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SAFETY PROTECTION

® .
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® Aseptic Drug Product(DP + Lyophilization) Production Line Equipment(Total Solution)
® Biological Product(DS: USP & DSP)) + DP) Production Line Equipment(Total Solution)
TOfron ® Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test
®  GMP Facility Modular Construction
’VE” &° ® Aseptic Drug Product(DP + Lyophilization) Production Line Equipment(Total Solution)
hd ® Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test
S ®  OSD Production Line Equipment(Total Solution)
V\flflsen ® OSD Laboratory Equipment / OEB Containment Equipment
® Digital Smart Factory Solutions

Aseptic Filling Line Equipment(Injections, Eye Drop)

u

"""""" ® OSD Equipment(Tablet, Capsule, Softgel)
@G@ ® Aseptic Filling Line Equipment(Injections, Eye Drop)
® OSD Production Line Equipment + Oral Liquid Filling Line Equipment
QLives International ® GMP Validator/Data Logger for Thermal Validation S\/.\’AAWOO S&T
® Single Using Bio-Pharma System
SSS. %;?LIT'IT'! ® Single-Use Bioreactor Bags(2D/3D) (Single-Use Storage Bags):
® Pharmaceutical TPE Tubes / Tyvek Sterilization Bags
® Portable and Remote Particle Counter for GMP Cleanroom & Clean Air Equipment
v ’ ® Real-Time Viable Particle Counter
® ® Ventilation Test Instruments
KONZER ; : . C) wER"
&R ® Pharmaceutical GMP Disposal Cleanroom protective products. \=-/ konzer

“HfHo|2 I GMP HEA[Ql E2tEY0]M AMH|A(PharmaBio & GMP Value Chain Collaboration
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GMP & Validation Solution Consulting Services.
We know what YOU need in the area of GMP & Validation. We offer a full scope of GMP & Validation Solution Consulting Services.
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22le] Ha MHIA U ES 22%(Our Services & Items Summary)

System for
Chemical
Drug
(Turnkey
Project)

Aseptic Drug Product(DP) Production Line Equipment for Injections, Eye Drop & Liquids

[Autoclave - H,0, Fumigation System ] +

[Preparation & Formulation System — Sterilization by filtration] +

[Vial Washer — Tunnel Sterilizer — Aseptic Filing Machine — Aseptic Lyophilization Machine(Auto
Loading/Unloading System) - Capping Machine ] +

[C-RABS or Isolator] +

[Vial inspection M/C + Leak Tester + Labelling M/C + Packaging Equipment] +

[Process Control & Monitoring Computerized System]
Glass Vial, Plastic Vial, Ampoule, Pre-filled Syringe, BFS, Bag, Bottle etc.
PIC/S GMP Annex 1, 21 CFR Part 11 and Data Integrity Compliance

Aseptic DS & DP Lyophilization Production Equipment
cGMP Grade & Z 71=7/(Auto Loading/Unloading System)

Drug Product Packaging Line Equipment for Injections, Liquids, OSD...

OSD Production Line Equipment : Tablet Press Machine / Capsule Filling Machine / Softgel
Encapsulation Machine / Coating Machine / Dryer / Granulator / Mixer / Pulverizer / Screening

Machine / Assistant Machine

Oral Liquid Filling Line Equipment

System for
Biological
Drug
(Turnkey
Project)

