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TO I'ENIKO NOXOKOMEIO IIETPAIA «TZANEIO»

"Eyovtag voyn:
1. Tig dwatdéetg, Ommg 1oyvovV:
1.1. Tov N. 4412/2016 « Anpdoieg Xvpupdoceic Epyov, [poundeiomv 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 «IIpounfeieg Nocokopeiov Kot Aowmdv povadwv 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 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. B) 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 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. 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
vt (cvumeplopBovopévay OA®V TOV TOPAPTUATOV TNG), GE NAEKTPOVIKY LOPOY,
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

ZYNOAIKH
AAMANH
XQPIZ
AE AAA EIAOX TEMAXIA OnA TMHMA IAHPO®OPIEX
YM00200002(k YMNEYOYNH
NMAEMMA AMOKATAEZTAZHE OMOAAOKHAHE ETPOITYAO AINMAHE OWHE |  w3.voookK)- TMHMATOZ
2" MOAYNPOMYAENIY KAI Eptfe MO ME NPOTOGETHMENA TEZZEPA SlapéTpou 7cm: Ka MAPFAPQNH
ANAPTHZH | o 1 1e006K-BAS PAMMATA.NA ®EPEI ENZOMATQMENO MMAAONI AIOTKQEHE.ZTH 10 TEM, 12.000.00 € | XEIPOYPIEIO
2081 SYZKEYAZIA NA MEPINAMBANETAI ZYPIITA MAHPQZHE TOY YM00200003(k DA
/04-06-2024 MMAAONIOY KAGQE KAI AYO EMINAEON PAMMATA wB.VOTOK)- THA.ENOIKOINQ
.NMPOAIArPA®EL MAPAPTHMA A SlapéTpou 9cm: NIAZ
210-4592908

10 TEM




ITAPAPTHMA B’

(Amotelel avamdOGTOGTO TUNHO TG SOKPLENG)

OPOI XYMMETOXHX

1. H mpoopopd Oa mpémel va £xEL T LOPON TOV TVOKO TOV EMGVVATTETAL GTO
[Moapéptnpua I

2. YmebOovvn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@ac €15 fApog TOV 01KOVOUIKOD
@opéa (amd TO VOULIO EKTPOCMOMTO TOV POPEN) 1) KOL TOV PLGIKOV TPOSMTOL (T0 0moio givor LEAOG TOL d10KNTIKOD, d1ELBVVTIKOD 1|
EMOTTIKOV TOV OPYAVOL 1 £XEL E£0VGT0 EKTPOCHOTNONG, AYNG ATOPAGEMV 1) EAEYYXOV GE 0VTO) Yo Evav omd Tovg KATOL Adyoug:

®  GUUETOYN O€ EYKANNOTIKI opydvoon:

e Jdmpodokia

e qgmatn

®  TPOMOKPUTIKA EYKANUATA 1] EYKAMNOTO GUVOEOUEVA UE TPOPOKPUTIKES OPUGTNPLOTITESG

®  VOULNOTTOIN 61 £600MV 00 TUPAVORES OPUCTNPLOTNTES 1] YPNNATOOOTION TS TPOUOKPATIOG

o TOOKI] EPYOcio Kol AAAES pOPPES epmopiag avlpOTOY.




Eivar goporoyka gvijpepog

"Exel katafdrier TIg £16Q0PES KOWVOVIKNG UGQAALONG
Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdikdg EKATITY
H owovopikn mpocpopd Oa katatiBetar amokieiotikd o EURO.

INowooca: EAAvii
6. Xe mepimtoon Kataxvpwong: o) M mapdooon Ba yiveror eviog tpudv (3) epyacipov nuepdv and ™ ANym g mTapoyyeAiag ,
extoc av opiletor Owapopetikd wat’eaipeon, B) N mopddoon tov WOV Ba yivetor pE @OPOVTION KOl OATAVEG TOL

[TpounBevtn, otig AmoOnkeg g Ymnpeoiag pog.

7. ITImpou: H minpoun Ba yivetar oe gupd, petd amd mponyovpevn Oedpnomn oV YpNUOTIKOV EVIOAUATOV TANPOUNG A0 TOV

appooo Ernitpomo tov EAeyktikon Zvvedpiov.

Orvroyneot vtoBadAlovy el OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :
LE TEPIMTOG) U VTofoiC 1] 1IN TPOGNKOVGAC VTOBOANE TOV UVUQEPOUEVOV TTIO TAV®, 1] TPOGPOP( ATOPPITTETOL O
OTOPAOEKTT).
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NMAPAPTHMA A
ENTOAEZ: 2081/04-06-2024

TEXVIKEG
OUTLOLLTI) OELC

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

2.Na katateBel kAwvikn BLBAloypadla kot va mepthapBdvovtal TOUAAXLOTOV U0 SNUOCLEUUEVEG
KALVLKEG UEAETEG YLa TO KABE MPoodhePOUEVO 160C 1] KALVIKEG LEAETEC L TtpolovTa Tou L&ilou
KOTAOKEUQOTLKOU OIKOU HE OVTLOTOLYO TEXVIKA XAPOKTNPLOTIKA cUdwva Kot e MDR article 61 Clinical
Evaluation annex Ill, Clinical Evaluation and Post Market Clinical Follow up annex XIV kal ta

TIVEU LOTIKA SIKOLWUOTA TWV oUYYpadEwWV.

3.H Huepopnvia Anéswg Twv epyodelwv va elval Avw TwV 2 €TWV.

