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GMP by Design + Data Integrity, PQS by Design,
Life Cycle / Risk / Science / System based Approach, ICH Q10 Compliance PQS
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% sl2l 2|41 GMP 27 A
W HLf CertificateS Tt St YSL|CT.
-Auditor, Validation Manager

Certificate

A 7l2S E/otaxt

CERTIFICATE

Mr Byounggoo Hwang

has completed a three day ECA-Course on 25 to 27 October 2017 in Praha,
Crech Republic covering the following subject

ECA - The GMP-Auditor

Contents of the course:

How to the auct
How to plan an audt
How to become a good auditor

Top 10 Mistakes Auditors make and how to avoid them
mm/mmdmm

and solve
&uiusﬁunOlnhta-dSomhAm
Body Language and Questioning Techniques
Waorkshop: Categonsation of vanicus audt findings
Audit Simulation

L

L

Heidelberg, 27 October 2017
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CERTIFICATE

Mr Ik Jin Jeon

has completed a three day ECA-Course on 22 to 24 November 2017 in
Barcelona, Spain covering the following subject

ECA - The Validation Manager in the Pharmaceutical
Industry

Contents of the course:

« From history to PAT

* Risk Assessment

« Validation Master Plan

« Qualification

Case Study Qualification
Computer Validation
Process Validation

Case Study Validation
Qualification/Validation in the field of chemical API production
Cleaning Validation
Change Management

" e e s e s e e

o Organisation of Validation

o Risk Assessment Qualification

o Risk Assessment Process Validation
o Cleaning Validation

Heidelberg, 24 November 2017
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Acodemy
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Furopean Complance Academy

N~ s . ECA

CERTIFICATE

Mr Ik Jin Jeon

has completed a two day ECA-Course on 1 to 2 March 2018 in Praha,
Czech Republic covering the following subject

ECA - Statistical Process Control - a key tool for process
understanding in the process validation life cycle

Table of contents
« Introduction to Sx Sigma Terms
« Objectives of SPC and Statistical Introduction
« The two Types of Varisbilty and Control Charts
« Exercse 1: Initisl study — control to standard
* Reading Control Charts to improve the process
« Waorkshop: Implementing Control Charts
« Process potential and -capability
« Process Robustness — a tool for process evaluation
. | software programs and atically ger d control charts

» Case Study Trending of Micobiclogical Data
Conttrol charts and trending of microbiclogical data

« Exerase 2: Processoptimization
»  Case Study Sanofi Aventtis SPC as tool for OV

Heidelberg, 2 March 2018
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GMP & Validation Consulting Project Reference: More than total 800 projects
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GMP % Validation 4X & 5l2] GMP 5Q AX o9t

GMP

Compliance

1 SKHIO|QE HZZE QIEO|ObE (B, YUk CGMP/EU-GMP  7Hid4d7| X 2|cjo| 4
T R e o e S e T
2 odmusy 22 o|oHE (B, Yt cGMP/EU-GMP  aEAeEE % gas)  CCMPELSNPIIS
3 SKHO|E HH3% HEolokE (&4, At CGMP/EU-GMP/PMDA  7H'Ed# 3 2| o] M
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L - e R
AQENC M L obH|o| = (L 2 1A : =
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6 EfZX| golTEt gHH|o|oFE %411I11I/’“°FI1I) EU-GMP - wa|gjo|
.............. +__-.-,,HI_=|A1ﬁI7-|EI7°4..
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L e e T o oodedlola
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9 SKADZ HFZE Q| 0| HE (L 8 D& A]) EU-GMP JNd A L walo| M
10 FHIO|RE2XA EMIE | SHLAE(FAHA) WHO-GMP 7HE A Oral Cholera Vaccine
OIJHHOWMmﬂlmumﬂd ........................ 7HL=.M74|.=. ................ R P
11 PlEXAESS 2M= ( ) EU-GMP EE4 = GMP 2T - HEYEEE/HED
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GMP M =24
Merjsta #el _ .
A= SR | MEAEA | arh 71EM % SOPs A U | KGMP g7
Z=H|
VEL EEL; ololorm, |SOPs ZiM HMEHE KGMP g
(T =|—|—|E)
Meoystn 5l _
AR | MEXZH |4t 71ZM % sOPs 75 HEY | KGMP g7
HHUD| B (ZUS _ R
71 M| = X A4 A E) M=EZXEH |40 7|EA X sops T+ ALY KGMP IR
ST Pharm A|2t3 %
(A ° _ GMPA|AE! Sl Q&7 HAME!
2l 3 o|Qk= =0 Zi74o| 3
Gilead Sciences) Bol%E Certified CGMP cGMP iy
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Wa|Hlo| M | NAH PH Y B

