biviax GmbH & Co. KG
Hagener Str. 428 44229 Donmund Germany

EC Declaration of Conformity

Certificate No : BAX DOC-130425

We herewith declare that the under-mentioned products are in conformity with the
essential requirements and provisions of Council Directive 93/42/EEC as

amended by Directive 2007/47/EC. All supporting documentation is retained
under the premises of the manufacturer,

Products Name : Elastic Tape
Model Name : K-Tape

Classification : Class | (Council Directive 93/42/EEC as amended by Directive
2007/47/EC, Annx IX Rule 1)

Conformity Assessment Route : Annex VII, Council Directive 93/42/EEC as
amended by Directive 2007/47/EC

Standards applied : EN SO 14971:2012, EN I1SO 10993-1:2009 /AC:2010,
1ISO15223-1:2012, 1EC62321:2008, EN1041:2008, MEDDEV
2.7.1/Rev3

Manufacturer : biviax GmbH & Co. KG
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