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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag vaoyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvpupdoceic Epymv, [poundeiodv kot Yanpeoiodv »

( ®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 «IIpounfeteg Nocokopeiov Kot Aomadv povadwv vyesiog twv
[Me.Z.Y. xou dAleg dwtdeey (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 Emrpomnig [lpoundeiomv Yyeiag.

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) Evdoec mpounbevtodv mov vmofdAilovv 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 Kol v nuepounvio Kot opo

m¢ dSwdkaciag oto mail g Yanmpesiog 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 emoijuavon tov oaplOuov 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
avTtg (cvumeplopBovoéveoy OAMV TOV TOPAPTUATOV TNG), GE NAEKTPOVIKT LOPOY),
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

E/A AAA EIAOZ TEMAXIA | ZYNOAIKH TMHMA NMAHPO®OPIEX
AAMANH
XQPIZ ®MNA
2'1
NMPOZKAH YM01302000(kw5.voook)-MAEFMA AINAHE OWHE
SH AYO YAIKQN (MONOKAQNO MOAYMNPOMYAENIO YNEYOYNH
1018 APAIHZ MAEZHZ KAI ANTIZYM®YTIKH TMH'&'ATOX
[22-07- _ | EM®ANEIA)OY NA AIAGETEI £YETHMA a
2026 HJOH);LFGEQOGK EKNTYZHE KAl YSKEYH EKTYAIZHE A 5 TEM 3.850,00¢ | XEIPOYPTEIO TARTARPONH |
AMOKATAZTAZH OM®AAOKHAHE -KOIAIOKHAHZ AT
AAMAPOZKOMIKA AIAZTAZEQN: 10X15¢cm. 210-4592908
AZ:32/01-
07-2026 MPOAIATPA®EZ MAPAPTHMA A.

0:19




IMAPAPTHMA B’
(Amotelel avamOoTAGTO TUNLLO THG SLOKNPVENG)
OPOI XYMMETOXHZX

1. H mpoopopd Oa mpémel va £xEL T LOPEON TOV THVOKO TOV EMGVVATTETOL GTO
[Moapéptnpua 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 VOULLO EKTPOGMMTO TOV POPEN) 1] KOL TOL PLGIKOV TPOSMTOL (T0 omoio givor LEAOG TOL dtotkNTIKoD, dtevBuvTikKol 1)
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGI0 EKTPOCHOTNONG, AMYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo £vav otd Tovg KATOL Adyoug:

®  GUUETOYN G€ EYKANNOTIKI opydveon:
e dmpodokia
e qgmatn

®  TPOMOKPUTIKA EYKANNATA 1] EYKAMUOTE GUVOEOUEVE IE TPOUOKPUTIKES OPUCTNPLOTITES

®  VOULPOTTOIN 61 E600MV 0O TUPAVORES OPACTNPLOTNTES 1] YPNNATOOOTI|ON TS TPOUOKPATIOG

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

o 'Eyel katofdriel TIC E10QPOPES KOLVOVIKIG 0.6QAMGTG




Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.
Kwbkdg eviaiag kwdikomoinong EKANY.

Ov vrofariopeves TPOGPOPES LGYVOVY KAl SEGUEVOVY TOVS OLKOVOUIKOVS POPEiS Yo ordotnpa evevivta (90) nuep®dv amd tnv

ETONEVY] TNG KATOANKTIKNG nuepopnviag vrofoins. Ilpooceopa n omoio opiler xpovo 16Y00G HIKPOTEPO Atd TOV AVOTEP® TTPOoPremtopevo
OTOPPITTETUL MG PUT] KOVOVIKI].
Noooa: EAAnvu

8. ZXZe mepimtwon katokOpwong: a) n mapddoorn Bo yivetor evidc tpidv (3) epyacipmv nuepdv amd T Ayn g TopayyeAlag ,

extoc av opiletar Sapopetikd kat’egaipeon, B) N mopdadoon Tov €WV Oa yivetow pe @poviido Kot SamAvEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.
9. I\poun: H minpopn Ba yivetoar 6e gupd, petd amnd mponyovpevn Bedpnon Ttov ypNUOTIKOV EVIOAUATOV TANPOUNG Omd TOV

apurooo Eritpomo tov EAeyktikon Zvvedpiov.