SR
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No | Year ;hseir:: Dosage Form Consulting Scope X8 GMP ojel
al
1 | 2020 EITEYLY qzxgx | SYME VWER QMP S VMS SOP MFDS g
- =2 O
FAZA FEM ol
2 | 2020 | Yy ABg ok | MExEA [JVME VWE QMP X VMS SOP KGMP g8
GMP M ZA -=°
al
3 | 2019 MXBIO HEH ;VM?, VWE QMP = VMS SOP KGMP gy
- =2 O
=]
4 | 2019 | z2muolew | MExEF |y an VWP QMP < VMS SOP KGMP o
=20
al
5 | 2019 O A | 2k FAHH| ;VMEP'. VWF, QMP 5 VMS SOP CGMP I
- =2 O
6 | 2018 | CHTHHCIZMARE | o|g77|7] SVMP & VMS SOP & KGMP 23
7 | 2018 @ CHARR| 2k LHEDHAH |SVMP, VWP QMP #H4E KGMP oz
8 | 2017 | mOrg|YX=Z=2HE FALH| SVMP & VMS SOP HME KGMP I
Of| AE|E "HE 2 o] = o|oF = HAME St
9 | 2017 MZX 23|05 HEOIGE |SVMP TEE EUGMP 2HE
SVMP : Site Validation Master Plan, VWP: Validation Working Party, QMP: Qualification Master Plan
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Wa|hlo|d Ba| AlAY T U B UL MY

Year it Dosage Form Consulting Scope HE GMP
& Site
A d%d L ztst = |SVMP. VWP, QMP % VMS SOP KGMP
- ¢ | -°||;'I 9_ gltu [] [
2016 | shg3m 2A%E nug cGMP
o S Lb = SVMP, VWP, QMP % VMS SOP KGMP
2016 |\FBEHA@@IY) WBREH |5 ge * CGMP g7
2016 REHA M=ZX|2H [SsvMP, VWP, QMP ZZH KGMP 2y
al
2016 L [JETES qzxgx |SYME VWER QMP S VMS SOP KGMP gy
- =2 O
2015 |CHEH|ef LIREIST| HIO|2L|2%E |SVMP, QMP 3 vMs sop ZTEE CGMP 23
2EH 2R (REE - SVMP, VWP, QMP 3! VMS SOP -
2005 | “olmmaie) | MENEA agg KGMP gy
al
2015 | AMSER | MExaH |5 on VWR QMP S VMS SOP KGMP gy
- =2 O
2014 | HOIX ek TerZ At FAHH| SVMP, VWP, QMP Z14H™ KGMP gET
2013 | O|2E[E HHEST | HEROIYEF |SVMP QMP % vMS sop THEE CGMP 27

SVMP : Site Validation Master Plan, VWP: Validation Working Party, QMP: Qualification Master Plan




