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About GCEM
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GMP Organization
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Criterion of Validation 7|& &7
Criterion & Boundary of Automation
Master plan planning S A & =g

MAZOl BR

Milestones

2% Systemdd

ZH| @A 43

=2t gl e At 4
Utilities R T-AFE A7
Validation@ FAFe M
Schedule, O 4t At&=

SAEA

Design Stage

vy
7|27
Ao s 2u
A 47
AlB0]4 A
2F =0 5y

Z oflat =4

Concept Design

M At 9l jab A0l Design concept AE
Basic Design

MAF-HH| S|, Utilities| AX| Z=24 1t
flow pattern2 Regulatory 7|&=1t
product mix-up, contamination,

process segregationS2| BEOAM HE
Detail Design

Validation Master Plan %t

Risk factor analysis

Critcality Analysis

Process Risk Analysis

DataZl &

Project A& A=

Layout

40 &M (Personal, Material, Product, Waste)
ZH| 21X 4

Cross Contaminationd &

Air Flow Pattern(Dead leg)

23 ot AE

A SEA

Construction Stage

|2l 5L VMP T3
Y Aglo] HA|

o
A 22| A2 AA|

bl
Al
o
[=]
a1
[s)
PNy
=]

021 021 Mo x

DQ & Factory Acceptance Test & A|

s, wH) %) 9 M2 W

Validation Lifecycle Management
Validation Master Plan(VMP) -2

- Process

- Equipment

- Cleaning

- Utilities

- Analytical Methods

- Computer System

US/EUO] 7|=3t Quality Policy X7 2+&
Quality System &7 % W&

| SoP 2y

GMP oIz
23 g
Mm@t
MM 2 B}
N

20|

O =

Development 3 Manufacturing Process &7t
Risk Assessment

Validation Matrix 7H'& 5! &2 &0]| Cf
GMP Inspection Readiness

GMP Inspection Management

%

E

Process 2t El M7 ZHd (Batch Record)

<> GCSAUXEM

GC =4Xt EM COMPANY PROFILE @




Atg s

Design
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Design Phase

C

Basic Engineering

Detail Engineering

Concept Basic Detail

Design Design Design
- Operation Policy - P&ID - Section Detail
- PFD Development - Givil - Finish Detail
- 5-Flows (Pr, M, P, W, A) - Building - Isometric Drawing
- Room Specification - Mechanic - Air Flow Simulation
- Utility Operation Policy - Electric

- Room Layout

- Process Equipment Layout
- Process Equipment List

- Project Estimate(+- 30%)
- Project Schedule

- Site Master Plan

Use Point layout

Utility Consumption
Project Estimate (+-15%)
Project Schedule

- RA Document Package
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Change
Control
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- Design Change Control
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CD Design Book Contents

l. Project Management

[ll. Clean Utility Concept V. Mechanical & Electrical Concept

I-01 Project Execution Plan I11-01 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

[-02 Minute of meeting, Meeting agenda
I-03 Project Schedule

I11-02 Clean Utility Concept Diagram

IIl. Process Concept )
P IV. Architecture Concept

[I-01 Process Description )
IV-01 Architectural Concept Report

IV-02 Door Interlock Plan
IV-03 Logistics Plan
|[V-04 Site Master Plan

[1-02 Process Block Flow Diagrams ) )
) ) V-07 Fire Protection Concept
[1-03 Process Equipment List .
V-08 Automation System Concept

[1-04 Preliminary Process Equipment
V-09 Waste Water Treatment Concept
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Construction
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FAT 210
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Inspection & Test Matrix
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Process Hii 222
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Construction — Modular System

TT1LE OF THE MWENTION
GMP 2@ 2% F289 AF4d

SRAEAA 74
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FRARAA 74
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A8 FUHIT

(7445 15 10 CERTIFY THAT THE PATENT IS REGISTERED ON THE REGISTER OF THE KOREAN
)

2006 019 o4
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Validation

GC= A RAEM2 Installation Qualification, Operational Qualification # 2t OFL|2} Validation Master Plan ==& 0f| | £ &
Design Qualification, Impact Assessment, Risk Analysis, ZHH| 21 X[0l| CHo A ALO]| O| 27|7HX| = LHQ| HFO|2 AX|L|O{& 7tO| = 2+el0) SH2=0f

2HH S Validation System2 73 S 2/ L|Ct.
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1
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1 1 1
Concept Basic Detail
Design Design Design
- GMP Review - URS Development - Supplier Audit - Checking of Vendor Documents
- Validation Master Plan - Vendor Service - Design Qualification
- Risk Analysis - Draft FAT/SAT

- Impact Assessment
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Validation Phase

Validation & Qualification

- FAT

AS-Built
Drawing

Design
Change
[@eTlie]]

- Installation Supervision - SAT - Operational Qualification
- 1Q/0Q Protocol - Calibration
- Installation Qualification
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Validation
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Risk Analysis Design Qualification I/0 Qualification
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Design Risk — B E Design RiskS 20l
Qualification Risk Qualification Risk 22l
Fld M Risk > Q4 2 A Risk 2ol
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Preliminary Drawing For Construction Drawing As Built Drawing
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Client's Scope of Work
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Computer System Validation
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Software Development
Consulting
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Maintenance — 7| =X|
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01 02

Laboratory Biosafety ARS * CSREES * R
Manual ) Manal

Guideline 1. Eeur Belition Guideline 2.

United States Department of
Agriculture

ARS Facilities Design
Standards

WHO
Laboratory
Biosafety Manual

@

World Health Organization

Biosafety in 2o I,

03 Micropiological 04
and Biomedical I.aboratory B- - ﬁ ty

Laboratories G . R
o o uidelines
Guideline 3. i Guideline 4.

CcDC

Biosafety in
Microbiological and
Biomedical Laboratories

Health Canada
The Laboratory Biosafety
Guideline
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GMP Project
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PHARMACEUTICAL
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