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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

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

( ®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 «IIpounBeieg Nocokopeiov Kot Aowmdv povadwv vyeiog tov
[Me.Z.Y. ot aAleg dwtaéeiey (O.E.K. A" 256 / 2-11-2001), énwc Tpomomotnuévog

oY VEL.

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

1.5. Tov N. 4152/2013 (®.E.K. 107 A’/ 9-5-2013 ), [Tapaypagpog 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 [Ipoundeiowv 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. PB) Evdoelg mpounbevtov mov vmoPdAilovv 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 umopovv va Katatifevtor péypt Kol v nuepounvio Kot mpo

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

e TmepinTtwon mov 0 OYKOS TWY OIKALOAOYNTIKOV &ival UEYHAOS
nopoKaleiote OTws Katatedovy oe pakxeio oo Ipapeio Ilpwtokdéiiov 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. 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
avTtg (cvumepLopBovopévOY OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKTY LOPON,
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



http://www.tzaneio.gov.gr/
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YA001222(kw&.vocok)-NAAMAPOZKOMIKO WAAIAI
YMNEPHXQN AIMOZTAZHA -AIATOMHZ EQZ 7mm.

Epyvaldrsio Yaeprpxoov prac xprog
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Me evepyoItoinor] Ard Tto XEP1, TEXVY
OMPOooapPROfOEvIIG EVEpYELQS OToV 101
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S1aBérel Aemiba Trtaviou xuptoU axp
TouAGxiotov 18mm, 1j orroia rmaAAsr
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IMpoogeépel BeEAniosvrn taxumoa bwa
xaunAdtepn msyiomn Ospplpoxkpaocia o
Axpo Tou gpyalAsiou xkal axkpifsia oo
TlapaoxkEur)] 1OV,
Ermtuyxavel taxUtepr] Siatolir}, Awo
OoTOo XeE1poupylko 1edio xalt AAAa pery
ITAEOVEXTIHIATA OIS PIKPOTEPO PLGH
OXIIATION oYU CUN@UTE®mV, EVO aricd
HEWVEL TV METEYXEIPI|TIKT} A popp
Zuvieisel o peioon tng Sidpxeiag ©
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TTOAUASITTOUPYIKOTITAS KAl IS TAXUT
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15.300,00 €

XEIPOYPTEIO

YNEYOYNH
TMHMATOZ Ka
MAPIrAPQNH
THA.ENIKOINQN
IAZ 210-
4592908




MNPOAIATPADEZ NAPAPTHMA A.

YE00303400(kwd.vooOK)-
Ev30o@BdApiog evBo@akog udpo@ofog akpUAIKOG
avadirAoupevog omicBiou BaAdpou evog TEpayiou
Ao PAIPIKOG PE PIATPO KATA TNG UTTAE aKTIVOBOAiag

ENIIMHKH KINHXH XE XYXNOTHTA 55,SKHZ KAI
HXHTIKH ENIBEBAIQXH KATA THN METABOAH THX
IMPOZAPMOZOMENHZX ENEPTEIAX.