4.H emutpornr) TeXVIKN G afloAdynong £xel Sikaiwpa va {nthosl deiypata népav amnod ta {nTtoleva
¢ Slaknpuéng av autd BewpnBel okomuo. Adyog amdppupng Ba anoteAel To AMOTEAECHUA LETA OO
Xpron o€ Xelpoupyeio | o mMpocopoiwaon

XElpoupyeiou.

5.’0movu {nteital epyaleio kol avtaAAaKTIKEG KePaAAEC elval amapaitntn n mPoodopd O OAOUG
TOUG auvgovteg mou
niepthappavovtal (epyadelov Kot avtoAAaKTIKWY Kepalwv), eni mowvn andppubng.

6. H mpounBeutpla etalpeia, o mepimtwon mou eival SLapopeTIK amd TNV KOTACKEUAOTPLA, VA
kataBéoel umeBuvN dNAwon mou va avadEpel OTL eival e€oucloSOTNEVN ATIO TOV KOTOUOKEU AOTLKG
olko yla TNV TEXVIKN UTOOTAPLEN TwV TPOLOVTWVY Kal TtThv Tpnon twv Sadlkaclwyv o mibavh
oavdakAnon/andéoupon MPoiovTo..

7.H kaBe mpoodEépouoa eTalpeia, O MEPIMTWON TOU gival SLadopeTIKn amd TNV KATAOKEUAOTPLA, VO
TipooKopioel SAAWON TNG KATAOKEUAOTPLAC £TAlPelag TTOU va avadEPETOL OTOV CUYKEKPLUEVO
Slaywviopd Kal va SnAwvel OTL o mepimtwon Katakupwong ocupfacng otnv mpoodépouoa

gtalpeia, n katookeuaotpla Oa SeopeuTel va tnv MpopnBevoel pe T
OUYKEKPLUEVN TTIOCOTNTA TWV KOTOKUPWOEVTWY £L6wV TnE ouuBaonc.

8.H kdBs mpoodépouoa etatpeia, oe mepimtwon mou eival StadopeTikA Amd TNV KATACKEUACTPLA, VO
TipooKopiosl SAAWON TNG KATAOKEUAOTPLAG £Talpeiag mou va dnAwvel OtL n mpoodEpouca Oa
EVNUEPWVETOL YLO OAEC TIG TIOAVEG avakA oL/ amooVpoELS TTPOIOVIWY, OXETIKEG UE TA €L6N TTOU €XEl




ipooPEpPeL 0TO SLAYWVLOUO.

9. H k&Oe mpoodEpouoa Talpeia, va SLOBETEL APTLO EKTIALSEVUEVO/TILOTOTIOLN LEVO TIPOOWTTLKO artd TNV
KOTAOoKEUAOTPLA eTaLpeia (mLotomoinon £wg 2 mMponyoUHeva £Tn) yLa TV TEXVLKH UTOOTNPLEN OTO
XElpoupyeio Kol e€ouclodoTnUévVo TUNHO service yla TiBavo amapaitnto ouvodo €€omMALoUO yLa
Vv Katnyopla H.

10.AnAwoN TOU KOTAOKEUAOTLKOU OIKOU OTL Ta TTPOoLOvVTa €ilval yvRola Kol aUeTaxelpLoTa.

11.Ma TNV TEXVLKNA KOL EMOYYEAUATIKI LKOVOTNTA Ol OWKOVOLULKOL popelg amatteital: a. va SnAwoouy,
OTL OLOBETOUV  HOVIUO OPYOVWHEVO TUAMO TEXVIKAG UTOOTAPLENG, KATAAANAQ EKMALSEUUEVOU-
e€eldIkeupévou Kol va KataBéoouv TLOTOTOWNTIKO ekmaidsuong kat e€ouclodotnon autol amod Tov
KOTAOKEVAOTIKO oiko B. va katateBel katdloyog Twv Kupldtepwyv mopaddoswv pe avadopd otny
aia tng cupPaong, Twv MPOSPEPOUEVWV TIPOTOVIWV KAl TOUG XPOVOUG
nopadoonc.

12. Ta npoodepopeva UALKA Ba pEmel va elval kowvorolnpéva otov EOD kat va dtabEtouv tov
QVTIOTOLYO KWSLKO.

13. EmtL mowvn ¢ anokAelopoU Ba npénel va katateBouv ylo kabe mpoodepopevo idog ta
Tiotomnolntika: 1SO013485, AnAwon
Juupopdwone, Motonointikd CE, Miotomointikd Ixedtaouov CE.

14. Mo KGBe £160¢ Kal yLa OAEC TLG YEVIKEC KoL ELSLKEC TEXVIKEG TtpoSlaypadéc mou {ntouvtal Oa
TPEMEL VAL CUMMANPWOEel avaAuTikd pUAAO CUMUOPPWONG LE TIOPATIOUTN) O€ KWOLKO Kal o oeAiba
kataAdyou f/kat texvikwv GuAadiwv Ttng

Kataokeuaotplag statpeiag. OAot ol kwdikol Kat oL TexVIKEG mpodlaypadEg mou Intouvtal Ba Tpemel
va gnionpaivovrat

oToUuC avtiotolyoug Katahdyouc n/kal ta tTexvikd GuAladia, mou Ba emiouvarntovtal. Mpoodopég mou
umoBalhovtal xwpig

va ephapBavovTal Ta 1o MAvw OToLXEla va amoppintovral.

15. 3 kGO a/a otov omoio nMpoTeiveTal avaAwoLpo Tou xprleL e€omAlopd/yevvntpla yio va
AELTOUPYNOEL, 0 HELOSOTNG 0deilel va TtapaxwprosL ToV amapaitnto cuvodo e€omAoUO SwPeAv MPOG
xpnon yia éco diaotnua Slapkécel n mpopnOeta.




