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GMP & Validation Consulting / Solution Services
We know what YOU need in the area of GMP & Validation.
We offer a full scope of GMP & Validation Consulting / Solution Services.

GMP &

GMP Facility
Project
Planning

Conceptual &
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Validation
Master
Planning

Qualification
& Validation
Consulting

GMP & PQS
Consulting

GMP & Validation Consulting/Solution Project Reference: More than total 1,242 projects
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ALZ(The Motto of Company)
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With creativity and boldness, we envision our dreams and pursue them with joy. To us, dreaming is not a goal - it is our responsibility.

A IHE 3 (Philosophy of Management) + 7| ¥ 23} (Corporate Culture)
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wliHll We connect people to healthier lives through technologies that enhance the quality of life and solutions that realize the future.
< Hof-Hio|2-AAA O & CIX[E 7|zat ERHLE 42 FAE 40, AR ZZet O E 4z UEE 7Y
Vision 2027 A company that goes beyond the boundaries of imagination with pharmaceutical, biotech, healthcare, and digital technologies and solutions -
turning a healthier future for humanity into reality.
brod % [GMP & Validation Technology and Solution Consulting Biz] GMP % $2|C|o|M 7|&1} £2M MY At
8:(;el:\fitce < [GMP Digital Transformation Solution Biz] GMP C|X|& HM& &2M ALY
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Creative Value Design & Continuous Challenge Based on Positive Thinking and Leadership
T Lt X4, 92|, Q2|3 2ale| nat ShE o)A ST S FE 257t 5.
Leadership is about more than just skills and abilities. It's about having the right mindset to inspire and empower others.
< O|EEX| M2 EX| H|7|EX]| Either lead, follow or get out of the way.
< M2 H2|D o HHE XA ‘S=5t7] Throw it away properly and fill it more properly to grow

< M, 2|41 0 X]| Challenge, Leadership & Energy

FEEp Gaee % XA, &old U X8 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
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2026 AHZH (Ver 00, 2026-01-01)

2026 E & B IR

HIO|2 M ZE = Al 7}X| A& (Biz Value Chain)2 HHHO 2 CIHEZSOZN,
£t3 Hatof 2} .’-Eg.*; =2E|5l= ‘'S&0|= 4G
= Value Creation + Value Extraction + Value Erosion(Strategic De-emphasis)

It 7| Aol AlIHAI'g ETBCL

p ol Hia|O|M &2 M . -
e e GEP M¥ At WRH BatuHol M ALY

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.

° 7|-I| (Value)~~7|'7c|a %*:!0'" |_ o o I AI.O-I

. L (Challenge)~~27t52 Al Tsl= 7]
. 84 (Sincerity)~~&2 YO0 2= & XA
-  OIHX| (Energy)~~2|C{2] HHO| =%|o| S=0|C}

«  X[d (Wisdom)~~X|A2 &&= 0|1, X[5= L+= Ao|ct
Designed by Z AT, Revision No: 00
Designed Date: 2025-12-30, Effective Date: 2026-01-01
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2| Al =% & (Organization)

L E 0| AH(CEO) BS-V2030-S02 Ver 14, Effective Date : 2026-01-19

49 Kyung-Min Kim

CQO(X| 1 EH MUK}
4737 Kyung-Min Kim

GMP Z2M AT A WEH CIHEYARLAHA GXP A8 AT A LRI Manacooa ==
GMP Solution Biz Campus (GSC) Value Chain Decoupling Biz Campus | | GXP Realization Biz Campus(GRC) Future Strategy Division(FSD) anagemen rategy

HZI 1k-Jin Jeon (vec) 2% Kyung-Min Kim k= Jun-Kyu Park Z e}l Ki-Tae Kim 7'7’?1I|‘,I|2;(?.1I:1(3A:/I?)Kim
oo =

CIXtQlat AX[L|OfY £2HM

GMPEEM 18 QUIZCIRS AAIE MYIE(EIN ETH AAIE) 0jzH 18 Manageme s & St
(GMP Solution Group, GSG) eubiz design Biz Group(EDG) Design & Engineering Solution Biz Future Strategy Group(FSG) ( anagementMSG;rategy roup.
Group (DEG)
o) 7% 118 WM SR AYIE GMPIISAI S
(Validation Technology 1 Group, Value Chain Solution Biz Group GMP Technol Biz G GTG
VIG1) (VCG) echnology Biz Group (! )

daHo|d 7| 23 &
(Validation Technology 2 Group,
VTG2)

ADX &84 AU E
ADX Solution Biz Group (ASG)

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

daHojd 7l 428
(Validation Technology 4 Group,
VTG4)

delhold 7l 58
(Validation Technology 5 Group,
VTG5)

csv 7IgdE
(CSV Technology Group, CTG)




Z 74721 Kyung-Min Kim
» CEO & Chief Consultant of Bio-Support
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HelXl |k-Jin Jeon

+ Campus Leader, Value Chain Decoupling Biz Campus
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Bio-Support

Hk=T Jun-Kyu Park

Ji-Min Kim

* Principal Consultant & Vice
President of Bio-Support

+ Campus Leader, GMP Solution Biz
Campus

- SR |En S MY FA

« 3 ECA Certified Validation
Manager

- A= GMP HI =2 'ga[go]d 3
Mz dg7t Z=2HE HMEI}

- Ha|gojd dET 300 O] =

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
SEHY7IEnSH MY ZA

Lo AEoo4F U N2 %F

GMP M= 7HE 24 X SELA HEN
GMP M =X|3gH| ME7}

HELA =2HE goH 0|4 =¥

Z 40| Kyung-Mi Kim

» Managing Director of Bio-Support
+ Division Leader, Managing Strategy Division
« D=3 AZ|A AL (AICPA)
« H) KPMG M-S AHH FSULEE
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Developed by K.M.Kim,
20241016(Revised)

H|2kHlo]| 2 B! GXP At2X}(User)
; 22lo| B2
PharmaBio & GXP User
; Our Customers

HIO| 2 M EZE ALY 2494

Bio-Support

Bio-Support's Biz Strategy

X| (Bridge)O| X}
tEZat A (AL

Bio-Supp

X ekto| 2 9 GXP B 2XH(Supplier)
; @2le| ZELH
PharmaBio & GXP Supplier
; Our Partners

v

[GMP & Validation Technology and
Solution Consulting Biz]
GMP 3! Ha||o| ¥ 7|=at £2M

HAE AL

GMP

Advanced Quality Culture

[Facility Design Solution Consulting Biz]
GMPH|Z=A HAHEY A

[Qualification & Validation
Consulting Biz]
MM Y W0 M T AR

[GMP Solution Consulting Biz]
GMP £2M4 MY At

[GMP Digital Transformation & Al

Solution Biz]

GMP C|X|E M2 9 Al E8M ALY

[Digital GMP Solution Biz]
CIXIE GMP 224 ALY

v

[PharmaBio Value Chain
Collaboration Biz]

X etdio| 2 R Ql 2t e o] At

[GXP Value Chain Solution Platform]
GXP RN £8H EHE

GMP

GXP Value Chain Solution

[Al-Powered GMP Solution Biz]
Al-Powered GMP £2M4 AlY

[GMP Knowledge Management
Service Biz]
GMP X|A|ZF MH[A ALY

[Survival GMP Workshop Program]
MEGMP a& =21

[GMP & Validation Training Biz]
GMP U HZ|G[o]d K ALY

it bt vy

[GMP Value Chain Collaboration
Service Biz]
GMP E&/H|Ql S2f= e o]
MH|A AL

[Advanced GEP Service Biz]
2 X7H= GEP(Good Engineering
Practices) AMH|A AR

Korea Pharmaceutical Supply &
Engineering Community(KPSEC) 2%

KPSIEC

13



GMP Facility
Project
Planning

Conceptual
& Basic
Design

GMP &
Validation
Master
Planning

Qualification
& Validation
Consulting

GMP & PQS
Consulting

[GMP & Validation Technology and Solution Consulting Biz]
GMP 3¢ Ee|Gjjo]d 7|sut SR LT ALY

Bio-Support

New/Remodeling GMP Facility Consulting(Turnkey Project); 41%/2| 2 @3 GMPH =4 cMPa/'#2|H 0| M

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

s
S8z

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)

QbD Consulting(Partnership)

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

GMP Digital Transformation Solution Consulting

14
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Bio-Support 2| GMP Justice

[GMP & Validation Technology and Solution
Consulting Biz]

GMP 3! E2|Hjo|d 7|zt £ M

GMP Justice HAME ALY

Advanced Quality Culture

0
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[GMP & Validation Technology and Solution Consulting Biz] Bio-Support
GMP 3! BE|G|o| ¥ 7|zaf &5 AT ALY

