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Bio-support has been growing together Bio-Support

with our valued customers and partners since 2000!!!.

Introduction of Bio-Support

We start with value, grow through challenge,
act with sincerity and energy,
and fulfill through wisdom
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Bio-Support

Bio-Support

Established in 2000, Bio-Support is Korea’s leading GMP and Validation consulting firm.
We are committed to advancing GMP excellence and quality
across the pharmaceutical, biotechnology, and healthcare industries.
Bio-Support delivers a comprehensive portfolio of GMP and Validation consulting services tailored
to the unique needs of these sectors..

- - C ™
We develop and implement future-oriented GM/ /£ Bio-Support We look beyond today, driving innovation
and Validation technologies As a trusted leader through leading-edge technologies
to drive sustainable quality excellence. e : .\ and forward-thinking business models.
in GMP solution consulting
and value chain s
r collaboration, N
. i . we are committed Delivering tangible business value
V\:relgr:ocr:l%{?brmtitned tgsai::it;re‘lg rt%sgggzltbly with partners through pharmaceutical and
gp y y- biotechnology value chain collaboration
A _




Policy for Corporate Management Bio-Supp
Version 06(Revision Date: 2025-04-04, Effective Date : 2025-04-11)
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The Motto of Company

With creativity and boldness, we envision our dreams and pursue them with joy. To us, dreaming is not a goal - it is our responsibility.

Why!!! Why have we gathered?

% We connect people to healthier lives through technologies that enhance the quality of life and solutions that realize the

Mission future.
Visi < A company that goes beyond the boundaries of imagination with pharmaceutical, biotech, healthcare, and digital
ision : . . . L .
technologies and solutions - turning a healthier future for humanity into reality.
Product “ [GMP & Validation Solution Consulting Biz]
& Service % [PharmaBio Value Chain Collaboration Biz]

How!!! How do we work?

% Creative Value Design & Continuous Challenge Based on Positive Thinking and Leadership
“ Leadership is about more than just skills and abilities. It's about having the right mindset to inspire and empower others.

LIS BT  Either lead, follow or get out of the way.
% Throw it away properly and fill it more properly to grow
People Code % Challenge, Leadership & Energy

% Knowledge, Creativity & Wisdom




I Bio-Support Quality Statement Blo-Support

GMP Justice - Quality Statement-

Advanced Quality Culture

Qa|s DM} BXE 22|9| HZO 2 MZESHHM GMP/GXPE =43}
Our commitment to GMP/GXP compliance is rooted in a patient- and customer-first
mindset, where safety and quality are treated as personal responsibilities.

Qa|= Y, AlAH O WS J|UO R 30| GMP/GXP BES AA|BHCL.
Our GMP/GXP activities are performed based on risk-based, system-based, and
science-based approaches. Document No: POL-QM-0111-A-001 (Ver. 01

Effective Date: 2023-09-01

Bio-Support’s Realization- and Risk-Based Quality, Management, and Business Framework

MAMS-Minimum Acceptable

Management State
(o1 &35tct 2| &El)

SMS-Selected Management State

(=4 E 22| ) State

x| oF 3} a| Ak
(=l 2| FEH) (BAXH %[ 22| AEl)

[ WMS-Worst Management State BAMS-Best Available Management J




2026 Management Goals(Ver 00, 2026-01-01) S

FY2026 Management Goals

By strategically decoupling the business value chain,
We will promote 'moving management' and 'value-oriented business innovation’

that change the combination according to changes in the environment.
= Value Creation + Value Extraction + Value Erosion(Strategic De-emphasis)

GMP & Validation Solutions o . Value Chain Collaboration
: : GEP Realization Project :
Consulting Business Business

7HX2 AMZESt, EHO R JFHoIH, ddut 0 X|2 dAlst, X[of= 2 detrt.
We start with value, grow through challenge, act with sincerity and energy, and fulfill through wisdom.

Advanced Regenerative

Medicine Solution Business

. 7HX] (Value)~~Management and business centered on value

. L™ (Challenge)~~Courage to try the impossible

. d/d (Sincerity)~~The attitude of putting your soul into even the smallest things
. Ol L1 X| (Energy)~~The passion of a leader is the driving force of an organization
. X8| (Wisdom)~~Knowledge is to accumulate, wisdom is to share

Designed by CEO, Revision No: 00
Designed Date: 2025-12-30, Effective Date: 2026-01-01




2| Al =% & (Organization)

Bio-Support

CH 2 O] AF(CEO)

Bio-Support

BS-V2030-S02 Ver 14, Effective Date : 2026-01-19

249 Kyung-Min Kim

CQO(Z|nFEMAXH

2749 Kyung-Min Kim

GMP £ AtZHmA
GMP Solution Biz Campus (GSC)
HAZI |k-Jin Jeon

WERQ CIHSYAYYTA
Value Chain Decoupling Biz Campus
(vec) 247 Kyung-Min Kim

GXP A8 AUAHEHA
GXP Realization Biz Campus(GRC)
Hb=11 Jun-Kyu Park

NI
Future Strategy Division(FSD)
A7IE Ki-Tae Kim

FgnzyEs
Management & Strategy
Division(MSD)
Z740| Kyung-Mi Kim

GMPEEM &
(GMP Solution Group, GSG)

FHIZCIXQ MHAE
eubiz design Biz Group(EDG)

CIX[Qlat AX|L|OjY £2M
MY EECIH 224 MHEIE)
Design & Engineering Solution Biz
Group (DEG)

