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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 GAleg dwtaéeey (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 ), [lopdypapog Z : TIpocappoyn
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 Emrponnig [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 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 emoijuaven Tov oaplOuod TPWTOKOIL00 THS AVAPTHOHG).

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 TOPAPTUATOV TNG), GE NAEKTPOVIKT LOPOY),
omv 10t00eAido Tov Noocokopeiov oto Swdiktvo  (MAekTpoviky dlevbuvon:

www.tzaneio.gov.gr



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

ITAPAPTHMA A

ZYNOAIKH
AE AAA EIAOZ TEMAXIA AANANH TMHMA MAHPO®OPIEX
XQPIZ OMNA
3816 No8-150TEM TMEMATOR
_00- - Oo- TMHMATOZX
104:09:2025 62KI46906K-\9H T.Yaﬁ?éﬁ?gmf X;g;';)suz;)nAJENnE; ;N08,5-150TEM- 3.337,00€ | NEYPOXEIPOYPTIKH Ka
MN.A.12586/01 No9-150TEM- oo KAINIKH NMAMAAHMHTPIOY
A.125 - MIAZ XPHZHXZ ME CUFF No7-20TEM THA.EMIKOINQNIAE
08-2025 210-4592480




3351
/27-08-2025

N.A.12212/2025

YMEY46906K-
MHO®

YZ015007(kwd.voook)-AABIAA HAEKTPOOEPMIKHZ
ZYTKOAAHZHZ KAI AIATOMHZ AITEIQN EQZ KAl
7mm,ME AYTOMATH OAOKAHPQZH TOY KYKAOY

AMOAINQZHZ ENZQMATQMENO
KAAQAIO,XEIPOAIAKOMNTH,ENZQMATQMENH KOMTIKH
AAMA,ZEXQPIZTH ZKANAAAH MHXANIKHZ KOINMHZ,ME

NEPIZTPO®H ,AIAMETPO 5mm,MHKOZ ZTYAEOY
37cm,ME KYPTEZ ZIAFONEZ TYINOY MARYLAND
ENEPIroy AKPOY 20mm KAI KOMHZ 18mm,ME
MONOIIAEYPO ANOIIMA.
NPOAIATPA®EZ MAPAPTHMA A.

10 TEM

7.800,00 €

XEIPOYPTEIO

YNEYOYNH TMHMATOZ
Ka MAPIFAPQNH
THA.EMIKOINQNIAZ
210-4592908




3334
/27-08-2025

Nn.A1223/25-
07-2025

62646906K-TT3

YE00302901(kw6.voook)-ENAODOAAIOL
ENAO®DAKOZ ENOZ TEMAXIOY,AZ®AIPIKOZ
AMOIKYPTOZ ONIzZOI0Y QAAAMOY YAPODINOZ ME
YAPO®OBA :TOIXEIA ME ®DIATPO UV AIA METPOZ
ONTIKH ZQNHZ:A)6..mm(amnoé D:+10.00 swg +24.50).B)
5.70mm(ano D:+25.00 ewg +30.00). ONIKHZ
AIAMETPOZ: A)11.00mm(auto D:+10.00gwg
+14.50),B)10.75mm (amo D:+15.00 ewg
+24.50)r)10.50mm(ao D:+25.00 w¢ +30.00).evpog
AIONTIQN AMO + 10.00d EQg +30.00d.ENOEZH ANO
TOMH 1.8mm ME NOAAPAKIA FOUR HAPTIC(4X4). ME
AEIKTH AIAGNAZHZ 1.46 KAI TONIQN KAI ATKYAQN 8
MOIPEZ.

NA ZYNOAEYETAI ANO ENOETHPA MIAZ XPHZHZ.

150 TEM

12.750,00 €

XEIPOYPTEIO

YMNMEYOYNH
TMHMATOZ
Ka MAPIAPQNH
THA.ENIKOINQNIAZ
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 011 «dev vapyel APETAKANTY KOTASIKAGTIKY ATO@acT €16 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 avTd) Yia Evay amd Tovg KATmbt Adyoug:

®  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

ENTOAH:3351/27-08-2025

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

2.Na katateBel kKAwikn BLBAloypadia kat va mephapBdvovtol TouAdxlotov U0 SNUOCLEUEVEG KALVIKEG UEAETEG YLa TO
KAOe mpoodepOUEVO 160C 1} KAWVIKEG LEAETEG LE TTIPOTOVTA TOU LE{OU KATAOKEUAOTIKOU O{KOU HE QVTIOTOLYA TEXVIKA
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 Huepounvia Anewg Twv epyaleiwv va gival avw Twv 2 €TWv.

4.H gmutponn texvikng afloAdynong €xel Sikalwpa va {ntrioel delypata mépav anod ta {ntoleva tng SLaknpuéng av auto
BewpnBel okompo. Adyog andppudng Ba amoteAel To AMOTEAECHA LETA ATIO XPrON OE XELPOUPYELD 1} O€ Mpooopoiwaon
XElpoupyeiou.

