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OEMA:TIPOZKAHZH 1A TIPOMHGOEIA ENITOIXION ANAPPO®HXEQN KENOY TIA TO FrENIKO
NOZOKOMEIO KE®AAAHNIAZ

ZIXET: a.N.4412/2016, (PEK 1. A' 147/8-8-2016) trepi Anpoaciwv ZuppBdocwy Epywv, MpounBeiwyv
Kal YIrnpeoiwv - Npooapuoyr oTig 0dnyicg 2014/24/EE ka1 2014/25/EE,6TTwg TpoTToTroIROnKe Kal
IoXUEl oRuEPa

B. N.4782/2021

y.To N.4270/2014 (A' 143) «Apx€EC dONUOCIOVOUIKNG BIaXEipIoNS Kal ETTOTITEIAS (EVOWHATWON
NG Odnyiag 2011/85/EE) — dnudoio AoyioTikd Kal GAAEG SIaTaEeIgy,

0. To N.4250/2014 (A' 74) «AloiknTIKEG ATTAouCTEUOEIG-KaTapyAoEIg, ZuyXwveloelG NOUIKWY
MpoowTwy Kai YTNPeciwv Tou Anuooiou Topéa-Tpotrotoinon Alatdéewy Tou 11.5.318/1992 (A'161)
Kal AoITTéG puBuioeig» & eIBIKOTEPA TIG dlATAEEIS TOU GpBpou 1,

€. To N.4013/2011 (A’ 204) «ZuoTaon eviaiag Avegdptntng Apxns Anpooiwv ZupBdaccwy Kal
KevtpikoU HAekTpovikoU MnTpwou Anpociwy ZupBAacewv»,

¢. To N.3861/2010 (A’ 112) «Evioxuon Tng d1a@AveIag Pe TNV UTTOXPEWTIKI avapTnon VOUwY
Kal TTPAEEWV TWV KUBEPVNTIKWY, BIOIKNTIKWY KAl AuTOdIOIKNTIKWY Opyavwy oT0 diadiktuo "Mpdypaupa
Alauyeia" kar GAAeG dIaTagels”,

n. To MN.A.28/2015 (A' 34) “KwdikoTroinon diatdgewy yia Tnv Tpocacn ae dnuocia £yypaea

Kal oToIXEia”, )
0. ToM1.A.80/2016 (A 145) “AvaAnyn uttoXpewWoewyv atrd Toug AIATAKTES”.

To lNevikd Noookopeio KepaAAnviag Aaudavovtag uttoyn Ta avwTéPw OXETIKA , YVWOTOTIOIEI 0 KABE
evolapepodpevo 0TI TTpofaivel o€ TTPOOKANON UTTOROANG TTPOCQOPAG Yia TTPOPNBEID  ETTITOIXIWY
AvappPoOPACEWV Kevou, OTTwG Treplypdgovtal oto Mapdptnua A (OUP@QWVA PE TIG ETTICUVATITOUEVEG
TEXVIKEG TTPOBIAYPAPEG) KAl PE KPITAPIO KOTOKUPWOEWS TNV XauNnASGTePN TIpn. O1 Tpoo@opég TTou Ba
KataTeBoUv Ba TTPETTEl va TTEPIEXOUV TIMEG KATWTEPESG | TOUAAXIOTOV i0€G TOU TTapPATNENTNPIOU TIHWV
g ENY, yia é6ca uAikd uttdpyxouv KaTaxwpnuéva o€ autd Kal va £xouv dIAPKEIa I0XU0G TTPOCPOPAS
yia (4) unveg. Ta €idn va gépouv oAuavon CE MARK.

MAPAPTHMA A.
Emiroiyieq avappo@noElg Kevou TEM 10 180€ + ®MNA / TEM

O1 mpooopég Ba atmmooTéNAovTal péxpr Asutépa 01-08-2022 kai wpa 14:00 oto email:
prosfores@1699.syzefxis.gov.gr 210 8€pa TOU PNVUPATOG VO avaypa@ouV ToV ap.TTPWT. TNG
QVAPTACEWG KAl TNV ETTWVUUIA TNG ETAIPEIAG.

