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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, [poundeiomv kot Yanpesiodv »

( ®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 «IIpounBeteg Nocokopeiov Kot Aowmdv povddwv vysiog twv
[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 ), [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 6pBpo 43 , [apdypapog 7 ay .



HPOXKAAEI

1. Kdabe evduwpepdpevo, vo katabécel TPocsopd Yoo TPounel VAIK®OV Ue
KpLTNplo KOTOKOP®ONG TN YopunAoTepn Tipfq 1 omoia Oa givan ion 1
MIKPOTEPT] TOV TEAEVTOIOV TTOPATPNTNPIOV TIHOV, OTOS OVTO AVOPTATOL

otV otocerida g Emrponic [Ipoundeiowv Yyeiog.

2. Awoiopo ZUPUETOYNG OTN Ol0IKOGIo £€Y0VV Ol OVOPEPOUEVOL KATMTEPM,
€POGOV 0ICKOVV EUTOPIKT 1 PLOPNYOVIKN 1 PLOTEYVIKY] dpAGTNPLOTNTO GUVAPT
pe 1o ovtikeipevo g mpoundetog: o) Oho o UOIKAE 1] VOpKA TPOSOTA,
nuedard M airodond. B) Evocelg mpounbevtdv mov vmofdAiovv ko

TPOGPOPA. Y) ZVVETALPIGLOL.

3. Tleprypoen v {NTOOUEVOV KATNYOPI®OV EWOMOV YIVETOL GTO TAPAPTNIY A TNG

napovcog kot 6to wapdptnpa A ( Teyvikég mpodraypapic ).

4. Ot mpoo@opéc umopovv va Katatifevtor péypt Kol v nuepounvio Kot mpo

™me owdwkaciog oto mail g Ymnpeoiog mprom3@tzaneio.gov.qr

e mepinTtwon mov 0 OYKOS TWY OIKAIOAOYNTIKOV &ival UEPHAOS
napakaiEiote Onwg Katatehovy ce pakelo oto Ipapeio Illpwtokdiiov tov

Nocoxouciov (ue emoijuaven tov oplOuod TPWTOKGIL0V TS AVAPTHOHS).

Koatd ta Aowwd, n dwadikacio Ba dievepynBel kou n mpopnfeta Oa vAomonBei copuemva
pe 1o mapokdteo ITAPAPTHMATA mov emouvamtoviot GTnV mopovuco Kot

QTOTEAOVV OVATOCTAGTO HEPOG OTNG.



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 (cvumepLopBovoéveay OAMV TOV TOPAPTUATOV TNG), GE NAEKTPOVIKTY LOPON,
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

ZYNOAIKH
AATANH
AE AAA EIAOZ TEMAXIA XQPIZ ONA TMHMA IHAHPO®OPIEX
YA00106602(kwd.voook.)-AAMTAPOZKOMNIKO
EPIAAEIO A AIMOZTAZH-AIATOMH AITEIQN EQZ
KAl 7mm ME AMOKAEIZTIKH XPHZH YNEPHXQN.ME
MHKOZ EPI'AAEIOY 36cm.ME ENEPIOINOIHZH AITO
TO XEPI ,ME TEXNOAOT'IA MPOZAPMOZOMENHZ
ENEPTEIAZ ZTON IZTO,[TAPEXONTAZ ETZI ZTH YNEYOYNH
FENNHTPIA TH AYNATOTHTA NA AIAMOP®QNEI TMHMATOS
2128 AYTOMATA THN NMAPOXH IZXYOZ AIAMETPOY
/05-06-2024 69TB46906K-W1A 5mm,AYNATOTHTA NEPIZTPO®HE 360 (XQPIZ THN 12 TEM 8.136,00 € XEIP.N'YNAIKOAOTI'IKH THA EII(_IGOT}%(I-)Im!NIAZ