Biological Product(Drug Substance, DS) Production Line Equipment

USP Production Line Equipment : Cell Culture or Fermentation, Harvest & Clarification
~~~ Stainless Steel & Single Use System

DSP Production Line Equipment : Purification, Diafiltration & Concentration +

Bulk Formulation & 1% Packaging + Freezing(Option)

Process Control & Monitoring Computerized System

PIC/S GMP Annex 1, 21 CFR Part 11 and Data Integrity Compliance

Aseptic Biological Product(DP) Production Line Equipment for Injections

Glass Vial, Plastic Vial, Pre-filled Syringe, Bag etc.

Biological Product(DS & DP) Lyophilization Production Equipment
cGMP Grade & Z 71Z=7/(Auto Loading/Unloading System)

Biological Product Packaging Line Equipment for Injections

Cell Therapy Production Line Equipment

Gene Therapy Production Line Equipment

Equipment

Clean Air Equipment for Production and QC Sterility Test
C-RABS, Isolator etc. ~~~ PIC/S GMP Annex 1 Compliance

Automatic H,O, Fumigation System / Portable and Remote Particle Counter

GMP Validator/Data Logger for Thermal Validation
CGMP Compliance + 21 CFR Part 11 Compliance + Data Integrity Compliance

GMP

Consumable

Pharmaceutical GMP Disposal Cleanroom protective products.

Single Using Bio-Pharma System
Pharmaceutical TPE Tubes / Tyvek Sterilization Bags

GEP/
Engineering
(Turnkey
Project)

Innovative Modular Engineering & Construction for New GMP Facility(with Tofflon)
M22 ZE2t "elel GMPEE A U A3 MH[2

Project Master Planning --- Conceptual Design & URS ---

Basic & Detailed Design & Technical Specification --- Design Qualification ---

Off-site Fabrication/FAT & Prequalification(Supplier Site) ---

Transportation(From Supplier Site to User Site) ---

On-site Engineering & Construction(User Site) --- Initial Qualification --- Handover ---

Maintenance Supporting Service & Requalification Services
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Bio-Support Innovative Value Chain

Tofflon Science and Technology Group,
Tofflon

https://en.tofflon.com/

Aseptic Vial Filling Line Equipment and/or Lyophilization System for Injections
Aseptic Ampoule Filling Line Equipment for Injections

Aseptic PFS Filling Line Equipment for Injections

Automatic CIP/SIP System

Engineering Design Supporting / Module Type Engineering of GMP Facility
Aseptic Lyophilization System(inc. Auto Loading/Unloading System) for Sterile DS
Lyophilization Process and DP Production

(Turnkey Project) Lyophilization System for Dietary Supplement

Lyophilization System for R&D and Process Development

® Automatic CIP/SIP System

Injections DP
Production
(Turnkey Project)

Clean Air Equipment ® |solator & Closed RABS for DS & DS Production
Isolator for QC Sterility Test
® Automatic H,O, Fumigation System

(Turnkey Project)

DP Packaging Process
(Turnkey Project) ® Vial, Ampoule & PFS Packaging Line Equipment

Tofflon 271(2 <)

oA 3 gy SE27} DA} 3 U A2

304 A 1 5072 1 3,000 1 15,000
Z|QHHIO| 2| 2O0|A|  2024WE7}R| 5070=20] A|2fHo|l2  HAMIAS] 3,0007H2 HAA0 ==
30E7te| ¢ £ e ZHH| LHE 9l Mz| A2 DZHARSHE: 25307HA) 15,0007H2] AH|/A|AE

Aseptic Vial Filling

The Latest Technology fro
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0

7-afflo ” Tofflon Science and Technology Group,
https://en.tofflon.com/
® Bio Engineering Solution
Biological Product ® USP + DSP Equipment for Cell Culture Production
Eranlneican ® USP + DSP Equipment for Microbial Fermentation Production
(Turnkey Project) ®  Stainless Steel &_Slngle Use S_ystem f?r DS of Biological F.’roduct _
® Monoclonal Antibody, Insulin(E.coli), Inactivated Vaccine, DNA Vaccine,
Adenovirus Vaccine, mRNA Vaccine, Recombinant Protein Vaccine, Probiotics,
Live Biotherapeutic Product(LBP) etc.
Cell Therapy
Production ® Cell Therapy Production Equipment
Gene Therapy
Production ®  Gene Therapy Production Equipment

Tofflon Bio

BIOENGINEERING
SOLUTION

Filling machine

Buffer preparation

Depth filtration
CIP Station

Ultrafiltration

Virus filtration
SS. Fermenter 2000L Chromatography

Bioreactors

Media preparation
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TOffIOII Tofflon Science and Technology Group
https://en.tofflon.com/
GEP/Engineering ® Engineering Design Supporting
(Turnkey Project) ® Innovative Modular Engineering & Construction for GMP Facility

Modular Engineering & Construction for GMP Facility

What is Modular Tofflon

80% 10 5%

Off-site: 80% Turn-key: 10 Month® Cost predictability
5%

From Project to Product

Modular construction removes the 80% of the delivery
of your project from the conditions on your final site. It
includes all structural parts, building fixtures, clean
room, HVAC, process equipment, utilities, power
supply system, auto-control system etc. By Modular
construction, we can deliver your project like an

*Take 4*2000L McAb as example. equipment.

Brief Picture of Modular Delivery Tofflon

Off-site

Piping & ducts installation

Packing and shipping Factory acceptance test Equipment installation

T
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Brief Picture of Modular Delivery Tofflon

On-site

Roof & Facades

CQV Services Tofflon

Stage of
g. Master - Purchase Construct cav Validation