E e R
Future Strategy Group(FSG)

AYIE
(Management & Strategy Group,
MSG)

dagold 7l 1a&
(Validation Technology 1 Group,
VTG1)

WRAHY SR MHUAE
Value Chain Solution Biz Group
(VCG)

GMPZ|EAYE
GMP Technology Biz Group (GTG)

deHojd 7| 23 E
(Validation Technology 2 Group,
VTG2)

ADX M AlY1E
ADX Solution Biz Group (ASG)

daGojd 7| 33 E
(Validation Technology 3 Group,
VTG3)

deHo|d 7l 438
(Validation Technology 4 Group,
VTG4)

dagold 7l 5a&
(Validation Technology 5 Group,
VTG5)

csv 7IgdE
(CSV Technology Group, CTG)




Company Key-Personal Profile

Kyung-Min Kim

Bio-Support

Jun-Kyu Park

+ CEO & Chief Consultant of Bio-Support

+ Senior Vice-Chairman, PDA Korea Chapter

+ ATMP GMP & Conceptual Design Specialist
« Advisor/Instructor, K-NIBRT(Yonsei Univ.)

Program of Ehwa Womans Univ.

» Campus Leader, Value Chain Decoupling Biz Campus
e Co-CEO, Korea Pharm Tech Education Center(KPETC)

+ GMP & Validation Consulting Specialist (handle over 300 Projects)

+ Instructor, College of Pharmacy Pharmaceutical Practice Education

« Award of Korea Drug Research Association (2023)

* GMP Instructor/Speaker(KOHI, MFDS, KDRA,PSK, APQA, KAHPA,
Dongkook Univ, Yonsei Univ, SungKyunKwan Univ Etc.,)

Ik-Jin Jeon

Ji-Min Kim

* Principal Consultant & Vice President of
Bio-Support

+ Campus Leader, GMP Solution Biz
Campus

* Senior Instructor, KPTEC

» EU ECA Certified Validation Manager

* Project Specialist of Qualification &
Validation Consulting of New GMP
Manufacturing Plant(handle over 350
Projects) .

Senior Engineer & Managing Director
of Bio-Support

Group Leader, Value Chain Decoupling Biz
Campus

SHI-ASIA (FORMAL SAMSUNG HEAVY
(THAILAND) Managing Director, Project
Director(PD)

CEO, MTM C & T COMPANY LIMITED
SAMSUNG C&T Site Manager
Manufacturing Support Equipment
Qualification Assessment Expert

GPP Specialist/GEP Specialist

Chief Consultant & CTO of Bio-Support

Campus Leader, GXP Realization Biz Campus

Senior Instructor, KPTEC

Conceptual Design & Process Design Specialist, Global
DS(API) and DP GMP Manufacturing plant

Conceptual Design Project(Handle over 80 Projects)

Kyung-Mi Kim

* Managing Director of Bio-Support

+ Division Leader, Managing Strategy Division

+ AILC.P.A.

+ Formal Management Consultant, KPMG
Shandong Accounting Firm

* Formal Team Chief., Univera’s Strategy Planning
Team.

* Performed numerous management consulting
services including financial, H/R, and business
planning




Bio-Support Business Overview

H|2fHlo| 2 5 GMP AHEX}(User)
; 92lo| DA
PharmaBio & GMP User
; Our Customers

Bio-Support

Bio-Support's Biz Strategy

v

Serving as a GMP knowledge bridge, solution provider,
S g and communication catalyst to transform collaboration L2
across the business ecosystem.

Developed by K.M.Kim,
20250107 (Revised)

H|2kHo| 2 S GMP B 2Xt(Supplier)
; $e2le| ZELH
PharmaBio & GMP Supplier
; Our Partners

v

[GMP & Validation Solution Consulting Biz]

GMP 3 Ee|Hjo|d R4 UL At

GMP

Advanced Quality Culture

[GMP Digital Transformation & Al
Solution Biz]
GMP C|X|& T2 5l Al 284 AHY

[Facility Design Solution Consulting Biz]
GMPH| =2 HAHEY At

[Qualification & Validation
Consulting Biz]

MW Y Wa|E0] 4 T AR

[Digital GMP Solution Biz]
CIX|E GMP £2M At

Al-Powered Solution
Innovative GMP of Bio-Support

v

[PharmaBio Value Chain Collaboration Biz]
Hlefdio| 2 W FA[Ql =2t ol At

Innovative Chain
Collaboration Biz of Bio-Support

[PharmaBio Value Chain Solution Platform]
Hloftto| 2 WRHQl E2M ZHE

PharmaBio Soln Platform

Collaboration Biz of Bio-Support

[GMP Solution Consulting Biz]
GMP £R4 LY A

[Al-Powered GMP Solution Biz]
Al-Powered GMP £82M Al¢]

[GMP Value Chain Collaboration

Service Biz] GMP 25 4|Ql E2tE3 oM |—

MH|2 AHY

[GMP Knowledge Management
Service Biz]
GMP X| A Z Y MH|2 AtY

[Survival GMP Workshop Program]
MEGvp ag =23

[Advanced GEP Service Biz] +
[Modular Construction Service Biz]
9FM7H= GEP(Good Engineering Practices)
MH|A AR

[GMP & Validation Training Biz]
GMP I Wa|to| ¥ wg Abe]

[t b td vy

Korea Pharmaceutical Supply & Engineering
Community(KPSEC)

KPSEC

Bio-Supp

rt

10



GMP Justice

T Bio-support has been growing together Bio-Support

with our valued customers and partners since 2000!!!.

