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ABOUT

s, KRR AR A

WEIPU, A LARGE RESEARCH-ORIENTED TESTING COMPANY

95T 20085, EEBLE, 30+ FAE, 105 FAKRULEEEERDRGM, AEERTZHEEEEBRNNCMAZ RN ESHETEIA
AZERZIAFTHNCNASE R, BEECATLER, AEFEARXNEBSXEZBNENHE OB @GN EENEERIES, RIAENERF/N
B ARRSRETE. BERBRSEFESTETE. AL, REERTFLF,

BT+ ZENTURARENEREENRSNE, MESFHAE_+EANEARS, EHRSTFLATEL+R, ShEkAKENS
FRERARSRREFFiT.

Established in 2008 with its headquarters in Shanghai, the group has over 30 subsidiaries and more than 100,000 square meters of laboratory and
office space. It possesses CMA qualification authorized by the State Administration for Market Regulation and CNAS accreditation recognized by the
China National Accreditation Service for Conformity Assessment. It also has CATL qualification and is identified by the General Administration of
Customs of the People's Republic of China as an import and export commodity inspection and identification institution. The group has been
recognized as a National SME Public Service Demonstration Platform, National Service-type Manufacturing Demonstration Platform, High-tech
Enterprise, and Academician Expert Workstation, among others.

With over a decade of professional technical experience and a nationwide service network, Weipu issues nearly 270,000 technical reports annually
and has served more than 250,000 clients, earning high praise for its advanced technical level and high-quality technical services.

E£YEZ I >> Biomedical areas

MERNTFHRANEBEREMNERR LK. RINBUXEIERENEFTLLRES, TRAYRETTSMELERS 2~ LN EHE,
URENREAR. BENXNEH. FENTELENAMIASET ZNENHE, ATIWRHEZS2EGABNLFE. £YH
m. ETSEmMBAREXERERS, EMERSEMBIE, HFCMC, hERERHRE, HINWRSEETHE. KRB, £E. WHO
ZEFEETHHENERINT, RINEIHBEI000RREL . Erssme b ing~& thHiz!

Weipu is committed to becoming your trusted pharmaceutical R & D partner. With close attention to the development trend of the global biopharma-
ceutical industry, based on the whole industrial value chain of pharmaceutical and medical device laboratory services, and relying on a complete
quality system, high-speed delivery cycle, rich project experience and continuous innovation and continuous expansion, we provide the industry
with R & D and related laboratory services of chemical drugs, biological products and medical devices that fit the whole life cycle, regulatory consul-
tation and compliance verification, pharmaceutical CMC, clinical medical research, etc. Our services have been recognized by major international
market regulators such as China, the European Union, the United States and WHO. We have successfully assisted more than 3, 000 pharmaceutical and
medical device enterprises to accelerate the process of product commercialization!
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ABOUT US mw

LI ERNEEE

LABORATORY AND INSTRUMENT CONFIGURATION

BIEEMERH AR ERERSSECMPHISO/IECITO25 REARRER, BIE T 23000+ m* MR EYMELH LR E b L5 R2E5H, HIR
FRSFSELRE T ZINNEYEAZTUMRP O BEARP O ETBMARFOEDDFATR O EVZEHRR PO IRKRATR O
BHECMCHAFLE,

S0, MIEEMEALRER A0 A ANAMMEMRM T IEHR, BEE5400% G ARIEE NS, EGE2 MBS 2ASMBENE FENTF R
HEZBE SRENT RS

Weipu has set up an independent biomedical laboratory covering an area of more than 23,000 square meters according to the GMP and ISO/IEC17025
quality system.In addition to Shanghai headquarters, Weipu also set up Baoshan Biomedical Research Center, Impurity Research Center, Medical
Device Research Center, Biological Analysis Research Center, Biosafety Research Center, Clinical Research Center, Pharmaceutical CMC Research
Center for different service pipelines.

At present, the Weipu Biomedical Laboratory has an international professional team composed of more than 800 people, more than 400 large-scale
precision instruments, and 2 BSL-2 high-specification laboratories to continuously provide customers with intelligent, accurate and agile profession-
al services.
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CLASSIFICATION

'8

METHOD

BFiR

WEIPU

BESEM (ICP-OES)

ION SOURCE

PE: AVIO 2 N/A
Optical emission spectrometer 0200 /
gl PE:NexION350X
‘Nex
FBETF&HE
Inductively coupled B (ICP-MS) I};Ezex:gzigggG N/A
plasma class M;ssspectrometry ! X
(ICP) Agilent:7900
Agilent:7800
TS SARE S-SR RIEEX A (HS-GC-MSMS) B PR 1es
Headspace gas chromatography-tandem mass T697A-7890B-G7000D
spectrometry (HS-GC-MSMS) ion trap analyzer
E%’ﬁ*ﬂéiﬁ—%iﬁﬁ%ﬁﬁ(HSF;GC—MS)Wtﬂﬁffﬁ 7697A-7890B-5977B %(?);—EE(%%&
eadspace gas chromatography - mass spectroscopy El = 2
(HS-GC-MS) quadrupole analyzer 3E)
SARGIE- B (GC-MS) Ik Hirs | [S00B-5977B electron impact ionization
SHE%E Gas chromatography - mass spectroscopy 8890-5977B (E1) (High and normal
Gas chromatography (GC-MS) quadrupole analyzer GCMS-QP2020NX sensitivities)
(G0 INEE “VIEEE- AR HS GCMS)IRATATH | 7697A-7890B-5977B
eadspace gas chromatography - mass spectroscof
(H5-GUMS) Quadrupole analyzer o | HS-GCMS-QP2020NX
SHEILE  Gaschromatography
NIEBEFHAENISE (FID) Flameionizationdetector | 7890B
BB PRI MISE (ECD) Electroncapturedetector | 8890 N/A
RESHNEE (NPD) Nitrogen phosphorus detector
T¥{TEYIE 34728 (TOF) Time of flightanalyzer | Agilent 1290 infinity Il &G6545B
= 5 —_— - " N/A
BAMBIER | g T mEmm /

High resolution mass
spectrometry class

Ultra-performance liquid chromatography
quadrupole time-of-flight mass spectrometry

ACQuity H-CLASS Plus Xevo
G2-XS QTOF

Thermois 53 ¥ ; :
Thermo ng Resolj\t\'gln Mass Spectrometer QExactive Plus Orbitrap
=k = NV ol
. %?ﬂ] B Eg/ik* %ﬁﬁ%/ﬂ(ﬂ( Al Beckman PA80O Plus PDA/UV/UFH/ 3%
Capillary electrophoresis class Capillary electrophoresis instrument PDA/UV/LIF detector
BRARNZE FEHRY S5 555

Microplate reader class

Microplate reader

Biotck H1@Synergy LX

UV/Fluorescence

e
Liquid Chromatogram class
(LC)

LC-MS

BEXRIE (MS~MS) BF
Mt tras

Tandem mass spectrometry (MS-MS)

ACQuity | CLASS&QTRAP 6500

ACQuity | CLASS&TRIPLE
QUADS5500+

ExionLC&TRIPLE QUAD 4500

BREETU (ESI>
AREMFEBFHL
(APCl) RSEXBF
1 (APPI)

Electrospray ionization (ESI)
Atmospheric pressure
chemical ionization (APCI)
Atmospheric pressure
photoionization (APPI)

