bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM

Nissha Co., Ltd.

Global Headquarters

3 Hanai-cho, Mibu, Nakagyo-ku, Kyoto City, Kyoto Pref. 604-8551 Japan
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Operates a QUALITY MANAGEMENT SYSTEM which complies with the requirements of ISO 13485:2016 for the activities detailed in the
scope of registration.
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By Royal Charter

Incoming quality inspection, packaging and labeling, final storage of Single-use electrocardiograph electrode and
Electrocardiograph cable or lead products and activities as a Marketing Authorization Holder under PMD Act.
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Is included as a location on Certificate number: MD 710456
And BSI location is: 0047458463-032

For and on behalf of BSI:
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Stewart Brain, Head of Compliance & Risk - Medical Devices

Original Registration Date: 2019-10-29 Effective Date: 2019-10-29
Latest Revision Date: 2019-10-29 Expiry Date: 2022-10-28
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emark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
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nd under number 7805321 at 389 Chiswick High Road, Londc




