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Established in 1963, STC is an independent, not-for-profit testing,
iInspection and certification organization headquartered in Hong
Kong, offering one-stop professional conformity assessment
service for customers around the world to get access to the global

markets.

As an organization with global network, not only has STC set up
testing Facilities and customer service offices in China's major
cities such as Dongguan, Shenzhen, Zhongshan, Shanghai and
Changzhou, but also in countries like Germany, Italy, USA, Vietnam
and Japan. Our world-class, internationally accredited testing

fFacilities can meet the needs from a wide range of industries.

We have been continuously expanding our service scope. After
years of development, STC has established a pre-clinical medical
device R&D test platform that meets international standards, and
established a series of full-featured laboratories such as passive
medical device laboratories and active medical device laborato-
ries. To meet the pre-clinical R&D testing needs of medical device
manufacturers, providing one-stop services, including chemical
characterization, biocompatibility testing, large animal testing,
microbiological testing, safety and performance verification, and
electromagnetic compatibility testing. STC Medical Device
Laboratories has been recognized by a wide range of domestic
and international organizations, including IECEE, CE, DAKkS, FDA,
NEMKO, INMETRO, CNAS, CMA, etc., and became the first Chinese
OECD member of the GLP regulatory agency EMA (Entidad
Mexicana de Acreditacion, ac) Review of certified medical device

GLP laboratories.
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To become a leading conformity assessment service provider

that is recognized and respected worldwide.
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China National Accreditation Service for Conformity Assessment (CNAS)
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BIOCOMPATIBILITY TEST
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Product Categories

Absorbent Incontinence Products
Adhesives

Blood Collection & Storage Devices
Bone Void Fillers

Central Nervous System Implants
Combination Products

Contact Lenses

Dental Implants

Devices Containing Antimicrobials
Device Raw Materials
Hemodialysis Disposables
Implantable Drug Delivery Devices
Infusion / Transfusion Devices
Intraocular Lenses

Laparoscopes & Endoscopes

Ocular Implants

Orthodontic Devices
Orthopedic Implants
Ostomy Devices
Reusable Devices
Surgical Gloves

Sutures

Syringes

Urinary Stents

Urologic Catheters
Vascular Catheters
Vascular Grafts
Vascular Stents
Ventricular Assist Devices
Wound Drainage Devices

Wound Dressings
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MRS NS (MTTE) SO 10993-5 3

MAREEN R ERAEE) SO 10993-5 / USP 87 3E

MpE=EN CEESE) ISO 10993-5 3

M= 1M (B E=ZARE) SO 10993-5 / USP 87 3

AR MEM CERdR) USP 87 3E

Bz BR R A AN Essul it

BN (RZRAFIEE [ BANEE) ISO 10993-10 6~8/E

B2 BT S it ISO 10993-10 3

R RS 3 ISO 10993-10 / USP 88 a
FERBONE (BB R R ) ISO 10993-10 8~10/d

HE RN (FBAHRRIEES) ISO 10993-10 8~10/3

HEREON (BHSRRIEIRS) ISO 109593-10 8~10/3
H iR (FAELRREERR) ISO 10993-10 3TNE

AR RN 35 ISO 10993-10 3-4fF

£ 555

22 5% ISO 10993-11 / USP 88 3

IS SN (14 /28K) ISO 10993-11 63 / 8/&

T /12255455 (90 / 180K) ISO 10993-11 59°H /81A

RN ISO 10993-11 3E

EONEID S AVRLE

B RN SO 10993-6 4[E)

