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By Royal Charter 

Certificate of Registration 
QUALI1Y MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016 

This is to certify that: 

Holds Certificate No: 

Fuji Systems Corporation Shirakawa Plant 
200-2 Aza-Ohira, 
Odakura, Nishigo, 
Nishi Shirakawa Gun, 
Fukushima 
961-8061 
Japan 

MD 83583 
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and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO 
13485:2016 for the following scope: 

Design, manufacture, sterilization, storage and distribution of catheters, drains, tubing, gauze, 
surgical microscope drape, vascular clip, plug, surgical instruments and components. 
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For and on behalf of BSI: 
Graeme Tunbridge, Senior Vice President Global Regulatory & Quality 

Original Registration Date: 2004-06-03 

Latest Revision Date: 2024-05-17 

Effective Date: 2024-06-03 

Expiry Date: 2027-06-02 
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This certificate was issued electronically and remains the property of B51 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: B51, Kitemark Court, Davy Avenue, Knowlhill, 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 B51 Group of Companies. 
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Location 

Fuji Systems Corporation Shirakawa Plant 
200-2 Aza-Ohira, 
Odakura, Nishigo, 
Nishi Shirakawa Gun, 
Fukushima 
961-8061 
Japan 
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Fuji Systems Corporation 
Shin-Shirakawa Plant 
1-23 Tsukinoiri, Kayane, 
Shirakawa, 
Fukushima 
961-0004 
Japan 
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Original Registration Date: 2004-06-03 

Latest Revision Date: 2024-05-17 

Registered Activities 

Design, manufacture and sterilization of catheters, drains, 
tubing, gauze, surgical microscope drape, vascular clip, plug, 
surgical instruments and components. 
'/J7-7JL,, i-:1,,-:..,, =f-:i--:J, jj--ft, ¥-ffiffl!iffi~tt'/J 
1{-, .I!a.ig? ') ';) -:J, -:J=jlj', ¥-ffifflfi~&'{t~jjffl:gB~O) 
~it~~- ~~- ;~iii 

Manufacture of catheters, drains, tubing, vascular clip and 
Plug. 
Storage and distribution of catheters, drains, tubing, gauze, 
surgical microscope drape, vascular clip, plug, surgical 
instruments and components. 
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Effective Date: 2024-06-03 

Expiry Date: 2027-06-02 
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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: B51, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MKS 8PP. Tel: + 44 345 080 9000 
B51 Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK. 
A Member of the B51 Group of Companies. 


