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TuARua :Oikovouiko

Mpageio:MNpoundeiwv

Tay. Avon : Od6¢ Zoundiag-

ApyooToAl 28100 MPOZ: KAGE ENAIAGEPOMENO

TnAépwvo 2671361123

Email: prosfores@1699.syzefxis.gov.gr

OEMA:MPOZKAHZH UTTOBOANG TIPOCPOPWV VIO TIPOUNBELX POOUETPWV
INA TO F'ENIKO NOXOKOMEIO KE®DAAAHNIAX

IXET: a.N.4412/2016, (PEK 1. A' 147/8-8-2016) trepi Anpociwv ZupBdoewv Epywyv, MNpoundeiwyv
ka1 YTrnpeoiwy - MNMpooappoyn oTig odnyieg 2014/24/EE kai 2014/25/EE,6TTwg TPOTTOTTOINONKE KAl
IoXUEI OuEPQ

B. N.4782/2021

Y.To N.4270/2014 (A' 143) «Apx€G ONUOCIOVOUIKAG dIaxEipIong Kal ETTOTITEIAG (EVOWUATWON
¢ Odnyiag 2011/85/EE) — dnudaoio AoyiaTikd Kal AAAES DIaTALEICY,

0. To N.4250/2014 (A' 74) «AloiknTikéG ATTAouaTeUoEIG-KaTapyAoelg, ZuyXwveloelg NOIKWY
MpocWTTwV Kal YTTNPEeoIwv Tou Anpoaiou Topéa-TpoTtromoinon Alatdéewy Tou 11.5.318/1992 (A'161) Ka
AoiTrég pubpioeigy & €1dIKOTEPQ TIG dlaTAEEIG TOU ApBpou 1,

€. To N.4013/2011 (A’ 204) «ZuoTaon eviaiag Ave¢aptnng Apxns Anpodiwyv ZupBacewy Kal
KevtpikoU HAekTpovikoU MnTpwou Anuogiwv ZUPBaoewvy,

¢. To N.3861/2010 (A’ 112) «Evioxuon Tng S10QAVEIOG JE TNV UTTOXPEWTIKA avapTnon VOuwv
Kal TTPAEewV TwV KUBEPVNTIKWY, BIOIKNTIKWY Kal auTodIoIKNTIKWY opyavwy oTo dladikTuo "Mpdypauua
Alavuyela" kol GAAeG dlaTagelg”,

n- To M.A.28/2015 (A' 34) “KwdikoTroinon diatdéewv yia tnv TpocBacn oe dnuooia £yypaea
Kal oToIXEia”,

8. To M.A.80/2016 (A"145) “AvaAnyn UTTOXPEWOEWYV aTTO TOUS AIATAKTES”.

To lMNevikd Noookopegio KepaAAnviag Aaupdavovtag utrown Ta avwTEPW OXETIKA , YVWOTOTToIEl o€ KABE
evolopepouevo OTI Trpofaivel g€ TTPOCKANCN UTTORBOARG TTPOCPOPAS YIa TpounBeio poOUETP®Y, OTTWG
meplypdgovtal oo MapdpTnua A Kai Je KPITAPIO KATaKUpwaong TN XaunAdtepn TiPA.O1 TTpoc@opEG TToU
Ba kaTateBoUv Ba TTPETTEl VA TTEPIEXOUV TIHEG KATWTEPES i TOUAAXIOTOV i0E£G TOU TTAPATNPNTNEIOU TIMWV
NG ENMY, yia 6oa uAIkd uTTdpyouv KaTaxwpnuéva o€ auto Kal va £XouV BIAPKEIX 1I0XU0G TTPOCPOPAS Yid
(4) puaveg. Ta €idn va pépouv ouavan CE MARK.

NAPAPTHMA A.

1. Movo podpeTpo 0€uyovou UE uypavinpa
TEM.10

Teyvikég TPod1aypopES
LOVOD EMITOLYOV POOUETPOV LE EMAOYEN KOL LYPOVTIPOL
A. To exdotote enttoiyto podueTpo Ba mpémet va TANPol TIg KATWOL TEYVIKEG TPOSIAYPAPEG:
*TO LOVO POOUETPO TIPEMEL VAL EXEL TTOLOTNTA KATOOKEUNG UNAN amo avoteibwTto pétailo kal va
SlaBgtel aBpavotn oTthAN.
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*To LLOVO poOUETPO Ba TipEmeL va £xel SU0 ££660U¢ KOYALWTEC e duvatotnta cuvdeong Stadopwy
OUOKEVWV (uypavthipeg, cUVOETIKA CwANVWV KATL.). To omeipwpa the e€060ou Ba mpenel va Talplalel
UE TIG SlaBéoipeg cuokeuég Tou Noookopeiou. To poopetpo Ba cuvdéetal otig AfPeLg ofuyovou pe
To npotumno ENV 737-6 (Eupwrnaiko npotuno).