Wa|hlo|d Ba| AlAY T U B UL MY

e L

Year ;I'Sei:: Dosage Form Consulting Scope HE GMP ooy
HIE{A|AH 4G 0| M .
2013 | SOfST Motz xt LH-2 ol H| ;GAMQEW 1A si=lHol KGMP d44u, &8
—-=20
H| W 2 = 5|9 VMP, VWP, QMP %! VMS SOP
2013 'g_,r_g_,gl" FAHA| ‘%g%. QMP 5 VMS 50 KGMP g
ClZAE -
2012 | U “;;; TE | MEZAZM | SYMP VWP QMP HAE KGMP gy 3
[« =]
2012 | TiOlE|M X ZE3E| HAROI%E [SVMP VWP, QMP ZdE! KGMP gy
osus o
2012 | YMABAL | upojoolerg |SYME VWR QMP X VMSSOP | ygpp 287
¢1_IE'I =20
2012 | EHENY ST et SVMP, VWP, QUP HMEE EU GMP gy
al
2011 | #WEHIF | Ho|goepz SYMP VWR QWP X VMS SOP KGMP g7
=20
al
2011 | Uojw mEEE | ooz |SVMR VWR QMP X VMS SOP KGMP gy
- =2 O
al
2011 | FAROF WEBL | USTHA |3y VWE AMP X VMS SOP KGMP g7
=20

SVMP : Site Validation Master Plan, VWP: Validation Working Party, QMP: Qualification Master Plan
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No | Year ;I'Sei:: Dosage Form Consulting Scope X8 GMP ojel
g
28 2011 | SK A o|Z H= ;VJIL\-I,IEI VWP, QMP x VMS SOP EUGMP e
=20
29 | 2009 |SON%E HAS Helolold 7= % HAEE7 A= EuGMP g8+
. o
30 | 2009 SKJ—II?I_gggs %lgl% VWP, QMP X VMS SOP CGMP e
s = mFElD SVMP, VWP, QMP 5! VMS SOP 2HE Adal
gl
32 | 2009 DHIiK_Io;fa SVAI\'IIIE'I VWP, QMP % VMS SOP EUGMP s 7170l
LESTE HHE
g
33 | 2008 |32I2H|Qk QHk ;VMEP', VWP, QMP 5 VMS SOP KGMP I B
- =20
al
34 | 2007 | SO(N|2F W3 SYME VWF, QMP = VMS SOP EUGMP R
=20
o SVMP, VWP, QMP 5! VMS SOP g A4da
35 | 2007 | ZIQkH|<k oHitE Ml * KGMP i
al
=20
SVMP : Site Validation Master Plan, VWP: Validation Working Party, QMP: Qualification Master Plan




Wa|hlo|d Ba| AlAY T U B UL MY

Year ;“Sei:: Dosage Form Consulting Scope HE GMP Hojels
2007 | YA 573 | wegnmn |SiME VR QWP S VMS SOP KGMP | &3, Z7En
2007 | aordo gor3% | wgnmm |SyMg VWA QWP S VMS SOP KGMP | &3, Z7En
2006 Lio| ZIMISE °|&7|7] |SVMP, VWP, QMP Z1HH KGMP 244
2006 | S3}OHE 55T if%%ﬂ;ﬂ S VWP QMP X VMS SOP EUGMP 27
2006 | IELLTE | Mmx=EA | svme vwe qup T KGMP 17
2006 L Xl B&G HEOIFE |svMmp HAEE KGMP 431
2005 eh= X Y| B M| 2F FALH| SVMP 719 E KGMP #2444
2005 Eﬂﬁﬁﬂﬂoﬂéﬁfx 1 wrojooiorz |svmp vwe amp 214 EUGMP a43d

SVMP : Site Validation Master Plan, VWP: Validation Working Party, QMP: Qualification Master Plan
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Year ;“Sei:: Dosage Form Consulting Scope H& G™mP Hojels
2004 FEH 2 LHEDYEH |SVMP & QMP KGMP 244
2004 'ﬁﬁﬂkolgﬂg{'% FAIHl DS |SVMP & QMP EUGMP a4
2004 | FRAHY HESEY | WHERYH |SVMP & QMP KGMP d4an
2003 ch A FAH| SVMP & QMP KGMP d4n
2003 O| =AHX| A FALH| SVMP & QMP KGMP a3
2003 ;'j,‘%tf:;‘g:ﬁtg{ FALHl DS |SVMP & QMP KGMP 23d
A& Ee M
2002 | CHEHNIE S43F | FANI DS |SVMP & QMP KGMP ALl

