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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
evoIapePOPEVO OTI TTpofaivel o€ TTPOOKANON UTTOBOARG TTPooPopPdg yia TTpourBsia POOMETPQN O2,
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
TTpoo®opdg via (4) uAvec.H TpounBeltpia  eTaipia va  egival  TmoTotroinpévn  pe  ISO
9001:2015,13485:2016 kai va d1a0£Tel TTIOTOTTOINTIKG CUHPOpYwong Je Tnv Y.A. AY8d/T.IN. OIK.1348.Ta
€idn va gépouv anuavon CE MARK.

NAPAPTHMA A.

1. Auth6 eritoryio poopétpo e emhoyéa kKot vypavimpa. TEM.10

Teyxvikég mpodtoypapég
OmAoD EMITOLOV POOUETPOL LLE EMAOYEN KOL VYPOVTINPOL
A. To ekdotote emroiyo podueTpo Ba wpémel va TAnpoi T1g KAtwO1 TEYVIKEG TPOdLOYpaPES:
*To SUTAG POOUETPO TIPETEL VAL £XEL TIOLOTNTA KATAOKELN G UPNAR ard avoeidwto HETaAAo Kot val
SlaBtel aBpauvotn otAAN.
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*To SUMAG podueTpo Ba mpémel va £xel U0 €£660uC KOYALWTEG e SuvatdtnTa cuvbeonc Sladopwy
CUOKEUWV (UYpavTNPEG, OUVEETIKA CWANVWV KATL.). To onelpwpa tng e€66ou Ba mpenel va Talplalst
pe TI¢ Stabéotpeg cuokeugg Tou Noookopeiou. To poopetpo Ba cuvdéetal otic APeLg oEuyovou pe
To mpotuno ENV 737-6 (Eupwnaiko mpotumno).

*To poduetpo Ba mpenel va £xel GAAeg 6U0 (2) 1 (1) e€66oug (akpoduola) kataAAnAa yia cuvean
owAnvwy, dnhadn Ba mpenel va £xeL TN SuvatotnTa cUVEECNG TAUTOXPOVA LIE TN LACKO 0EUYOVOU
KOl TN paoka vedpelomnoinong.

*To poopetpo Oa mpemnel va Sivel Tn duvatdtnta oTov Xpriotn va emAEyeL Katd BouAnon pia amod Tig
U0 N tpelg e€66oug (Laoka ofuyovou, uypavtipag kat paoka vedelomnoinong). H anaocddAion Kot
aodpaAlon Tou emloyea o pio Béon Ba mpémel va yivetal pe amAo tpomo. Na replypddel.

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

oH Siataén pétpnong tng pong kat n dtatagn cuvexolg puBULONG TNG TTapoxng Ba mpEmeL va ivat
vPnAng akpifelag kat Ba pémnel va meptypadouyv e TNV npoodopd.

*To poopetpo Ba mpémnel va Stabetel dpidtpo otnv elcodo TN KALOKAC ylo Ttpootacia TOo0 Tou
0.00gvoUG 600 KoLl TOU POOUETPOU, TO OO0 va poadEpel oTaBEPOTNTA OTLG SLAKUUAVOELS TNG
niieong.

*To poopetpo Ba mpemel va dEpeL EVOeLEn Tou dbEpovTog aepiou og eudaveg onueio Kl e ToV
OVTLOTOLYO AEUKO XPWHATIOUO SUUPWVA LE TIG EUPWTAIKEG 08nyieg. OmMoudnmote UMApPXEL
XPWUOTLOMOC TOU OWHOTOC  TNG otNANG Ba mpémel va eivat amapaitnto AeUKOC (KWELKOG XpWHATOC
Bdoel Tou dpBpou 7 Tou mpotumnou ISO 15002:2008).

*To poopetpo Ba mpemnel va dépet epdavr €vdelgn tng onpavong CE pe tov avtiotolyo aplduod tou
KOLVOTIOLNLEVOU OPYaVLOLOU TIOU XOPNYNOE TNV mLotomnoinon.

*To poopEeTpo Ba TpemeL va GEPEL TNV EMWVU LA KAL TO EUMOPLKO G0 TOU KOTAOKEUAOTH ] Kl
TOU S10vop£a TOOO €L TOU CWHATOC TOU POOUETPOU OO0 Kal ETL TOU TAXUCGUVEECUOU GUVEEDNG
otnv emnwroiyta Angin.

*0L dL00TACELG TOU pOOUETPOU Ba TipENEL va avadepBoUV e Thv ipoodopd.

*To poOuEeTpO Ba TpEMEeL va cuvodelEeTaL ATtO EYXELPLOLO XprionG oTnV EAANVIKN YAWooo
(mpwtoTUTO QTG TOV KATAOKEUAOTH 0iKO) OTWC opileTal otnv napaypado 4 tou apbpou 4 tng
AY7/2480/13-9-1994.

*To poopeTpo Ba mpemnel va eival cUppwvo 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 avadepOel pe tnv mpoodopd.

*To poopetpo Ba npémnel va dEpet Lovadikd oelplakd aplBuod (serial number) yla tn cwotn
LXVNAQTLON TOU Kot €VEELEn yLa TNV EMOUEVN GUVTHPNON Tou (TouAdylotov KAaBe 5 xpovia).