0411 BB EE FAR T RNILEE
0411 \nductively couPled plasma atomic
emission spectrometry

0412EBRABEES
FABIEE

0412 Inductively coupled plasma
mass spectrometry

0431/R¥E%
0431 Mass spectrometry

5215188

521 Gas chromatography

04315
0431 Mass spectrometry

0542 FME BIKE

0542 Capillary electrophoresis

04313 %
0431 Mass spectrometry

lon trap analyzer

ACQuity | CLASS& XEVO TQ-S
micro

1290 infinity Il &G6470A

X7 El 534 A8 (TOF)

Time of flight analyzer

1290 infinity Il &G6545B

TRAREIE IR K TR BIEEX A Y
Ultra-performance liquid chromatography
quadrupole time-of-flight mass spectrometry

ACQuity | CLASS Plus
Xevo G2-XS QTOF

=R BIE R

High performance liquid chromatography
FINAT-IL (BTIRERES) KRiNlss
UvMmIS spectrophgtometer (including diode array)
EY Sy Comlld

Evaporative light-scattering detector

TEHTADNES

Differential refraction detector

ACQuity | CLASS

RICHMER
Fluorescence detector
BrEE

lon chrqmatography
EEEF NI

Charged aerosol detector

N/A

R BE 5 45 3K

Particle size distribution(PSD)

fUERMEE (PSD)

Location detector

Mastersizer 3000

A ESES
Nuclear magnetic
resonance class (NMR)

R HIRRIE DY (NMR)

Nuclear Magnetic Resonance spectroscopy analyzer

Bruker AVANCE 11 400
MHz

XRD

ZEXHALTEY

X-ray polycrystalline diffractometer

Bruker D8 Advance

0512/RABEIEE

0512 Liquid chromatography

09824 EERIKIEE 43 TS

0982 Particle size and particle size
distribution determination

/
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QUALIFICATION HONOR

FERUE REHE ZEE

MENREBARSERESR, FENTLERS AT, HZEZESRE, L ERERS R
Bl AR Z X B SRR E SR, MEMA K FIE— A, BEFtRS BN EST
B[IMEF, B e #ig,

Weipu has been filed with standardized quality system and qualifications, continuously trusted and
recognized by the industry, always under the official supervision and provide firm guarantee for
service quality. Weipu has developed a diversified joint laboratory innovation mode to accelerate the
iterative innovation of R&D and manufacturing integration, better serve the customers of drugs and
medical devices and facilitate the process of industrialization.
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S S
17T
INDUSTRY RECOGNITION

TENMARBMBIFHETABERE, ARF R RS RIREIRH T E MRS 81E2022F108, MG ELEM T TR @MTH
G AMBRIE, HBHEFIT400R R mIRF &S — BT, 8FES B RS ITEST fMe 2R miIRF] 7 5 CDE & #t H 1@ Ff
N%E, BEZUMRRSFOARKIEIAE. MR XM R IFE] . FIEERER B RSB HPOITE. CEINES, R, I HIFHIF %0
BB E S IR CHEERIIRDE F, RIEHBSEARKBERMIE #ITR2IKT 7 MEFF L Rk,

With ten years of research accumulation and good review communication channels, Weipu can provide customers with continuous protection for
successful product development and application.As of October 2022, Weipu has completed more than 1000 drug registration and application
projects, and helped customers successfully pass the consistency evaluation of Nearly 400 products, including many first evaluated or popular
products. Many varieties have successfully completed the CDE approval and passed the on-site verification. Many more achievements have obtained
the breakthrough recognition of FDA, the implied permission of clinical trials, the selected national centralized procurement catalogue, the review
of the equipment review center, and the CE certification. At the same time, there are many successful cases in the field of innovative drug preparation
development. In particular, we have assisted customers in the development and commercial launch of more than 100 projects in the global market.

c D E X2 SHIRFISE R CDE S #t @ S FR I IS

Many varieties have successfully completed CDE approval and passed the
on-site verification of development

Z IR RS FDARIIEIARE F D A

A number of achievements have been recognized by FDA

C E BRI B IT Al PIEE REXRB R
2 O, CEINESF
Implied permission of clinical trials, selected national

centralized procurement catalogue, review of the equipment
review center, and CE certification

E B E P FEEMIR#T 1 0 0
Sk~ mi & Rl iEL

We have assisted our customers in the development and
commercial launch of more than 100 projects in the global market

AR | FIZEHEH | PD-1 | FBAZ SN | EANRUECTLA-485T | CD3/CD1IVFZRMETE | EAATFIE |
BEHAACDREMEAHRBERNFSEE | EANRLIAPD-1RRERGE | EEUARKSHENEMALE | EHAAREAF
BEETEZERENR | FTAREAREE | EANEESRKSERRE

Adalimumab | rituximab | PD-1 | vidicizumab | recombinant humanized Kang CTLA-4 monoclonal antibody | CD3 / CD19 bispecific antibody |
recombinant human interferon | recombinant human CD22 monoclonal antibody | recombinant novel coronavirus vaccine | recombinant human-
ized anti-PD-1 monoclonal antibody | nasal influenza virus vector COVID-19 vaccine | recombinant cytokine gene derived protein injection |
lyophilized human rabies vaccine | and recombinant novel coronavirus protein vaccine

*LLERR : USSR ) F AR RELRERAR]
LLERR 5, BB RO ERRN ) F B RERER A RIRGE, Hp AR S5 ih ESiBEAERF AU UEAIR AR SIS,

B
lated data /e are sourced fromsu| sidiar%co 1ganies nd ies of WeipTech G
Ciate

r55
e gualifications, honors, and other rel ientioned abov 2 iated compan TechGroup. Fomrmrs
ﬁg&%ﬁw&%@ sz;glgvrfcs QSP&'&% us?vté?;}/ Sﬁ%f'g’é%‘}%%%ﬂ?ﬁ\%@{ el Tpal Rt D elpﬁxec% rohp that possebs e relavint business qualifications; among them,
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SERVICE ADVANTAGE
RYimR fmmllAEe

System layout lean empowerment

EmRRARSSRZANERBLESES
D& an L i

Combination of high-quality R & D service and systematic management thinking
Accelerate the process of product launch

FNTAFIH R ARNARER TEEREFTS2RABUEMNIUFE . EYH G E7 SMHNMAREXLRERS, ZM 585508
IE, 5FCMC, IRPREFHRIRS Fo KIERAUBIZOMNE, BB B LUAT KL R & X, 485807 & B, 1= SR 2 m4s, RIETE
B8, REINE mh i H#ER,

We provide pharmaceutical enterprises, research institutions and scientific research workers with research and development of chemical drugs,
biological products, medical devices and related laboratory services, regulatory consultation and compliance verification, pharmaceutical CMC,
clinical medical research services, etc. that comply with global pharmaceutical regulations. Relying on the core advantages of systematization,
Weipu can reduce the R & D risk, shorten the R & D cycle, control the R & D cost, ensure the project quality, and finally accelerate the process of
product marketization for the majority of pharmaceutical partners.

