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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 &
Validation
Master
Planning

GMP Facility
Project
Planning

Qualification
& Validation
Consulting

Conceptual &
Basic Design

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.
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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.
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Creative Value Design & Continuous Challenge Based on Positive Thinking and Leadership
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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
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- Quality Statement-

Fil= 24} 2 E f2e] 7IF2 2 45t HM GMP/GXPE E4-SHLt.
(We are committed to be compliant to GMP/GXP on the basis of
considering our customers and patients as our family.)
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(Risk , System and Science Based Approach to GMP/GXP)
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PharmaBio & GXP User
; Our Customers
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Bio-Support's Biz Strategy
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Bio-Supp

X ekto| 2 9 GXP B 2XH(Supplier)
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PharmaBio & GXP Supplier
; Our Partners
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[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 9a& =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%

KPSEC
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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

15
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Bio-Support 2| GMP Justice

[GMP & Validation Technology and Solution
Consulting Biz]
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GMP Justice HAME ALY

Advanced Quality Culture
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Global GMP Trend Keyword(20240202)
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Advanced Environmental
& Bioburden Control

Big Data
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OJoF r.UCt Life Cycle
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4 Post
Use Testing (pupS\

Pre-Us
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Rapid Microbial
a: The Patient  Method(RMM)
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Access and Securj Di

Management Advanced Surface

Facility Lifecycle + Advanced Monitoring A N

-~ ot

(Re)qualification, Commissioning e \ygca\ yalidatio®
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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
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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
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3X7| FE(AHU Zoning)

o153 M(Personnel Flows)

HXIx M U HES M (Materials Flows)

. 7|18 3M(Waste Flows)

. X SM(Sample Flows)

. MI® Z(Cleaning Flows)

. gH[gtel M (Equipment Entrance Flows)

H| &&= F(Emergency Escape Flows)

. ™A =0| EA|E(Room Height)
. M7t X2t (Room Air Different Pressure)
. H™EA X9l 2 FALEH(Room Design Requirements)

H=X|H4H| AFEX|&d A2 (Business Continuity
Plan, BCP)HgH(HEA|)

HEEA 2 BE2SA

Bio-Support

27

ASRHEFH)

H=2%d Y MAs2H(Mass Balance)

=
2y

At e A

=L -2 /Sales Forecast

AR R TS| B85l GMPTE B

+ Sales Forecast0|| '='°* £l GMPHI =4

VI TERS) 7_1|

GMP 2 AL

GMP S TAIS
(KGMP & PIC/S GMP)

GMP 27Ae E4 S 7iE 240 2

1A 28| EA > MEE
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7H

-l
=R

A
=

A

&l (Conceptual Design)

Bio-Support

0

a0

)
3
al sadiol 15 88
7H L.=| A" ﬁl OI J_I-E (G M P Layout) AI‘ E1I %ﬁ (Warehouse 1 Extensign)
4
"D_';E 5":'”":“ ? M.::::Ei'é‘zr;u
7 0 01 I—=| L G 2 1A
1*" c|>|—|'_l'" = 7H =] AI'E:“ F LA il I \E
AHU Rooimd
1%} Z0|Al(CNC) 1%} 74|l (Grade D) H [ e g e . 2
ig T BUEED
1Kp Al HpEb N gt7|31s= 203 OI* I._P L
Fy|Hoz A5 7|24 103 0|Al/A|Zt (253|/M 7t HH i h
#
2| 27 e 4 MMM |2 DEIF A ey ST 7B g s < s, §
=L I Grade D o i
= ol ﬁﬁ:{ﬂg 11}_:*—_';_5 =M ® = *l(Overshoes 7?}537;_940“*1 DEEE! 13 ¥
/¥ 22| 288 oo @ _ Uz T oz &g 2AE i y
I:|*| E:& —ir ol = Hioxwoaprable & o ::‘ B
Suppl Ao ¥ Suppl S Sl RS :
e XZ 8 M supply Air A7Exper iy o!| Supply Air uzxpet s I _
Air(224A|) T o =l = Air(22A|) E
ol 9 3 10 THA ZH O] Ak B 10 TFA ZF O] A4 -
Ta =3 I ° - hd
KO - 3
» ﬂif‘:g FIOE Hxistol ; OB+ ¥
Thaahls oo 3| & DHY/ALEBHOR K|
Zz AHE A, 29|z} Y HE 2= &l
1X} 2ol 1 7Y 1%} 2ol 2 7Y 1%} 42l 1 7Y 1%} 42l 2 7Y i
(FEM of2F) (FEM 2F) | E
| Fl
1 -
gUE HE
225 ¥% rsupply Supply Supy . g gs P -@% E
} : { L
‘ - 4o 000 10 n %
’ \ ’ \ ’ \ i = L f
ke gy H
10 TtAZ o] &
[l B LD
Admin. Building{1F)
M. g S| T T 1
o = o T
B
22UE =
[x [ il m
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HIO| LM EE

