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SGS is the world's leading inspection, verification, testing and certification company.
Recognized as the global benchmark for quality and integrity, with more than 97,000
employees and operates a network of over 2,600 offices and laboratories around the
world.

Supporting organizations large and small, from every step of the supply chain, we
ensure that medical device projects achieve quick regulatory compliance that
translates in faster market access and faster profits realization.

As a leading service provider for the medical devices and IVD industries, SGS has
developed a network of medical devices experts and auditors in over 35 countries.
With knowledge of local regulations and markets and instant access to our global
capabilities, the SGS medical device expert in your region has the one-stop-solution for

your medical devices business.

For an industry where timing is everything, SGS offers medical device manufacturers a
globally integrated solution to get their new devices to market faster. Regardless of
the project size and number of markets targeted, SGS can improve the efficiency and
value of your operation by combining in one global package the advantages of our
worldwide reach, our wide range of accreditations and resources and global expertise.
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OUR ACCREDITATIONS AND SERVICES
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Thanks to our wide range of medical devices certifications and approvals the SGS
network can offer you complete testing and certification services for nearly all
regulatory criteria and markets.

OUR ACCREDITATIONS INCLUDE

Four notified bodies for CE marking. Three of them (0598, 0120, 1639) can cover
93/42/EEC for Medical Devices and 98/79/EC for In-vitro Diagnostic Medical Devices
NATIONAL ACCREDITATIONS including: UKAS ISO 13485:2003, CMDCAS for
Canada; JPAL for Japan; FDA siteinspections for USA; INMETRO for Brazil and
schemes for Taiwan, Australia and Hong Kong

NOTIFIED BODY as well as CB Certification Body

Approval for OVERLAPPING EC DIRECTIVES including: Personal Protective
Equipment; Pressure Equipment; Non Automatic Weighing Equipment; R&TTE
AND MANY MORE
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B WSS LSEES MitARSZ TESTING SERVICES

OUR EXPERTISE DELIVERS TRUST
EERE. TM. MHaEMELLNiHRSS
EMC, SAFETY, PERFORMANCE AND WIRELESS TESTING SERVICES

SGSIHBE RN LML ET R MEEE  Our entire network and medical devices

AERS, NEMLSRMEIEERSHEE  portfolio has been developed to bring

PR ERT T, BIBELUTEREN  added value to your business and fast

1E5ERk: track your market access. SGS achieves
this through:

SGSHEE M. T, EBRFEEEH®  SGS has set up our own Medical safety testing labs, EMC and wireless testing labs in
REUETTHNIAEIE, EMCHIEXL  China Guangzhou, Shenzhen, Shanghai and Tianjin, where we have provided EMC and
MARSLINE, HPaEMARRIIRENME  Wireless testing services, including 10m Semi-Anechoic chamber in Guangzhou and

o BARENRRER BRI
W5, BRI R, « FLEXIBLE SERVICE SOLUTIONS that F10mEBIRIEE, RITMEMCIESELE  Shenzhen. Our testing facilities have registered in US FCC (US Federal Communication
HIER RIS AT, BECE. keep your business in mind, putting ERARBIEREFCCEEBHENEZERR). Commision), Canada IC (Industry Canada), Japan VCCI (Voluntary Control Council for
CE. NRTL. SCCZ test data to work, to grant you access MEATIWE. BAVCCIHESRBZE®TIHK  Interference by Information Technology Equipments ) and our labs have been

. B-—TERAEA — NEESES, H to multiple accreditations, including: HEEHZERS). EENVLAPERBRBY  accredited by US NVLAP (national Voluntary laboratory Accreditation Program), IECEE

FIEINAIAR). SGS FIMKO CB/EMCI CBTL under the responsibility of SGS FIMKO Ltd., China CNAS etc. we can provide the
XL =, PECNASHEIERASRIEE  pre-testing in product R&D stage, type testing and debug/modification services in

AFREPRAENE. INEREFREER CB, CE, NRTL, SCC, etc.