&

BEHOWAR LS RIERAYA IR REATIWHEERER

Covering the whole industrial chain of High speed delivery efficiency ?#éiﬂﬁ?&ﬂ’\]i%ijllﬂs,%

Pharmaceutical Machinery Research Stable and professional management team

Continuous and graded training system

s @

FENMBHRREE [iZBRENEFE R IR = L ST/
Rich project R & D experience Broad and deep customer base Sustainable expansion of industrial
ecological layout
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PERFECT MANAGEMENT SYSTEM

j&= &l

o VRIS KER, BAFIQAKIT \
Material classification management,
QA release before use

CONTROL
A LABOR
&) g
&
o KEERIMIIRN
Key position authorization \ EQUIPMENT
o SIELH
Work with certificate
o mEItH o IRIIGE R+ EHIE
Supervision plan Independent equipment archives + measurement + verification
° &ty o HiEiE
;a}iz'liilan Intermediate checks
° FUEItH N
Quality control plan ® IREEREN i
Equipment use authorization
W o BFHEEMEH
> Regular backup of electronic data
MATERIAL )

SECURITY i
5 ®

vm \WEIPU

o EEM EREAWNAWNGEE o RER EMRLBNEZEKRARHAN
Bacteria and virus species and samples Access control and accessible only when passing the biosafety training appraisal
managed by special personnel (double ° IF I34+%1]
person and double lock) Environmental monitoring plan
o IREMEE ABE o EMSIEE
Reference materials managed by EMS monitoring
specially assigned personnel i
° ERZEH

@ iﬁ STATUTE

© F3ERIE/HIA

Method validation / validation

o 7R

Method transfer

o BENINIE. NEEHZ

Capability verification and measurement review

Exhaust gas discharged efficiently

° ERRXARPUFH—LIE
= Waste liquid submitted to the qualified unit for unified treatr

¢ EEZmRRELARE
Solid wastes submitted to the qualified unit after being highly re

L




Service Content mw

OB EMHAR ™= mAk S50 E

WEIPU BIOTECHNOLOGY PRODUCT SERVICE MAP

R EEREEEEREREEE R ERER . AR ERR AR AR R R AR RN R RY

YA

DRUG DISCOVERY

S
Analysis test
JREEE
Virus packaging
- B AR

Vector screening

09

R&D

R apiiviles

Analysis test

- AR TR R PR
Cell library building / virus library building / strain library building
PR ERE I

Product activity test

- TZHRRSHIE

Process development and verification

- TZHEXEEMR

Study on process related impurities
RS HARIE

Characterization of viral vectors

- EASIEAYERRIE

Structural characterization of protein peptide drugs

-MRNAZ S e R R E R 1t

MRNA drug structure and key quality attributes

- mIRE MR

AFSERSEYRSE b

Study on sample stability

(influencing factor experiment / long term / acceleration)

T EIE R R AT

Analysis method validation and sample release

- mIRE T

G R Bl

PRECLINICAL

ax ipllh=

Analysis test

MR RS R B MR E

Cell library building / virus library building / strain library building

e ElEy

Product activity test

- TZARSHIE

Process development and verification

= AMRIIE

Virus clearance verification

- TZHERREAR

Study on process related impurities

- MR /R R SR E

Cell bank / strain bank / virus bank verification

EMIRNAR R TS 5=

(EERE, ZRERICE)
Microbial detection solutions
(rapid sterility test, rapid Mycoplasma test, etc.)

REHARIE

Characterization of viral vectors

- BASZIEAMERIE

Structural characterization of protein peptide drugs

-mRNAZS LS R K R 2 R 1

MRNA drug structure and key quality attributes

MEEEHAR

Compatibility study

-EMEEERR

Study on sealing property of packaging materials

- 25 RIS T (S 42 4)

Detection of pharmaceutical raw and auxiliary materials (including microorganisms)

BOMERSRL/ B/ I3) e
Study on sample stability

-
(influen r experiment / long term / acceleration)




va \WEIPU

AR R R R A A A AR A A AR AR AR R R R AR RN

(=K 1214

COMMERCIALIZATION

&ER 1 -111

CLINICAL I-111

- UPBEE ML ALHER BTN

Commercial batch release test such as UPB

- BAS LS RAE

Structural characterization of protein peptide drugs

-MRNAZEE R KB B 1

MRNA drug structure and key quality attributes

B AREEEN (S EY)

Detection of pharmaceutical raw and auxiliary materials (including microorganisms)

DI ERIE R R T

Analysis method validation and sample release

-GMPE A

GMP compliance consulting

- AFISIERRIR TS R

Compliance verification solution

RSB MRIGIE

Virus clearance verification

- TZHRXEERAR

Study on process related impurities

- AR /B R S BRI T

Cell bank / strain bank / virus bank verification

R EYIMARR S 2

(EERE. ZIRERIGE)

Microbial detection solutions

(rapid sterility test, rapid Mycoplasma test, etc.)

- EH SRR

Structural characterization of protein peptide drugs

-MRNAZWEE G N K B2 B R 1

MRNA drug structure and key quality attributes

EBIEHAR

Compatibility study

- EMERERR

Study on sealing property of packaging materials

- Z R M (S TREY)

Detection of pharmaceutical raw and auxiliary materials (including microorganisms)

FmIRE SRR

SMEZRSRL0/KHA/ N iE)

Study on sample stability
(influencing factor experiment / long term / acceleration)
ST AR R SRR T

Analysis method validation and sample release

- EMIEE D

Biological sample analysis

PR ETT AR
Registration of drugs and medical devices
-GMP&M &I

GMP compliance consulting

- AFIIERRIR TS R

Compliance verification solution

10
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R3SAR

SERVICE CONTENT

BNEETSERREMENEYH RAARERERS, URRNRREASWHONRSER, ARFPRHZINE
BHREMRIEMA T 20215, HIEEYRLAFBSL-2R W= ZMFHM, RSREYT BEEYREART A SEMEE
MELTENBANERERR @XM EZ M. 5 ARBE 20 HEYRN. BIEEE(GMP)FRS, HEY
R AR ET N — USSR =,

We can provide professional protein structure characterization with active exploration spirit and caring service concept by
virtue of our biologics R&D and laboratory services that meet international quality standards. In 2021, our BSL-2 Biosafety
Laboratory has been set up in Suzhou with its services extended to the biosafety field. This laboratory can provide profession-
al integrated solutions for biologics R&D relying on the powerful compatibility study, package integrity study, full Inspection
of pharmaceutical raw materials and excipients, microbiological testing, verification consultation (GMP) and other services on
our biomedical platform.