Global GMP Trend Keyword
Risk, Science & Syst contaminaﬁon

40 + DX + Al
. s em Based A C
Ol S S = ro. q
EZ GIE. 2 XA 2HE S(io2 % ompol T { —2te0y(CCs) Revised Annex 1
Bi HT)
Ig Data
Leak Test

Advanced Environmental
& Bioburden Control

Prod i
OJoF r.UCt Life Cycle

ster'\\'\zat'\on
= T)
=& 2H0[Z Ajojg

4 Post
Use Testing (pupS\

Pre-Us
\ntegl’lty

Rapid Microbial
a: The Patient  Method(RMM)
is the Customer

Advanced Cleaning &

isinfection
Access and Securj Di

Management Advanced Surface

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 t M Process Analytical
Common Technical d GMP Inspection Process Quality Ma“?geme“ anagement : Technology
Document(CTD) Advance MDS) Maturity e QMs Practical Management
(4 gffectV Review

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

Drugosn tin“°usICH Q13
P Ubg anuyf. .
S CQA CMA CADE(Critical Aspect QbD & Technology WEIPY tances ang ZCt“r:ng of

: Transfer ; Advanceq fug p
Design Element) Business Continuyj {muo“s Manufactu,'-\,'/,anUfaCturing / roducts
U 'anning co“‘o\’eme“t hg lnnovation
ICH Q8 & Q11 Quality By Design ecyle & Process it
MAZ|E ZERTES appi
2A47|¢ SRS} Ping R Personney Advanced Validation /
& R °Peat) Trainin On-going Process Verification

e)QuaIification

EU GMP & PIC/S GMP
specific to ATMP 16

L GMP M= A : 2H5|o| 2= 2767), ICH Q9 Revision
I 0I2%FE 1607 = 436 7| Quality Risk Management
2023 A EQ|4E S A A (A 24X 2023.12 h Qs 9, 10, 11, 12
227t 20223 7|F, T B guamy'lrr;prc;vement
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[GMP & Validation Technology and Solution Consulting Biz]

GMP 3 Ee|Hjo]M 7]

Validation

Advanced Validation

Continuous_Improvement

J ]

Investigational prod ucts/

GMP

: E
Advanced GMP by Design 7' & bationt & Market
. Product & Product Lifecycle + . Lo
Customer / Patient / GMP Requirements | | Quality Objectives A
v
PrOd u Ct Quality Statement < Quality Policy
Quallty Culture PQS Objectives 1: v
. . Establish and Maintain a i I
Pharmacettical Quality System State of Control(ICH Q10) f— | Quality Manua
- v
. PQS Objectives 2: " P
Quahty Management Achieve Product Realisation [4— PQS - ?g;gtycﬁnl’zeggzs ;3
(ICH Q10) | ' '
; v
Data Integrlty PQS Objectives 3: . .
Facilitate Continual Quality Planning
Quality Assurance Improvement(ICH Q10) *
PQS Enablers > PQS Elements
X > 4
=2 : 5§ 8
o= o k] a a 39 Diagram of ICH Q10 Pharmaceutical Quality System Model
E2 E5 < Quality S s 3232
D 9F 2 Control > » 2.2
g o < 't; g o] o 5 Pharmaceutical Technology Commercial Product
fEB 8 E 2 3 '_U‘ g-. & Development Transfer Manufacturing Discontinuation
e S 2 g 3
=S
o S o

MANAGEMENT RESPONSIBILITY

Process Performance and Product Quality Monitoring System

PQs Corrective Action and Preventive Action (CAPA) System
elements Change Management System
Management Review
GMP Justice + GMP Trust
EKnowledge Management
Bio.sllpp rt Enablers

Developed by K.M.Kim, 20241026

Quality Risk Management




Advanced GMP by Design

GMP Patient / Culture of Quality

“Advanced Quality Culture

Change Management & Continuous Improvement ‘

— Advanced GMP [ Analysis & Implementation of
-_— Culture of Quality: An environment where each and every . o o . I Ad d GMP G d |
: G Leadership is to and a wide vance uideline
e person understanqs and embraces Fhelr respopslblllty fo: G M P Di ital Tra n sfo rm atio n commitment to quality and for the performance of the pharmaceutical
u protecting product quality and patient safety’ g quality system
— Ly GMPGR(?guII.ation & Y KGMP, CGMP, EU GMP, PIC/S
; . . . . — Ton Manacement uideline GMP, WHO GMP / KP, USP, EP
o* N GMP by Design + Data Integrity + Lifecycle / Risk / Science / System Management Responsibilities . op 9 7
| Justification based Approach (ICH Q10) Leadership—— Senior Management &
! HR Management
I—;I ! : > Reference > EDQM, PDA, ISPE etc
! o < Quality Objectives &
e | [System] a2 HX} Qualit Facli)lg?:sm;ngatlpn. Ql:al;,ty :\jllar;.ual Material Quality Statement
o ! . IPO Process Maps == Y. quipment, Froduction, Materials, Ly e Y KS, ASTM, ISO, EN, ANSI, ASTM,
'I Hng PQS by Design Lab Control, Packaging & Labeling System.... Continual Communication ASME etc
|
q | 2 [Sub-system] Aql LJ2E X ion: Poli
{ J i IPO Process Maps st LI E X} Documentation: Policy, SMF... Resource Management e e o b et GV
K | Objectives 1: Establish [Process] Les Documentation: SOP & Form, T'emplate, Instruction, Plan, ] Continual Improvement (ICH Q10)
! and Maintain a State of IPO Process Maps 2 E BXt Protocol, Drawing, 3rd Party's Document(FDS, Spec,
"-H I Control(ICH Q10) Manual....).... / Record, Report... N Data Management N Statistical Tools,
| Objectives 2: Achieve *IPO: input - Process - Output 9 Computerized System
o | ! Product Realisation
! __(ICHQ10) Conti +ijw.u | | | Continuous Improvement | | Production, QA, QC, Maintenance,
-l-r | Objgctlves Slfasiitate s Personnel Training & Verification & Personnel Retraining & and Best Practices Logistics, IT, R&D....
K ! Continual Improvement ™ par Job Description > Qualification > Continuous Requalification
I (ICH Q10) q Risk Assessment + Risk Control +
| Improv £ Ly Management based on Ly Risk Review +
r ! . ] Product & Process . A
| - €o Process . Risk Communication
— . . Supply Chain Management A Verification & A Lifecycle -
} il Materials & Services (Supplier Management »  Process Validation P Contii E gl Revalidation Advanced GMP Understanding +
K I Robust Process » Quality Agreement) , on IIIUOUS‘ > Knowledge Management —»{ Product & Process Understanding
| e .
JIJ } Performance and Product continda Process + IPO Process Understanding
| P> Quality Monitoring  — Qualification & Verification Requalification & c i Data Integrity + Data Trust +
i omputerized System for )
- System ig W elitinary Calibration ®  (Maintenance Best |”| Recalibration > P p,-ocessy > _ Real Time + .
n. | (ICH Q10) Pr ices) } BCP(Business continuity Planning)
: Reactive Approach & Continued Process ‘ Statistical Quali
E ! : Method & Materials Technology Transfer Validation Verification & I tatistical Quality i Si
Proactive A h = > SPC, Six Sigma etc
w 1 roactive Approac iq (Product & Process) QbD ™ + Process Design ™ (Process Qualification) i Continuous ™ Revalidation Assurance 9
| / s
| R . tmpro
Business Continui q
| Planning (BCP) ty Periodic Periodic GMP Sharing REMS N Process Analytical Ly .I-.Iow to Measure?
! > Morality & Knowledge Communication Process(Advanced GMP » (Risk Evaluation and Technology(PAT) Traditional Methods or PAT :
| f (Interview etc) Workshop etc) Mitigation Strategies) Cost Improvement Production Cost P‘:\T
| Business Risk Periotic Product PQS Management Quality Management L Planning & Example - Continuous [
! Management(BRM) 3  Management Review Quality Review Revi gw Maturity Rating Implementation Manufacturing, Real Time Release
! y evie Program Cost of Quality(COQ) =
| Prevention Costs + Appraisal
; Process(Tool) for Input: Quality Planning Output: Costs + Internal & External
! —»  Progressive Quality —», IPO Process Maps (SOPs, Instruction, Plan, Protocol...) Record, Report.... Failure Costs
Improvement . P
| Input rocess q
I - N . Output Product Lifecycle
CMA(Critical Material Attribute) / e " .
|
} CPP(Critical Process Parameter) CQA(Critical Quality Attribute) (ICH Q10)
|
| Flexibility :
! (Continuous Issue Management I R £ P N CAPA and/or Change > Pgarmlaceuhc:I
| Communication (Quality & Knowledge) ssue Request Frocess Management evelopmen Product(CPP, CMA, CQA) +
: & Improvement) v CA - Deviation Control J—» Process + Analytical method
! CA - Deviation Control PA - Variation Control |« L »  Technology Transfer
I Gap Analysis o Continual Improvement Retention of documentation +
L N Productivity » CAPA R:::'Z{Zaoza/ iga;h —Change—»| - Reactive Approach + BCP
Improvement v PP Proactive Approach Ly Manufacturi
¢ A anufacturing
Quality Risk Management |- : Sample retention + BCP
Planned Changes +
» Change Management : . q q
Unplanned Changes § —> Ereductldiscontinuation Continued product assessment
and reporting




