bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that:  Canon Medical Systems Corporation XY/ AT AN AT LIRS
1385, Shimoishigami T 324-8550
Otawara-shi KRB
Tochigi KHEFET
324-8550 TR L1385
Japan

Holds Certificate No: MD 759595

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Please see scope page.

For and on behalf of BSI: qﬂ""‘"‘* \ 53 &

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2021-11-03 Effective Date: 2022-09-10
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Digitally signed by Matei Vasile
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Certificate No: MD 759595
Registered Scope:

Design and development, manufacture, installation, maintenance and distribution of Mobile & stationary
Diagnostic X-Ray Systems, Mobile & stationary Fluoroscopic X-Ray Systems, X-ray Computed Tomography
Systems, Diagnostic Ultrasound Systems, Magnetic Resonance Imaging Systems, Nuclear medicine
imaging systems, In vitro diagnostic clinical test equipment, Picture archiving & communication systems
(PACS), Workstation and Workstation Software.

Installation, maintenance and distribution of therapeutic equipment

Design and development, manufacture and distribution of in vitro diagnostic test kit (immunology, gene
technology, clinical chemistry)
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Original Registration Date: 2021-11-03 Effective Date: 2022-09-10
Latest Revision Date: 2022-05-16 Expiry Date: 2025-09-09
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of confract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory or telephone 045-414-3022

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: + 44 345 080 900G
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



Certificate No: MD 759595

Location

Registered Activities

Canon Medical Systems Corporation
1385, Shimoishigami

Otawara-shi

Tochigi

324-8550

Japan

X/ OATA AN AT LIBREH
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Design and development, manufacture, installation,
maintenance and distribution of Mobile & stationary
Diagnostic X-Ray Systems, Mobile & stationary Fluoroscopic
X-Ray Systems, X-ray Computed Tomography Systems,
Diagnostic Ultrasound Systems, Magnetic Resonance Imaging
Systems, Nuclear medicine imaging systems, In vitro
diagnostic clinical test equipment, Picture archiving &
communication systems (PACS), Workstation and Workstation
Software.

Installation, maintenance and distribution of therapeutic
equipment

Design and development, manufacture and distribution of in
vitro diagnostic test kit (immunology, gene technology,
clinical chemistry)
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Canon Medical Systems Corporation
Kawasaki Office

70-1, Yanagi-cho, Saiwai-ku,
Kawasaki-Shi,

Kanagawa

212-0015

Japan
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Original Registration Date: 2021-11-03
Latest Revision Date: 2022-05-16

Distribution of diagnostic imaging systems, therapeutic
equipment, in vitro diagnostic clinical test equipment, picture
archiving & communication systems (PACS), workstation,
workstation software and in vitro diagnostic test kit
(immunology, gene technology, clinical chemistry)
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Effective Date: 2022-09-10
Expiry Date: 2025-09-09
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsigroup.com/ClientDirectory or telephone 045-414-3022

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK

A Member of the BSI Group of Companies.



Certificate No: MD 759595

Location

Registered Activities

Okinawa Canon Medical Systems Co., Ltd.
1-19-9 Nishi,

Naha-shi,

Okinawa

900-0036

Japan
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Original Registration Date: 2021-11-03
Latest Revision Date: 2022-05-16

Installation, maintenance and distribution of diagnostic
imaging systems, therapeutic equipment, in vitro diagnostic
clinical test equipment, picture archiving & communication
systems (PACS), workstation and workstation software
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Effective Date: 2022-09-10
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Page: 4 of 4
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An electronic certificate can be authenticated online.
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A Member of the BSI Group of Companies.
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