*To poopetpo Oa mpemel va StatiBetal pe 161k Taxuouvdeopo mou va e€aodalilel amin, Taxeia
koL aodpaln ocvvdeon amokAsiovtag tn Suvatotnta cuvbeong o AP elg aAMwv asplwv A kevou. To
POOUETPO Ba TpEmel va eivat KAtdAANAo yLa tnv TomoBétnaon otig utodoxEg Tou NoooKopEeLakoU
Siktuou.

B. YTPANTHPAZ

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

*0 vypavtrpag Bo mpémel va £xel €vdel€n otaBung vepou (HEyLoTng Kat eAAxLoTnC)

*0 vypavtrpag Ba mpénel va elval Stadavng yla Ty mapakoAolOnaon tou Slepxopevou ofuyovou.
*0 uypavtrpag Ba mpEmeL va elval avOeKTLKN G KATOOKEUNG Kol aBpauotog (va avadepBel To UALKO).
*0 uypavtrpag Ba MPEMEL va elval EMAVAXPNOLLOTOL|OLLOG(TIOAAATIAWY XPROEWV).

*0 vypavtrpag Ba mpénel va €xel Suvatotnta anooteipwong. Me tnv npoodopd Ba npénel va
nieplypadel o TpOMOG e Tov omoio yivetal n anooteipwon.

*OL Slaotaoelg Tou uypavtrpa Ba mpenel va avadepBouv e tnv npoodopd.

*To Bapog Tou uypavtrpa Ba pémnet va avadepbel pe tnv npoodopda.
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*0 vypavtrpag Ba mpénel va dpépel epdavr) £veelen tng orpavong CE pe tov avtiotolyo aplbBuo tou
KOLVOTIOLNLEVOU OPYAVLOLOU TIOU XOPNYNOE TNV MmLotomnoinon.

*0 uvypavtrpag Ba mpémnel va pEPEL ASUKO XPWHOTIOMO CUUPWVA LIE TIG EUPWTIOIKEG 08NYLES
(kwbkO¢ Ypwpatog Baoel Tou apbpou 7 Tou mpoturou ISO 15002:2008).

¢ vypavtnpog Ba mpémnel va pEpeL LoVaSLKO CELPLAKO 0pLOUO XAPAYUEVO OTO CWHA YLa TN
BéAtiotn yvnAdrion Tou.

¢ uypavtnpog Ba mpEmnel va cuvoSeUeTal amno eyxelpidlo xpriong otnv eAAnVIKA YAwooo
(mpwtoTUTO ATO TOV KATACKEUAOTH 0iKO) OTWC opileTal otnv napaypado 4 tou apbpou 4 tng
AY7/2480/13-9-1994.

*0 uypavtnpog Ba MPEMEL va GEPEL TNV EMWVULLO KOL TO EUTTOPLKO GO TOU KATOLOKEUAOTH A Kal
Tou Slavopéa.

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

r. AOINOI OPOI

O npounBeutng pe YrieuBuvn AnAwon Ba mpémel va SnAwoel 0TL OAa ta mpoodepdpeva 16N Ba
TPEMEL VA

*S1a0£touv eyylnon KaAng Asttoupyiag TouAdylotov tpia (3) £€tn.

*S100£TOUV EMApPKELX AVTOAAQKTIKWY YLOL TEXVIKN UTIOOTHAPLEN TouAdyLoTtov &éka (10) €tn.

A. AOINOI OPOI EMI MOINH AMOKAEIZMOY

O Alaywvilopevog Ba mpénel emti mowv amoppidewc va Slabétel kot va eriouvael pali pe tnv
npoodopd ToU Ta KATWOL:

Miotomnotntikd MpounBesutn

¢|SO 9001:2015 yLa epmopeia Kal SLaVopr LATPLKWVY AEPLWV KAl LATPLKWY GUCKEUWV yLa
voonAeuTika l6plpaTta.

Mwotonowntikd Kataokeuaotn

s ANAwGoN CUPHOPDWEONG TOU KATAOKEUAOTH TOU TPOIOVTOC e Ta avaypadopeva otnv odnyia
93/42/EOK (declaration of conformity) kat mLoTOMOLNTIKO TOU KOLVOTIOLNEVOU OpyaviopoU ormou Ba
SnAwveTal n xoprynon Tou SIKOLWOTOG TOV KATAOKEUAOTH Va EMITPEMEL TN ofpavon CE padl pe
Tov tetpaidlo aplBuod Tou, eni tou mpoidvrtog.

e[lioTomountiko katd ISO 13485:2016 TOU KOTAOKEUAOTH OO KOLVOTIOLNLEVO OPYAVLOUO OTL TnpEl
TIG PO UTIOBEDELG TOU OXETIKOU TPOTUTIOU YLa Ttapaywyr] Kal SLABeon LATPOTEXVOAOYIKWV
TPOIOVTWV.

O1 mpoo@opég Ba atmmooTéAAovTal péxpl Méumn 26-01-2023 kol wpa 14:00 o1o email:
prosfores@1699.syzefxis.gov.gr 210 B€pa TOU PNVUPATOG VO avaypd@Oouy ToV ap.TTPWT. TNG
avapTNONG, TNV ETTWVUMIA TNG ETAIPIAG KAl TO email Twv TrapayyeAiwy.

H AieuBivtpia Aioikntikou-OIKOVOuIKOU

Mapidvva Zagn
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