[GMP & Validation Technology
and Solution Consulting Biz]

[GMP & Validation Solution Consulting Biz]
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[GMP & Validation Technology and Solution Consulting Biz] Bio-Support

[GMP & Validation Technology

and Solution Consulting Biz] GMP 3:| %EI |_'_-"0|+_=| 7I§J'|_I. _Jéﬁ_?_ﬂ ;dAE-l% AI-%‘l
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Conceptual Design(ZH'& A Al), Qualification & Validation + CSV
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[GMP & Validation Technology and Solution Consulting Biz]
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[GMP & Validation Technology and Solution Consulting Biz] Bio-Support
GMP 3! BE|G|o| ¥ 7|zaf &5 AT ALY
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s Y S e < { s .
Dong-A ST Dongguk Pharmaceutical Seoul National University H
Cheonan Plant Jincheon Factory ATMP GMP Facility

SKE[O|2At0
Center

ospital

J . 2

Optus Pharmaceuticai KyungBo Pharmaceutical
Osong Plant 2 ADC Factory

Korea Osuka Pharmaceutical
Hyangnam Plant

Ce
ATMP GMP Facility

Korea Vaccine | ISU ABXIS
Baekam Factory Ansan Factory | Yongin Factory
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Innovative Value Chain [PharmaBio Value Chain Collaboration Biz] Bio-Support
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GPP(Good Procurement Good Value Chain Best Marketing & Sales
Practice) Collaboration Service Practices(BMSP)

1 1
Bio-Support,
The Bridge to Mutual Success
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[GMP Knowledge Management | [GIMP & Validation Training Biz] GMP % H2|{|0|H W& Al Bio-Support

Service Biz]
GMP XAl A MH|A AP = A — OO
88 A=A ot X|2f7| = 1|8 (KPTEC) &71
Since 2007 Total number of 442 Number of 8,000
= trainings Website Members
e o PamEE]
Total Trainee 14,150 Number of 100~200 persons
Established in 2007, the Korea Visitors to the /working day
Pharmaceutical Technology Education Website

Center (KPTEC) is a specialized education

GMP and Validation excellence. hours courses
Total number of 614 Total number of 280 persons
www.k.ptec.or.kr / companies taking instructors
kptec@biosupport.co.kr R e

Bio-Supp rt

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 1 Keyword 2
Future Market & Customer Potential & Advanced GMP Technology & Quality BCc|\Y A EI VN @ ET{ N e | F1eTe] E1iTeTa[(1)% 1 AT oT¢) A @, E117))
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http://www.kptec.or.kr/
http://www.kptec.or.kr/
mailto:gmp@biosupport.co.kr
20220225 Ver 01 Bio-Support Campus's Business Classification and Goal by Chairman_Approved.xlsb.xlsx
20220225 Ver 01 Bio-Support Campus's Business Classification and Goal by Chairman_Approved.xlsb.xlsx
20220225 Ver 01 Bio-Support Campus's Business Classification and Goal by Chairman_Approved.xlsb.xlsx

[GMP Knowledge Management
Service Biz]
GMP X| 4 FF AMH| A ALY

[GMP & Validation Training Biz] GMP X HZ|H|0|M w§ At

ot 27| = |2 (KPTEC) A7H

HEr R

2|5t0] M e GMP & A|2kHI0|27|& X

www kptec.or kr

ol 2MZE 2 0f2] A|ofHto| @Bt HA5HoIA
2@z

kptec@biosupport.co.kr / 031- 426-0907~8

Bio-Support
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+ GMP Digital Platform A{H|A

« | - AX|L| 02 S2E2|0] M MH|A

o = S 3

AT o (202+=2)

« H|of Sz E4Fel cheret oy

< O|&, Af3l A oiEAEel 58 s

<M 2R XY, 7 L EE us AlA b

- $% FEo| SReHHE YA g =e

(122t=)

o o Zyae
o %

==
e
e,

Data Integrity & 2A#2|
Qualification & Validation
Global GMP Inspection
GMP Computerize System

Pre-Use Post Sterilization Integrity Test
Filter Integrity Test & Validation
TOC 7|8t2| Cleaning Validation

FM 28
(201}=)

B2 oty

(161}+=)

£Z MojL}
(12242)

LA
280%
EULSLNE /3 GMP
EUER|RME I3t GMP
RIZH2| R A /8t GMP
RIZX| SIS AE /8t GMP
ZRAR|LIOIZ /3t GMP
SHH|2|oFE 9l 212 O|OE GMP
HH0|2 2 HEHI0|22/oFE GMP
o|27|7| X M2 STIEAIS GMP
SS80|o1Z 3! SH5HE GMP

GMP Upgrade (QMM, Q-trio--.)
Contamination Control Strategy
PIC/S & KGMP Annex 1 Guideline
25
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Introduction of Consulting Business Area

Bio-Support
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CEIS

AN

o GMP1ES SH=E

e 210007

TAH2[%E Al

R3S

USP KP
. U
Ve . . Ve
American National ( .
Standard Institute Korean Industrial ... EN/
Standards British Standards
(ANSD 7}ol E2}Ql
American Society for G,I\!f c!- ;_A.I.-." |
Testing and "'5;}2‘6[‘ 4}-';'_2}
Materials(ASTM) ~
PIC/S
American Society for GMP7}0| E 20l
Mechanical Engineers E°'(2a5) =
(=]
(ASME) ICH7IY (20164 11¥)
Institute of Electrical and
Electronics
Engineers(IEEE)
Inspection Guideline /> International
Risk, Science & System GMPAMZISH Interna.tnon.al Renovation WHO Techqlcal Report T
Based Approach Harmonization Series (Safety, Efficacy, Quality)
I I I I |
4 N

AN

Ve

Parenteral Drug Association

/

Z
Centers for Disease Control

International Organization for
Standardization

AN

And Prevention/National
Institutes of Health

International Society for
Pharmaceutical Engineering

Global GMP = 2E|2| =&

Bio-Support
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http://www.ema.europa.eu/ema/
http://www.ich.org/404-not-found.html
http://www.pda.org/default.aspx
http://www.iso.org/iso/home.html
http://www.ispe.org/
http://www.cdc.gov/
http://www.nih.gov/
http://www.kfda.go.kr/index.jsp
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I MFDS, PIC/S & EMA

Document map

Section Number

1. Scope

2. Principle

Pharmaceutical Quality
System (PQS)

(¥8)

4. Premises

5. Equipment

6. Utilities

7. Personnel

8. Production and specific
technologies

9. Environmental and process
monitoring

10. Quality control (QC)

11. Glossary

58 page / should 873 / can 47 / may 87

General overview

Includes additional areas (other than sterile products) where the
general principles of the annex can be applied.

General principles as applied to the manufacture of sterile
products.

Highlights the specific requirements of the PQS when applied
to sterile products.

General guidance regarding the specific needs for premises
design and also guidance on the qualification of premises
including the use of Barrier Technology.

General guidance on the design and operation of equipment.

Guidance regarding the special requirements of utilities such as
water, gas and vacuum.

Guidance on the requirements for specific training, knowledge
and skills. Also gives guidance regarding the qualification of
personnel.

Guidance on the approaches to be taken regarding aseptic and
terminal sterilization processes. Guidance on the approaches to
sterilization of products, equipment and packaging
components. Also guidance on different technologies such as
Ivophilization and Form-Fill-Seal where specific requirements

apply.

This section differs from guidance given in section 4 in that the
guidance here applies to ongoing routine monitoring regarding
the design of systems and setting of action limits alert levels
and reviewing trend data.

The section also gives guidance on the requirements of Aseptic
Process Simulations (APS).

Guidance on some of the specific Quality Control requirements
relating to sterile products.

Explanation of specific terminology.

