Tofflon

Tofflon Group
Introduction

Partner of Bio-Support

2024-05-15

Expertise in Biopharmaceutical




- CONTENTS

1. Vision and Strategy

2. History and Organization
3. Product Innovation

4. Global Markets

5. Advanced Manufacturing

6. Next Development

Tofflon



ad ..’1.
é i .
CITIRINED =3 : ,
' "ilvu--uxumru. | e —

AL CAN NEALTH |
FIZIlIzzOL




Tofflon Innovations

Tofflon

Drug Innovation

SmaII Molecule Large Molecule _ Organic Regeneratlon

Drug Manufacturing

Generics Large-Scale Mfg Biotech Flexible Mfg CGT Personalized Mfg
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Tofflon Vision Tofflon

(M+E+C)A

M: Machinery, Device E: Engineering C. Consumables Al: Digitalization

Smart Pharma Factory Builder




Tofflon Strategy Tofflon

Solution Global Digital
Provider Tofflon Tofflon







Tofflon Growth History Tofflon

Smart Pharma

Advanced Drug  Factory Builder

Freeze Drying Manufacturing

Freeze Dryer System R
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Key Business Data Tofflon

+30 Years 50 Countries +2800 +5000 Global JV and
Expertise & Regions customers Employees Tech Partners USD 800M
Installations Worldwide Kyowac (Japan) ~ (RMB 5.6B)
Top (Japan) Sales Revenue
Airex (Japan) (2023)
Itema (Italy)

Praxair (USA)



Tofflon Global Joint Ventures and Technical Partners Tofflon

Freeze Dryer KYOWAC
LN, Refrigeration Freeze Dryer 7Z2ZZ PRAXAIR

Auto Solution Preparation Systems S TORPSUSTEM

Barrier Systems ATres

Fill-Finish Equipment and Line terma



Tofflon
Engineering

Tofflon Business Units

Tofflon

Toftion DP/DPP

Bio

Tofflon Sterile
! Tofflon

Packaging

Tofflon Solid

Tofflon

Tofflon
Joy

Food
Engineering






Application: Clinical Study Service Tofflon

Tofflon Labs “Process Engineer” Value Applications
“Drug Smell” (“Process Knowledge + Equipment  * Lyo Tablet
 Injectable Lab Knowledge”) » Dual-Chamber Syringes
« Bio Lab * Process Scale-up * Microsphere
« CGT Lab * Process Optimization * Liposome
« OSD Lab » Process Transfer * Nano Emulsion
* Process Validation * Micelle
) « PAT

DOE

-
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Joint R&D Hot Applications Tofflon
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Dual-Chamber Syringe :
Auto Injector Freeze Dried Ball Lyo Tablet
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Soft Mist Inhaler Oral Thin Film (OTF) Transdermal Patch
RERAFY e B2
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Joint R&D Hot Applications Tofflon

a s nINACTIE
Liposome Mi-c‘:-elle Radioactive Drug Adeno-Associated Virus (AAV)
SRR B BT BHEXRE

mRNA Exosomes Oncolytic Virus Synthetic Biology
I BRI SREY)
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Compounding

Application: Advanced Injectables

Tofflon Innovations for Advanced
Injecabels and Complex Injectables

Filling Lyophilization Inspection & Detection
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Packaging

Tofflon




Application: Advanced Injectables

KUFill —= Advanced Injectables Manufacturing

-cGMP Compliance

- Modular Building Interfaces

- Automation and Isolation

- Systems Integration

- Flexible and Modular Equipment

- Expandable Factory

- More New Technologies

- Integrated Project Management

- Strong Technical Support and
Service
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Lonza GZB DP Line

Tofflon

~ No.  Filling & Lyophilizer  Num.
1 Vial Washer 1
2 Depyrogenation Tunnel 1
3 Filling and Stoppering 1
4 Capper for Vials 1
S Isolator + ORABS System 1
6 oRABs for Capping 1
7 SCADA HMI 1
8 Lyophilizer (10m?) 1
9 CIP Skid for LYO (2x3m?) 1
Auto Loading & Unloading System 1
(RBR)
1 AHU& EHU-01 for Filling 1
12 AHU& EHU-02 for ALUL (RBR) 1
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Jofflon
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Application: Biotech and Biopharma Tofflon

