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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016
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By Royal Charter

This is to certify that:  NIHON KOHDEN CORPORATION BARMLET XS
1-31-4 Nishiochiai T161-8560
Shinjuku-ku Tokyo
Tokyo FEX
161-8560 FwEA1-31-4
Japan

Holds Certificate No: MD 536762

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: QM \\W Ei
Graeme Tunbridge, Senior Vice President Medical Devices
Original Registration Date: 2008-08-24 Effective Date: 2024-04-06
Latest Revision Date: 2024-04-04 Expiry Date: 2027-04-05
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Certificate No: MD 536762
Registered Scope:

Design, development, manufacture and service provision of defibrillators/electrical stimulator, non-active
non-implantable devices for anaesthesia, emergency and intensive care, active non-implantable respiratory
devices(including Hyperbaric chambers for oxygen therapy and equipment for inhalation anaesthesia),
active non-implantable devices for stimulation or inhibition, other active non-implantable surgical devices,
active non-implantable prostheses, devices for rehabilitation and devices for patient positioning and
transport, active non-implantable imaging devices utilising non-ionizing radiation, active non-implantable
devices for monitoring of vital physiological parameters, hematology analyzer, lead for intracranial
electrodes, non-active instruments, hearing aid, other active non-implantable devices for monitoring
and/or diagnosis, active non-implantable devices utilising hyperthermia/hypothermia, software, in vitro
diagnostic reagents (hemoglobin, CRP, HbA1c), patient plates, electrodes.

Design, development of healthcare information systems.

Manufacture and service provision of injection and puncture device, catheter with active function, catheter
with non-active function, catheter.

Storage, distribution of probes.
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Certificate No: MD 536762

Location

Registered Activities

NIHON KOHDEN CORPORATION
1-31-4 Nishiochiai
Shinjuku-ku

Tokyo

161-8560

Japan
BAXAEIEHASH
T161-8560

Tokyo

FEX

% A1-31-4

Original Registration Date: 2008-08-24

Latest Revision Date: 2024-04-04

Service provision of defibrillators, non-active non-implantable
devices for anaesthesia, emergency and intensive care, active
non-implantable respiratory devices(including Hyperbaric
chambers for oxygen therapy and equipment for inhalation
anaesthesia), active non-implantable devices for stimulation
or inhibition, active non-implantable imaging devices utilising
non-ionizing radiation, active non-implantable devices for
monitoring of vital physiological parameters, devices for
rehabilitation and devices for patient positioning and
transport, active non-implantable devices utilizing
hyperthermia/hypothermia, hematology analyser.
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Effective Date: 2024-04-06
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Certificate No: MD 536762

Location

Registered Activities

NIHON KOHDEN CORPORATION
Tokorozawa Office

/Advanced Technology Center
1-1-6 Kusunokidai,
Tokorozawa-shi,

Saitama

359-0037

Japan

AANEIEHASL

FriRE XA e 2
T 359-0037

BER

FTiR™

KgTDEE 1-1-6

Original Registration Date: 2008-08-24
Latest Revision Date: 2024-04-04

Design, development, service provision and order acceptance
of electrical stimulator, non-active non-implantable devices
for anaesthesia, emergency and intensive care, active non-
implantable respiratory devices, active non-implantable
devices for stimulation or inhibition, other active non-
implantable surgical devices, devices for rehabilitation and
devices for patient positioning and transport, active non-
implantable imaging devices utilising non-ionizing radiation,
active non-implantable devices for monitoring of vital
physiological parameters, hematology analyzer, in vitro
diagnostic reagents (hemoglobin, CRP, HbA1c), healthcare
information systems, software, patient plates, electrodes.
The import of non-active non-implantable devices for
anaesthesia, emergency and intensive care, active non-
implantable respiratory devices, other active non-implantable
surgical devices, hearing aid, other active non-implantable
devices for monitoring and/or diagnosis, active non-
implantable devices for monitoring of vital physiological
parameters, active non-implantable devices utilising
hyperthermia/hypothermia, electrodes.
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Certificate No: MD 536762

Location

Registered Activities

NIHON KOHDEN CORPORATION
Tsurugashima Office
6-2-20 Fujimi,
Tsurugashima-shi,
Saitama