SVMP : Site Validation Master Plan, VWP: Validation Working Party, QMP: Qualification Master Plan
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Client o I—-ll'g' xkod o] 24
Year & Site Dosage Form Consulting Scope GMP o A2
FAEA R )
2020 | At AjEe ojorm | MEX|ZH %5MEIMaster Plan 3 QRM SOP KGMP o]
GMP M| =4 -=°
al
=20
2020 L ZTIH|HX| & SE2I%E |QRM SOP HMHE KGMP gEy
al
2019 %!'ﬁ'ﬂ!HFOIQE%' k"ExIEX‘" S-II}LI:/IEIMaster Plan 3 QRM SOP KGMP %l‘hg-_r'-
=20
ol
2017 | mojejajxzase|  Fapy | QRM Master Plan 5 QRM SOP KGMP gy
- =2 O
ol
- =2 O
al
=0
AL 2R (2EHE — QRM Master Plan %! QRM SOP -
=) T = EH
al
2015 | AgMEEY | MEuEH |(Fag oo e X QRMSOP | vemp gy
- =2 O
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: e
No | Year ;IIS;:: Dosage Form Consulting Scope G_IMQP Fojely
= ]] -
—-=20
H| M & EX|2F QRM Master Plan 3! QRM SOP
a3 MGEER zi4s - KGMP g7
2eu> RM Master Plan % QRM SOP -
12 | 2012 | YAABAIMM | wojeojorm |QRM Master Plan X KGMP gy
*lilE'I - =20
aj .
=20
= ]] -
14 | 2011 | Holmo HEtDH QRM Master Plan 5 QRM SOP KGMP e
- =20
= ]] -
15 | 2000 | #tojot= etz (;)-IIiI_YIEIMaster Plan 3 QRM SOP EUGMP S
- =20
T
16 | 2009 D;il_(—f;fa QRM Master Plan 52 QRM SOP EUGMP ]
[=X=-X~-]
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Clo|E| 2t 2| A| A6 AT A
Client . Performance
No | Year & Site Dosage Form Consulting Scope =5 GMP
HIO[E| 2bFd Zt2|A| AR 5
1 | 2021 OfAHR 8213 ATMP Co|E{F2 = EIt KGMP
AMEEXO| HioE e Et
HO|E| 2 A 2| A|AEI =
2 | 2020 | GiCell MZE ATMP 1018 28< #2275 KGMP 25N
(SOPs)
= AIS|A M HO|E XM Z2|A|AH 2= -
3 | 2020 T"fLL_T:;FE ATMP 1018 203 BANZ— TR (Gmp ghyp
125% (SOPs)
MXBIO - HlO|E] 2tT/d ZZ|A AR 5 -
LI 14a X %I-H:l
4 | 2019 Szax HEDHH (SOPs) KGMP G
ZAHH0| CIO|E 2HF/d BtE[AIAR 15 -
5 | 2019 o i 1 ATMP I0F 288 22A=8 T2 ewp g7
233 (SOPs)
6 | 2019 |CHSMO LIHELDE| AMEstHx Data Integrity @S e gy
S %t TE=In kb o
i S
7 | 2018 sMzE = Data Integrity 11§ KGMP 28
L o =X 2F LHEndxH| , "
8 | 2018 OfALZEH =AHH| Data Integrity 1§ KGMP g8+
- - o HO|Ef A 2 y
o | 2017 | ®WEHBY | MEMHH | g hiloiP RN KGMP g
o|-=ull - =AM QC GMP ZIct N
E D O|OokIZ LB = = B
10 | 2017 O AT B s=2%E (QC Raw data ZIEh EUGMP g2E
M A*E TE=Snk-rbc HIO|E| MM T A|AH A= N
11 | 2016 ‘ik,_JI_,"I(f) hg 22Xl I0F 888 22A=8 =21 ewp gy
FeEsd FAHA| (SOPs)
HAM ™ US|t = |OIO|F 2tFd He[A|A- 25 -
12 | 201 el IR o|FE FDA CGMP sy




