Attachment 3.1

Ultimate\WVireformsin..

Declaration of Conformity

Scope of Registration:
1.) Stainless Steel Orthodontic Wire
2.) Nickel Titanium Orthodontic Wire
3.) Beta IlI-CNA® Orthodontic Wire
4.) Nickel Titanium Orthodontic Springs
5.) Stainless Steel Orthodontic Springs o g
6.) Stainless Steel Orthodontic Accessories
7.) Ultiloy Orthodontic Wire
8.) Orthodontic Brackets and Buccal Tubes

Manufacturer:

Ultimate Wireforms Inc.

200 Central Street

Bristol, CT. 06010

US.A \ W/

Authorized Representative in Europe:

Emergo Europe V4
Molenstraat 15

2513 BH The Hague N\
The Netherlands

Notified Body:

TUV Rheinland

Product Safety GmbH

Am Grauen Stein

D-51105 Kdln, Germany,
Registration No. HD 60022365 0001

Notified Body No..0197

Means of onforrﬁity:

Ultimate Wireforms declares that the products listed have been classified as Class lla -
Annex IX; Rule 5 and are in conformity with the essential requirements and the provisions of
Council Directive 93/42/EEC, Annex Il, Article 3 and conforms to standard ISO 13485:2003

Q

Bruce Keevers, Management Representative
Signed at: Ultimate Wireforms Inc., 200 Central Street, Bristol, CT, U.S.A. 06010

QUA Form 004
Issue Date: 10-3-08




