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About GCEM
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Task

Procedure

Output
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Project Master Plan Stage

3 0B > oz
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2
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Process Definition & Design Z=H|
Process Validity Z&E

Critical Parameter and Controls O
oist 7|1&E X2 Ay

Specifcation 7|&E2| Y2 2205
GMP 2HAH 273

GMP Organization

Master plan planning & Criterion of Utility
of Equipment

Criterion of Validation 7|&= M3
Criterion & Boundary of Automation
Master plan planning S8 72l =4

MAEol BF

Milestones

2% Systemd™

ZH| QAR 4

Xs2t AH|o| @ FAre 47
Utilites 27FAFeH A7
Validation27tAbe &7
Schedule, Of|&F At=

HATA

Design Stage

Hd22

7| 2dA
e 2y
YM 2H
Al22]0|d HA|
HE = 2y
3T ot 24

Conceptual Design

Ak 8 jab A|H0l| Design concept AE
Basic Design

A4k =] B |, Utilities 2| A X| Z=4 0t
flow patern2 Regulatory 7|&1t
product mix-up, contamination,

process segregation 52| ZHON HE
Detail Design

Validation Master Plan X4

Risk factor analysis

Criticality Analysis

Process Risk Analysis

Data HE

Project Al A=
Layout

4t 4
(Personnel, Material, Product, Waste)
FH| /1K 2

Cross Contamination A&

Air Flow Pattern (Dead leg)

T ot k=

Al2EH

Construction Stage
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DQ & Factory Acceptance Test A A|
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Validation Lifecycle Management
Validation Master Plan(VMP) -&

- Process

- Equipment

- Cleaning

- Utilities

- Analytical Methods

- Computer System

US/EUOI| 7|E 8t Quality Policy M| A =+
Quality System A7 S &
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Development % Manufacturing Process 7t
Risk Assessment

Validation Matrix 7H'&H % &2 2H0f Cf
GMP Inspection Readiness

Inspection Management
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Process 22 El M&F 2 (Batch Record)
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Design

GCEHAO|E2 =

THAO M=

Concept Design

-

M5t 222 2510 Concept Design, Basic Design, Detail Design =A|Z 27|
DA QA GuidelineOl 580 7iE S =HESHL, Basic Design THAI0AM = CD

T X[2}olH, Detail Design EA 0= AZH2 =z 2A AlS0 222 <A =S TS0 gL

L|CF.
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Design Phase 02

Basic Engineering

- Operation Policy

- PFD Development

- 5-Flows (Pr, M, P, W, A)
- Room Specification

- Utility Operation Policy
- Room Layout

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

- Site Master Plan

< GC SUXEM

Detail Engineering

Basic Detail

gineeri Design

P&ID - Section Detail
Civil - Finish Detail
Building - Isometric Drawing

Mechanic - Air Flow Simulation
Electric

Use Point layout

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

RA Document Package

- Design Change Report after
“for Construction”
- Design Change Control
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Architecture Concept GMP Flow Diagram

O 742 A Concept Design AR - . . . .=
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e A HAME 14 25 Atgd (User Requirement

Specification)dt Guide line2 HIE 2 E Process& AESI A=, 7|4,
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Project Execution Plan Process Block Flow Diagrams AHU Zoning Plan
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CD Design Book Contents

l. Project Management

[ll. Clean Utility Concept
[11-01 Clean Utility Concept Report
[11-02 Clean Utility Concept Diagram

V. Mechanical & Electrical Concept
[-01 Project Execution Plan 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

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

. P Concept .
Il Process & IV. Architecture Concept

107 Process Description IV-01 Architectural Concept Report
IV-02 Door Interlock Plan

IV-03 Logistics Plan

[1-02 Process Block Flow Diagrams

[1-03 Process Equipment List )
V-08 Automation System Concept

[I-04 Preliminary Process Equipment
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*Detail Design Report

