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INEPITPA®H EIAQN Onog avarvtikd avagépetan oto [Hapaptipatae A —A

TO I'ENIKO NOXOKOMEIO ITETPAIA «TZANEIO»

"Eyovtag vaoyn:

1. Tic d1atdéelc, OTMS 1GYVOLVV:

nPOIZT.
NMPOMHOEIQN

O AIOIKHTHZ
TOY I''N.M. TZANEIO

B. KOZKINA ANAZTAZIOZ MYTOTAOY




1.1. Tov N. 4412/2016 « Anuooieg Xvppacelc Epywv, [poundeidv kot Ynpeoiov »
( ®PEK 147 / 08-08-2016)

1.2. Tov N. 3580/2007 «IIpounfeieg Popéwv emomtevdpevemv and to YTovpyeio
Yyelag kot Kowvovikig AAANAeyydng kou dAleg dwotaéegy (O.E.K. A" 134 / 18-6-
2007).

1.3. Tov N. 2955/2001 «ITpounBeteg Nocokopeiwv kot AOWmmV HOVAd®V VYENG TWV
[Me.Z.Y. xar dAleg dwtaéeey (O.EK. A" 256 / 2-11-2001), énwg Tpomomonpuévog

oY VEL.

1.4. Tov N. 2362/1995 «Ilepi Anpociov A0YlGTIKOV, €AEYXOL TMOV SOTAVAOV TOV
Kpdrovg kar ahreg drataéeigy (DP.E.K. A" 247/ 27-11-1995), 6mwmg 1oydet.

1.5. Tov N. 4152 /2013 (®.E.K. 107 A’/ 9-5-2013 ), [Tapaypapog Z : [Ipocapuoyn
mg EAnvikng Nopobecsiog oty odnyia 2011 / 7 g 16-2-2011 vy v

KOTATOAEUNOT| TOV KAOLGTEPNCEMV TANPOUDY GTIG EUTOPIKES GLVOAAAYEC.

1.6 Tov N. 4605 /01-04-2019 épBpo 43 , [apdypapog 7 ay .

HNPOXKAAEI

1. KdéBe evolopepduevo, vo katabécel mpoopopd Yoo mpoundelo vAKOV e

KpLTnplo KOTOKOP®ONG TN YopnAotepn Tipfq n omoia Oa givan ion 1
MPOI3T. O AIOIKHTHZ
MPOMHOEIQN TOY I'.N.MN. TZANEIO

B. KOZKINA ANAZTAZIOZ MYTOTAOY




MKPOTEPT] TOV TEAEVTOIOV TOPATNPNTNPIOV TIHOV, OTOS OVTO avVOPTATOL

otV otocerida g Emrponic [Ipoundeiowv Yyeiog.

2. Awoiopo ZUPHETOYNG OTn JOIKAGIo €YOVUV Ol OVOPEPOUEVOL KOTMTEPM,
€POGOV 0ICKOVV EUTOPIKT 1 PLOpNYaVIKN 1 PLOTEYVIKY] dpAGTNPLOTNTO GUVAPT
pe 1o ovtikeipevo g mpoundetog: o) Oho o UOIKAE 1] VOHKA TPOGOTA,
nuedand N arrodand. PB) Evdoec mpounbevtodv mov vmofdiiovv kotvn

TPOGPOPA. Y) ZVVETALPIGLOL.

3. Tleprypoaen twv {NTOOUEVOV KATNYOPI®DV EWOMOV YIVETOL GTO TAPAPTNIY A TNG

napovoag Kol 6to wopdptnue A ( Texvikéc mpooraypagic).

4. Ot mpoo@opéc umopovyv va Katatifevtor péypt Kot v nuepounvio Kot opa
™me dwdwkaciog oto Mmail g Yanpeosiog e.tsampi@tzaneio.gov.gr Xe
TEPITTWGI TOV 0 OYKOG TV OIKAIOLOPNTIKDV EIVOL UEYALOS , TOAPOKALEIOTE
onwg Karate@ovy oe pdrxelo oto I'pageio IIpwtoxdiiov tov Nocokoueciov

(ue emojuaven tov opiOuod TPWTOKGILOV THS AVAPTHOHS).

