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SGS is the world's leading testing, inspection and certification company. Recognized
as the global benchmark for quality and integrity, with more than 99,600 employees

and operates a network of over 2,600 offices and laboratories around the world.

SGS-CSTC Standards Technical Services Co., Ltd. was founded in 1991 as a joint
venture between SGS Group and China Standard Technology Development Corp.,
under the State Administration of Quality Technical Supervision. SGS-CSTC boasts

over 200 laboratories and 78 branches with over 16,000 professionals.

SGS's life sciences laboratories operate according to the highest quality standards
(cGMP, ISO 17025 or ISO 9001) and passed audits from US FDA and local regulatory
authorities. The life sciences mission at SGS is to safeguard the quality of
medicines/medical devices by providing professional and independent services in
clinical research, biologics characterization, analytical development, and quality control
testing of pharmaceuticals, biopharmaceutical and medical devices creating value for

our clients, employees, shareholders and patients worldwide.
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Global network of contract analytical labs

F

SGSH 1T A Y/ FE T2 T 42 With 3,000 employees, a state-of-the-art clinical pharmacology unit and the world’s

MRBEMLLE=IRS, RS MK EFN, largest network of GMP/GLP-compliance laboratories, SGS serves the pharmaceutical,
EFEMITMNI2PER, HBE30NLIEE, biotechnology and medical device industries across Europe, the Americas and Asia

3,000 %R T, BEREEFENIREKY with 30 labs located in 12 countries.
RN, B RAHGCGMP/GLPEM
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AMERICAS

CANADA
® Toronto (Markham, ON)
® Toronto (Mississauga, ON)

USA

® Chicago (Lincolnshire, IL)

® New Jersey (Fairfield, NJ)

® Philadelphia (West Chester, PA)
O Boston (Hudson, NH)

EUROPE ASIA

BELGIUM AUSTRIA CHINA

® @ Brussels (Wavre, Zellik) o Worgl ® Shanghai (Xuhui)

® Shanghai (Pudong)

FRANCE IRELAND

® Paris (Villeneuve-La-Garenne) ® Cork (Ringaskiddy) INDIA

® Poitiers ® Navi-Mumbai
SWITZERLAND

GERMANY ® Geneva (Plan-les-Ouates)

® Aachen ® Basel (Birsfelden)

® Berlin

© Berlin UNITED KINGDOM

® Frankfurt (Taunusstein) ® Chester (Deeside)

@ Munich ® Glasgow

® \Wiesbaden

CZECH REPUBLIC
® Prague

® QC/R&D

® Bjoanalysis

O Formulation & CDMO
@ Medical / Clinical
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o HEEBREM e 1SO 17025 e US FDA

o JIERHIK e [SO 9001 o EMA/MHRA

o REIERERRF * WHO (BEfE %) ¢ Health Canada

* KitREFM

o KPRERIERER

o KibRESH

QUALITY
MANAGEMENT US-FDA US-FDA
COUNTRY LABORATORIES SYSTEM IS0 STANDARD REGISTERED INSPECTED

CANADA Toronto (Markharm) ewe | - | 0. @ e |

Gvp | ooownss | 0 . 0 | 00 e |
[UsA  [Chicago(Lincolnshirel | Gwete | o001 | 0 . ] 0 .
[USA | New Jersey (Fairfield eve | e | 0. O e |
[USA______| Philadelphia (WestChesten | evp | - | - | -

BELGIUM Brussels (Wavre) GMP/GLP/GCP 17025 . °
BELGIUM Brussels (Zellik) GMP = = —
FRANCE Paris (Villeneuve La Garenne) GMP = ° °
FRANCE Poitiers GLP/GCP = . °
GERMANY Berlin GMP = ° °
GERMANY Frankfurt (Taunusstein) GMP 17025 o o
GERMANY Wiesbaden R&D = = —
SWITZERLAND Geneva GMP/GLP/GCP = © O
UK Glasgow GMP/GLP - o o
CHINA Shanghai GMP/GLP 17025 ° °
CHINA Qingdao - 17025 - -
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Our service scope

Jﬂlﬁﬂﬁ%

o BUEBET
A
)
RIS
BT R 55

T B AR 55

BN 5mE R RIE
JEEFAETRMENELERIA

= ““/@ ol
EMHR
1{%‘—5&&
W% = B4 F1SO 185624

BUBEMONER TR

RAMR 5

TPRGRUE
WERIE
KRG
AR EINEIL

ﬁ%ﬁ%

* |SO 170254 &

ISO 13485:2016[% 57 24 1
W REIRE

ISO 14971:2019= 57 ge 4 X B B IR LI
R

EEESTSRMERE R RE

(21 CFR 820, 510(K). QSIT)