M= GMP Hl=A

OAH|, A,

= 2004'40f A=

FHA R =2H, 42

‘He| 6| o]

GMPH| =

FAH|, A0H|, SeH, A

|
ot

0] CH

St74
2

7IsME,

ME
- =

|27]7] 52 GMPH=

&l (Validation Consulting for New GMP Facility)

A SEE7

uﬁgguﬁﬂ

HEH7HRA)

E2Go|d HA=Y -

Hzgdst
- W e (AME W HEX|E S|, FH|,
= 2H

ZEHE 7|18

v

Bio-Support

i 24

v

—  HIZEZ2 E2|H0|8 SEAHE

v
= gut TEAL
HREA2YD 5)

——CPP/CQA——————

A8 AR T H M (URS)

o |
ab 27 [*

ST A
v

A"t A=(Qp)

.

‘ HIde/EEde —-—»

> HBAEHHGHIHDQ)

URSO cim 1z

FAT/SAT

v

v

AX/2WHZEA7H0/0Q)

8™ En
sie Eu|of WE

3% #E W7t «

galdojd SEAE

CPP/CQA

I

v

c e ()]

h

elho|dA gy, 25
ds, So3d, o, |«
£3,. 39, 48, 48 §)
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wa|elol 4 Het

e E

A2
T d

131} EU GMP % PIC/S GMP2| Annex150|M 2 F8l=

2A=S =g et 7o I':E}°|01I*1°I At HAkel &
= T AEF dd gLt

s
UL &

o WI|CO|M MAIXE 7 U FAM2}(Validation Working Party)

o HE|HI0]d 1’8 A XtET =5 3 EA2H(Regulation and Reference) | _
%8

o MAGEII ZSAE U EAM=2HQualification Master Planning) %E

[1']

o A|2AHI G ZH A HYIK(System/Quality Impact Assessment) “e

o HZA4YoL 3 Wa|o]¥ Y T (Validation Time Scheduling)

o H2|H|0| M ZZ|A| AR & (Validation Management System)

o WE|H|0[M EM AL Z1HE(Validation Document System)

o Wa|Hj0]d A 2| (Validation Change Control) gg
T3

o 'H2|Cjjo]d Y 22| FMEE (Validation Deviation Control) ws

o 2|50

CAPA 7% (Validation CAPA)

wadold SEAHEM
(Validation Master Plan)

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)
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Introduction of PharmaBio Value Chain Collaboration Service

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

H2tdol2 WRAQ SctE Y 0]d AtY

WHY Innovative Value Chain Collaboration Service.= £t GPP ( Good Procurement Practice)S Bl 0L} 33Xt} AFR X7}
S 435 0|Y S FCHZE 4~ U= HIO| M EE 9| MissionO| B 7! EAX QI ZSHEQ|L|Ct 0|8 &8 2€H ¢

i i ion Q17}?
Innovative Value Chain Collaboration ¢!7}7 Q0 ZEHAS AN EHATF AZ|AS HIEFo 2 3t AF7|H 0] THE L{AIS K|St LIC)

Innovative Value Chain Collaboration Service
HIO| M ZE = N|fHI0| 2 S A2} AL AR} St7H = A1 X o X|2fH0| 2 W& A 2

