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Medical Devices

We hereby declare that the distributed CE marked products, specified below, meet the
relevant provisions of the Council Directive 93/42/EEC of 14 June 1993, concerning
medical devices.

This declaration is based on the application of the Quality System approved for the
manufacture and final inspection of the products concerned, in accordance with Annex V
of the EC-Directive and is described in the CE Marking of Conformity Certificate,
reference number 2119704 CEOQ1 issued for the first time on 20 October 2008 and
delivered by KEMA Quality BV, Arnhem, The Netherlands, Notified Body Identification
Number 0344.

In addition we ensure and declare that the distributed CE marked products, as mentioned
and falling in class III, meet the relevant provisions as specified in Annex I of Directive
2003/32/EC of 23 April 2003 concerning medical devices manufactured utilizing tissue of
animal origin.

This declaration covers the following products:

Product Classification Followed Annexes EC Type Examination Certificate

SurfaSoft IIA V and VII n.a.
HoneySoft IIB V and III 2119704TEO1
Novacol III V and III 2119704TEO2
Art. code Description Size First batch
2033S SurfaSoft® 20 x 33 cm 2033081201
HS0506 HoneySoft® 5x6cm 0506090119
HS1010 HoneySoft® 10 x 10 cm 1010090120
HS1025 HoneySoft® 10 x 25 cm 1025090120
2011 Novacol® 1 gram 2011081103
3001 Novacol® 2,5x5cm 3001081104
3002 Novacol® 5x 8 cm 3002081105
3003 Novacol® 8 x 10 cm 3003090218

This declaration is valid for all products described here above, bearing the CE marking
and manufactured by:

TAUREON

Laan van Zuid Hoorn 61
2289 DC RIISWIIK
The Netherlands

Dick van Kalkeren
Managing Director
Rijswijk, 20 maart 2009
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