Bio-Support

Introduction of GMP & Validation Solution Consulting Biz

GMP & Validation Solution Consulting Services
* Your challenges in GMP and Validation are our priority.
« We offer a full spectrum of GMP and Validation solution consulting services to support your success.

GMP &
} Validation
Master
Planning

GMP Facility

Qualification
& Validation
Consulting

GMP & PQS
Consulting

Conceptual &

Project Basic Design

Planning

GMP & Validation Consulting/Solution Project Reference: More than total 1,290 projects

Slide 11



Sy Sty Caleare . . . Bio-Support
Realize Global GMP through forward-looking consulting

To ensure our clients’ objectives are fully aligned with global GMP standards, Bio-Support continuously monitors, reviews, and

analyzes regulatory requirements and standards across regions, proactively integrating them into our consulting services

FDA MFDS PIC/S EMA WHO ICH
(7%, World Health Y
£l U.s. FooD & DRUG A.no orZotr ,PIC"S curopean  (&B) Organization Y SHe o

Commission g

‘ PIC/S GMP7|-0| catel
MP7}0|E E|-°| E310| 7t&3}

£92/(2015) (2014~)
ICH7IY (2016 118)

Risk, Science
& System § Mx1st Beeeoo.
Based GMPH T2l
Approach

PDA =
PDA & \SPE

PDA ISO ISPE CDC/NIH ASTM ASME

Inspection
Guideline /
International
Harmonization

Global GMP
fclel 58

...... Renovation

gﬂgw ASTM INTERNATIONAL
ll’ Helping our world work better

u




Process of

GMP & VALIDATION Consulting Project

Project Strategy

Conceptual Design

Process Analysis

Validation Working Party —» Site Validation Master Plan

v
Qualification Mater Plan
- (Facility, Utility, Computerized
System, Equipment)

Determination

System Impact Assessment | of
(Refer to ISPE) Qualification

Scope

Direct Impact System

Direct Impact System

—RequirementsﬁL

Risk Assessment(FMEA)

User Requirement
v Specification
o
0 Determination of Qualification Extent
> ey Qualification Plan
20 for DQ, IQ, 0Q & PQ
©
& v
I > Design Qualification
I
Approval of Specification
v
Change Control / FAT/
Risk Assessment | Construction & Installation
I
SAT
h 4
> 1Q/0Q/PQ

4¢— Productign

Requirements to

Equipment

h 4

Validation Master Plan
(Cleaning/Process/Analytical
Procedure/Shipping)

A 4

Pharmaceutical Quality System(PQS)

Analytical Procedure Validation
Cleaning Validation
Process Validation
Shipping validation

Process Risk Assessment
(FMEA)

CPP/CQA

v

GMP Approval

Bio-Supp

rt

e S S ol ool sl e 1l 4
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Advanced Quality Culture

GMP Facility
Project
Planning

Conceptual
& Basic
Design

GMP &
Validation
Master
Planning

Qualification
& Validation
Consulting

GMP & PQS
Consulting

[GMP & Validation Solution Consulting Biz]

Bio-Support

New/Remodeling GMP Facility Consulting(Turnkey Project);

[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, IQ, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]

GMP Facility Design
Solution
(Conceptual Design)

GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops, Injections

GMP Facility for API

GMP Facility for Biopharmaceuticals, Cell Therapy & Gene Therapy(ATMP, CGT)

GMP Facility for Health Functional Food & Medical Devices

Good Engineering
Practice(GEP) Solution

Enhanced Design Review of Basic & Detailed Design/Facility Design

GMP Facility Commissioning Consulting + Planning Execution & Reporting

Utility System and Equipment Functional & Design Specification(FDS) Analysis & Documentation

FAT / SAT and Pre-Delivery Inspection Planning, Execution & Reporting

GMP Facility Engineering Management & Supervision Service

Qualification Consulting

Validation Master Planning + Quality Risk Management Master Planning

QRM Planning, Execution & Reporting(Facility, Utility System, Equipment, Process etc.)

URS & Design Qualification Execution & Documentation

Installation & Operational Qualification Execution & Documentation

Performance Qualification Consulting, Execution & Documentation

Requalification & Revalidation Consulting, Execution & Documentation

Validation Solution

Cleaning Validation Consulting & Documentation

Process Validation Consulting & Documentation

Computerized System Validation Consulting, Execution & Documentation

GMP Solution
Consulting

Validation Management System & Quality Risk Management System Consulting & Documentation

GMP & Validation Training + Survival GMP Workshop(Knowledge Sharing)

Data Integrity Management System & SOPs Consulting + Data Integrity Mock Inspection

GMP Mock Inspection/ Vendor Audit

Pharmaceutical Quality System(PQS) Consulting(Policy, SOPs, Form; Preparation, Review, Training)

GMP Innovation

QbD Consulting(Partnership)

Contamination Control Strategy (CCS) + Advanced EMP & Bioburden Control Consulting

GMP Digital Transformation Solution Consulting

14



GMP Bio-Support

[GMP & Validation Solution Consulting Biz]

Global GMP Trend Keyword
Risk, Science & Syst contaminaﬁon

40 + DX + Al
. s em Based A C
Ol S S = ro. q
m (P18, 2}t 9 A Ame 7'5’_"2E'?53 G‘R/c':;o:,ox?gﬂp ( Oontro| Strategy(cCs) Revised Annex 1

Prod i
OJoF r.UCt Life Cycle

sterilization
= T)
S= BH0|Z sfojg

_Use POS‘-
Usty Testing (pupS\

Pre-Us
Integt!

