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2001 2001.03 afj= F] £V 2001 2001.03, © £ X~ O%o (~3F2001-12-0006)/ &, ~ Q%o (. . -01955 )
2003L4 2003.05 afje +P £V 2003L, 2003.04.F nyfe €5V n” (£ 10-1637 )
2003.06.¥ 1~ O% (. . 10-1189 )
2004.06 / YNe—d FA" GHA S scea —\N" ., 1 2004L 2004.03 GMP® MwY wV fj «n O Yu
) o 2004.06  1SO 140014t v
2006L1 2006.06 afje 1 . O7 _ i £V
n 0 Ve L n . ~ 0 "N - 0
20071 200703 L Y & 4 LYu 2005L 2005.02" Q\i s %03 Fy 4, e€Xx,& 7 O%,Y €T NPt ¢ %
2005.057 HAE"~ O%o (-9--2005-2 )
2010Ll 2010.12 afj= €1° » 12090 ®°20 <Y 4V Rt @ & 5 ) )
20061, GMPP NwY  w\ Y v
2011L1 201107 ¢71Y[' GCRA OY B 5 <F+&d 0a O% T _ )
2014L1 201406, ©wbL /o b ' Yuvu
2012L] 2012.01 afie =] ,» O afj=F+P w O )
2015L1 2015.06 ¢° O% (E 10-1672 ) u % . &€ X~ O% (£ 10-0101 )
2016L 2016.12 OHSAS 18001 W
2015.09 QY § %3 f ¢° O%o
2018L 2018.01 .
2016L1 2016.10. 70 N~ O%o (£ 311323 )
2018.10
2019LL 2019.03. ¢ ¥ 4"~ O%o (10-0536)
2019.11.AE v TR’ 3 %o (o3F2019-29-4)
<> GC SAXEM GCEM COMPANY PROFILE @




Finance State

Credit Rating 2,000 1,804 1,591

RATING - 2024E

L
™
"-n

<> GC SAXEM GCEM COMPANY PROFILE @



Organization

b +£0O

. 5 %0  Ws %ol O FM 1 UNIT GMP /5N L
HR D5 %02 h=w+"H SR FM 2 UNIT &8¢ O
n L - N O %os %o
f Mmyte
QY =n
i go (\2|024LI,3(200!1-)
<> GC SMXEM

GCEM COMPANY PROFILE @




GCa fj = #1 E 1SO9001,1S0O 14001, 1S0450015fw L O . qe,. & 1/ §a V &g i, ,,6¢6” ,., Ag L

AYO .

SHEGA|AE SHZAZA G A|AH OFX H 74 Z4 O A | AEdl
(ISO 9001) (ISO 14001) (ISO 45001)

o * I - [ \eo o r l - % 133 : = E
i 9 C ¢ @ i C ¢
%0’ (3*& t" 72, S.‘é\nf‘ E

O o
™ o i
¥ Assessme ity Assessment

\"oc ) Bq.’l« ’ 3 U
.. _C (
dqs

Or,
ity Assessmﬁ“‘g'

CERTIFICATE CERTIFICATE CERTIFICATE
() =20 9 (&) 4 Ao ol &) 54 Aol <l

A71E A $37 FElR 8, 23 (FrFE, FEMES)