Clean 192(Cleanroom 91)

Contamination; 137

Sterilisation 134

Risk: 124

monitoring: 126 / Test 110

Filter 119, Filiation 42

Validation 49 + qualification
62 = 111

Material 89

Microbial 67

quality: 65

method 62

Personnel 56

CCS 51

Disinfect 50

Isolator 48 / RABS 27

Airflow 46

Effective 45

maintenance 34

Decontamination 24

Bioburden 18
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Table 1. lllustrative guide to manufacturing activities within the scope of Annex 2A
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Figure 3: Example of autologous CAR-T therapy ATMP manufacturing
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- o|efE GMP HE gtE|7|&E q B i
CNC* : ISPE HVAC Guide &= - Controlled, Not Classified Area
Airborne Particulate Classification
KGMP, EU GMP Annex 1 US FDA,
WHO GMP, PIC/S GMP Annex 1 Aseptic Processing(2004)
Grade ISO
at rest(/m)(H|ZF Al In operation(/m’)(Z&HAl) . Dynamic Condition(Zt g Al)
rade
>0.5um >5um >0.5um >5um >0.5um/ft3 >0.5um/m’
A 3,520 29 3,520 29 C;'t'ca' 100 3,520 5
rea
. 1,000 35,200 6
B 3,520 29 352,000 2,930 S PRELiEiE 10,000 352,000 7
¢ [ seow | aem | ssmow | msaw | o [ ioow | sswe0 | & |
Not Not %
D 3,520,000 23,300 predetermined predetermined CNC i ) )
=] O lE QHO Ciet ME oA 7|&ED 1) “H| =S A|” AEf= B7|=$}EK|(HVAC) S 2 E M =X
s Lhh oA 222 TilE AH| J"'7‘|7|' 2te k|0 S5t e, ’HOHJ‘I Hie} Zo| F
;']:Jrr']_g (X| & 90mm), (X] & 55mm), CHA &712h (&) H=x= 4 J“"|='|Z,|' AX| &AL} ’i.*ﬁol E YE|X| o, oS
cfu/4hours? cfu/plate cfu/glove Aof U 0| EXSIX| b= HEIS TTtC
A No Growth No Growth No Growth No Growth 2) “xte] A|” AFE= MHAlO| MA|7} B E|QUOH, HEAX
B 10 5 5 5 7} o.s_ FXH mEg ZI|X gwxl(HVAcV} 2HHS| &Sotn
C 100 50 25 - s J‘a|=||7|' AR |0 &S5tH, HY HHS st AL 29
D 200 100 50 _ I Al Z|CHe| 2] Q1R o] ’“IH"'I"' *"EHE ZotC}.
ZX: PIC/S & EU GMP Annex 1 Manufacture of Sterile Medicinal Products (202209), €& 1 £ 72| E M X (Q|UYE = U X220 2t 174, 202312)
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Figure 4.7: Diagram of a Large Scale Open System Aseptic Fill with |

Figure 4.6: Diagram of a Large Scale Open System Aseptic Fill with RABS
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2l 718 (validation Strategy & Master Planning)

Bio-Support

waloo]Md LA =E
(Validation Working Party)

H

WaHo|H YHAEE
(Validation Time Schedule)

H

wadold d o XeH
(Regulation & Reference)

Ald W H=x|#E g

YLy, A" o BN

HREALY

Hz=EE MY, 7224,

" 2% 8 FRTKL, 2ETN,

HRO|2{ A HIHEX} HPEE 2

Agegy

Ald S H=EXHEE HEEEL
Z3H4| 2 M (Qualification Master
Plan of Facility & Utility System)

Y

Al % H =X HEEY HHEEEr}
S8 D M(Qualification Master
Report of Facility & Utility
System)

W] A" " E4E|
497 A=A
(Qualification Master Plan of
Equipment)

" (Qualification Master Report of P

YLy, A" A B4
HAGH7 SEEIM

Equipment)

TREA2H galdo]d
SEAEA

(Computerized System Validation
Master Plan)

¥

HREAIAE Eado|y
SgEDM
(Computerized System Validation
Master Report)

It 273 E dadojd HEN
{(Validation Plan for each Process)

¥ {Validation Plan for each Report)

7 37 8 ded|old FnEa M

AlEY deloold H=E M
(Method Validation Plan)

AlES Walgo]d ZaE M
(Method Validation Report)

Wogo|d FEEILM
(Validation Master Report)
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‘H7l(Qualification Master Planning) Blo-Support

L
o
1
ook

MAMTI} 3 HES 22U Y3t Q5 QAL A|AE HEX|YAH| EH| S Start
HH 00 o = == T =° T oot I AT, MEAEHEZ0H], S +
al iz AH =2 M I A = EHO| Ol AXS Z4X{ &l ) )
N AFEHAMAHS YR HAEE e o7, HEHY U =52 245= - ci4¢ 29! (Identification) o] HYWEHE 2R
= i 4 & 2|{Boundaries) HEX|HEH AMAME ER S
= O|3 Sk | = [
ZiYL|Ct. O] & fIoH FEE7H(Impact Assessment)7t BtEA| @ FE|H, TALE v
— 7t FEHE7HO| HEUEEMLH
20| m A SEH L2 AMAISIO] MM} Al ALS HAXS 25t 23 I [
I:I' = —I ey 1' O'" [[I'EI' oo 7|' = EAI OI-O:I 7|' AI EH o= E2° OI'-TI- et {(Impact Assessment) oE =/ (Direct Impact System)
2 23} stL|C v
DIS1, DIS2 =& DIS3
HEW} 7|E (Impact Challenge Table) Yes | No
= A EHl
1 [AAHO cas/cDESTH EREIO] UXLE CPPE 8P QAT SFEE JISE +83HA ATt m| O UEITA =G
(Indirect Impact System)
2 |MaHol 4B w megrol XY B of WHo| HE BTo| Y-S OXIALL BRI HHS ZeHY THsH0| YTt 0| m
M
3 [AAHO 2ENE 2L B04E MEND, BY B0l ME SO VS 0|XALL, B0 YHE 2k FHs 40| AL o m > YA~
(No Impact System)
4 |MAHO 4, 45 E& Bpo] ARSI, ALY 2ES02 Olof AN FIHO| MY 5 AT ol m ¥
Al~H0] cPpe] Ul WAK|H, A, 3H 7Y ae YRG0l 37| BY, 2&E |AB2Lt 20| 7 Qs B M3, Aol Ao b Al 24
P |2 wsein we e wxo Ao 1 4 s o o . 3CHA| ﬁtgﬁﬁ_‘;;ml Es!i.:ﬂo ']ﬁ > HAMTI} AA 2 H=A
6 A|AE0| EY, XY T, CPP, 21 CFR Part 11, HIE7|8 A2 YL, Lot 2, GMP BE" C)Q £ NBE|E Datal MLE, M4 M2| T HE - - pe
st=717 ‘\°
; [H2801 Sxiobt A a8 RusAY B BE HE BAsE AHA | (O 227158 280, A2W ensoz A e [ > HAEGY A
Yol WA + AR ’0 (DQ, 1Q, 0Q, PQ ¥ Requalification) 23
8 |AAHO| oopBol 2ol HE (O], REWS, REI|Y, 2F HE UK 7 o‘(k\ (= 7150| 20|, B 0| HEE BB O ABEETD o m
Direct Impact Equipment(DIET): Table 1~8% & /2 174 014} [Yes], 7 NV, awg swa 524391 2 rar 52 saT 0] 8), =& GEP(FAT/SAT) %4
Direct Impact Equipment(DIE2) Table 1-8% 5 22 178 oltt (ve QN 4% AWS SHAYETL LY, B J|HBOR RA FAT/SATE M Xg) FEEI ot M
Indirect Impact Equipment: Table 1~8% [No), M& SZ0| &* £ A LAY AL X Q=21 H 2 d Wt 015 8, FAT Z2 SAT U8 HE) 491 {Documentatiun of
No Impact Equipment: Table 1~8% 25 [No]. H& &30 6 SB(X 287} 0|X 8, FAT/SAT 0| X 8) Impact Assessment}
/@/ P
M Direct Impact F 9, o .1, B DIEZ) O Indirect Impact Equipment [J No Impact Equipment
A9y} 23t —& 00
(Impact Assessment  |FAT: [ Ye~ 42 AI2H): O Yes, @ No /
Results) Initial Qu. O . mz(4m7 €71 0 RA W URS, 0 DQ, M 1Q, M 0Q, 0 PQ, M Calibration HE 9l g9l ——p YW A E T U 2N A
Requalificat.. oaintenance(F§ & H 4 M7 U A 2HCHA): O RA, B URS, 0 DQ, B 1Q, B 0Q [ PQ, W Calibration
T ?i"i'ii“"f’:ffi".';"i’;fffé’!ﬁ.“;i g;ﬂ;g Ee;n DIE2Z £ B4I0) HAHUIE Urlpict J'
i z; 0| SH7H B4R 22 BHUS pr 45 DA 28 IE BR JHHE FLE 0% + 28
% g . S = - T T pAss -3 w=0 = = e
Classification Rationale) |3, w 1y 014 2 Ljej2) % $4SIE BUCOIELE AAIRAO| 7|8ELD Lot 5812] Fa KO ABE 33333:,; S_E?r End



o|ofE & & Al A8l (Pharmaceutical Quality System)
A&HOo 2 FSISD QU GMPE ELEACIQ} SURESAIHE XL SLAMAHE
st ASL|CE EH-HPMAIC e sMPE EE E2HQuality Culture)E 7|82 2 ICH Q-
trioS EYUst0l XISHel Mg S olobEo| HAmE U EUMAE YASE 52
olAL|CH 2238 X0 CH2617| QI8 MaAS £2UStn MBS} QM= =X YA
7|4ko| oJekZE E R A2/ (PQS) 7H4d0] E4=iL Ct.

