ASSURE PHARMA

T EEH R

Assure Pharma

AFXFRENHEBRLE

Jiangsu Assure Pharma Biotechnology Co., Ltd.



MAREHRITE

Assist Innovation of Safe Medicine



E

NENA
REEBAZR
BEMNNXR=E
1789 & BA
HYMRBERERR
FHEEIEHR
FKRIEHR(EGTIs)
GMP 2R AR IUE
MEMRN S EE
b 24 R AR Bk
MAH ZREE=FHItRSE

01
02
02
03
04
06
08
10
12
14
15



BAYRELETR
FHEHEEERR
REEHR (BGTIS)
T EIIE/HRIN/ ER
GMP 2 A RZRWIE
MEMRVESEE

h &M RN

MAH ZRE=FHIEKS

Pharmaceutical Stability Study
Compatibility Study on Container Closure Sys
Impurity Spectrum Study (GTIs) |
Validation/Verification/ Transfer of Analytical Methodr"
Validation of GMP Utility System

Microbial Detection and Identification

Analysis of Traditional Chinese Medicine

MAH Third Party Audit Service




QP XFRFER

About Assure Pharma

AERAENRE—EFEZEESR, NMTRHERRZENIEENEZRNEURZLNEESR, FES
S5ZFHNZUNEBEEDTHRE, £PXHESHSL., XAFENRESN2ATEARAMTRE—E, B
EETFL, BNBAIHE, AREHENEENETRHEIUVNEXZEERENRREEERARTREFHSHE
BHHR. BREHEHR. EERSERRHARERS.

XAXBHSNAYAIMEREBDEEMBENAFEAN, BAFHTEAYREREHRAFHRE—R
CROLINZE, LWEHREL300ATART, EMIH3900F 5K, LW =EFIFTCMA/CNAS(ISO/IECT17025) A
IEIAT], BRCGMPIEETT, EREGHAMNBRZMEMEANGMPRESIER ., RITIRENFRNIERS =K%
BEpPEKR, SBMWITIH ICH/FDA, ChP/USP/EP/JP/1SO/GB i E A EHTHRMNIE, HUBEMIRST
BTHEMSKRHABIR. BIOAMIMEARBERENDMREARZER, IZSFRESHANER. BREREM
AMIMBEATRE, RNFEBEIHREH, AAZFEHRNAYRERESMREELCROIRE, AAEN
BEIRBEMNNAOE,

The last defense in the field of health is medicine. How to provide effective and safe medicine has always
been the core concern of scientists and entrepreneurs. All participants should maintain this noble cause with
arespect for life. Thus, the investors and the staff of Assure Pharma get together, thereupon, we work hard to
provide professional services for the R&D and manufacture of safe drugs.The services we provide include
but are not litimited to pharmaceutical stability study , compalibility study on container closure
system, genotoxic impurity research and other services.

Assure Pharma is an excellent team formed by many analysis experts and is committed to building a
world-class CRO laboratory in the field of pharmaceutical quality and safety research. The investment was 6
million dollars covering an area of 3,900 square meters. The laboratory has passed the CMA / CNAS
(ISO/IEC17025) accreditation, operates in accordance with the cGMP rules, and has obtained the GMP
compliance certificate issued by Suzhou Pharmaceutical Association. We provide research and testing
services in strict accordance with customer requirements, with reference to the current version of ICH / FDA,
ChP / USP / EP / JP / ISO / GB and other standard methods. Data and reports can be used for new drug
applications in China and worldwide.We continuously strengthen the technical capabilities and quality
system construction to improve R & D efficiency, reduce project costs and standardize the overall process for
our customers. We hope that through joint efforts, we will become the first choice of CRO laboratory that our
customers trustin pharmaceutical quality and safety research, and contribute our efforts to human health.
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RERIG: CMA/CNAS(ISO/IECT17025) SAIEIN T LI =

XEEig&E: 10/0Q/PQ WIEAHRH T WNFRE

HIEEIE: S FDA21CFRPart11 &3k

ARIE: ElEaeEil

SthAE: 28 ICH/FDA/ChP/USP/EP/JP/1SO/GB EfRER &

RIXE=E

Our Laboratory

VHARATDNBRAEMRA300FH K, HPIREEMR3900F 7
K, RAEREBERE. GEEAIEX. OFENLEX. % MRS
BEHUE, TRHELEBEPDL., MEYIRE (BSL2) . ¥mEF
X, KHEREUEFREFHERX., MEREMFREREKX. ZRHEEE
= AmBEE HREFPEX.