AILEIAE NN 1ISO 10993-6 A[EEC

SEN NN 1ISO 10993-6 4 [E

AXAE N NI ISO 10993-6 4E
MBI

A N3, ISO 10993-4 / GB 2k

PRGN ASTM F756 2JE

A2t M ISO 10993-4 / GB 2JE
IR EON ASTM F2888 2E

AT 34 ISO 10993-4 / GB )
e (AL AT ISO 10993-4 / GB 2

Elaﬁ/ BEES N

R o] & M3 ISO 10993-3 8/

/INER AR BB SR ISO 10993-3 10/&

Z 8 (RS 2= ISO 10993-3 10/

zolliz, (/B ISO 10993-3 103

S Fa%HBNAE <M

&9 58 A YYT 1434-2016 10/

ANEF1EENIR YYT 1535-2017 10/3




BIOCOMPATIBILITY TEST

Test ltems

Cytotoxicity Test

Cytotoxicity Study (MTT Method)
Cytotoxicity Study (Agarose Overlay Method)
Cytotoxicity Study (Filter Diffusion Method)
Cytotoxicity Study (Direct Contact Method)
Cytotoxicity Study (MEM Method)

Irritation and Skin Sensitization Test

Skim Sensitization Study (GPMT / Closed-patch)
Skin Irritation Test

Intracutaneous (Intradermal) Reactivity Test
Oral Mucosa Irritation Test

Vaginal Irritation Test

Penile Irritation Test

Rectal Irritation Test

Ocular Irritation Test

Systemic Toxicity Test

Acute Systemic Toxicity Test

Subacute Systemic Toxicity Test (14 days / 28 days)
Subchronic Systemic Toxicity Test (90 days / 180 days)
Pyrogen Test

Local EFfects after Implantation Test
Implantation in Subcutaneous Tissue Test
Implantation in Muscle Test

Implantation in Bone Test

Implantation in Brain Test

Interactions with Blood Test
Hemolysis Test

Hemolysis Test

APTT~ PT~ TT. FIB

Platelet Count Test

Complement Test

Thrombosis Test (in Vivo /in Vitro)

Genotoxicity Test
Ames Test

Mouse Lymphoma Assay Test
Chromosome Aberration Test
Mouse Micronucleus Test

Reproductive Assisted Test
In vitro mouse embryo test
Human sperm survival test

Standards

S0 10993-5

SO 10993-5 / USP 87
SO 10993-5

SO 10993-5 / USP 87
USP 87

SO 10993-10
SO 10993-10
SO 10993-10 / USP 88
SO 10993-10
1SO 10993-10
ISO 10993-10
SO 10993-10
S0 10993-10

SO 10993-11 / USP 88
S0 1099311
SO 10993-11
SO 10993-11

ISO 10993-6
SO 10993-6
SO 10993-6
SO 10993-6

ISO 10993-4 / GB
ASTM F756

ISO 10993-4 / GB
ASTM F2888

ISO 10993-4 / GB
ISO 10993-4 / GB

50 10993-3
SO 10993-3
SO 10993-3
YSO 10993-3

YYT 1434-2016
YYT 1535-2017

Lead Time

3 weeks
3 weeks
3 weeks
3 weeks
3 weeks

6~8 weeks
3 weeks

3 weeks
8~10 weeks
8~10 weeks
8~10 weeks
3 months
3-4 weeks

3 weeks

6 or 8 weeks
5 or 8 months
3 weeks

4 weeks at least
4 weeks at least
4 weeks at least
4 weeks at least

2 weeks
2 weeks
2 weeks
2 weeks
2 weeks
2 weeks

8 weeks

10 weeks
10 weeks
10 weeks

10 weeks
10 weeks
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LARGE ANIMAL TEST

STCAHYIS LKW ERIXBEEFDAR LW EISE (GLP) STC large animal laboratory is a pre-clinical large animal study
platForm that is established in accordance with the FDA good labora-

. - s — '-,TH "?‘EE‘L\ M n /i h'= . .
MAAALACE I ImPREI RENY)SE 35, AL T/OME. tory practice standards (GLP) and AAALAC, which can evaluate the

28] (&) (. ERRlESREESFRENEZES M safety and effectiveness of cardiovascular, orthopedics (including
spine), brain, respiratory and other high risk medical devices
B BIETFOT

