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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdotieg Xvpupdoeis Epyov, [pounbeiomv kot Yanpeoiomv »

( ®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 Aomadv povddwv vyeiog tomv
[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 (OP.E.K. A" 247/ 27-11-1995), 6mwg 1oydet.

1.5. Tov N. 4152/2013 (®.E.K. 107 A’/ 9-5-2013 ), [opdypapog 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 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 N arrodand. PB) Evdoelg mpounbevtov mov vmofdiiovv 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 Katatifevrar péypt Kol v nuepounvio Kot opa

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

e TmepinTtwon mov 0 OYKOS TWY OIKALOAOYNTIKOV &ival UEYHAOS
nopoKaleiore Onws KarateBovy oe paxeio ato I'papeio llpwtokdliov Tov

Nocoxouciov (ue emojuaven Tov oapiOuod TPWTOKOIL00 THS AVAPTHONG).

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
avtg (cvumeplopBovoéveoy OAMV TOV TOPAPTNUATOV TNG), GE NAEKTPOVIKT LOPOY],
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

2YNOAIKH
AATMNANH
AE AAA EIAOX TEMAXIA XQPIZ ®NA TMHMA IIAHPO®OPIEX
NAErMA OWHZ AYO YAIKQN (MONOKAQNO
2899 NOAYNPOMNYAENIO APAIHZ NAEZHZ KAI ANTIZYM®OYTIKH YNEYOYNH
193.06.2025 EMIMANEIA) MOY NA AIAGETEI SYSTHMA EKMTYZHE KAI TMHMATOZ
R YIZO46906K-H4Q | IYZKEYH EKTYAIZHE,MNA ANOKATAZTAZH OMM®ANOKHAHS- 3 1ep 2.646,00 € XEIPOYPTEIO Ka MAPIFAPQNH
KOINIOKHAHE AAMNAPOZKOMIKA AIASTAZEQN : THA.EMOIKOINQNIA
Nn.A 9078/2025
15X20cm.YM013021(kw8.voo0K). z 210-4592908
NPOAIATPA®DES MAPAPTHMA A.
Y200102300(kw&.vocok)-ONOKAHPQMENO ZYITHMA
AIMOPPOL AIKHE ANAITEIQZHE KAl TATOXPONHZ
NEPIMEPIKHZ ANATAZHZ MPONTQIHZ OPOOY ME XPHIH YNEYOYNH
2783 DOPPLER. AMIOTEAOYMENO AMO EIAIKA IXEAIASMENO TMHMATOZ
/12-06-2025 — NPQKTOAIAZTOAEA ME EIAIKH OEZH YIOAOXHS Ka MAPFAPQNH
928646906K-W2l BEAONOKATOXOY,BEAONOKATOXO NPOQOHTH 10TEM 5.500,00 € XEIPOYPTEIO THA.EMOIKOINQNI
N.A.8935/2025 KOMMQN,6 PAMMATA,ZENZOPA 2 KPYSTAAAQN,KAAQAIO Az

WYXPOY OQTIZMOY,AIMAZTATIKO NPQKTOY MIAZ
XPHZHzZ.
MPOAIATPADEZ NAPAPTHMA A.

210-4592908




2786
/12-06-2025
MN.A.8934/2025

Y40846906K-
2AZ

YZ01805600(kwd.vocoK)-

HekTpokivTog KukAKog OYEGTOROTHPAS {u.ag 1Mong
Sropérpov 31mm, pe Suwhi ypapps sUPpaGrS Kal 3I? K
avaotépmon Kar ovriokisdnTic EMQGVELL YIL OpOIOROPYY
Karavopr TG crizeT)g TOV 16700 Kt o Kheioyo ™ Keprhis.
Avvaréryra examis Dyoug Kiaisiparos Kz oo l.Smfn -
2.2mm 7o idi0 epyahelo avitkoye PE TO RAY0G TOV 10TV KL VYOS
avoryrot ihix 5.2mm.

np
MPOAIATPADEZ MNAPAPTHMA A

9 TEM

6.300,00€

XEIPOYPTEIO

YMNEYOYNH
TMHMATOZ
Ka MAPITAPQNH
THA.ENOIKOINQNI
Az
210-4592908




IMAPAPTHMA B’
(Amotelel avamdGTOGTO TUNHO TG SOKNPLENG)
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 011 «dev vapyel APETAKANTY KOTASIKAGTIKY 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 EKTPOCHOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovg:

®  GUUUETOYN OE EYKAMNATIKT 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 Eivor poporoyikd 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, PB) N moapddooon twv €0®V Bo yiveTow pHe @POVTION Kol OATAVES TOL
[TpounBevty, otig Amodnkeg g Yanpeoiog pag.

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)

O vroyneot vtoBdAlovy el OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :
L& TEPIMTOG) U vTofoinc 1 un TPOGNKOVGAS VTOPBOAEC TOV AVUQEPOUEVOV TIO TAV®, 1] TPOGPOPA ATOPPITTETAL O
OTOPAOEKTT).
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NMAPAPTHMA A

ENTOAEZ: 2786/12-06-2025,2783/12-06-2025,2899/23-06-2025

Texvikég anoutiosLg
1.Na katatebel yia 0Aa ta €i6n mpwtdTtumo GUANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAANVIKA.

