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By Royal Charter

EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

No. CE 668842

Issued To: Ortho Arch Company, Inc.
1107 Tower Road
Schaumburg
Illinois
60173
USA

In respect of:

Manufacture of non-sterile orthodontic wires, bands, brackets, elastic ligatures and chains.

on the basis of our examination of the quality assurance system under the requirements of Council Birective
93/42/EEC, Annex V. The quality assurance system meets the reguirements of the directive:, For the placing on the
market of class Ilb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Bedy Number 2797):

chu/\ C_ ol

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2020-06-15 Date: 2020-06-15 Expiry Date: 2024-05-26
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EC Certificate - Production Quality Assurance

Supplementary Information to CE 668842

Issued To: Ortho Arch Company, Inc.
1107 Tower Road
Schaumburg
Illinois
60173
USA
Number Device Name Intended purpose per IFU
Class I1a
MD0402 Bands | Realignment of teeth

Brackets and tubes

Wires and springs

Elastic ligatures and chains
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