&,

RANE AN EITF TUIZ 8, 28 (FUF, EFMER) A7IE AN ¥GTF FOIZ 8, 23 (FOF, EFMERD)
$ 2Are] ERHAFFAAY 9 ASTHS 7Y olefle] IE:E 2] aFAel AR 9] 21Abe] BAARAIAE 9 Q1= es} oflefle] AZE o QTAIR] HYPL o BlAbe) AU ARAA A D A=W} ol AZEES QTR HVBE
AF 3 AF gk AZ P
ISO 9001 : 2015/ KS Q ISO 9001 : 2015 ISO 14001 : 2015 / KS 1 ISO 14001 : 2015 ISO 45001 : 2018 / KS Q ISO 45001 : 2018
AF WA X A%
1.GMP, HACCP, LAB A|d9] 44, A%, 4, 3, IdF, FARs 1.GMP, HACCP, LAB Ajd ] 4|, A%, 4, £, 3T, fAARs 1.GMP, HACCP, LAB AjAd¢] AA, Az, 44, €34, 37, |A8SF
23R @B, A - BBAVNIAD, FEARCIARNTA, A7FA, BE2EA 2EUVAR@RATA, A% - BAWNTAD, FRTACIAANFAL, A71FA, BRLA 2FVAARSTAL, AR - BAANTAD, ATLAAGIAANFA, A7184, LA
£33 A ER0D ABAL ARFAFAD AEAL BREAFAD
ATHUE:  JK-12538 QE=WE:  JEK-2588 AFTHE:  JOK-1005
R 1074 109
9 g d: 2007 068 16 w e el 20074 06E 16 3%6&3: 28;23873(1)(7)3
PRUU: 20229 06 W 13 A - 202249 0649 139 e

FENZ: 20253 069 13Y

FEZIZF: 20248 07 09 Y
FEZ1ZE 2025 06 ® 134

RUAY - ossiiasarascrsanssmisrasasiserorsrsisas
o 4 e e A PRt 0% = 4 o
42 & A 4

Page 1/1 Page 1/1 Page 1/1
= ASAAE PISME 87 BAE MISADN ASOD ST S VOO0 LFMANK LS ASANZHL DIEE ASAAE MENE M) FANE USHEN NEBHUD YEH S OO0 WFMAN NS IASANZHAN PIH 8 EAANAM UBNE H)) FAR REHYH ME8HD FSW & RO0 0F MAN 2IUE JASANZUIM 2IH 8
SIZMRH COICIOIMBIZRIS XM NMRALICH FEE GE ASH2 AR 28T JI2 UK ¥X U 39 PIBLEL CHOIDIOINBIEIMCS X2 DAALICL 740 DR AR AAS 8T I/ UN 21 S8 29 PIBKEN OIOCIOIWRIS RIS K12 UAMQLICH FH0f D& MS2 NAS BT 012 UK 21 oF 29
SIEDl MAMUD PIS0l MARUD PEN HABUD - i

eaeh JAS-ANZ JAS-ANZ
SACER T, 3 . - % 3

FI0HCI0H0I MR SR

HERWEA AMF SHEF 217
(IS EBE s03:)

Ted : 02-6097-90014 » Fax : 02-6097-5005
info@icregistrar.com

FACIOIOLO| MIRI B W

AEBEL M HEI 217
OILaIS3 -6 F s00s)

Ted : 02-6097-9001%4 » Fax : 02-6097.9005
no@iicregistrar.com

FI0LOIOHOI M RIS W

AESMMA AMF HEE 217
IHHASEBE aaZ)

Ted 1 02-6097-9001"4 » Fax : 02-6097-5005
nfo@iicregistrar.com

uma‘n.nnplu.»wuun
WOPIRARELD I MMM

WO TRASTHMIT MMM

<> GC 5AXEM GCEM COMPANY PROFILE




rd EA —

O

Q W o

GCafi= 1 E'E ‘' _ 1 GMP Consulting d EngineeringQ'F %o %ol FDA, EMEAY o+ ‘AW GMP Compliance 1 _ 4
'ELP WA t"KE- Qeq E-oLlg” wvyo.

®

Stuttgart, Germany

Philadelphia, United States

Missouri, United States

<> GCSAXEM

GCEM COMPANY PROFILE @

]



GGne EM w7 1 1

~ |

GCEM, &7 T K_ 9 QGMPT—p V &7 el — no 2006L £ v

~ 1

= aSn E 1 FHI I Ayo.

