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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

A

By Royal Charter

This is to certify that: ~ COSMOTEC CO., LTD. JRETYIHKAESH
Twin View Ochanomizu Bldg. 1F T113-0033
2-3-9 Hongo, Bunkyo-ku HER
Tokyo X R AH2-3-9
113-0033 YA UEA—BEDOKEIL 1B
Japan

Holds Certificate No: MD 666767

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

Design & Development of Disease diagnosis program

Design & Development, Manufacturing and Sales of Implant Device and Surgery instruments
(Medical Devices Marketing Authorization Holder, Sales and Leasing License)

Repairing and Leasing of Perfusion Devices (Repairing License, Sales and Leasing License)
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For and on behalf of BSI: Q“"""‘L \w &
Graeme Tunbridge, Senior Vice President Medical Devices
Original Registration Date: 2006-05-16 Effective Date: 2024-05-16
Latest Revision Date: 2024-04-03 Expiry Date: 2027-05-15
& Page: 1 of 2
e ..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 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.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+666767&ReIssueDate=03%2f04%2f2024&Template=jpen

Certificate No: MD 666767

Location Registered Activities
COSMOTEC CO., LTD. Design & Development of Disease diagnosis program
Twin View Ochanomizu Bldg. 1F Desi_gn & Developmgnt, Manufacturing and Sqles of Implgnt
2-3-9 Hongo, Bunkyo-ku Device and Surgery instruments (Medical Devices Marketing
Authorization Holder, Sales and Leasing License)
Tokyo - X ; i -
113-0033 R_epalrlng and Leasing o_f Per_fu5|on Devices (Repairing
] License, Sales and Leasing License)
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COSMOTEC CO., LTD. Sales of Implant Device and Surgery instruments (Sales and
Distribution Center Leasing License)

Tokyo Danchi Warehouse Bldg A-1, IHAHEBREBZRVOFHHFEORTE (REX"HEEF)
3-6-1, Heiwajima, Ohta-ku

Tokyo
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Japan
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COSMOTEC CO., LTD. Repairing and Leasing of Perfusion Devices (Repairing
Service Center License, Sales and Leasing License)

Kowa Bldg-2, EREEOEERVES (BEE, RGEX E5%)
3-17-11, Ueno, Taito-ku,
Tokyo

110-0005

Japan
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