350-2201

Japan
AARNXEIEMARS
By B5EEMm

T 350-2201

BER

Br8h
ELTR6-2-20

Original Registration Date: 2008-08-24

Latest Revision Date: 2024-04-04

Lending of active non-implantable respiratory devices, active
non-implantable devices for stimulation or inhibition, other
active non-implantable surgical devices, devices for
rehabilitation and devices for patient positioning and
transport, other active non-implantable devices for
monitoring and/or diagnosis, active non-implantable imaging
devices utilising non-ionizing radiation, active non-
implantable devices for monitoring of vital physiological
parameters, active non-implantable devices utilising
hyperthermia/hypothermia, and hematology analyzer.
Manufacture (labelling), inspection of active non-implantable
respiratory devices, other active non-implantable surgical
devices, other active non-implantable devices for monitoring
and/or diagnosis, active non-implantable devices for
monitoring of vital physiological parameters, and active non-
implantable devices utilising hyperthermia/hypothermia.
Service provision of active non-implantable respiratory
devices, active non-implantable devices for stimulation or
inhibition, other active non-implantable surgical devices,
devices for rehabilitation and devices for patient positioning
and transport, other active non-implantable devices for
monitoring and/or diagnosis, active non-implantable imaging
devices utilising non-ionizing radiation, active non-
implantable devices for monitoring of vital physiological
parameters, active non-implantable devices utilising
hyperthermia/hypothermia, and hematology analyzer.
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Certificate No: MD 536762

Location

Registered Activities

ZET) . RBREMFHORICHT SREBIGCERKS. S E
DRICHT SREBRE

BER. UNEYT—2 a3 v0RICHT HEEBILERE

= ERESICEL o RWAEZMERICRIRBLE=S
o ERES. FERBAREFNRAYT SR TEGRERK
#. ERESICELIEBEFMERICRIBBGE=41) >
TERES. BRARXTEFREZORICHT SREPTER
Har. RUMBRREZEDY —ERRHRETR

NIHON KOHDEN CORPORATION
Kawamoto factory
2909-63 Shirakusadai,
Fukaya-shi,

Saitama

369-1106

Japan
BAABIXHMASH
NARIE

T369-1106

BER

BT

BE&2909-63

Manufacture and storage of non-active non-implantable
devices for anaesthesia, emergency and intensive care, active
non-implantable devices for monitoring of vital physiological
parameters, and patient plates, electrodes.

Manufacture (labelling), inspection, and storage of lead for
intracranial electrodes, non-active non-implantable devices
for anaesthesia, emergency and intensive care, non-active
instruments, active non-implantable devices for monitoring of
vital physiological parameters.

B, MARUVEREEORICHT 2 IEaeE 71 IR HE E AR
#=. ERESICELIEEFMERICRIETLE=2) >
TERMSR. Bk, EEOHERUVRE
BRABEER) — F. BB, RERUVEHRBERORAICHY
ZIEREEN IR B E LR . EREEI G RE, £RESICED
HEEZPMIBEICRIEELE=2 ) VT ERBBORE
(SRY D), RERURE

NIHON KOHDEN TOMIOKA CORPORATION
Tomioka Office

486 Nanokaichi,
Tomioka-shi,

Gunma

370-2343

Japan
AXXEZHHA R
EREER
T370-2343

HER

ST

£ BT486

Original Registration Date: 2008-08-24
Latest Revision Date: 2024-04-04

Manufacture and storage of defibrillators, non-active non-
implantable devices for anaesthesia, emergency and intensive
care, active non-implantable respiratory devices, active non-
implantable devices for stimulation or inhibition, active non-
implantable imaging devices utilising non-ionizing radiation,
active non-implantable devices for monitoring of vital
physiological parameters, hematology analyzer, in vitro
diagnostic reagents (hemoglobin, CRP, HbA1c).
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Effective Date: 2024-04-06
Expiry Date: 2027-04-05
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Certificate No: MD 536762

Location

Registered Activities

NIHON KOHDEN TOMIOKA CORPORATION
Tomioka Factory II
2027-1 Tomioka,
Tomioka-shi,

Gunma

370-2316

Japan
BAABERB®ASH
EEE2TI5
T370-2316

HER

=

=/ 2027-1

Manufacture and storage of active non-implantable devices
for stimulation or inhibition, active non-implantable devices
for monitoring of vital physiological parameters.

FUAX TG ORI I SReE L ERMR. £ERESICEDL
DEBEMIBEZICRIEFETE 2 VT EEMBROEER
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NIHON KOHDEN TOMIOKA CORPORATION
Tomioka Production Center
1-1 Tajino,

Tomioka-shi,

Gunma

370-2314

Japan

AR EZHHRA ST
EMEEELVA
T370-2314

HER

E R

Hi%E1-1

Manufacture and storage of defibrillators, non-active non-
implantable devices for anaesthesia, emergency and intensive
care, active non-implantable respiratory devices, active non-
implantable devices for stimulation or inhibition, software,
active non-implantable imaging devices utilising non-ionizing
radiation, active non-implantable devices for monitoring of
vital physiological parameters, hematology analyzer.
BRIAMEE. KB, RERUVETBEDOAICHT HIEREE
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HERURE

NIHON KOHDEN TOMIOKA CORPORATION
Advanced Technology Center
1-1-6 Kusunokidai,
Tokorozawa-shi,

Saitama

359-0037

Japan
AAXBEMGA R
REeERWmHEzEE V2

T 359-0037

BER

FriR™

KTDEET-1-6

Original Registration Date: 2008-08-24
Latest Revision Date: 2024-04-04

Purchasing of components for development and prototype
production of medical devices.