Vv Oy L ZYvOesjl 0 (BSLBioSafetyLab) 1/ o "Funagle s qe,. 2J4T KGMPd cGMP"
+Wag/ ~+~ 1 GCEM TechniSeres " Reposrayo.” , Tt v/ GMP_ @ p- L — vy
« TP o, L o w4 E—- U%es/ NM1ats Lo BaAyo.

<> GC S4XHEM

Kl 20062239 &

ABSA L ISPE L

. : ! o =
(American Biological Safety Association) (International Society for Pharmaceutical Engineering) J' g a g ﬁ '-Il i |°_l g ”

T
"'-:q'-":.'.-.\"- u_pﬁ."‘
AOBLSg
A 20 1.9 3 4 & (F)=AK0IY GCEMII &4
P S Ry (A1 :(F)= LAY
Lzl lm
2{]\ 2.4 T Xl : 8P iR & 227-3

.4DHBY ¢ 208

wam  AMERICAN ASSOCIATION FOR
Za=Y LanoraTORY ANIMAL SCIENCE ‘
This is to Certify
Jin+Hong Kim
Cam 4 ANAS OB s e

71 e A6 9 5 A183 A15= A13
Al 2lste] §l9}k 2ol 7Y FAAFARE AT}

tw 5 OB o 3w
Cesign of a BSL-3 and ESL-3-AG Facies for Bocontainmeant

AL B 17% Noborad Meedeg
Sab Laix City, Lok

ek 11, W

2006 78 6%
ABSA L INTERPHEX ISPE New York Conference L e :

4

qF 1

c:) GC =AMXIEM GCEM COMPANY PROFILE @




GGne: EM w7 | o5 O%o

GCEM, &7 _it_ 9/ AT®E = yu Gy ¢ 4_ ANAq
— w L 4 N o5 O%L o CAypo.

T A\ 4 U

rr ~ J

yE Qv é 4 AA WX, A, n- MY

A AA BLAY . A D .>0e At T NAAT QO-HIE

YBHYfF)!I— ]'l'[Jopf(I)S/O(bTH5Q’%o”'

N

! C‘)Y'"'BQ%O'H'QQ/*“ ¢-"Q,N<T_I|E-] ! ¥

~

, ~

~

w e/ «WLlo - BAypo.

HANRTIAUSMNY SA2YU TEANRY AN
Q!!P.'GW!P_!?MHQJ ABN@ol A | | Heamn & Medical Technology RAD Program
" ° for Blokagical setety L v MW SE WA W AW AN W AW e * :- 244 S @
adlopindnt oF & Oubinias oF Rehotion $% Uq B¢ Hey AN BSL-4 4543 494
T ASE AT 4 Az
R ARG AY AT
SHANINE - 2
SamIann ) L4
..........
20 *
TR RS 5 UAED
) <= A AHED
77 1.58 2pS-Yv0aD 7T AR SW, /" 7T (ub _)
7.7 20YONS -4, 0% HRY — 475.> HO K e (A0b _ 1 b )
7.7 390" spS-YvO0eD [ [ EIY[ CA_A, Fas N =

7 7 4950 spS -BSL4Yv 0+l . O9opndl— £ R wOdAa1HO’ 7

<> GCSAXEM

TL GMP" #iia g 7

GCEM COMPANY PROFILE @



02

O %S
T § i
¢ (Design)

A" (Construction)
v v (Validation)

—h' > (Maintenance)



Task

Procedure

Output

To To To Do Do To Do Do Do I

To To T Too o Do To I
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Project Master Plan Stage
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Process Definition & Design 1 x
Process Validity ¢

Critical Parameter and Controls /

L .1 B -mE

Specifcation, 1 z:'E 04 S
GMP =5 \~ £ &

GMP Organization

Master plan planning & Criterion of Utility
of Equipment

Criterion of Validation = 1 € »#
Criterion & Boundary of Automa tion
Master plan planning ~ ’ = £
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Design Stage
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Conceptual Design