ME|2E HSdt

AL8EIe 2N FH| 4t Meld BF M2t ot 2o}
BEHQ Z2MH2 WY « - 35 SEHL AM2EE FHSH0 FHH EHL
- UHES SO ZH|A Z2NAE 2H 3} 610 Yot e+ FH 2F
284S 303t - =Y FH|/2H FH7| Yrh(Leasing) MH|AE
HEZY ES X228 BN NS,
- HMEN HHZES SO M3LS0| IHE HIE-”Y . GMPOIZ Gl 7|E} AN QFAIS XY U ne
A ZH|o| Atz HE|/RXIESE SOl YH| +8S g X
FAE+HE HA

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 nZd ) otE Y Ea} 81 2HE0{ 7= Value Chain Collaboration Life Cycle2 0]O] A/t A Q1% 4= HIO| QM ZEO| 53 HME EEq} S|
ZH AlO
-1 —

2 = =
PSS HUS| 2AStD, X FHIE FHHH, 7O MFE EH WM #F = 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

o
> Mz EX| > = > BLE

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
64




[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

Project feasibility consulting : Si2 =H|7} EX|E GMPH =2 7HEEA, 7|28A4 U MMEAH XY MU A(FH| X = §)
Project Management : 17 St Sl C|X|2 Z2HE 23| MH|APM + AX|L|0| + GMPHMLEE)

Process Development & Design : 3’871'&X| & (Option) X 3 HA MH[A

USR Development : Initial URS 7i'& A{H|A

Equipment Spec selection and customization : 3@ dA|of| (}2 174 SkEY ZH| 74 A MH|A

Project engineering design and Manufacturing : GMP 3! I H|&H A& 7|t
Compliance & + 8Tt ZH| MX| 19| 3D Design X SHA H|=H x|/ AMH|A(Option)

Document Control : BAIEN, #HAM, XM U 7 2| GMPO| F&5t= CIX|E SAMEE| AH[A

Change Control : H| 24|, HZTHA 9 X£7| 2| Go]d THAI0IML] GEP 7|82 HA| HZ 2| MH[A

Delivery : 17§ L| =0 R&tk|= HEYH F_*El AMH[ A

Installation and commissioning : TZ{X&¥ Field Installation MH|2A + GEP 7|2t Commissioning A{H|A(FAT/SAT(Option), A|-27)

Validation of the equipment and process(Option) : GMP 7|8} Qualification 3! CSV A H|A(VP, URS, DQ, QRM, IQ, OQ, PQ, Deviation Control) + Contamination
Control Strategy(CCS) Consulting + Data Integrity Consulting + (Aseptic) Process Validation Consulting

Calibration : 2| 7| =0 ME w’d MH|2

Technology transferring & Training for staff : 174 L|= 7|4tQ| Technology Transfer & Handover AM{H|A + ZHPHO0| 1 X|&XQl HE Ol X|& S F(FH|CIXIQ A 74,
SHEAL MEEA 2|0 X EXEX Sof et £7] 1], 25| 3 X{ 11§ (On-line, Off-line))

Preventive Maintenance : A|2| M HSIH| At} & St (OX|H) fXIEH™ MH[A + |4 CIX|"® FX|EH™ MH[A + Change Part/Spare Part2| A|Q|XHot 35
MH|A

Change Control & Requalification : §H| 28 T & 45l= HZE 22| HAE A MHZ4Y7} AMH|2(Option)
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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|

“X|2tdlo| 2 =21 Z2tE 20| MH]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

22|2| WE L] (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

We will solve the fundamental problems of import and export
logistics market

Provides optimized TOMS for every enterprises

Trade Order Management System

https://portlogics.kr/

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

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

1@ Lives International
Raising Standards

GMP Validator/Data Logger for Thermal Validation

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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http://www.biosupport.co.kr/sub.asp?maincode=762&sub_sequence=783
https://www.tofflon.com/
https://portlogics.kr/

Innovative Value Chain

(4]

[PharmaBio Value Chain Collaboration Biz] Bio-Support
A|efdto| 2 Wz A2l S22 20|/ ALY

® 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] +
System for Aseptic [Process Control & Monitoring Computerized System]
Chemical Drug _ o _ _
(Turnkey Project) | ® 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 &Z7Z7Z7/(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 / Granulator /
Chemical Drug Mixer / Pulverizer / Screening Machine / Assistant Machine
(Turnkey Project)
® Oral Liquid Filling Line Equipment