ERMBFARRUVSECHESIDROEER

Effective Date: 2024-04-06
Expiry Date: 2027-04-05
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Certificate No: MD 536762

Location

Registered Activities

NIHON KOHDEN TOMIOKA CORPORATION
Nihon Kohden Kawamoto Production Center
2909-63 Shirakusadai,

Fukaya-shi,

Saitama

369-1106

Japan

AXRAEEMHFAH

BARLE IIRKEEELVS

T369-1106

BER

R

HEH2909-63

Original Registration Date: 2008-08-24
Latest Revision Date: 2024-04-04

Manufacture and storage of active non-implantable devices
for monitoring of vital physiological parameters, and non-
active non-implantable devices for anaesthesia, emergency
and intensive care, other active non-implantable surgical
devices, patient plates, and electrodes.

Manufacture (labelling), inspection and storage of lead for
intracranial electrodes and non-active instruments.
ERESICHALIEEZNIEEICRIEBLGE=2 Y VITE
A, RE. RMAERUESRAEDORICHT 5IEaEEN7rIEE
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Effective Date: 2024-04-06
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Certificate No: MD 536762

Location

Registered Activities

NIHON KOHDEN CORPORATION
Eastern Japan Logistics Center
2-1-1 Nishi Inter,

Sakado-shi,

Saitama

350-0259

Japan

BAABIXMASH
RAAYREU S

T 350-0259

BER

WA

a2 —Z_THBI1&HI

Original Registration Date: 2008-08-24

Latest Revision Date: 2024-04-04

Storage and distribution of lead for intracranial electrodes,
injection and puncture device, catheter with active function,
catheter with non-active function, catheter, non-active non-
implantable devices for anaesthesia, emergency and intensive
care, non-active instruments, active non-implantable
respiratory devices(including Hyperbaric chambers for oxygen
therapy and equipment for inhalation anaesthesia), active
non-implantable devices for stimulation or inhibition, other
active non-implantable surgical devices, active non-
implantable prostheses, devices for rehabilitation and devices
for patient positioning and transport, hearing aid, active non-
implantable imaging devices utilising non-ionizing radiation,
other active non-implantable devices for monitoring and/or
diagnosis, active non-implantable devices for monitoring of
vital physiological parameters, active non-implantable devices
utilising hyperthermia/hypothermia, hematology analyzer,
software, in vitro diagnostic reagents (hemoglobin, CRP,
HbA1c), patient plates, electrodes, probes.

BRABEERY —F. IHBERUVERHFE. 8BS
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Certificate No: MD 536762

Location

Registered Activities

NIHON KOHDEN CORPORATION
Customer Service Operations
Western Japan Service Center
14-33, Yoshino-cho,

Suita-shi

Osaka

564-0054

Japan

AANEIEHASL
HRE T —H—ERKED
BARY—ERtE4A

T 564-0054

KR FF

q=2Ni]

FEFET14-33

Service provision of active non-implantable respiratory
devices(including Hyperbaric chambers for oxygen therapy
and equipment for inhalation anaesthesia), active non-
implantable devices for stimulation or inhibition, active non-
implantable imaging devices utilising non-ionizing radiation,
active non-implantable devices for monitoring of vital
physiological parameters, hematology analyzer.

Mk ERFADREE L ERES (BREZAOEEFYU/\—R
URARERAOEHREZED) . RIBITMGSIORIZ#HT S8:
i EEESR. FEERSRENRAT SR LERERK
. ERESICELIEEEMIEEICRIERLE=2 Y
TERESR. MERTEEOY—ERBHER

NIHON KOHDEN CORPORATION
Eastern Japan Logistics Center
(Manufacture)

2-1-1 Nishi Inter,

Sakado-shi,

Saitama

350-0259

Japan

BALEH®RK S
RAXYRE 2 (EE)
T350-0259

BER

A

a2 —Z_THBI1%HI

Original Registration Date: 2008-08-24
Latest Revision Date: 2024-04-04

Manufacture (labelling), inspection of non-active non-
implantable devices for anaesthesia, emergency and intensive
care, active non-implantable respiratory devices, active non-
implantable devices for monitoring of vital physiological
parameters, injection and puncture device, catheter with
active function, catheter with non-active function, catheter,
hearing aid, other active non-implantable devices for
monitoring and/or diagnosis, active non-implantable devices
utilising hyperthermia /hypothermia, electrodes.

B, BMERUVEFAEORICET I IFIRHEEER
. FRFAORBLERRKSE BREEEAOEETF YN
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