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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvupdoceic Epymv, [Ipounbeiomv kot Yanpesiomv »

( ®EK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounBeieg @opéwv emontevdpevemy and 10 Ymovpyeio
Yyelag kot Kowvovikig AAAnAeyydng kou dAleg dwotaéeigy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounfeieg Nocokopeiov kot Aowmdv povadwv vyeiog tov
[Me.Z.Y. xou dAleg dwtdéeiey (O.EK. A" 256 / 2-11-2001), énwg tpomomompévog

oY VEL.

1.4. Tov N. 2362/1995 «Ilepi Anupociov AoyioTiKod, €AEYYOL TOV JOTOVAOV TOV
Kpdrovg kar ahreg drataéeigy (O.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

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

KOTOTOAEUNOT TOV KOOLGTEPNGE®MV TANPOUDV GTIC EUTOPIKEG CUVAALAYEC.

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) 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 umopovyv va Katatifevtor péypt Kot 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 Katateovy oe pakxeio oo Ipapeio Ilpwtokdiiov 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

QTOTEAOVV OVATOCTAGTO LEPOG OTHG.



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
avTg (cVUTEPILOUPOVOLEVOY OAMV TOV TOPAPTUATOV TNG), GE NAEKTPOVIKT LOPON,
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

AJE

EIAOZ

TEMAXIA

ZYNOAIKH
AAMANH XQPIZ
ONA

TMHMA

ITAHPO®OPIEX

2124

/05-06-2024 H®E

616P46906K-

YA001222(kwd.voook)-

Aartapookomikd WalisL Yriepxwv Alpnootaong-ALlatopung
£w¢ 7 mm Epyaleio YrepAxwv piag XpHog yLa auéotacn-
Statopn ayysiwv éwg 7mm
Me evepyomnoinon ano to Xépt, texvoloyia
TPOOCAPHOIOHEVNG EVEPYELAG OTOV LOTO, KOG OTUAEOU
36cm, SLapetpo 5 mm, duvartotnta neplotpodnic 3600
(Xwpic TNV avaykn MPocapUOYED) KOl EVOWHOATWHEVO
KoaAwSLo. Na Stadétel Aentida titaviou Kuptou dKkpou
TouAdyLotov 18mm, n onoia MAAAETOL OE EMLUAKN Kivnon o€
cuxvotnta 50KHZ kaw nxntikn enBefaiwon Kotd tn
HETABOAN TNG TPOOAPHOIOUEVNG EVEPYELAG.
Npoodépet BeATLWHEVN TAXUTATA SLATOUNG, XARNAOTEPN
HEéylotn Beppokpacia oTo evePyO AKPO Tou epyaleiou Ko
akpipela otnv Mapaockeun LOTWv.

Erituy)avel taxUtepn Statopr), AlyOTePO Kamvo oto
XELPOUPYLKO MeSi0o Kot GANQL HETEYXELPNTIKA MAEOVEKTAMOTO
OTWG LLKPOTEPO PLOKO OXNUATLOHOU CUHPUCEWVY, EVW
AMOSESELYHEVA LELWVEL TNV LETEYXELPNTIKN Aepdoppola.
Zuvtelel otn pHeElwoN TG SLAPKELOG TOU XELPOUPYLKOU
XPOVoU AGyw TNG MOAUAELTOUPYLKOTNTOG KL TNG TaXUTATAG
andédoong.

NPOAIATPADEZ MAPAPTHMA A.

21 Tepy

16.065,00 €

XEIPOYPTEIO

YMNEYOYNH
TMHMATOZ Ka
MAPIrAPQNH
THA.EMIKOINQNIAZ
210-4592908




1862
/13-05-2024

WYr5146906K-1NA

Y2015008(kwé.voook)-
AaBida nAektpoBep kA cUYKOAANONG Ko SLOTOAG
ayyeiwv éwg kat 7 MM, pe avtopatn oAokAfpwaon Tou
KUKAOU amoAivwong, EVOWLOTWHEVO
KAAWSLO,XELPOSLOKOTITN, EVOWLOTWEVN KOTITLKA
Adpa, KAsibwpa XxetpoAafng
neplotpePopevn, MoPaAAANAGYP OOV SLOUETPAUOTOC
Kol EEXWPLOTA OKAVSAAN UNXOVLKIG KOTTAG, IKOUG
18cm, KUPTEG OLAYWVEG 14 LOLPWV TPAUMOTIKEG
ETUKOAUVMUEVEG OLaYOVEG (Yia amoduyr E0XAPAC) Ko
HAKoug 36mm Kot Korig 34mm, e apdinAsupo
avotypa.

