Choose certainty.
Add value.

Global Approval

Globalization of Medical Device Approval
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Who is this applicable to?

Companies manufacturing or exporting medical
devices and in vitro diagnostic medical devices
for global markets.

TOV SUD facilitates market entry in many countries
through agreements with local authorities and
testing institutes. Manufacturers benefit from
being able to submit fewer documents or from
the consolidation of production monitoring.

USA

Class | and Il medical devices require clearance
for US market entry can only attain acceptance via
a pre-market notification procedure, otherwise
referred to as 510(k). The term 510(k) originates
from section 510(k) of the Federal Food, Drug,
and Cosmetic Act. A 510(k) submission is based on
comparison of the new device with devices already
legally marketed in the USA, which allows the US
Food and Drug Administration (FDA) to determine
whether a device is safe and effective. Medical
device manufacturers are required to submita
510(k) if they intend either to introduce a device
for commercial distribution in the US for the first
time, or to reintroduce a device that has been
substantially modified. 510(k) was previously
conducted by the FDA only.

Since 1996, the system was revised to allow
several third parties to perform the review
process on behalf of the FDA. TUV SUD was
among those authorized to perform the third
party review for all eligible devices. TUV SUD is
able to perform pre-audits(i.e.mock audits) based
on FDA regulations before a factory inspection.
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Moreover, TUV SUD is a Nationally Recognized
Testing Laboratory (NRTL) for the US market
and is able to provide testing services according
to e.g.UL 60601-1. In addition, we will test
your device according to the US-specific EMC
requirements.

Canada

TUV SUD was the first registrar accredited by the
Standards Council of Canada (SCC) to perform
ISO 13485 CMDCAS certification. Specially
trained and authorized auditors from TUV SUD
support clients in achieving CMDCAS certification.

Japan

The revised Japanese Pharmaceutical Affairs
Law (PAL) became effective on 1 April 2005.
There are four classes of medical devices.
TUV SUD is a Registered Certification Body (RCB)
to certify class Il medical devices. Products
with a higher risk potential still need approval
by the Pharmaceuticals and Medical Devices
Agency (PMDA).

Hong Kong

The Medical Device Control Office (MDCO)
regulates medical devices. On 26 November 2004,
the DOH launched the Medical Device
Administrative Control System (VIDACS) as a
regulatory framework for imported medical
devices.
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www.tuv-sud.com

TUV SUD has been recognized by the Department
of Health as a Conformity Assessment Body (CAB)
under the MDACS. Businesses can attain the CE
marking & HK Registration with one assessment.

About TUV SUD

Established in Germany 140 years ago, TV SUD
is one of the world's leading technical services
providers, offering knowledge services, inspec-
tions, testing, expert opinions, certification and
training. Approximately 16,000 employees at
over 600 locations worldwide provide technology,
system and know-how optimization.

For more details of other countries, please refer
to our website : www.tuv-sud.com
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For one stop German expertise in Greater China, please contact one of our branch offices, sales offices or representative offices:

RERPEXREBEEER —WHXRSE,

Beijing  dt%  Tel: +86 10 6590 6186 Shanghai Lig
Tianjin K Tel: +86 22 8319 2258 Shanghai (PSB) L3 (PSB|
Qingdao &%  Tel.: +86 532 8503 0106 Wuxi x5
Xiamen &[]  Tel.. +86 592 3116 068 Ningbo TR
Changsha <7D Tel.: +86 731 8458 5815 Chongging BRX

BERRAUTHAR. HELRBLKL:

Tel.: +86 21 6141 0123 HongKong & Tel: +8522776 1323
Tel.: +86 21 5048 3138 Shenzhen BRIl Tel.: +86 755 8828 6998
Tel.: +86 510 8820 3737 Guangzhou J Ml  Tel.. +86 20 3832 0668
Tel.: +86 574 2786 6658 Dongguan 7R3  Tel.: +86 769 2168 7091
Tel.: +86 23 8980 9513 Taiwan AT Tel: +886 22898 6818
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