UHRLREMRRESEMHRAE3000, BEEARREHRR
HERERXR, RNESMEIEHRR. THRREEH . BEREH
K. ZEESERRFR. AVERVSACSHTEFETHA RN
YRR E

Assure Pharma’s laboratory is 3,900 square meters. It has many
areas, such as sample receiving room, General physical and chemical
experimental area, analysis and determination area, drug impurity
preparation and purification room, experimental data processing
center, microbiology laboratory (BSL 2), temporary sample storage area,
long-term stability sample storage chamber, accelerated stability
sample storage chamber, controlled data management room, dark
room, archive room and other functional areas.

The investment in fixed asset of Assure Pharma Labs instruments
and equipment is 6 million dollars, covering drug quality research and
routine quality monitoring. We have world-class analytical instruments
and equipment in the research of packaging material compatibility,
injection quality control, degradation impurities study, genotoxic
impurities, pharmaceutical impurity preparation and purification.

ER

Quality Management System

CGMP EMRELH =R
1437 BIQ AR

Mass Spectrometers 9 sets
® Thermo Orbitrap QE Focus

® SHIMADZU LC-MS/MS-8060x2
LC-MS/MS-8045

® ABSCIEX 4000x2

® SHIMADZU GC-MS/MS-8040

® Agilent GC-MS/MS-7000

® AgilentICP-MS 7800

LC/GC Spectrometers 23 sets

® Waters ACQUITY UPLC. Alliance 2695
® Agilent-1200 series. HS-GC 7890

® SHIMADZU LC-20 series, HS-GC2030
SpectralInstruments 6 sets

® Perkin Elmer 900T

® Agilent Cary 610 /Infrared Microscope System
® SHIMADZU UV-2600

General Instruments 61 set

® TOC (GE SIEVERS-M9)

® TA (Mettler TGA/DSC 3+)...

e
ERUREHS

& @

System: CMA/CNAS (ISO/IEC17025) Accreditation
cGMP Compliance Laboratory
QA System Independent
Equipment: 1Q / 0Q / PQ Qualification
Annual Qualification, Intermediate Check, Calibration

Access Management

EEAGRIE. BIRE. HERE Data :
AREREE

Meets FDA 21 CFRPart 11 Requirements
Network and Database Workstations, Audit Trails, Data
Remote Backup

Data Confidentiality Management

M RFEIEER TIEL . HiNER. HURRMER
HIERELERE

amEil
wEEI

Personnel Training:
Professional Skills Training
Compliance Training
Confidentiality Training
Analysis Method:
RefertoICH /FDA/ ChP/USP/EP/JP/1SO/ GBand

Other Standard Methods

iR, RETATPENSKMLGHR

Data and reports can be used for new drug applications
in China and globally market
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Our Team

XARBANHERRZRAE, RAANNZORRAYNEENTFLRESNESA L, ESENRETEULNH
RER., BNEREERAR. BREFAR. GVEIERR. BBRERXR. ERSEEARNARAIEECEFEEAERE
WA EOMEENNBERALR,

BIMNRENARRERABEYEMRESER, BT CMA/CNAS (ISO/IECT17025) AIEINT], BIUFEAILEE
ARVAAERNIRMNBBRERF. BRNYVBELNEELSRERMRUERSR, ABYRALANAERESTNEFREHEETWL
HRESFNVRNEER KRS .

The Assure Pharma's team is led by senior scientists. The core members of the scientific research team have all
worked in world-renowned pharmaceutical companies and have more than ten years of research experience in their
fields. We have strong research and development capabilities and instrument use experience in stability research,

impurity spectrum research, packaging material compatibility research, degradation of impurities , GTI genotoxic
impurities and impurity preparation and purification.

Our quality system experts are familiar with the drug registration process and requirements. Comply with CMA /
CNAS (ISO/IEC17025) accreditation, establish experimental and data reporting procedures that conform to laboratory
research and testing procedures. Our team is full of social responsibility and professionalism, and provides
professional safety evaluation testing and quality research services for customers in drug development and drug
production.
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Pharmaceutical Stability Study

REMEMAANBNRERENARAYHINERE. BE. ALNIHTHNEZCNAE, AGaiEr. 8K, UEFE. 585
FHRERZERE, INEILRELIARNEEY.