MPOAIATPA®EZ MAPAPTHMA A.

10 Tepu

7.800,00 €

XEIPOYPTEIO

YMNEYOYNH
TMHMATOZ Ka
MAPIrAPQNH
THA.EMIKOINQNIAZ
210-4592908




IMAPAPTHMA B’
(Amotelel avamdGTOGTO TUNHO TG SOKPLENG)
OPOI XYMMETOXHX

1. H mpoopopd Bo mpémet va £xel Tn LOPOT TOV TIVOKO TOV EMGVLVATTETOL GTO
[Mopapmua I'.

2. YmebBovn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel ApETAKANTY KOTAOIKOCTIKY ATO@acT €15 fApog TOV 01KOVOUIKOD

@opéa. (oo TO VOLUO EKTPOCGHOTO TOL POPEN) 1) KOL TOL PLGIKOD TPOGMTOL (TO 0TTO10 Elval HEAOG TOV S1OIKNTIKOV, d1ELOLVTIKOD 1)
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCOTNONG, ANYNG ATOPACEMV 1 EAEYXOV GE aVTO) Yo Eva amd TOVS KAT®OL AdyoLgs:

®  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. 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, B) N moapddoon towv WV Bo yivetor pe @povtido Kol SUmWAVES TOL
[TpounBevty, otig Amodnkeg g Yanpeoiog pog.

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

appodo Enitpono tov EAgyktikon Xvvedpiov.

8. «ZUpowva Pe TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£KOIOOUV NAEKTPOVIKG TIMOAOYIA Via SATTAVEC O€ EKTEAEON ouuBdoswv (N.4412/2016)

Orvmoyn ot VToBEAAOVY €T OV ATOPPIYNG TNV TPOGPOPE TOVG NAEKTPOVIKE. :
L& TEPIMTOG) U vTofoiC 1] 1IN TPOGNKOVGAC VTOPOA]EC TOV AVAPEPOUEVOV TIO TAV®, 1] TPOGPOPA ATOPPITTETOL O
OTOPAOEKTT).
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NMAPAPTHMA A

ENTOAEZ 2124/05-2024,1862/13-05-2024

TeXVIKEG
OLTLOLLTA O ELC

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

2.Na katateBel kAN BLBAloypadia kot va mepthapBavovtal TOUAAXLOTOV U0 SNLOCLEUEVEG
KALVLIKEG UEAETEG YLa TO KAOE MPoodepOUEVO 160C 1] KALVIKEG LEAETEC L TTpolovTa Tou L&iou
KOTQOKEUQOTLKOU OIKOU HE OVTIOTOLYO 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 §ladopseTiky and TV 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 mpoodEépouca eTalpeia, O MEPLMTWON TIOU €lval SLadOPETIKA Ao TNV KATAOKEUAOTPLA, VO
TipooKopioel SAAWON TNG KATAOKEUAOTPLAC £TAlPElag TTOU va avadEPETOL OTOV CUYKEKPLUEVO
Slaywviopd Kal va SnAwvel OtTL o Tmepimtwon Katakupwong oupfacng otnv mpoodépouoa

etalpeia, n katookeudaotpla Oa Ssopeutel va tnv mpopnBOevoel pe T
OUYKEKPLUEVN TTOCOTNTA TWV KOTOKUPWOEVTWY eL6wV TNG ouuBaonc.




8.H kdBe mpoodépouaoa statpeia, oe mepinmtwaon mou eival StadopeTkA Ao TNV KATACKEUACTPLA, VOl
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 k&Be mpoodEpouoa Talpei, va SLOBETEL APTLO EKTIALSEVUEVO/TILOTOTIOLN LEVO TIPOCWTTILKO ATtO 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 KOTAOKEUAOTLKOU O(KOU OTL TA TTPOoLOvVTA €lval yvRola Kol aUeTayXElpLloTa.

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 KaTtaBEoouv TILOTOTIOWNTIKO ekmaidsuong kat e€ouvclodotnon 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 eival kowvormotnpéva otov EOD kal va Stab€touv 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 £l80¢ 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 ol 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 kGO a/a otov omnoio nmpoteiveTal avaAwolpo Tou xprleL e€omAlopd/yevvntpLa yio va
AELTOUPYNOEL, 0 HELOSOTNG 0deilel va TTapaxwproEL ToV amapaitnto cuvodo e€omAlopd Swpedv mPog
xpnon yia éco diaotnua Slapkéoel n mpopnOeta.