Bio-Support

Global & Advance
GMP

Quality & GMP Culture

ICH Q10
Management Responsibilities
Product Life Cycle
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Life Cycle / Risk / Science / System based Approach7} M&k|iL}?
ICH Q102| Establish and Maintain a State of ControlO| 7}'5$t7}?
X|S£HQl 70| 7tset7t?
CQA, CPP, CMAE ELEEYSI "Worg = A=71
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Advanced Quality Culture
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Pharmaceutical
Quality System (PQS)
Consulting Start

GMP 27AIE HE

o|etE 52| PHE S 5 (SEY)

[EE 1)(o/=E H= U EFAE 2|F),

[BE 3(4EHHHHE "= U BEFHEE 2|18),
[EE 32)2] (MAd2|2E H= 9 EFBE ?|E),
[EE 3232|828 D7t~ M= F T2 7|8,
[EE 42)2)(Y LA HES2%E H= U BRI 7|5,
(X HaZ &) rEel HEMi Hlm A

— -PQS t-‘*‘lﬁ"’m
— 8- '_llﬁ i@

JIEM = HEDE
EEE

’_'{ Design
Ne L Control
|_(,_F-"' "—;I-’-E‘-TE"“x__‘
CosuNaR
el
‘l"i:-s

JIEM E sop =0

A7, M
Ne i
1M E SOPs
“-._.E_?_ %ag —
= es
e .
Yes HEREM =0 HEX|A U 7B
ACNE, W2y [ = AENE, WY

__J.__ Mo
-PaS System fﬂé!ﬁ~/}l R ES TR MHJ
h‘“ﬂ-u__ Simulutiun f’”';' = m_&_‘i‘_ -] ﬂi - { 5! mi
T

Yes
‘ PQs System _

Operation Yes

:

i

Quality System (FOS)
Consulting End

rrective &
reventive
Actions

roduction

nd Process

Controls

anagement
Control

cilities and
quipment
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ras zus PQS =A] HA o +x 7

ICH Q10, PHARMACEUTICAL QUALITY SYSTEM
1.8 Quality Manual, 2.2 Quality Policy, 2.3 Quality Planning

Global Quality Manual including the
Quality Policy; refers to Compliance Lists
_— and Global SOPs

Global SOPs explain who has to do what.

9 Global
- standard operating
\? procedures
Global (and local)
Work Instructions Explain who

uctions and how.
as neede

)
q\,' Global Work Iqs:r
6} site Work |nstructions
~

Guidance documents
and templates to
document what has been
done.

uired
Forms and Records as req
Templates.

Y
&
7

~
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EUAAY 75

ok

System (A 2 &) Sub-system(A ELA| AE)

Process(Z2M|2)

PQS(H|2tZ= T A| A& o) KGMP2| 4Ll 7|E=M

N
ol
x
mE

2
R

Hz=2e| 7| =AM

2 (M=l d&E7IEM

3 [EEHLIEAM

4 HBFEEM

1 | EZEY7IE£M(Quality Management System) rogess

2 |EXEZI|EM(Quality Assurance System)

3 |EE2|7|E XM (Quality Control System - Laboratory Control) Record; Form

4 |H=22|7| =M (Production Control System)

5 |HEH22|7|FE M (Product Contamination Control System)

6 |AlAd U HH| 22| 7| =M (Facilities & Equipment Control System)

7 |AXIxH 2| 7| =M (Material Control System)

8 |dMz|H|o|d &2|7|FEAM(Validation Management System) %IEI _E_§I_
9 (HZ U AXX EZAM(Product and Material Specification) (Culture Of Quality33



dds

PQs Policy = & (Process & System =&)

a\Y, AV

-—

Bl (Quality Management System), 10ea A| A8 S T =754

e

o
ol | of
>
| >

H
>
>

Bl (Quality Assurance System), 16ea, A| A

e

Al 2R Y =2y

>

Bl (Quality Control System - Laboratory Control), 12ea A|

i

B | pd |
rH
L]