©

EMH mRERTRS

QUALITY RESEARCH SERVICE OF BIOLOGICAL PRODUCTS

EMEEMRKRS

BIOSAFETY RESEARCH SERVICES

BEEHRRRS

COMPATIBILITY STUDY

BEMEEHERRKRS

PACKAGE INTEGRITY STUDY

ARRBH2R

FULL INSPECTION OF EXCIPIENTS

WE N

MICROBIOLOGICAL TESTING

EME A

REGULATORY CONSULTATION

B IERRIR T B

REGULATORY CONSULTATION AND COMPLIANCE VERIFICATION SERVICES

WEIPU

12



Service Content

Y mAEH KRS

QUALITY RESEARCH SERVICE OF BIOLOGICAL PRODUCTS

E RS MLEEMRAE (Structural characterization of protein peptide drugs)

4 N
1 . .
YIS RE >> Characterization
B EH—RRILLEMRIE (Spectrometrical characterization of first-order protein structures)
NFEZERZANTE | IRTBEEANTFE | EREANFE | RETREQAD FE
Molecular weight: whole protein molecular weight | deglycated whole protein molecular weight | reductive protein molecular weight | deglycated reductive protein
molecular weight
ERREFFEEX | N/CREERFTIFIA | BIFEERIFETE | REKE | NFEUSHIA
Reducing peptide mapping: sequence coverage | N/C terminal amino acid sequence confirmation | post-translation modification identification | mass peptide mapping
R IRBRE : ZRR AT D4R
Non-reducing peptide mapping: paired analysis of disulfide bonds
BOE AR R ETE (NSO
Identification of free sugar profile by mass spectrometry: N-sugar profiling
B BEHSREWRIE (Spectrometrical characterization of advanced protein structures)
CD.DSC.FLR.FTIR.DLS
B HIB{KER (Other physical and chemical properties)
SEBAMCHE R FERE Edman NIHF
Amino acid composition, extinction coefficient, free sulfhydryl group, Edman N-terminal sequencing
- J

MRNAZGILE I R R E B (MRNA drug structure and key quality attributes)

13

- ~

>> fig= >> Capping rate

>> Poly A KE >> Poly a length

> £EEE >> Metal residue

>> AR E >> Solvent residue

>> ERB%E >> Protease residue

>> mRNA (5 / S E/HE /%K) >> MRNA (identification / content / purity / impurity)

>> fE (K5 / S 2/ AE/FR) >> Lipids (identification / content / purity / impurities) )
L 1.4




= WEIPU

4 N
= Zu - i iti . L.
T Z2H83%k 2K >> Process-related impurities B FAHEZR >> Product-related impurities
ZHREREH | JREE | 1R | MSX BR | TS E
Simethicone | poloxamer | Tween | MSX Identification of acid and alkali peaks by mass spectrometry
MERE NI FEE
Antibiotics and other micromolecule residues
HCP | HCD
& J
4 N
24K 934 >> Physical and chemical analysis
( ) SEBARRENRE
EEU >> |dentification Amino Acid Composition and Extinction Coefficient Analysis
TR
Free sulfhydryl group
93 & (SDS-PAGEREXE) _ Edman NIz
Molecular weight (SDS-PAGE electrophoresis) Edman N-terminal sequencing
BREDHT SECMALSE A5
Peptide mapping SEC-MALS Polymer analysis
2225 SEC/RP/CE-SDSZHE 21
Isoelectric point SEC/RP/CE-SDS Purity analysis
- J & J
4 )

EWFEMES M >> Biological activity test

ADCCHIN | CDCSM | 847X | Clqg | FcRn | FeyRla | FeyRIlb/c | FeyRllb ... ...
ADCC effect | CDC effect | microplate reader | Clqg | FcRn | FeyRla | FeyRllb/c | FeyRllb ... ...




Service Content mw

YRS FRIRS

BIOSAFETY RESEARCH SERVICES

ﬂﬂﬂ/ﬁ%/WEE(CeII/virus/strain banking)

4HRREREE >> Cell banking

BEINRHT D REGFMICR. EFE4HME(MCB)F TIEAAE (WCB). X X BEMNTIERIE, AKBRTEYFRNRERE NN 12
HAREENE. FREN—BERRAR, Rk E. A AREERRT=aNES. TEGERBHME (PCB) . X4 E (MCB) . T
TEARRRE (WCB) , E& Z MM 5887, I A EM XA RHE~REARLTE. M8 —HARFERECANAMR,

We provide fully characterized, well documented, homogeneous master cell bank (MCB) and working cell bank (WCB). Strict quality control of key attributes greatly
reduces the quality and safety risks of biological products. We provide a complete set of solutions for cell library building, verification and storage, which can meet
the production of vaccines, antibodies, cells and gene therapy products. It mainly includes original cell bank (PCB), main cell bank (MCB) and working cell bank

(WCB). It has the ability of multiple detection methods and can provide cells with clear verification, consistent quality and continuous and stable passage for the
production of biotechnology products.

MREEMRD  ZRIEMNHFEEE FEER S EEARENR. E R EEE>80%E N BEERERE  RIBEREFP ERER(TIEEMAEEN K
SHREE. HURRITESCoAIRS

Advantages of cell bank building: verified environment and equipment, cell bank testing in line with international regulatory standards, viability > 80%
after resuscitation, bank building summary report, delivery of cell bank with specified cell activity and quantity according to customer demand, and
COA report for batch release;

BB >> Virus banking

BETFENTELLYE, HMNERIFFRERSEERS, AWARBEES TR HTNE, LBERE P RAMNIGRE IR 7T
B a5 RS, AR P ERRETR AR, KAZEEM % A, WL R AT BREEIH.

Based on our rich project experience, we provide virus library building services for domestic and foreign customers, and test the production plans of corresponding
viruses to ensure that we provide customers with high-quality products and services from preclinical to clinical trials, reduce early R & D investment for customers,
greatly shorten the R & D cycle, and enable rapid innovation of biotechnology products.

REEE RISSEHE (PVB) . £/FEE (MVB) . TIE&HEE (WVB) o
Virus library: original virus library (PVB), main virus library (MVB), work\ng virus library (WVB);

RESMRIEFSHENR FSAENRFESREMM,

Virus analysis and characterization: virus titer test, virus purity test, virus stability test;

REFERMMAERS  MRFIRIERARNERFE BEFRSEFNLERE N EITEREZFNBREFEHERAR, AEKBRERR
ESTeANED

Virus storage and additional services: supply and storage from preclinical to clinical trials, provide summary reports of virus production, and real-time monitoring and temperature
control ultra-low temperature storage system to meet long-term storage and security access requirements;

E ¥ E >> Strain banking

EREMRS Advantages of strain library building

o ZIIFRYE #XIFIE (C+A) MIgEHE e Verified clean area environment (c + a) and equipment

o ANEBEEAEZMNEERL e Mature database building scheme and database building summary

o BT 20RFEMIVIEELI(CMCCEATCC) e More than 20 kinds of bacteria library building experience (CMCC & ATCC)
o TEFIHNEMLETEIE, f2#COA e Customized strain identification project, providing COA

o ZTUITFEMESMH I RA.-80°C; o Diversified storage conditions: liquid nitrogen, - 80 °C;

15
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HBRIE /RS EE /B TERE (Cell Jvirus/strain bank verification)

