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Lorne Laboratories Ltd declares that the following in vitro diagnggiiGeRB&M AN |

Product Name

Catalogue Number

Anti-D Duoclone Monoclonal 740010

has been classified as List A (Directive 98/79/EC, Annex Il) and complies with
the essential requirements and provisions of Directive 98/79/EC of the
European Parliament and of the Council (also SI 2002 No.618 which
transposes the requirements of Directive 98/79/EC) and the Commission
Decision on Common Technical Specifications 2009/108/EC.

and is in conformity with the national standards transposing harmonised

standards:

BS EN ISO 13485:2012
BS EN 13612:2002

BS EN 13641:2002

BS EN ISO 14971:2012
BS EN ISO 15223-1:2016
BS EN ISO 18113-2:2011
BS EN ISO 23640:2015

The conformity assessment procedure performed was in accordance with
Annex IV of Directive 98/79/EC and was carried out by UL International (UK)
Ltd, Wonersh House, The Guildway, Old Portsmouth Road, Guildford, Surrey
GU3 1LR, United Kingdom, Notified Body Number 0843.

The certificates issued by UL-UK Ltd to show compliance are numbers
354.170425 and 355.130523.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 23 May 2017.
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Eddy Velthuis
Technical Director
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Lorne Laboratories Limited Tel: +44 (0) 118 921 2264
Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com
Berkshire RG6 4UT United Kingdom www.lornelabs.com
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