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OEMA:TIPOZKAHZH T1A TIPOMHGOEIA POOMETPQN O2 I'lA TO F'ENIKO NOXZOKOMEIO
KEGAAAHNIAZ

IXET: a.N.4412/2016, (PEK 1. A" 147/8-8-2016) trepi Anpooiwv ZuppBdocwy Epywv, MpounBeiwv
kal YTrnpeoiwyv - Npocapuoyr oTig 0dnyieg 2014/24/EE kai 2014/25/EE,6TTw¢ TpoTToTToIAONKE Kal
IoXUEl OAUEPT

B. N.4782/2021

y.To N.4270/2014 (A' 143) «ApxEC ONUOCIOVOUIKNG dIaxeipIong Kal ETTOTITEIAS (EVOWUATWON
NG Odnyiag 2011/85/EE) — dnudoio AoyioTikO Kal GAAEG BIaTAEEIGY,

0. To N.4250/2014 (A' 74) «AloiknTikEG ATTAoUOTEUOEIG-KATapyHoEIg, ZuyXwveloelg NOUIKWY
MpoowTTwv kal YTNPeoiwv Tou Anuociou Topéa-Tpotromoinon Alatdéewy Tou 1.5.318/1992 (A"161) kai
Aoitrég puBpioeic» & €1dikéTEPQ TIC dIATAEEIG TOU ApBpou 1,

€. To N.4013/2011 (A’ 204) «ZuoTaon eviaiag Avecdptntng Apxig Anuociwv ZupBdoswy Kal
KevTpikou HAekTpovikoU MnTpwou Anuociwv ZUpBAacewvy,

¢. To N.3861/2010 (A’ 112) «Evioxuon Tng d1a@AveIag PE TNV UTTOXPEWTIKI avapTnon VOPwY
Kal TTPAEEWY TWV KUBEPVNTIKWY, BIOIKNTIKWY KAl AUTOBIOIKNTIKWY opydvwy oTo d1adikTuo "Mpdypappa
Alauyela" kar GAAeg diataéelg”,

n. To MNM.A.28/2015 (A' 34) “Kwdikotroinon diatd&ewv yia Tnv Tpéofacn o€ dnudoia £yypapa
Kal oToIxEia”,

0. ToM.A.80/2016 (A'145) “AvaAnyn UTTOXPEWTEWY OTTO TOUG AIOTAKTES”.

To Mevikd6 Noookopgio Ke@aAAnviag AappdavovTtag utroyn 1o avwTéPw OXETIKA , YVWOTOTTOIEl 0€ KAOE
evolapepOPevo 0TI TTpoPaivel oe TTPOOKANON UTTOROANG TTPOCQPOPAS yia TTpourBgia POOMETPQON 02,
OTTWG TTEPIYPA®ovTal aTo MapdpTnua A Kai JE KPITAPIO KATAKUPWONG TN XAuNASTEPN TIUA.O1 TTpoCc@opEg
TToU Ba KaTaTEBOUV Ba TTPETTEI VO TTEPIEXOUV TINEG KATWTEPEG i TOUAAXIOTOV i0EG TOU TTAPATNPENTNPEIOU
Tiywv NG ENY, yia 6ca UMNKA uttdpyouv Kataxwpnuéva o€ autd kar va €xouv dIApKEIa 10XU0G
TTPOOPOPAG yia (4) urves. Ta €idn va eépouv onpavon CE MARK.

MAPAPTHMA A.
TeXVIKEC TTpOSLOYPOAdES
ETTOLYOU POOUETPOU LIE ETUAOYEQ KOL UYPOVTIHPA
A. To eKAOTOTE EMITOLXLO POOUETPO Ba TPEMEL va TTANPOL TIC KATWOL TEXVLKEG TTpoSLaypadEC:

*TO POOLETPO TIPETMEL VAL EXEL TTOLOTNTA KATAOKEUNC LPNAA ard avoeidwTto pétalho Kat va
Sl00teL aBpavotn otAAN.

*To poopetpo Oa mpemel va £xel pia £€060 kKoxAlwTr pe Suvatotnta cuvdeonc Stadopwv
CUOKEUWV (UYypavTNPEG, CUVEETIKA CWANRVWYV KATL.). To onelpwpa tng e€66ou Ba mpemel va Talplalet
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pe TIg Stabéotpeg cuokeugg Tou Noookopeiou. To poopeTpo Ba cuvdéetal otic AfPeLg oEuyovou pe
Buopa tumou fro.