REMARREMRAELFFRNEIEAETZ—, SHGAERRNRSMENBIEEEX., HEENRUEFR BAFEHE.

FRFEERPEFYNERAREARNEIRE, —RETIARVIGKRAHAR, EARIGKFRH BN LHEEMEZEETHFELRE
HER,

The purpose of the stability study is to investigate the regularity of the APl or pharmaceutical preparations under the influence of

temperature, humidity, and light, to provide a scientific basis for the production, packaging, storage, and transportation conditions of
the drug, and to establish the validity period of the drug through experiments.

Stability study is one of the main contents of pharmaceutical quality control research, and is closely related to drug quality
research and the establishment of quality standards. It has a phased characteristic, which runs through the entire process of drug
research and development of API, preparations and intermediate products. It generally starts from the preclinical research of drugs.
On-going stability study should be continued during the clinical study of the drug and post-marketing.

o BERFRNNGEASES

Current Regulations and Guidelines for Stability Study
hEZE (B{TER) , ChP (2020)
ICH, Q1A-Q1F Stability , 2003.

FDA , Drug Stability Guidelines , 2008.

EMA , EU Guidelines for GMP for Medicinal Products for Human and Veterinary Use, 2015.

vV v v v Vv

WHO , Stability testing of active pharmaceuticalingredients and finished pharmaceutical products , 2016.

o BEHmRNRE

Stability Study Process

D> BERRBRAR P HRES > BReidn > RERE > BERRS

Stability Study Sample Sampling Quality Stability Study
Protocol Preparation Schedule Specification Report



o mEnRBRG
Stability Study Conditions

21°C/ 45% RH (%)
25°C/ 40% RH

25°C/ 60% RH ()
30°C/ 25% RH

30°C/ 35% RH (F##)
30°C/ 65% RH (2
30°C/ 75% RH (FEE B HE)
40°C/ 75% RH

=IREMN
Cabinets 50 °C, 57 °C, 60 °C
BB
Storage at 2-8°C, -20°C, -40°C, -80°C
FERKM
Photostability Condition
RSN
Special Condition (ICH Q1B Options 1 &2)
BT SRMG
Freeze/Thaw Cycle Condition

B EMERENFMESERE

Storage Solutions of Semi-permeable Containers
KHIZH Long-term conditions 25°C/ 40% RH
g %44 Intermediate conditions 30°C/ 35% RH
fNE 4 Acceleration conditions 40°C/ NMT25% RH

o znmgs

Our Advantages

FVHRZRAFHEANNTESEEIMERNEERS
A team led by professional scientists and data reports that
meetthe registration requirements of various countries

ZEE Weiss S AR E MM Binder/ MMM [EIRIERIZE

Germany Weiss walk-in stability box and Binder / MMM

constanttemperature and humidity equipment
RES[BEXBNEFEREYE, B=EIX2700IL5 %

Storage conditions of various climate zone type, with a total

space of 2700 cubic meter

WEFRERGE . BIRUEVEENHR. REKERSR

Dual power supply system, dual backup scheme for each
condition, disaster recovery system

BYfUHEREERERS., REEELAEENINEERERSR
E-management system, temperature and humidity online
management and real-time monitoring and alarm system
#%4& GMP #ISER] FDA2T1CFR Part T1#ERBMER
Complies with GMP regulations and FDA 21CFR Part 11 data
integrity requirements

CMA/CNAS (ISO/IEC17025) INIEINT], B8 cGMP AL
W=

CMA / CNAS (ISO/IEC17025) Accreditation,
compliance laboratory
BEMHREFCGMP/ ChP/ FDA /ICH/ WHO £35S RN
Stability studies are based on cGMP / ChP / FDA / ICH / WHO
guidelines

BN Lo EEE F50% A ER iR E MR A

It can reduce the cost of pharmaceutical stability research for
customers by more than 50% on the whole.

