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TO I'ENIKO NOXOKOMEIO IIEIPAIA «TZANEIO»

"Eyovtag vwoyn:
1. T dwtaéerg, OTMS 1ydoLvV:
1.1. Tov N. 4412/2016 « Anuocieg Xvopupaceis Epyov, [Tpoundeidv kot Yanpeoiav »

( DEK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevev amd 0 Ymovpyeio
Yyelag kot Kowaovikng AAANAeyydng ko dAleg dwtaéegy (@.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «IIpounBeieg Nocokopeimv Kot AOI®V HOVAS®V vYEiOG TmV
[Me.XY. o dAheg dwrdéecy (P.EK. A” 256 / 2-11-2001), 6nwg Tpomomompuévog

woyVEL

1.4. Tov N. 2362/1995 «Ilepi Anpociov AoyioTiKov, €AEYYOV TOV JSUTAVOV TOL
Kpdrovg kat dArec dwataceicy (O.E.K. A" 247/ 27-11-1995), dnwg 1oydet.

1.5. Tov N. 4152/2013 ( ®.E.K. 107 A’/ 9-5-2013 ), [Tapdypapog Z : IIpocapuoyn
ms EMnvikng NopoBesiog otnv odnyia 2011 / 7 g 16-2-2011 vy v

KOTOTOAEUNOT) TOV KAOVGTEPTCEMV TANPOUDY GTIS EUTOPIKES CUVOAAAYEG.

1.6 Tov N. 4605 /01-04-2019 épbpo 43 , [Tapaypapog 7 ay .



HNPOXKAAEI

1. Ka&Be evowpepodpevo, va katabeécer mpocopd yio mpoundeio. VAIKAOV pe
KpLTNplo KOTOKOP®ONG TN LounAoTepn Tipq N omoia Oa sivon ion 1
MKPOTEPT] TOV TEAEVTOIOV TAPATNPNTNPIOV TIHAOV, OO OVTO AVOPTATOL

otV 1otoceAda ¢ Emrpomng [pounOeidv Yyeiog.

2. Awoiopo ZUUUETOYNG OTn OdIKAGIoL €YOVV Ol OVOQPEPOLEVOL KOTMTEPM,
€QOGOV 0CKOVV EUTOPIKN N Bropnyovikn 1 Ploteyvikn 0pactnploTnTo GLVIET
pe 1o avtikeipevo g mpounbetag: o) Ola Ta UOIKA 1 VOUIKA TPOCHOTO,
nuedoand M orrodand. ) Evdoelg mpounbevtdv mov vmofdiiovv kown

TPOGPOPA. ¥) ZVUVETOPIGHOL.

3. Tleprypaen T@v {NTOVHEVOV KOTYOPIDOV E0MV YIVETOL GTO TAPAPTNNA A TNG

napovoog kot oto wapdptnue A ( Teyxvikéc mpooraypagic ).

4. Ot Tpooc@opég UmopovV va Katotifevior uéypt Kot Ty nUEpOUNVIia Ko dpa

™me Swdikaciog oto mail g Ymnpsoiog mprom2@tzaneio.gov.qr

2e mepintwon mov 0 O0YKOS TV OIKAIOLOYNTIKOV &gival UEYALOS
mopakaieiote Onws Katatehovy o pakelo oto Ipapeio Illpwtokiéliov tov

Nocoxouciov (ue emojuaven Tov opiOuod TPOTOKOIL0D THS AVAPTIGHS).

Katd ta Aowmd, n dwdikacio B dievepynBel kot n mpounfeta B vAomoBel cupPwva
pe 1o mopoaxkdteo ITAPAPTHMATA mov emGuvamtoviol GInV mopovco Kot

OTOTEAOVV OVOTTOGTAGTO UEPOG OTNC.



