Quality — The Key
To Market Success

Medical devices certified according to
International regulations
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Product Service

Choose certainty.
Add value.



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.

On top of this, markets worldwide are cha-
racterized by rapid innovation cycles.
Manufacturers of medical devices in parti-
cular must live up to their responsibility to
guarantee maximum patient benefits. In
other words, 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. With over 1,000 customers world-
wide, we are the market leader in this field.
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 approved 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 TUV SUD.

We know the requirements you have to
comply with. We smooth the path to market
success. And we do so irrespective of the
risk class under which your medical device
has been classified, irrespective of whether
you manufacture disposable syringes, com-
plex medical implants used in cardiac and

neurosurgery or even large radiation equip-
ment. As a Notified Body for AIMD, MDD
and IVD, we employ specially trained doc-
tors, scientists and engineers 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.

We can also play a significant role in ensu-
ring facilitated and on-time product launches
in key target markets, and thus contribute to
higher efficiency and cost and time savings.
After all, quality is not a question of trust,
but the result of reliability and expertise.



Client requirements:

safety is the key to market success

From the initial inspiration to market launch,
medical devices often have a long way to
go, which always involves finding answers
to a host of questions: How is your product
launched on the market as quickly as possi-
ble? Where can you market your product?
Will the product actually appeal to the cus-
tomers? How do you ensure its correct use?

With long-standing experience and exper-
tise in the medical sector, TUV SUD’s specia-
lists give positive answers to these and
many more questions. And they do so
throughout all phases of design and deve-
lopment — from the initial idea to marketing

the finished product. With our assistance,
test procedures run smoothly, cost-intensi-
ve development times are reduced and
compliance with safety and quality stan-
dards is ensured, resulting in a fast and pro-
blem-free market launch for your medical
device. But our 250 experts provide support
services that extend beyond market launch:
they also monitor production facilities, en-
sure 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.



Our services

Phase 1

Design and development

Phase 2

Pre-approval technical
tests/clinical trials

Phase 3

Testing and certification
to obtain international
approvals

Phase 4

Production monitoring

Insourcing of skills and expertise, consideration

of international requirements, targetgroup-specific
user tests, preliminary tests during design and
development

Tests for acquiring the CE mark, contract testing and
assessment services, review of the plans of clinical
trials and the data collected thereby, information
about regulations

Handling of the procedures for international appro-
vals, conformity assessment as a Notified Body
including type approvals, design dossier examina-
tions and consultation procedures

Assessment, certification and surveillance of quality
management systems




Quality:
safety from beginning to end

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

Simply rely on us. We support you through-
out the entire value chain by providing flex-
ible 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

* CB certification

* EMC tests: verification of electromagnetic
compatibility

« Laboratory testing for ergonomics,
electrical/mechanical/chemical/biological
and functional safety, including testing for
software and data safety

« International approvals

« Targetgroup-specific user testing

Clinical assessment

« Clinical assessment of medical devices,
their safety and performance/fitness for
use

« Review of plans for clinical trials

Consultation

« Consultation of the medicines agency in
cases in which medical devices are
combined with medicines, blood or plas-
ma derivatives or tissues or derivatives
from animals for which a BSE/TSE risk is
suspected

Management system certification

» Assessment and certification of
management systems as per 1SO 13485,
ISO 9001, ISO 14001 etc.

* Auditing and certification of dialysis
clinics in line with Good Dialysis Practice

Expert reports for medical devices
Training courses and seminars
Free sales certificates



Competitive edge:
marked by success

The medical devices market is characteri-
zed by fierce competition worldwide. In
other words, medical device manufacturers
need not look too far for competitors, and
can be assured that the competition never
sleeps. But how to secure that all-important
competitive edge? How to stand out promi-
nently and convincingly from your rivals?
Another area in which we can support you
—and look forward to doing so.

We accompany you with validated test
results from product design and develop-
ment to market launch. With long-standing
experience and multifaceted know-how, our
experts ensure compliance with legal requi-
rements and secure your market access.
We ensure that your products and systems
gain and keep their critical quality lead.
When your medical devices satisfy our
quality requirements, they receive our
recognized certification mark which is sy-
nonymous with safety and quality worldwide.