@ 03,

SH4)SL 55 5 ZE ! TE A SChth ZRIERR B T FER MRS S 1E
Animal Study Plan Generation Broad Range of in Vivo Models Scientific Research Study
and Implementation and Analysis Tools Cooperation
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Joint Application for Scientific Physician Surgery Rental of Experimental
Research Funding Projects Training Environment and Facilities
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Implantable Cardiac Pacemakers

Implantable Cardiac Electrode Leads Class
Implantable Neural Stimulation

Implantable Ventricular Assist Device Class
Ultrasonic Soft Tissue Cutting Hemostasis System
Bipolar High Frequency Electrosurgical Vessel Closure Equipment
Artificial Heart Valve

Thrombectomy Instrument

Revascularization Device

Aortic Stent

Artificial Blood Vessels

Valvuloplasty Ring

Vascular Anastomat

Tissue Anastomat

Extracorporeal Circulation / Perfusion Device
Fully Absorbable Nerve Repair Material

Fully Absorbable Tissue Repair Patch

Internal Abdominal Hernia Repair Mesh

Bone Fillers Containing BMP and Other Osteogen Factors
Absorbable Surgical Anchors

Joint Products with New Coating

New Type Cervical Disc

Cartilage Repair Products

Calcium Phosphorus Silicon Bone Filling Material
Absorbable Ligature Clip

Absorbable Anastomotic Nail

Absorbable Surgical Hemostatic Material
Absorbable Surgical Anti-adhesion Materials
New Type Oxygenator
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MICROBIOLOGICAL TEST

SREYNNIS, @5 fRig . §hE& TZ U NSRS E Microbiological testing for assessing the microbiological characteris-

N o ‘ PP tics of Finished device, manufacturing process and manufacturing

VIR IR AT RS, BB TR EDSHBI XL, DAREE environment can help eliminate or minimize the risk of microbial

B FAPES= SRR, contamination, hence the risk of infection to patients, users or third
parties.

STCIRH2EBVRMEYNE, LUInEESrasms e[ e STC offers a comprehensive scope of microbiological test to assist

e T B 2R SR AN A EE SR medical device manufacturers in meeting the microbiological and

sterilization safety requirements for requlatory approval.

Mz B Testing Items

e Bioburden Test

o FEWTAEN 3
¢ |7§| ?T"JAE
o TTEMIIR
o BRHISTEIEN
AR/ 53 52 A HANA A
Y TE

e Endotoxin Determination
o Sterility Test

 Package Integrity Test
e Shelf Life / Life Cycle Validation

e Microbial Identification

» Compendial Testing

 Antimicrobial Challenge

e Cleaning Validation

* Customized Microbial Assessments

¢ TEH E‘ii%l—iﬁ
o HEYIPRE M5
7K 3tE K2 o B AR Al

e Microbiological Limits Test

e Water Sampling and Testing for Sterility
and Microbiological Safety
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KELIIE / Sterilization Validations

STCHEFREEEFURAMAN~mNERIENEBEET RS
o STCHE—ITREMEZUESH2IKEPA. T HEHE

BE. KEEA. WIEEe A E

{1138 PI SERY 3L IE SR A
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STC provides clients with excellent expertise in product sterilization

validations across a broad range of technologies. There is a

combined resources and expertise in the globe team of STC, we have

deep insight of material compatibility, sterilization technology,

validation approaches and cycle optimization to make sure clients

get a reliable validation strategy.
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Ethylene Oxide Sterilization Validation

iR iR N E Y IE
Radiation Sterilization Validation
=Py A

Cleaning Validation

2538 2= TANT
= ﬂmﬂif—l. g“f U

Autoclave Validation

(ZESTman:

Packaging Validation
IR R K & 5 IR BE M B 31
Clinical Reprocessing Sterilization
Validations and Functionality Studies
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CHEMICAL TEST
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ENEEVRNE &) , Efrsa M2 BamERSECE,

AT SROHSE K,

STCHF LW FEE 7 it

o &5

PAIZ,

SMMEANTERE, UNREEZRARZBTEARE

1

L |

Zi

R BT REERAL

BV ES, TN ERE
KA ROHS 3 1. 1RIE IR

1%, STCRIBLRS R ME ta SRV ER.

