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EC Declaration of Conformity

We, FLEXAFIL SACI located in Ciudad Auténoma de Buenos Aires, Argentina, manufacturers of
Deontological Products as detailed hereunder, that are placed in the European market, declare that
our products conform and meet the essential requirements set out in Annex | of the Medical Device

Directive 93/42 EEC, and we have completed all requirement as set up in Annex VII.

# Product CLASS
1 Polymeric Resins for Dental Prostheses, pain release splints and dental
prostheses retainers

Within those requirements we prepared the required technical documentation, put into place corrective
action and vigilance procedures and have appointed Medes Limited from, 5 Beaumont Gate, Shenley

Hill, Radlett Hearts, London WD7 7AR England, to act as our Authorized Representative in the
European Community.
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Name: Ricardo T. Falk

Position: President

Date: 27.03.2013
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