) d Environmental
GDP, Good Distribution Practice Risk based EMp Ad&’agiiiurden Control

Rapid Microbial
a: The Patient  Method(RMM)
s the Custome'

Advanced Cleaning &

isinfection
Access anq Securi Di

Advanced Surface
Management

Facility Lifecycle + Advanced Monitoring A N

-~ ot

(Re)qualification, Commissioning e \ygca\ yalidatio®
n

m Smart EMS & Maintenance
|
FDA 483 & Warning Letter Bio-Support

FDA CPGM
Compliance Program Guidance Manual
Good GMP Inspection(PlC/S)

KnOWIGdge .
fDA QMM nt Mana Process Analytical
ion Process +y Manageme gement Technology
Advanced GMP :\.;'g,;ctmn Qua\\WMatuﬂw .. aMS Practical Management
U gffective Review

ICH Q10 Quality Culture Novel dosage forms
pharmaceutical Quality System EMES or delivery Systems

:o”ti H Q1
D m,o” 3
Common Technical ! Ug S

Sub ANUface ) -
Document(CTD) QbD & Technology A b EY sta"CSS ang [a)ctur,ng of
Transfer Buci vanced Manyf . g Prog
usiness Continyj 1uouS Mam,fé,ctu . ahu acturing, Ucts
Lif. lanning C°“"C‘Neme“‘ "ng Innovatior,
PP CQA CMA CADE(Critical Aspect fTecyle & Process \mp¥

Design Element) apping

ICH Q9 Revision
ICH Q8 & Q11 Quality By Design Quality Risk Management
A 7|8 2R 23

ICH Q8, 9, 10, 11, 12

R P:':SOHnel Advanced Validation /
€at) Trajn; On-going Process Verification
& (Re)QuaIificati:,;n

EU GMP & PIC/S GMP
specific to ATMP

Quality Improvement

15
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GMP

Advanced Quality Culture

[GMP & Validation Solution Consulting Biz]
Bio-Support’'s Advanced GMP by Design!!!

Management
Responsibility

Bio-Support

Preventive

Advanced GMP by Design 7if'd &

Customer / Patient /

Product

Quality Culture

Pharmaceutical Quality-System

J ]

Quality Management

Data Integrity.

Quality Assurance

Patient & Market
Product & Product Lifecycle + . i
GMP Requirements —> Quallty Objectlves A
v
Quality Statement <+ Quality Policy
PQS Objectives 1: v
Establish and Maintain a .
State of Control(ICH Q10) ﬁ ‘ Quality Manual
. \ Z
PQS Objectives 2: " .
Achieve Product Realisation [€— PQS - Quality Objectives B
(ICH Q10) , (CPP, CMA, CQA...)
Q ;
PQS Objectives 3: . .
Facilitate Continual Quality Planning
Improvement(ICH Q10) *
PQS Enablers > PQS Elements

b

Diagram of ICH Q10 Pharmaceutical Quality System Model

Technology Commercial

Transfer

> Manufacturing

Product
Discontinuation

o) U
: 2 % 8
o 2 a 39
s < Quality S 5 322
€T 2 Control > » 3 3 _
< t; g © o o Pharmaceutical
o = g ‘ﬂ_)'_ c Development
= o 3 = n
o () b (]
V] a o =
= >

Validation

Continuous_Improvément

Advanced Validation

elements

GMP Justice + GMP Trust

Enablers

Developed by K.M.Kim, 20241026

Investigational prod ucts//

GMP

Management Review

Knowledge Management

Quality Risk Management

MANAGEMENT RESPONSIBILITY

Process Performance and Product Quality Monitoring System
Corrective Action and Preventive Action (CAPA) System
Change Management System
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[GMP & Validation Solution Consulting Biz]

GMP

Advanced Quality Culture '

GMP

Advanced Quality Culture

Culture of Quality: An environment where each and every
person understands and embraces their responsibility for
protecting product quality and patient safety”

Advanced GMP

GMP Digital Transformation

Patient / Culture of Quality

Change Management & Continuous Improvement

> PQS by Design

IPO Process Maps

Lab Control, Packaging & Labeling System....

N GMP by Design + Data Integrity + Lifecycle / Risk / Science / System Management Responsibilities .
Justification based Approach (ICH Q10) Leadership—
Documentation: Quality Manual
[System] 22 g1}

A

[Sub-system]
IPO Process Maps

=1 LHRE BX}

Quality, Facilities & Equipment, Production, Materials, ]

Documentation: Policy, SMF...

Control(ICH Q10)

Objectives 1: Establish
and Maintain a State of

[Process]
IPO Process Maps

LIRS 2Xt

Documentation: SOP & Form, Template, Instruction, Plan, ]
Protocol, Drawing, 3rd Party's Document(FDS, Spec,

Manual....).... / Record, Report...

