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This is to certify that the quality Certificate Number:

0082581-01

Initlal Certlflcation Date:

2009-u-77

Certificate lssue Date:

2019"01-01

Certificate Expiry Date;

2o2L-O4-76

Medica Corp
Main Siter5 Oak Park Drive

Bedford, Massachusetts 01730

has been assessed by Intertek as

ISO L3485:20

The quality management

The Design, Development,

diagnostic medical devices, in-vitro

reagents, in-vitro diagnostic

management of cancer, immune

status, cardiac markers, protein

analytes, urinalysis, blood gases,

of in-vitro

diagnostic

the diagnosis and

autotmmune

disorders, blood President

Intertek Testlng Seryices NA Ltd.,

t829,32nd avenue, Lachine, qC, H8I 3J1,

Canada

In tne

request
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2 - 3 1 -6 Yushi m a, Bun kyo' ku, fo !V9 -t.tj-aojlj 
;

Fntne:at -3-381 8-6281 Fax;8'l'3-38 1 3'7301

E-mall.address:trade@erma.co'ip

on of ConformitY

products meet the provision of the council Directive g8l79lEc

ENTATIVE: Hiroshi Shimosaka

01-210:0

Ot-210,2

01-210-3

01-210-4

01-210-5

01-210-6

01-210-

HEMATOLOGY ANALYZER

HEMATOLOGY ANALYZEB

Yutaka NamikiYushima, BunkYo'ku,ERMA INC,

+31-70-345-8570 Phone

+31-70-346-7229 FaxBH, The Hague

lllof IVDD 98/79 EC

ERMA lNC. declares that lhe dbove men

lor [n Vitro Diagnostic Medical Devices.
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GEL" (internal code 10158) has been prodrrced by the

is ofthe essenJial requirerpents,soe enclosure I ofthe
in attachment VII of the above directive.

located in Via secondo Casadei , 14 Forli, rnanufacturer
ERGEL ", declares under its own responsability that

requirements of directive 93l42lCEE as amended by
and in particular that:

ftes the essential requit'ements as in enclosure I of

considered as belonging to Class I;
be esclusively used together with electro-medical

is and therapy, which base their functioning upon the

ic, magnetic and ultrasound type;

and keeps the technical files updated in ascordance

directive itself.
e at the headquarters of Ceracarta , for any reference

DEcLARATI

The device named " ECG
company Ceracarta Spa on the

s Prescrib
Ceracafia

,"ECGS
es all the

200'7 /47 /EC, about medical

o the Dispositive in otrject sat

Directive 93/42/CEE;
o the Dispositive in qbject must
. the Dispositive in object n
instruments for repofdiqg, di
measuring of energy.flows of e

o The manufacturer has prepa



Manufacturer: c&T, I

p

Fax:

E-m

Europeen rgpreoen

Product:

Classification;

s3l42lEEC.

ConformityAsse

; Sdhgju.Si

i- 0 o 9J*40, nspHP! ic pj,Kor:ea
33,

, htlp://Www-d tlrieo.qo, kr

lmaging BVBA

,'3' C

r',Video Prlnter ($uper ULSTAR Brand)

; ULS R;1100HG- UL$TAR'1100H0; ULSTAR-Z100HD,

UL ''11 El",filibi, U[gTAR-1,'10CI110, MATT, ULSTAR;1T00S,

ULS R-11 'Mibi; U I.STAR-E4O HG;. UL$TAR'84OS

Cla lbyt I rules of 'Olassifi0atiOn Griteiia, Annex lX MDD

: Annex Vll, MDD 93l42lEEC

mgnlfoned producls,meet the prsvisions ofWe herewlth dgela

Council Directlve

retained under'the

Place and Date of i

Signaturel

. Kim, Pres-ident

tfid' m a riirfaotu r€ r',

, May, 1,.2419

that the

42IEEC

lses

med isai,, d evices, All,.s.u FPo r{in g docu mentation

11

behaif of Durico
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-glf, Sa u-si, Gyeongsangbuk-do, Korea

hasbeen audi ds neeri,rg f h erequiramats 0 Scope oJ regisvatiott

rso I 015
ana ment Systems

t, Manufacture and Seryice of Special Paper

(Thermal P per, lnk Paper, Photographic Paper, Mat Sheet)

-QC

and cert

01:

2019
2014
2022
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l7 Jan 2019
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ACCBEDITED
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qlt[l(,nll Flr)rl\fi Vlsil ;9?$\,\ llt r]lll rull
t, llttttlrylir:n11"trt il,l; |(ll:' l;!lvolil'lllt'{t ltllllrl$

rt ;t t:rltlr,tttJilf 
',lill, 

[(l)r.l)l ill l{'LlliIcllhl:ll
Irlirlr,trtlrltlnlll liVril'llrri (ll lltl{ rnl)!ltrtnt

llrd lrlrr,vt ll llirr r Irl,(tr'rl i:liirlrl llDdrr lxll
ril rIrlil5 r,rjllilll:oli, hlr(rllitl [1rr lolllllllt{l

llril l)r1)lr',rly rrl OCI lll I rllr(l llrlx

DU

33, Oedap

QualitY

Design,

: GK-O:

:?2Ja
:29 Ja
:21 Ja

1'13-4gt

i,qu,l lor nt

,\,f;,1':"r,fll,liliiil,1;llllli;',
I '.1.,,'l l,+ :: '.'1,r lr'rl ,rl Jr) i',1

/,,.,,,,,,1rI{.r,1,,(r,'lrl./lltirl
./ i r' 1,,,' rr l',.i'irl l,r i.!Llrrlll

;::l i,' liir rrY: r,;:ili;'iii1,,t1(.1\' (1 l' ',,,11!/!'l lJ7



G-CEI{TI lrcreby cert es

DURICO C

33, Oedap 6€il, ngbukdo, Korea

Medlcal t Systetns

IS ,1"3485:2016

Scope of Registratlort

Design, t, ufacture and Sevice of Special Paper

(Thermal Paper lnkJet aper, Photographic Paper, ltllat Sheet)

that

ING

lsaue Date

Erpiry Date
OriginalDate .

Certification No

1 o vcri[y rha validity n[ this r

This it ro ccnify thar thc lvlr

Jun.
Jul.
Jul.

- 0233

2017

2020
2014
T'D ffi

Chief Esccutive

sit : \\'ww,qccrti.c('llll
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