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EC Declaration of conformity - Medical devices, Class IIa

We, Diversey Europe Operations B.V., hereby ensure and declare that:

● Oxivir Excel, Oxivir Excel CE

● Oxivir Excel Foam, Oxivir Excel Foam CE

● Oxivir Excel Wipe, Oxivir Excel Wipe CE

● Oxivir Plus, Oxivir CE Plus

● Oxivir Plus J-flex

● Oxivir Plus Spray, Oxivir CE Plus Spray

● Oxivir Sporicide, Oxivir Sporicide CE

● Oxivir Sporicide Wipe, Oxivir Sporicide Wipe CE

used for different application methods and/or different pack sizes falling within class IIa, covered

by the CE marking of conformity certificate with Reg. No. 44 232 191507 and Report no. 3525

2605 and 3525 2642 delivered by TÜV NORD CERT GmbH* with notified body number 0044,

meet the provisions of Annex II of the Council Directive 93/42/EEC concerning medical devices.

We declare under our sole responsibility that the medical device(s) mentioned above is/are in

conformity with the essential requirements of Annex I and the requirements of Council Directive

93/42/EEC of June 14, 1993 (MDD) and of its transpositions in Member states’ national

legislation.

The product is designed and manufactured under the full Diversey Quality Management System

based on ISO 13485:2016, covered by the certificate with the Reg. No. 44 221 191507 and

Report no. 3525 2604 certificated by TÜV NORD CERT GmbH*.

Sincerely,

Sandor Zuurendonk
Executive Director Regulatory Europe

Diversey

UK Responsible Person: Diversey Ltd. Pyramid Cl Northampton NN3 8PD UK

*TÜV NORD CERT GmbH, Langemarckstraße 20, 45141 Essen, Germany, Phone : +49 (0) 201 825-3262, Website :

www.tuev-nord-cert.de

Registered in the Netherlands chamber of Commerce 53934504, VAT number: NL8510 79 623.B01
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