=
i
o
=
B

El (Production Control System), 7ea A|A8 9l == 1

HE 2 HEE| A A& (Product Contamination Control System), 12ea A| A& 9

1L

Al 9 EH| 2| A AR (Facilities & Equipment Control System), 8ea A|AE

HX}xH 22| A| A8 (Material Control System), 8ea A|A8 9 =277

HH2|f|o] A BE|A| AR (Validation Management System), 9ea A| A&

O 0N O 1 | bW N

HE U AXX] EE=XM(Product and Material Specification)

NZHALO| 9| E 9| Lifecycle THA|Of| LLta}
Z4olo MH|AF

L|C}.

L
PQSo| 5 WakS

HSoi EE
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ras 245 Policy =& (Subsystem &)

o EEFGIAIAEI(Quality Management System)
1 | FE8M(Quality Policy)
2 |EEMA(Quality Statement)
3 |GMPXZXE 314 9 2HA|AR(GMP Organization & Management System) Policy & SOPs
4 | EXH/AYE LA 2H(Quality Risk Management System) Policy & SOPs
5 |AFGHEAAH (Management Review System) Policy & SOPs
6 |XI&HXQl 7| MA|AE(Continuous Improvement Management System) Policy & SOPs
7 |HISHLY 22| A A& (Product Development Management System) Policy & SOPs
8 7|=0|™ =2 %M (Technology Transfer Program) Policy & SOPs
9 |SAHH EHEZSEI (Statistical Quality Assurance Program) Policy & SOPs
10 |AIHAHEA = =23 (Business Continuity Planning Program) Policy & SOPs

Q Bulal

35



ras 245 Policy =& (Subsystem &)

o =X EZAIAE(Quality Assurance System)

1 = A 2t2| A| A8l (Document Control System) Policy & SOPs

2 w2 A A8 (Training Control System) Policy & SOPs

3 Xt ELof A| A Bl (Personnel Qualification System) Policy & SOPs

4 U 2| A| AR (Deviation Control System) Policy & SOPs

5 A’ 9 ofebghE A| ARl (Corrective action and Preventive Action System) Policy & SOPs
6 7|=UE 22| A AR (00S Control System) Policy & SOPs

7 tH Z 22| A| A Bl (Change Control System) Policy & SOPs

8 S X} 22| A| A&l (Supplier Management System) Policy & SOPs

9 T+ 42| A A8l (Specification Management System) Policy & SOPs

10 |DZ4=TF 22| A] A (Customer Complaint Handling System) Policy & SOPs

11 2| F 22| A A8l (Recall Control System) Policy & SOPs

12 |37t EEHYIIA A (Annual Product Review) Policy & SOPs

13 | HEEstH2| A A= (Product Release Control System) Policy & SOPs

14 | BZAAAEI(Self Inspection System) Policy & SOPs

15 |987|ZF U THA| 22| A| A8 (Expiry Date and Retest Control System) Policy & SOPs
16 | 9I=E #2|A| A’ (Contract Manufacturing & Laboratory Control System) Policy & SOPs
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ras 245 Policy =& (Subsystem &)

| A| 2 & (Quality Control System - Laboratory Control)

A4 #a|A| A&l (Laboratory Control System) Policy & SOPs

2 | MEA A HIX] 3 =3 BE|A|AE(Lab Material Control System) Policy & SOPs

3 BEEE M| A|AH](Reference Standard Control System) Policy & SOPs

4 | AN F A= U HH B A A8 (Sampling Plan & Sample Control System) Policy & SOPs

5 |SEAMY ZZ|AAE (Quality Test Control System) Policy & SOPs

6 |0|3}E A|E 2| Al Al (Chemical Test Control System) Policy & SOPs

7 |OJME AEE2| A AE(Microbiological Test Control System) Policy & SOPs

8 |ME% AEE2| A AE(Biological Test Control System) Policy & SOPs

g |BEEYET Al &gt 23| A| A Bl (Environmental Monitoring Method Control System)
Policy & SOPs