*To poopetpo Ba mpemel va £xel AMAeG SU0 (2) A (1) e€66ouc (akpoduola) katdAAnAa yla cuvdeon
ocwANvwv, SnAadn Ba mpEmel va £xeL Tn SuvatotnTa oUVEECNG TAUTOXPOVA HE TN LAoKA 0§uyOvou
KoL TN paoka vedpelomnoinong.

*To poopetpo Ba mpemnel va Sivel Tn duvatdtnta oTov Xpriotn va emAEyeL Katd BouAnon pia amod Tig
600 N tpelg e€060oucg (Laoka ofuyovou, uypavtipag kot paoka vedehomnoinong). H anaocddaiion kat
aodpaAlon Tou emloyea o pio Béon Ba mpémel va yivetal pe amAo tpomo. Na neplypadei.

*To poOUETPO Ba TPEMEL va £XEL GUVEXH pUBULON TNC PONG LECW TiEpLOoTPOodLKOL pubuLoTrh amo 0
£€w¢ 15 It/min mepimovu.

oH Siataén pétpnong tng pong kat n dtatagn cuvexolg puBULONG TNG TTapoxnG Ba mpEmeL va iva
vPnAng akpifelag kat Ba pémnel va eplypadouv e tnv mpoodopd.

*To poduetpo Ba npemnel va SLabétel pidtpo otnv eicodo TN KAlHaKaG yla Tpootaoia T0o0 Tou
000gvoUG 600 KoL TOU POOUETPOU, TO OTol0 va PoodEpPeL oTABEPOTNTA OTLG SLAKUUAVOELSG TNG
Tiieong.

*To poopetpo Ba mpemel va dEpeL EvOeLen Tou dépovtog aspiou ot epdaveg onpeio Kol e TOV
OVTLOTOLYO AEUKO XPWHATIOUO cUUPWVA HE TIG EUPpWTATKES 08nyieg. OmMoudnoTe UTTAPYEL
XPWUOTLOMOC TOU OWHOTOC  TNG otNANG Ba mpémel va eivat amapaitnto AeUKOC (KWELKOG XpWHATOC
Bdoel Tou dpBpou 7 Tou mpotumou ISO 15002:2008).

*To poopetpo Ba mpemnel va dépet epdavr) EvdelEn tng onpavong CE pe tov avtiotolyo aplBuo tou
KOLVOTIOLNLEVOU OPYAVLOUOU TIOU XOPNYNOE TNV MmLotomnoinon.

*To poopEeTpo Ba TpEmeL va GEPEL TNV EMWVU LA KAL TO EUMOPLKO G TOU KOTAOKEUAOTH ] Kl
ToU SLavopEQn TOCO £ TOU CWHATOC TOU POOUETPOU OO0 KAl £TIL TOU TOXUOUVSEGHOU cUVEEDNG
otnv ertolya Anwn.

*0L 8L00TACELG TOU POOUETPOU Ba TipENEL va avadepBoLV pe Thv ipoodopd.

*To pooueTpo Ba MpEmeL va cuvodelEeTaL Ao eyXeLpidLo xpriong otnv eAANVIKN YAwoaoa
(mpwTtoTUTO QTG TOV KATACKEUAOTH 0iKO) OTWC opileTal otnv napaypado 4 tou apbpou 4 tng
AY7/2480/13-9-1994.

*To poouetpo Ba npemnel va eival cuUPwvo pe to mpotumo ISO-EN 15002:2008 (Flow-metering
devices for connection to terminal units of medical gas pipeline systems)

*To Bapog Tou podpeTpou Ba mpemnel va avadepBel e tnv mpoodopd.

*To poopetpo Ba npemnel va dEpeL Lovadikd oelplakd aplBuo (serial number) yla tn cwotn
LXVNAQTLON TOU Kol €VOELEN yLa TNV EMOUEVN CUVTNPNON Tou (TouAdyLloTtov Kabe 5 xpovia).

*To poopetpo Ba mpémel va StatiBetal pe el81KO TaxuouvSeopo Tou va eEaodalilel amAn, Taxeia
koL a.odpaln ovvdeon amokAsiovrag tn Suvatotnta cuvdeong oe AP elg aAMwv agpiwv f kevou. To
POOUETPO Ba TpEmel va eivat KATAAANAO yLa TNV TomoBétnaon otig utoSoxEC Tou NOGOKOUELOKOU
Siktuovu.

B. YTPANTHPAZ

O ekaoTote LypavTAPAG Oa TPEMEL va TTANPOL TLG KATWOL TEXVIKEC TpodLaypadEc:

*0 vypavtrpag Bo mpénel va £xeL €vdelén otdBpNg vepou (UéyLotng Kot eAaxLotng)

*0 vypavtrpag Ba mpénel va elval Stadavng yla Thv mapakololBnon tou Stepxopevou ofuyovou.
*0 vypavtrpag Bo mpémel va elvol avOEKTLKAG KATAOKEUNG Kol A0pauoTog.

