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EU Declaration of Conformity
Manufacturer: Nissha Medical Technologies Ltd
Torbay Business Park, Woodview Road,
Paignton, Devon, TQ4 7HP, UK
Authorised Representative: Nissha Medical Technologies SAS
23-25 Boulevard de la Paix,
95800 Cergy, France
Product Group: Medical Chart Recording Paper
Basic UDI-DI: 506044191Chart-PaperWD
GMDN Code: 61901
Classification MDR: Class I (Annex VIII, Rule 1)
REF-numbers:
0073424C 2018060C 4000840C 4004960C 4011590C 4011652C 6610526G
0085079C 2021938C 4000894C 4004964C 4011593C 4011653C 6610536G
0085249C 2022033C 4000936C 4004969C 4011594C 4011698C
0103082C 2022430C 4000944C 4004970C 4011595C 4011827C
0103931C 2023274C 4000945C 4004971C 4011597C 4011983C
0104415C 2023332C 4001071C 4004973C 4011598C 4011993C
0106614C 2023560C 4001129C 4004974C 4011599C 4012006C
2000036C 2023719C 4001144C 4004976C 4011600C 4012079C
2000060C 2024779C 4001204C 4004982C 4011601C 4012155C
2000064C 2024975C 4001221C 4004984C 4011602C 4012156C
2000071C 2025186C 4001233C 4005008C 4011603C 4012281C
2000080C 2025244C 4001528C 4005015C 4011604C 4012290C
2000089C 2025248C 4001640C 4006120C 4011605C 4012644C
2000095C 2025878C 4001681C 4006463C 4011606C 4012876C
2000151C 2026452C 4003612C 4007378C 4011607C 4012947C
2000171C 2026560C 4003635C 4007425C 4011608C 4013183C
2000320C 2026618C 4003692C 4007608C 4011609C 6610067G
2000346C 2026689C 4003695C 4007874C 4011610C 6610072G
2000605C 2026712C 4003710C 4008437C 4011611C 6610211G
2000621C 4000427C 4003712C 4008674C 4011612C 6610215G
2002809C 4000429C 4003718C 4008890C 4011616C 6610222G
2004011C 4000455C 4004214C 4009045C 4011621C 6610226G
2005043C 4000457C 4004516C 4009107C 4011622C 6610230G
2005132C 4000461C 4004537C 4009368C 4011624C 6610236G
2010078C 4000468C 4004718C 4009465C 4011625C 6610264G
2010182C 4000504C 4004747C 4009515C 4011626C 6610352G
2010677C 4000505C 4004771C 4009641C 4011627C 6610398G
2010689C 4000524C 4004854C 4009690C 4011628C 6610400G
2010895C 4000650C 4004955C 4011586C 4011630C 6610418G
2010939C 4000651C 4004956C 4011587C 4011650C 6610433G
2016931C 4000700C 4004957C 4011588C 4011651C 6610514G
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We hereby declare under our sole responsibility that the medical devices referenced above are in
conformity with Regulation EU 2017/745 (MDR) and with Directive 2011/65/EU (RoHS — including
amendment EU 2015/863).

All medical devices are subject to the Quality Management System of Nissha Medical Technologies
Ltd which is certified according to EN ISO 13485:2016.
The medical devices have the CE-mark.

The relevant documentation is maintained by Nissha Medical Technologies and is made available for
inspection by the national authorities, the notified body and - where legally requested - by end-users
and customers upon their request.

The validity of this Declaration of Conformity is in agreement with the validity period of the Quality
Management System Certificate of our notified body (March 29, 2023), unless it is substituted by a
new issue before this date.

Paignton, 2021-05-24

Nissha Medical Technologies Ltd.
Daren Davies
Quality and Regulatory Affairs Manager - UK