Tofflon Innovation for Biotech and Biopharma
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Application: Biotech and Biopharma Tofflon

mADs
« SUS/SS Bioreactor
« Media/Buffer Preparation and Holding

™. T
* SER: S000UFHSREY R AR a

- EiE: BFeRENGES T ENMAENIENREHE

« Purification & Separation

« BeiGene, Henlius

* Wuxi Biologics, Cheerland
 Hualan, Suncandia

* Lonza, Stelis
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Bio Consumables
(Bags/Media/Resin/Filter Membrane)
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Application: Vaccine

Tofflon

Covid-19 Vaccine Production
Lines

* Inactivated Vaccine

« Adnovirus Vector Vaccine

* Recombinant Protein Vaccine
«  mMRNA Vaccine

DS (Upstream), DS (Downstream),
DP (Primary Packaging and
Secondary Packaging)

China, France, Korea, India,

Vietnam, Argentina, Morocco,

Uzbekistan, etc.

23



Inactivated COVID-19 Vaccine Project

Tofflon

Customer: CNBG, China
Project: Phase One

Tofflon’s Scope

® Total 104 tanks for media and
buffer preparation and storage

® Stainless steel bioreactors

® Virus inoculation isolator

® QC isolator

® Chromatography system

®

Ultrafiltration system
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Inactivated COVID-19 Vaccine Project

Customer: CNBG, China

Project: Phase Two
Coronavirus Vaccine (8 Lines)

Tofflon’s Scope:

® 8-1000L*2 Bioreactor storage tanks

® 8-1200L Virus harvest tanks

@® 8-1200L Virus inactivation tanks

® 8-1200L*2 storage tanks for liquid to be tested
® 2-1200L and 600L concentration storage tanks
® 2 sets of double-tank CIP

® 1000L*7 media preparation tanks

25



Application: CGT

Tofflon
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MiniKUFill Programmable Manual Auto LN2 Small-Volume
Auto Cell Filling System Cooler LN2 Jar Storage System Auto LN2 Storage System
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Application:

Sichuan University New Drug R&D
and Manufacturing Platform

T-Cell Production Line

CAR-T Production Line

Cellular Vaccine Production Line
Lentiviral Vector Production Line
LNP Production Line

MRNA Production Line

CGT

Tofflon




Tofflon Bio Modular Factory
(Oncology/Insulin/Vaccines/mAbs/CGT) TOfro”

DS DP

Equipment & System Equipment & System Modular Facility

(DS & DP Facility)

Length: 13,35-16 m (44-53) Height: 3,8-4,2 m (12-14')

Width: 4,45 m (14’ 8") Weight: 15-35 tons

Area: ~ 60 m2 (650 F2)

28



Tofflon Service Scope of Tofflon Bio Modular Factory Tofflon

' Start 50% time saving > Completion %

l[l ,

\\T’

Offsite (Inhouse)
Fabrication
1. Steel Structure 1. Land Transport: L O”'S'te. cvil 1. Process equipment
Module construction .
5. Steel Struct concave heart flatbed 5 The module is debugging
N SIEERSIEEHIIE : 2. Commissioning of

2. Elect hanical LIS secondarily connected
| . t ||ei- S 2. Shipping: frame 3. Fa ade)c/:onstruction public works equipment
nstallation - rag 3. Linkage debugging

. cabins, bulk carriers
3. Equipment oo Szl 4. Verify the documents

Installation 3. Warehousing and management, qualit
e transportation team g » quatity
4. Commissioning and management, cost

FAT and Prequalification management

Concept Design Transportation Onsite Construction Handover

1. BIM Design
2. Construction

1. PFD/URS
2. Regulation, Risk
Analysis, Feasibility

Drawing

3. Fabrication Drawing
4. Evaluation Report
5. Estimated Cost

Study
3. Proposal Analysis
4. Project Budget
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Tofflon’s Modular Factory: Added Innovations and Values TOffIOﬂ

Besides general modular facility advantages, Tofflon’s Modular Factory Solution is developing the
following added innovations and values to better solve many practical needs and challenges:

v' One-Stop Service: minimize complex interfaces of many suppliers and sub-contractors
« Tofflon can One-Source Supply Modular Facility and Engineering, DS Equipment (Hybrid System: SUS & SS), DP
and DPP Equipment (Fill-Finish) and Clean Utility (Cleanroom, HVAC, Water System and Distribution System, etc)
from Ato Z.

