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Certificate of Registration

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

By Royal Charter

This is to certify that:  BrosMed Medical Co., Ltd TR EIE EIT 23 TR A 7
15th Building, SMEs Venture Park [
SongShan Lake Hi-Tech Industrial T ZRA
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Holds Certificate No: MD 647941
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 and distribution of PTCA Coronary Balloon Dilatation Catheters, PTA
Balloon Dilatation Catheters, Hydrophilic Guide Wires, Catheter Sheath Introducer and

Accessories.
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Digitally signed by Perminov Andrei
Date: 2022.02.23 12:03:03 EET
Reason: MoldSign Signature
Location: Moldova

For and on behalf of BSI:

Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2016-08-22 Effective Date: 2019-08-22
Latest Revision Date: 2020-04-17 Expiry Date: 2022-08-21
m Page: 1 of 2
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..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.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
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 647941

Location

Registered Activities

BrosMed Medical Co., Ltd

15th Building, SMEs Venture Park
SongShan Lake Hi-Tech Industrial Development Zone
Dongguan

Guangdong

523808

China
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Design, manufacture and distribution of PTCA Coronary
Balloon Dilatation Catheters, PTA Balloon Dilatation
Catheters, Hydrophilic Guide Wires, Catheter Sheath
Introducer and Accessories.
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BrosMed Medical B.V.
Mgr. Buckxstraat 8
6134 AP Sittard

The Netherlands

Original Registration Date: 2016-08-22
Latest Revision Date: 2020-04-17

Control of design and manufacture of PTCA Coronary Balloon
Dilatation Catheters, PTA Balloon Dilatation Catheters and
Hydrophilic Guide Wires.

Distribution of PTCA Coronary Balloon Dilatation Catheters,
PTA Balloon Dilatation Catheters, Hydrophilic Guide Wires,
Catheter Sheath Introducer and Accessories.

Effective Date: 2019-08-22
Expiry Date: 2022-08-21
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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.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
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.
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