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SAKURA

EC Declaration of Conformity

In accordance with EN ISO/IEC 17050-1:2004

We, as Authorized representative:
Sakura Finetek Europe B.V., Flemingweg 10A, 2408 AV, Alphen aan den Rijn
declare that:

Equipment: Grossing, Trimming and dissecting products
Model name/number: Tissue Tek® Accu- Edge®
See Annex I for products

Manufactured for:
Sakura Finetek Europe B.V., Flemingweg 10A, 2408 AV, Alphen aan den Rijn
is in accordance with the following Directive:

98/79/EC Conforms with the essential requirements of the In Vitro Diagnostics
Directive and its amending directives

And has been designed and manufactured to the relevant parts of the following standards:
ISO 13485:2003, ISO 14971:2000, EN 980:2003, ISO 15223:2000, ISO 14644-1:1999.

I hereby declare that the equipment named above has been tested and found to comply

with the rele 2 nt sections of the above referenced specifications. The unit complies with all
essential requirements of the Directives.

Name: W. Buij
Position: President

Done at: Sakuga Finetek Europe B.V.
On: 01/04/2011

Digitally signed by Michigi
Date: 2020.12.07 09:34:
Reason: MoldSign Sign:
Location: Moldova
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