Benefit from the TUV SUD octagon and our

many other services:

« Med-Infos: all current and critical medical
information available for download at
www.tuev-sued.de/medinfo

« time-to-market: our assistance for swift
market launch, worldwide

« accelerated service to ensure on-time
market launch

« 250 experts and highlyqualified specialists

< own clinical unit

« Centers of Excellence for various
disciplines

« local presence at global level




www.tuev-sued.com/mhs

Your contacts for Medical and Health Services:

Europe

Germany

TUV SUD Product Service GmbH
Ridlerstrasse 65

80339 Munich

Tel. +49 (0) 89 — 50 08 — 43 58

Sylvesterallee 2
22525 Hamburg
Tel. +49 (0) 40 — 547 — 18 52

Italy

TOV Italy Srl

Via Isonzo, 61

40033 Casalecchio di Reno (BO)
Tel. +39 (0) 051 — 298 74 11

Turkey

TUV SUD Teknik Guvenlik ve Kalite
Denetim

Ticaret Ltd. Sti

Yildiz Posta Caddesi No: 17 Kat: 5
34394 Esentepe-Istanbul

Tel. +90 (0) 212 347 98 10 (262)

United Kingdom

TUOV Product Service Ltd.
Octagon House, Concorde Way
Segensworth North

Fareham — Hampshire PO15 5RL
Tel. +44 (0) 1489 -55 82 17

USA

TUV SUD America

10 Centennial Drive
Peabody, MA 01960
Tel. +1 (0) 978 573 2500

1775 Old Highway 8 NW, Suite #104
New Brighton, MN 55112
Tel. +1 (0) 651 — 631 24 87

10040 Mesa Rim Road
San Diego, CA 92121
Tel. +1 (0) 858 — 678 14 00

Your contact at TUV SUD Product Service GmbH will be happy to advise you on more details.

Asia-Pacific

China

TUV SUD China

No. 88 Heng Tong Road
200070 Shanghai

Tel. +86 21 6141 0123

Hong Kong

TOV SUD Hong Kong
3/F, West Wing
Lakeside 2

10 Science Park
West Avenue, Shatin
Tel. +852-2776-1323

India

TOV SUD South Asi

Off Saki Vihar Road,

Saki Naka, Andheri (East)
Mumbai — 400072

Tel. +91 22 30829797

Indonesia

TUV SUD PSB Indonesia
PSB Building

JI. Pesanggrahan Raya
Meruya Utara, Kembangan
Jakarta Barat 11620

Tel. +62 (21) 5890 5633

Japan

TUV SUD Japan
Sumitomo Fudosan No. 4
8F, 4-33-4, Nishi-Shinjuku
Shinjuku-ku

160-0023 Tokyo

Tel. +81 3 33724281

Korea
TUV SUD Korea
12F, KLI63 Bldg., #60

Yoido-Dong, Youngdeungpo-Gu

Seoul, 150-763
Tel. +82 2 3215 1100

Malaysia

TUV SUD PSB Malaysia
Unit 842 & 846 Block A
Kelana Centre Point

Jalan SS7/19, Kelana Jaya
47301 Petaling Jaya
Selangor Darul Ehsan
Malaysia

Tel. +60 3 7880 1995

Philippines

TUV SUD PSB Philippines

Unit 1808, The Orient Square Bldg.
F. Ortigas Jr. Ave

Ortigas Center, Pasig City

Metro Manila 1605

Tel. +632 687 5673

Singapore

TUV SUD PSB Singapore
1 Science Park Drive
Singapore 118221

Tel. +65 6778 7777

Taiwan

TUV SUD Taiwan
7F., No. 37, Sec. 2
Zhongyang S. Rd.
Beitou District
Taipei City 11270
Tel. +886 2 2898 6818

Thailand

TUV SUD PSB Thailand
111 Thailand Science Park
Moo 9 Paholyothin Rd.
Klong 1, Klong Luang
Pathumthani 12120

Tel. +66 2 564 8041

Vietnam

TUV SUD PSB Vietnam
6th Floor, Loyal Building
151 Bis Vo Thi Sau Street
Ward 6, District 3

Ho Chi Minh City
Vietnam

Tel. +84 8 820 8831
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