Kotd ta Aowd, n drodikacio Oa dievepyndet ko n wpouneta Ba viomonel cOppmva
pe ta mapoxdtow ITAPAPTHMATA nov emGuvamtoviol GTnv mTopovco Kot

OTOTEAOVV OVOTOGTOGTO HEPOS QVTIG.
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1. HEPITPA®H ZHTOYMENQN KATHI'OPIQN
EIAQN

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 NAEKTPOVIKTY LOPON,
omv 1otocerido Tov Noocokopeiov ot1o dwdiktvo (NAektpoviky Oevbuvon:

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

ITAPAPTHMA A

ABA EIAOZ
A.E. NpoUmoAoyLlopog ANAHPO®OPIEZ
TEXNIKH YMHPEZIA
NIKHO®OPOZ FEQPII0z
1646/15-5-26 9.000+®NA OYPHTHPOZKOMNIO MPOIZTAMENOZ BIOIATPIKHZ

POOH46906K-7KB

TEXNOAOTIAZ
210-459476

XTO MAPAPTHMA A" ANAAYTIKH ITEPITPA®H EIAQN KAI ITIPOAIAT'PA®EX
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IMAPAPTHMA B’
(Amotelel avamdGTOGTO TUNHO TG SOKPLENG)
OPOI XYMMETOXHX

1. H mpoopopd Oa mpémel va £xEL T LOPOT| TOV THVAKO TOV EMGVVATTETAL GTO
Hoapépnpa I

2. YmebBovn onlwon tov a. 8 Tov N. 1599/1986 611 «dev vapyel APETAKANTY KOTASIKAGTIKY ATOPacT €15 fApog TOV 01KOVOUIKOD

@opéa. (amd TO VOUPO EKTPOGHOTO TOV POPEN) 1] KO TOV PUGIKOD TPOGMTOL (TO 0TOi0 Elval HEAOG TOV S1OIKNTIKOV, 01ELOLVTIKOD 1)
EMOTTIKOV TOV 0PYAVOL 1 €Yl EE0VGIN EKTPOCHOTNONG, ANYNG AToPAcE®MV N EAEYYXOV G€ avTd) Yo Evay amd Tovg KAtwOL Adyovg:

® GULUUETOYN OE EYKANUOTIKY] 0pydveon:

e Jdmpodokia

e amatn

®  TPONOKPUTIKG EYKANRATO 1] EYKAPNATO GVVOEOUEVO NE TPOPROKPUTIKES OPUOTNPLOTNTES

®  VOUNOTIOIN G E600MV U0 TAPAVOUES OPACTNPLOTNTES 1| YPNUATOIOTN G TNG TPOLOKPUTIOG

o  TOKN gpyacia Kol GAleS popPég epmopiog avlpOTOV.
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e Eival goporoyikd evijpepog
o 'Eyel katopailel TIC E16QOPES KOVOVIKIG AGQAAGNG
Ymoypewtikd va oOnAovovtol Kodwkog [Tapatnpnmpiov Tiwov, GMDN kot kwdoikdg EKATITY
H owovouikn mpocpopd Oa katatiBetar amokieiotikd o EURO.
Ov vroPairopeveg TPOGPOPES 1GYVOVY KUl OEGUEVOVY TOVS OLKOVOLIKOVS QOPEIS Yo drdotnua evevijvta (90) nuepdv amod
v  endpevn TG KOTUANKTIKNG nuepounviag vrofoins. Ipocpopd n omoio opiler ypovo woyvog pikpoTEPO 0O TOV

avOTEP® TPOPLETONEVO ATOPPITTETAL G P1] KAVOVIKT].

INwooca: EAAvii
3. Ze mepimtwon katokOpwong : a) n wapddoorn Bo yivetar evtdg Tpuwv (3) epyacipov MUEP®V amd TN AYN TG TopoyyeEAiag ,
extoc av opiletor Oapopetikd wat’eaipeon, B) N mopddoon tov WOV Oa yivetor pE @GPOVTION KOl OATAVEG TOL

[IpounBevtn, otig Amodnkeg g Ymnpeoiog pog.

4. ITinpoun: H minpoun Oa yivetar oe gupd, PeTd amd mponyovpevn Bedpnon ToV YPNUATIKOV EVICAUITOV TANPOUNIG OTO TOV

appooo Enitpomo tov EAeyktikon Zvvedpiov.