v Key equipment pre-assembled, pre-engineered and pre-tested will be integrated into modular

unit to further secure on-site quality, timeline and cost
« Customized developed DS stainless steel equipment (for example media and buffer skid and pipeworks) for cross
modular units
« Customized developed DP equipment (for example isolated filling line and freeze dryers) for cross modular units

v' Strengthened Technical Support for Start-Up Biotech Customers
 Process Support (mAbs, vaccine, biosimilars and CGT)
*  Pre-qualification documentation support in compliance with international GMP regulation
« Technical training and PQ support to develop local biotech talents
« Bio Consumable Strategic Supply Agreement
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50 Countries and Regions Installations Since 2004
offion
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Our Typical Customers in Each Niche Market

Small Molecule

Large Molecule

Tofflon

Cell/Gene Therapy

Brand Drugs

AstraZeneca
AmbioPharm, Inc. m M *'J &
fordozpharma ox(’,;T;l;\(l
AMGEN M
Generic
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Part of Multinational Pharma Customers

Tofflon
lTI ?oeliirliqger
Ll ngelheim °
AstraZeneca { | oe t IS
2 x LYO-38(SIP,CIP) Pl B F1 B NOVARTIS L

caring for life

AMGEN  Th S

A SAMNOF 1 COMPYWNY

Mylan 7

Seaeing
15 Delieving

Abbolt | 12Yohomise

SANOFI
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Region: South Asia,
SEA, Russia, CIS,
MENA, Latin America,
Europe and North
America

Subsidiary: 10
Regional Operation

Centers

Representative Office:

20

Global Sales Network

Africa JE
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6 Current Manufacturing Parks in China

;-g

Tofflon

® German TUV ISO 9001 Quality Assurance
System

European PED Pressure Vessel

American ASME Pressure Vessel

European CE and American UL Compliance
Control System Compliant with GAMP5
USFDA 21 CFR Part 11 Guidelines



New Manufacturing Centers

Tofflon

Jiangsu Dongtai: New Fundamental Manufacturing Base
(DP/DPP Equipment/Food Engineering/Modular Module)
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Digital Manufacturing Approach
Tofflon

Digital Manufacturing

« Lean Manufacturing

m m
| ]

« 5S Site Management
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« Digital Twins
 Welding Cloud
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« Auto Warehouse
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New Manufacturing Centers Tofflon

Jinshan Bio Manufacturing Park: One of the Largest Bio Equipment Manufacturing Bases in Asia
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Next Generation Drug Manufacturing

Improve Improve Increase

Quality — Efficiency x Flexibility

Vision for FDA’s
Pharmaceutical Quality for the 21st Century Initiative
An agile, flexible pharmaceutical manufacturing sector that reliably produces high quality
drugs without extensive regulatory oversight

Balance between Quality and Efficiency,

Coordination between Compliance and Flexibility

Tofflon

Data
Integrity



Key Niche Markets Tofflon

Synthetic Biology

Advanced Injectables Biopharma, CGT -
& API New Applications

Polypeptide Synthesis
Enzyme Conversion
Heparin Sodium
Insulin

Small Nucleic Acid
Probiotics

PD1/PDL1
Polyclonal Antibody
ADC. PDC
Vaccine , mRNA
CMO. CDMO

Oncology

Complex Injectables

New Delivery Administration
BFS




Strategic Investment 2: R&D Investment
(Annual Sales Revenue x 6-8%) Tofflon

Advanced Injectables Biopharma and CGT Synthetic Biology

 Complex Injectables SUS
« Key Equipment:

Freeze Dryer and Filling Line
 New Packaging Containers

« Digital Machine and Service

«  Continuous Manufacturing & PAT

Bio Consumables Fermentation

Large-Scale Bioreactor Separation and Purification
Key Purification Equipment Drying

Process Lab




Strategic Investment 2: R&D Investment

Tofflon

Tofflon Global
R&D Center
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Strategic Investment 3: Life Science Investment

, M -
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Tofflon

Tofflon
(Hangzhou) Life

Science Base



Tofflon In Next 10 Years

(2023-2033)

Medical

athn
Cag
’ Organic Re
10

g EM*O)_

Food Engineering

uman

Tofflon

2033

Pharma ~ Intégration: Smart Pharma Factory Builder Tofflon:
Expertlse for

lealthcare



Tofflon

Tofflon Vision:

Smart Pharma Factory Builder
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