2.Na katateBel kKAwvikn BipAloypadio kot va mepthapfdavovtol Touldxlotov U0 SNOCLEVIEVEG KALVIKEG LEAETEG YL TO
KABe mpoodepOUEVO 180G I} KAWVIKEG LEAETEG UE TIPOLOVTA TOU LEIOU KATAGKEVAOTIKOU O(KOU [E QVTIOTOLYA TEXVLIKA
XOPAKTNPLOTIKA cUpdwva Kot pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV koL Ta MVEULATIKA SIKOLWUATA TWV cuyypadEwv.

3.H Huepopnvia Affewg Twv epyaleiwy va eival Avw Twv 2 €TWV.

4.H erutpornr TeXVIKNG aglohoynong €xetL Sikaiwpa va {ntrioel Selypata mépav anod ta {ntovpeva tng Staknpuéng av auvto
BewpnOel okomIpOo. Adyoc amoppuPng Oa anotelel To AMOTEAECUA HETA ATtd XPr)ON O XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.

5.0mou {nteital epyaleio kal aviaAAaKTKEG KEPOAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyoleiov kat avtaraktikwyv kebalwv), emnt mowvy andppudng.

6. H mpounBelitpla etalpeia, oe mepintwon mou sivatl SladopeTky amd TV KATACKEUAOTPLA, Vo Katabéoel umevOuvn
SnAwon mou va avadpépel OtL eival €§ouclodotnuévn amd TOV KOTAOKEUOOTLKO OLKO ylat TNV TEXVLKNA UTOOTAPLEN TWV
TPOLOVTWY KOl TV THPNON Twv Stadikaolwy os mBavh avdkAnon/anécupon npoidvtog.

7.H kaBe mpoodépouoa etalpeia, o meplmTwon mou eival SLadopeTIK oo TNV KATACKEUAOTPLA, VA TIPOCKOMLOEL SHAWGN
NG KATAOKEUAOTPLOG ETALPELAG TTOU VA OVOPEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal va SnAwvel OtL o mepintwon
KoTakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVOEL pE TN
CUYKEKPLUEVN TTOOOTNTA TWV KATAKUPWOEVTWY €6WV TNG cuUPBAONG.

8.H kaBe mpoodEépouoa etatlpeia, o mepimtwaon mou eival SLadopeTLKN amd TNV KATACKEVAOTPLA, VA TIPOCKOWIoEL SHAwon
NG KaATooKeuAoTplag etalpeiag mou va SnAwvel oOtL n mpoodépouca Ba evnUEPWVETAL yla OAeG TG TLBavE(
avakAfoelc/anoocVpoeLg TPOIOVIWY, OXETLKEG LE TA €8N TIOU £XEL IPOOPEPEL OTO SLOYWVIOUO.

9. H k&Be mpoodEpouoa etatpeia, va SLOETEL APTIO EKMALSEVUUEVO/TILOTOTOLNUEVO TIPOOWIIKO ATO TNV KATAOKEUAOTPLA
eTalpeia (motonoinon £wg 2 mponyoU Eeva £TN) YL TNV TEXVLKH UTTOOTHPLEN OTO XELPOUPYELO Kol eE0UCLOSOTNUEVO TUAA
service yla TBavo anapaitnto cuvodo e€omALoUO yila Thv Katnyopla H.




10.AAAWGN TOU KOTAOKEUAOTIKOU OlKOU OTL Ta TTPOLOVTA £lval yvrola Kol aleTaxeiplota.

11.Ma TNV TEXVLKA KoL ETMOYYEALATLKE LKOVOTNTA OL OLKOVOLKOL dopeig amatteital: a. va dnAwoouv otL Stabgtouv povipa
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KOl VO KATABECOUV TILOTOTOLNTIKG
ekmaidevong kat g€ouclodotnon aUTOU Omd TOV KATOOKEUQAOTIKO oiko B. va katatebei katdAoyog Twv KUpLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVIWY KAl TOUG XPOVOUG

napadoong.

12. Ta mpoodpepopeva UAKA Ba ipenel va elval kowvormotnpéva otov EOD kat va SLaBETouv Tov avtioTol o KwSLKO.

13. ErL mowvn g amokAelopoU Ba mpénel va katateBolv yia kKaBe mpoodepOpevo i60¢ Ta motomolnTkd: 1S013485, AnAwon
Suppopdwoaong, Miotomointikd CE, Miotomotntikd Ixediaopol CE.

14. Na K&Be £(60¢ KaL yLor OAEG TIC YEVLKEC KOLL ELOLKEC TEXVIKEG TtpodLlaypadEg tou Intolvtal Do MpETEL va oUUITANpwOEei
AVOAUTIKO GUANO GUUHOPPWONG UE TTAPATIOUTTH OE KWOLKO Kal o€ oeAida kataAdyou r/kat TexViKwy GpuAladiwv g
KaTaokeudotplag etatpeiog. OAotL ol KwdLKol Kal oL TeXVIKEG Tpodlaypadeg mou {ntouvtal Ba MpPEMeL va emonuaivovtotl
OTOUG avtiotolyoug Kataloyoug f/kat ta texvikd ¢ulhddia, mou Ba emouvamntovtal. Npoodopég mou umoBarlovial xwpig
va mephapBavovtal Ta o Tavw oTolxela va amoppintovral.

15. 3 kKGO a/a oToV OTIOL0 MPOTEIVETAL AVAAWGCLUO TTOU XPHIEL EEOMALOUO/YEVVNTPLA YLO VO AELTOUPYNOEL, 0 MELOSATNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoel n PounBeLa.