INPOAIAT'PA®EX ITAPAPTHMA A

YNEYOYNH
Ap@ikupTOg pE Yywvia aykuAwv 0o, SidpeTpo TMHMATOZ Ka
701 OTITIKAG {WvNg 6mm Kal oAk 13mm. MAPIAPQNH
/13-01-2025 ¥B1646906K-TIr Agiktng d1d0Aaong 1,548 o€ eUpog SIOTITPIWV ATTO 170 TEM 17.000,00 € XEIPOYPT'EIO THA.EMIKOINQNIA
+ 6,00 éwg + 30,00 ava 0,50D. z 210-
Na gival TpooTAicpuévog o€ evOETn isert piag 4592908
Xpnong yia évleon amré Toun 2,2mm.
H év@eon va ptropei va yivel BIdSwTrd.
AMAPAITHTH H ANIOZTOAH AEIrMATOZ
YA00106602(k®md.voook.)-AAITAPOXKOIIIKO EPTAAEIO
I'TA AIMOZTAZH-AIATOMH AITEIQN EQX KAI 7mm
ME AIIOKAEIEZTIKH XPHXH YIIEPHXQN.ME MHKOX
EPT'AAEIOY 23¢cm.ME ENEPITOIIOIHZH AITO TO XEPI
,ME TEXNOAOT'IA [IPOXAPMOZOMENHX ENEPT'EIAX YNEYOYNH
ZTON IZTO,TAPEXONTAX ETZI *TH TENNHTPIA TH TMHMATOZX
- AYNATOTHTA NA AIAMOP®QNEI AYTOMATA THN Ka
HAPOXH IZXYOZ AIAMETPOY 5mm,AYNATOTHTA
/13-01-2025 6KNA46906K-YNE EPIZTPO®HE 360(XQPIZ THN ANAKTH XPHEHE 20 TEM 13.560,00 € XEIPOYPIEIO | MAPrAPQNH
MPOZAPMOT'EA). NA AIAGETEI ANOITMA ZIATQNON THA.ENMIKOIN
TOYAAXIZTON 10m,AEITIAA TITANIOY MHKOYX QNIAZ
15mm,KYPTOY AKPOY H OIIOIA TAAAETAI ME

210-4592908




745
/13-01-2025

Y91A46906K-WY0

AIIOXTEIPQMENO XYXTHMA YIIOXKAHPIAIAX
EKKENQYHY AIIOXTHMATOX ,XYAAOT'HZ
N"AIMATQMATOXZ ETKE®PAAOY MIAX
XPHXEQYX ME TPOKAP EIZOAOY,XIAIKONOYXO
KAI ME BAABIAA ANTENIXTPO®HX

1)YX00365600(kwd.vo
ook)-ME

PEZEPBOYAP 150cc

KAl KAOETHPA 4mm-
20 TEM,

2)YX00365602(kwd.vo
ook.)-ME

PEZEPBOYAP 150cc

KAl KAOETHPA 7Tmm-
20 TEM

4.000,00 €

XEIPOYPTEIO

YNEYOYNH
TMHMATOZ
Ka
MAPIrAPQNH
THA.ENIKOIN
QNIAZ
210-4592908




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 VOULIO EKTPOGMOTO TOV POPEX) 1) KOL TOV PLGIKOV TPOSMTOL (T0 0moio givorl LEAOG TOL d10KNTIKOY, d1ELBVVTIKOD 1|
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AMYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav od Tovg KATOL Adyoug:

®  GUUUETOYY G€ EYKANNOTIKI opydveon:

e dmpodokia

e ogmatn

®  TPOMOKPUTIKA EYKANUATA 1] EYKAMNOTO GUVOEOUEVA UE TPOPOKPUTIKES OPUGTNPLOTITESG

®  VOULPOTTOIN 61 £600MV 00 TUPAVOUES OPASTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

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

o 'Eyel katofdrdiel TIC E10QPOPES KOLVOVIKIG 0.6QAMGTG

Yroypewtikd va oOnAovovtol Kodwog [Hapatnpnmpiov Twov, GMDN kot kwoikdg EKATITY



H owovopkn pocepopd Ba katatiBeton amokieiotikd o EURO.

INaoooca: EAAvikn
6. Xe mepimtoon Katakvpwong: o) 1 mapdooon Oa yiverar eviog tpidv (3) epyacipmv nuepOV and T Aym TG TapoyyeAiag ,
extoéc av opiletar dapopetikd kat’eaipeon, B) M mopddoon tov WOV Oa yivetor HE @POVTION KOl OATAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

7. ID\pounq: H minpopn Ba yivetor 6e gvpd, petd amd mponyovpevn Bedpnon tov YpNUATIKOV EVIOAUATOV TANPOUNG OTd TOV

appodto Enitpono tov EAeyktikon Zvvedpiov.

