Cerfificate US08/5142

The management system of

BioMers Products LLC

3425 Radio Road, Unit 204,
Naples, FL, 34104, United States

has been assessed and certified as mesting the requiraments of

1ISO 13485:2003

For the following activities
The scope of registration appears on pa_ge 2 of this certificate,

Effective Date 2 December 2008 Expiry Date 1 December 2011
Re certification audit due before 12 November 2011

Valid subject to satisfactory surveiliance audits. . -

-~ - Issue 3. Certified since 4 September 2008 -

T This isa.mﬂ.iti-éité Ceﬁiﬁcation_..:-r SR
Additional site details are listed on subsequent pages.
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SGS United Kingdom Lid Systems & Services Certification
Rossmore Business Park Ellesmere Port Cheshire CHES 3EN UK
t +44 (03151 3506666 f +44 (0)151 350-6600 www.508.00M
CMDCAS recognised registrar

$GS 13485 CMDCAS 0108 M2 - -~
' Page1of2

praplde dostgn atctler vager pland printod by otoll Msst seoerity priuding #Hd swikortsng



CertificatelUS08/5142, continued

BioMers Products LLC

ISO 13485:2003

lssue 3

Defailed scope

Design and manufacture of orthodontic wires.

U Addional facilfes

BioMers Pte Ltd, 18@ TradeHub21, #05-99, 18 Boon Lay Way,

“Singapore 609966
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