10. «ZUp@wva Pe Tnv Utr aplB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOI (POPEIC UTTOXPEOUVTAI VO

£kdidouv NAEKTPOVIKA TINOAOGYIA yia Sarrdveg o€ kTéAson ouuBdoswy (N.4412/2016) YE UTTOXPEWTIKH avAPTNON
ornv_EAHT.

Ot vroyMme1ot vIoBAAAOVY el TOWVY] ATOPPLYNG TV TPOGPOPE TOVG NAEKTPOVIKA :
Yg mePImTOSN un vrofoinc 11 un TPocNKOVGAC VTOPOANC TOV AVAPEPOUEVAOV TLO TAVD, 1] TPOGPOPU OTOPPITTETOL OC UTAPFOEKT




ITAPAPTHMAT ’
YIIOAEII'MA IIINAKA

APIOMOX | NEPITPA®H TIMH KQAIKOX TIMH KQAIKOX GMDN EO®
ENTOAHZ EIAOYX HPOX®OPAY | MMAPATHPHTHPIOY | IIAPATHPHTHPIOY | EMIIOPIOY ENIAIA
KQAIKOIIOIHXH
ANA
JEMDN
TEMAXIO
XQPIT ®IIA

e MapakoAw va cUPTTANPwWOEi oTO KABE £id0C 0 AVTIOTOIXOC KWAIKOC gviaiac kwdikotroinong (EMDN)




NMAPAPTHMA A

EPEYNEZ AFOPAZ: 1018/22-07-2026

TeXVIKEG amALTAOELG
1.Na katatebel yia 0Aa ta €i6n mpwtdtumo GuANASLO 08NYLWV TOU KOTAOKEUAOTH Oolkou ota EAANVIKA.
2.Na katateBel kKAwvikn BipAloypadio kot va mepthapfdavovtol Touldxlotov U0 SNOCLEVIEVEG KALVIKEG LEAETEG YL TO
KABe MPpoodPepOpEVO 160G I} KALVLIKEG LEAETEG LE TTPOLOVTA TOU LEIOU KATOOKEUAOTIKOU OLKOU HE QVTIOTOLXOL TEXVLIKA
XOPAKTNPLOTIKA cUpdwva Kot pe MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kal Ta MVEUPOTIKA SIKOLWHOTO TWV CUYYpadEWV.
3.H Huepopnvia Affewg Twv epyaleiwy va eival Avw Twv 2 €TWV.
4.H emutpornr TeXVIKNG agloAoynong €xetl Sikaiwpa va {ntrioel Selypata mépav anod ta {ntovpeva tng Staknpuéng av auto
BewpnOel okomIpOo. Adyoc amoppuPng Oa anotelel To AMOTEAECUA HETA ATtd XPr)ON O XELPOUPYELO 1 O€ pocopoiwaon
XElpoupyeiou.
5.”0movu {nteital epyaleio kal aviaAAaKTIKEG KEPOAEG elval amapaitntn n mpoodopd G OAOUG TOUG AUEOVTEG TOU
niepthapPavovtal (epyoleiov kat avtaraktikwyv kebalwv), emnt mowvy andppudng.

6. H mpounBelitpla etalpeia, oe mepintwon mou sivatl SladopeTIK Ao THV KATACKEUAOTPLO, va Katabéoel umelBuvn
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 etatpeia, o mepimTtwon mou eival SLadopeTIKA Ao TNV KOTACKEUAOTPLA, VO TIPOOKOMioEL SnAwon
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 e 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 mpoodépouca etalpeia, vo SLHOETEL APTIO EKMALSEV LEVO/TILOTOMOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLA
eTalpela (motonoinon £wg 2 mponyoU Eeva £TN) YL TNV TEXVLKH UTTOOTHPLEN OTO XELPOUpPYELO Kol eE0UCLOSOTNUEVO TUA A
service yla TBavo anapaitnto cuvodo e€omALoUO yila Thv Katnyopla H.




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

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 kalt g€ouclodotnon aUTOU Omd TOV KATOOKEUQOTIKO 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 kowvomotnpéva 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 TEXVLKEG tpodLlaypadEg tou Intolvtal Do MpETEL va oUUIANpwOEeL
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 emonuaivovtol
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 kGO a/a otov omoio mpoteivetal avalwaotpo mou Xprilel eEOMALOUO/YEVVATPLA YLO VO AELTOUPYNOEL, O LELOSOTNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoel n PounBeLa.