5.”0mou {nteital epyaleio kal aviaAAaKTKEG KEPOAEG elval amapaitntn n mpoodopd o€ OAOUG TOUG AUEOVTEG TOU
niepthapPavovtat (epyoleiou kat avtalaktikwv kebalwv), emnl mowvy andppudng.

6. H mpounBelitpla etalpeia, os mepintwon mou sivatl SladopeTIK AMO TNV KATACKEUAOTPLA, Vo KatabBéoel umevBuvn
SnAwon mou va avadépel OtL sival e€ouclodotnuévn amd TOV KATAOKEUAOTLKO OIKO yla TNV TEXVLKH UTOOTAPLEN TWV
TPOLOVTWY KOl TV TAPNON Twv Stadikaolwyv os mbavh avdkAnon/anécupon npoidvtog.

7.H kdBe mpoodépouoa etalpeia, o MepimTwon mou eival SLadopeTiK oo TNV KATACKEUAOTPLA, VA TIPOCKOMLoEL SHAWON
NG KATAOKEUAOTPLOG ETALPELAG TTOU VO OVOPEPETAL OTOV CUYKEKPLUEVO SLOYWVIOUO Kal va dnAwvel OtL o mepintwon
KoTakUpwong cupBacng otnv MpoodEpouoa ETALPELA, N KATAOKELAOTPLA Ba Se0UEUTEL va TNV TPOUNBEVTEL pE TN
CUYKEKPLUEVN TOOOTNTA TWV KATAKUPWOEVTWY €6WV ThG cUUPBAONG.

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

9. H k&Be mpoodEpouoa etalpeia, va SLOOETEL APTIO EKMALSEVUUEVO/TILOTOTOLNUEVO TIPOOWIIKG ATO TNV KATAOKEUAOTPLA
eTaLpeia (moTonoinon £wg 2 mponyoU Eva £TN) YL TNV TEXVLKI UTTOOTHPLEN OTO XELPOUPYELO Kol EE0UCLOSOTNUEVO TR
service yla mBavoé anapaitnto cuvodd e€omALoMO yla thv Katnyopia H.

10.ARAWON TOU KOTAOKELALOTLKOU oikou OTL Ta Ttpoidvta gival yvrola Kal apetaxsiplota.




11.Ma TNV TEXVLKA KoL ETTOYYEALATLKE LKOVOTNTA OL OLKOVOLKOL dopeig amatteital: a. va dnAwoouv otL Stabgtouv povipa
OPYAVWHEVO TUAMO TEXVIKAG UTIOOTNPLENG, KATAAANAQ EKTTOLSEUUEVOU-EEELSIKEVEVOU KL VO KATOOEOOUV TILOTOTOLNTIKG
ekmaidevong kalt €£ouclodOTNOoN AUTOU QMO TOV KATOOKEUAOTIKO Oiko B. va katatebel KOTAAOYOoG TwV KUPLOTEPWM
napadocewv pe avadopa otnv afia tng cupBaocng, TwWV MPOCHEPOUEVWY TTPOIOVTWY KoL TOUG XPOVOUG

napadoong.

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

13. ErL mowvn g amokAeLopoU Ba mpénel va katateBolv yla KaBe mpoodepOpevo €606 Ta motomolnTka: 1S013485, AAwon
Juppopdwong, Miotomowntikd CE, Miotomointikd 2xediaopol CE.

14. Na kaBe 1606 Kal yLa OAEG TLG YEVLKEG KOl ELOLKEG TEXVIKEG TpodLaypadEG ou InTolvtal Ba MPEMEL va oUUITANPpwOEL
AVOAUTIKO GUANO CUUHOPPWONG UE TTAPATIOUTTH O KWOLKO Kal o€ oeAida kataldyou 1/kat TexVIKwV GuAladiwv g
KOTAOKEUAOTPLAG eTalpeiag. OAoL ol kwSLKol Katl oL TEXVIKEG TipodlaypadEg Tou {nTouvtal Ba MpEMeL va emonuaivovtotl
OTOUG avtioTtoloug KataAoyoug r/kat ta texvikd ¢ulhddia, mou Ba emouvantovtal. MNpoodopéc mou umoBalovral xwpic
va mephapBavovtal Ta To Tavw oTolela va amoppintovral.

15. 3 k@B a/a otov omoio mpoteiveTal avalwaotpo mou Xprlel eEOMALOUO/YEVVATPLA YLO VO AELTOUPYNOEL, 0 MELOSATNG
odeilel va mapaxwproeL Tov anapaitnto cuvodo e€OmMALOUO SwpeAv TPOC Xpron yla 600 Staotnpo SlopkEoeL n PounBeLa.