9. «ZUpowva Pe TNV UTT apiB. 52445 E= 2023/4.4.2023 KYA (B’ 2385) 01 0IKOVOUIKOi QOPEIC UTTOXPEOUVTAI VA
£KOIDOUV NAEKTPOVIKA TIHOAOYIO VIO Batrdvec o€ ekTéEAeon ouuBdoswyv (N.4412/2016)
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O voyn 1ot VToPEAAOVY €T OV ATOPPIYNG TNV TPOSPOPE TOVG NAEKTPOVIKA :

1E TEPIMTOGN un vrofoinc 11 un TPOGNKOVGAC VTOPOANC TOV AVAPEPOUEVOV TILO TAV®, 1] TPOGPOPA ATOPPITTETOL O

OOPAOEKTT).
ITAPAPTHMAT ’
YIIOAEII'MA IIINAKA
APIGMOYX | NEPITPA®H TIMH KQAIKOX TIMH KQAIKOX GMDN EO®
ENTOAHX EIAOYX MNPOX®OPAY | IAPATHPHTHPIOY | IAPATHPHTHPIOY | EMIIOPIOY
ANA
TEMAXIO
XQPIX OITA
nPOI:T. O AIOIKHTHZ
NPOMHOEIQN TOY I.N.M. TZANEIO
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NMAPAPTHMA A

TEXNIKEX ITPOAIAT'PA®EY OYPHTHPOXKOIIIOY

1. Na dtabétel ywviako mpooodOaipLo
2. Na gival ywviog 6paong nepinou 5°
3. Na elval pRkoug epyaciag oxL Lkpotepo amo 430mm

4. Na eival dtapétpou 6/7,5Fr n omola va au€avel oTadLloKa KATA KOG TOU OUPNTNPOCKOTIIOU WOTE Kal N SLaoToAn Tou oupnThpa va yivetal
otadlaka yla peyoAutepn aodalela.

5. Na dtaBgtel Suo kavalla epyaociag yla epyaleia Sltapétpou we kat 4Fr. ka Vo epyadeia Tautdxpova Stapétpou 2,2Fr to kabéva
6. To kavaAL epyaciag va ivat oval yia 1bavikn pon

7. Na prnopetl va xpnotpormnolnBei oe Albotpupia pe laser, urtepixoug, NAEKTPoUSPAUALKN Kol BaAloTIKA.

8. Na pmopei va anootelpwOei otoug 134°C.

9. Na unv édnuloupyeital to patvopevo half moon

10. Na SLaB£TeL ATPAUHATIKO AKPO.
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FENIKOI OPOI

1. OAa ta nmapandvw va Befatwvovtal anod Ta enionpa Umoptkd GuUAAASLO TOU KOTOOKEUAOTIKOU OiKou.

2. Na mAnpoUv O0AouG TouG KOVOVIoUOUG yla latpotexvoAloylkd e€omAopd tn¢ Eupwmnaikng Evwong (CE Mark, kAm.). Na koatateBolv ta
avTioToL o TILOTOTOLNTIKA.

3. Na katateBoUv epyootactakd miotomnotntika ISO 13485:2016, kabwg kat n pounBevtpla etatpeio va dtabétet ISO 9001:2015, I1ISO 14001,
ISO 45001, I1SO 27001 (Acdain Awaxeipion MAnpodoplwv kat dedopévwv — Data security, I1ISO 13485:16  (Slakivnon Kal TEXVLKNA
UTIOOTNPLEN LATPOTEXVOAOYLIKWY TIpolovTwV) Kal ISO 27701:2019 «Ivotnua Awaxeipiong MAnpodoplwy IStwtikdTtnTag». EMiong, va mAnpot
v Y.A. AY88/T.MM. owk./1348/04 kat va eivat evtaypévog o poypappa evaAllaktikig dtaxeiptong A.H.H.E. BaoeL tou M.A. 117/2004.

4. H npounBevtpla etatpia va KataBEoel amoSelkTika OTL €XeL KaTaBAAAeL To TeAeutaio «TEAOZ ETOIMOTHTAZ», cUpdwva pe Tig SLatdgelg
tou N. 3370/2005, apBpo 48, mapaypadog 3 (DEK 176A’/11-07- 05). Anodeiktikd amotelovv: 1) n «KATAZTAZH MAHPQMHZ TEAOYZ
ETOIMOTHTAZ » Tou teAeutaiou £Toug Kal 2) To oXeTIKO UTIOBANBEV nAekTpoviko mapaBoio unép EOD.

5. Me v napadoon va yivel TARpNG enibelén kat ekmaibeuon Twv XpnoTwv.

6. Na avadépetal n enionun eyyunon touvAaxiotov dUo (2) xpovia.
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