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Preclinical to .
Commercial Services

Asymchem provides integrated CDMO solutions with seamless project management to
enable your success. Our streamlined development & manufacturing process ensures
timely milestone delivery, effective budget management, and robust regulatory strategies.




Preclinical Preclinical Stage Projects
+ Route Design & Scouting
& « Process Development & Optimization
+ Pre-Tox & Tox Batches

- INDFiling
Phasel

«

Clinical and Late Phase Projects

Phase Il - Clinical Trial Material Manufacturing
 Regulatory Fiing Strategy and Support
v - QRAStudes
- Analytcal Method Development and Validaton
* PPQStudies
- NDAFiling
Phaselll
o Commercial Projects
. - Commercial Manufacturing
Commercial

* Localized Manufacturing
Life Cycle Management and Optimization

Global Compliance Assurance

C

Raw Material Supply Chain

2 Asymchem Labs.
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Proven Track Records

USFDA
Approved APl

NMPA
Approved APl Multinational Market Filing

NMPA
Approved Drug Product

150" recomeger

Summary of Projects

69
147




Project Summary

mﬂﬂnﬂn

The number of commercial AP! projects has been steadily increasing since 2019.

Blockbuster Drug Involvement

0 Drugs with $1 billion sales o Drugs over $10 billion sales

Asymchem’s Advantages

+ Stable and experienced project execution team

« Transparent, real-time communication
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Development




High Throughput Technology Chemical Engineering
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Flow Chemistry

Comprehensive and Whole Process Customization Service

for Flow Chemistry

I Capacity Reaction Types Capacity




Large-Scale fsiensours 0+ Expeencodriowseo

ntists and Eng

812000 {pcicoted o 48 Custom Equipment Optimizos Flow Processes

Synthesis of antiviral drug

480MT campaignin§ months
1/10 onergy consumption

-
e 209 0 2011 02 A3 206 zms zuu znw we wly M wn w2 M@ W s
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300 kg campaign
ACS CMO Awal

m

“CMO Excellence in Green Chemistry Award”
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Biotransformation

Enzyme Engineering

 In-house Enzyme Library:
30+ Enzymaic Reaction Types
300,000+ Proprietary Enzymes

+ 20EnzymeKits

+ 500+ Scalable Biotransformation Processes

+ Enzyme Immobilization & Continuous Flow Synthesis

Enyme AsymenemLbrary Kt Enzyme AsymehemLibrary Kt
T— . 5 Armoknat Decabonoss = n
EneRachctses 0 iz | Amsrinse e & Ay e} 0
e 2 e rem— 5 0




Enzyme Evolution

345 days.

5~10xin a single round.

. g the both,
fold faster than average).

Enzyme Evolution Procedures

ceps
(oo Proon yrtesk)
Inhouse
DNAsyresize  soquncor
Automation

BigData
Screaning and sacunncedta o 1000008 vt

Structure odsiing
O st o oot et

A

Enzyme Production

* Strain development & cell bank establishment
« High density fermentation

+ High throughput and continuous fermentation
+ Scalable separation and purification systems

* Gram-to-ton scale production

1 month (which is 36
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High Throughput Technt

HTP & HTP-DoE Technologies

o 241486,
6wl pat o Ea

o piat for st scroening
Max orcontimaton
10 sas of highpross

HTP equoment @ Workfou: Ensuring osulsareconsistent win
raditons) DoE

2000 Reactons / day  Meta Precursors
Tomperatures: 2010 130'C

Gonctions: watero ofoxygenfee

 Hoterogancous Catayst.
 For Pressure Reactin: i

© Other Reagents
~800 Roaciions | cay

osam
Tomperature: RT~250C.

Pressure Renge: up 0 10 Mpa

 Mulport o Box
 Labeonco Centivap
 Liuidole Handing Too
 Metter Easymax

20 Paralel Atociaves




Dedicated Team’s Capabilities

gm.m /Da!a &menﬁl

Design Analysis Execution

R&D Capabilities Enabled by HTP Technologies

Route Development

Strategy

hancing ity
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Chemical Engineering

Chemical Engineering Science

T ——

Cysalizatonsr

d optimization wih supportof
processanalytcaltechnology

Centerof

+ Advanced contol technology




03 Manufacturing Capacity

4,500"‘ m?
in Total

~3,000 m* comP
~1,500 m* GMP-like

Flow Areas

8,200+ m:

14 Asymchem Labs.
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tom Capacity

80L GLReactors
PRI RIE R 2008000 L GL  Hastoloy S5 /TiS Roactors

<CMP Pl 5-20000 L GL /S Autociave | TiS Reactors
Commercial Manufacturing 500-20,000 L GL 1 S5/ Hasteloy Roactors

Non-GMP Pilot/ _
Commercial Manufacturing 20~ 20000 L 6L/ SS /Autociave

HP Kio Lab (Class DJ: 6 Isoltors, - 20 L Glass Geaclors (-80-150C)
High Potency
HP Plant (Class DJ: 200 - 1,000 L GL Reactors | Stainless Stesl Reactors (20 -120C);
2-20 L Glass Isolators (40 -150C)

Cryogenic Reaction (Low as 110°C)
Challenging Reactions iigh Temperature Reactions (> 200°C)
High prossure Reactons (> 100 at)

Formentation 505,000 L (CNGHD#A Grade) Reactors
Penem Infemadiates 50- 20000 L Reactors
h i Raw Material Supply

In 2003 Asymchem began in-house bulk production of raw material (RM) and regulatory starting material (RSM).
Since then, Asymchem has established consistent track records of on-time delivery with efficient management
of impurity profiles and costs.

Internal Supply Network External Supplier Audit System
. i o o delvory, O and EHS
suppychain o Datacollctod b srvey and - it by Asymchem s




¥ reial phases, we ensure

Il etablshment of analytcal method for RS and termedates
Simpleestabishment and vldaton for A% methods.

Structure slucidatonfor APt

Charcterzaton of reference standrcs oived in methods

Stabity stucyto suppartIND

Materil releastesting base on il methors

Releosstestng forthe cnica materias

Ayl method development conesponding to QRA sty
Method vaidaton for RMs, ntermeciates and P, tc
AP analtca method development an valation

Clesning vadation

Lifecyc ptinization combinecwiththe process and rocucton

Asymchem Labs.



CAsymcHEM

CHINA

atories (Tianjin) Co. L1d. Headquarters

JAPAN

Asymehem Japan KK

ASMCHEMING.  ASYMCHEM LIMITED

Questions or inquiries please contact
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