=

MHIERIE : THETa5 | FrRE

Material Characterization: Guidelines and Standards

Characterization for materials used in medical device — an analysis

of a material’'s composition, purity, uniformity, sterilant residuals

and extractables — is an essential step to verify their suitability For
human body contact, thus should not be missed out throughout the

product life cycle.

Following the enforcement of RoHS 2 in the European Union, which
restricts the use of specified hazardous substances in electrical and
electronic equipment, medical device are now added to the scope
of the Directive and have to be verified as RoHS-compliant.

The chemical laboratory at STCis equipped with the most advancec

testing equipment; our team of experts can perform material
characterization and RoHS analysis with a wide range of testing
methods. We can help manufacturers identify the appropriate

testing program based on the intended use of a device and
material, and its expected nature of contact with the human body.

ISO 10993-1 #1fE: “Eirss M EFIE(E”
1ISO 10993-1: “Biological Evaluation of Medical Devices”

ISO 10993-18 5 /f: “MEILERIE”

1ISO 10993-18: “Chemical Characterization of Materials”

FDA ISO 10993-11R AR E 15
FDA Guidance for Using of International Standard ISO 10993-1

(ERmSAmeE/RESXH: ARAGaNEYH mt =

FDA Guidance Document: “Container Closure Systems for Packaging
Human Drugs and Biologics”
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Material Characterization Testing Capabilities

14K, 075 Physiochemical Test

EEHTHRTINCE(FTIR) Fourier Transform Infrared Spectroscopy (FTIR)
S eERAEEE/ RiE(HPLC-MS) High-performance Liquid Chromatography / Mass
SHE@IE | KIEEFAER(GC / FID) ey flp S

SHEEE / FRig(GC / MS)
RS A ST AL (ICP) Gas Chromatography / Mass Spectrometry (GC / MS)

Gas Chromatography / Flame lonization Detector (GC / FID)

thEE Inductively Coupled Plasma Spectrometry (ICP)

B8 E &% (GPC) Specific Gravity
s Gel-permeation Chromatography (GPC)

EREEERE(DSC) Viscosity
Differential Scanning Calorimetry (DSC)

10
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SAFETY AND PERFORMANCE TEST

= &a25! / Product Categories

« (KRt » R m

o MMt o RZALRR)EES
o ILL\EBEIV, o« E{Y2E

o ZSEmPY * JLITIRER

» PxIEMmEY * Bhifrgs

« NEIR o« {FIMZEMIRER

1
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Thermometers
Sphygmomanometers
Electrocardiographs
Multi-parameter Monitors
Pulse Oximeters
Endoscopes

HF Surgical Equipment

Dental Equipment

Nerve and Muscle Stimulators
Humidifiers

Light Source Equipment
Hearing Aid

In Vitro Diagnostic (IVD) Medical
Equipment




NhIn g / Test Items ¥rfE / Standards

EFHBES18%/ Requirements for Medical Electrical Equipment

iBFAER /| General Requirements IEC/EN 60601-1
HFIZER / Collateral Standards
IRERS