b R B 77 =R A S T A LMD REZ 1R 72
IEC 62304 7 se il e 444 77 ) 2A
TR EEIRIE
EAGMPIEI ZE Kk A iRt 1R
H A A MR A S AR IS

TEEEAR

TNIERR 55

MDREL B2 IAE

RERERS

TESTING SERVICES

e Microbiological Test

e Physical & Chemical Test
® Biocompatibility Evaluation
e Material Analysis

e QOther Testing Services

PROJECT SERVICES
e Cleaning Validation of Orthopedic Products
e Reprocessing Verification of Reusable
Medical Devices
Container/Packaging Validation
Stability Study
Chemical Characterization
ISO 18562 Biocompatibility Evaluation
of Breathing Gas Pathway in Healthcare
Application
e Compatibility Study of Device-drug
Combination Products

ON-SITE SERVICES

e Air-conditioning System Validation

e Equipment Validation

e \Water System Validation

e Cleanroom Environment Certification

TRAINING SERVICES
e |SO 17025 related training
e |SO 13485:2016 medical device quality management system internal auditor training
course
e |SO 14971:2019 medical device risk management training course

e Training courses required by American Medical Device Regulations
(21 CFR 820, 510(K), QSIT)
e Training course of the latest EU medical device regulations
e |EC 62304 medical device software; software life cycle process training course

e Training course for comprehensive interpretation of domestic GMP regulations
e Training on other testing standards or regulations

CERTIFICATION SERVICES

e Medical Device Regulation (MDR) Certification

CALIBRATION SERVICES
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MICROBIOLOGY TEST

Microbiology Test

Microbial Limits Test

Bacterial Endotoxin Test (Gel / Dynamic
Turbidity / Chromogenic Method)
Strain Identification (API, PCR)
Antimicrobial Properties

Validation of Disinfectant Effectiveness
Ethylene Oxide Sterilization Validation
— Biological Indicator Test

— Bioburden

— Sterility Validation / Test

Radiation Sterilization Confirmation

— Bioburden

— Sterility Validation / Test

Insoluble Particle Test

Environmental Monitoring
Preservative & Microbial Challenges
Bacterial Retention Test of Filter
Antivirus Test

PHYSICAL & CHEMICAL TEST

Chemical Residue Detection
— Ethylene Oxide, EO

— ECH

— Total Organic Carbon, TOC
— Hydrocarbon, THC

— Heavy Metals

Material Composition Analysis
— Spectral Analysis

— Mass Spectrometry

— Energy Spectrum Analysis
Physical Property Test of Material
— Appearance Characterization
— Mechanical Test

— Thermal Spectrum Test

CMR (Carcinogenic, Mutagenic, Reprotoxic) Test
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LY FEEN BIOCOMPATIBILITY EVALUATION

o RIMIREF AR e Tests for in Vitro Cytotoxicity

o FEulE e Sensitization Test

o FEAE e |rritation Test

o REFM. BURMAAAESM  Genotoxicity, Carcinogenicity and
Reproductive Toxicity Test

o 2t/ TAMEEEMRR e Acute / Subacute Systemic Toxicity Test

o TiBEMFMIRE e Subchronic / Chronic Systemic Toxicity
Test

o SAMIALE e Hemolysis Test

o AL e Implantation Test

o HRIRI * Pyrogen Test

HERIE MATERIAL ANALYSIS

* AT e Component Analysis

o NINF. BhRIEMEE 20T e Qualitative and Quantitative Analysis
of Additives and Assistant Agents

* TEO  Elemental Analysis

o ISR ¢ Micromorphology

o FEARM e Thermal Spectrum Test

o IZRLAS M e NMR

H 1t Wi AR 55 OTHER TEST SERVICES

o NATEST AN e Human Factors Engineering and
Usability Test

o IXMFRE e Magnetic Resonance Compatibility

o BREFRAEMC) MK e Electromagnetic Compatibility (EMC)
Test

o M e Safety Test

o T4 e Wireless Test

o St * Battery Test

e Eay e Shelf-life Test

* B FEM ¢ Environment Reliability Test

* Mg e Network Security

o gL e e Functional Safety

o BhifTaeEaR i e Walker Product Performance Test
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Project services