10 |[A|g@Z1 HEA AR (Data Review System) Policy & SOPs

11 | H28 AN 22| A AEl(Retention Sample Control System) Policy & SOPs

12 |QPEMAIE =2 3% (Stability Test Program) Policy & SOPs
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ras 245 Policy =& (Subsystem &)

® X|Z=Z2|A|A”(Production Control System)

1 [HIEXM HzI|E B2| X 2BA2™ (Batch Instructions & Record Control System)
Policy & SOPs

2 HEF T2 13 (Weighing/Dispensing Program) Policy & SOPs
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ras 245 Policy =& (Subsystem &)

o NEHae[A|AB!(Product Contamination Control System)

1 WX HOW = = 7 24 (Cross Contamination Prevention Program) Policy & SOPs

2 7 219| M 22| (Personnel Hygiene Control System) Policy & SOPs

3 o] U GMPTY £¢ 2| A AH (Gowning & Access Control System) Policy & SOPs
4 Hx=gtd 2| Al A% (Manufacturing Environment Control System) Policy & SOPs
5 AR L|E 3 = 2 3 (Environmental Monitoring Program) Policy & SOPs

6 HiO|2H{E 2L|EZ T2 (Bioburden Monitoring Program) Policy & SOPs

7 84 22| A| A8 (Pharmaceutical Water & Steam Specification) Policy & SOPs

=S
8 HA Y A5 =274 (Cleaning & Disinfection Program) Policy & SOPs

9 M =218 (Equipment Cleaning Program) Policy & SOPs

10 | WEdA B2 A|AH(Pest Control System) Policy & SOPs

11 | H7|2&2] =23 (Waste Control Program) Policy & SOPs

12 | 22373 BE|A| A8 (Aseptic Process Control System) Policy & SOPs
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ras 245 Policy =& (Subsystem &)

o Al 3 ThH|E2|A|A B (Facilities & Equipment Control System)

AH| 9! EH| C|Xtel 22| A| AB(Facility & Equipment Design Control System) Policy &
SOPs

W A| A Bl (Calibration System) Policy & SOPs

X 2™ A|AH(Preventive Maintenance System) Policy & SOPs

| 9 dH| 28 Z 23 (Facility & Equipment Operation Program) Policy & SOPs

AH| S ZH| FOf 22| Al A&l (Facility & Equipment Purchasing Control System) Policy &

4 2| A| A% (Personnel, Material, Product & Waste Flow Control System) Policy &
SOPs

| ALE 7|8 2t2|A| A’ (Usage Logs Record Control System) Policy & SOPs

AFE A A 22| A|AB (Computerized System Control System) (Policy & SOPs

NIST

National Institute of
) 2"~ randards and Technolog
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ras 245 Policy =& (Subsystem &)

® 2 XR{at2| A|AEl(Material Control System)

1 H 2 2t2| A| A8 (Raw Material Control System) Policy & SOPs
2 X} xH 22| A| A&l (Material Control System) Policy & SOPs
3 |2iE 2| A|AE(Label Control System) Policy & SOPs
4 | HEE2| A2 (Product Control System) Policy & SOPs
c SRR Y0 9 HEEE] A| AR (Receiving, Warehousing & Storage Control System)
Policy & SOPs
6 |YIRAFA|AH(Incoming Inspection System) Policy & SOPs
7 | HX BEXEE X2| A|A® (Not acceptable Material Control System) Policy & SOPs
8 | X2 A|A (Inventory Management System) Policy & SOPs
y B b, N
SAMPLE QUARANTINE QA RETAIN SAMPLE
Mat MATERIA
Mattem
Lot No Lot #¥ Armt
PN PN Exp
Amt Date By Date |
i < 'J’

Ry
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ras 245 Policy =& (Subsystem &)

o I HO|M Zt2|A|AHI(Validation Management System)

Hi 3| Gjo] M 2| A| A&l (Validation Management System) Policy & SOPs

2 X ZA/d" 7t Al A8 (Qualification System) Policy & SOPs

3 |EFEAZE HEEIE0]4 Al 2™ (Computerized System Validation Management System)
Policy & SOPs