(ICH Q10)

Objectives 2: Achieve
Product Realisation

*IPO: input - Process - Output

Leadership is ial to
commitment to quality and for the performance of the pharmaceutical
quality system

and maintain a

Top Management,
Senior Management &
HR Management

[
Quality Objectives &
Quality Statement

Continual Communication

Resource Management

Continual Improvement

i

\

Objectives 3: Facilitate

Personnel Training &

D
€o a1 1ocess

Verification &

Personnel Retraining &

-wide

Bio-Support’s Advanced GMP by Design

Quality Risk Management |-

v

» Change Management

Planned Changes +
Unplanned Changes

{

Analysis & Implementation of ]

Advanced GMP Guideline
Ly GMP Regulation & L KGMP, CGMP, EU GMP, PIC/S
Guideline GMP, WHO GMP / KP, USP, EP
> Reference > EDQM, PDA, ISPE etc
KS, ASTM, ISO, EN, ANSI, ASTM,
= Standard | ASME etc
Enablers of Advanced GMP
(ICH Q10)
N Data Management Ly Statistical Tools,

Computerized System

Continuous Improvement
and Best Practices

Management based on
Product & Process

Production, QA, QC, Maintenance,
Logistics, IT, R&D....

Risk Assessment + Risk Control +
Risk Review +
Risk Communication

Lifeeyele

> Knowledge Management

—»|

Advanced GMP Understanding +
Product & Process Understanding
+ IPO Process Understanding

Computerized System for

Data Integrity + Data Trust +

Implementation

> D Real Time +
BCP(Business continuity Planning)
N Statistical Quality Ly SPC, Six Sigma etc
Assurance
N Process Analytical Ly How to Measure?
Technology(PAT) Traditional Methods or PAT ;
PAT
Cost Improvement Production Cost ;
> Planning & Example - Continuous <

Manufacturing, Real Time Release

Cost of Quality(COQ) =
Prevention Costs + Appraisal
Costs + Internal & External
Failure Costs

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

|

:

|

| R .

! Continual Improvement i Man Job Description > Qualification i Continuous Requalification

I (ICH Q10) /

| fmprov

l T - Eontinui-Process ‘

| upply Chain Managemen Y

| P  Materials & Services (Supplier Management > Process Validation Vi.”ﬁ:f?tmn &3 tg Revalidation

| , Quality Agreement) CULLEDS

| Robust Process Improv

} N Perf&)rnﬁ;c“eﬂanfit Product Contii \ Process

! ualr onitoring ] . Qualification & Verification Requalification &

4 System ig W elitinary Calibration g (Maintenance Best i Recalibration

‘ (ICH Q10) Practices) v |

| Reactive Approach & Continued-Process

! ; Method & Materials Technology Transfer Validation Verification & .

Pi tive A h

: roactive Approac iq (Product & Process) QbD ™ + Process Design (Process Qualification) i Continuous ™ Revalidation

| I} s

| Business Continuity — . . it

| Planning(BCP) . Perlc{dlc. Periodic GMP Sharing REMS

| P Morality & Knowledge Communication Process(Advanced GMP » (Risk Evaluation and

! f (Interview etc) Workshop etc) Mitigation Strategies)

| . . n
Business Risk A Quality Management

|

! Management(BRM) 9  Management Review Perlo?lc Prot.iuct Pas Man?gement Maturity Rating

I Quality Review Review

I Program

|

|

| Process(Tool) for Input: Quality Planning Output:

| =% Progressive Quality —| IPO Process Maps (SOPs, Instruction, Plan, Protocol...) Record, Report....

| Improvement Input : Process

| CMA(Critical Material Attribute) / Output

| iti i ibu . " .

} CPP(Critical Process Parameter) CQA(Critical Quality Attribute)

| Flexibility

! (Continuous Issue Management CAPA and/or Change

} Communication (Quality & Knowledge) Issue Request Process Management

| & Improvement) v CA - Deviation Control

|

! CA - Deviation Control PA - Variation Control |«

I Gap Analysis g Continual Improvement

L N Productivity » CAPA R;';?;;;oza/ iga;h —Change—»| - Reactive Approach +
Improvement v PP Proactive Approach

A

_&

Product Lifecycle
(ICH Q10)

)

Pharmaceutical
Development

—»  Technology Transfer

Product(CPP, CMA, CQA) +
Process + Analytical method

Il

B Manufacturing

Retention of documentation +
BCP

“» Product discontinuation

Sample retention + BCP

Continued product assessment
and reporting




GMP Justice

Advanced Quality Culture

[GMP & Validation Solution Consulting Biz] Bio-Support
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ILDONG

PASTIEE)l.lI‘R
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GMP

Advanced Quality Culture

[GMP & Validation Solution Consulting Biz]

We provide integrated, best-in-class GMP consulting solutions,
covering Conceptual Design, Qualification & Validation, and Pharmaceutical Quality Systems.

Bio-Support has successfully delivered comprehensive GMP and Validation consulting
for new GMP manufacturing facilities, working as one team with a wide range of customers.

Korea No. 1
GMP & Validation Solution Consulting, Bio-Support

Turnkey Project

Bio-Support Total Number Clients Performance GMP Facility
History(Yr.) of projects worked with us Design Project
26 1,290 390 132 194

Conceptual Design, Qualification & Validation + CSV

PQS, QRM, Data Integrity, CCS, Mock Inspection, Vendor Audit

Bio-Support
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GMP Justice

Advanced Quality Culture

[GMP & Validation Solution Consulting Biz]

Bio-Support

We provide integrated, best-in-class GMP consulting solutions,
covering Conceptual Design, Qualification & Validation, and Pharmaceutical Quality Systems.
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GMP Justice

Advanced Quality Culture

We provide integrated, best-in-class GMP consulting solutions,

[GMP & Validation Solution Consulting Biz]

covering Conceptual Design, Qualification & Validation, and Pharmaceutical Quality Systems.