Alarm Systems

X AR
Home Healthcare Environment

RRETIRSFR

Emergency Medical Services Environment

IEC/EN 60601-1-8

IEC/EN 60601-1-11

IEC/EN 60601-1-12

E HZE3K [ Particular Requirements
=S EE 7] Rz ELHIH

High Frequency Electric Knife and Its Accessories

IEC/EN IEC 60601-2-2

NNFRER NNFREL

PR T

, _ IEC/EN 80601-2-35
Heating Pad, Heating Blanket

BEISE
Ultrasonic Equipment

NFR R

Endoscope

EEPESIES
Hospital Bed

FRHGE
Dental Equipment

Rl AES

Stimulators

IEC/EN 60601-2-37

IEC/EN 60601-2-18

IEC/EN 60601-2-52

ISO/EN 80601-2-60

IEC/EN 60601-2-10

BRI H IEC/EN 60601-2-25, IEC/EN 60601-2-27,
ECG Related Equipment IEC/EN 60601-2-47
Z S mPY
=7=m
Mlti-parameter Monltore IEC/EN 60601-2-49, IEC 80601-2-49
N = o,
AT ISO/EN ISO 80601-2-56
Thermometers

YRR E
Light Source Equipment

IEC/EN 60601-2-22, IEC/EN 60601-2-57

S
H’”‘*m%"u ISO/EN ISO 80601-2-61
Pulse Oximeters
Bhfras
IEC/EN 12
Hearing Aids C/EN GOGUTE00
niESy g IEC/EN IEC 80601-2-30, IEC/EN 60601-2-34,
Sphygmomanometers ISO/EN ISO 81060-1, EN 1060-3

Kx9MZIETIZEE / Requirements for in Vitro Diagnostic (IVD) Medical Equipment

B EK |/ General Requirements IEC/EN 61010-1

EHER [ Particular Requirements IEC/EN 61010-2-10 1

12
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ELECTROMAGNETIC COMPATIBILITY TEST

A\

= auE A / Product Categories

ERBSIE

Medical Electrical Equipment

RIMZRRES
In Vitro Diagnosis (IVD) Medical Equipment

MXI B / Test Items frfE / Standards

Electromagnetic IEC /EN 61326-1; IEC /EN 61326-2-6

8 o 3 S M ST 3t IEC /EN 60601-1-2; CISPR 11 /EN 55011
@ Compatibility Test (EMC) FCC Part 15 / Part 18; ICES-001 / ICES-003

EN 300330-1; EN 300330-2 (9 kHz to 30 MHz)

EN 300220-1; EN 300220-2 (25 MHz to 1000 MHz)
EN 300440-1; EN 300440-2 (1 GHz to 40 GHz)

FCC Part 15 / Part 18; RSS-210

15 ZF / Bluetooth:
(((I))) I 42 B ST it EN 300328 (2.4 GHz)

Radio Frequency Test (RF) ;Zgzzr?t 15/ Part 18
Wi-Fi:
EN 300328 (2.4 GHz TRx WiFib/ g/ n)
EN 301893 (5.8 GHz)
FCC Part 15 /Part 18
RSS-247

13
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OPTICS TEST, ENVIRONMENTAL RELIABILITY
TEST AND OTHER TESTS

MPXInE / Test Items #r/E / Standards
yoiagT & £l

IEC / EN 60825
Safety of Laser Test

HEMR LR
Photobiological Safety Test

IEC /EN 62471

E[EIESHR/& / US IES Standards

EIpSY:EE zpan 2=
Electrical and Photometric Measurements IES LM-79
of Solid-State Lighting Products

EPriEBEZE A =t/ / CIE Standards

y658E 7310

_ _ . _ CIE70
Luminous Intensity Distribution Test

FEERDHRICENE

_ CIE 121
Photometry and Goniophotometry

JEEENE

) CIE 84
Measurement of Luminous Flux

—BZAEIEEN
UGR (Unified Glare Rating)

CIE 17

B aluEE T

; . CIE15&CIE13.3
Colorimetry and Color Rendering

1718 5] §2 55N R E A3 / Environmental Reliability Test and Other Tests

55 SRS 5L ISO 7176-16; EN 1021-1; EN 1021-2; EN 597-1; EN 597-2
Tk B 2> =418 301

GRS S IEC / EN 60529

IP Code Test

IR AR A

| | | IEC /EN 60721
Environmental Simulation Test

2SRk

_ IEC /EN 60068-2 27! / series
Environmental Test

14



STC

HONG KONG

Hong Kong Standards and Testing
Centre (Headquarters)