H  AiguBuvtpia AloiknTikoU-Oikovouikou

Mapiavva Zaen
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TEXNIKEE MPOAIATPA®DES ENITOIXIAZ ANAPPODHIHZ

H avappodnon va eival kataokeuaopévn and avBekTikd UAKO udnAng avroxng
(va avadepBeti).

Na etvat upnroo kevol (-100kPa f -750mmHg) kan avappodnTikig kavotnTag
TouAdyiotov 55LPM.

Na dépet neplatpodikd Srakomng On/Off yia eukohia otnv xprion He EUKPWI
orjpavon.

H enitevén Tou péylotou kevol va mpaypatonoteitatl péow koppiou uvPnAng
evatoBnoiag oe Aydtepo and pia nepotpodr (Na avapepbein texvoloyia).

Na dépet anoonwpevo udpodoPo diktpo tumou Bayonet yia 100% aodddeia
TNC OUOKEUAG Kat KEVIPIKOU GUOTARATOG KEVOU Evavtt unepxeilong to ornoio va
NGl XpWHA OE TIEPIMTWON QVAYKNG QVTIKATACTATNG,

EnutAéov va ouvodeletal and avtipikpoPiakd Javuukd ¢iktpo udnAng
KavoTNTaC ouykpdtong cwpatdiwv(Na §o8olv Aemtopépeieg)

Na dépel HavOpETpo KeVoU pe evavdyvwoteg evbeifels kal 0o touldxiotov
BaBuovounoes.

Na eivan kardAAnAn yia ar’ euBeiag oUvdeon oTig APELS TOU VOOOKOUEIOU HOG.
Na &ibetou epyootaciakr eyydnon kakig Asttoupyiag TouAdxiotov entd (07)
£y, n onola va meptappavel kat PAGBeS Adyw unautiotntag Tou xprotn (pe
eaipeon ta avadwoya VAKA 1LY GiAtpa), HE TARUTOXPOVN QVTIKATACTAOT TNG HE
véa OUOKEUT, XwpIg kapia emuAéov eruPapuvon and Tov npopnBeuTs.

H cuokeur va pnv anattel kapta ouvtipnon kad’ 6An v Sidpketa {wng e,

H amdvinon tou pUANOU CUPHGPPWONG Va YiVEL QVOAUTIKA HE TIAPOTOUTES OTa
TexviKa pUANGSIa TOU KATAGKEVAOTH ET TTOWIT] ATOKAELOUOU.

H ouokeun] va StaBéter Totonontkd CE kat n KATaokeuaotpla eTaupeia va
SlaBétet ISO 13485.

H npopnBeltpla etaupia va SaBéter 1S09001 & 15013485 pe nebio
UOTONOINGNG TV TEXVIKR UTtooTApPLEN, va TAnpoi Ty Y.A AY8S/T.MN. ow/1384/04.
Kot va eivar eviaypévn o mipdypappa EvaAaktikig Awaxeipiong oOpdwva pe
v wxvouoa vopobeoia.

Na SiaBétel StakpBwpéva Opyava ywa tov £Aeyxo/cuvirpnon/emokevs Tou
watpotexvoloykoy  e€omhopol mou mpoodépetat. Na katate@el emi mowr
QnOKAELOHOU KATAAOYOC OpyavWwY yia TOUG anapaitntoug eAEyXoug KA., Omwg
auTol MPOKUTTOLY and To EyXELPiSlo Tou Kataokevaotikol Oikov. Na katateBolv
muoTononTkd StakpiBwong Twv opydvwy eAéyyou pe Ta omoia Ba extelouvial
éAeyxol Tou latpotexvoloyikol efomhiopoy Tou Tpoodépetal (emi mown
QOKAELOHOU).

Na katateBel deiypa mpog afoddynon.
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