&7 >> Cell Bank Verification
SIS E JBEEEIETE >> Virus bank verification

e IO S G e [ RBENERHEEREHBLREE, TURMFAPEDA

SRR3R (Cell identification) @+ m - ICHEZEMERNFSERTE N B FEEEFSHER, RER

4. S Bacteria and fungus inspection) | (1) | + | + | + FREMNENASE, HEEEETT AT P RESENFAEFEITL,
B— ESEF SIEIXE,

SR EHE (Mycobacterium test) G B G B A G B We have abundant experience in virus bank verification, and can provide

virus bank verification services according to Chinese Pharmacopoeia, ICH

SR &S (Mycoplasma test) |+ ]+ + + regulations and other laws and regulations. We can provide scientific and

reasonable test protocols for different types of virus samples from custom-

B ers, and make reasonable sample delivery plans for customers before

Cell morphology observation and | (+) + + + -
blood adsorption test B4 TS MBS 5]
L SRALESHMBLIRBENG
In vitro inoculation culture of B N 4 + N amples include the test items of recombinant engineering virus
different indicator cells
A MRS YIRS BR RIS E EATESMMVBIZMIE (Test items of recombinant engineering virus MVB)
= oS o i i i - + - + +
BEFHE | Invivo Ir:;%%gﬂ%r;qogr?/glsmal and 2EEFFINE (Whole gene sequence determination)
Internal and i"z‘i’?:@ﬁ%@ﬁ B N R 4 + BERERFFINZE (Determination of target gene sequence)
external Retrovirus check
source virus MEEERNRSRE ) +) i i ) AEBERE (Virus titer test)
contamina- Specific virus check . . ion)
tion BN BMEARIAE (Target protein expression
! ) FRMERSNE _ OEEORED) -
inspection Bovine virus check E.HERE  (Bacteria and fungus inspection)
BRIERENE - _ T ;
Porcine-derived virus check ) | () | () SYATEME (Mycobacterium test
E{mﬁ'_@fﬁémé B EEROREE) R FXRIEHZE (Mycoplasma test)
Other specific virus check TS TR R R A
S E (Chromosome check) - (+) | (+) |+ - Cell morphology observation and blood adsorption test
; U WINFELRRR RIS TR
FUBTEHIRE (Tumorigenicity test - |- - In vitro inoculation culture of different indicator cells
BRI E (Oncogenicity test) - +) | =) - - [ ENYIFIRS R (R RE
< A SNRERERTIRE In vivo inoculation of animal and chicken embryos
Internal and WHERHESHE
external source Retrovirus check
= [—] ere . virus contamination v
>> i ; MEFRIERSRE
MEIRTE >> Cell Bank Verification inspection et chock
FREFSNE
Bovine virus check
Porcine-derived virus check
2551 (Category) $51F (Features) O ——
e BRI, BRI, RTINS \ Other specific virus check Y,
Culture Colony morphology, colony color, shape and size, etc
SF il Z N AN ZON B S S SN e a0 :) .
Morphology Cell shape, size, morphology, type offlagellum,Gram sfam ﬁ%ﬁ%ﬁ*ﬁ. >> Viral vector analysis
EIEWR A2 B UEYNE LR BEAET
Physiology and Oxygen tolerance, oxidation or fermentation of carbohy-
Biochemistry drates, pattern of enzymes N
FillL S (RN E NN 1 ¢ bt | DNAIF | BEEARTIEE | SMRER | M5
Inhibitive Bile salt tolerance, antibiotic susceptibility Nk e | DNA sequencing | genome macrorestriction map | coat protein |
miEs ﬁﬁ%filﬁ} ﬁﬁlﬁﬁﬁi - Other special methods
Serology Agglutination reaction, fluorescent antibodies S SEREN | FEEEA RN | BERLE
FEHE ERRERIERL MM SR £RAS Purity check Empty virus test|virus protein content test|virus particle purity
Chemical classification| Fatty acid composition, microbial toxins, whole cell components
AR 1o A SR MRS FRHEERARE NENE | HHETHIE | BRRBE | LLEE
Ecology Microbial sources w Viral genome copy number test | virus particle number |
\ J Potency test infection titer | specific activityv
N . TEEDNATLE | BEXEAAR | BSARR | fifAER | ERIRE |
U RGABIE (Genotype / phylogenetic test ‘
ERR/ASLBIE (Genotype / phylog ) PN < 1o | WS EIE | MARTIRE
ES]] 1 Safety test Host DNA residue test | host protein residue test | BSA residue
33 (Category) HHE (Features) SE test | precursor protein test | sterility test | mycoplasma test |
=R DNA-DNAZZS . G+C.o IEA FE 5. B L E S endotoxin test | exogenous factor test
Genotype DNA-DNA hybridization, G + C, nucleic acid sequences, and digestion maps
BEMS REMDH | FEUNER | ERANREHER
A% 16S rDNA. 18S rDNA . ITS. £ ERE A5 Stability study Stability samp!e retention | virus potency study |
\ System 165 rDNA, 185 rDNA, its, whole genome sequence ) genome stability study )
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A5 B BRYSIE (Virus Clearance Verification)

>> ik >>Antibodies

>>HEHER >>Recombinant proteins

>>ERERTEE >>Gene therapy vectors

SSEH >>Vaccine

>>4RIR T = M >>Cell-based gene therapy products

>> I 7% 1 5 >>Blood products

>>H {theh ¥ 8% AR SRR >>Qther animal fluids/tissues derived products

Rl S S MR 7R 75 ZE (Microbiological Detection Solution)

FE{AIEE >> Mycoplasma test

WARNOHEY, IR EWNEFABASRREXS XM EREBRWAEZRRIF B EEREANSBENY B RRSR
ERBERSRNAREAMIKRET 2R ERXHNE AN R AR A SN E# TN EXEE MR U EZ A,
EEZH FUNZ ., B AL H 75 AR RN,

Mycoplasma, the smallest microorganism, has a high possibility of contamination to cultured cells. This contamination is not easy to detect and
will potentially spread in the laboratory. Mycoplasma contamination makes the experiment conducted with contaminated cell samples
completely meaningless and valueless. Therefore, it is crucial to establish a reliable method for the detection of mycoplasma. We support the
detection of mycoplasmas according to Chinese Pharmacopoeia, United States Pharmacopeia, European Pharmacopoeia and Japanese Pharma-
copoeia.

Vs

TEHILE >> Mycoplasma test

FEREFRAATREARERTENAR. EFRE. B A REMaMEE RN —ME . EH RMaXTRRE X
HEE, (NRATHAREZOREZ G T RERME SR N TFEERE, METURBAREF HR, FRERME, BHS
THEF N EERE SR,

Sterility test is a method used to check the presence of bacteria in medicines, medical instruments, raw materials, excipients, and other
varieties that should be sterile according to relevant pharmacopoeia. If the test article meets the requirements of sterility test, it only

indicates that no microbial contamination is detected in the test article under this test condition. For sterility test, we can provide
multiple customized sterility test options according to the different customer needs and different sample types.

N RMEERNABRENRSE, K5 AR FUETENREE, RITTUSRIE S~ R—X—NEEEMES HER
MR R TR E o

One-to-one customized service: For the cell bank and virus bank with limited test articles, and insoluble or viscous raw materials and excipients, we can
formulate one-to-one direct inoculation method, method suitability test and sterility test for products.

—X—REHILARSS :

RRNBEZTAE. REFFEREY ARRREE, REREHFNHER, BRI URHEEDE LS EZEREHBREEERE %,

Availability of multiple methods: According to customer needs, we can provide membrane filtration method, method suitability test and sterility test for
samples to expand single inspection quantity and improve detection rate.

FEPERGAFTR: RINREORSHFE(RELR) (BN (EEHR)EENINEMER,

Sastifaction with Chinese, American and European Pharmacopoeia: Our services meet the requirements of Chinese Pharmacopoeia, European Pharmacopoeia,
United States Pharmacopoeia and other laws and regulations at home and abroad.

BEBERRE G KRIEZFFP ML, REBMEE AR RE. GMNETENE 5 EEM IR ZMEARS.

Accurate, effective, rapid and compliant: According to the sample types of customers, we can provide more accurate, effective, rapid and compliant protocol and
technical services for sterility test and method suitability test.