refer to cGMP

» BERHRESNE
Stability Study Services

BE#HE / API

FMERIXL / Stress Testing
=Rt / High Temp. Testing
5721838 / High Humidity Testing
{Ei2IRX 5 / Low Temp. Testing
RBHIRXIE / Freeze/Thaw Testing
F¢ERiX I8 / Photostability

MNRIXIE / Accelerated Stability Testing

KHRIE / Long-term Stability Testing

AEEFIEACHNRBEERRARNGTSERANKLRS

Z5¥%1% / Pharmaceutical Preparation

ANEIRIE / Accelerated Stability Testing
KHIRIE / Long-term Stability Testing
EHUE AR / In-use Stability
FERERER (EWE)

On-going Stability Study (post-marketing)

AEREMERRE (£EHE)

Stability Commitment (post-marketing)

¥SHB & / Special Food

BHREFARERREERR
Stability Study of Food for
Special Medical Purpose

et EmREERR
Stability Study of Functional Food

Eff Mt EERR
Medical Device Stability Study

HHERELEHR
Cosmetic Stability Study

Customized Stability Research Solutions and Compliant Testing Services
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@ ERMERASEHER

Compatibility Study on Container Closure System

EENARRERARMMERRZEREREFENEEFR, HERARBERAMAREMLERE, AETEREERNRE
I, FRANINEEGEMRNARNZNNY Y ERMENRE,

NFH@FEY, BFEMERTERANIGRAER, FNEASNTEE: RIPER. A%, ZR2UENNEE. 8XRE—TEA
HRREMRYP, WEREMPNR2BERMRE, S—HTEENSHREFRIFNASY, BARESIATSIRRZEEREIISEHY,
HEINZHMOKEFEREMER,

Compatibility study is a process that evaluates the fact that there is no serious interaction between packaging systems and drugs,
which leads to changes in the effectiveness and stability of drugs, or a safety risk; the study should include the effects of packaging
materials on drugs and the impact of drugs on packaging materials.

For drugs, the packaging system should be suitable for its intended clinical purpose with the following characteristics:
protection, compatibility, safety and functionality. The packaging system provides protection to meet the intended purpose on safety
and effectiveness; Meanwhile, it should have good compatibility with the drugs, that means it cannot introduce extractable s that can
cause safety risk s or the level can meet safety requirements.

» FERARRNRTENSES

Current Regulations and Guidelines for Compatibility Study

ChP, [IER9621 , ZHEMBRHERIESEN

ChP, lUER9622 , KB M NN BRIESEN

HEHmERMABEHHREERRTREAEBSEN (K17) , 2018

ICHM7, Assessment and Control of DNA Reactive (Mutagenic) Impurities in Pharmaceuticals to Limit Potential
Carcinogenic Risk

ICH Q3D, Guideline for Elemental Impurities

EMEA, Guideline on Plastic Immediate Packaging Materials (2005)

EP, Chapter 3, Materials and Containers

USP<661><1660><1661><1663>

vvywvyy

4
4
4
4

o EEmasAsnHRORE
Compatibility Study Process

D> EEKE. RERFE P Eil RRIRE P AEFRE P 8. RHIR P R2M4FE P HELRS

Information Collection, Simulation, Method Migration, Safety Compatibility
Risk Assessment Extraction Test Validation Adsorption Test Assessment Report
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o BHM/BRMSHRNXER

The Relationship Between E/L & Drug

2 B

pdi by

o nnmks

Our Advantages

o BRUVHRZERMENEAN, HRE. 8. 28, B8R, BEREH
HNESERRLE, BEFENER
The team led by professional scientists has extensive experience in
the compatibility study on container closure system, such as glass,
metal, plastic, rubber, silicone, etc.

s TEX¥BBEMEMMRAE, FRTL2ENARAR, JAZFRE
BIRIES RN E
Inthe field of semi-permeable packaging materials research, we
have developed a comprehensive and mature solution, which can
improve the efficiency and success rate of customer project
application

s BUTRHBANEENRE, S5EFRHAZHEHAMEN
Established a powerful and continuously updated spectrum library
thatcanshare data with our customers

o TENREREMFHENREENLHRRS, HEUEHRSRE
MHRBLES, T KNREEERERARA
Provide stability sample storage and stability test services
simultaneously. The combination of compatibility research and
stability study can greatly reduce the cost.

