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(€ Registration Certificate

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device
Directive 98/79/EC, Emergo Europe agrees to perform all duties and
responsibilities as the Authorized Representative for

ERMA Inc.
2-31-6 Yushima, Bunkyo-ku
Tokyo, 113-0034
Japan

as stipulated and demanded by the aforementioned Directive. The Dutch
Competent Authorities have received the In Vitro Diagnostic Medical Device
Registrations on the following dates:

21 September 2007
See attached product listing

Emergo Europe Registration Number: NL/CA01/601529

The Manufacturer has provided Emergo Europe with the appropriate
Declaration(s) of Conformity confirming that the In Vitro Diagnostic Medical
Devices fulfill the applicable requirements of Directive 98/79/EC.

Digitally signed by Ceaicovschi Tudor

25 September 2007  Date: 2022.12.23 10:31:16 EET
Reason: MoldSign Signature
Location: Moldova

Rene van de Zande
President & CEO
Emergo Europe

Emergo Europe: Molenstraat 15, 2513 BH, The Hague, The Netherlands
Telephone: +31.70.345.8570 > Fax: +31.70.346.7299 > Online: Emergoturope.com
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Annex A to the Emergo Europe CE Registration Certificate

dated 25 September 2007

IVD Medical Device EDMS Code

Class Per IVDD Registration Date
97/79/EC

PCE-210 23 01 10 01 Other (Self-Certify) | 21 September 2007

PCE-210N 230110 01 Other (Self-Certify) | 21 September 2007




Certificate JP06/040143

The management system of

ERMA INC.

3-4-8 Kiuri, Yoshikawa-shi, Saitama-ken, 342-0045 Japan

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

1. Manufacture and service of blood cell counters,
spectrophotometric analyzers for IVD use and bilirubin analyzers
2. Distribution of in-vitro diagnostic products

for hemoglobin measurement

This certlflcate is valid from 16 November 2021 until 16 November 2024 and

46505036568656 remains valid subject to satisfactory surveillance audits.
Recé fication audit due a minimum of 60 days before the expiration date
Issue 10. Certified since 16 November 2006

() sh&hm
3563 6SGSGS

Authorised by

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t+44 (0)151 3506666 f+44 (0)151 350-6600 www.sgs.com

21HC 13485 2016 0421
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This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.com/terms_and_conditions.htm.
Attention is drawn to the limitations of labllty indemnification and jurisdictional
issues established therein. The authenticity of ﬂisdomnmtmaybevuiﬂedut
http:/Awvww.sgs.com/en/certified-clients-and-products/certified-client-directory.

Any mauﬁurized alteration, forguyorfalslﬂﬁﬂonofﬂ\sembntaap
this i unlawful and offend may be p fullest
exhrnofﬂw law.
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