- lllli'

FR{ERIE >> Rapid mycoplasma test

S EARRE SR NS AW RN ER, BN E BRI, REFERRN S AN TR BRI E & (30Car-T, TAMF )
it , XM E B TERE B e B SE T 22 1Y, I RIG 75 /A RSk 2 M X B, X LT AR A HL A BB E BB,

ERE R MIASIIE RIANATENE R AT R, BT A%, FHTRONAEF R HZTNERCEERE R R,

The traditional pharmacopeial test method of mycoplasma is highly recognized in the industry. However, with long detection cycle, traditional method cannot meet

the actual demands for drugs with short sample timeliness (e.g. Car-T and stem cell samples). Therefore, the demand for a quick detection method is increasingly
focused, and the compliant application of such a method is extremely urgent.

Users shall screen, confirm or verify the commercial kits of mycoplasma NAT assay and perform sufficient methodological verification for self-developed methods.

A: AR HIRFIE, ZAFRIZRBEP/IPERNIT T RON A EFZRIE, BF 22 T ZRAF N A ERIERS.
Commercial kits will be used after the methodology is thoroughly verified according to EP/JP requirements and the methodology verification report is sent to the customer.
fRRFZR: FRERHTAENERERIE, FRAHRS ENETRNHR.

Solution: Method suitability test is verified before use while the testing study of pharmacopeial methods is conducted to provide data support.

B: MARMIEIMELIRFI=.
Unverified commercial kits are used.
BRFR. REBREIIMNGENER (EPHIPER) #HITFT D HIEFWIE, EARNHIT A ENERMRIE, FRAMEAG AN FTRUAR.

Solution: The methodology is thoroughly verified and method suitability test is verified before use while the testing study of pharmacopeial methods is conducted to provide
data support according to foreign and domestic regulatory requirements (EP or JP).

C: EATREHREHINAINZ RASLYIR, BITHLA %
Mycoplasma reference substances approved by regulatory authorities and self-developed methods will be used.
BRABR. HIRDHEFZRIE, SRARHTHENSHALRIE FRAGHRAEZN TR,

Solution: The methodology is thoroughly verified and method suitability test is verified before use while the testing study of pharmacopeial methods is conducted to provide

T EIRIE >> Quick sterility test

HRNHEROMEE. NMEBER MEBER. A5 AR LERERRRSVEERNFER, RN LUIRERE iR R L E REKD
B75% ARTENEERBIESE BRAERIE. S EERMRB MRS

Considering the short validity period, high price, limited quantity, insolubility, viscosity or the demand for improving detection rate of test articles,
we can provide quick sterility test for different products, including sterility test alternative verification, alternative method verification, method
suitability test and testing services.
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BT

COMPATIBILITY STUDY

BEMEL (Packaging materials) : FREBHNIZL RfEF A2 Storage containers for final products and intermediates

WEEIRIE R A (EBEiRE) (IR BIE A MM, SHISIRIE S M. E0EY88 (RUM)  FUER 5988,
Borosilicate glass ampoules (colorless or brown), borosilicate glass penicillin bottles, soda-lime glass bottles for injection, pen injector (cartridges), pre-filled
syringes.

b

(Glass)

ESTRETIRARK () TESIRE FUER ISR AEEITRARNL (&) TERRE HTRBBIERRL (R1L)
B4 1 TESREZGENALATRABSERRL R TERRE ORREARCERERRZFEHER,

Brominated (chlorinated) butyl rubber stopper for freezing, drying and injection, piston for prefilled syringes, brominated (chlorinated) butyl rubber stopper
(Elastomer) for injection, locally coated brominated (chlorinated) butyl rubber stopper for freezing, drying and injection, polyethylene polyester-aluminum polyethylene
sealing gasket for oral solution.

IFRIEEHEY) (COO) . ZBHFFAR R EYRRRFRRER. ARFAFE ARAFR ZERFARE BRRBHRE.

HX O =t e I N
xna REEAER HRARTERCKRENR BBERZHELRERT.
(Polymer) Cyclic olefin copolymer (COC) bottle, three-layer co-extrusion infusion bag, vertical polypropylene infusion bag, cell cryopreservation tube, cell cryopreser

vation bag,Multi layer co extrusion infusion bags, polypropylene infusion bags, aluminum-plastic composite film bags, medical low-density polyethylene plastic
bags, low-density polyethylene medical eye drops.

T Z4A 1 (Process com ponents) . Er= B HEEARAIMEL Materials exposed in the production process

f=a 316LRFMEE. 316LRFMBIA. 316LRFIIT IR, 3L6LRFIRLEH X,
(Non-polymer) 316L stainless steel pipe, 316L stainless steel tank, 316L stainless steel filter shell, 316L stainless steel filling needle.

TR E GERRERNE ERES  BOACKREN RS (ESREHE R ORI E. RRIUE

HX A p N NN
E = B PES/PPIFLITEIER. FREL RIS T
(Polymer) Platinum vulcanized silicone tube, silicone hose for filling, silicone gasket, polytetrafluoroethylene sealing gasket, silicone rubber sealing gasket,

silicone O-ring, polyethersulfone filter element, PES/PP microporous folded filter element, sterilization filter element.

, —RMERAZERBR — R ERER. — R ERER MR ATEERFMR. —RIERHR — R EY R T
{ _RMEERS | S —REEETRES,

(Disposable system) Disposable multilayer co-extrusion bag, disposable liquid storage bag, disposable plastic blood bag, AT sterile cryopreservation bottle,
disposable stirring bag, disposable biological reaction bag and disposable sterile sampling bag.

S

4847583 AL (Dosing apparatus) « SEFRERE 2 ARAIAAEL Materials contacted during actual use

=

4 . s . s S EA N N - s 2\
—REEREET R RERT RN EAEER AR R EAHKEE AEERA—AMERLT |
3 e N S 4 B
x5 EEHI%. —RM BN AR R S Mt
(Injection) Disposable precision filter infusion set with needle, disposable portable infusion pump, disposable venous indwelling needle, retraction self
destruction disposable sterile syringe, disposable implantable drug delivery device special needle.
—RMEEREE SRR () (PVC.TPU.TPEEMR) . BFiER. —AMEERBEISES. —REE
§iiE R R RS, — R A RS
(Infusion) Disposable precision filter infusion set (with needle) (PVC, TPU, TPE and other materials), electronic infusion pump, disposable infusion catheter
bag, disposable patch infusion set with infusion, and disposable pressure infusion set.
ZINBIEENFOERKSE. —REFERMNRER. — R FERRY S (Fi) R EERLRRES (BB
H it ) —RIEERRERALE,
(Other) Central venous catheter intubated through the periphery, disposable fluid replenishment pipeline, disposable dispenser (with needle),
disposable blood collector (transfer bag), and disposable endoscopic drug delivery tube.
A J

%

19 .. , N )



BIMERR

SEALING STUDY

i 7E 14 75 7% (Deterministic method)

B TRGE >> vacuum attenuation method

FRIFEEENE 5%, BFRNNME SRS EPIR. £
BYIRITHNHSEN~REEATT, TR TFEEM=GX
B B TR KT LU T BRI

Anon-destructive quantitative measurement method for detecting leakage in rigid or
flexible packaging. It can be used for leakage detection in the gas area of the packaging
head space or below the filling level of the product under the permission of properly
designed test parameters and product properties.