Project Plans ) C
Equipment

Design review FAT/SATIIQ/OQ/PQ/CSY
Validation Protocol Development/ Test Execution/Report Summary

Service DQ & RTM

QPP & VMP

Q]
=]
3
=
3
c
=]
=
w
o)
=
=]
2]
®
1]
w

ao1nes dojs-auQ

uonealUBp

PQS Establishment (CCS)

Training
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Collaboration Biz of Bio-Support

i Yichun Wonsen Intelligent Equipment Co., Ltd.
Weonsen
http://www.wonsen.net/

® OSD Production Line Equipment(Total Solution)

Solid Dosage Form
intelligent solution ®  High Speed Tablet Press Machine / Capsule Filling Machine / Fluid Bed
Production Granulator / Coating Machine / Roller Compactor / High Shear Wet Type
Mixing Granulator / Automatic IBC Washing Machine

Tablet production line

®

Steage Bin

Granulation Line | Dry granulation Series

l Auto Lifting Bin Blender Series I Square Cone Bin Blender Series ‘ Coating Series
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IVEN <

Shanghai IVEN Pharmatech Engineering Co., Ltd.
https://www.iven-pharma.com/

® Peritoneal Dialysis Solution production line Equipment for Injections
® Automatic PP bottle IV solution production line Equipment for Injections
® Non-PVC soft bag production line Equipment for Injections
® Vial liquid filling production line Equipment for Injections
Injections and Liquid ® Ampoule filling production line Equipment for Injections
DP Production ® Cartridge filling production line (Carpule filling production line Equipment for
(Turnkey Project) Injections
® BFS (Blow-Fill-Seal) Solutions for Intravenous (IV) and Ampoule Products
® Glass Bottle IV Solution Production Line
® 30ml Glass Bottle Syrup Filling and Capping Machine for Pharmaceutical
® LVP Automatic Light Inspection Machine (PP bottle)
® USP + DSP Equipment for Cell Culture Production
Biological Product ® USP + DSP Equipment for Microbial Fermentation Production
Production ® Stainless Steel & Single Use System for DS of Biological Product
(Turnkey Project) ® Monoclonal Antibody, Insulin(E.coli), Inactivated Vaccine, DNA Vaccine,
Adenovirus Vaccine, mRNA Vaccine, Recombinant Protein Vaccine etc.
Solid Dosage Form ® High Speed Tablet Press Machine / Capsule Filling Machine / Fluid Bed
Production Granulator / Coating Machine / Roller Compactor / High Shear Wet Type
Mixing Granulator / Automatic IBC Washing Machine
£ED Hangzhou Shengde Machinery Co., Ltd. (SED Pharma)
Pl https://sedpharma.com/
Solid Dosage Form
Production ® Tablet Press Machine / Capsule Filling Machine / Softgel Encapsulation Machine
Injections & Eye Drop ®  Aseptic PFS Filling Line Equipment for injections
DP Production ® Aseptic Ampoule Filling Line Equipment for injections
® Aseptic Liquid Filling Line Equipment for Eye Drop

et =

b :,,_‘E.\

an
I

SED Certifications

SED Pharma has been approved with all international regulatory certifications like 1SO9001, CE, BY, etc

SRR
ISO
N
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Bio.Support Innovative Value Chain

o

® Shanghai Pharmaceutical Machinery Co., Ltd (SPM)
@ https://www.spm.so/
Solid Dosage Form ® Tablet Press Machine / Capsule Filling Machine / Softgel Encapsulation Machine /

Production

. Coating Machine / Dryer / Granulator / Mixer / Pulverizer / Screening Machine /
(Turnkey Project)

Assistant Machine

Injections & Eye Drop ® Aseptic Vial Filling Line Equipment for injections
DP Production Aseptic Ampoule Filling Line Equipment for injections
® Aseptic Liquid Filling Line Equipment for Eye Drop

Oral Liquid Production
(Turnkey Project) ®  Oral Liquid Filling Line Equipment

Aseptic Blow-Fill-Seal System For Plastic Container Parenteral(LVP)

Lives International Lives International(USA)
https://lives-international.com/

SAMWOO S&T

CGMP Compliance + 21 CFR Part 11 Compliance + Data Integrity Compliance
Standard Data Loggers

Real Time Wireless Data Loggers(XA|ZH 24 C|0JE| 27])

Real Time Wire Data Loggers(541 22|G|0[E{ 27)

GMP Validator for
Thermal Validation

e
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https://www.spm.so/pro_cat/solid-pharma/mixer/
https://www.spm.so/pro_cat/solid-pharma/pulverizer/
https://www.spm.so/pro_cat/solid-pharma/sieve/
https://www.spm.so/pro_cat/solid-pharma/assistant-machine/
https://lives-international.com/

Innovative Value Chain

Bio-Support -
Weifang KONZER Safety Protective Equipment Co., Ltd.
KONZER @ A’
““““““ o https://www.konzerppe.com/ =~/ KONZER
GMP Disposal
Cleanroom Clothing ® Pharmaceutical GMP Disposal Cleanroom protective products(f25, F2I= 3).

PRODUCT CATALOG

® -
. n K5 accessories”
; ISO 5 /6 and GMP A/B grade
y K7 sterile clean environments.
LU

9
ISO 7 and GMP C grade clean
areas and controlled envi-
ronments.

'S
St

2

- /|

3/;.

SV
&

ISO 8 and GMP D grade clean
areas and controlled environ-

ments.
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= Innovative Value Chain
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pharmaceutical

package bags and bio-
pharmaceutical single-
use customized system

Single Using Bio-Pharma System
Single-Use Bioreactor Bags(2D/3D) (Single-Use Storage Bags):
Pharmaceutical TPE Tubes / Tyvek Sterilization Bags
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