EC Certificate Full Quality Assurance System: USS7/10657

The managament sysiem of

Hu-Friedy Mfg. Co., LLC

3232 N. Rockwell Street,
Chicago, IL, 60618, Uniled Stales

has beem acsescnd and certfied ax mesting the requirements of

Directive 93/42/EEC

on medical devices, Annex i {excluding Section 4)
For the fotiowing products
The scope of registration appears on page 2 of this certificate.

This certificate Is valid from 30 August 2018 until 05 July 2020
and remains valid subject to safisfactory surveillance audits.
Re certification audit due before 05 July 2018

Issue 23. Certified since 05 July 1997

Cectificabion is based on reports numbered WWWMC7885

This is a multi-sile certification.
Additional site details are lisled on the subsequent page.

Authorised by

SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Parkwery, Weslon-super-Mare, BS22 6WA UK
£+44 (0)1934 52297 [+44 (D)1934 522137 wwwsgs.com

SGS CE 020316 M2

Page 102

T ry the Company subject bo its Ceneral Comdiions of
Cart Realieny mmnmmmm
Abiantion is trawn i Lhe Svtation of §abity, Indamnidcation and jurisdicions
Jsa aclabliched thersn, The wthartioty of the tocumanl may be woriled at

af s dexurmnt ks oriawdul erd offarders may be prosecuted k e fliest
cutani o the L



EC Cerificate Full Quality Assurance System: US97/10657, continued

Hu-Friedy Mfg. Co., LLC
Directive 93/42/EEC

on madical devices, Annex Il (excluding section 4)

Issue 23

Datailed scope

Devices used in dental applications including: Magnetostrictive ufirasonic
inserts, Stainless Stael Crowns, Piezoelectric tips, Dental Aspirators.

Where the above scope includes class HI medical tevica(s), B valid EC Design Examination Carlificats

according to Annex || {Section 4) Is 2 mandaiory requiremant for aach davies In agdition 2 this cerfificate
to place thal device on the market

Addilional taciities

1666 E. Touhy Avenue, Des Plaines, IL, 60018-3607, United States

Zwelgniedariassung Deutschland, Kleines Gschle B, D-78532,
Tuttlingen, Germany
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