CCS Single Use
System(SUS)

® Single-Use Bioreactor Bags, (2D/3D) (Single-Use Storage Bags), Pharmaceutical TPE Tubes, Tyvek Sterilization Bags
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https://www.spm.so/pro_cat/solid-pharma/capsule-machine/
https://www.spm.so/pro_cat/solid-pharma/softgel-encapsulation-machine/
https://www.spm.so/pro_cat/solid-pharma/coating-machine/
https://www.spm.so/pro_cat/solid-pharma/dryer/
https://www.spm.so/pro_cat/solid-pharma/granulator/
https://www.spm.so/pro_cat/solid-pharma/mixer/
https://www.spm.so/pro_cat/solid-pharma/pulverizer/
https://www.spm.so/pro_cat/solid-pharma/sieve/
https://www.spm.so/pro_cat/solid-pharma/assistant-machine/

Innovative Value Chain

(4]

[PharmaBio Value Chain Collaboration Biz] Bio-Support

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

System for
Biological Drug
(Turnkey Project)

Biological Product(Drug Substance, DS) Production Line Equipment

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

DSP Production Line Equipment : Purification, Diafiltration & Concentration + Bulk Formulation & 15t Packaging +
Freezing(Option)

Process Control & Monitoring Computerized System

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

Aseptic Biological Product(DP) Production Line Equipment for Injections
Glass Vial, Plastic Vial, Pre-filled Syringe, Bag efc.

Biological Product(DS & DP) Lyophilization Production Equipment : cGMP Grade & Z Z/Z7/(Auto Loading/Unloading
System)

Biological Product Packaging Line Equipment for Injections

Cell Therapy & Gene Therapy Production Line Equipment

Equipment

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

Automatic H,0, Fumigation System

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

GEP/

Engineering
(Turnkey Project)

Bio Engineering Solution Service : Conceptual, Basic & Detailed Design

Innovative Modular Engineering & Construction for GMP Facility

Mz22 2E2t "Efol GMPEE A U A3 MH|A

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

Site) --- On-site Engineering & Construction(User Site) --- Qualification --- Handover --- Maintenance Supporting Service &
Requalification Service
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Korea Pharm Tech Education Center

St A7 =K L7H(GMP & Validation 1S AFY)

Introduction of KPTEC(GMP & Validation Training)
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[GMP Knowledge Management

Service Biz]
GMP X| A4 MH|A AA

it bt Oy

AP (2411F)

v 2|eFit gMPL| O]l

v o%E Mk 3 Yl ofs|

v OYEFEAMAH U FE B2 ofs|
v Hlz=Ea| 3 H =9’ gae|2| o]

v Hz=AE A H=gE ezl ofs)

WAL (24242)

Qualification & Validation
Global GMP Inspection
GMP Computerized System

AR NI NN

Data Integrity & Document Control

_/
\

[GMP & Validation Training Biz] GMP %
NED LIPS

GMP Y H o} X| 4]

H|°futo| 4+

I(KPTEC) & 71

MolEold B

o 7|
5 55 % me/xA20

AL

MG} 7|=

Bio-Support

C xotpole BMY mSNM 4n®) | [ MEYESHasHE(en®)
v EBHHZHEME 25t GMP v 2HA|o|2E U HRO|%FE GMP
v EANULEME 28 GMP v/ HI0|2 & ZCHHIO|22|2%kE GMP
v HREZ|EME 2I8 GMP v 9l&7|7] & H|2|ZITHEL|R 77| GMP
v HRZYEME 28 GMP v S=289%E GMP
7 S2-AZIL|OEME 2|5t GMP ), \_ .
@ MBI (12242) N =2 Mol (12242) B
v PUPSIT(M[Z0{ 2P E] 2t/ HAIH) v" GMP Upgrade(QMM, Q-trio--*)
v Aloj2tsd elg|ol M v Contamination Control Strategy
v TOC 7|8te] Mjz{:d2|Gjjo]Md v PIC/S & KGMP Annex 1 Guideline
v A|2fHIO| 2 A E 2|8t GMP 1] S
\_ J \_ J
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Thank you so much!!!
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