8. «ZUpowva Pe TNV Ut apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£kSidouV NAEKTPOVIKG TIMOASYIA yia Satrdveg o€ eKTEAson oupBdoswy (N.4412/2016)

Ot vroymerot vwoBaAlovy entl IOV ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
g TEPIMTOGN U vrofoinc 11 un TPOoGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAV®, 1] TPOGPOPU ATOPPITTETOL OIC
OTOPAOEKT).
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NMAPAPTHMA A

ENTOAH: 758/13-01-2025

TEXVIKEQ

OTTOLLITAGELG
T.Na Katategel yio, OAa Ta €10 MPWTOTUTTO PUAAADLO 0dONYLWV TOU KATAOKEUAOTA
olkou ota EAAnvika.
2.Na KotateOel KAWVLKL BLPALOYpOdLO KoL VO TEEDLACLLLB OVOVTOL TOUAQXLOTOV
6V0 dNMOGLEUEVEG KALVLKEG LEAETEG yLa TO KAOE mpogdhepOpeVO €100C N
KALVLKEG LEAETEC LLE TIPOLOVTA TOU LOLOU KATAOKEUAOTLKOU OLKOU LE avTioToL
tEXVLKaI)faqutnPtctLKa gUudwva kat pe MDR article 61 Clinical Evaluation
annex IIl, Clinical Evaluation and Post Market Clinical Follow up annex XIV kot ta
TIVEU LOTLKA SLKOLLWLOTOL TWV CUYYPADEWV.
3 H HuEpouNvia AREEWG TWV EPYOAEIWV VA ELVAL AVW TWV 2 ETWV.

4.H emutpornn texvikng afloAdoynong £xet Sikailwpa va Intriost Selypata méEpav
armo ta {ntovpeva TG dtaknpuéng av autd BewpnBel okomipo. AOyog
anoppPng Ba amoteAel To ATMOTEAECUA LETA ATIO XPON OE XELPOUPYELO N O€
TIPOOOLOLlWoN

XELpoOupyeiou.

5."0Omou (nTeLtal EPYAAELO KOl OVTAAAQKTIKEG KEPAAEG ELvVOL OMOPALTNTN N
npoodopd o€ OAOUG TOUG AUVEOVTEG TIOU , , , ,
niepthapavovtal (epyaleiov Kat ovTOAAOKTIKWY KEDOAwWV), €L o anoppudnc.

6. H mpounBeltpla etalpeia, o mepimtwon mou eival StadopeTikn amod tnv
KATOOKELAOTPLA, vVa KataBéoel umevBuvn dNAwon Tou va avadeEpPeL OTL ival

e€ouoloSoTnNUEVN ATIO TOV KOTOOKEUOOTLKO OLKO YLl TNV TEXVIKA UTTOOTAPLEN




Twv TPoilovTwv Kol TtV  TApnon Twv Swadlkkaocwv oe  mubavn
avakAnon/anocupon mpoilovtod.

7.H kaBe nmpoodépouvoa stalpeia, oe mepimtwon mou sival dtadopetiky amnod
TNV KATOLOKEUAOTPLA, VO TIPOCKOKIoEL SNAWON TNG KOTAOKEUAOTPLAG ETALPELOG
TIOU va avaPEPETAL OTOV CUYKEKPLUEVO Slaywviopo kol va dnAwvel OTL o€
neplmtwon  Kataklpwong oupPfaong otnv mnpoodépouca  €TAlPEia, N

Kataokevaotpla Ba Seopeutel va TNV MpopunOsVosL U TN
OUYKEKPLUEVN TIOCOTNTA TWV KATAKUPpWOEVTWY 6wV the ouppaonc.