» ERaBELAERRERE

Compatibility Study Services

B EH / Packaging Components &= RGHME / Production System Components

ZEH#E / Ampoule

FEMHR / Penicillin Bottle

BIELK / Elastomer

%% / Infusion Bags
RS E 5328 / Pre-filled Syringe

IR RS EM / Infusion System Components

TR BT B/ B B/ 4% B

Concentrated Tank / Thin tank / Buffer Tank

BN/ B/ IR R R A

Filterelement/ valve / diaphragm valve gasket
EE/FERE / Pipe / Silicone Tube

#$E (ZEE/0B B ) / Gasket(sealring / O-ring)
&SR / Ceramic Pump

IR E B / Infusion Pipe
— R 28 / Disposable Infusion Set

FHRERBEREER
Quality Control of APIs and Excipients

AEEHNMECHESERRARAFTESEANLRS

Customized Compatibility Research Solutions and Compliant Testing Services
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Impurity Study on Drug Substances

ICHERBRMABXERAAN=ZAKRE: BNRE (BEEEEERR) . TNRARNBNERE. ARNARRERFLN—
REENE. CEEERAENDNAEE, ERBAPSNERRNSEAGELZ. SEREAAANERBERRNEGERE.
X—HREFTFHRMLANBEIIRE.

RERFIRIt (QbD) , ARMHRAABRAEERRLFRNEE, ARA R, IZRAHE. TZ2HEE. YREHNEE
MHEHEHITRARR, REFINHE, AMREBERENFREANETTZ., RNINAVHRLBZRNEBENEDHEL,
ARZRMNBHERSE. . EENRSMETFNRS. IZFREMZN. SRNBYRERELHRCRORS.

The ICH guidelines classify APl-related impurities into three categories: organic impurities (including genotoxic impurities),
inorganic impurities, and solvent residues. The study of impurities is an important part of drug research and development. It includes
selecting appropriate analysis methods, accurately distinguishing and determining the content of impurities, and integrating the
results of pharmaceutical, toxicological and clinical studies to determine the reasonable limits of impurities. This research runs
through the entire process of drug development.

Quality by design (QbD), the quality of the product must be considered from the beginning of drug development. In-depth
research should be conducted in various aspects such as formula design, process route determination, process parameter selection,
material control, etc. to accumulate detailed data, and then determine the best product formula and production process accordingly.
We and scientists work together on R&D research to provide scientists with separation, purification, identification and safety
evaluation services. To provide customers with scientific and efficient drug quality and safety research CRO services.

@ INREFRONTEAS S

Current Regulations and Guidelines for Impurity Study

Q3A(R2): Impurities in New Drug Substances, #/ER 2 th f9Z& R

Q3B(R2): Impurities in New Drug Products (Revised Guideline), !5 892 &

Q3C(R3): Impurities: Guideline for Residual Solvents, & B AFIiErE

Q3D: Impurities: Guideline for Elemental Impurities, TXZFEESEN

ICHM7: Assessmentand Control of DNA Reactive (Mutagenic) Impurities in Pharmaceuticals to Limit Potential
Carcinogenic Risk Reference:

4 ERZHUZARAR: (EESUEXRBHESEN) (AERBELFE) , 2019

4 EMA: (ERSMRRAIRERRE) , 2006

vVvVvvyyVvyy

» BnrEHERNORE

Impurity Study Process

> HEEFEXR P REXREMT D REMEHRE P SWAEARSHEN D HARS

Communicate Analysis of Standard of Development Analytical Issue
with Customer Impurity Source Impurity Limit Methods and Testing Report



& BESHRRHAR

Genotoxic Impurities Research
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» INREFRBSAE

Impurity Study Services

RINBNE

Our Advantages

UARIHEENHERRREEEREKANE. SHEE
ERIEHKAMNE. BREBSSEFRIEREKAME., H
thiThermo Orbitrap QE ZZHFNDMA. NDEA. NDIPA%E
ERIZENEITR=L:Eopl

Our Lab currently has 6 sets of LC-MSMS, 2 sets of GC-MSMS,
and 1 set of ICP-MS. And Thermo Orbitrap QE is mainly used
forthe detection of nitrosamines such as NDMA, NDEA, and
NDIPA.