1. HNEPI'PA®H ZHTOYMENQN
EIAQN

KATHI'OPIQN

ITAPAPTHMA A’

2. OPOI XYMMETOXHX ITAPAPTHMA B’
3. YIOAEII'MA ITIINAKA ITAPAPTHMA I’
4. TIPOAIATPA®EX ITAPAPTHMA A’

Ot evolapepopevol Ba £xovv duvatdTnta eAehBepng TpdcPacng 6to TANPES Keipevo
avtNG (CLUTEPTAOUPOVOUEVOV OA®V TV TOPAPTNUATOV TNG), O NAEKTPOVIKT LOPOT,
otV 1o0toceMoa Tov Noocokopeiov ot1o dwdiktvo (NAektpovikny oO1evOvvon:

www.tzaneio.gr



http://www.tzaneio.gr/

ITAPAPTHMA A

AE AAA EIAOZ TEMAXIA| ZYNOAIKO TMHMA NAHPO®OPIEZ
nozo
XQPIZ ®NA
1351/23-03- | 6X5246906K- |NMAHPEX XET ENAOZKOMNIKHZ XEIPOYPIIKHX 21 10.994,92 € XEIPOYPTEIO Ka MAPFAPQNH
2023 520 2MONAYAIKHZ ZTHAHZ THA:210-4592908

A) AIATPHMATIKH NMPOZMNEAAZH
TO ZET NA MEPINAMBANEL:

1. KuAivdpikd Kopwvoeidn ooTeoTéuo piag
XPAoNgG, ETEPOTTAEUPNG KOTTAG , EEQyWVIKOU
ATTOOTPOYYUAEUEVOU £yYUG AKPOU, UE OpIfOVTIa
€YKOTTI) CUYKPATNONG SIOUETPOU Smm.
MOANH AATMANH: 607,91 €
MepihauBaveral oto A/A 3.7.20 oTnv TIPA Twv
607,91€ TEMAXIA:3
2. KuAhivopikd Kopwvoegidn 00TEOTOUO iag
XPAoNgG, TEPOTTAEUPNG KOTTAG , £€aywVIKOU
ATTOOTPOYYUAEUEVOU £yYUG GKPOU, UE OpIfOvVTIa
EYKOTTI] CUYKPATNONG SIauETPOU 6,5mm
MI©GANH AATMANH: 607,91 €
MepihauBaveral oto A/A 3.7.20 oTnv TIUA Twv
607,91€ TEMAXIA:3
3. KuAivopikd Kopwvoegidn 00TEOTOUO iag

XPNAong, ETeEpOTTAEUPN




1333/23-03-
2023

6X5246906K-
520

NAHPEZXZ XET ENAOZKOMNIKHZ XEIPOYPI'IKHX
2MONAYAIKHZ ZTHAHZ
B) AIANETAAIA TTIPOXMNEAAZH

TO ZET NA NEPINAMBANEL:

1. KIT rpootréAaong evdoOoKoTTiKNG
XEIPOUPYIKAG CUMPBATO e KwVIKA paRd0 0dnyo ue
UTTEP-EAAOTIKO OUPHA KPAPATOG VIKEAIOU-TITAViOU

MOANH AATANH: 553 €
MepihapBaverar oto A/A 40.8.34 otnv Tiun Twv
553€ TEMAXIA:3
2. HAekTpbd10 CUPMIKTNG KATAOKEUNG Wiag
XPAONG yIa XPAon o€ GuvOUAGCHO WE IKPIWHATIKNA
AaBida , pe KupTod &TTw AKpPo PriKkoug 320mm Kai
SlapéTpou 2,5mm
MI©GANH AATMANH: 620 €
MepihauBaveral oto A/A 57.69 aTnv TIuA Twv
620€ TEMAXIA:3
3. AvoAwaiuo avTAiag aTTooTEIPWHEVO, MHiag
XPAong, Me TapaAAnASGypaupn Kaoéta e SUo
aIoONTAPES AoPaAEiag yia aTToQuyr] UTTEPTTIEONG
aTov ETTIOKANPIdIO XWpPO, atTapaitnT

12

5.519,73 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908

1341/23-03-
2023

9BBX46906K-
7B®

MNAEKO KAGETOZ AAKTYAIOZ TYTIOY
HALLOW A AKINHTOTOIHZH AMZX. NA
EINAI ZYMBATO ME MATNHTIKO
TOMOIPA®O NPOAIATPA®EZ NAPAPTHMA
A

3.500,00 €

XEIPOYPTEIO

Ka MAPTAPQNH
THA:210-4592908




1325/23-03-
2023

9N1246906K-
00A

OAOKAHPQOMENO 2YZTHMA AIMOPPOIAIKHZ
AMNATTEIQZHY KAl TAYTOXPONHZ
MNEPIPEPIKHEZ ANATA=HX MPOMNTQZHZ
OPOOY ME XPHZH doppler. AMOTEAOYMENO
AMNO EIAIKA ZXEAIAZMENO
NPOKTOAIAXTOAEA ME EIAIKH ©OEXH
YNOAOXHZ BEAONOKATOXOY,
BEAONOKATOXO, NMPOQOGHTH KOMINQN, 6
PAMMATA,ZEN2OPA 2 KPYZTAAAQN,
KAAQAIO WYXPOY ®QTIZMOY, AIMOZTATIKO
NPQKTOY MIA XPHZHZ NPOAIATPA®EZ
NMAPAPTHMA A