PQS Consulting

SOPs Development

Quality System Pharmaceutical Quality

Facility and Equipment System a8 -— _99 - Q1Q
Material System g
Q -0
Production System g2 = $s
o ﬁ 5 =7
o3 g — 8 >
Packaging and Labeling System ] ;5, E'Q
B S c 5 S
Laboratory System 1] ' :
y y ﬁ/ @ ‘@

E_ Quallty Culture=
Validation Policy & SOPs

Policy & SOPs for Document Management
CAPA Policy & SOPs with Root Cause Analysis
Change Control Policy & SOPs with Gap Analysis
Policy & SOPs for Quality Risk Management

Equipment Operation, Maintenance & Cleaning Procedures

.l
2%

Bio-Support

ICH Q10 Pharmaceutical Quality System

Technology Commercial \
Transfer Manufacturing

GMP

Product
Discontinuation

Pharmaceutical
‘ Development

Investigational products

MANAGEMENT RESPONSIBILITY

Process Performance and Product Quality Monitoring System
Corrective Action and Preventive Action (CAPA) System
PQSs Change Management System

elements Management Review

Knowledge Management
Enablers

Quality Risk Management

Quality by Design + Quality Risk Management
+

Modern Robust Quality System

Risk, Science & System Based Approach to GMP

Il

Lower Risk Operations / Innovation / Continuous Improvement /
Optimized Change Management Process
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ZE X 2™ 4 FE(QRM, Quality Risk Management) 44 & Bio-Support

FEMH 718 gMmPE2| S5t TR 3517 fIgt ME1 41Xl MES /St HH5H|

(" Initiate Quality Management “\'I
Process /

fIsiM = ICH Q9 EE B AL (QRM)S| =0| 27t £l Q&L|CE - i )
o ——— <« -——
4 \
. . .
QRM Plan, Execution & Report ! Risk Assessment ‘I
' |
- . !
° GMP Facility Design(GMP Layout) ! T |
e  HVAC System c : l
. | i i I
e  Pharmaceutical Water & Steam System ° | Risk Analysis |
- |
° Pharmaceutical Gas System N ’: Risk Evaluation :
| )
° Computerized System L \ l— Unacceptable
. . | T T-T-TTT-TT-rTTT————~
° Pharmaceutical Quality System(PQS) 5 e — “«————_
s
. . i A
e  Cross Contamination Eueitis ~o T E [ Risk Control |
I X A Ol= i £ | | —
° Manufacturing Process < S HBEAAR > it agi i ° ! Risk Reduction |
‘ o [ S
o Others TIs/cixtel 372 R A | 1 THHEE &AM : Risk Acceptance :
=T AEIMEL Mz i L /
v HEEEH) HHEEE) NSRRI R .
. I g S Eot
QRM System Consulting EHH e oret T T - v .
° QRM Policy v I i o~ 4-";/ Output / Result of \
ATOI NS BH FF - HMEEH > AAE < AMESF | AT S IWH I " | e el b )
° QRMSOPs - S 7
RM M Planni ! * ————=> «----
- Q aster Planning uTOIEWE HYl | WMESH >  WME < JMESE | Amol 3NN 29 I,’ Risk Review \
v
v <P : |
| Review Events T
sjel 2a —AHHEEE > Fap 13 —HHEEE— x| | \ ;
N ~ e e e e




MZAMHEHI} (Qualification) ZHME! 5! =3

MFDS2| & 131} EU GMP %! PIC/S GMP2| Annex150|A| X|&st
Trio(Q8, Q9, Q10) 7|89 MALHI} TEMAE =611 2, Global

70| EEIQISOA HAISID = Modern Qualification2| 81 AI2HS 0|2

Ol5xo= 70| Hstol 2ol HAMHIL EUS HBY HAULICH

o AFEXI2 AN 70 U = (User Requirement Specification)

o 7|2 9! MM dA ZHE(Basic/Detailed Design Enhanced Review)
o MZAMIYII ZEAIE U EAM3HQualification Master Planning)

o EX 2I¥™ "E7HQuality Risk Assessment)

o MAIMAMLHIL A&, ¥ U BN (Design Qualification)

o MX|HAMEII AlE, £ U E I A(Installation Qualification)

o 2MHAMEEHII A&, =™ U B XM (Operational Qualification)
o MsHAMEII A&, ¥ U B DM (Performance Qualification)
o ZAFEIALH WE|HO[ME A, A % HIM(CSV)

e CCS(Contamination Control Strategy) 7|8t 27 2 L|E{ & (Environment
Monitoring)

o F7|X = ZA’dHI(Perioridic Requalification)

o FAT & SAT A&, =3 U H D M(FAT & SAT)

o GMP S A4S (GMP Supervision)

Bio-Support

European
Commission

5)
‘_QP“:IS EudraLex Volume 4 Annex 15
~ Qualification and Validation
PE 009-11 Annex 15 EMA ]
(Old Version 2001.07)
Qualification and Validation (OId)

(Old Version) 2014.03.01

PIC/S MFDS
(Old) (New)
Al | EOHIA]
s P o PIC/S & EMA O =E
J’lﬁf Commission {New) olerZ M= O ZEIFEE|0 B A
A EO|FE A J'_AI H2019-52%

EMA, PIC/S: Ahnex 15
Qualification and Validation
si: 2015.03.30/4.01

= YU: 2015.09.01

-k 13] HZdE7ier Haeld|old
019.06.28
: 2020.06.28

I'u

for mE

Q8 Pharmaceutical Development

’ harmarisation for better health

Q/ s /E/M]

Q9 Quality Risk Management

Q10 Pharmaceutical Quality System
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MZAMHEHI} (Qualification) Z4AE! 5!

Bio-Support

MFDS2| & 131} EU GMP % PIC/S GMP2| Annex152t ASTM E2500 X *|4l 7}0|E&}Qlo] @ FAIEE 7|42 2 GEP+GMP2| IntegrationZli'E 2|

Modern Qualification 71 El

*
S

erviceE M| S| E&L|C}.

Good Engineering Practice (GEF)

Docwmentation

i bl

L~

Al > nml
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Bio-Support

-IT-IIOI'é'-l.TEl I- : F{ M EI
=27 B8 7(Quality Risk Assessment) 125
ICH Q9(Quality Risk Management)?] EXQ|SHWIIS 7|uto 2 AH|, A|AH), ( — ) 0 i
T AA=ATY —=2 o
o L I o AL =
HIZ=X| QAdH], BH| % HEEAAO| K HHI} Mg S| |
7| s/Clx )/ E- /2T AN | 1 THHEE A
ER i
BEEREY) PEEVEY
Iol-l:ll IJ*I AIﬁEISZI InputJ-l' Output% I' I--é-I'J_I_ CQA, CPP% 'E'-Er v (HHESH) TINEES) -
RIS Q! ATy Tkt f f el
BME| CPP, CQAS Ao 2 S22 MHSD QUEE W} v l }
== = & Oo— o/mE oL Tla = o
' Aafjof cist HAY Y —IHHESTH > HHi= < WHESFE— Hujof cHsk TIHE ST
v
i o8 Ax2S o iT (= 2 H
HILE 1Y +&ES 2HE URS U HMAGEIL THAlof o] & Y MmO BUN UY | JWMEST >  WME < JjMEST | AW EH o
v
HAdE7t Life Cycle ™ 2Pd0j|M X|EHoz HE 9 #e #rjol B2l L NMESHE > ZRE < AMESZ | s 2
Input 000 System Output
Input }—Process—» Output
CMA CQA Critical Process Parameter | process—p Critical Quality Attribute
CPP (CPP) (CQA)
7 Item of RA Potential Failure Mode Potential Effect(s) of Failure SEV Potential Cause(s) of Failure occ Risk Current Controls DET | RPN ilil Improvement Plan Mol
Tracking N. SI8WI} ohat 2 L ERU R sujol oi AN g | 2t o] R gl was | 5 singe] pe| e $§|E ofx BELAHO Up ALRE A B
B F8 &2 54(CQA)_Critical Quality Attribute
BQ T 22| 7| F0| RIYSHHL GMP 7t0|E URs: 2 7 9l HHEE YL JIFRRAMNE HY oMp 7HA 8
seolxle| M2 7)E U FHUB|HHE X0 2AeiEt ) ojotE ol ;:; - 4§6|_: B GMP 3712 7 121 3| A=K URsO]| X & QEII’SJ/ EEPE
RA-BI  |HR A WhGMP U BHRANES |WHE B NS WEE I, | 10 |oF o % g A= . 720 | No SReK RPA (e EARZS HE L Wt
sxox 2a GMPAAOLA S S A ;;%fﬁgé‘i 3 B8 Y& _Sample Information for Sales oo&m HHL e AHa AR U 5% wans u =g | BT OB
o T E s e Mgl LRUNE FY0 3187158 SHHER Bt
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A X2 A A (URS, User Requirement Specification) 14 &