FEKR * ONE PROJECT MANAGER located a ) ’ e

o SEEEMYIEC 60601MiH — FEMESTS close to you, to handle all your testing, RE)F, WrIREF RAENREOTN product certification stage.
WNRARE, WRZIEC 61010M95E2E M certification and any other service i, AR SR R 9B SR 6

o ZEEMZF — HEMDDRIVDIES needs in a fashion uniquely suited to AR ES BIZELHRES o

R, FHARIBISO 149715 NI ELR your business

=R COMPLETE TESTING TO IEC 60601,
the crucial medical devices standard,
as well as testing to IEC 61010

[iFE=201=] TESTING SERVICES

FRER/IECF=mBMAERENIR, BRI

EU/international product safety and performance, including testing to the IEC/EN 60601

o SUPPORT WITH COMPLEX IEC/EN 60601 RFIATAE LUK B E K30 series and testing under the CB scheme that covers testing requirements of over
ZAETERY i i
REGUALTORY COMPLIANCE such as EPERERICBARMIR 30 countries
o FDAST0(K)SZHERS B3E: Mk, &if e FDA510(K) support services for test data, consulting, and factory follow-up

fulfilling the requirements of the MDD

and IVD Directives or addressing risk I a4 stz e EMC testing (IEC/EN 60601-1-2, MDD - CE marking) - This testing can be used to
management requirements as per o EMCUIR(FBFET288MCE markiIAIER support the SCC and FDA requirements
1SO 14971 IEC/EN 60601-1-2; i) FF & HNEASCC * Wireless testing/telemedicine and international type approval for wireless
IAKFDARIE R * Battery testing, including IEC 62133 for CB Scheme and UL 1642/2054 for lithium
o T RIBXMRN U R T LR @5 K8 cells and batteries for US Certification
LSEENMEINE * Medical rehabilitation products testing, such as electric wheelchair testing

FEMIA R INE, BHEIEC 62133 CBik
JELARZUL 1642/205489SGSAEEINIE
B REETREXRS RN
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LIFE SCIENCE - MICROBIOLOGICAL, PHYSICAL & CHEMICAL TESTING LABS
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Our presence in Asia, Europe, America,
totally 12 countries, among which
Shanghai lab has accredited by CNAS
and registrated in US FDA, can provide
the microbiological, sterilization,
biocompatibility and environment

monitoring testing services.

TESTING SERVICES

Chemical test

Sterilization test

Microbiological test

Biocompatibility test, including the
testing according to ISO 10993 series

Environment monitoring Service

Packaging Test
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MECHANICAL AND FUNCTIONAL TESTING SERVICES
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SGS China has established mechanical
and packaging testing labs in Guangzhou,
Shunde and Shanghai, all of which have
accredited by CNAS and can provide the
testing service according to different
standards, such as Europe, Australia,
British, ASTM, ISTA ect.

TESTING SERVICES

Material Analysis

Vibration Test

Salt Spray
Durability Test
Mechanical Shock Test

Package Transportation Test

Metal Analysis

Polymer Analysis

Deterioration Test

Reliability / Condition Test

Acoustics Test
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RESTRICTED SUBSTANCE TESTING SERVICES

RoHS 2.0(2011/65/EU) F20114781H
EMBEES AR EEXLHHF20KRE58
FIRIT. EATRESHETRMEET
[FBY3&E A F93/42/EEC LA K2 98/79/ECHIF
BRETEMNESTI&%E. SGSBRHPEMNT
MEEMRFOERE, RGHECNAS,
#$EKSFDA, EDAP(Deutsches
Akkreditierungssystem Prufwesen GmbH)
RERINE, ATREHESERNET RS
PR A4 BRI AR 55 A R 3 b Ml PR AR 4 R
EIENBEBRST R,

IRS3 T E
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RoHS 2.0(2011/65/EU) was published on 1 July 2011 by Europe official journalist and
come into force after 20 days. The applicable medical devices include those driven by
electro power fall into 93/42/EEC and 98/79/EC. Medical devices and IVD medical
devices shall comply with this directive. 7 related chemical test centers around SGS
China, accredited by China CNAS, Korea KSFDA and Germany DAP(Deutsches
Akkreditierungssystem Prifwesen GmbH) ect., can cover all the testing services over
the country and provide the restricted substance testing to ROHS 2.0 and the provide

the complete one-stop solution services for restricted substance control.

TESTING SERVICES

Restricted substance testing, including
testing to RoHS 2.0 and REACH

requirements

Process management improving

solution for Harzard substances
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JAIEARSS CERTIFICATION SERVICES

ExB835<°93/42/EEC ({&1T 2007/47/EC)EfTBMIES

EC DIRECTIVE 93/42/EEC (AMENDED BY 2007/47/EC) MEDICAL DEVICES DIRECTIVE

¥28893/42/EECFIEIT IRR BA BE I7 28imide
£2007/47/ECHER, FIZE(KE/EM
BIEE). a3k, lIofkIIKEEMEIEE, £
EFACEMRE R~ REMTHH UG, BRE
REAETMARINEER. SGSASEHE
AILUIATE93/42/EECIESFIB SN ESTER
i, BEGY/ENESEREXNES
2003/32/EC. 2005/50/EC¥&<HIINIE.
SGSL IR ZHIIRIE L _LIES1REHIAR
5, BIEMRRIC V. VIRIZEZR/ER
AR,

EC Directive 93/42/EEC as amended by
2007/47/EC for medical devices requires

manufacturers of Class | (sterile/measuring),

Ila, Ilb and Il devices to obtain certification
from a Notified Body before using the CE

mark and placing the product on the market.

