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(Chief Quality Officer)

THI=O R QI AR E S
eubiz Design Biz Division
(EDD)

GXP 22 M AIYEY
GXP Solution Biz Division
(GSD)

GMP7| 2N R Y
GMP Technology Biz
Division(GTD)

CIXQl &34 ARy

Design Solution Biz Division
(DSD)

AYngRy
Management & Strategy
Division(MSD)

Ay

(Biz Innovation Team, BIT)

GXPE=FdE

(GXP Solution Team, GXP)

GMP 748
(GMP Solution Team, GMP)
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(Management & Strategy
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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 2! Ee|Hjo] M 7|zat 84 AT MY

New/Remodeling GMP Facility Consulting(Turnkey Project); 21%/2| 2 @3 GMPH =4 cMPa'#2|H|o|M

s
S8z

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

GMP Facility Design
Solution
(Conceptual Design)

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

GMP Facility for API

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

GMP Facility for Health Functional Food & Medical Devices

Good Engineering
Practice(GEP) Solution

Enhanced Design Review of Basic & Detailed Design/Facility Design

GMP Facility Commissioning Consulting + Planning Execution & Reporting

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

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

GMP Facility Engineering Management & Supervision Service

Qualification
Consulting

Validation Master Planning + Quality Risk Management Master Planning

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

URS & Design Qualification Execution & Documentation

Installation & Operational Qualification Execution & Documentation

Performance Qualification Consulting, Execution & Documentation

Requalification & Revalidation Consulting, Execution & Documentation

Validation Solution

Cleaning Validation Consulting & Documentation

Process Validation Consulting & Documentation

Computerized System Validation Consulting, Execution & Documentation

GMP Solution
Consulting

Validation Management System & Quality Risk Management System Consulting & Documentation

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

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

GMP Mock Inspection/ Vendor Audit

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

QbD Consulting(Partnership)

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

GMP Digital Transformation Solution Consulting
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’QAE% ;'jAE-' E°I %!-Ll I:I-‘ waloold HAIEE ( Welko|d YHAEE A doldold 7 % xEE
(Validation Working Party) (Validation Time Schedule) (Regulation & Reference)
HH M =SHAIE Ol BAS o ;
o HE|HO|M FEAIE A EA2}(Validation Master Planning) _ ) [ —— Al ol HEX| | X Hm}
| MERAzNgas | BEAuNQualiication Master (s > 5 iiQuaification Master
o HE2|G[0|A MA|IZE /g U EAMSH(Validation Working Party) - )) | Plan of Facility & Utility System) System)
g-_ﬁ_ : ' YprEy|, *Iﬁ o EATH| ﬂ*'ﬂ’“l Al gl FATH|
HHa|dlo|lA ;314 gl X B2 0 3S H 8 - HHYYY7 SEAEAM W7t SEEIM
L4 EI 1' I — 'H' o X XI'E H 3= X T -Igl'(Reg'JIatlon and Reference) gg ‘ LU, NE 2 2L ‘ (Qualification Master Plan of * (Qualtﬁcatlon Master Report of P
& g . / Equipment) Equipment)
HMAMEHI} Z3HAS Ol 2S P . g
o HZAMEHII ZEAHE U EAMSHQualification Master Planning) _ . T T
HEEA| A EAHEAM EeEIM
_ — . ‘ = (Computerized System Validation * (Computerized System Validation
o AAH Sl EH FE H7H(System/Quality Impact Assessment) \ . Master Plan) Master Report)
o MZAMEII A WaHo|M Y =& (Validation Time Scheduling)
e e o A eag | A3WE WO ARM | | 2 33 ¥ welcloly AnLIM
. . =T “WIET* AHZA Ii‘:ﬂ"ﬁ = ﬂ-’.’d (Validation Plan for each Process) (Validation Plan for each Report)
o HMEZ|GjO|M B2 A AH] 7 & (Validation Management System) %E
g3
o2
ne|/ ' AlgY waldio|d A8 M AEar waldold ZAaE M
o H2|G[0|d EMA|AR B (Validation Document System) | ab-Li | (Method Validation Plan) (Method Validation Report)
o ‘H2|H|0|M ¥ Et2|(Validation Change Control)
Welclojd SEEM
e . L. (Validation Master Report)
o HWT|G|O|M 2B 2| M El(Validation Deviation Control) Tication TasTer epe
o W2|H0|M CAPA 71d& (Validation CAPA)
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HHGRI WA Start
HAGEI B A2 s sE57] flet 52t 94 A28, =X 42| ‘
o i =3 D = o] Ol AXxS
| A HFEHA LS Y22 HAEEI Y o F, HEHSY X =52 o ch4+ &9l (Identification) o HERBNY 25
o & Ho|({Boundaries) HEX|HEH A|ARE 2R =
2735tz AYLICL o| & flsl B2 E 7H(Impact Assessment)7} HHEA| v
[ o it = = ii: 7 7 E Al A~
2TE|H, FA: COh2e] =2 M| A0 w2t SSHILE HAIst HA/dHt 254 "mpafﬁ I - ?;}?E*;' — [Dimjﬁr‘fpfd' Sy?tem]
o - = O sl S !
HAIC S 25t 0| & &Mzt gL A
e 2| #el
DIS1, DIS2 £ £ DIS3
HE W7t 7| F(Impact Challenge Table) Yes | No
1 |AMASI0] CAS/CDES?} BRI EI0] YL CPPE T8 COAR SHohe 7158 28D YUes} B O (Indi ?-'?lg g*llﬁsﬂt )
ndairect impac ystem
2 |MAHo| HE £t ZaMA0) XNH Y&l o] Mo HE Eol P& njx|AL, ol HHE ek 5ol Akt 0| m
3 [MAHO| $EHE SIS BUHE =0, BF B0 ME BUOI F&S OIXAL, BRI AHES ZAHY JHs 0| ATt 0| m > N *:I%iftlsﬁﬂm )
o Impact System
4 [AZHO| MY, 45 T R0 AMBE|H, A|AH 25502 18] BHAOH 2EHO| Ll 5 s m] ] v
AE0| CPPO| YOl BAXE, X, $H 1Y Y NP B7| Y, 2EE FABa|et Po| 7 Qp B8 MBS0, Al2H0| Hf Al
S |2 s 28 4 wxop Hel0 & + 2et o|. 35t ASaR Sy a8 > AT U 0% B
6 MAEO0| HE, $EHY T, CPP, 21 CFR Part 11, HIZ7|8A9] YL E, Lot 9, GMP BE" c,@ . ABE|E Data® AMS, W4, Ma| & XM - (Qualification Scope)
7k
©
, [Hamol xiotd A 228 R oltBol BY HAB wRHE UM | (O 427I5E SN0, N2g engoz oM e | | > HHELYE EAHS
ol wuY + AL \} (DQ, 1Q, 0Q, PQ ¥ Requalification) 27
B |[MAHol clorge gl He (o, 2EMS, SuY, 2F HE UK 7 0‘6\ 7150| Y0, £ 0| HEE ASHE O ABSETN 0| m
Direct Impact Equipment(DIE1): Table 1~8% 3 %12 17§ 0|4 [Yes], 7 \(\A ABE TR HEAMUIL U FAT B2 SAT [0 &), E & GEP(FAT/SAT) %
Direct Impact Equipment(DIE2): Table 188 3 %12 17} 0|3} [ve Q\ oH FUs FEZYUT )Y, © I HEOR RA, FAT/SATE ME| X8) FEEI At M
Indirect Impact Equipment: Table 1~8% [No), Hl& 20| &”  HYHEAAHE K| ASHE=7EFHHt 0)H B, FAT S2 SAT 49| &8 ACHA| {Documentation of

