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FENIKO NOSBKEMEIO KEDGAAAHNIAS 03/05/2023
A.T.: 4199

EANHNIKH AHMOKPATIA
YMNOYPIEIO YTEIAX

6" YIE NEAOT/ZOY- IONIQN NHZQN
HMEIPOY & AYTIKHZ EAAAAOZ
FENIKO NOXOKOMEIO KESAAAHNIAZ
TuARua :OIkovouiko
Ipageio:NpounBeiwyv

Tay. Avon : 0066 Zoundiag-

ApyooToh 28100 MPOZ: KAOGE ENAIAGEPOMENO
TnAépwvo 2671361123

Email: prosfores@1699.syzefxis.gov.gr

OEMA:NMPOZKAHZH YNOBOAHZ NMPOZPOPAZ TIA MPOMHOEIA ANAPPO®HZEQN ME
®IAAH IMA TIZ ANATKEZ TOY I.N. KEGAANAHNIAZL.

IXET: a.N.4412/2016, (PEK 1. A' 147/8-8-2016) trepi Anpociwv ZupBdoewv Epywyv, MNpopnbeiwv
Kal YTTNpeoiwy - Npooappoyr| oTig odnyieg 2014/24/EE ka1 2014/25/EE,6TTwg TpOTTOTTOINONKE KOl
IoXUEI OAUEPD

B. N.4782/2021

y.To N.4270/2014 (A' 143) «ApxEG ONUOCIOVOUIKAG dIaxEipIong Kal ETTOTITEIAG (EVOWUATWON
NG Odnyiag 2011/85/EE) — dnudaoio AoyioTikd kal GANeG BlaTaEEIGY,

8. To N.4250/2014 (A' 74) «AloiknTikéG ATTAouoTeuoeig-KaTapyAoelg, ZuyXwveuoelig NouIKwy
MpoowTwv Kai YTTNPeoiwv Tou Anuooiou Topéa-Tpotrotroinon Alatééewy Tou 11.5.318/1992 (A 161)
Kal AoITTéG puBuioeig» & eIdIKOTEPA TIG BIOTALEIG TOU ApBpou 1,

€. To N.4013/2011 (A’ 204) «ZuoTaon eviaiag Avegdptntng Apxig Anpooiwy ZupBaccwy Kai
KevtpikoU HAekTpovikoU MnTpwou Anpociwv ZupBacewvy,

¢. To N.3861/2010 (A’ 112) «Evioxuon Tng dla@Aveiag e TNV UTTOXPEWTIKA avapTnon vouwyv
Kal TTPAEEWV TWV KUBEPVNTIKWY, BIOIKNTIKWY KAl AUTOBIOIKNTIKWY Opyavwy oTo d1adikTuo "Mpdypaupa
Alavyeia" kar GAeg diatdaéeig”,

n. To M.A.28/2015 (A' 34) “KwdikoTroinon diataéewv yia tnv mpoécBacn ae dnuocia £yypaea
Kal gToIXEia”,

0. To M.A.80/2016 (A'145) “AvAAnyn UTTOXPEWTEWY OTTO TOUG AIOTAKTES”.

To lNevikd Noookopeio Ke@aAAnviag AapBdvovtag uttoywn 10 avwTépw OXETIKA, YVWOTOTIOIEl 0 KABE
evOIOQEPOUEVO OTI TTpoRaivel o€ TTPOCKANGCN UTTOROANG TTPOCQPOPAG VIO TTPOUNBEIa avapPOPrOEWY HE
@IaANn yia Tig avaykes Tou I.N. KepaAAnviag, 6TTwg teplypd@ovTtal oT1o MNapdptnua A (€TTICUVATITOVTOI
TEXVIKEG TTPODIAYPOPES) KAl JE KPITAPIO KATAKUPWOEWS TNV XaunAotepn Tiprn. O1 Tpoogopég TTou Ba
KataTeBolv Ba TTPETTEl va TTEPIEXOUV TIMEG KATWTEPEG I TOUAAXIOTOV i0€G TOU TTAPATNENTAPIOU TIHWV
NG ENMY yia 6ca UAIKE utTdpyouv KaTaxwpnpéva og auTd Kal va £xouv BIAPKEIa I0XU0G TTPOCYPOPAS Yid
(4) prveg. Ta €idn va gépouv oruavon CE MARK.
NMAPAPTHMA A.
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O1 mpoogopéc Ba amooTéAovtal péxpr Tpitn 09-05-2023 kar wpa 12:00 oto email:
secretary@1699.syzefxis.gov.gr. 210 @éua TOU PNVUPOTOG VO AvAyPAPOUV TOV ap.TTPWT.
TNG AVAPTAOEWG KAl TNV ETTWVUMIa TNG ETaIPEIaG.

