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Laboratory Overview

1
Laboratory Overview o

ABOUT AIVD

o2
C Profil O In Vitro Diagnostic Raw Materials
ompany Profile Production Workshop

o=
Shenzhen Aivd Biotechnology Co., LTD., ISO 13485 and ISO 9001 certified;

In Vitro Diagnostic ©
a China high-tech enterprise specialized in supplying one-stop service such Test Kits R&D Lab

raw material development, reagent development, system establishment, auxi

iary registration, production team building for medical institutions, ICL and'l

companies.

AIVD owns a professional R&D team, quality system and registration team; e

Q<
well as a well-equipped diagnostic raw material R&D center, diagnost © In Vitro Diagnostic Test Kits
. . " GMP Worksh
reagent R&D center, production center and quality center, can provid s

one-stop professional service for our customers, help our customers to quic

produce products, shorten the product launch cycle, and rapidly obtain't
investment return. Company Advantages

1SO 9001
Professional R&D 1ISO 13485

2000 m? Standard ! Team Perfect Quality
GMP Workshop Led by 5 PhDs Management
Senior Industry System
Experts 1SO 9001

Professional B

3000 m? R&D lab,

complete e S
biochemical and egistration Team

immuno-molecular Years of Experience

diagno?tic product in Iﬁ:gies::;t:lon Production License
ines

Class Il, Class lll In
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SERVICE ITEMS

Shenzhen Aivd Biotechnology Co., LTD.

SERVICE ITEMS

1.Services List
(1) Project Review

Patent Review

Patent Review
Clinical Review
Technical Review
Regulatory Review

Market Review

www.aivdbiotech. com

(2) Custom Development of Proteins - Multiple active protein development
platforms and technologies to meet the needs of different diagnostic reagents for

core raw materials

Recombinant Antigen R&D Platform

a. E.coli Expression Platform

b. Pichia Pastoris/Saccharomyces Cerevisiae Expression

c. Insect Baculovirus Expression

d. Mammalian Cell Expression

Antibody R&D and Preparation Platform

a. Conventional Antibody Production
b. Nanobody Production

c. Phage & Yeast Display Technology

d. Antibody Affinity Maturation

(3) Custom Development of Test Kits - 8 Reagent Development Platforms

Custom Developable Test Kits Platforms

a. Colloidal gold chromatography platform

b. Fluorescence chromatography platform

c. Chemiluminescence platform

d. Enzyme immunoassay platform

e. Specific protein platform
f. Biochemical platform
g. gPCR platform

h. Thermostatic amplification platform

Technical Training

a. Production training
b. Process training
c. Management system training

d. Workshop design consultation




® (4) Production Verification

Production Verification

a. Sample, small batch production

b. Performance testing and validation

c. Intermediate test

d. Stability assessment

e. Process optimization

® (5) Global Quality Management System [ (6) Global Registration

Global Quality Management System

Global Registration

Service content

a. Relevant laws and regulations collection and
application counseling services

GMP YY/T0287 NMPA
QSR820 FDA
1ISO13485 CE
MDSAP MHLW
CAPA

Service content

. Classification definition application

. Innovative product application

b. Quality management system establishment
training services

. Registration scheme design

. Technical requirements preparation

c. Infrastructure, working environment and

equipment configuration coaching services

. Product testing agent

Research data preparation

d. Personnel requirements training services

. Format document arrangement

e. Quality management system document

preparation coaching services

f. Quality management system operation

diagnosis and counseling services

g. Registered quality management system
verification simulation and rectification counsel-

ing services, etc.

S| ™o a0 || o

. Technical review communication

® (7) Clinical Trials ® (8) Supply Chain Management and Mass

Production

Clinical Trials Supply Chain Management and Mass Production

a. Clinical protocol design a. Global sourcing

b. Ethical data preparation b. Supplier recommendation

c. Experimental data management c. Diagnostic raw materials production

d. Medical report preparation d. Diagnostic test kits production

e. Clinical evaluation/monitoring e. OEM production

f. Scale up production

g. Warehouse management
h. Cold chain distribution

® (9) Circulation Sales ® (10) Registrant System
Raw material development—test kit development—
technology transfer—registration declaration—

Circulation Sales commissioned production

a. Global sales Time to obtain registration certificate reduced > 1 year

b. Matching distributor resources Cost investment reduced by 50%

c. Auxiliary marketing Technical support by professional staff

d. After-sales technical support Antigen development cycle 1-2 months

Antibody development cycle 4-6 months

IVD test kit development cycle 3-4 months

2. CDMO Service Process

CDMO Service Flow Chart

e | —— Quality management
raw materials [ Test kit small g system G
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" |
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for testing

S
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[l verification Registration test/clinical
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luorescence chromatography test kits
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Medical Devices Registration

3. Core Business

———————————————————————————————————————————— \ Pre-communication of requirements

Custom development Custom development Medical device Registrant
of proteins of test kits registration system

Sign service Appoint registration specialist

contract to hold kick-off meeting

to clarify product information

\ T | E——————— R R IE————— 0 ] ]
Product commissioning Determine whether Data collection
for testing clinical trials (registration data list)
; 1 1 1
Custom development of proteins : ' '
Clinical trials Technical data preparation

Track product testing I

Development Experiment Schedule Cycle Time Experiment Content '