10

5.500,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908

1329/23-03-
2023

9EXY46906K-
NOA

OPOANMOANOTIIKA XEIPOYPTIKA MNEAIA AIMO
NON-WOVEN ME AIA®ANEX AYTOKOAAHTO
K TZEMNH ME METAAAIKO EAAZMA
MNEPIZYAAOTHZ YTPQON. TO AIA®ANO
AYTIKOAAHTO NA EINAI XQPIZ OrH.
AIAZTAZEIZ 100X130CM. AMAPAITHTH
NPOZKOMIZH AEITMATOZ

3.000

4.500,00 €

XEIPOYPTEIO

Ka MAPFAPQNH
THA:210-4592908




1356/23-03-
2023

638046906K-
Xob=

ZET ®IATPQN MNAAEZMADAIPEZHZ
AMNOXTEIPQMENO I'lA GEPATIEIEX
NAAZMATOZ ZE MHXANHMATA CRRT MNOY
NA AMOTEAEITAI AIO
NMPOXYNAPMOAOIHMENEZ rPAMMEZ >AKO
OEPMANZHZX K AIMTO ENADIATPO
NAAZMATOZ MICROPLAS. H MEMBPANH TOY
QOINTPOY MNAAZMATOZ NA EINAI MICROPES
K NA EXEI EMI®ANEIA 0,45m2 . Ol TPAMMEZX
K TO ®INTPO NA EINAI YNAEAEMENEZX
METAZY TOYZ K NA BPIZKONTAI NMANQ >TH
BAZH XTHPI=ZHZ QXTE NA EINAI
EYKOAOTEPH H ETKATAXTAZH TOYX 2TO
MHXANHMA. 2 YMBATA ME TO MHXANHMA
AMPLYA

20

7.400,00 €

M.T.N

Ka AYTIAAKH THA:
210-4592796




ITAPAPTHMA B’

(Amotelel avamdomacTo TUNUA TS 10K PLENC)

OPOI XYMMETOXHX

1. H mpoocpopd Ba mpémet va £yl T LOPPT| TOV TIVOKO TOV EMIGVVATTETOL GTO
[Moapdptnua I

2. YmevOvvn dMMiwon tov a. 8 tov N. 1599/1986 611 «dev VITaPYEL AUETAKANTY KATUSIKAGTIKY ATé@act €15 fApog TOV 01KOVOULKOD
@op€a (oo T0 VOUO EKTPOCHOTO TOL POPEN) 1] KOL TOV PLGIKOD TPOSAOTOV (TO 07010 £ival HEAOG TOL O101KNTIKOV, O1EVOVVTIKOV 1|
EMOTTIKOV TOL OPYAVOL M £XEl E£0VGIN EKTPOCOTNONGS, ANYNG ATOPAGEMVY 1) EAEYYOV GE AVTO) V1o £vav omd TOVS KATmOL Adyoug:

® CULUUETOYN GE EYKANNOTIKT opydvmon:

e Jdmpodokia

e oamatm

® TPOUOKPOTIKA EYKAMINOTA 1 EYKAIATO GUVOEONEVA IUE TPOROKPUTIKES OPOUCTIPLOTNTES

®  VOULPOTOINGT €600 MV 0O TAPAVORES dPASTPLOTNTES 1] YPNUATOIOTION TNS TPOUOKPUTIOG
*  TAOKI] gpyacio Kol GAAeS pop@Eg epmopiog avlpOTOV.

o Eivar goporoyikd evijpepog

o 'Eyel katopailel TIC E1GQPOPES KOLVAOVIKIG AGPIMONG




Yroypewntikd va dnddvovtal kodikog [apatmpnmpiov Tywov, GMDN kot kodikdg EKATITY
H owovopukn tpospopd Ba katatiBeton arokieictikd o EURO.

