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: C“ = e \ & Digitally si

Graeme Tunbridge, Senior Vice President Medical Devices Date: 2023
Reason: Mq
Location: N
Original Registration Date: 2021-11-03 Effective Date: 2022-09-10
Latest Revision Date: 2022-05-16 Expiry Date: 2025-09-09
& Page: 1 of 4
DO ..making excellence a habit’
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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 Kevnes MK5 8PP. Tel: + 44 345 08C 5000
BSI Assurance UK Limited, registered in Engiand under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



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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f+. &5, RUTFsRAMYE21—Y 32

ABREEORMS. &F. RUT+RAMJE2—Pa Y

FAZHAEEXS (REFHURE. BEFNRE. £LPRE) ORE - BRE. HERUTAXMJE2
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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
Page: 2 of 4

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
1t

T 324-8550

HARR

KHAERT

TR L1385k

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)

BYA  RERXEEZE L ATLA. BDA - RERARENS
AT L, XRCTEM O A TL, BEREMATL, RIVR
T4, BESZEHIATA,. BARHARKREREE. ER
BRI FA)TIRTL (PACS) . T—IRXRTF—3vR
YI—HXF—232V7 b 7OHRE - B, Wi, 7
t. & RUFsRAF)EaA—S3>

REEBRORET. & RUT XY E2—Sa Y
A AEES (REFNRAE. MEFHRE. £LFER
) oRE - A%, ¥ERUTFA X MYE1 -3

Canon Medical Systems Corporation
Kawasaki Office

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

Kanagawa

212-0015

Japan

X)) UAFL ANV ATLIBREH
NIRRT

T212-0015

AR

gt

SERXHIET70-1

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)
ERBH AT L, AREE. N EHBRAREEE. E
BRERI7AIVITLRTA (PACS) . D= XT—213
Y. D= RAF=a VI bz FRUGHAEBHAEER
(REFHRE. REFHRE. £LERE) OT+XHY

ta—33

Effective Date: 2022-09-10
Expiry Date: 2025-09-09

Page: 3 of 4

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
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Certificate No: MD 759595

Location

Registered Activities

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

Naha-shi,

Okinawa

900-0036

Japan

HEXY ) VAT ALV AT LXGASH
T 900-0036

HER

BET

FE1TH19E NS

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
BSRPW AT L, ARER. NZERARERERE. E
RERIFA VT RTL (PACS) . 9—UXT—3V
BUT—URF—23 VI b 7ORER. BF. RUT
4 XFYEa—Ta

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.



By Royai Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that:

Holds Certificate No:

Canon Medical Systems Corporation
1385, Shimoishigami

Otawara-shi

Tochigi

324-8550

Japan

FM 759586

XX/ UATFTL ALV RT LXK RS
T324-8550

mARR

XHERT

TAL1385%H

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the

following scope:

Please see scope page.

For and on behalf of BSI:

Michael Lam - Managing Director Assurance, APAC

Original Registration Date: 1992-12-22
Latest Revision Date: 2022-05-27

Effective Date: 2022-05-27
Expiry Date: 2025-09-30

Page: 1 of 4
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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/ClieritDirectory or telephone 045-414-3022

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowihill, Milton Keynes MK5 BPP. 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: FM 759586

Registered Scope:

Design, development, manufacture, installation, maintenance and distribution of diagnostic imaging
systems, in vitro diagnostic clinical test equipment, picture archiving & communication systems (PACS),
medical service supporting IT systems, workstation and workstation software

Installation, maintenance and distribution of therapeutic equipment

Design, development, manufacture and distribution of molecular test devices and power supply component
Design, development, manufacture and distribution of in vitro diagnostic test kit (immunology, gene
technology and clinical chemistry) and molecular test reagents

Design, development and manufacture of component for MRI

ERZH AT L. RNZHBRAREEE. ERERI 74TV XTL (PACS), ERERBXE IT
VRTFL, T=HURF—=ay, RUT—HVRT—232 VI boxPORE - B%. 8E. #F. &
. RUT4APYE2L— 3y