BIYTRANEEBCRE, 058P AZHEHAESN
Established a powerful spectrum library that can

share data with customers and continuously update

4 GMP #15BH FDA 21CFR Part 1THIEREHER
Complies with GMP regulations and FDA 21CFR Part 11
datarequirements

CMA/CNAS (ISO/IEC17025) JAIEINT], S8 cGMP &#1
XK=

CMA / CNAS (ISO/IEC17025) accreditation,

cGMP compliance laboratory

B HLZJE / Organic Impurities FHLZE / Inorganic Impurities BRI B / solventResidue
FFRIEHR / Impurity Spectrum Research 1 %: $5Cd/kHg (LH) F—HBH (FERER) X, &Kk
TEZZFENH / Process Impurity Analysis B Pb/ &8 As (EHL) . 1,2-Z82¥%. 1,2-Z82%. 1,1-
MR Z 4T / Degradation Impurities Analysis 2AZ: i Co/ T V/ & Ni —SZ2%F.10-28Z2E

ZEHIF RS / Impurity Preparation Service 2B%:
ZFREEE MRS / Impurity Identification Service
RRIRIAM S 7P REHIE

Confirmation of False-positive Impurity by High- 3 2.
Resolution MS

ERBSHNNI A EFR

Development of Analytical Methods for APIs and
Preparations

ST/ £ AU/ PA/ 4K Ir FTHEBH (ROZREHER) - BEE. 2
#% Os/ # Rh/ 7 Ru/ ffi Se B. NN-ZBSERER. 1,4-Z8

fR Ag/ A Pt . Z2EB%
8 Li/ ¥ Sb/ ¥l Ba/ A Mo B=HBER (GMPREZERIRFIER) -
& Cu/ # Sn/ % Cr 2B, 2B, 2B, RRE. ZRZES

AEERNTECNENRERRARUFEERNNLRS

Customized Impurity Study and Compliant Testing Services
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Validation of GMP Utility System

GMP (Good Manufacture Practice) AR ERLZBIELHIK, TZHK, B, Bk, B8k, EREZS. &8, QKK
EZNBEUHSAERR., LREREEFPEETPEZNER, AALEFREFEHTEBSFERNKE, AAZEFREIRFR
HMREHNHR (F) 2, FSXE, AEEFEVPRHARANEFRT ., GMP 2—ETZBRNEHNNZEERE, FIXNEXE
mEFERPHNEER, RENZEENRE, RIEFRRECIEENMEA,

GMP (Good Manufacture Practice) utility systems include water supply and drainage system, process water, electricity,
automation, air purification, compressed air, steam, chilled water, vacuum and inert gas systems. These systems play a very
important role in production, or create a comfortable and clean environment for production, or provide the necessary heat (cold) for
each production operation process, brake support, or directly generate material supply into production. GMP is a set of effective
advanced scientific management system, especially plays an important role in eliminating the pollution, confusion and errors in the
production process of drugs, and ensuring product quality.

@ GMP ARRGRENITEM S

Current Regulations and Guidelines for Validation of GMP Utility System

(BREFRESENT (2010FE1T) )

AEME, BPE-2009, Bioprocesing Equipment

ASME, B31.3-2006 Process Piping

ASTM, A380-99(2005), REENEH. IREMARNBF%. RIEFHKL
ASTM, A967-01, R EMEMHEIULF FEL 12

IS0 8573-1~9, Compressed air EHBES

1ISO 14644-1~9, Cleanrooms and associated controlled enviroments

vV vV vV v v v v YV

GB50073-2013; GB50591-2010; GB/T16292-2010; GB/T16293-2010; GB/T16294-2010...

& cvP ARERGBIENTRE
Validation Process of GMP Utility System

> HEEF®EX > SRFEE > HERHN P WRAR > RHBERE P BRURE

Communicate Contract Project Test On-site Testing
with Customer Review Offer Program Sampling Report



& SRESHRERWRAE L o rnmgn
Comparison of Global Clean-Room
Testing Projects

. B w | = S iy | B .
3 e 2 , 2 |7 : awg| 2| 2
pe |ERRMENE gy | 3 MEAE IR g8z 2 | @
X - o (BB . w=lm | B
7| u % a

I === i I

@ GMPARRGRIBSENE
Validation Services of GMP Utility System

SERIREMIR / clean-Room Test KEHEM / water Quality Testing
B / Efficient Leak Detection £ / Ammonia