FEHNTIRE >> Pressure attenuation method
BT mns R asdt R ESNE 5%, BF N

Aquantitative measurement method for detecting leakage in rigid or flexible packaging,
used for integrity detection of the gas headspace area of the test sample.

= EMERIE >> High pressure discharge method

M 25 Al B AR F SR A T iR . BB RBUER. IR
THHONFML, SR T RIEL . BRI R R RS R
AAETELAS T,

Detect the current through the medicine and package to judge the leakage. It has
the advantages of high sensitivity, good stability and non-destructive testing. It is
suitable for commercial online testing of glass ampoules, plastic ampoules, infusion
soft bags and other products.

1735 S /I8IEBRS3 (Site directed / validated services)

va \WEIPU

B4 75 3% (Probabilistic method)

MEMRNIE >> Microbial invasion method
SR EYI AR — R IR M E M 2 75 3%, B T HI B

IRIX

FMBEFHR.

The submerged microbial challenge method is a destructive qualitative measurement method
that can be used to determine leakage in rigid or flexible packaging.

K 787% >> Bubble method
BTFSARRIINE 2 —FER SN EENES % BTRNIMEMNESE
TR SAR RIS R M B,

Underwater bubble leak detection test is a destructive qualitative measurement method used
to detect and locate rigid or flexible packaging materials containing headspace gas.

BIFEE (@7}(5*) >> Liquid migration (aqueous colour method)
METEMRREENA G EZZRFENERZREETEREN
TERTRARE AR, TEMER  @HEMNEKE.

The liquid test method mainly investigated by Weipu is to submerge the sample to be tested

in a tracer element solution formulation in a vacuum chamber, "which is mainly divided into"
the oil-color method and the water-color method.

>> AEMEEHERR, SHMFRMEN AR ZAET, RLNEMR2ET £ 4%,

Packaging material sealing studies, differing from other research areas in that the final foot drop point is at the plant line.

H2020FE FHECDENFHAFRIERBMENERESE, HMNETWRELMEFNRITAR LN, KSBEARREE
PEEFLZEROBHEEZISENHEFZRIE, MPRIEBERANEFEZ EFARRHN—F . ESHINEBERITR T
EMELRENAZFRIENE, SRR RERAMM. KRR BFSEH, MBER KM ERARB W HLRS NHRIE, A
&P IR RS .

Since the CDE requirement for sensitivity in method validation increased in the second half of 2020, we found based on a statistical study of a large number
of refill cases that most of the reasons for the refill focused on the lack of methodological validation of sealing online equipment on the manufacturing line,
and on-site validation has become an integral loop on the manufacturing line. To date we have successfully completed several methodological validation
projects of online devices with package types covering ampoules, infusion bags, BFS, etc., to assist customers in compliance with regulations to conduct
commercial retinoscopy versus field validation for the smooth transformation of customer products to escort.

HEREE

Program development

BERUT

Whole mount travel

MipFsE

On site pre experiments

HiERHE

Data calibration

FRIRATRIE

Cycle assurance
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ZRAREE 2N

MEDICINAL RAW AND AUXILIARY
MATERIALS

B AELeRmREAN AEH e — ke

EiEtrliRSS, s/ EE R B S E L, RE M,

RUNZ 8 BARLA R/ HE, B AHI BRI = mE I
mE iz,

Our full inspection study team of pharmaceutical excipients can
provide excellent one-stop inspections for pharmaceutical
excipients with a complete set of indicators, with its inspection
range covering Chinese Pharmacopoeia, United States Pharma-
copoeia, European Pharmacopoeia, Japanese Pharmacopoeia,
etc., facilitating the compliance of pharmaceutical companies
with drug regulations and accelerating the commercialization of
drug products.

PR 53 7= & (Service products)

ERR R MRS | BAUIREHIIRELER AL, S| LT, B SL5A. L. IRBR IS,
Acids, bases and inorganic salts: conventional excipients such as diluted hydrochloric acid and sulfuric
acid; sodium hydroxide, sodium bicarbonate; sodium chloride, calcium carbonate, etc.

Ik RS RK: KRFWIE. 2405

Purified water and water for injection: water system verification and full inspection.

ROFE: MRIIFERT I AHERE,;

Macromolecules: such as polysorbates, cellulose, etc.

INDFEE AT FE. 282 —RETNERN R ERRZAE,;
Micromolecules: such as ethyl acetate, ethanol, dimethyl sulfoxide and other excipients and chemical
drug substance, etc.

Hith: NREE. 8 ES5RRAENNES;

Others: such as methoxy, ethoxy and hydroxypropoxy, etc.

IREEE . A, B, TE, T, pHIE, B, BSXK, TOCE
Physical constants: melting point, condensation point, optical rotation, refraction, pH value, viscosity,
conductivity, TOC, etc.

N BE, BEE, &, NE, Lk RER, BES

Characterization: color, clarity, crystallization, particle size, specific surface area, density, etc.

PREICES: S, MBREE, BXEh, BEh, B R, thdh, TIRKE, RIVRE, KDE
Limit inspection: chloride, sulfate, iron salt, ammonium salt, heavy metals, arsenic salt, weight loss on
drying, residues on ignition, moisture, etc.

gk 078, BRSERLF

Mass spectrometry: molecular weight, genotoxic impurities, etc.

FEIEIE: LTHh, BRI, DO, RFIRU, MRS

Spectrum:infrared, ultraviolet, fluorescence, atomic absorption, nuclear magnetic resonance, etc.

‘gL 8 EEE) , ARV, BHRE, £5F

Chromatography: content (including titration), related substances, solvent residues, identity, etc.



-

HEYIPRE >> Microbial limit detection
o BT M LT ENRAE R

Refers to the total number of microorganisms living on the product
s BEFEELN. . SERSRESH R

Including the total number of aerobic bacteria, the total number of molds
and yeasts, and the control bacteria; Protease residue

p
& >> Sterility

o Ff = mELLE, EE

Judge whether the product is sterile and qualitative
EERTNTETEREEANME, RZFRTZICE
SUTRREMENTR

If the sample complies with the provisions of sterility test method, it
indicates that the sample has not been contaminated by microorganisms
under the test conditions

v= WEIPU

T

MICROBIOGICAL DETECTION

MEEYME/ZIEAMARMEARNEE, EREEHER
B R ISRKROMEDCNRRE, BEEXAEERNE
BEMBLOOOMMEYERE, UBF &M BE EENE L
BRSS, HRAEEFANIE TR, MR PIRGEHE KRR
73 =R, A mIRF L LR EE NRE2021F128, #iE
MEMRBEIRFRE “ DETRRMEMERESTRAIL", K
BEFRBSL-2, IEBRES  £F502202100175,

We have built a talent team with abundant experiences and expertise in
microbiological testing. We have owned relevant large-scale precision
instruments and equipment and microbiology laboratories covering
over 1,000 ni We are striving to satisfying the project needs of different
customers with scientific, compliant, accurate and intelligent professional
services and providing overall solutions and strategies for drug R&D and
declaration, so as to ensure the smooth launch of products. The business
scope includes preparations and their raw materials and excipients,
packaging materials and intermediates. On December 30, 2021, our
microbiology laboratory successfully obtained the Registration Certificate
of Shanghai Pathogenic Microbiology Laboratory, with laboratory grade
BSL-2 and certificate number: BZ No. 0220210017.