i

BRI RRIE CLEANING VALIDATION OF ORTHOPEDIC PRODUCTS
o RHSE ¢ Surface Contamination
o WAEMTTE(AEMRE) * Microbial Contamination (Bioburden)
s MEASFTE e Bacterial Endotoxin
* BHl5H ¢ Organic Pollution
o ZEYIER e TOC
* mEkaY e THC
* JEAMEELER e Liposolubility Residual
o KIAMILER e Water-soluble Residual
o BHXK e Conductivity
* S e Cytotoxicity
o Tk A EE e Particulate Associated Evaluation
SESFEHAEFEMELIE REQUIREMENTS ON REPROCESSING
TEEIA OF REUSABLE MEDICAL DEVICES
o EIRWIE ¢ Cleaning Verification
— FaiER — Manual Cleaning
— BEhiEH% — Automatic Cleaning
* JEEWIE e Disinfection Verification
—HEES — Chemical Disinfection
— RNEE — Thermal Disinfection
o KEWIF e Sterilization Validation
}E%Ii — Steam Sterilization
HEAEREES FERIE — Hydrogen Peroxide Hypothermic
Plasms Sterilizing System
— EOXKE — Ethylene Oxide Sterilization
BEEI8REIE CONTAINER/PACKAGE VALIDATION
o TLEWR e Packaging Research
— MR AT — Material Composition Analysis
— YBBRF &% — YBB Conformance Test
— ISR — Pharmacopeia (CHP / USP / EP)
(CHP/USP/EP) Conformance Test
— 1SO 163784K R IALUE — IS0 15378 System Certification
o RAEMIIE ¢ Shelf-life Validation
— AR — ISTA / ASTM D4169 Simulating
ISTA/ASTM D4169 Transportation Test
— IR EMWIRIEASTM F1980 — ASTM F1980 Accelerated Aging Testing
— BRER M — Seal Strength Test
— & — Bubble Test
— B — Burst Test
— 5 EMR — Dye Penetration Test
— BB — Leaks in Packages by Vacuum Decay Method
— WAEYFEENR — Microbial Barrier Ranking Test
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Project services
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EXPIRY DATE

Real Time Aging
Accelerated Aging
Photostability

CHEMICAL CHARACTERIZATION

Extractable Study
Leachable Study
Toxicity Evaluation

COMPATIBILITY STUDY OF DEVICE-DRUG COMBINATION PRODUCTS

Device-drug Combination-Drug Sorption
Device-drug Combination Products-Leachables
Toxicity Evaluation

BREATHING GAS PATHWAY TESTS

Tests for Emissions of Particulate Matter

Tests for Emissions of Volatile Organic Compounds

Tests for Leachables in Condensate

Biocompatibility Evaluation of Breathing Gas Pathway in Healthcare Application

INFUSIUN DEVICE TESTS

e Reducing Substances / Easily Oxidized Substances
Acidity and Alkalinity

Evaporation Residues

Heavy Metals

UV Absorption

Ethylene Oxide Sterilization Residuals

Bacterial Endotoxin

Sterility

Cytotoxicity

Physical Properties

OPHTHALMIC OPTICS

Soft Contact Lenses Test

Rigid Contact Lenses Test

Contact Lens Care Products

Determination of Physical Compatibility of Contact Lens Care Products with Contact
Lenses

MEDICAL AESTHETIC PRODUCT TESTING

Sodium Hyaluronate

Collagen

Microspheres, e.g. poly-L-lactic acid microspheres
Etc.

EPIDEMIC PREVENTION SUPPLIES

Protective Clothing
Mask

Melt Blown
Medical Glove
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On-site services
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AIR CONDITIONING SYSTEM VALIDATION
EQUIPMENT VALIDATION

COMPRESSED GAS

e Particle

e Microbiological Organisms
e QOil Content

e Moisture Content

WATER SYSTEM VALIDATION
e Conductivity

e Microbial Limit

e Endotoxin

e TOC

e Other Physico-Chemical Tests

CLEANROOM ENVIRONMENT CERTIFICATION
e [ntegrity of High Efficiency Particulate Air Filter Tests
e Air Volume/Ventilation Rate

e Static Differential Pressure

e Clean-down Capability

e Airflow Pattern

e Temperature and Humidity

e Noise and Illumination

e Airborne Particle

e Settlement Bacteria/Planktonic Bacteria
e Biological Safety Cabinet Test
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PEX A
Contact us

(§) 400-885-5558
E cn.pharmagc@sgs.com

SGS Calibration laboratory is a technical third-party organisation which provides the
calibration services to community with the dedication in the development and
application of calibration technology .On the basis of local standards such as JJF and
JJG standards, our calibration services are also extended to some international
standards as ISO, ASTM, EN and other calibration methods to improve laboratory
capacity. SGS Calibration lab has been accredited by China National Accreditation
Service for Conformity Assessment (CNAS) , which is mutually recognized in USA,
UK, France, Italy, Germany, Japan, etc.

Equipped by advanced calibration equipments and professional staff in the field of
geometry, temperature, electrical,pressure, quality, mechanics and chemistry, we can
provide one-stop service of calibration, commissioning and maintenance. Besides, SGS
set up E-Calibration system to offer better, faster and simpler calibration service
process. Over the years, the laboratory accords with ISO/IEC 17025:2005, national
laws and regulations’ requirements and has established a sound quality assurance
system. We have won numerous appreciations and praises from clients through
issuing accurate and reliable reports.
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