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Certification

Thig is to certify that the Quality Management System of Medical Devices of

. WILHELM GmbH + Co. KG

Eberhardstr,
71679 Asperg i
Germany

has been assessed and found to be in compllance with the standard

ISO 13485:2016

applicable to

Development, production and sales of medical
devices for general medicine, otolaryngology,
ophthalmology, anesthesiology and dermatology.

The|certificate ha§ been issued under No. 490115 for the registration
period from 16" February 2018 to 15™ February 2021,
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valldity code: SEEAA4CA-DD7
Check|the valldity of this certificate using this code at www.ll-c.Info
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This is to certify that the quality management system Certificate Number:
: 0082581-01
o Lilli . ® iR

M e d I ca Co rporat Ia n | ! Initial Certification Date:

i i ool bt s : EREEN ~ 2009-04-17 Haiiire
MﬂﬁhﬁO%%mDWe .fi" 3  f¢f -&mmﬁﬂ&mmw
| ' i 2019-01-01
Bedford, Massachusetts 01730 United States
Certificate Expiry Date:

2021-04-16

has been assessed by Intertek as conforming to the requirements of:

ISO 13485:2016 |

The quality management s_ystam isap Ilcab]eto;

The Design, Development, Manufacture, Service, Distribution of in-vitra '
diagnostic medical devices, in-vitro diagnostic test Kits, |n-vitro diagnostic Q . ,E 9 :
L]
Calin

reagents, in-vitro diagnostic analyzers/software used in|the diaghosis and

management of cancer, immune status, disease status,/autoimmune ovean
status, cardiac markers, protein metabolism, endocyine disorders, blood President :
analytes' urlnaly5|s, blood gases. | Intertek Téstlng Sérvices NA Ltd.,

1829, 32nd avenue, Lachine, QC, H8T 3J1,
Canada
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. £-31-6 Yushima, Bunkyo-ku, “Tokyo 113-0034; Japan
fema ERMA IN' Phone:81-3-3818-6281 Fax:81-3-3813-7301
i E-mall ‘address: trade@erma ¢o.p. , i

Since 1008

PRODUCT IDENTIFICATION _

|
|
Declaration of Conformity

Full Automatic Blood Cell .Countq‘r RCE-210N | 01-210-0
Full Automatic Blood Cell Counter | PCE+210 01-210-2
PARTICLE COUNTER | PCE 210N 01-210-3
PARTICLE COUNTER : PCE+210 01-210-4
HEMATOLOGY ANALYZER ‘ PCE{210N 01-210-5
HEMATOLOGY ANALYZER | PCE:210 01-210-6
Fully Automatic Blood Cell couniar PCE210 01-210-7

2.3116 Yushima, Bunkyo-ku,

Tokyio 113:0034, Japan

Yutaka Namlkl

| Technical Manager, International Div.

Emergo Eurcpe Molenstraat 15
2513 BH, The Hague
The Netherlands

+31-70-345-8570 Phone
+31-70-346-7229 Fax

CONFORMITY ASSESSMENT

Class: Self-Certify | ex 11l of IVDD 98/79 EC
Couhcil Directive

\
ﬁ
service@emergogroup.com |

Optional

ERMA INC. declares that the Lbove mentioned products meet the provision of the Council Directive 98/79/EC

for In Vitro Diagnostic MedicaHI Devices.

COMPANY FIEPRE‘SENTATIVE Hiroshi Shimosaka

TITLE: Pres’dent
DATE: 08/24/2007

SIGNATUR? O/? %ﬂi’ﬂﬁé——— :

C. 10/
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Fully Aut omatic Blood Cell Counter

| PCE-210

Paric %@[ooc[ CellCounter
POE-170/PCE-170N
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DECLARATION OF CONFORMITY

Forli, 19% April 2012

The device named " ECG SUPERGEL” (internal code 10158) has been produced by the
company Ceracarta Spa on the basis of the essential requirements,see enclosure I of the
directive 93/42/CEE, as prescribed in attachment VII of the above directive. L
The writing company Ceracartalocated in Via secondo Casadei , 14 Forli, manufacturer
of the product named , " ECG SUPERGEL ”, declares under its own responsability that
such a device satisfies all the requirements of directive 93/42/CEE as amended by
2007/47/EC , about medical devices and in particular that!

o the Dispositive in object satisfies the essential requirements as in enclosure T of
Directive 93/42/CEE; ' i

o the Dispositive in object must be considered as belonging to Class I;

e the Dispositive in object must be esclusively used together with electro-medical
instruments for recording, diagnosis and therapy, which base their functioning upon the
measuring of energy flows of el¢ctric, magnetic and ultrasound type;

o The manufacturer has prepared and keeps the technical files updated in accordance
with enclosure VII, section 3 of the directive itself.

e Such documentation is available at the headquarters of Ceracarta , for any reference
by the entitled bodies.




EC Declaration of Conformity

Manufacturer: Durico C&T, In

33 dedap"&GTl Sangju-Si
Gyeongsangby k-Do 37240 Republic Qf Korea

Phon;e: +82-2-525-8405
Fax; +82-2-525-7461

E-mail: info@durico.co.kr, ht

Eurcpean rsnrasentétive: Duri
Vill

o Imaging BVBA
straat:2 C

1830 Machelen, Belgium

Product; Thermal Paper for Videa Printer (Super ULSTAR Brand)
Model; ULSTAR-1100HG, ULSTAR-1100HD, ULSTAR-2100HD,
ULSTAR-1100HD mibi, ULSTAR-1100HD. MATT, ULSTAR-1100S,
ULSTAR-11008 mibi; ULSTAR-840HG, ULSTAR-8408

Classification: Class | by the rules of Classification Criteria, Annex IX, MDD

93/42/EEC.

Conformity Assessment Route: Annex VI, MDD 93/42/EEC

We herewith declare that the
Council Directive 93/42/EEC

above mentioned products meet the provisions of the
for medical devices. All supporting documentation is

retained under the premises of the manufacturer.

Place and Date of issue: Korea, May 1 , 2019

Sighature:

o |

J W Kim, F’reSIdent
\c/n behalf of Durico C&T, Inc.
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DURICO C&T INC.
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gju-si, Gyeongsangbuk-do, Korea
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G-CERTI hereby certij;ies that

DURICO C&T INC.

33, Oedap 6-gil, s:hngju—si, Gyeongsangbuk-do, Korea

Has been audited by G-CERTI and has implemented

Medical Devices- Qua!iity Management Systems

SO .13485:2016
Scope of Registration

Design, Development, Manufacture and Sevice of Special Paper
(Thermal Paper, Ink-Jet Paper, Photographic Paper, Mat Sheet)

Issue Date : 30 Jun. | 2017
Expiry Date 1 04 Jul, | 2020

Original Date  : 05  Jul. | 2014 _ ——te ERE
Certification No : GIS - 0233 |- MD & ; ﬁ-i"'ﬂ’;’:{z-'; E‘%?n

Chief Executive

To verily the validity af this certificate please visit : www.geerti.com i
This i to certify that the Management Systeihs of this company has heen faund to canfirm to the ahove G-CERT! E1-12-03

Q (G-CERTZ)

Mirgurnnril

2RCep o SO

G-czn;rr: 15F, #88, Eunpyeong-ro, Eunpyeong-gy, Seoul, Korea / www.gcertl.com
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