An Orthopaedic
and Dental Devices
Notified Body

Expertise and experience

Helping you FastTrack into global markets

As an experienced Orthopaedic and Dental devices Notified Body,
BSI has a unique skillset to help you reach global markets faster. Our
focus is speed-to-market service, so product reviews from BSI will
help you succeed in global markets faster — not delay your timelines.

The value of over 260 years experience

BSI solutions are tailor-made for the orthopaedic and dental devices industry and are
delivered by a team of professionals with regulatory, industry and academic expertise. The
dedicated technical experts on our orthopaedic and dental team hold over 40 graduate
degrees in a variety of fields, including

Engineering systems Biochemistry

Physics Pathology

_ Graduate _
Biology Toxicology
degrees
Material/polymer/ Electronics
metallurgy
Biomedical engineering Mechanical engineering

BSl is the Notified Body of choice for 7 of the top ten global
Orthopaedic Manufacturers.

Our team has a combined total of over 260 years experience in the orthopaedic and

dental devices sectors. Our technical experts are highly competent and experienced in the
development, design, manufacture, and testing of these devices.The range of device expertise
and knowledge within the team is diverse. BSI can provide confidence to manufacturers
regarding their regulatory and quality compliance, leading to a market advantage.
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..making excellence a habit’



Three unique reasons to make
BSI your Orthopaedic and Dental

Notified Body

Experience and expertise - You can be rest assured by
increased patient safety, thereby reducing your corporate risk.

Focus on service - BS offers a premium customized service,
giving you a greater level of flexibility as well as predictability.

Market access - Our speed-to-market service means your
product reviews won't slow down your launch plans, helping you to

stay ahead of the competition.

Trust your Notified Body

At BSI, we understand that having confidence in your Notified Body

isimportant to an efficient and hassle-free CE marking process. Our

approach focuses on open communication from the very beginning.

Your product will be supported by a dedicated team of orthopaedic

and dental experts interested in sharing the knowledge and passion

you have for your products.

Talk to BSI

We believe excellence should follow in

everything we do, so if you would like to find
out more about BSI, please call or email us
for an initial conversation

Your partner in worldwide compliance: Call BSI today on +44 845 080 9000

or visit medicaldevices.bsigroup.com — to start your partnership

bsi.

The trademarks in this material (for example the
BSI logo or the word "KITEMARK') are registered

and unregistered trademarks owned by The British
Standards Institution in United Kingdom and certain
other countries throughout the world.

BSI Group - EMEA
Kitemark Court,

Davy Avenue,

Knowlhill,

Milton Keynes MK5 8PP
United Kingdom

T: +44 845 080 9000
F: +441908 814920
E: eumedicaldevices@bsigroup.com

BSI Group - France

3 Rue Chauveau Lagarde,
75008,

Paris

France

T +33(0)155341140

F. +33(0)140 2699 74

E:  contactfrance@bsigroup.com
medicaldevices.bsigroup.com/fr-fr

BSI Group America Inc.
12950 Worldgate Drive,
Suite 800,

Herndon,

VA 20170

USA

T: +1800 862 4977/703 437 9000
F: +1703 437 9001
E: us.medicaldevices@bsigroup.com

BSI Group - Germany

BSI Group Deutschland GmbH
Eastgate

Hanauer Landstra3e 115
60314 Frankfurt

Germany

T: +4969 222289200
F: +49 69222289300
E: demedicaldevices@bsigroup.com

BSI Group Canada Inc.
62058B Airport Rd,
Suite 414
Mississauga,

ON L4V 1E3

Canada

T: +1800 862 6752/416 620 9991
F: +1416 620 991
E: inquiry.canada@bsigroup.com

Visit us online at: medicaldevices.bsigroup.com

BSI Group - Netherlands
Adam Smith Building
T.R.Malthustraat 3c
Amsterdam

1066 JR

The Netherlands

T: 43120 346 0780
F: 43120 346 0781
E: nl.medicaldevices@bsigroup.com

BSI Group Asia Pac

BSI Group - Hong Kong

23rd Floor, Cambridge House
TaiKoo Place,

979 King's Road,

Island East, Hong Kong

T: +852 31493320
F: +852 27438727
E: hk@bsigroup.com
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