H AieuBovrpia AloiknTikou-OIKovouIiKou
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TEXNIKEZ NPOAIATPADEZ ENITOIXIAZ ANAPPO®HIHE

YWHAOY KENOY ME AM’ EYOEIAZ SYNAEEH STHN AHWH KENOY

1. Havappédnon va eivar kataokevaopuévn amnd avBekTikd Ulikd udnAng avroyric
(va avadepBei).

2. Na eivat udndol kevol (-100kPa rj -750mmHg) kat avappodnTikig KavdTnTag
touldyiotov 55LPM.

3. Na ¢eperL nepiotpodikd Saxomne On/Off yia sukoia atnVv Xprion WE Eukpvr
onfpavon.

4. H enitevén tou péylotou kevol va mpayupatonoteital péow kopBiou vdPnAng
evanoBnotag oe Aydtepo ané pia nepotpodr (Na avadepBei n texvoloyia).

5. Na ¢eper anoonwpevo vdpépoBo piktpo timnou Bayonet yia 100% aoddieia
NG CUOKEUNG KOl KEVIPIKOU OUOTIUOTOC KEVOU EVavTL unepyeiliong To onoio va
aMGleL xpwpa ot MEpiNTwon avéyknc QVTLKATAOTAONC.

6. EmumAéov va ouvobeletal and avtipikpoBlokd /favtiikd ¢idtpo  winAic
LKavoTnTag cuykpamnong cwpatdlwv(Na SoBoly Aentopépeleg)

7. Na ¢EpeL HaVOUETPO KEVOU HE EUAVAYVWOTEC evbeifelg kaw 500 Touddyotov
pabuovounoeic,

8. Naeival kat@AnAn yia ar’ evBeiag ouvseon otic Aferc Tou VOoOoOKopEioU pac.

9. Na ouvobedetan amd ¢idAn exxpipdrwy 2It (+ 10%), wMPovizépevn, pe
Xetpohafni yia aodald petadopd, dprotép npootaciag kot ouvseTKG oTrpiEng
otov Toixo. Avtox o€ touddyiotov 800 kKABaviopolc

10. Na &ibetar epyootaoiakr eyyinon koadfc Aettoupyiag Toukdylotov entd (07)
ETWv, N onoia va nepapPavel kar BAdpec Adyw UTaLTLOTNTag ToU Xpriotn (ue
e€aipeon ta avahwopo vAKG LY $iktpa), pe Tautdypovn avikatdotaor e HE
VE@ OUOKEUT, Xwpic kapia enuthéov emPdpuvon and tov npopnBsut.

11. H ouokeun va pnv anattei kapia ouvripnon ka8’ 6An v Suapkela {wnig tne.

12. H andvinon tou ¢puAkou oupudpdwonc va yiver avaluTikd HE Mapamounéc ota
TEXVIKA GUAAGSLO TOU KOTAOKEVAOTH Ml mown) anokAsiopou.

13. H ouokeur va SiaBétel miotononTikd CE kat n KaTaoKEVAoTpLa etaupeia va
SuaBéteL 1ISO 13485,

14. H npopnBeltpia erawpia va GiaBérer 1SO9001 & 15013485 ue mnebio
mugtonoinang v texvikr; unooTrpién, va mAnpoi tv Y.A AY8H/T.N. owk/1384/04.
Kal v eival eviaypévn o mpdypappa Evardaktikrc Awaxeipiong ocupdwva pe
v wyvouvoa vouoBeoia.

15. Na SwBéter SuakpiBuwuéva dpyava yia Tov eheyxo/ouvtripnon/emiokeud Ttou
tatpotexvohoywol efomhiopol mou mpoodépetar Na kotareBel eni mown
anokAgwopol kataAoyos opyavwY yla Toug anapaitntous eAEyyoug KA., Omuwc
autol npokUMToUY and To eyyelpibio Tou Kataokeuaatikot Olkou. Na karatsBouy
notonoinTkd Siakpifwong Twv opydvwv eléyxou pe Ta omoia Ba sktelolvral
EAeyxoL Tou Latpotexvoloyikol efomiopol mou npoodépetar (enl mown
anokAswopou).

16. Auvardtnra npookopiong Selyparog mpoc afloddynon.
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