g!

SuD

Choose certainty.
Add value.

Quality — The Key To Market Success
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Medical devices certified according to
international regulations
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Global success:
More than a question
of trust

Although the world is increasingly moving
towards a global market, there is no global
standard defining safety and quality. In the
medical device sector, quality plays a more
critical role than in almost any other industry.
As a Notified Body, we aim to support you
expertly and reliably, and provide experts to
carry out all statutory tests and certifications
on your behalf. We ensure that you can fully
rely on our expertise and the quality of your
medical devices — and so can your clients and
patients.
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Statutory requirements:
To comply with them
you need to know them

Manufacturers of medical devices face
enormous challenges. To have their medical
devices approve for the market, they must
comply with an almost limitless number of
directives, statutory requirements and
regulations regarding safety and quality. Who
supports manufacturers in assuring the quality
of their products? Who paves the way to their
smooth market access? The experts at TOV SUD.

We do so irrespective of the risk class under
which your medical device has been classified,
irrespective of whether you manufacture
disposable syringes, complex medical implants
used in cardiac and neurosurgery or even large
radiation equipment. As a Notified Body for
AIMD, MDD and IVD, we employ specially
trained experts who take care of the approval
procedures on your behalf from beginning to end.
We also hold special accreditations for medical
devices which contain tissues or derivatives
from animals for which a BSE/TSE risk is
suspected, or blood products.
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Client requirements:
Safetyis the key to
market success

From the initial inspiration to market launch,
medical devices often have along way to go,
which always involve finding answers to a host
of questions: How do you ensure your product is
launched into the market as quickly as possible?
Where can you market your product? Will the
product actually appeal to the customers? How
do you ensure its correct use?

With long-standing experience and expertise in
the medical sector, TUV SUD’s specialists give
positive answers to these and many more
questions. And they do so throughout all phases
of design and development — from the initial idea
to marketing the finished product. With our ass-
istance, test procedures run smoothly, cost-
intensive development times are reduced and
compliance with safety and quality standards is
ensured, resulting in a fast and problem-free market
launch for your medical device. Our worldwide
experts provide support services that extend
beyond market launch: they also monitor production
facilities, ensure that user manuals are
comprehensible, and provide tailored training
and education measures - to ensure that you
and your medical devices are safe winners in the

medical sector and in all other aspects.
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Our Service Flow I {1 8Y BR 55 L 15

Enquiry review and
quotation
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Contract review and
PM assigned
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compliance assessment
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Approval and release
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Quality:
Safety from beginning
to end

Medical devices must guarantee a particularly
high level of quality. But how to assure quality
in times of ever-increasing cost pressure? How
to increase efficiency while maintaining
statutory quality standards? And how to
safeguard compliance with them?

Simply rely on us. We support you throughout
the entire value chain by providing flexible
services which help you to supply the quality
and efficiency expected by you and your
clients—from beginning to end.

Tests and inspections
= Product testing and certification of medical
devices
= EC conformity assessments
= CBcertification
= EMC tests: verification of electromagnetic
compatibility
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= Laboratory testing for ergonomics, electricall = AKRTIEF. BS/ #W/ LF/

mechanical/chemical/biological and S/ NEREHNREESRD, &
functional safety, including testing for BN REER 2 RGN
Software and data safety = EPRTIAEN

= [nternational approvals " PR EERBEN

= Target group- specific user testing

Clinical assessment It = 1 1k
= Clinical assessment of medical devices, their = EJr W BIIEK TR, BFE~THH
safety and performance/fitness for use T4, MEMmEAY
= Review of plans for clinical trials w (T E IR PR OIR 38 T X
Management system certification SRR RINE
= Assessment and certification of management = 3% B21S0 13485, 1S09001. 1S0 14001,
systems as per IS0 13485,1S0 9001, 1SO TS16949, SAB000 F E IR R B E K
14001, TS 16949, SA8000 etc. AT 4 FOIAE
Training courses and seminars Free sales ZNREEMTSEHBEEES
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www.tuv-sud.com

Competitive edge:
Marked by success

The medical devices market is characterized by
fierce competition worldwide. How do you secure
that all-important competitive edge? How do
you stand out prominently and convincingly from
your rivals? This is another area in which we can
support you.
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View our website to learn more our service at:
www.tuev-sued.de/medinfo
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www.tuev-sued.de/medinfo

For one stop German expertise in Greater China, please contact one of our branch offices, sales offices or representative offices:
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Beijing dtH  Tel: +861065906186 Shanghai L&
Tianjin ~ R#E  Tel: +862283192258 Shanghai (PSB) L ;(PSB)
Qingdao H 5  Tel: +8653285030106 Wuxi pA7
Xiamen JEI7T  Tel:+865923116068 Ningbo TR
Changsha 1<3)  Tel.: +8673184585815  Chongging EX
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Tel.: +862161410123 HongKong & Tel. +8522776 1323
Tel.: +862150483138 Shenzhen RN  Tel.: +86 755 8828 6998
Tel.: +8651088203737 Guangzhou [~ Ji Tel.: +86 20 3832 0668
Tel.: +86574 2786 6658 Dongguan %3 Tel.: +86 7692168 7091
Tel.: +862389809513 Taiwan &7 Tel.. +886228986818
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