Bio-Support
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GMP

Advanced Quality Culture

Since 2007
A7 | &R

Established in 2007, the Korea
Pharmaceutical Technology Education
Center (KPTEC) is a specialized education
and training organization dedicated to
GMP and Validation excellence.

www.kptec.or.kr /
kptec@biosupport.co.kr

[GMP Knowledge Management Service Biz]

Total number of 442 Number of 8,000

trainings Website Members

Total Trainee 13,988 Number of 100~200 persons
Visitors to the /working day
Website

Total training 5,302 hours Total number of 2,270

hours courses

Total number of 614 Total number of 1,984 persons

companies taking
the course

instructors

Bio-Supp rt

i q
.

Keyword 1

Future Market & Customer

Survival GMP Workshop program to share knowledge with customers

As Korea’s leading GMP consulting company, Bio-Support is committed to fulfilling
its mission and social responsibility in advancing GMP excellence nationwide, while

actively promoting meaningful and impactful knowledge sharing!!!

Keyword 2

Bio-Support

i
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Bio-support has been growing together Bio-Support

with our valued customers and partners since 2000!!!.

Bio-Support
Introduction of PharmaBio Value Chain Collaboration Biz

Innovative Chain
Collaboration Biz of Bio-Support




Innovative Value Chain . . . . Bio-Support
Collaboration Biz of Bi-Sapport [PharmaBio Value Chain Collaboration Biz]

NI R IR LY KO EL I a7 - | Since 2000, Bio-Support is a company with the capabilities of
of Bio-Support 1) various GMP (conceptual design, quality system, validation, etc.) consulting results in the pharmaceutical

and biotechnology field,

Bio-Support leads the creation of an 2) accurate and practical communication lines with user executives and executives, and
innovative value chain by connecting 3) user trust in the implementation of successful consulting projects.
pharmaceutlca{ and blOt?ChHO’Ogy SQ'PP"e” S Based on the above capabilities, we realize the Innovative Value Chain Collaboration Service with suppliers
and users in strategic collaboration. and users to create innovative added value together with partners in the supply chain.
Pharmaceutical and u Pharmaceutical and
Biotechnology Companies (User) [ Blo'support ] Biotechnology Suppliers
GPP(Good Procurement ‘ Good Value Chain » Best Marketing & Sales
Practice) Collaboration Service Practices(BMSP)
1 Bio-Support, i

The Bridge to Mutual Success

Rich experience in qualification assessment and

Various GMP consulting achievements ) GMP and technical knowledge of various equipment
Bio-Support acts as

a robust bridge
creating win-win
With pharmaceutical and biotechnology companies (users) value for both users
Various communication lines and suppliers.
We are a powerful
partner you can trust

Leading, future-proof GMP and technology capabilities
with an understanding of regulatory expectations and
requirements

Timely and effective

Trust of pharmaceutical and biotechnology companies (users) Project Management, FAT/SAT, Customer Impression by
Conducting Qualification Assessments
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. Innovative Chain

Collaboration Biz of Bio-Support

[PharmaBio Value Chain Collaboration Biz] Blo-Support

The services of Bio-Support’s value chain business with partners (pharmaceutical and biotechnology partners) are as follows.

No.

Service Category

Description

Project Feasibility Consulting

Conceptual design, basic design, and detailed design support for GMP facility
(equipment layout, etc.)

Project Management

Customized and digital project management services (PM + Engineer + GMP Consultant)

Process Development & Design

Option development and process design services

URS Development(Optional)

Initial User Requirement Specification (URS) development services

a0 |DdD

Equipment Specification Selection & Customization

Customer-specific equipment specification definition based on process design

Project Engineering Design & Manufacturing

GMP-based equipment design & manufacturing, international competitiveness, 3D design and
installation video support (Optional)

Document Control

GMP-compliant digital document management for design docs, specifications, reports, manuals

Change Control (Design Stage)

GEP-based design change management during design, fabrication, and initial validation

9

Delivery Management

Delivery schedule management aligned with customer requirements

10

Installation & Commissioning

Customized installation and GEP-based commissioning services (FAT/SAT optional)

11

Equipment & Process Validation (Optional)

GMP qualification & CSV services (VP, URS, DQ, QRM, 1Q, 0Q, PQ, Deviation Control)

12

CCS & Data Integrity Consulting(Optional)

CCS, Data Integrity, and (Aseptic) Process Validation consulting

13

Technology Transfer & Training

Technology transfer, handover, and continuous training (online/offline)

14

Change Control & Requalification (Optional)

Change management review and requalification services
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. Innovative Value Chain . . . . Bio-Support
Collaboration Biz of Bio-Snpport [PharmaBio Value Chain Collaboration Biz]

The PharmaBio Value Chain Collaboration Service is provided by Bio-Support in collaboration with the following partners.

Why!!! Should it be a service of Bio-Support?

The Innovative Value Chain Collaboration Service is Bio-Support’s signature platform, combining its mission and GMP expertise to unlock
collaborative value beyond traditional GPP (Good Procurement Practice).

Through transparency, efficiency, and trust, the service enables seamless procurement and builds long-term partnerships between
suppliers and users.