AREEOEM. BF. RUTAAMJEa—32

AFREEBRUSFIVR—> bORKE - AR, ®HE. RUTAXFVE2—Y3a Yy
FAZHAEER (REFHRE. EEFHRE. £ILERE) RUSTFREREOR - A%, ®

# BRUTFsRBPYEa—3y

MRI BAaVR—R2 FOREH - BRRURE

Original Registration Date: 1992-12-22 Effective Date: 2022-05-27
Latest Revision Date: 2022-05-27 Expiry Date: 2025-09-30
Page: 2 of 4

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: FM 759586

Location Registered Activities

Canon Medical Systems Corporation Design, development, manufacture, installation,

1385, Shimoishigami maintenance, and distribution of imaging systems, in vitro
Otawara-shi diagnostic clinical test equipment, picture archiving &
Tochigi communication systems (PACS), medical service supporting

IT systems, workstation and workstation software

324-8550 Installation, maintenance, and distribution of therapeutic

Japan R . equipment

X)) AT AL AT LB ST Design, development, manufacture, and distribution of

Xt molecular test devices and power supply component

T 324-8550 Design, development, manufacture and distribution of in vitro

HAE diagnostic test kit (immunology, gene technology and clinical

*EEH chemistry) and molecular test reagents

TH.L1385&H ERBEH LR T L, FNREARERERE. ERAERT 7
AV TOXTL (PACS) . EREBXE IT VATAL, D
— P RF—aVRUID—H9RT—=LIVVIT FITTOR
B - BAsE. ®E, B BF. RUT4XFYE1—Ya Yy
AEREBOREMS. &5, RUF4XMJE2—Y3Y
SFRESERUERI VR—R2 FOERE - FR. W
&, RUTA4ArYE2—P3ay
FAEWMRAEXSR (REFHURE. REFHRE., £L¥ER
) RUSTFREAEOR - B, ##&. RUT XY
Ea—Yay

Canon Medical Systems Corporation Distribution of diagnostic imaging systems, therapeutic

Kawasaki Office equipment, in vitro diagnostic clinical test equipment,

70-1, Yanagi-cho, Saiwai-ku, workstation and workstation software

Design, development, installation, maintenance and

KEasakStl) distribution of picture archiving & communication systems

ﬁg?ggﬁa (PACS) and medical service supporting IT systems

] BEGRPWI AT L, AERER. ANEoHAREREREE. D
apan - _ o —HRF—LAVRUT—IRF—L3YUT RO TDT
XN) UATA NV AT LB EH fAMYEa—ay

NIGEERR EFERI7AY VT LRATLA (PACS) RUERERXE
T212-0015 IT SRTLDEF - FA%. B, £, RUT+RXMVE
vE~JIE=] a—3v

NG

SEXHIET70-1

Original Registration Date: 1992-12-22 Effective Date: 2022-05-27

Latest Revision Date: 2022-05-27 Expiry Date: 2025-09-30
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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 MKS 8PP. Tel: + 44 345 080 9000
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Certificate No: FM 759586

Location

Registered Activities

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

Naha-shi,

Okinawa

900-0036

Japan

HEXY/ AT AN AT LIRS
T 900-0036

iER

e

1 TH19E S

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
EBPMWI AT L, RAREE. AN2HAREREEE. E
FAE®RIFPAY T ATFL (PACS) . T—IXT—3Y
BRUT—URT—3>V I b7 O8RS, BF. RUET
A4RAF)Ea—ay

Canon Medical Systems Corporation
Kansai Office

1-1-30 Oyodo-naka, Kita-ku,
Osaka-shi,

Osaka

531-6106

Japan

XX OATLAANLIRAT LGRS
X4t

T531-6106

KERRF

N )

TEXRPITEIEHOE

Design, development, installation, maintenance, and
distribution of medical service supporting IT systems
EREEEE 1T SATLOERM - B, B3 &F. XU
F4ARAMIJE2— 3>

Canon Medical Systems Corporation
Ako Office

651, Tenwa,

Ako-shi,

Hyogo

678-0256

Japan

XY/ OATL AL RTFLABREH
FEBHERM

T 678-0256

EEER

FEEm

KMe51&EHh

Original Registration Date: 1992-12-22
Latest Revision Date: 2022-05-27

Design, development and manufacture of component for MRI
WRI AarR—3> FORE - BRRUNE

Effective Date: 2022-05-27
Expiry Date: 2025-09-30
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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 382 Chiswick High Road, London W4 4AL, UK.
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