*To poouetpo Ba npemel va €xel AAAeg SU0 (2) N (1) e€66oug (akpoduola) kataAAnAa yla cuvSeon
owAnvwy, 6nAadn Ba penel va £xeL TN SuvatdtnTa cUVEECNG TAUTOXPOVA LIE TN LAOKO 0EUYOVOU
KoL TN paoka vedelomnoinong.

*To poouetpo Ba npemel va Sivel Tn SuvatdTnNTa OTOV XPNOTN Va ETUAEYEL KOTA BoUANON io oo TIg
600 f tpeLg e€66ouc (paoka ofuyovou, uypavtnpag Kot pdoka vepelomnoinonc). H amacddaiion kat
oaodalion tou entloyéa oe pio B£on Ba mpénel va yivetol pe arAo tpomno. Na neplypdadet.

*To pooOuEeTpO Oa TIPEMEL va £XEL oLVEXT PUBULON TNC PONG HECW TiEpLOTPOdLIKOU puBuLoth amd 0
£w¢ 15 It/min nepimovu.

oH Siataén pétpnong Tng porg Kat n dtatagn ouvexolg puBULONG TNG TapoxnG Ba mpEneL va sival
vPNnANg akpipetag kat Ba pémel va meplypadouyv e TV mpoodopa.

*To poouetpo Ba mpemel va Stabetel dpiltpo otnv elcodo TNC KALLOKAG yLol TTpooTacia TOCO Tou
00B0gvouc 600 KOl TOU POOUETPOU, TO OMOL0 va TPoadEpPeL oTABEPOTNTA OTLG SLOKUUAVOELS TNG
niieonc.

*To poopetpo Oa mpémel va pEpel £vOeLEn Tou dEpovToc aepiou oe epdaveg onpeio Kat Le ToV
QVTLOTOLYO AEUKO XPWHATIONO CUMPWVA HE TIG EUpWTAiKES 0dnyieg. OmMoudnmote unapyeL
XPWHATIOMOC TOU CWHATOC  TNG 0TAANG Ba mpEmeL va eival amapaitnta AsUKOC (KWSLIKOG XpWHOTOG
Baoel tou apBpou 7 Tou mpotumou ISO 15002:2008).

*To poouetpo Ba npemel va pEpet epdavn Evoelén tng onpovong CE pe tov avtiotolyo aplBuo tou
KOLVOTIOLNLEVOU OpYaVvIoHOoU TTOU XOPHyNOE TNV TLOTOMOLNGN.

*To poOUETPO Ba MPEMEL vaL HEPEL TNV EMWVU IO KL TO EUTTOPLKO GHLOL TOU KATACKEUAOTH H Kal
TOU SLovopEa TO0O €M TOU CWHATOC TOU POOUETPOU OCO0 Kal ETIL TOU TAXUGUVOECOU GUVEEDNS
otnv ol Anyin.

*0L SLaoTAoELG TOU poOoUETpOU Ba mpemel va avadepBoUv e tnv npoadopd.

*To poduetpo Ba npemnel va cuvodeleTal anod eyxelpidlo xpriong otnv eAAnVIKN YAwooo
(MpwTtOTUTO QTG TOV KATOLOKEUAOTH 0LKO) OTWG opiletal otnv mopaypado 4 tou apbpou 4 Tng
AY7/2480/13-9-1994.

*To poouetpo Oa mpémnel va eival cUpPwvVo pe To mpotuo ISO-EN 15002:2008 (Flow-metering
devices for connection to terminal units of medical gas pipeline systems)

*To BApog Tou poduetpou Ba mpémnel va avadepBel pe tnv npoodopd.

*To poopeTpo Oa mpémel va dEpet povadiko oelplakd aplBuod (serial number) yia th cwotn
LXVNAQTLON ToU Kot €VEELEn yla TNV EMOUEVN CUVTHPNON Tou (TouAdylotov KAaBe 5 xpovia).

*To poouetpo Ba mpémel va StatiBetal pe el61KO TaxuoUvSeopo Tou va e€aodalilel amAn, Tayeia
koL aodalr cvvdeon amokAsiovtag tn Suvatotnta cuvdeong oe AfPelg dAwv agpiwv n kevou. To
POOUETPO Ba Mpémel va eivat KAtAAANAO yla Tnv TomoBEtnon otig utoSoxEG Tou NOGOKOUELAKOU
Swtuou.

B. YITPANTHPAZ

O ekAoToTE VypaVTHPAG Ba TIPEMEL Vo TTANPOL TIG KATWOL TEXVIKEG poSLaypadEg:

*0 uypavtnpag Ba mpémnel va €xel EvOeLEn otabung vepou (U€ylotng Kot EAAXLOTNG)

*0 uypavtnpag Ba mpémnet va ivat Stadavrg yla tnv tapakoAolBnon tou Slepxouevou ofuyovou.
*0 uypavtrpag Ba mPEMEeL va elval avBEKTIKAG KOTOOKEUNC Kal aBpauotog (va avadepBel to UALKS).
*0 uypavtnpag Ba mPEMEeL va elval emavaypnoLULOToL|oLUOG(TOAAATTAWY XPHOEWV).