B EZE (ES) /staticPressure Difference pH{E / pH Value

S IRE(XE) / Ventilation Frequency THER L / Nitrate

Our Advantages

BIAZOKRRABT - +TRETULER, BEERNE
FRE9E 2 IIRE AR

Our core members have more than 20 years of work
experience, proficient in domestic and international
clean environment applicable standards

AT[PEEY _RTE2ILH=E (BSL-2) , IREA
RMBEEALEARSZELIHEZIMNSREZIIE
R

Laboratory personnel and pathogen handling
personnel are scientists with specific training and
advanced training

IRERFEBEIEEG. £EPYLL2E. HEDED
. DBRNFIHEE, FHEREN, ERTSXE
RAZCMPRARARIERE

Equipped with GMP public system verification
instruments such as ultra-clean workbench, biological
safety cabinet, microbial detector, dust particle
counter, plankton sampler, compressed air sampling
system, etc.

E4%=S/8S / Compressed Air / Nitrogen
7K4>/E = / Moisture / Dew point

M / oil Content

KL F / Particles

B %078 / Self-purification Time T HEBEREL / Nitrite MEY / Microorganism

SBIEE / Temperature and Humidity 855 / Conductivity MEMRE / Microbial Limit

BB / Illuminance S84 / Readily Oxidizable Substances  FE B /S % / Total Aerobic Bacteria

1275 / Noise RIEEY / Non-Volatile Matter ZH. BESERE / TotalMold and Yeast
BFHRIF / Airborne Particles E&JE / Heavy Metals #2%I& / Control Bacteria

ZiE & / Airborne Microbe MEYBRE / Microbial Limit MEANZXR (ML) / Bacterial Endotoxin
SUBRTE / Settling Microbe TOC / Total Organic Carbon HEMEE / 1dentification of Microbial

£ HEBE / Surface Microbe MERNEZE (BRE) / Bacterial Endotoxin GMPR A E /1B /iE1T/43 (HVAC)

AEEHNNEANGMPLA B RERIEA RHFEEMAN RS

Customized Solutions of Validation Service and Compliant Testing Services
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QP BMEMBRWSEE

Microbial Detection and Identification

MEMREZEE: TEREE. FEEFRMENRERE. AERSRREEFSE., Wi, W@l #ETHEER
MR, DUBIAMRBNAEES T %R,

MEMRNVEEETTHEARISERTR. RHZRRE, RIFZNERNENZE2M, Alt, MEVMBVESEENEREGE
HmEFredRREKFNEEREZ—.

Biologicalinspection methods include: sterility test, microbial limit test of non sterile products, bacterial endotoxins test, etc. In
addition, the method suitability test should be conducted when testing the product to confirm that the method used is suitable for the
product.

Microbiologicaltesting and identification can determine whether the drug is contaminated, control the quality of the drug, and
en-sure the effectiveness and safety of the drug. Therefore, the results of microbial testing and identification is one of the important
basis for measuring the hygienic level of the whole process of drug production.

& MEMRNSEEORTENAEE

Current Regulations and Guidelines for Microbial Detection and Identification

> hEZHE (FTR) , ChP (2020)

>  (EAKRZAMEZFFM) , Bergey's Manual of Systematic Bacteriology

12



& EMNBRS

Our Advantages

* EWMREITKE (BSL2K ) , HEGMPHITEZHAE K
Microbiological clean laboratory that meets the
requirements of GMP and Chinese Pharmacopoeia
B4 = / Preparation Room
KRB E / Sterilization Room
5 H#0 = / Microscope Room
BIFP = / Strains Room
A= / Incubation Room

FHMEZ / Positive Room

* WBRRELZK. BIRUEREEMHR. REIKRERS
Dual power supply system, dual backup scheme for each
condition, disaster recovery system

® CMA/CNAS (ISO/IECT17025) AMEIAT], &8 cGMP &
ML =
CMA / CNAS (I1SO/IEC17025) Accreditation, refer to cGMP
compliance laboratory

¢ NEVMLEEERVERSZAE

Microbial Detection and Identification Service

MEMER MEMIEN MEMRBERE
Identification of Microorganisms Microbial Testing Identification of Microbial Phenotypes