Yu d lab A&/ Design concept ©
Basic Design

Yu & x d »x,Utlites - &€ A wY
flow patern L Regulatory = 1’
product mix -up, contamination,
process segregation ¥ ' J/ A€
Detail Design

Validation Master Plan =='E

Risk factor analysis

Criticality Analysis

Process Risk Andysis

Data ¢

Project A
Layout
A, e €

(Personnel, Material, Product, Waste)

» X —AN € A

Cross Contamination ¢

Air Flow Pattern (Dead leg)
M™ o U UA

To To Too Too o To T o Do

A

A

©

A

DQ :& .:Iglctory Acceptance Test i} A
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Validation Lifecycle Management
Validation Master Plan(VMP) _ 1

- Process

- Equipment

- Cleaning

- Utilities

- Analytical Methods

- Computer System

US/EU . 1 Quality Policy \ v
Quality System £ 5 d _ L

To To T T Do

] X SOP -“E

To To T T Do

ATr G 04,

Approval Stage

GMP Adk1 %
~ ﬁ J_

Development d Manufacturing Process
Risk Assessment

Validation Matrix = e d »° HI/ b
GMP Inspection Readiness

Inspection Management

A Process’ 9§ A® aE (Batch Record)
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Design

GCafi= %] E 1+ 1+ &N 5 L — 4 Concept Design, Basic Design, Detail Design AT & 1 2 Wo .
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-\
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Basic Engineering
Detail Engineering

Concept Basic AS-Built

Design gineering Drawing

- Operation Policy - P&ID - Section Detail - Design Change Report after | )
- PFD Development - Civil - Finish Detail rf .o r ConstructionR
- 5-Flows (Pr, M, P, W, A) - Building - [sammaife Braniie - Design Change Contro |

- Room Specification - Mechanic - Air Flow Simulation

- Ultility Operation Policy _ Electric

- Room Layout - Use Point layout

- Process Equipment Layout - Utility Consumption
- Project Estimate (+-15%)
- Project Schedule

- RA Document Package

- Process Equipment List
- Project Estimate(+- 30%)
- Project Schedule

- Site Master Plan

c:: GC=sAXIEM GCEM COMPANY PROFILE @



7HE A Concept Design

Wwe CO/ AK™ _ % O (User Requirement

Specification)  Guide linel & m1 T Process) * oA,
# Y Facility& Utility> 1 ~ X9 vV wo.
m—lboc , LB £ v Y+ €Aq . E 7 ,Yu Process,» X/

fA2 " NqT. . " A 4 wo THrp gAY 3E o

Fromess hfpevaon

Worting wed besk iRy | ®

Py Il

Project Execution Plan Process Block Flow Diagrams
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CD Design Book Contents

|. Project Management

I-0O1 Project Execution Plan
I-02 Minute of meeting, Meeting agenda
I-03 Project Schedule

lI. Process Concept
[I-01 Process Description

1I-02 Process Block Flow Diagrams
lI-03 Process Equipment List
1I-04 Preliminary Process Equipment
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I1l. Clean Utility Concept V. Mechanical & Electrical Concept

11I-01 Clean Utility Concept Report V-01 Mechanical Concept Report
V-02 AHU Zoning Plan

V-03 AHU Concept Diagram
V-04 Class Zoning Plan

V-05 Differential Pressure Plan
V-06 Support Utility Plan

V-07 Fire Protection Concept

111-02 Clean Utility Concept Diagram

I\VV. Architecture Concept
I\V-01 Architectural Concept Report
I\V-02 Door Interlock Plan
I\V-03 Logistics Plan

-()4

V-08 Automation System Concept
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Construction
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Construction Phase

Installation

Concept AS-Built
Design Drawing
N ) - = = Ad %UA -o a0 A - SFT,FT
- b U%N € 5 - FAT A - Qv AS O - SAT
- SAR A - FATO™ A - Inspection & Test Matrix - TAB
(Preliminary Report, - Inspection & Test Matrix O~ A - Calibration
Detail Report) - ProcessH’ ' = - L
vET QA - Duct” Q' = - TOP
- JT %\ € A
T, -
- TA" ’ A
5 A
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Construction
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Construction
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Construction ¥ Modular System