Our Partner

OSD Production Line Equipment(Total Solution)
OSD Laboratory Equipment

OEB Containment Equipment

Digital Smart Factory Solutions

* Aseptic Drug Product(DP + Lyophilization) Production Line
Equipment(Total Solution)

+ Biological Product(DS: USP & DSP)) + DP) Production Line

7bfflOﬂ Equipment(Total Solution)

+ Clean Air Equipment(RABS, Isolator) for Production and QC
Sterility Test

* GMP Facility Modular Construction https://www.tofflon.com/

* Portable and Remote Particle Counter for GMP Cleanroom & * Aseptic Drug Product(DP + Lyophilization) Production Line
) Clean Air Equipment 'VEn o Equipment(Total Solution)
®‘ * Real-Time Viable Particle Counter ¢ + Clean Air Equipment(RABS, Isolator) for Production and QC Sterility

* Ventilation Test Instruments Test
https://tsi.com/

« GMP Validator/Data Logger for Thermal Validation ﬂ + Aseptic Filling Line Equipment / OSD Production Line Equipment

1% Lives International

050" L xwiil

HAGILIN

Single Using Bio-Pharma System (SUS) Rl Aseptic Filling Line Equipment / OSD Production Line Equipment
Single-Use Bioreactor Bags, (2D/3D) (Single-Use Storage Bags): @

Pharmaceutical TPE Tubes
Tyvek Sterilization Bags



https://www.tofflon.com/
https://tsi.com/

Innovative Value Chain

Collaboration Biz of Bio-Support

[PharmaBio Value Chain Collaboration Biz] slo-Support

F= MH|A 8 E2 Q9% (Qur Services & Items Summa

System(SUS)

® 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] +
SyéLem forl Alsseptlc [Process Control & Monitoring Computerized System]
emical Dru
(Turnkey Projegt) * 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 Freeze dryer (Auto Loading/Unloading System)
® Drug Product Packaging Line Equipment for Injections, Liquids, OSD...
® Solid Dosage Form Production (Turnkey Project)
System for Oral « Tablet Press Machine / Capsule Filling Machine / Softgel Encapsulation Machine / Coating Machine / Dryer /
Chemical Drug Granulator / Mixer / Pulverizer / Screening Machine / Assistant Machine
(Turnkey Project)
® Oral Liquid Filling Line Equipment
CCS Single Use ® Single-Use Bioreactor Bags, (2D/3D) (Single-Use Storage Bags), Pharmaceutical TPE Tubes, Tyvek Sterilization Bags
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Innovativ.e : _Chain . . . . Bio-Support
Collaboration Biz of Bi-Sapport [PharmaBio Value Chain Collaboration Biz]

® 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 & 15t Packaging +
Freezing(Option)
System for * Process Control & Monitoring Computerized System
Biological Drug * PIC/S GMP Annex 1, 21 CFR Part 11 and Data Integrity Compliance

(Turnkey Project) | ® 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 Freeze dryer (Auto Loading/Unloading
System)

® Biological Product Packaging Line Equipment for Injections
® Cell Therapy & Gene Therapy Production Line Equipment
® Clean Air Equipment for Production and QC Sterility Test : C-RABS, Isolator etc. ~~~ PIC/S GMP Annex 1 Compliance

Equipment ® Particle Counter for GMP Cleanroom & Clean Air Equipment
® GMP Validator/Data Logger for Thermal Validation : CGMP Compliance + 21 CFR Part 11 & Data Integrity Compliance
® Bio Engineering Solution Service : Conceptual, Basic & Detailed Design
® Innovative Modular Construction for GMP Facility

GEP/ » Conceptual Design & URS --- Project Master Planning
Engineering * Basic & Detailed Design & Technical Specification --- Design Qualification
(Turnkey Project) - Off-site Fabrication/FAT & Prequalification(Supplier Site) --- Transportation(From Supplier Site to User Site)

* On-site Engineering & Construction(User Site) --- Qualification(IQ & OQ) --- Handover
* Maintenance Supporting Service & Requalification Service




Innovative Value Chain . . Bio-S t
GMP Modular Construction Service esapERer

"Bio-Support and Tofflon" designs and realizes the latest technology for GMP Modular Construction & Qualification.

Bio-Support + Tofflon
Korea's No.1 GMP and Validation Solution Consulting Company China's No.1 Global Pharmaceutical & Bio Equipment and Solution Enterprise

“5S + M Strategy” of Modular Construction for GMP Facility

5S+M, the core strategy of GMP manufactory modular construction, is a comprehensive solution
that realizes efficiency, safety, quality, sustainability, and customer satisfaction at the same time.

Save Time — Rapid installation minimizes project completion time \?v?t‘:\egl(\)llliDQI:\?:Ity — Manufactured in a uniform environment to ensure high quality

Save Cost — Standardization and efficient processes optimize investment and Sustain the Environment — Realizing eco-friendly construction by reducing waste,
operating costs noise, and carbon emissions

Secure Safety — Pre-production and modularization minimize the risk of safety
accidents operation
MR AL AL AL RNy

Traditional Construction Time 100% traditional construction

— Time saving=ROI
Design = More up-front design, but design phase will not be extended due to modular standardized
design

Piling & Foundation = Offsite manufacture begins in parallel with foundations

Steel structure frame starts in parallel with
— equipment manufacturing

Modular Construction Time

Modular Construction vs Traditional
Construction Timeline

Brick or Steel Structure Works
Off-site ‘ On-site

Mechanical & Electrical
Installation
Equipment Manufacture & —
Installation —~ Onsite assembly
Commissioning & Validation Commissioning time reduced due to