No Impact Equipment: Tal

ble 1~8% 25 [No]. H& & 6 AB(HAGE7 01X B, FAT/SAT 0|X8)

‘g;@/

W Direct Impact F Q o .c1, B DIE2) [ Indirect Impact Equipment [J No Impact Equipment

SHH7 A — 00
(Impact Assessment  |FAT: [ Yo c% 42 Al2H): 0O Yes, @ No /
Results) Initial Qu. = HAGHIL EA): O RA B URS, 0 DG, W 1Q, @ OQ, O PQ, M Calibration

Requalificati. Maintenance(X§ = 24 M7 9 X 2HCHA): O RA, B URS, O DQ, B 1Q. B 0Q [ PQ, W Calibration
L 2 Yol ool et do| wet P FYBAAHoR FROI0, 2| YBEL2M DIE2E EROI0) HAYEIE HAIEC
et Impact 1) &2 o pH SHE A¥ WY 7|58 Y22 52 YU 2 2RE.

Classification Rationale)

2) TH|of| 2M7t By d2 RN pH 3 Fojof o HE S UMY L3 01 + U
3) 2 FH|OM 2UEHY X WHEE SYHOEE HZEZ| M0 7|REID Lot 002 Fa% 7|§02 AEE

Impact Assessment)

HE U &2l —» HIAGUZ SEAE 2 2 2MS 24
B
7 A HH YW
HAY 2 2= End
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MFDS2| EE 131t EU GMP ¥ PIC/S GMP2| Annex150M X| &3t Q= ICH Q Trio(Q8,
Q9, Q10) 7|Ere| HAGE7t ZR2MAE 75351 A2,  Global 7H0| =2t S0 A
HMBt A= Modern Qualification2| 2 AL S 02 65Xz ALY grgsto

AN
no| MA@t FEE S AYLICL

o AIBXIRTANM 7HE U = (User Requirement Specification)
o 7|2 9 MM A HE(Basic/Detailed Design Enhanced Review)

o MAMHII ZEAE U EM2}H(Qualification Master Planning)

e EZ 1™ ™W7H(Quality Risk Assessment)

o HAXMALHEII AE, =¥ U B 1 M(Design Qualification)

o MX|MAMIIL A=, £3 9 B 1 XA(Installation Qualification)
o 2HMAMLHEII A&, ¥ U B (Operational Qualification)
o dSHAEHEIL A=, ¥ 9 BN (Performance Qualification)

o AFEALH EE[Ho]d A=, = A BEAXM(CSV)

e CCS(Contamination Control Strategy) 7|4t £ 2 L|E{ & (Environment Monitoring)
o H7|X MHZ 4™} (Perioridic Requalification)

o FAT & SAT A=, % 3 HIXM(FAT & SAT)

e GMP S AIZS(GMP Supervision)

m European
Commission
Eudralex Volume 4 Annex 15

é@lcfs

PE 009-11 Anhex 15

Qualification and Validation

(Old Version 2001.07)
Qualification and Validation

(Ofd Version) 2014.03.07

PIC/S MFDS
(old) (New)
Q) nzoiemornn
Lj;?lc'fs m Eurnpe.an. Plc’s & EMA . xi .
& ammission (New) olotE NE 2 BT BE 7
AZO|OFE M A 1A H2019-52%
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CONTACT US
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Address : 7| = ¢tFA S SHE 13 Z 65,
Tel : 031-446-7200

Fax : 031-446-7210

Website : www.biosupport.co.kr

email : gmp@biosupport.co.kr
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