4 |AEEE EEIH 04 Al 2 (Analytical Procedures Validation Management System)
Policy & SOPs

5 | MA qz|fo]M A|A&(Cleaning Validation Management System) Policy & SOPs

6 |3 a|go|M AAR(Process Validation Management System) Policy & SOPs

7 |AdH H2|glo|M A AR (Transportation Validation Management System) Policy & SOPs

8 |X¥2|Ho]M A| AR (Revalidation Management System) Policy & SOPs

g |TEEE EE|H0]4 A|~H(Aseptic Process Validation Management System) Policy &

SOPs

Vi
EXCe"ent

4 Verage
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2| A| A&l (Document Control System)

—

EEH B FI7|FEM(qQuality Assurance System)
M

=
(L

B-1

E

A

Document Contr
M EtE| Al

=
(L
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Initialization of GMP Project

4

4

A

4

Implementation of
Supplier Mgt System

Implementation of
Quality Risk Mgt
System

Risk, Science & System Based

Approach to Validation

Link—»

System is Qualified

Process is Validated

| Enhanced Design

Review

A

Cleaning Validation

Process & Shipping |

Validation

v

GMP System Product Product & Process GMP Facility
3 v v v
_ Development &
Implementation of Clinical Test, if Process Analysis | Tech. Design
PQS ) necessary (inc. CQA-QC/IPC, | Transfer™| Conceptualization
-Master Planning- CPP)
| | |
1* System: Document Mgt
v A
Implementation of . o . Detailed Design
L R
Validation System > Site Validation Master Planning F&DS
\ . I
Design Qualification
’ Qualifi ; Mast v
ualification Master
CSV, Cleaning, Planning Construction of
Process & Shipping I GMP Facility
Validation Master Installation of
Planning Design Qualification -« Equipment
L Installation p
System Validation Operational
Analytical Procedure | Qualification
Validation | Performance
Qualification

Requalification &

GMP Compliance

Revalidation
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ICH Q9 Quality Risk Management
GENERAL QUALITY RISK MANAGEMENT PROCESS
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System Based Approach for Implementation of QRM

( BT AHUFYMAY THE J
Step 1 B ABFYMAL0| 3 Yol

Step 2 =
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Step 3 52

EH AHFEY AA
(Risk Assessment+ Risk Control+Risk
Review+Risk Communication)

Step 4

Quality Risk Management:
A systematic process for the assessment, control, communication and review of risks

to the quality of the drug (medicinal) product across the product lifecyele. (ICH Q9)
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Do not set up a QRM department
prepared by members of the ICH Q% EWG
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Pharmaceutical Development (2|2f& 7HE) »  Manufacturing (F|=X)
Technology Transfer (7| & O| ) »  Product discontinuation(At222])
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SOP Documentatlon for QRM

d (Policy)

AL 178
o ZXl OIHHZANH X
Corporate aa Tl?:l O O 'H' o
Management
Policy #H SOPs
. BE TP MY sop
Policy - SEH AEECE MY dE A Se|Uy
SOP
Z Xl OlHZdH =SHAH|S] 221 Ol 2 A{5| gt
Specification, Standard, ° EE FEEG TEAE +H X =M=t 3
SOPs & F = SOP
s orms, _ L
Instructions ° S FIEE7HFMEA) €AY H soP S
- SEAY MUEES HAIEUHE sop
« 7|E} SOPs

Templates, Records

Training, ......

Documentation, Training, Documentation, }
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(Site Quality Risk Management
Master Plan)
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SOP Documentation for QRM
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QRM Execution

S & ™7} (Quality Risk Assessment - FMEA)
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Risk Assessment (FMEA, Failure Modes and Effects Analysis ) Form & Process Map
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Thank You !

Bio-Support Co., Ltd.

Presented by B.G.Hwang

E-mail: comply@biosupport.co.kr
Tel: 031-446-7200 / 010-7600-3954
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