*0 uypavtnpag Ba mpémnel va €xel SuvaTOTNTO AMOCTEIPWONG. Me tnv poodopd Ba MpEnEL va
nieplypadel o TpoMOC He Tov omolo yivetal n amooteipwaon.

*OL Slootdoelg Tou vypavtrpa Ba pénel va avadepBouv pe tnv poodopd.

*To Bapog Tou vypavinpa Ba npémel va avadepbel pe tnv mpoodopd.
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*0 uypavtrpag Oa mpémnel va pEpel epdavr) EvoelEn tng orpavong CE pe Tov avtiotolyo aplouo tou
KOLVOTIOLNLEVOU OpYaVIGHOU TIOU XOPHYNOE TNV TLOTOMOLNGN.

*0 uypavtrpag Ba mpémel va GEPEL AEUKO XPWHATIONO oV UPWVOL LUE TIG EUPWTTAIKEG 06NYieg
(kwbKOG Xpwpatog Bdoel Tou apBpou 7 tou mpotuTou ISO 15002:2008).

*0 uypavtrpag Oa mpémnel va pEpeL LOVaSLKO CELPLAKO aPpLOUO XAPAYUEVO OTO CWHO YLa TN
BEATiotn LyvnAaTion Tou.

*0 uypavtnpag Ba mpémnel va cuvodeveTal amo yxelpidlo xprong otnv eAAnVIkK YAwooo
(MpwToTUTO ATO TOV KATACKEUAOTH 0iK0) OMWE opileTal otnv napaypado 4 tou apbpou 4 tng
AY7/2480/13-9-1994.

*0 vypavtnpag Ba mpénel va GEPEL TNV EMWVULO KOL TO EUTIOPLKO LA TOU KATAOKEVOLOTH 1 Kall
Tou Slavopéa.

*Me tnv npoodopd Ba mpénel va avadépetat n 0An Stadikacia Lypaveng tou 02.

r. AOIMOI OPOI

O npounBeutng pe YrievBuvn AnAwon Ba mpémel va SnAwoel 0Tl OAa ta mpoodepopeva 16N Ba
TIPETEL VAL

*S100£ToUV gyyUnon KaAng Aettoupylag TouhdyLotov tpia (3) €tn.

*5100£TOUV EMAPKELX AVTOAAAKTIKWY YLO TEXVIKA UTIOOTAPLEN ToUAd)LoToV &éka (10) £tn.

A. AOIMOI OPOI ENI NMOINH AMOKAEIZMOY

O Ataywvilopevocg Ba mpemel emti mowvn amoppiPewc va dtabétel kal va ertouvael pali pe tnv
poadopad Tou Ta KATWOL:

Mwtomnowntikd NpounBeuti

¢|SO 9001:2015 yLo epmmopeia Kal SLavVopr LOTPIKWY AgpLlwV KOL LATPLKWY GUCKEUWVY yLa
VOONAEUTLKA LSpUpaTA.

Miotomotntikd Katookeuaotn

e ANAWON CUPHOPGWONG TOU KATAOKEUAOTH TOU TPOIOVTOG e Ta avaypadopeva otnv odnyia
93/42/EOK (declaration of conformity) kat mLOTOMOLNTIKO TOU KOLVOTIOLNEVOU OpyaviopoU omou Ba
SnAwvetal n xopnynon Tou SIKOLWHOTOC TOV KATAOKEUAOTH VA ETUTPENEL TN ofpoavon CE padl pe
Tov tetpadndlo aplBud tou, eni Tou mpoiovroc.

e[lloTomOLNTLKO Katd ISO 13485:2016 TOU KOTAOKEUAOTH ATIO KOLVOTIOLNUEVO OPYAVIOUO OTL TnpEl
TIG PO UTIOBECELC TOU OXETIKOU TTPOTUTIOU YyLa Ttapaywyr] Kal SLaBeon LaTpoTEXVOAOYLIKWY
TPOLOVTIWV.

O1 Tpoopopég Ba atrooTéNAovTal péxpl Acutépa 25-09-2023 kal wpa 14:00 oto email:
prosfores@1699.syzefxis.gov.gr Z10 8€Ma TOU PNVUPATOG Va avaypa@ouv ToV ap.TTPWT. TNG
avapTNOoNG,TNV ETTWVUIa TNG £TAIPIAg Kal To email Twv TrapayyeAiwy.

H AieuBovtpia AloiknTikou-OIKovouikoU

Mapiavva Zan
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