3 dedicated factory acceptance test _




Innovative Value Chain

Collaboration Biz of Bio-Support

GMP Modular Construction Service

Bio-Support

. . ) . Written by | Bio-support & Tofflon
Concept of Modular Construction & Engineering Process for New GMP Facility i |Document No. BS-MC-5-A001
: Bio-Support  Jofflon Reviion No. o
(Tofflon + Bio-Support) . !
. . Date 2026-02-02
GMP / End User/ GMP Modular CM & Consulting(Bio-Support) Facility Design(HE A 1 3rd party | Froduction Equipment : ”:,"""I [FEEE] Engineering for Modular Construction/ Tafflon Construction / 3ry Party
Project Stage Time Line pr— £ g g H
Process User Consuiting Party Job Description Job Description Process Engineering Engineering QA Job Description
GMPF Facility Site Supporting
Product &
" v - " Production Capacity " o " . o
Project Planning 3-6 Month Project Strategy Target GMP 5u ing Project Strategy Supporting Project Strategy Supporting Supporting
URS of Conceptual
| Design Supporting
4=5 Month  Conceptual Design(CD) Review & Approval ?E::nnl& \Conceptual Design(CD) Supporting Conceptual Design(CD) |Supporting Cenceptual Design(CD) ‘Cowork with User Review
1Month  Site VMP +Utility QMP Review & Approval ED"::'I‘:::‘& g‘;‘tgrmm o supplier's Proposal
URS of Utility System & N Execution & URS of Production User/Consulting:
BMS Review & Approvel Document ; Equipment Documentation i
Facility Des| " Facility Basic Design Execution & Request for Proposal 3 A
ity ign 3~4 Maonth Facility Basic Design . & Execution & (8D) Document (URS) User Facility Basic Design{BD) Execution & Document{Eng. Area) |[Review §
eview & Approval -
(BD) Document Bidding Process & .,
[ Contract Supplier's Proposal | | g
Facility Detailed Facility Detailed Execution & User/Consulting:
3 Menth Design(oD) Review Review Design(DD) + 21%7} Document Design Qualification Documentation Facility Detailed Design(DD) Execution & Document(Eng. Area) Review
Design Qualification Execution & Design Qualification . Design Qualification U1(DD - . .
1 Month V(DD -Utility) Review & Approval Bocument U(DD -Utility) DD Revision Utility) DD Revision{Eng. Area) Review )
Proposal, Bidding Process Execution & Document "
CAE Bidding Process Request for Proposal  Prep. Review & Request for Proposal Proposal, Bidding Process & & Contract ution
& Contract 1-2 Month (URS + Detailed Design} Approval Review (URS + Detailed Design) Prep. and Review o Execution & Document Raview
i | | |
Equipment Production Supplier
) Factory Modular at Off-site . - HVAC System, Clean Room, Water Factory Modular Construction
g—sm_e _GMP{GEP Construction Consulting or Fackary "““"'!"'* anmmm & Steam system, gas System etc.  |Process QA Supervision:
pervision & o Process (Fabrication, and A .
6Month |0 Process WUser Supervision modular assembly) - BMS Material Inspection, Assembly
X (Eng: 5-6M / pectio Supervision - Production Equipment Inspection, Pre-Commissioning Site Preparation Work
tr:.m 1& Construction Civil & Foundation Work
pnrerng Work 1:  Design Qualification Execution & . . ] . Construction Work 1 ‘Architectural Work
46 M) v2(utility) Review & Approval Document . Design Qualification U2{Utility) _FDG Preparation FDS Review Warehouse(high Rack)
OFf-Site FAT & P Off-Site FAT & Pre- Supplier Ex i Off-Site FAT & Pre-delis puilf necessary)
= re- . -Site er ecution # -Site re very " +
deli In: N Review & Approval Review delivery In ion User/Consulting Revi Ins, N Execution Execution & Document
g
Shipping 1 Month  Modular Shipping Supervision Supervision Equipment Shipping  |Supplier Maodular Shipping Shipping Planning & Execution Supervision & Document ?
;q;lpmmt Incoming at Supplier Modular Structure 'I:.lodul:r Installation
Maodular Installation Supervision Supervision Maodular Installation Utilities & Production Equipment Field Quality Inspection Work Construction Work 2 Architectural Finishing
2-4 Month Installation +Hook Up Work
) Equipment Installation SupplieriCowork with © °
Construction & As Built Documant + 3 at Site Engineering) As Built Document + Supplier's As Built Documant +
Engineering 2 Supplier's Document | Review Raview ;. % Document for Qualification Preparation Rivigw # Supplier's Document for  Preparation
for Qualification Qualification
1-2 Month  E28{7} Review . Commissioning & SAT fl"s;":',é:’:':‘?‘n‘;“; M =287} Preparation Review =287} Preparation & Execution
| | | | | [
A 1 Manth Commissioning & SAT/ Raview & Approval  Review =] Consulting Execution + =] Commissioning & SAT/TAB Execution Execution & Document =] Commissioning & SAT/TAB =]
Comtm;:;onnn & TAB i 10, 0Q + €SV User: Review & & t 1 & &
Qualificatio 2-3 Month 1Q, 0Q + €5V Review & Approval  Exacution H Approval & |ig 0Q + csv CAPA Execution Deviation Control % lio 0q+csv :“m:"““" H
| | | 1 | |
2~4 Month Phase 1 Review & E i
wiid a PQ(Phase 1) Approval  Execution 9 = . =4
6~12 Month  Validation Execution Consulting | % # #




Bio-Support

GMP Justice Innovative Value Chain

e e Collaboration Biz of Bio-Support

Thank you so much!!!

Bio-support has been growing together
with our valued customers and partners since 2000!!!.

Bio-Support

CONTACT US

website : www.biosupport.co.kr

E-mail : gmp@biosupport.co.kr
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