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Japan

Holds Certificate No: MD 536762

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:
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Certificate No: MD 536762

Registered Scope:

Design, development, manufacture and service provision of patient monitoring systems, CO2 monitors for
medical application, pulse oximeters, cardiac catheterisation systems, defibrillators, electrocardiographs,
ambulatory ECG analysis systems, electroencephalographs, evoked potential measuring systems,
endoscopes, hematology analyzer, specific protein analyzer (CRP, HbA1c), electrosurgical patient plates,
medical electronic stimulator, rhinorheograph and in vitro diagnostic reagents(hemoglobin, CRP, HbA1c),
healthcare information systems

Purchasing, manufacture (labeling), inspection, storage and service provision of cardiac pacemakers,
catheters, lung ventilators, anethesia apparatus, warming devices, pulmonary function testing devices,
electroencephalographs, evoked potential measuring systems, cardiac output monitors, infusion
instruments and splints
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Certificate No: MD 536762

Location

Registered Activities

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

Tokyo

161-8560

Japan

BEABI XK=
T161-8560

R

FEX

mEA1-31-4

Design, development, and service provision of patient
monitoring systems, CO2 monitors for medical application,
pulse oximeters, cardiac catheterisation systems,
defibrillators, electrocardiographs, ambulatory ECG analysis
systems, electroencephalographs<(>,<)> evoked potential
measuring systems, endoscopes, hematology analyzer,
specific protein analyzer (CRP, HbA1c), electrosurgical patient
plates, medical electronic stimulator, rhinorheograph, in vitro
diagnostic reagents (hemoglobin, CRP, HbA1c), healthcare
information systems

The import of lung ventilators, anethesia apparatus and
warming devices

SRR TE=42, EMAC2 E=8, NLRATFIA—4,
DA T—TLREEE. T4 TVL—4, VEH. BH
BOEBRER A TA, MK, FRELREEE. AN
. MmiEREFE, EESTEE CRP. HbAlc), XHER. E
BEERMNEE. AEEREM. FABHRE(~NEYDE
>, CRP, HbAlc)., ERME#S X TLDERE - AR, RUY
—ERiRH

ATFER 2R, FE:E. MEEBORAEE

NIHON KOHDEN CORPORATION
Tokorozawa Office

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

Saitama

359-0037

Japan

BAABIZHASH
FiRFEMR LERTRARE 4
T359-0037

BER

iR

{TDEE 1-1-6

Original Registration Date: 2008/08/24

Latest Revision Date: 2017/02/09

Design, development, and service provision of patient
monitoring systems, CO2 monitors for medical application,
pulse oximeters, cardiac catheterisation systems,
defibrillators, electrocardiographs, ambulatory ECG analysis
systems, electroencephalographs, evoked potential
measuring systems, endoscopes, hematology analyzer,
specific protein analyzer (CRP, HbA1c), electrosurgical patient
plates, medical electronic stimulator, rhinorheograph, in vitro
diagnostic reagents (hemoglobin, CRP, HbA1c), healthcare
information systems

The import of lung ventilators, anethesia apparatus and
warming devices

EEMERE=S. ERACO2

EFZR, NALRFFDA—-4E,

DA T—TLREER, T240 ) L—42, LERH. BEH
MOEEREN AT A, REH., FRBURELE. A
. miEREFE. BESITEE (CRP, HbAlc), *HEIR, E
RABSHINEE. ARESEH. AAEHE(NETQE
>, CRP, HbAlc)., ERIFRI X TLOEE - BR, RUY
—ERBH

AT, MR, MEXEOWMARE

Effective Date: 2017/01/19
Expiry Date: 2020/01/18
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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
ABAAEILEHKXSH
By BEEMR
T350-2201

BER

w®srBm
E1R6-2-20

Order acceptance, storage, and distribution of accessary for
patient monitoring systems, CO2 monitors for medical
application, pulse oximeters, cardiac catheterization systems,
defibrillators, electrocardiographs, ambulatory ECG analysis
systems, electroencephalographs, evoked potential
measuring systems, endoscopes, hematology analyzer,
specific protein analyzer (CRP, HbAlc), electrosurgical patient
plates, medical electronic stimulator, rhinorheograph, in vitro
diagnostic reagents (hemoglobin, CRP, HbA1lc)

Manufacture (labelling), inspection, storage, distribution, and
service provision of cardiac pacemakers, catheters, lung
ventilators, anethesia apparatus, warming devices,
pulmonary function testing devices, electroencephalographs,
evoked potential measuring systems, cardiac output
monitors, infusion instruments, splints

Manufacture and service provision of healthcare information
systems
HEEEE=S. EMAC2 T=4, /fURAHIA—4,
DRYT—TFIILREEE. F7¢ TV L—4, LEE. B
FLOBESBNS X T4, KiK. SRECREEE. I8
. mREEEE, BASTEE CRP, HbAlc), XHEIR, E
EREAREEE. AREREM. FAECHENETOE
. CRP, HOAI) D7 U &9 —DRx, RERUEZE
IDR—Z A=A, AT—TFTN. AIFIEE. HFEHE. NG
£E. MEEREEE. REHG@A) . SREUREEE
@A), DAEREH. EESEAR. BRO8E (SRYY
7). BE. BF. BEZRUY—ERE#H