BE 13 HAZE7 A Ealbo[H

Bio-Support

5.1 AFB X2 7 AF S FA

YU, A&, TG, HAH FHE NENR TN FIA L/

EEEEITo HE PIERLAE o/&+F o2 FZAZ Eadf Qirf.

M B2 MBI FZAME HEGI0]M HE7|of HA B} 27} ECh

JIEREA0 FE2I). EES B+ 245 0 HA oA £&ota ofFF M= X

ol ASH
X T o
00 H=A ‘ User Requirement Specification(URS) 2 M ¥ 3 | URS-000-000
W& B S |00
000 A|AE AFEXIR P FHAM & & 2| YYYY-MM-DD
EAMEetd | tHelbl
3. EXAEIHIIE Sl ==& F2 9l Xl(Critical Parameter from Risk Assessment)
RA SN OE HE &S HE
Tracking IEEI et &5
No. Q7NE 2 | sz | sz es
B FR Z& S4(CQA)_Critical Quality Attribute
& H 2+ At (Design Requirements) ‘
® X4:21+2T,22+2C, 65%RH 0l -
RA-B3 | BHY 28% ® AEa:22427C, 65%RH 0I5 o HM6Z oo
® S224:22+3C 2 it
KIS AtE 2 Room Design Requirements (' ‘6
=& 2+ At (Process Requirements) \0
® XA 18~24TC, 70%RH 0I5t . o(\
® AIEA:20~25T, 70%RH 0!” ,b\} 6= 218
e =R 15~25T < 228
o 2JI(6~8) Al 80%" (O 2 12
HIZAE2 Room De &M _ments 0 S
Q\e
21 HEY 2% (906\
%, 7
%~ RTANE
e » B2
ar &% P 2 QPAE
4
16 &0 . 24 A2t 21+2°C/24 A2 f235849
gt P
20 ~25'C/ 24 Al 2} 22 +2°C/24 A2 gy
AEal 20 ~ 25T/ 24 Al 2¢ 22 +2°C/24 A2t -
22 HEAY MUSSE
SAE
= HIZ
=3 QIFME 2 2FAE
A 70% RH 0| &t 65% RH 0|5t fI(e~8 d) Al
=HR2AE 80%RH
ANEa 70% RH Ol &t 65% RH 0|5} oI5t HE D
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_ L Bio-Support
A M A HHIHDQ, Design Qualification) 1L % 3 1o-Suppor

AHAZE7 AN E SUE MEXLT R AML 2FAE0] 2A |0 E=ohA B A=

S S | S0IE MBI T RAMURS, AHE) | jation List2H4]
@7tstn 0|2 EAM3} gLCh YAHE RTM(Requirement Traceability Matrix) 24l 1} Raw DataE _. EESE it U SERO B

-l
rE
[©
u

Sl M WHOo R DQE th=tt EA YR 71 Ot Real Quality2 A S gL C}.

AH2%E 9 22XES] URS
A7||=i224 =7} MA|ZIHDQ Results: Requirement Traceablity Matrix(RTM)) ﬁna;t) t ! I;?:‘l'ﬁ ?g,?}ofgi*g —p=__ Deviation List 2| &
[AIAR| =2 =2 M~ T2HHE| (CPP, Critical Process Parameter)_URS Xl 13 3,28 | v stS T MErrsY

*Compliance to URS/Aceeptable, No compliance to URS,/Not-acceptable, Approved URS Deviation, N/A E& Othersg 7| § 3Lt

BUALFIRA) HBT27 T HMHLRS) EASM2 7lE U O FANFapsolM 7@t 7 U SAHAYY Wat

"a . oqzar
Tra'::;ing ZeEUSS | GeR |5EE :; 2743 2ofRequirement summary of URS) Summary of DQ Results mDQQH:f:M (BT NEES (ﬂﬂ' ﬂ-%%l—x;i:‘l‘— %ﬁ‘l x!‘l’g ﬁ-)
! rin
A

[supplier's SpecificationDocument Information; A-1

W ey (| . . ZEN MBS AET

g e R PISTAK 8150 BB Mo O LARAR AT
THR ISP §A ATHT 1252250 nazig (EHIIIE'H%QEE‘; " EE gl 9?_ Not-acceptable
. . e B . - - BYE HYID: FYRFAY 10 ~ 15Pa, SARFAF 125 £25Pa. Compliance to URS / i Fl

c113 L"p:ii’:;g&mnmn Hem [ 2 | o RE10-15Pa EAQTMY 7S 225Pa TE 125 | commes 2maANY 5-10Pa B2 10-15 Pa, AHBAMF 75 425 Pa EE 125 225 Pa ::"ND oo |EESIRTM iﬂ*l' "-Q'jl J_E ?I-'

o) omrares e 2mE Arok GAEEE So7t g wyy x [ TIE 5 BEASRY SUIFNY 5-1098 2 10-15 Pa, WAGTAEL 75 25 P8 £ 125 25 P ol #7HE.

2 8 7isw 298 SHEERF =92 /DRSS 7hsT BYY: Arlock HARFE F77 O BRY T& F0| 2F/ANLY UF F& T
& 2ol e/ate® X @ TR 4T wzmg g
Bubble & Sink Airlock 1 ZHAr0] 10~15 Pao] §|E & Airiock 31 T i‘an EEHEﬂﬂH 5'4

Bubble & Sink Airlock: HZIXF2I0] 10~15 Pad] SE.& Airlocki %]

: gai! Zi3;_Room Design Requirement(RDR) g.;ﬂ:lﬂjrl :li Mceptable
\ J

SEx 2RESEE Sa%tc 2A =Mt FaDs &Y % HE *lﬂ AFPER] (S SFe
s = 2 M(5OPs) HE / 8% B CExR | gAEAMel FeDs HE)
- ’D fe '::W“ f} 7 LA 97, 33)F% Row Wator Tk §7M/ i [ A

VALIDATION RESULT
= ™ i = Il
P 6 e B v a2 e

GMP H E& 7| Z8HA| 2 B (1-U-HVC-0

v

_m
ST DE M

ARSI} ANFHRTM)
%4 g

Y

Ak Ape oy 557 Awiik deggn 4R

[mb® ,

(Cresanen ) s L~ ~mw—L ] | MANAYEI AR
0) e j _] . o B AL) Shy h] it YA o) 7 111 Mot-acceptable < (RTM, Requirement "
s — ‘:‘.:‘;*”Eﬁ;'&: |0 23 Gu|shie) zba) % Traceahdlty Mﬂm‘

g RAW WATER TANK
) A

07 Ak hosgn
4 ekl oale degy

MNot-acceptable

1370 1.D x 1220H 3¢ 44D L0} 84514 3 g

ARz g ™
B R sots|  HSE 0JAl X [ ez Acceptable

|
RILED E : [ q Puitanln N v
Jé) \/ 20 At ?,M -muad‘w A 5/ ook -
Aol .| T FLEEREE T
(.. 1 ‘:;r"/’: ]
/"1”‘” B
Vin =16 o




X MBI T

EX0| oteL|Ct. MFDS2| &

M|

o
% PIC/S GMP2]

X DQEHANIM =&

2]
™
i}
m
Cc
()
<
v

%« Ea|bol M

Z M E7t1Q, Installation Qualification) 714 &

Priority

“ Description of Observation:

