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

By Royal Charter

This is to certify that:  Fukuda Denshi Co., Ltd. 205 BEFH)RESH
Hongo Head Office T113-8483
3-39-4 Hongo, HEE
Bunkyo-ku, YREX
Tokyo A 48B3-39-4
113-8483
Japan

Holds Certificate No: MD 78466
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.
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Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2003-11-03 Effective Date: 2018-11-03
Latest Revision Date: 2018-09-27 Expiry Date: 2021-11-02
@ Page: 1 of 4
UKAS : 2. i
MG ..making excellence a habit.

003

lically and remains the property of BSI and is bound by the conditions of contract.
N :

Printed copies can be validated at www.bsigroup.com/ClientDirectory or telephone +81 {0)3 6890 1171

ion and (mtat HSI Kitemark Court, Davy Avenue, Knowihill, Milton Keynes MK5 8PP. Tel: + 44 45 080 9000
in t |gi nd under number 7805321 at 389 Chiswick Hi gh Road, London W4 4AL, UK.



QA
新規スタンプ


COPY

Certificate No: MD 78466

Registered Scope:

The design, development, manufacture, sales, in-house repair, maintenance, storage and distribution of
measuring and monitoring equipment for vital signs, electrocardiographs, defibrillators, ultrasound imaging
systems, oxygen concentrators and associated accessories.

The design, development, sales, storage and distribution of catheters.

The import, sales, repair (including maintenance and provision of maintenance training), storage and
distribution of measuring and monitoring equipment for vital signs, ventilators and associated accessories.
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Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowthill, Milton Keynes MKS 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.
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Certificate No: MD 78466

Location

COPY

Registered Activities

Fukuda Denshi Co., Ltd.

Hongo Head Office
3-39-4 Hongo,
Bunkyo-ku,

Tokyo

113-8483

Japan

727 FBEFHAH
T113-8483

RRE

XERE

A 4B3-39-4

The design, development, manufacture, sales, in-house
repair, maintenance, storage and distribution of measuring
and monitoring equipment for vital signs,
electrocardiographs, defibrillators, ultrasound imaging
systems, oxygen concentrators and associated accessories.
The design, development, sales, storage and distribution of
catheters.

The import, sales, repair (including maintenance and
provision of maintenance training), storage and distribution
of measuring and monitoring equipment for vital signs,
ventilators and associated accessories.

Incorporates activities carried out at 2-35-8 and 2-35-27
Hongo
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Fukuda Denshi Co., Ltd.

Shiroi Factory
305-1 Naka,
Shiroi-shi,
Chiba
270-1495
Japan

79 FEFHARH
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T270-1495
FER
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Original Registration Date: 2003-11-03
Latest Revision Date: 2018-09-27

Information and Cor
BSI Assur UK L
A Member of the BSI

The manufacture of measuring equipment for vital signs and
monitoring equipment for vital signs, electrocardiographs,
defibrillators, ultrasound imaging systems, oxygen
concentrators and associated accessories.

The maintenance of oxygen concentrators.

Import inspection of measuring and monitoring equipment
for vital signs, ventilators and associated accessories.
Fukuda Denshi Technical Service Co., Ltd. (A wholly owned
subsidiary of Fukuda Denshi Co., Ltd.): In-house repair
(including maintenance and provision of maintenance
training) of all products.

Fukuda Logistics Center Co., Ltd. (A wholly owned subsidiary
of Fukuda Denshi Co., Ltd.): Storage and final staging for
distribution.
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Certificate No: MD 78466

Location

COPY

Registered Activities

Fukuda Denshi Co., Ltd.
Miyuki Business Park No.3,
390 Ichibagi-cho,
Nishi-ku, Nagoya-shi,

Aichi

452-0805

Japan

77 SBFHASH
T452-0805

BHR

EHETARK

M5 AR ET390
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The design and development of measuring and monitoring
equipment for vital signs and associated accessories.
ERESHNEEE. £HESEREE. RUTOHARKOR
A RUBAR

Fukuda Denshi Co., Ltd.

Sumitomo Fudosan Ueno Bldg. No. 2,

2-23-5 Kita Ueno,
Taito-ku,

Tokyo

110-0014

Japan

79 FEFHASH
T110-0014

R#E
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Sales of measuring and monitoring equipment for vital signs,
electrocardiographs, defibrillators, ultrasound imaging
systems, oxygen concentrators, catheters, ventilators and
associated accessories.
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Fukuda Denshi Co., Ltd.
258 Takedanakajima-cho,
Fushimi-ku, Kyoto-shi,
Kyoto

612-8415

Japan

79 FEFHRASH
T612-8415
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The design and development of measuring and monitoring
equipment for vital signs and associated accessories.
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