IMNoooa: EAAnvicn
6. Xe mepimtoon kaTokOpwoNG: o) M mapddoon Bo yiveror evioc tpidv (3) epyacipmv Muep®V amd TN ARYN TG TOPOyYEALNS ,
extog av opileton Oapopetikd kot’efaipeon, PB) M mapddoon tov €WV Bo yiveton pe @povtido Kol dAmAVES TOL

[TpounBevtn, otig Amobnkeg g Ymnpeoiog poc.

7. Impou: H minpoun Oa yivetalr oe gupd, HETA amd Tponyovuevn Bedpnon Tov ¥PNUITIKOV EVIOAUITOV TANPOUNIG OO TOV

appoolo Enitpono tov EAeyktikon Xvvedpiov.

Ot vmoyneot vroBaALOVY €Ml TOWT| ATOPPIYNG TV TPOCPOPE TOVE NAEKTPOVIKA.
g mepinton un veofoinc 11 un TPOcNKOLVGUS VTOPOANC TOV AVUOEPOUEVAOV TLO TAV®, 1} TPOGOOPU ATOPPITTETUL OC
OTOPAOEKT).
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NPOAIArPA®EZ NMAPAPTHMA A

AE: 1341/23-03-2023

To cvomuo Tpémer va givor copfotod pe poyvnTiké Kor aSoviko Topoypaeo Kot vo dtadétet:
1. Ztedavn kpaviakng EAEng ( Halo) amo uAiko carbon fiber pe Téooeplg koxAieg Statpnong amod Titdvio pe R xwplig emkadAun Tou akpou anod
udpotuamnatitn, pe obnyouc epapUoyng Katl auxevikn €AEn amno carbon fiber
2. Napbnkag Bwpaka (Vest) and dtapopdwpevo MOAUALBUAEVLO, EMEVOESUEVO |E EOWTEPLKO UTIOOAAEPYLKO AAALVO Udaoua pe 4 puBulopevoug
opBootdteg amno titavio f carbon fiber
3. EWdko duvapokatodfLdo pe Stafadpion tng pomng e nuepounvia mpoodartou callibration

AE: 1325/23-03-2023

TEXVIKEG QUTTOULTAOELG
1.Na katateBel yia 6Aa ta €idn mpwtotuno GuAAddLo odnyuwv Tou Kataokevaotr oikou ota EAAnvika.
2.Na katateBel kKAwvikn BBAloypadia kot va eplappavovtal TOUAGXLoTov U0 SNUOGCLEUUEVEG KALWVLKEG MEAETEC yLa TO
KABe mpoodepopevo el60¢ N KAVIKEG LEAETEG e TTPOLOVTA TOU LE{OU KATOLOKEUOLOTIKOU OIKOU |LE QLVTIOTOLXOL TEXVIKA
XAPAKTNPLOTIKA oV pdwva kat e MDR article 61 Clinical Evaluation annex Ill, Clinical Evaluation and Post Market Clinical
Follow up annex XIV Kol Ta TIVEULOTIKA SIKOLWUOTO TwV CUYYPAdEWV.

3.H Huepounvia Angewg Twv epyaleiwv va ival Avw Twv 2 €TWV.

4.H erutpormnn TeXVLKNG a§loAoynong xet Sikalwpa va {nthoel dsiypota épav amnd ta {ntolpeva tng SLaknpuéng av auto
BewpnBel okomipo. Adyog anoppudng Oa amotelel To AMOTEAECHA LETA ATIO XPON OE XELPOUPYELD 1) O€ MPOCOROLWwoN
XELpoupyeiou.




5.”0mou {nteital epyoleio Kot avtoAaktikéG kedaAég eival amapaitntn n mpoodopd o GAoUG TOuG AUEOVTEG TOU
niephapBavovtal (epyadeiou Kot avtaAAakTtikwy kepoAwv), i mown anoppuPng.

6. H mpounBeltpla etalpeia, os meplrtwon mou sival SLadopETIK Ao TNV KOTAOKEUAOTPLO, va KataBéosl umelBuvn)
SnAwon mou va avadépel Ot eival efouclodotnuévn amd TOV KOTAOKEUOAOTIKO O(KO yla TNV TEXVIKA UTOOoTAPLEN Twy
TLPOLOVTWV Kol TNV THPNon Twy dladtkaowwy o ribavr) avdakAnon/andcupon mpoiovtog.