=y g

US CABINET
SIOORSOOXW 900 8

AHU-10 RA BIEI SHAIZ

il

E 1% 0ge

Corrective Action to Prevent Recurrence:«

7L M), M, TN, N0 S0 HXHFYHIIE FYBLE

L} SAEFYBINE ML ISNES B

z5/3/C},
1) MAEH Y 7F S0 HEI30] FHE, FA, Lb|, Y2 L AHAT
s HAE=F B2
2) AEO| BB J|E Y HE 0] BGH HAE Q=X B

MEAO X B2 RH ~F U Of=

3) I2YH 2F & A8 Y

4) 84 2%, 5) 78 #52 F2

ERISAALLH(WNS001)

TestTitle: HSHHD all Gx Mol A=a o An

B FAYS 2 HElE

azay
ERETTE ¥
1| Ew mnya0; s Nl 0121010} Bk o  Yes. [ No
2 ‘ QW%(\DT&Q)W MBS 2t T Tage w0 A3|1|3:L| MESA 00k B, o ¥ Yes, 11 No
C | RUEE 32 s@ it
TaBe ZH, g @ H‘H NeHER B0l AEE0 Y B - ‘ 1 Yes, __Nu
Stacker Crane 2| SX|E+3 Fieh Y ¥ A?}llj\ @RS00 BCH o & Yes, O No

B
2

D | M S0/ xp
1 | uBe =, vy @ Bew ve0 200 eo

2 | URY SBOK AN E3IsE =20l mo0 e

Netme gz B, SEA(SedalNo 4 (g )

PR n
Hzuy e FM 0 MY §S ERBH
(S IEHYP- TR AW OIRCIN, = RGNS YOS AT TAGH AEEC 3] T
% 3
_— Periormed by: Signature | Dat s . Werified by: Signalure | Gal
" o
Page 5 of 7

E LRyl
e I0P.OEWISION1 107, Form Mo 106 DF Wrs00 701 -F-07{Rev. N 00)

(]
&

Bio-Support

Priority

Description of Observation:<

7172 Co2 ZHZIO QU U™ ACA 3 H ABEF
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—_ . .pe . " Bio-Support
2H X A4 "H7L0Q, Operational Qualification) ZAEY X =3

SHHH/dHYII0| = MFDS2| €& 131t EU GMP % PIC/S s o
GMPS| Annex 15014 27AIEHE 7|82 CHAL AjA% I = =
HH|2| 2|9 Z(Worst Case)S E &3t A3t/8t3to] .. ‘ i
SHIBEASIE B0l HEUUCL E8 ra, RS X DG e
CHAO|A] ™7LEl CPPQ} CQA QIXIE Zetslo] A= stL|Ct, ,,: : i i ;:E‘IEJ'..E

U7 0 WA Ao B o s g ey e | T 5

LTy BE0IMS] HY Latent Heath

O - B

A of

I
x
okl
A\

(- TaA18 My + 0.23) / LM - 418 (Te- Tyj/ L
P S G T s oy B et v 18]
s i S0Pt #4508 4T 4T 12T [Sastruetyr : =
g : Boanp D 12082018 Commert Mae g gy P e Qualty Test Gt S @Sl o, Y

EEAERE Sorial No: £F7 )
SHE Dryness valuets 095 G\NQIMDI qu

Pessty  Bosuspon [T —

2871
_— — e — L (mms;e LE‘Q_S\E 5( suE mzm,&ﬂ B 3 O/WOI0f0F pct
O amojorzormal  BE 13 HZ4Eo A Ha|go]d B B e e .1 N T
g HHEM wHE 0 88 ¢ B Heam Cloladion Table, 3 2 BEL b
nrse (=01 31% g0l U 3% G0 JaEn, B ISYAE TRE IF S4B A — 1
T = e
55 2HXZ L > — : e
I} EtH oz MXXHZALE 0 0/o] 2 ZEEHIIE AA/S}ojof BHCf. f : P e e
Jd2ILf AN, ZH[O] X0 mfef X HZHEFIIof LAY EIIE £
[ EEITTT [ e SO1-DRYNCSS VALV TEST -
ofof +8gt + Qict. e e o ]
R 2 B 7 erorecomt e .
| T
Lt 2HXFHYTIIE O} AISS E BB | o o e,
e e D S
1) A[2Eo] A0z 2FEES 2Z ol £/of0] &, A|AE I HH/o) O 5+ I s i o
. N R ]
A4 /o= HYE MY S e i
B ane B/ BTN A 2TH AN . Ll S E
2) &t X ofprel RFIIFE Ja[i ik XOYEHE BEolE AlE omWRMEL & fwm




214 2 L|E{ & (Environment Monitoring) 714

MFDS2| & 131t EU GMP 2 PIC/S GMP2| Annex15, EU GMP Annex1
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Strategy of Project management & Approach
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ZZME 22| (Project Management)
GMP Project Master Planning & Management Service
Z2HE 92 2 aziotn, QIO 22X {X|L|HEE

SCi2tStE HO| M EZERNS| g X Q1 91, =4, Xt | S HAlet & Z2HE L X|HE A AH

o Scope Management
Integration Management O

Customer Expectation O ¥ PrOJect ‘ O Communication Management
Management Management

. Human Resource Management
Time Management

Cost Management O Risk Management

Confiquration Management O O Quality Management
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Introduction of PharmaBio Value Chain Collaboration Service

Bio-Support
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[PharmaBio Value Chain Collaboration Biz] Bio-Support
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Innovative Value Chain Collaboration Service
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Best Marketing & Sales Practices(BMSP)

GPP(Good Procurement Practice) Good Value chain Collaboration Service

Bio-Support,

The Bridge to Mutual Success




Innovative Value Chain [PharmaBio Value Chain Collaboration Biz] Bio-Support
" Hjefuto| 2 R A Q 2t o] ALY

Bio-Support’s Powerful Value Chain Collaboration Service
ot 174t Ot E 1 E 1} 871 2HE0{7H= Value Chain Collaboration Life Cycle2 0]0] A| =0 A QI7dHk= HIO|MEEQ| 53t HMEHEF} T
ZH AlO
-1 —

2 = =
PSS HUS| EASt0, X FHIE FHHH, 0P MFE EH Wi #E = U |FAELNX 2 E BXE MEot HasH =4 &
S C

$/ot HIO|2 M| ZE GMP /GEP ™

R EE-ERCT

Conceptual Change Control PQM/PQS
Design & Basic & ol

Engineering SEEESREN I Requalification I Consulting

> Hzh x| > =3 > BLEE

AlH FX|H
\&Ily — —r

» Project Planning » Delivery and > Regular Operation. » Performance Tracking. > Decommissioning. » Evaluation

> gpleci:_ication and Installation. > Calibration > Data Analysis. > Disposal. > Acquisition of New
election
» Procurement > GEP > Preventive Maintenance. > Technology upgrade Equipment.

» Training > Repairs. » Retrofit and Modernization.

ONE-STOP Service Solution

Value Chain Collaboration Life Cycle
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[PharmaBio Value Chain Collaboration Biz] Bio-Support

Alefdto| 2 ERA|Q ZcfE 2|0l AR

OE L (H|2fHto]| @ HH UM} e St= HIO|MEZEQ| WRAQ A2 MH|2(Option)2 ChSat Z5LICE

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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[PharmaBio Value Chain Collaboration Biz] Bio-Support

Alefdto| 2 ERA|Q ZcfE 2|0l AR

HIO| M EZE = C+Z2| TtEL{ 2} M|

“H|ekdlo| @M E X9l Sl 2|o|M A H|A(PharmaBio Value Chain Collaboration Service

WHY!!! Innovative Value Chain Collaboration 217}? http://www.biosupport.co.kr/sub.asp?maincode=762&sub sequence=783

Innovative Value Chain Collaboration Servicee= ThH= GPP (Good Procurement Practice)E 2 0{L} 32Xt AFE2XI7t =5l 45 0|2

Stiste = e -

HE[FS HIZF 22 510 M AFEXIRt SEXete] X|5HQl tEMS X|ggL Ct

£ 2|2 I}tE L4 (Our Partner))

HFO| @ W & E O] Missiondt GMPZ|=0| Ef71 s MZHOl MH|A" QL|Ct, O]F ol 2EHQl 0| Z2 M2 S Felsta, FEEu

Jofflon

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

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

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

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

OSD Production Line Equipment(Total Solution)
OSD Laboratory Equipment

OEB Containment Equipment

Digital Smart Factory Solutions

Vap

Portable and Remote Particle Counter for GMP Cleanroom &
Clean Air Equipment

Real-Time Viable Particle Counter

Ventilation Test Instruments

https://tsi.com/

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

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

& lives International
Raising Standards

GMP Validator/Data Logger for Thermal Validation

nnnnnnn

Aseptic Filling Line Equipment / OSD Production Line Equipment

005" 2wl

HAGILIN

Single Using Bio-Pharma System (SUS)

Single-Use Bioreactor Bags, (2D/3D) (Single-Use Storage Bags):
Pharmaceutical TPE Tubes