Process

Preparation of clinical protocols
Screening clinical sites

1.Immunogen

preparation Preparation of immunogens 4-5 weeks Gene synthesis and expression purification .
Obtain test reports Clinical reports
Phase I: Immunization 6-8 weeks Protein immunity or DNA immunity, cellular immunity
Phase Il : Cell fusion and screening 3-4 weeks Electrofusion, ELISA screening and retesting ] o ] . X
] Registrationinformation Registration
2-A”t'b°‘,’y ) . collation declarations
preparation Phase Ill: Subclonal screening and AR wEES Subclone screening, performance verification

performance validation

Phase IV: Delivery of recombinant Hybridoma sequencing, paired antibody preparation, Obtain registration Administrative approval
o 3-4 weeks
antibodies 3-5 mg each

Registrant System

Custom development of test kits

Raw Materials Test Kits Deve Technology
BavelersEr: Development lopment Transfer
P Cycle Time Experiment Content : :
Process Cycle time Cycle time Cycle time
. 1-2 months, able to produce 3 batches

T T T Antigens 1-2 months ===y Z 3-4 months FE T o of testkits independently and pass ~ ~ — ~ — © N
| quality control

Primary sieving of P : " [

raw mayterials 9 1-2 weeks Preliminary screening of raw materials | 1. Antigens: 1-2 months to complete gene synthesis 1. Complete proteins screening in the
| and expression purification first month

’
L
|

| | 1. Complete proteins screening in the
first month | I
2. The 2nd-3rd month: determine the |
|

|

|
I |
I i

|
|
|
|
2. The 2nd-3rd month: determine the |
|
|
|
|

|
|
|
|
|
| 3. The fourth month: product
|
\

|
|
|
|
. X . o . ol Antibodies: [ process and performance verification process and performance verification
Determination of encapsulation concentration, determination of encapsulation system, : g ; Iénrl?:gm,zatlon n the first 1-2 tmhor;thhsd " [ e : : 3. ;I_'h(_e fotyrth mgnth: prctsduct
.. . . . . e . . . €ell Tusion and screening In the third mon
= B optimization and determination of labeling conditions, and determination of treatment solution R s e ol T : LA G e Al LM e s
rocess and reaction i i i i i i iluti i i i verification in the 4th to th month ~~ ~_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ N L __ -
System optimization 6-8 weeks formglathn, determm_atlo_n of reaction §ystem (determ_lnatlon of dilution ratio, determination of : (&) Hybridoma sequencing and paired antibody |
reaction time, determination of screening and adaptation of consumables, etc. | Preparation in the sixth month !
N o /J
Small sample validation 1 week Verification of the performance of small samples Commls§loned D E— Reglstra_tlon
Production Declaration
Intermediate test . . . Cydle fi Cyle i
Thermal stability assessment 1 week Produce 3 batches of intermediate tests and conduct thermal stability assessment ycle time ycle time
Depending on production output, - i
;1 nor‘vjp_al ridrgductri)on CL;clle10-u1§u L — - == h?ﬁ%’fgjg?{f’g&g‘g?g on -
A —aq a q working days
Sample acceptance and i weals Sending samples to customers, acceptance,reagent optimization according to customer
optimization feedback

1. Provide production area

: - 1. Full set of technical information transfer
2. Provide samples required for

\ [
| |

| ! |
| |

| |
‘ | ! |
| registration | | 2. Production training |
I 3. Deliver the products before the date | : 2 g;(;(t:;snsttrraaim:]rgg |
specified in the contract 5. Workshop design consultation !
: 4. Respond to the system assessment ! ‘ ’ |
of the Drug Administration | ! |
I 5. Post-marketing sampling inspection | ! |
| by the Municipal Bureau and | \
| unannounced inspection by the
National Bureau |
I 6. Batch records, quality inspection |
| and sample retention after production |
\




4. Featured Services

LDTs (Lab Development Tests)
Service Flow Chart

New Approach

New Ideas P i i
roduct Proteins Test Kits (
New Targets Development Development

Hospitals

Research Institutes
Clinical Verification
ICL L
Registrant System
Fortune Hospital Inside i Technical Information
Sales e Provided
Patents Commissioned

Production
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Team Advantages

PARTNERS

Com;h Diagnostic
Technology Raw Materials
Lea(iy R&D Director

\
I
I
I
:
I

Professor, PhD Tutor | Ph.D., senior expert with over 30 years of
I
I
I
I
I
I
I
]

Senior Investigator at the National experience in recombinant protein and

Institutes of Health antibody development

=

Diagnostic
Test Kits R&D
Director

Registration
Director

16 years in the industry, 6 years in medical
Bayreuth, Germany, 12 years in diagnostic device companies + 10 years in certification
reagent R&D consulting.

Coaching on the preparation of technical

\
I
I
I
I
I
Ph.D., graduated from University of :
I
I
I
I
I
I
I
!

documents for various products.
Cumulative service of more than 200 clients
for mainstream system construction.

Covering most medical device categories.
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In Vitro Diagnostic Reagents
CDMO Service Provider

In Vitro Diagnostic Reagents CDMO/CRO Service Provider

Shenzhen Aivd Biotechnology Co. , LTD.

Address: C501, Building B5, China Merchants Guangming
Science Park, #3009 Guanguang Road, Guangming District,
Shenzhen, China

Tel: +86 0755-26165742

Email: info@aivdbiotech.com

Website: en.aivdbiotech.com

Shenzhen Aivd Biotechnology Co., LTD.