ANAKI'H XPHZHZ NMPOZAPMOIEA). NA AIAGETEI
ANOIrMA ZIAFTQNQN TOYAAXIZTQN 10m,AENMIAA
TITANIOY MHKOYZ 15mm,KYPTOY AKPOY H OMNOIA
MAAAETAI ME ENIMHKH KINHZH ZE ZYXNOTHTA
55,5KHZ KAI HXHTIKH ENIBEBAIQZH KATA THN
METABOAH THZ MPOZAPMOZOMENHZ ENEPTEIAZ.
NPOAIATPA®EZ MAPAPTHMA A

210-4592840




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

1. H mpocpopd Ba mpémet va £xel T LOPPY| TOV TIVOKO TOV EXIGLVATTETOL 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 (amd TO VOLUO EKTPOGHOTO TOV POPEN) 1) KOl TOV PLGIKOD TPOGMTOL (TO 0TOi0 Elvar LEAOG TOV S10IKNTIKOV, 01ELOVLVTIKOD 1)
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCHOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovg:

®  GUUUETOYN OE EYKAMNNATIKT opydveon:

e Jdmpodokia

o amartn

®  TPOUOKPUTIKG EYKANNOTO 1] EYKANRATO GCUVOEONEVO, PUE TPOUOKPATIKES OPUCTIPLOTNTES

®  VOHIPLOTTOiN 61 €600V U0 TOPAVOUES OPACTNPLOTNTES 1| YPNUATOIOTNGT TNG TPOLOKPUTIOG
o  TOOKI] EPYOcio Kol AAAeS pOPPES epmopiag avlpOTOY.

e Eivar goporoyikd 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 KatakOpwong: a) M mapddoon Oa yivetoaw eviog tpiwdv (3) epyacipwv nuepodv amd T Aym e mopoyyerog ,
extog ov opileton OlapopeTikd kot’efaipeon, PB) N moapddooon twv €0®V Bo yiveTow pHe @POVTION Kol OATAVES TOL

[TpounBevtn, otig Amodnkeg g Ymnpeoiag pog.

7. Impou: H minpoun Ba yivetar oe gupd, petd omd mponyovpevn Bedpnon Tov ¥pNUOTIKOV EVICAUATOV TANPOUNG OO TOV

appodo Enitpono tov EAgyktikon Xvvedpiov.

Ot vrroyMmerot vroBaAlovy entl OV ATOPPLYNG THY TPOGPOPE TOVG NAEKTPOVIKA :
1€ TEPIMTOGN U vrofoinc 11 un TPOGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TLO TAVW, 1] TPOGPOPU ATOPPITTETOL (OC
OTOPAOEKT).
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NMAPAPTHMA A

ENTOAH:2128/05-06-2024

TEXVIKEG
QAT OELG

1.Na katateBel yia 0Aa ta €idn mpwtotuTio GUAAASLO 0ONYLWV TOU KATAOKEUAOTH 0lkou ota EAANVIKA.

2.Na katateBel kAwikn BLBAloypadla kot va mepthapBdvovtal TOUAAXLOTOV U0 SNUOCLEUMEVEG
KALVLKEG HUEAETEG YLa TO KABE MPoodpepOUEVO 160C 1] KALWVIKEG LEAETEC LEe TTpolovTa Tou L&ilou
KOTAOKEUOOTLKOU OIKOU HE QVTLOTOLYO 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 SIKOLWLOTA TWV oUYYpadEwWV.

3.H Huepopnvia Aféswg Twv epyaleiwy va elval avw Twy 2 ETWV.

4.H emutpornn) TeXVIKN G afloAdynong £xel Sikaiwpa va {nthosl deiypata népav amnod to {ntoleva
™G Staknpuéng av auto BewpnBel okompo. Adyog anopplPng Oa amoteAel To AMOTEAECHA LETA ATTO
XPron o€ Xelpoupyeio | o Mpocopoiwaon

XElpOUpYEiou.