Tyvek Sterilization Bags

Aseptic Filling Line Equipment / OSD Production Line Equipment
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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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Innovative Value Chain . . . . Bio-Support
Collaboration Biz of Bio-Support [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 Modular Construction for New GMP Facility Sl

o

"HIO|2 MEZEQ} ETE"2 GMP H =& MBS 93t 2|4 7|&2 Modular Construction & Qualification= C|X}QI5t1n MSTL|CE,

Bio-Support Tofflon
$HA12 No.1 GMP ! Validation 228 HME 7| + 33 No.1 S2E HUYH}0|2 ZH| U 28M 7|
“5S + M Strategy” of Modular Construction for GMP Facility

o HEel 5s+M2 2 8- -FE -XH71s8- 1 UFS SA0f| 4

[
===

Maintenance — H|A|HQl AlE 22

Traditional Construction Time 100% traditional construction

— Time saving=ROl
= 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
Brick or Steel Structure Works equipment manufacturing

Off-site ‘ On-site

Mechanical & Flectrical
Installation

quipment Manafacture & E—
installation I B i 2ssembly

Commissioning & Validation Commissioning time reduced due to
g dedicated factory acceptance test _

Modular Construction Time

Design

Modular Construction vs Traditional
Construction Timeline




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 | % # #
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Alras A HEZ 7= Y 72 A4A ovPuaH  AAsE  gasos e
2018 A H U}t g2 o|oHE g2 o|orE
2019 N Y RO|%E A ROI%E
2021 @Hto| 2L o} flzo|%E R0z
2022 QUQFOEZ ZAIS|A} glzo|ot= glzo|orz
2024 HL XA HEOIU%E HEOIU%E
2024 Y| of LIS RN
2025 HL XA glzo|ot= glgo|otE
2025 H.L X8 A glzo|orZ gl Zo|orz
2025 Pty CELIEE #zoloE
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Al 22 H o AME X A7)
O|¢FEEAILH(PQS)
H|O|E| 2t /d(Data Integrity)
GMP 29O| & AHGMP Mock Inspection)
@ HEt2| M EH(CCS)
HH2|cf|o] M 2| A| AR (Validation Management System)

EHAEEE A AHI(QRM)
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ELABW L HHEE
Data Integrity 11§
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A 2| A AR 3135(SOPs)
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CjofE| 2t/ 2| A AR 35 (SOPs)

KGMP H[O[E| 2t HETY
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C|O|E| 27 ’d(Data Integrity) AR Fo 4% Q9 Bio-Support

ﬂ Aetd = DA HY 12 Ik

4A 2B GMP AF Hel H| 1
14 2022 O|AX|ef ZHSH LHE 0 H| KGMP CloJE] 2tFd EE|A2F =5
15 2022 CHEX < SHSE é“;;ﬁﬂﬂ KGMP GMP 2 o|MAL Y ClO[E| 2HH/d 7MY
16 | 2022 saug szay | Jont kame, Hlo|E] Y BRAAY 75
17 2022 FAOotAHR] AZH ATMP KGMP CloE] 2t%d Ee|Al28 =, HIO|E 2bHd Eot
18 2023 ch=H|oto] AESHH A KGMP Cloje] Hd us LY
19 2023 AATHOIR 25 2F ATMP EUGMP CloJE] 2t74d 2| A2’ 35 (SOPs)
20 2023 FAZA FEM ME3E ATMP KGMP CIOE 24T EIAAH F5(SOPs)
21 2023 st m QI K|k bR Rt LHE x| KGMP Clo|Ef 2t E2|A| AR 3 (SOPs)

104



10

11

12

13

2015

2016

2017

2019

2020

2020

2021

2021

2022

ygmaEy

(FYSIIMEH YHE)
MEtystm el
HEHH EX| 2 ME
(ECEET

Mersta gl
HCHY Z A 2 ME]

FHBN REM YL AIE

X|ofo|
22|otMl

H}O| 2L| o}

4t =KX : Gilead Sciences)

=2
=]

1184
e

Hjo| 2 0| otE
ggolotE
HEH}o| @ 0|0 E

HEHHL0| 22| F
e
(0|2t E)
HEHL0| 22/ F
HEHL0| 22/ F
DELIDE
HEHL0| 22|25

HTtHlo| 2o

HEOIUYE

KGMP

KGMP

KGMP

KGMP

KGMP

FDA

KGMP

KGMP

KGMP

t2| M 2F(ces) el

GMPA| AR S1 ™7 HMEE Certified CGMP

At 7|&M % SOPs
AL 71EXM S SOPs
SOPs 741 HME
At 7|&M 9 soPs 7HM 4EE

AL 7|EXM 9 soPs 1+ HAME

g dUsts gMP EMFAZNH
(BMTZ, Policy & SOPs)

SEHYME MZX=2H HZ=2 pQs HEH
SEHYME MZX2H HZ=2 pQs HEH

HzE2 % eMmp HEY
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Ae el
Mock Inspection & CAPA Consulting
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Mock Inspection & CAPA Consulting
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Mock Inspection & CAPA Consulting
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LH 0 H| KGMP
FAH KGMP
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SEEYUE KGMP

MY 9 4N 8

A el
Mock Inspection & CAPA Consulting
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Mock Inspection & CAPA Consulting
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GMP 29| & Al (Mock Inspection) ZHAEE Fo AKX Qof io-Suppor

il 4 2 = OF A| O} A|

25 2024 o2 2% Q8N KGMP Mock Inspection & CAPA Consulting KGMP Compliance
26 2024 Ge"s“ipt%;’%f’g Biotech | gciujo|oojorz KGMP Mock Inspection & CAPA Consulting KGMP Compliance
27 2024 SILEXI2F SI2SE FAA| KGMP, EU GMP Mock Inspection & CAPA Consulting EU GMP Compliance
28 2025 Ojo| A 2 H}O| EIA 3|sto|otE KGMP Mock Inspection & CAPA Consulting

29 2025 A=A S E HTHHI0| 20| F KGMP Mock Inspection & CAPA Consulting

30 2025 SOtH|eF | NS E 3|eo|tE KGMP Mock Inspection & CAPA Consulting
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Walnlo| 4 B AAM/EUABZINAY
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AZ$ DAL T} 3HH| A TSHS HEO| @M EE QLT
Bio-Support
MY RE 52 HAY 4F 27)
52| 215 GMP & X (Global GMP Compliance)
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DA} s GMP Compliance HAEE HeY

SK HIO| 2T HZ2%T HEOGE (R, gYh CGMP/EU GMP HaaA A dago|
2 A gd U3}t HzootE (R, ¢hh CGMP/EU GMP HELA3E X SUS), HH g7}
3 SK HIO| 2% CH I % HEo|AE (&, Lih CGMP/EU GMP/PMDA | 7H'Ed#| 9 #2|go]M
4 O|AE|E A2t % YEo|AE (S, Uih CGMP/EU GMP O|kZZAA|ARS Mock Inspection
5 ALENY CHHSE etH el ZE (L& nFH) PMDA O|AZZHA|AH, Mock Inspection
6 EiEHt 823% et o| oF 2 (= M Hl /7 2HAl) EU GMP Wa|go|d
7 S3AE SF3E 2ol F (R, Yuh EU GMP JHELA ZE U HYP, Walgo|d
8 SK #Hlo|Z Qtat3H etH| 2l 2t E (LHE & H)) EU GMP Wa|gol
9 SK AlO|Z ¥F3% 2tH| 2l 2t & (LHE & H) EU GMP HE LA X Wa|co]M
10 FHO[RE2EA EHIZE | 2HIQYE(FAHA) WHO-GMP HE LA
11 o| 24l o &3 2HH| 2| 2F & (3= AHA]) EU GMP HEHAH % emp HAEE
12 CHSA|oF Sk LIREL Z&  24H|Q|%E (FAHA) CGMP/EU GMP S5 | Layout ZE % Mock Inspection
13 | DHPKorea(R ETSA  amjoiorm @@ e EU GMP 347, walsol4
14 Lio|d EIM IS o|g7|7| CGMP 5 ZHE 24, 2eloold, gmpH AR
15 SUHEHNSY 253% | 2o %E (R M /H ) CGMP/EU GMP 7H'E A, Walco]M
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SK CMS&%

FX: Gilead Sciences
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EU GMP

18

EU GMP, CGMP

a2
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EU GMP

HAdH7H(Turnkey)

20

EU GMP

Layout ZE 5! Mock Inspection

EU GMP Compliance(2024-12)
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Thank you so much!!!
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CONTACT US

Address : 47| QHFA| St
Tel : 031-446-7200
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Website : www.biosupport.co.kr

email : gmp@biosupport.co.kr
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