*Basic Design Report
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Construction
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A2 Yt ME 21Ho| 7|== 2 H'E 2 Z Value Engineering2 Sdll 7HXI1E SCHEF = U= CHYeE 74 AtetS K| Qtslf =L Ct

Construction Phase

: Installation

Basic Detail AS-Built
gineeri Design Drawing
- FoiA = - A S 2EAM - A A= AN - SFT, FT
- DA A8 - FAT AEM - 7|22M dERD - SAT
- SA HA| - FAT E14 - Inspection & Test Matrix - TAB
(Preliminary Report, - Inspection & Test Matrix 2114 - Calibration
Detail Report) - Process B2t 22| - ng e
- TG A4 - Duct SAHEE| - TOP
- AE AN M
- St Ao
- A3 AEAM
- 2R AEN
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Construction
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Construction
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Construction — Modular System

Module Z & 712 = A|SHH E6(2l5
GCEHAO|A2 d=t a7 8 2d &H S0 FH[E AldS
Module EtRIC= SFOA M = AZOM =8, 2X|St= GMP
BE ZE =22 MITHO 2t S5l SEorSLCL

X Al 0
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Validation

GC=AALO| A2 Installation Qualification, Operational Qualification & OfL|2} Validation Master Plan =& 0| A{ & Design
Qualification, Impact Assessment, Risk Analysis, ZHH| &0 CHot HALOH| O|27|7HX| IL{2| HFO| AX|L|O{E 7H0| =2t210] S0

2t S Validation System= #&o =&/ L|C}H

@ : @ Validation Phase

Validaition & Qualification

Basic Detail AS-Built
gineeri 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/0Q Protocol - Calibration
- Draft FAT/SAT - Installation Qualification

- Risk Analysis
- Impact Assessment

GCEM COMPANY PROFILE @

< GC SUXEM



Ase

Validation

A2 A3 ozt 3280 SCHEBA| 0 Tha=st Installation Qualification, Operational QualificationE & 0f Risk Analysis, Design
Qualification0f| CHet =27} S50t UASLICE O[O GC=4AHO| A2 Risk AnalysisS ECHZ DQ, 1Q, 0QE &t AN H 2l RiskE
22| 5= Risk Management MH|AE X Sot UAELICE

Risk Analysis Design Qualification I/O Qualification

Ll 7S BE Risk 24 CIXFOl MM 2ol x|, @F XMZAM ol

Design Risk E—— B E Design RiskE &0l
Qualification Risk Qualification Risk 29I
Fld 3 MH Risk oA 9 MA Risk 20l
w7 A X2 Risk w7 3 FX[22| Risk 242l
otd Sl &g =M Risk=Hl Ot 9l &7 =M Risk &0l
Preliminary Drawing For Construction Drawing As Built Drawing
ICH Q99| 5572 Risk &4 RA &5 =0l RAZE =0l
Qualification Scope 278 A H Data =0l MX| ALE BHol

QA Bt Btol 2 A 2ol

Client Work Scope

2|F / ¢l Brainstorming meeting 2| 5/50l 2|1e
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TPCS M|& (Total Project Care Service)
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Maintenance — 7| & X| & A|AHl

GCEARtO| AL LY el
et 9 el 8 5
xtQixte] oHME BhEsT 2

A

GCEHUALO|H Ll ME|A FAY

Guideline 1.

WHO
Laboratory
Biosafety Manual

Guideline 3.

CDbC
Biosafety in
Microbiological and
Biomedical Laboratories
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ey
Laboratory Biosafety "
ARS * CSREES * ERS * NASS
Manual CSREES * ERS * NA

- Mawual
Fourth Edition Guideline 2.

g el
N

United States Department of

Agriculture 2

Vo S o Ly A5

ARS Facilities Design euiadesionuins
T
Standards

Worid Health Organization =nampme

Biosafety in
Microbiological
and Biomedical

Laboratories

Guideline 4.

Health Canada

The Laboratory Biosafety

Guideline

FA =W = OfL[2} sl 7H0| =22l o
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