5.0mou I{nteital epyaleio kol avtoAAAKTIKEG KEPOAAEG elval amapaitntn n mpoodopd o€ OAOUG

TOUG aUEOVTEC Tou
niepthappavovtal (epyadelou Kot avtoAAaKTIKWY Kepalwv), i mowvn andppubng.

6. H mpounBeutpla etalpeia, o nepimtwon mou eival SLadopeTik and TNV KATAOKEUAOTPLA, VO
kataBéoel umeBOuvVN dNAwon mou va avadEpel OtL eival eEouclodoTNHEVN Ao TOV KOTAOKEUAOTLKG
olko yla TNV TEXVIKN UTOOTAPLEN TwV TPOIOVIWVY Kal TNV TNpnon twv Sladlkaclwy o Tibavr
avdakAnon/andéoupon mPoiovTo..

7.H kaBe mpoodEépouca eTaLpEiLR, OE MEPIMTWON TIOU £ival SLadopPEeTIKN Ao TNV KATAOKEUAOTPLA, VO
TIPOOKOUIoEL SAAWON TNG KOTOOKEUAOTPLAG E£TOLPElOG TOU va avadEPETOL OTOV CUYKEKPLUEVO
Slaywviopd Kal va dnAwvel OTL o mepimtwon kataklupwong oupfacng otnv mpoodépouoa

etalpeia, n kataokeuaotpla Ba SeopeuTel va TNV MPopnBevoEL e TN
OUYKEKPLUEVN TTOCOTNTA TWV KATOKUPpWOEVTWY el8wv TNG ouupaonc.




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 TULOAVEC avaKANOELG/ATOCUPOELC TIPOTOVTWY, OXETIKEG HE Ta (6N TTOU €XEl
pooPEPeL 0TO SLAYWVLOUO.

9. H k&Oe mpoodEpouoa Talpeio, vo SLOOETEL APTLO EKTIALSEU LEVO/TILOTOTIOLNUEVO TIPOCWIILKO ATto TNV
KOTAOoKEUAOTPLA eTaLpeia (mLotomoinon £wg 2 mMponyoUpeva £Tn) yLa TV TEXVLKH UTOOTHPLEN OTO
XElpoupyeio kKol e€ouclodotnUévo TUNHO service yla TiBavo amapaitnto ouvodo €€omALoUO yLa
Vv Katnyopla H.

10.AnAwON TOU KATAOKEUAOTLKOU OIKOU OTL TA TTPOoLOvVTa €ilval yvRola Kol aUeTaXElpLoTa.

11.Ma TNV TEXVLKNA KOL EMOYYEAUATIKI) LKOVOTNTA Ol OLKOVOULKOL dpopeig armalteital: a. va SnAwoouy,
OTL OLOBETOUV HOVIUO OPYOVWHEVO TUAMO TEXVIKAG UTOOTAPLENG, KATAAANAQ EKMALSEUUEVOU-
e€eldlkeupévou Kol va kataBéoouv ToTomolNTIKO ekmaidsuong kat e€ouvolodotnon 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 mpoodepopeva UALKA Ba mpEmeL va elval kowvormotnpéva otov EOD kal va Sltabétouv 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 £l60¢ 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 ot kwdikol Kot oL TexVIKEG mpodlaypadEg mou Intouvtal Bo mpemel
Vol EMLonuaivovtal

OTOUG OVTIOTOLXOUG KATtaAOyoug /Kot ta TeXVika ¢uAladia, mou Ba emtouvarntovtal. MpoodpopEg mou
umoBalhovtal xwpig

va epAapBdavovtal Ta Mo MAvw OToLXELD va ammoppinmtovtal.

15. 3 kGOe a/a otov Omoio MPoTeiveTal AvaAWoLUo Tou Xprletl e€omAlopd/yevvnTpla yo va
AELTOUPYNOEL, 0 LELOSOTNG 0deilel va TTapaxwpProEL TOV amapaitnto cuvodo e€omAlopd Swpedv MPoG
xpnon yia éco diaotnua Slapkéoel n mpopnOeta.