8.H kabe nmpoodépouoca etalpeia, oe mepimtwon mou eivat dtadopetiki and
TNV KOTOOKEVAOTPLA, VO TIPOCKOMIoEL SAAWGON TNG KOTAOKEUAOTPLOG ETALPELAG
mou va. dnAwveLl OtL N mpoodEpovoa Ba evnUEPWVETAL yla OAEC TIC TILOAVEQ
OVOKANOELG/ATMOCUPOELG TIPOIOVTWY, OXETIKEG LE Ta €(6n Tou €XeL MpoodEpEl
oto SLaywvLouO.

9. H KAOe npoodépouvoa eTalpeia, va SlaBétel aptia
EKTIALOEUPEVO/TILOTOTIOLNUEVO TIPOOWITLKO QO TNV KOTOOKEUAOTPLO ETOLPEia
(motomoinon €wg 2 mponyoUMeva €Tn) ywa TNV TEXVIKA umoothnpln oto
XElpoupyeio kal géouclobotnpévo TUAUA service ywa TOavo armapaitnto
ouvob0o e€omALoMO yLa TNV Katnyopia H.

TO.ARAWON TOU KOTAOKEUOOTIKOU OLKOU OTL Ta TIPOLOVTA ELVAL YVAOLA KAl
OUETAXELPLOTAL.




11.Ma TNV TEXVLKN KOL EMOAYYEAUATLKN LKOVOTNTA OL OLKOVOULKol ¢opelq
aratteitat: o. va SnAwoouv OTL SLABETOUV HOVIUO OPYAVWHEVO TUNUO TEXVLKAG
uUmooTNPELENG, KATAANAQ EKTTALOEUPEVOU-EEELOLKEUUEVOU KOl VO KOTOBEGOUV
TILOTOTOLNTIKO ekTtalidevong kat e€ouolodotTnon autou armd ToV KATOUOKEUAOTLKO
oiko B. va katatebsl KATAAOYOC TwV KUPLOTEPWV Ttapadocewv pe avadopd,

otnv aéla tng cupBaAoNC, TwV MPOCPEPOUEVWYV TIPOTOVIWYV KOl TOUG XPOVOUG
napadoonc.

12. Tanpoopepopeva UALKA Ba TIPETEL va Elval Kowvortotnpeva otov EOO kat
va SLaBeTouV ToV avtioToLxo KWOLKO.

13. EmL molvng amoKAELCLLOU Bal TIDETIEL VAL KATATEDOUV YLOL KADE TPOCPEPOUEVO
gldo¢g ta motomowntika: 1IS013485, AnAwon .
Juppopdwonc, Muotormowntiko CE, hLOTOT[OLI’]TLKO >xeblaopov CE.

14. Mo KABe (606 KAl yLa OAEG TLG YEVIKEC KOl ELOLKEC TEXVLIKEC TtpodLaypadEg
miou {ntouvtal Ba mpémnetl va CUMMANPWOEL avaAuTIKO PUAAO CUUUOPHWONG UE

TLOPOATIOUTTN) 0€ KWOLKO Kol o€ oeAida kataAoyou f/kat TexVikwv GuAAadiwv Tng
KOTaOKEUAOTPLAG eTatpeiag. OAoL oL kwdikol kat oL TeXVIKEG Tpodiaypadeg ou
{ntouvtal Ba MPEMEL va. EMLONUAivovTaL , ,

OTOUG aVTioToL oUG KataAdyoug r/kat To TexVikd ¢puAdadia, mou Ba
emouvarrovtal. Mpoodopeg mou umofallovial xwpig

va epAaBavovTal To TILo TTAvVwW OTOLYELO VoL artoppUTTOVTaL.

15. Je kaOe a/a oTOV OMOL0 MPOTEIVETAL AVOAAWGCLUO TTIoU XprleL
€EOTALOUO/YEVVITPLA YL VO AELTOUPYNOEL, O LELOSOTNG odelleL va
TIAPAXWPNOEL Tov amapaitnto cuvodo EomAlopnd dwpedv mpog xprnon yla 600
dtaotnua SlapkeoeL n mpounBeLa.




