
EU Declaration of Conformity
REGULATION (EU) 2017/746 precision

cancer

Legal Name: Shandon Diagnostics Limited, a subsidiary of Epredia
Legal Manufacturer’s Address: Tudor Road, Manor Park, Runcorn, Cheshire, WA7 1TA
SRN (Single Registration Number): GB-MF-000008187

Shandon Diagnostics Limited, a subsidiary of Epredia, declares that the In Vitro Diagnostic
Medical Devices listed in this declaration are in conformity with all applicable provisions of
Council Regulation (EU) 2017/746 of 5 April 2017 on In Vitro Diagnostic Medical Devices and
are therefore entitled to bear the CE Mark.

Product and Trade Revos
Name Tissue Processor

The Revos is an in vitro diagnostic device.
The automated tissue processor is intended to be used by
trained medical laboratory technicians in a laboratory

Intended Purpose environment for the rapid and routine fixation, dehydration,
clearing and infiltration of pathology specimens to allow for
subsequent examination and diagnosis by a technologist or
pathologist

Classification &
Classification Rules Class A, (b)

Conformity In accordance with Article 17 and Annex IV of IVDR 2017/746Assessment Route
Product Number As per Appendix 1 (This document) — Device Information
Basic 5051663SDL001K2

Nomenclature 57859- Tissue Processor IVD, Automated
Initial CE Release 2018Date

Epredia Netherlands B.V.
Essendonk 30, 4824 DA Breda, Netherlands.and Address

Authorized NL-AR-000001488Representative SRN
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Appendix 1 Device Information:

Product Number Product Name Product Description
A84100001 REVOS TISSUE PROCESSOR
Associated Accessories:
A78410024 MAIN AIR SYSTEM DUCT ADAPTOR KIT

ORGANISER BASKET 50 SEGMENT (SET OF 6 BASKETS)
A78410026 5 LITRE REAGENT BOTTLE - EMPTY (SET OF 6 BOTTLES)
A84110045 DOWNDRAFT EXTRACTION DUCT ADAPTOR KIT
A78410095 LEVEL SENSOR CLEANING PAD
A84110032 MEGA BASKET (SET OF 6 BASKETS)
P09046 SPATULA
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