ERER X TLONERUY—ERREER

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

Saitama

369-1106

Japan
BAAEIXHA&H
NAEIE

T369-1106

BER

AW

BE&2909-63

Original Registration Date: 2008/08/24
Latest Revision Date: 2017/02/09

Design, development, and manufacture of accessary for
patient monitoring systems, CO2 monitors for medical
application, pulse oximeters, defibrillators,
electrocardiographs, electroencephalographs, evoked
potential measuring systems, endoscopes, electrosurgical
patient plates, medical electronic stimulator, rhinorheograph
SHEEE=F. EREEC2 =48, RNARFFIA—4,
T4V 0L—4, LB, REH. SRELRELEE. B
fE, AER. ERAEBSAAEE. AEESEHOT I
Y1) —0FEEH - BRERUNE

Effective Date: 2017/01/19
Expiry Date: 2020/01/18
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Certificate No: MD 536762

Location

Registered Activities

NIHON KOHDEN TOMIOKA CORPORATION
Tomioka Office

486 Nanokaichi,
Tomioka-shi,

Gunma

370-2343

Japan
BArEERGHAs
EfMFEEm
T370-2343

HER

Bt

+ H1f486

Manufacture, storage, and distribution of patient monitoring
systems, CO2 monitors for medical application, pulse
oximeters, cardiac catheterisation systems, defibrillators,
electrocardiographs, ambulatory ECG analysis systems,
electroencephalographs, evoked potential measuring
systems, hematology analyzer, specific protein analyzer (CRP,
HbA1c), medical electronic stimulator, rhinorheograph, in
vitro diagnostic reagents (hemoglobin, CRP, HbAlc)
HHERE=S. EEAC2 T8, SNRTHIA—H,
DD T—TLREER. T707)0L—%2 LEE. BF
BOERBH R T A, HES. SRELRELE. AR
EXE. EASHEE CRP. HbAle) . ERAESHIRE
B. REEESES. FRABHENEIDE L,

CRP, HbAlc) DELE, RERUEZX

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

Gunma

370-2316

Japan
BFEABEEKEASHT
ERE 2115
T370-2316

E/ET

B[ 2027-1

Manufacture, storage, and distribution of defibrillators
TI247V0L—508E. RERUEE

NIHON KOHDEN TOMIOKA CORPORATION
Tomioka Production Center
1-1 Tajino,

Tomioka-shi,

Gunma

370-2314

Japan
BALESHEH%S4
ERLEELVS
T370-2314

HER

=R

HE-1

Original Registration Date: 2008/08/24
Latest Revision Date: 2017/02/09

Manufacture, storage, and distribution of patient monitoring
systems, CO2 monitors for medical application, pulse
oximeters, cardiac catheterisation systems, defibrillators,
electrocardiographs, ambulatory ECG analysis systems,
electroencephalographs, evoked potential measuring
systems, hematology analyzer, specific protein analyzer (CRP,
HbA1c), medical electronic stimulator, rhinorheograph
SFHBE=4. EEMAC2 T2, /LA FIA—%,
WEAT—TIVREEE. T72147)0L—4%, DEH,
REROBEETS AT LA, RS, BRBECRERE. I
BREEE, BASFEE (CRP. HbAle), ERAESHE
XE. AEEREHONE RERUEE
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Certificate No: MD 536762

Location

Registered Activities

NIHON KOHDEN TOMIOKA CORPORATION
Tokyo Office

1-31-4 Nishiochiai,
Shinjuku-ku,

Tokyo

161-8560

Japan
BAAEERESH
REREEEM
T161-8560

Lt

FEE

BEEE1-31-4

Purchasing of patient monitoring systems, CO2 monitors for
medical application, pulse oximeters, cardiac catheterisation
systems, defibrillators, electrocardiographs, ambulatory ECG
analysis systems, electroencephalographs, evoked potential
measuring systems, endoscopes, hematology analyzer,
specific protein analyzer (CRP, HbA1c), electrosurgical patient
plates, medical electronic stimulator, rhinorheograph, in vitro
diagnostic reagents (hemoglobin, CRP, HbA1c), healthcare
information systems
SFHRE=S. ERFC2 =4, /1LAFFI A4,
WD T—TILREEER. T4 7)0L—%2, LEEH. RE
FMLERRHT S X T4, K. SRELREELE. IR
& MmEREEE, BERSITEE (CRP, HbAlc), FEIR, E
EREANHER. AREREN. FNEHENEI/DE
>, CRP, HbAlc), ERIRBIATLOEE

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

350-2201

Japan
BAAEERKEX
BsBEFEM
T350-2201

BER

W\ Bh
ELTR6-2-20

Manufacture of healthcare information systems
EREHRS AT LOSE

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

Fukaya-shi,

Saitama

369-1106

Japan

BAAEERH®RA

BEARE NEXKEELVS

T369-1106

BESR

Fam

B A2909-63

Original Registration Date: 2008/08/24
Latest Revision Date: 2017/02/09

Manufacture of accessary for patient monitoring systems,
CO2 monitors for medical application, pulse oximeters,
defibrillators, electrocardiographs, electroencephalographs,
evoked potential measuring systems, endoscopes,
electrosurgical patient plates, medical electronic stimulator,
rhinorheograph

SEHERE=F. ERABCO2E=4F, /LA FIA—

A, T247)L—4%, LEH, KNEMH. FRECREE
B. AR, Bk, ERABTRREE. ARESEHO
FoEY ) —DORE

Effective Date: 2017/01/19
Expiry Date: 2020/01/18
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