SGS Notified Bodies can certify medical
devices under directive 93/42/EEC,
including drug/device combinations and
associated directives 2003/32/EC and
2005/50/EC. The certification options under
this directive offered globally by SGS
affiliates include Annex Il, V and VI
comprising site audits and/or assessments
of technical documentation.

BRE21E < 98/79/ECIAIMSUREETT SR HIR S
EC DIRECTIVE 98/79/EC IN VITRO DIAGNOSTIC MEDICAL DEVICES DIRECTIVE

TRIERR B IR IME bR B ST 3835 ©98/79/EC
ER, H/EXREEIMSITEST B3 HIE
(List AL list BR BB EIMIME
§7 2 TEE R CEARE R = RIS M 1780
HFEL AENHHIAIE, SGS UKIAES
0120)3k185298/79/ECHEN, SGSEEK
DENETLURENRS , BEHRIIL
Vo VIR R B AR /SR A S A

EC Directive 98/79/EC for in vitro
diagnostic medical devices requires
manufacturers of medium and high risk
devices (List A, List B and self test
devices) to obtain certification from a
Notified Body before using the CE mark
and placing product on the market. SGS
UK is Notified Body 0120 under directive
98/79/EC. The certification options under
this directive offered globally by SGS
affiliates include Annex Ill, IV and VII
comprising site audits and/or

assessments of technical documentation.
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CB (Certification Bodies) is a mutual
recognition scheme of products
certification which widely adopted by
countries around the world. It symbolizes
the IEC conformity of certified electrical
products. CB scheme is of great benefit
to saving time and costs of repeated
testing, e.g. a company applies the
national deviation of import country
based on CB testing report and certificate
issued by SGS, which conveniently
convert the testing report into the one
accepted by the import country.

B G EETT 23 MINMETROIAE

BRAZIL ELECTRO-MEDICAL MEDICAL DEVICES INMETRO CERTIFICATION

BABEDANVISANE T —RTIMEERE
T ERIMAIRDCSIEM, HEARDC 32/2007#1
ETHFERETSMINMETROMIAE
3R, INMETROINEEIEIABTAAEY T
WER, WEF RIZFRESISO 134858
R @RERMAER#ITI FiZ
SGSEFEZINMETROBER A LHHTMIR.
BZMHEINMETROIEBHINGG, @i
SGSEERMBE A N H RET SR HER
RILERERS,

The Brazilian Health Agency is known as
ANVISA and the regulation of medical
devices is through a series of resolutions
or RDCs. Among those, RDC 32/2007 on
the certification of active medical
devices. Electro-medical medical devices
require an INMETRO certificate which
must include test reports and an annual
audit at the manufacturing site covering
parts of ISO 13485 and routine testing.
SGS Brazil is approved to undertake
testing and audits, and issue INMETRO
certificates. This service is available
through the global network of SGS
medical devices offices and auditors.
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OSHA/NRTL (Nationally Recognized
Testing Laboratory) Recognition is a
governmental program designed to
satisfy the need for approval of products
to be used in the workplace (that is,
subject to OSHA regulations). Product
Certification in the US is not required for
products used outside the workplace,
but most retailers will not sell unlisted
products. SGS NA is OSHA approved
NRTL. The SGS Q MARK indicates the
product meets the safety requirement in
us.

Medical devices are under regulatory
approval in certain countries in Africa,
therefore COC(Certificate of Conformity)
should be obtained and provided for
custom clearance in case shipments to
these countries.

* Nigeria
* Kenya

e Algeria
e Burundi

Authorized as the rating agency by the
above governments, SGS verifies export
and produce process of products,
identifies related law requirements of the
export country by in-lab testing,
inspection and certification, and finally
issues the COC.
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ERLHMBENEMFTEEER, 1SO
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Now the global basis for regulatory
compliance, ISO 13485 is applicable to
all manufacturers and providers of
medical devices, components, contract
services and distributors of medical
devices. We offer certification against
this standard with our global recognition.
1SO 13485 will help you achieve regulatory
approval, sell your devices, manage your
risks, and reduce the number of regulatory
and supplier audits you undergo.