*0 vypavtrpag Ba MPEMEL va elval EMAVAXPNOLUOTOW|OLUOG(TIOANATIAWY XPROEWV).

*0 uvypavtrpag Ba mpénel va £xel Suvatotnta anooteipwong. Me tnv npoodopd Ba MpEMeL va
nieplypadel o TpOMOG e Tov omoio yivetal n anooteipwon.

*OL Slaotaoelg Tou uypavtrpa Ba mpenel va avadepBouv pe tnv mpoodopd.

*To Bapog Tou uypavtrpa Ba pémnet va avadepbel pe tnv npoodopda.

*0 vypavtnpag Ba mpénel va ¢pépel epdavr) EvEelen tng orpavong CE pe tov avtiotolyo aplbBuo tou
KOLVOTIOLNLEVOU OPYaVLOLOU TIOU XOPNYNOE TNV MLoTomnoinon.
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*0 uypavtrpag Ba mpénel va pEPEL AEUKO XPWHOTIOMO CUUPWVA LIE TIG EUPWTIAIKEG 08NYLES
(kwbKOC Ypwpatog Baoel Tou apbpou 7 Tou mpoturou ISO 15002:2008).

*0 vypavtrpag Ba mpénel va pEPEL LOVASLKO OELPLAKO apLOUO XOPOYUEVO OTO CWHA YL TN
BéAtiotn yvnAdrion Tou.

¢ vypavtnpog Ba mpEmnel va cuvoSeUeTal amo eyxelpidlo xpriong otnv eAAnVIKN YAwooo
(mpwtoTUTO ATO TOV KATACKEUAOTH 0iKO) OTIWC opileTal otnv mapdaypado 4 tou apbpou 4 tng
AY7/2480/13-9-1994.

*0 uypavtnpog Ba MPEMEL va GEPEL TNV EMWVU LA KOL TO EUTIOPLKO G TOU KOTOLOKEUAOTA N KOl
Tou Slavopéa.

*Me tnv mpoodopa Ba ipenel va avadépetal n 6An Stadikacio Uypavong tou 02.

r. AOINOI OPOI

O mpounBeutng pe YrieuBuvn AnAwon Ba mpemel va SnAwaoel OTL OAa Ta tpoodepOueva i6n Ba
TPETEL VAL

*S100£ToUV gyyUnon KaAng Asttoupyiag TouAdylotov tpia (3) £tn.

*S100£TOUV EMApPKELX AVTOAAQKTIKWY YLO TEXVLKH UTIOOTHPLEN TouAd)LoTtov 8éka (10) £tn.

A. AOINOI OPOI EMI MOINH AMOKAEIZMOY

O Alaywvilopevog Ba mpémnel emti mowvr) amoppiPewc va Slabétel kot va eriouvael pali pe tnv
npoodopd ToU Ta KATWOL:

Miotomnotntikd MpounBesutn

¢|SO 9001:2015 yLa epmopeia Kal SLAVON LATPLKWY AEPLWV KaL LATPLKWY CUCKEUWV YLa
voonAeuTika l6plpaTta.

MiotomnolnTikd Kataokeuaotn

*AAwoN CUPUOPDWONE TOU KATOLOKEUAOTH TOU TMPOIOVTOoG e Ta avaypadopeva otnv odnyia
93/42/EOK (declaration of conformity) Kat mLOTOMOLNTIKO TOU KOLVOTIOLNEVOU OpyavIoHoU Omou Ba
SnAwveTal n xoprnynon Tou SIKOLWOTOG TOV KATAOKEUAOTH Va EMITPEMEL TN ofpavon CE padl pe
Tov tetpaidlo aplBuod Tou, eni tou mpoidvrtog.

e[Tlotomotntiko Katad ISO 13485:2016 TOU KATOOKEUAOTH OO KOLVOTIOLNILEVO OPYOVIOUO OTL TNPEL
TIC TPOUTIOOE0ELG TOU OXETIKOU TIPOTUTIOU YL TTapaywyr Kol S1ABeon LATPOTEXVOAOYIKWY
TPOIOVTWV.

O1 Tpooopég Ba armmooTéANovTal péxpl Asutépa 24-10-2022 kal wpa 13:00 oto email:
prosfores@1699.syzefxis.gov.gr 10 0€ga TOU PNVUUATOG va avaypd@ouV ToV ap.TTPWT. TNG
avapTNONG Kal TRV ETTWVUMIA TNG £TAIPIAG.

H AieuBivrpia Aioikntikou-OIKOVOuIKOU

Mapigvva Zaen
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