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EC CERTIFICATE

Full Quality Assurance System

Fo「 des19。 .p「。0● ctl。■。nd fin。 l pr。 Ouotin,peotl。 。′testing oFI

BL00D WARMERS

Has been assessed w th r€spect to:

The conformity assessment procedure described in Annex ll
excluding section 4 of councilDirective 93/42IEEC on Medical
Devices, as amended
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This s lo cedllylhar the qualily syst€m of:

E‖tec Co.,Ltd.
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Appricaronofcouncr onectve93/42lEEcof14Junel993 adopted as "Forsk ftomMedsinsk
IHealh and care se ices.
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lssue Date
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lNo.DGM‐ 8681o DNV P,oduct As,umnoe AS(NB 2460)
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The comp ele lisrordevices is li ed wilh the Nol I ed Body

[||`●てCo.ltd.
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Telms and conditions
The @dir€l€ s subjecl lo the folowing terms and @ndl o.s:

. Anyp.oducer(see2001/gs/Ecloraprecisedefniiion)is abLefordamaqeca6edbya
derecl n his product(s), n ac.ordancewlh direcllve 35/374IEEC as amended concemins

abil ly or dereclive products

. Th. cerlifcale is on y vald for lhe prcducls and/o. manufacturng prcm ses sled above.

r The,\ranufadturersha rfurf lhe ob igations ar sing oul of lhe que ry syslem asapproved
and upho d t so th.l it rem.ins adequale and elrDienl

r The Ivlanuladtu6sha linform the Nol fed Body ol a.y nlend€d updatins oflhe qua ily
syslem and the Notilied Body willassesslhechanqes and de.ide iI ihe cedili.ale 6ma ns

in order io veriry thal lhe lvranulactur€r malnta ns and app es
lh€ qua ily system the Nol fied Body r€serues lhe dshl, on a spol basis or based on
suspiclon, lo pay unainounced visils

The ro owinq may renderlh s Cenircare invald:
. Changes in ihe qualily system afleciing prcduclion

r Peiodica audik dol heLd wrh n lhe. owed limew ndow.
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Conformity declaration and marking of product
cond lbns above rhe produc€r m3y draw up an Ec decla,arion

ol conlorm ly and lega y afiix the CE mark ro owed by lhe Nolified Body denl,icaton nomber
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CE Sertiikatas
PilnOS kO埼 ′bOS uを tikrinimO S｀ tema

P,oJ●にoN,.
PR,N-13,288-2020-P′ ‐ヽDNK

Elltec Co.,Ltd.
Shirakalva Nr.6,pastatas 2-18_5,Nishiki,Naka― ku,NagOya,JapOnla

Siuo dolumcntu scdifi luolrtu.. k.d kokybos sisreDa
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Iluvo porvirLintd krip alilinkanti.eiLrla!inus:

Alitikinro p,tikritrimo proc€dnru apibiidint. direktlaoje 93/42lEEC Il pried€ ikkyrus4
sekciji, medicinos pri€lzis. s

Ir buvo pripaZi!ls alitinkanLis

Scatik`to N,.

10000372516‐ PA‐N′ ‐ヽDNK‐ Rov O.0

Proj ckLa!in ui. g.nybai ir galutinci produktrl iNpckcrjai/te(a!nnui produkrms:
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Sc tinkato NI.|(){〕00372][`― PA―NA―DNK― Ro,0.0
Vi●ia lr dnt,:Hovik.2021 t,,.し ,l● ndを io 22 d.
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|■ 1に c Co、 I■d. shii.kr\ Nr.6. fnsuros l l8 5. Nishiki, N al€-Lru. N!8oye. .hf.n iia

Obclis S.4., Bd, Ccncral Wahis 5i. B-1010 Brnrselis, Belgiia
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0_() Perdalinas saueous Danijos A-lS (NB 0543)
sedifikAtoN.. DGM 868. DNV ProduCT
Asurance AS (NB 2,160)

2()2]m.bol,nて 1乏io 22

ANIM「 CAヽ1‐ 301‐5AF
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l99l in.birZclio l4d. d irekrylos 9ll424: lic li ik mds. pritdikyra keip Forskrif.om MeJisi'rk l.l$tyl'
Norvcgijos sveikatos apsousos r!ini{c.ijos

Pilnar prictaisq s{nias yra notifi kuotoje.genLiroje

Siuo senifikalu opnnanos ritts:
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s.rtifikato Nr. t0000172316-PA-NA DNK Rev0.0
vich irdrtr: llovik 20ll m. balandzio 22 d

Scnilikatui taikomos Sios sqlygos:
. Bet kuds gamintoias (n.2001/95/EB tikslq apibrtzimq) yra atsakinsas u2 zalq,

jogaminio Ciq)delekt8 pagalDirektyvq 85/374/EEB su pakeitimais, susiiusiass!
atsakomyb. urnekokybiskus Sami'rius.
. SertiilkaLas galioj.lik auksaiau isvardltiems ptudukrams ir/ar Sanrybos

. Gamintojas turi vykdlti jsipNiSojimus, ky ldtius is patvirtintos kokybas

i. iilaikyLijilaip, kadjis iSliktq tinkamas i. veiksningas.
. Glmintoias infomuoja notifikuotqjt istaigq apie bet kokius numatomus kokybes
.ln.ujinimus
sis1e6a, o nolifikuoto]i istaiga ivenins pdkeilinus irnusprgs, trsertifikalas iSliks

salioja.
. Bds adiekimi periodiniai auditai. siekiant patikrinli, a. gamintojas prizitri irtaiko
kokybes sistcma. nolifikuoloj i islai8a plsilicka lcise nea!idtliorinai albr remi.nlis
itarus, lankylis ii drkslo n€pmnesus.

DNV

G nnrio ,lilikfies dclhracijr ir Zcnklinimrs

Llikydamasis pim u nurodlrq s4lygq, samintojas sdliparengtiEB dcklarucijil
atitikliss ir teisatai pdzcnklinli CE zenklu. po kurionurcdomas paskclbbsnrs isuigos
idcntiikdvnno nutreris.
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DalSiu priczasaiq iis serriilidrds .erli bnli ncealioianlisl
. Kokybes sisrenros pokyiiri. turinlys jtakos gamybai.
. Pcriodiniaiaudirai,nealiikri perlcisLinqlaikotarpi.
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