10 Dai Wang Street, Tai Po Industrial Estate,
Tal Po, N.T., Hong Kong

L +852 2666 1888 = hkstc@stc.group
+852 2664 4353 @& www.stc.group

Hong Kong Inspection Company

10 Dai Wang Street, Tal Po Industrial Estate,
Tal Po, N.T., Hong Kong

. +852 2667 2628 = hkic@hk-ic.com
@ +852 2664 4353 & www.hk-ic.com

Hong Kong Certification Centre

Unit B, 10/F, Block 1, Tai Ping Industrial
Centre, No.57 Ting Kok Road, Tai Po, N.T.,

Hong Kong

L +852 2661 2083 = hkcc@hk-cc.hk
+852 2661 3181 @& www.hk-cc.hk
DONGGUAN

STC (Dongguan)

68 Fumin Nan Road, Dalang, Dongguan,
Guangdong, China
Zip Code : 523770

. +86 769 8111 9888 = dgstc@stc.group
+86 769 8111 6222 & www.dgstc.group

SHENZHEN

STC (Shenzhen)

Room 806, 8/F., Block A, Reith International,
1002 Yanhe North Road, Luohu District,
Shenzhen, China

Zip Code : 518033

. +86 755 8366 6380 = hkic@hk-ic.com
+86 755 8366 6430 @& www.dgstc.group

Global Network

CHINA

ZHONGSHAN

STC (Zhongshan)

Block 1603, Business Building 3, Creative
Industry Park, Gangyi Road, Torch Development
Zone, Zhongshan, Guangdong, China

Zip Code : 528400

. +86 760 8880 2536 = zso@stc.group
= +86 760 88802536 @& www.dgstc.group

SHANGHAI

STC (Shanghai)

130 Huashen Road, Waigaoqiao Pilot Free
Trade Zone, Shanghai, China
Zip Code : 200131

L +86 21 5219 8248 = shstc@stc.group
= +86 21 5219 8249 @ www.shstc.group

CHANGZHOU

STC (Changzhou)

Changzhou Electronic Product Quality
Supervision & Inspection Co., Ltd.

19 Xinke Road, Electronic-Technology Park,

Changzhou, Jiangsu, China
Zip Code : 213031

L +86 519 8548 7806 = czstc@stc.group
+86 519 8548 7811 & www.czstc.group

Microtek Changzhou Laboratories

19 Xinke Road, Electronic-Technology Park,
Changzhou, Jiangsu, China
Zip Code : 213031

. +86 519 8548 7809
= +86 519 8548 7810
= mayteng@thetestlab.cn
@ www.thetestlab.cn

NORTH AMERICA

STC (USA)
Benchmark Laboratories LLC

15 Corporate Drive, #8-9, Wayne,
NJ 07470, USA

L +1 862229 6388 & usstc@stc.group
+1 862 229 6338 & www.stc.group

EUROPE

STC (Germany)
PKM electronic GmbH

Ohmstrasse 1,84160 Frontenhausen, Germany

L +49 8732 6381 = info@pkm.eu.com
+49 87322345 & www.stc.group

STC (ltaly)
Via del Mare, 47, 20142 Milano, ltaly

L +392 89516917 = ssbd@stc.group
+39 2 4550 3617 @& www.stc.group

ASIA

STC (Vietham)

SCS Building, Unit 102 Ground Floor,
Lot T 2-4, D1 Street, High Tech Park,
District 9, Ho Chi Minh City, Vietnam

L +84 28 5448 2080 = vnstc@stc.group
+84 28 5448 2060 @ www.stc.group

STC (Japan)
Arca Central Building, 14/F 1-2-1 Kinshi,
Sumida-ku, Tokyo, 1300013, Japan

C +81368536725 R jpo@stc.group
= +81 36853 6601 @& www.stc.group
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