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Langhua Pharma Introduction
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@ General Information

B U.S.FDA/WHO/EDQM/CFDA/ANVISA approved manufacturer
B Focus on APIs, GMP intermediate & CDMO Business

B [ocated in National Level Pharmaceutical Industry Zone, Zhejiang Province.
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@ Langhua-Vision & Mission M, LincHuA Nuobai6

Patient-centered
Excellent
Reliability
Flexibility
Efficiency
Collaboration
Technology-driven

Contribute to healthcare by supporting the improvement of

Mission medicine availability and affordability

To be the most valuable and preferred, innovative API

oy manufacturer and CDMO partner
Vision

Reliability
Flexibility
Efficiency

Strategy
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Quality & EHS
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@ Inspection Track Records
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Passed all GMP inspections
2 EU-GMP
» 2 WHO-PQ
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NAI for cGMP
Compllance
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@ EHS Compliance lh hﬁ';'.,%'w“ Nuobai)
/. . di
o PSCI Inspection passed 15014001,45001,EcoVadis
N\ /4
/. ) .
\" 4 Passed Partner’s Audit 50%+ Capacity Free
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CDMO Introduction
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@ Business activities lh hﬁ';'.,%'w“ Nuobai)

Marketing Production
- Your sourcing partner

- Professional team - 110 persons team - High compliance both quality and EHS
- Intermediates , APIs and formulations - Focus on new process development and further - GMP ( FDA ,EDQM ,WHO,CFDA
- 30 years experience optimization - Whole process in house
- Strong market intelligence - 15 years working experience as R&D partner for | - Reliability, Flexibility, Efficiency & Innovation
- Strong net work big pharmaceutical companies - API experience
- QA and EHS support - More than 200 processes developed - Tech transfer experience
- QC and R&D support - Involved in more than 20 new APIs - CDMO experience
- 100% scaling up success - Professional project management team
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@ R&D Center
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Rich experience team

15 years working experience as R&D partner for big pharmaceutical

companies

Safety Lab

Identify

Risk

Understanding Control

Risk

Process inherent safety

Process Safety
Thermal Stability
Reaction Calorimetry
Adiabatic Calorimetry

Reaction Mechanism
Online Monitoring
Impurity Isolation

Process Optimization
Reaction Conditions
(Temperature/dosing

Hazard Reactions
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C—)) Core competence ”l hﬁ:&"m Nuobai)

Reaction Type

Hazardous chemistry

*Azides compounds Hydrogenation Q) O Acylation

eDiazo compounds

eGrignard reaction
eOxidation

° Hyd rogenation Azide reaction o o Grignard reaction

High Pressure O o Oxidation

Highly
exothermic
processes

Unstable
compounds

Low Temperature reaction O o Methylation

Cyclization o o Sulfonation

Condensation o / L—o Amination
Esterification o o Chlorination

Highly

. Highly toxic
reactive
compound
compounds
A S

«Dimethyl sulfate & Flow Chemistry
eHydrides
~POc,, Soc, 4 ) Enzymatic Reaction
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C—)) Core competence ”. LANGHUA o

BB £ I 25 Nuobai

E 5 5 Chiral chemistry

Benzaldehydes

Asymmetric Classic l

synthesis resolution

Bio Chiral pool
Nonversion SM

@ Commercial: up to 2000 L and down to —80 ° 0 OH
e <m

R R’

Alkylation Benzoic acids
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@ Strength lh hﬁﬁ%""“ Nuobai)

7 i N Strength
A\ /4
Quality &EHS by design Rich experience
Lab to plant by same team
R&D for production IP respect and protection.
English Communication Material Availability — supported by
Global Sourcing
0 Primary objective: Deliver the project, on time, on budget AEABHCG
N7 and to the expected quality standard.

Project
Management

cGMP, Regulatory & IP
Compliance

EHS Technology &
Infrastructure

compliance -
compliance
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Project Management
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@ How we do? ll‘ hﬁ:&"u Nuobai)

N . . .
@ Project management is critical for project success !

| . d Deliverables
nforf‘natlon an Product
requirement from customer «Information

No Black Box!
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@ Communication ”‘ LANGHUA Nuobai)

We believe transparent, clear and timely communication with customer is important

- 2K -
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We can have the communication with customer as customer preferred ( leader to leader, p— &
P . anghua SRR 227 ustomer
function to function ... ) project Manager “~ <+ Project Manager
/. : ] /,";\X\
\" 4 We will always keep the customer updated on the progress of project 757
//// \\\\‘
A ) A— 7 ]
N !mportant project documents can be prepared in bilingual "‘ .’.‘
Langhua Customer
Project team Project team
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C—)) Workflow of Technical Transfer ”, ;g:]%HUA Nuobai6

& P
| © Team setup | © Secure smooth
| I .
I I production
| |
& O
BD evaluation Tech. Allocation Project Plan Pro;eft Project
Evaluation resource execution summary
H * Process assessment H H * Campaign
L I. Define Timeline [
| | |
* Analytical assessment Ny . review and
: A : * Define list of milestones :
v’ Safety assessment v ¥  assessment
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@ Project Management-4C My LAncHuA ) pai
Clear Objective
On time delivery
1_"\ Clear Understanding
ogN Understand regulatory requirement and customers’ expectation and make overall
LIS timeline for the whole project and dispatch to related teams

igl Clear Working Plan

m Assign detailed task with time limit for production, engineering, regulatory,
quality, supply chain, EHS team etc. and be checked periodically

Clear Communication
Inform customer immediately if there is any unexpected incident , and solve the
issue with joint effort and decision
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