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EC DECLARATION OF CONFORMITY
(MSD 2006/42/EC, Annex II, 1, A)

Manufacture’s Name: BIO-ART EQUIPAMENTOS ODONTOLOGICOS LTDA

Manufacturer Address: Rua Teoténio Vilela, 120, Sao Carlos/SP
Postal code: 13568-000
BRAZIL
Tel: +55.16.3371.6502 Fax: +55.16.3372.5953
e-mail: bioart@bioart.com.br

European Authorized Representative’s Name: PANADENT LTD
Mr. Nigel Malleson
149, Sevenoaks Way
Orpington, Kent — BR5 3AQ
ENGLAND, UK
Tel: +44 (0) 20 7403 1808
e-mail: info@panadentltd.co.uk

Person authorized to compile the Technical File, established in the Community:
FANADENT LTD (address above)

Description of the machinery:

The Vacuum Forming Machine Plastvac P7 is a mechanical/electrical device used for
production of trays through plasticizing of dental casts. The process is simple and basically
consists on heating and vacuum forming the sheet.

Directive(s) Complied with: European Council Directive on the Safety of
Machine 2006/42/EC

turopean Harmonized Standards to which Conformity is Declared:
=C/CISPR 14-1:2000; IEC 61000-4-2:1999 + Amd. 2:2000; IEC 61000-4-4:2004;
'=C 61000-4-5:2005; IEC 61000-4-6:2003 + Amd. 1:2004;

IEC 61000-4-11:2004; IEC 61010-1:2001 and IEC 61010-2-10:2003.

We, the undersigned hereby, declare that the machinery specified above fulfills all the
relevant provisions of the European Council Directive 2006/42/EC (and complies with other
directives applicable requirements, if relevant, European Council Directives on Low Voltage
Eguipment 2006/95/EC and Electromagnetic Compatibility 2004/108/EC).
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BIO-ART Equipamentos Odontologicos Ltda,

Fosition: Quality Manager

Full Name: Marcos V. M. Amador Place: Sao Carlos/SP - Brazil

Home Page: www.bioartf.com.br E-mail: bioart@bioart.com.br
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