e N

MEF A 2= >> Bacterial endotoxin

o B RIEEMMTERTEABSHMER, BT ARM—M
A substance that can cause an abnormal rise in the body temperature of
a constant temperature animal, belonging to a pyrogen

° FERIAMEIETEAN, A RMAS M

The toxicity of Gram-negative bacteria was only shown when they died and
autolysed

- ~
IME 3 H >> Bacteriostatic potency

o AYEETEBRDHMENN
The drug itself does not have sufficient antibacterial efficacy

o AMEHNIEFGE, BEHEGDRBEMMILEAYMERN
MEYSRMNETE

After adding appropriate bacteriostatic agent, determine whether it can
effectively prevent microbial contamination and propagation in the drug

22
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LS 5, Y

N Il

yERIZ 1]
REGULATORY CONSULTATION

HEEMEBRS T ETHNARRHREINEB.GMPEMZBEFL W EBRS, EEFENTNELE, FELETREMBRER, AREER
MM EITREFRENG, THOEREEBIINERER, PHEFINEHHHEE.

The Weipu's regulation consulting service focuses on providing professional consulting services such as registration consulting and GMP compliance consulting for
drugs. With rich project experience, Weipu accurately grasps the key points of each stage of the product, is familiar with the review process and decision-making
mechanism of the regulatory authorities, fully understands the specific requirements of the regulatory authorities, and helps customers accelerate the marketization
process.

ElP3EM >> Domestic registration
o BIHAIRKIAILEHE

Application for clinical trial of innovative drugs

o BURZ EHIFRIRIER TG4

Application for marketing license of innovative drugs and post marketing maintenance

o AHZA EHFERIFER EHELER

Application for marketing license of generic drugs and post marketing maintenance
o FERZAEIL

APl registration
o ZRMWMHMEGEMEID

Registration of pharmaceutical excipients and drug packaging materials

. . f EIFR;EM >> International registration
[=] &
2 on B E 7T 2% W ARt o HIFIRHER
Registration of drugs and medical devices European registration of drug products

o RREECEP/COSHIE
EU CEP / COS application

o FREBASMF/EDMFCHHIE
EU ASMF / edmf document preparation

o EEINDHIEF
US IND application

o XEINDAHIE
US NDA application

o XE[EADNAHIE
American ADNA application
o XEDMFXHHIfE
US DMF document production

e FDAT[ M. HIMESNDCHIE
FDA factory registration, self certification and NDC application

FBEGMP >> China GMP

o FEHFARGMPIAIE

New GMP certification in China
o GMPE=7HHIt

GMP third party audit

® GMPIZFZEIT3ZHF
GMP remote audit support

b, 230 2 EMBE
G M Pﬁ'*ﬂ'glﬁl o MERKRKREEREREZNT

Regulatory conformity with R&D test quality management

GMP compliance consulting

EPRGMP >> International GMP
o KEAGMPEI
EU GMP consultation
o XEFDAINIEZE
FDA certification consultation
e WHOIAEZ 8

WHO certification consultation

23



SFLSIERE R 3

COMPLIANCE VERIFICATION SOLUTION

FEEFENCGMPERERSZLN, T HBHRARR, UK ™ B EENEIER
NEBREE. &S FENMPA EEFDARIBREEEMAZFINIEER, AT KEAE IR
HEERA SN EERNEIESIRS

With rich GMP laboratory service experience, professional and excellent technical team, and
strict calibration and verification of instruments. In combination with the certification require-

ments of China nmpa, US FDA and EU EMA, we provide high-quality and cost-effective verifica-
tion consulting services for pharmaceutical enterprises.

X4kl >>

Document preparation

URS, VMP/VP, RA, SOPZ£

HENRREIE >>

Computer system verification

SRR B R I0IE

Hardware verification of gas phase and liquid
phase clusters

HifgK >>
Consulting

EBLDT, RREILF

Gap analysis and system establishment

| E=PE
SERVICE PROCESS

THREFHR,
EEERRRRK
Understand customer

demand and fill in
customer demand form

RIES S
M7
Implement on site

according to the scheme

Qn Qn ~

R FILHEHIA >>

Equipment and facilities confirmation
EEX, RIERIGES

Clean area, temperature control equipment, etc
S—FATIAY

BILIE >>

Transport verification
WIAREEGRTZELVHE

Confirm the best packaging process and operation
method

S
et
XH/BE

Prepare documents / plans

RITTER
HERS

Complete implementation
and issue reports

%

BRI
X/ HER(ER)

Review and approve
documents / plans (customer)

A

BRI

RE (EP)

Review and approve
reports (by customers)

= WEIPU
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O 4 FEEE
e OUR FUTURE

Hal, el S A RREEE, EATIEETI NEZ LR,
KK, BRINBHREFHERBZ 0, 5T REZUMNEETF, HEWMEBERIITHRLEN, DEHRHS
MM EEXNER, HAMERIFNF L ESEREERES NE,

At present, the tide of scientific and technological innovation and industrial upgrading is rising one after another, and the
pharmaceutical industry has entered the golden development period.

In the future, we will continue to embrace the profound changes in the domestic and foreign markets, welcome the arrival of new
drug R & D models, and continue to contribute our own strength to the construction of a good industrial ecosystem with a sincere
heart and hand in hand with the vast number of pharmaceutical innovation forces.

{& ip B

ANENE BEREHRN EVIIYV:N
BERRZBIFM ERR A Ik ROAFRE

Protect human life and health

Trustworthy pharmaceutical
R & D partner

Go all out and live up to
your expectations



vm \WE|PU

MEEVMEALRERS TR

SERVICE LAYOUT OF WEIPU BIOMEDICAL LABORATORY

S8 bEmmEKEHE135595#

Headquarters: Building 9, No. 135, Guowei Road, Yangpu District, Shanghai

EYMELGZEUMRRFL: EBHEUSHERAS I EXEFREISISHKI-3E

Baoshan Biomedical Research Center: 1-3 / F, building 3, No. 69 Yuanfeng Road, Baoshan District, Shanghai

ErsstiAsRL: EEShELEiEA X EFR6ISISH2IE

Medical Device Research Center: 2nd floor, building 3, No. 69, Yuanfeng Road, Baoshan District, Shanghai

ARG EEhmEXEGR135S115#4-5F

Impurity Research Center: floor 4-5, building 11, No. 135, Guowei Road, Yangpu District, Shanghai

EYRremRHRL: FMNITIWEXFRKESSSB3H2E

Biosafety Research Center: 2nd floor, building B3, No. 88 Dongchang Road, Suzhou Industrial Park

IEEREFZT ARG TN Tk X 37 7388 S 5 Y eI BEE 1 110 [fF R /5]

Clinical Research Center: room 1110, Tower B, Tengfei Innovation Park, No. 388 Xinping street, Suzhou Industrial Park

HFCMCHZTAD: TN Tk EXFIAERAS [HER 1]

Pharmaceutical CMC Research Center: No. 4, Lida Road, Suzhou Industrial Park

(&) 400-700-8638
@ yiyao-marketing@weipugroup.com

@® www.weipuyiyao.com



B EYEL A KSR ERSS

Weipu Biomedical R & D andLaboratory Services
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