAYWVIOUO Kol
va SnAwvel OTL 0g Meplmtwon Katakupwong cuUPacng otnv MPoodEPouca ETALPELA, N KATOOKEUAOTPLA Ba
Seopeutel va tnv mpopnbevoel pe TN

OUYKEKPLUEVN TIOOOTNTA TWV KATAKUPWOEVTWY 6wV TnG cuUPBacnC.




8.H kaBe mpoodépouca etalpeia, oe mepimtwon mou elvat SladopeTiky amd TNV KATACKEUAOTPLA, VA
npooKopiosl SNAwon NG KataokeudoTpLag etalpeiag mou va SNAWVeL OTL N mpoodépouca Ba evnuepwveTal
vy 0Aeg Tig mibavég avoakAAOELS/AmOCUPOEL TIPOIOVTWY, OXETIKEG HE To £(6n Tou €xel mMpoodépel oTg
Slaywviopo.

9. H kdBe mpoodépouoa ctalpeia, va Slabétel Gptia eKMOLOEUUEVO/TLOTOMOLNUEVO TIPOCWIILKO Qo TV
KATOLOKEUAOTPLA ETALPELA (TLOTOTIOLNON €WG 2 TIPONYOUMEVA £TN) YLA TNV TEXVLKN UTIOOTHPLEN OTO XELPOUpPYELD
koL e€oualodotnpévo TURUa service yla miBavéd anapaitnto cuvodo e€omAlopd yla tnv Katnyopia H.

10.AAAWON TOU KOTAOKEUOOTIKOU 0ikou OTL Ta Tpoiovta eival yviola Kot apetaxeiplota.

11.MNa TNV TEXVLKA KOL EMAYYEAUATIKA LKOVOTNTA OL OlKOVOoUlkol ¢opeic amatteitat: a. va dnAwoouv otl
SLaB£TOUV HOVIHA OPYAVWHUEVO TUAMA TEXVIKNG UTOOTAPLENG, KATAANAQ eKkmalSeuEVOU-EELOIKEUEVOU Kal VAl
KataOEoouv TLOTOTONTIKO ekmaiSeuong kal €fouclodotnon autoU amd TOV KATOOKEUAOTLKO oiko [B. vd
kotatebel Katdloyog Twv KupLOTEpwvY Tmapadocewv We avadopd otnv afla NG ocupBacng Twy
PO PEPOUEVWV TIPOLOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodepdpeva UAKA Ba mpémet va elval kowvorotnpéva otov EOD kat va StabBétouv tov avtiotol o
KWSELKO.

13. EmL mowvn g amoKAELopoU Ba tpémnel va katateBoUv yla kAOe tpoodepOueVO 160G TO TILOTOTOLNTLKAL:
1S013485, ARAwon
Juppdpodwong, Motorowntikd CE, Motomointikd Ixedlaouol CE.

14. MNa kABe 1606 KaL yLa OAEG TLG YEVIKEG Kal ELOLKECG TEXVIKEG TtpodLlaypad£g tou {ntouvtal Ba npémnelL va
ouunAnpwBel avaAutikd GUANO cuUUOPPWONG LE TTOPATIOUTTH 08 KWSLKO Kot o€ oeAida kataldyou fi/kat
TeXVIKWV GUuAadiwy Tng

KOTAOKEUAOTPLAG Tatpeiag. OAot ol kwdikol kat ol TexVIkEG tpodlaypadEg mou {ntouvtal Ba TPEMEL va
€nonpalvovtal

OTOUG avTioToLXoU¢ Kataloyoug r/kat ta texvikd ¢uAlddia, ou Ba emiouvartoviat. NpoohopEg mou
urtofaAlovtal xwpig

va meplhapBdavovtal Ta Mo MAavw oTolela va amoppintovral

15. 3¢ kAOs a/a oToVv omoio poteivetal avalwaotpo ou xprRlel eEOMALOUO/YEVVHTPLA YL VA AELTOUPYNOEL, O
MELOSOTNG odelhel va TapayxwpnoeL ToV amapaitnto cuvodo eEomALoUO Swpedv POG Xpron yla 6co Slaotnua
Slopkéoel n mpounBeLa.