HNZEACMDCAS 1S0 134853A3F

MEXETEMEMERFAEIZE, 1113
IV E ST SR M AE BRI ANE R RIS
AR, HBERFCMDCASIAAIEID
HMELHIISO 13485iFH. SGS UKZHN
FEARITEZERA(SCCHARHCMDCASIA
AIERENE. RIWMGHEZESHT
ISO 13485 K 23 BN EABEST 28115
MERBEZo

The Canadian medical devices
regulations require all manufacturers of
Class Il, lll and IV devices to obtain ISO
13485 certification from a CMDCAS
Recognised Registrar before applying for
a licence and selling products in Canada.
SGS UK is Standards Council of Canada
accredited as a CMDCAS Recognised
Registrar and our site audits will assess
compliance to ISO 13485 and parts of
the Canadian regulations as necessary.

SGS
== @

JPALEASZ5EE L JPAL

JAPANESE PHARMACEUTICAL AFFAIRS LAW
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OTHER MEDICAL DEVICES CERTIFICATION SERVICES

¢ SO 14971 KB EIZIAE

o AIBINATMITCPEMMT &M%

o AR, FHECABIARIMEMAT &M
%

o CASEF EHIEHZ, Gap AnalysisEIESHT

o XERRAMEBEEFIMHRE (US FDA)

The Japanese medical devices regulation
allows approved bodies, such as SGS
Japan Inc. to review the technical
documentation and audit the
manufacturing site of certain Class Il
medical devices and VD reagents to give
access to the Japanese market. We offer
this service in Japan and globally and

audit every 2% years.

ISO 14971 Risk management
Taiwan Technical Co operation Program

Australia/HongKong CAB (Conformity
Assessment Body) accredited body

CAS customer-made audit service,
Gap Analysis

U.S. Food & Drug Administration
(FDA) site inspection
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MEDICAL DEVICE VOCATION TRAINING AND SERVICES
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When End-users of medical devices are increasingly concerned about the safety and
effectiveness of medical devices and related equipment, the competent authorities of
the sales countries also intervene through a series of laws and regulations to ensure
the safety and effectiveness of medical device products and hence to better meet
users’ expectation. The training courses and services below are to provide the
enterprises with more in-depth knowledge and skills so that the business operation
can be continuously improved and internal quality management system can be more
effectively implemented.
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16 EFISO 9001ARERILISO 134856 T St EIRA R
17 EEETRMFDAZMEI21CFR820, 510(K), QSIT)
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19 SRR BT 88 MUAR(TGA I

20 HKETT e M & I (MDACS) I

21 SESERINEIRISIE(Clean Room, ISO 14644)5)I|
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23 221N (Process Validation)igi)ll
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7 Efr BRIgER 2R (EC 60601, Safety, EMC Testing)Zill
8 R R 2 B B £ SRR E R (Supplier Control/Own Branding)3&illl
9 Efr S RE SIS R EHRRA R
10 KEHIARIS 2GS, GEMIAISO 11135881S0 11137)#Z3)I
1 BEF7 SRR RAIAIEC 62304)8FI
12 IR IF{&E(MEDDEV 2.7.1,1SO 14155)1%3)
13 WEMEE) Mik/E %= (Clean Room)illizktE)Il
14 1SO 134854TAE R
15 ISO 13485 & 5353l

EZHRSZ MUCH MORE SERVICES

o 1030 — EFHIEIRIGL, 4FREE
PRI, EFAHFRIRL, 58/
REE

o HEFTE — BSIC, ETI-SSMETA, WRAP,
ICS, EICC, C-TPAT

* INSPECTION - Initial Production Check (IPC), During Production Check (DUPRO),
Final Random Inspection (FRI), Loading/Unloading Supervision (LSUS)

e SOCIAL RESPONSIBILITY - Associated with BSIC, ETI-SMETA, WRAP, ICS,
EICC, C-TPAT

BX% 3] CONTACT US

I~ GuangZhou

Tel: +86 (0)20 3213 6396

Fax: +86 (0)20 8207 5175

Email: MedServ.guangzhou@sgs.com

3§ ShangHai

Tel: +86 (0)21 6191 5005
Fax: +86 (0)21 6191 5678
Email: CNSHA.MED@sgs.com

7RI ShenzZhen

Tel: +86 (0)755 2532 8538

Fax: +86 (0)755 2671 0594

Email: MedServ.guangzhou@sgs.com

1t Beiding

Tel: +86 (0)21 6191 5005

Fax: +86 (021 6191 5678
Email: CNSHA.MED@sgs.com