7.H kdBe mpoodEpouvoa eTalpeia, o MePUTTWON IOV £ival SLadOPETIKA Ao TNV KOTAOKEU AOTPLA, VO TIPOCKOMioel SAAwon
TNG KATOOKEUAOTPLAG ETOUPELAG TIOU VO AVODEPETOL OTOV CUYKEKPLUEVO SLaywviopo Kat va SnAwvel OtL og mepimtwon
KOTaKUpWong cuuBacng otnv MpoadEpouca ETALPELR, N KOTAOKEVAOTPLA Ba SoUEUTEL va TNV PopnBeVoEL U TN
OUYKEKPLUEVN TIOCOTNTA TWV KATaKUupwOEVTWY el8Wv tng cuuBaonc.

8.H kaBe mpoodépouca etalpeia, og mepimtwon mou gival SladopeTLKA amd TNV KATACKELAOTPLA, VA TIPOoKopioel SrAwon
TNG KOTOOKEUAOTPLAG €Talpeiag Tou va SnAwvel OtL n mpoodépouca Ba evnUEPWVETOL Yyl OAEG TIG TUBAVE(
ava kA OELC/amocUPOELG TIPOLOVIWY, OXETLKEC LE TA £L6N TIOU £XEL TIPOOGEPEL OTO SLayWVIOUO.

9. H kdBe mpoodEpouoa etalpeia, va SLHOLTEL APTIO EKMALSEVPEVO/TILOTOTOLNUEVO TIPOOWTILKO OO TNV KATAOKEUAOTPLO
etalpela (motomoinon €wg 2 MPonyoUUEVA £TN) YL TNV TEXVLKI UTIOOTHPLEN OTO XELPOUPYELO KoL EE0UCLOSOTNEVO TUHMA
service yla mBavo anapaitnto cuvodo e€omALlopd yla tnv katnyopia H.

10.ANAWON TOU KATOOKEUOOTIKOU OIKOU OTL TO TPOLOVTA £lval yvrola Kol aUETaXElpLoTa.

11.Ma TNV TEXVLKN KOl ETMAYYEAUOTIKA LKAVOTNTA OL OLKOVOULKOL dpopeic amalteltal: a. va SnAwaoouv otL SlabEtouv pHoviual
OPYAVWHEVO TUAMO TEXVIKAC UTIOOTNPLENG, KATAAANAQ EKTIALSEUUEVOU-EEELOIKEUMEVOU KAl va KOTABEOOUV TILOTOTIOLNTLKA
ekmaidevong kat €€ouclodOTnNon aUTOU OO TOV KATOOKEUAOTLKO Olko B. va KatateBel KATAAOyOog TwV KUPLOTEPWM
nopadocewyv pe avadopd otnv ala TG cuUBACNG, TWV MTPOCPEPOUEVWV TIPOTOVIWYV KAl TOUG XPOVOUG

nopadoong.

12. Ta mpoodepopeva UALKA Ba pEmeL va elval Kowvormotnpéva otov EOD kat va §tabgtouv tov avtiotol o KwdKo.

13. EmL oL anokAelopoU Ba mpEmeL va katateBouy yia KaBe mpoodepopevo idog ta riotonowntikd: 1S013485, AnAwaon
Suppépdwong, Motorowntikd CE, Miotomowintikd Ixediaouou CE.

14. N kAOe €606 KL yLa OAEG TIG YEVLKEG KAl ELOLKEG TEXVIKEG TipodLaypadEg ou {ntouvtal Ba mpémel va ouumAnpwOetl
avoAUTIKO GUAO oupUdpdWONG LE Ttaparourt] o KwWSIKO Kat og oeAiba kataAdyou r/kat texvikwyv GuAasiwv tng
Kataokeuaotplag etatpeiag. OAoL ol Kwdikol Kal ol TeXxVIKEG podiaypadég mou Intouvtal Ba MPEMEL va emionpaivovtol
OTOUG avTioToKoUG Kotahoyoug r/kat ta texvikd GpuAAadia, ou Ba emouvdrtovtal. Mpoodopég mou urmoBalovral Xwpig
va teptAapBAvovTal Ta Mo MAvw otolxela va amoppintovral.

15. 2& kABe a/a oToV OMoio MPOoTeiveTaL AVAAWOLUO TIOU XPHTEL EEOTALOUO/VEVVATPLA YL VOL AELTOUPYN OEL, O LELOSOTNG
odelAeL va TapaXWPHROEL TOV AmapaitnTto cuvodo €§omMALOUO Swpedv PO xpron yla 6co Slaotnua SlapkEoeL n mpopnBeLa.







