bsi.
Certificate of Registration

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

This is to certify that:  Nemoto Kyorindo Co., Ltd. HXett BEAEHE
2-27-20 Hongo, T113-0033
Bunkyo-ku, HEE
Tokyo XHER
113-0033 AIE2-27-20
Japan

Holds Certificate No: MD 767755

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

Design and Development, Manufacture, Distribution, Installation and Service of CT Contrast
Delivery Systems, MR Contrast Delivery Systems, Angiography Contrast Delivery Systems and
Extravasation Sensors

CT AEEAEALE. R AEERIALE. 7oXF 757« AEEFEAZEES L UM
ENEhE o Y—DEKE - B, ®BE. Rk, RESLUY—ER

Transfer from TUV Rheinland Register Certificate ldentity number: SX 60143975 0001

For and on behalf of BSI: <:~==M \\I-HQSV\-Y

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2022-04-05 Effective Date: 2022-11-08
Latest Revision Date: 2022-08-05 Expiry Date: 2025-11-07
s Page: 1 of 3
R .making excy

0003
Digitally signed by Chicu Natalia
Date: 2023.02.08 12:25:45 EET
Reason: MoldSign Signature
Location: Moldova

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 767755

Location

Registered Activities

Nemoto Kyorindo Co., Ltd.
2-27-20 Hongo,
Bunkyo-ku,

Tokyo

113-0033

Japan

BX£it BEFHE
T113-0033

RRER

XEE

ZA§i2-27-20

Distribution of CT Contrast Delivery Systems, MR Contrast
Delivery Systems, Angiography Contrast Delivery Systems
and Extravasation Sensors

CT AERALEIALEE. R AEFFIAZLEB. 7oX473
74 BEEREAZES LULENBIE Y —DRSE

Nemoto Kyorindo Co., Ltd.
Kawaguchi Plant
2-12-23 Aoki,
Kawaguchi-shi,
Saitama

332-0031

Japan

BX=t BREEHKE
NoxIiE

T332-0031

BER

marm

HFAR2-12-23

Manufacture of CT Contrast Delivery Systems, MR Contrast
Delivery Systems, Angiography Contrast Delivery Systems
and Extravasation Sensors

CT AEERLEIALE. R RERFIAZE, 7o¥47 35
T4 BAEEFEAZES LULEN RN E Y —OHE

Nemoto Kyorindo Co., Ltd.
Technical Center
2-12-4 Aoki,
Kawaguchi-shi,
Saitama

332-0031

Japan

HA=it BEABTHRE
Bifiz>4—
T332-0031

nam

FHAR2-12-4

Original Registration Date: 2022-04-05
Latest Revision Date: 2022-08-05

Design and Development of CT Contrast Delivery Systems,
MR Contrast Delivery Systems, Angiography Contrast Delivery
Systems and Extravasation Sensors

CT AEEALEIALE, R AEEREAZE. 7o¥4735
71 AEEZRFEAZEL K UMEN RN oY —DORETFHR

Effective Date: 2022-11-08
Expiry Date: 2025-11-07
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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.
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Certificate No: MD 767755

Location

Registered Activities

Nemoto Kyorindo Co., Ltd.
Test Site

1-4-18, Asahi,
Kawaguchi-shi,
Saitama

332-0001

Japan

et BEABFHRE
TARYA b
T332-0001

BER

nam

EAE1-4-18

Installation and Service of CT Contrast Delivery Systems, MR
Contrast Delivery Systems, Angiography Contrast Delivery
Systems and Extravasation Sensors

CT FERALTIAZEE. R AEXRIIAEE. 7o¥475
71« AERRIEAZES LULEN BRI Y —ORFFHY—
EX

Nemoto Kyorindo Co., Ltd.
Kawaguchi Warehouse
1-7-5, Asahi,
Kawaguchi-shi,
Saitama

332-0001

Japan

BXait BABFHRE
nogE

T 332-0001

BER

nam

gH1-7-5

Original Registration Date: 2022-04-05

Latest Revision Date: 2022-08-05

Storage of components of CT Contrast Delivery Systems, MR
Contrast Delivery Systems, Angiography Contrast Delivery
Systems and Extravasation Sensors

CT AEEAEALE. R AEZAIZALER. 7o¥47 35
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Effective Date: 2022-11-08
Expiry Date: 2025-11-07
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An electronic certificate can be authenticated online.
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