GCa ﬁ O :=T = VU 7 ) g ﬁ £ X 5’:: R X H ?Aé L GMP Module wY A WY L ) 4 Y DJ -t T U o 1 ,7AA
Module  Sq1 * o/ A kem 0/ A WY EA I GMP R R T N T S

W E 2] Y A (TILE OF THE INVENTION)
GMP 2% 2§ 789 A344

56 A3} traresten)
THRAEAA 14

Wd 2} owvenToR
SRA2aA 74
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Validation

GCa fj » =] L Installation Qualification, Operational Qualification O @ w A Validation Master Plan @Y / 'AS  Design
Qualification, Impact Assessment, Risk Analysis, » X %N/ b HO/ F! I n_9Qé=+¢Tf nyte "Fiad d1t

—
~

Kn  Validation System 4 _ A ny yo.

@ , @ Validation Phase

Validaition & Qualification

AS-Built

Concept Detail

Design Design

Drawing

- GMP Review - URS Development - Supplier Audit - Checking of Vendor Documents - FAT - Installation Supervision - SAT - Operational Qualification
- Validation Master Plan - Vendor Service - Design Qualification - 1Q/OQ Protocol - Calibration

- Risk Analysis - Draft FAT/SAT - Installation Qualification
- Impact Assessment
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Validation
Jo W/ b XN%'Efx Wb H3 A’ « G Installation Qualification, Operational Qualification " E I Risk Analysis, Design
Qualification/ bt %" & W £/ GCafj= +] E RiskAnalysisn b 7T DQ,IQ,0Q! w ~ &\ & Risk

' = € Risk Management AWan £° ° & Ayo.

Risk Analysis Design Qualification

/O Qualification

eY " ® © 0 RiskTA Yo i - E 4 EN/ % 4. E 4
Design Risk ’ o ¢ Design Riski  3F
Qualification Risk Qualification Risk 1
—Y d "EN Risk ' —Y d "EM Risk 4
. Ad TR’ = Risk . ad TR > Risk =
O+ d . Ag Risk Osd . N3 Risk 4
Preliminary Drawing | For Construction Drawing As Built Drawing
ICHQ9+ 5 =g RiskT'A RA ¢ 4 RA ¢ 4
Qualification Scope ~ = ¢ Data o g N U jt
§/8,, O Q 5 J|I|= = & U T
Client Work Scope
> V [ At Brainstorming meeting > V /A sV /A » F, L
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Maintenance ¥~ N LA

TPCS X| & (Total Project Care Service)
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O 7 25 Maintenance A H
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Maintenance f N L Ad
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GCafj= I 7 Axd At
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"nnd e Deperma of Aoy
Rasnmch, Fiuention, s Foomames

ARS * CSREES * ERS * NASS
Manual

Laboratory Biosafety
Manual

Fourth Edition

Guideline 1. Guideline 2.

ARS Facdione Diag fondedy

WHO United States Department of

Laboratory

HLDGARS

Agriculture - R

Fachitw: Drien. Faciom Expreensy Bk AR ARS

ARS Facilities Design Nkl APl
AR 5 2 Haockqmarier, Ao, md Liocanens
Standards

Biosafety Manual

and e e e e e of AT

World Health Organization TN PR

B8 155, PN,

Eabore SRR
Guidelim -

Biosafety in
03 Microbiological
and Biomedical

Laboratories

Guideline 3. g Guideline 4.

5th Edition

CDC | —y
: : . o/ ! Health Canada
Biosafety in - - _
Microbiological and B Y Ve The Labora_1tor>_/ Biosafety
Biomedical Laboratories . Q@ ' EREEIAE
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