BEERH

Total Colonies

SERESH

Molds and Yeasts

R E R

Coliforms

EEBRE

Pseudomonas Aeruginosa

WIRE

Salmonella

TEEATKE

Staphylococcus Aureus

HE&XKE
Candida Albicans

P IR EAR

Microbial Limit Testing

ZEHE
Sterility Testing

MNERRLE

Bacteriostatic Effect Testing

BEAFER

Bacterial Endotoxin

IR

Mycoplasma Detection

AR

Coliform Bacteria

HEBRERE

Pseudomonas Aeruginosa

WIIRE

Salmonella

TEEBFAEKE

Staphylococcus Aureus

HeESKE
Candida Albicans
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Analysis of Traditional Chinese Medicine

PHMEARAREVHNAR, EPEEFEANAE. PARFATAMRETE, SEBFILEMERHESERNTS,
EERTPERKNDD, BERNPHFIVHNESEEN, BRI XAAYNEE, BERmAEONKEEEZMN, HESPHAMR
RENREREHAESARNEE,

PHEMRRAEVNEZENPAMPERASNRNRS P ESFELIRPOKAEZE. RAKE. ESRABST AR
BIE XA ARSS .

As arepresentative of natural botanical medicine, Chinese medicinal materials have a long history in China. Chinese herbal me-
dicine decoctions are Chinese herbal medicines that are processed according to need to form traditional Chinese medicines for use in
formulas, which can be directly used in traditional Chinese medicine. The greatimportance that the country attaches to the Chinese
medicine industry, consumers' preference for natural medicines, and the significantincrease in exportsin the international market
have made the quality and safety of Chinese herbal medicines and slices increasingly important.

The detection of Chinese medicinal materials and slices is mainly related to the detection of active ingredients in Chinese medi-
cinal materials and the relevanttesting services carried outin the residual moisture, pesticide residues and heavy metalresiduesin
the production process of Chinese medicinal materials themselves.

@ PEHRRHEENHRETENNIEE

Current Regulations and Guidelines for Analysis of Traditional Chinese Medicine

> PEZHE (MITAR) , ChP (2020)

len

[}
(e

@ DEHRRARIESNES

Analysis of Traditional Chinese Medicine Service

BRI : TYREREERE: RHGFBILMW

Active Ingredient Detection: Minerals and Heavy Metals: Pesticide Residues Detection:

LRk %) AERB TR BNSKRGKE

PlantActive Ingredients Human Essential Mineral Organochlorine Pesticide Residues

HMBERAH HEESEAN BRI 5

Active Ingredient of Animal Medicine Analysis of Harmful Heavy Metals Organophosphorus Pesticide Residues
PR RHBEXRRGE T

BN MEMEN Pyrethroid Pesticide Residues

Routine Physical and Chemical Testing Microbial Detection

HESREEN EHEREIRN

Mycotoxins Detection Veterinary Drug Residues Detection



¢ MAHEEBE=HEUHRS
MAH Third Party Audit Service

B EHFUHEA (MAH) FIERERRABITNAR EH. FHHE, 2—RESERENNFIE,
MAHBIENZLOREA G EHFUSHREFFISE, ATAREFTEL. HANESHFARMAMINEG R EHIFITEST
AR EHFTERAXHNEEE), ARETHEREMIREFTRWEFRm, HWEF", HENSRRERIBEIEEERE,

The drug marketing authorization holder (MAH) systemis aninternationally popular drug marketing and approval system. Itis a
system thatisin line with the world.

The core of the MAH system is to separate the drug marketing license from the drug manufacturing license, allowing drug manu-
facturers, R&D institutions or scientific researchers to become independent drug marketing license holders (holders of drug marketing
license certificates), and have the right to Entrust other pharmaceutical manufacturers to produce drugs, and bear the main legal res-
ponsibility for the quality of the drugs produced and sold.

@ VMAHERESHEHBSENSER

Current Regulations and Guidelines for MAH Third Party Audit Service

> PEZHE (FWTHR) , ChP (2020)
> (FHZmEME), Drug Administration Law
> (ADEMEEME) , Administrative Measures for Drug Registration
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ASSURE PHARMA
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www.assure-pharma.com

AIFNFRENMHEFRAE

Jiangsu Assure Pharma Biotechnology Co., Ltd
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