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Business Line & Service
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Organization
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Finance State
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5MP compliance : cGMP, EU-GMP, KGMP
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Reference Project — Turnkey (Fast Track)
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Reference Project — Turnkey (Fast Track)
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Design FLOW

Basic Engineering Construction

Detail Engineering

Installation Validation & Qualification

Vendor Selection, Procurement Commissioning & Start - Up Training
Y Y Y Y Y
Concept Basic Detail Design AS.-
R e . REEERREREEREE B -+ =<« oo asen vuis's s sy wiy ¢ Hweey pawas Haivie GHAHNGOME . . « « c ccocovescsoscnse Built
Control Drawing

- Operation Policy - P&ID - Section Detail - Design Change Report after “For Construction”

- PFD Development - Civil - Finish Detail - Design Change Contro

- 5-Flows (Pr, M, P, W, A) - Building - Isometric Drawing

- Room Specification - Mechanic - Air Flow Simulation

- Utility Operation Policy - Electric

- Room Layout - Use Point layout

- Process Equipment Layout - Utility Consumption

- Process Equipment List - Project Estimate (+ 15%)

- Project Estimate (+ 30%) - Project Schedule _'-_|:|A‘=l XI-Ol %"% ng_‘ll Egl Q|-H=| '6' 7%% _?_l '6'-01 Concept Designl Basic Designl

- Project Schedule - RA Document Package . . o= A 4 slalo ol A

- Site Master Plan Detail Design 37HX| BE590| MAH AKX 2EE 7K D0 UE&SLC
2t HEHZ2 Concept DesignthA O ME= DHQPAIEES 2HE GMP 7t0| =219l
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Design (Concept Design)

Deliverables — Desigh Book Sample
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Concept Design
Design Phasz Bazic Engingaring
Datal Design
Supolier Sgzction
Construction Work
Qﬁ"fi‘a{r‘f::h: Finiching Wark
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Design (Basic & Detail Design)

Basic Design (7| 2AM#))
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A P&ID for Process A Elevation Drawing
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Validation FLOW

) Construction Phase
Basic Engineering Construction

Detail Engineering

Vendor Selection, Procurement

Installation

),

Commissioning & Start - Up Training

Y v Y 4 v Y
GMP C“j""L“Q 4 Installation
Review s endor Supervision
Documents
Impact DURS . .
Supplier Design 1Q/0Q
> VMP ..\ Assess- ..\. Develop- Audit T > Qualification "ttt AT ... .... Protocol
ment ment
Risk Vendor Draft
= Analysis =~ Service ~ FAT/SAT
HASL o|X| GMP Z2H E9| sHAlQlL|Ct. QualificationS 9|3t 7|X ZFH|= Z2HME HMuto]| 2N
M|, O|§ S4Y| s¥Y-E Z2HEQ| M7} Fof HUCE &, A3 24, 231 M3
2 0 LS 2AZtn g = ASLICH
A3 H S5t dHete| HnEs T AR CL X3 S4Xo|H2 HAof chet HE, X %
2 dZ o|20fl ZF A|lAF 9l ofo|Ro| EX Y M, 1Y 24 24, N A o|27|7X|
IH| 42| GMP 70| E2IQI0 X0l EFH EF A|ARES #5510 ERILCL

‘ Validation Phase )

Validation & Qualification

\% M ¥
..... SAT <
Calibra Operational
albration <=+« === qualification
Installation

Qualification”




Validation Project Team
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Facility Utility
Consultant Consultant

Process EQ csv
Consultant Consultant
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Maintenance Plan
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Guideline 1. WHO - Laboratory Biosafety Manual
Guideline 2. United States Department of Agriculture - ARS Facilities Design Standards
Guideline 3. CDC - Biosafety in Microbiological and Biomedical Laboratories

Guideline 4. Health Canada - The Laboratory Biosafety Guideline

Laboratory biosafety manual
Third edition

A Guideline 1

Vemd S D f Aty
Ravench Educanes, m Bocnomes

ARS * CSREES * ERS * NASS
Manual

108 Pkaten Na. £0C) S

Biosafety in
Microbiological
and Biomedical

Laboratories

A Guideline 3

T AR Pk v S
Newder LS
e N
Ongesmy Offcr. Fciom Drsace Facio: Expaascay Bk APV ARS
T ke Nl P 1
Dnbuom A5 O b . i
i i s doce k-
s0d e e e 0 e o ARS
caremp
A Guideline 2
The Laboratory
Biosafety Guidelines
3 Edition
A Guideline 4
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2015 |HSEAH A EA(BL3E) ¥ FFAEHAM gx 22 89 71 FIESEEM YT
2015 |3 HAHAAY A2 89 SHHE JIE AT
2015 |S3stw ZFU F7X|F A EHN X2 89 s=lstw ZFH

2015 [ME0HM 352 dTAIM 29 & Fx|E$ &2 89 gt 3t stoi 1l

2015 |THIY-QIERAURHAY ¥ F2HAAN FrESHe 89 (S IS5 4AEHL)
2015 [ME9HM 352 d7AM A2 2 AoS 89 35 EAgAEATR)
2015 [FESHY U SAIE S YEoHH 352 HTAMN FX 2+ 89 |H8090%

2015 |BSE ¥ ASZUXZHAA S L 89 SHEE EMMdETL
2015 (M ECHM3EZ HTFAY FXE: Halg8Y HEsMede2L

2015 |MECHM3SE HFAMH FAES Hal8Y IFEAsdATS

2015 |53 st AF9 /X HA YR YA RAES 29 STHsw FFyd

2015 [ St 3SZ(BLY)ATAH RAIET Y HEsMg 4oL

2014 |BSE % QI EZUXHAIA RX|H$ 9 EHET EMYATL
2014 |Hlo| 22| A YEIMAUFPMIAM JFAEL 29 FA 3| AL Ho| 2B HA
2014 |FAAMHA RXHe 89 MEx|daZojotZ oMY
2014 |BHAH A SM(BL3ZE) B FHASHM RA A2 Y ISR EMMATL
2014 |QIEZX 2 B2H HAN XS EY BAST JIEAMAEA
2014 |HLHAMAMEH FX2+ 89 TGN 2HEAAT
2014 |[MEQHM3EZ(BL3) HTAMA FX &2 Y HelsT SMMHTL
2014 |ZHX| YUY X EHA FA2S 8 S stw AT

2014 |MECHN3SE(BLI)AEA FAESL 89 HEEHA SEAMAEL
2014 |[MEQM3SE HTAMY X224 EH H[ 80904 CH

2014 |[MEIM UHMHA(BLY) FAlHe &4 stz gis] ZA AT
2014 [FIIX MY AXEHA FA LS 8 Zez 8o 7Y

2014 [MECHM3SE HFAM % 9 RAESs He| 89 g3t 2ol

2014 |oIMeolR e oA ZHN FAES 89 CIMIHA o|EH

2014 |Hio|2E2|HA MEMUHMH A (BL2) AT 8 F A5 AL HIO|2B[HA
2014 |H7|ZMNAM AT MEHHISTHTAM(BLY FAES 8 |F7|E EMAMATL
2013 |3 HAANH(BSL-3) RAI 2|8 SHYEIEHMATA
2013 |QIZ R XA S M (BSL-3) RA[H2EY SHLUEEHMATA
2013 |2 AASHAM R 2 MEX|4a ZolorZ ot M A
2013 (M St UM MS A (BLY) FA[#EEA A ZoofZotME A
2013 |MECHM3SZ(BL)HTAIM RAIHEIEY WA R ASAAT
2013 |[MEQHM3EZ HTAIA BL3 X2 8H WA EASHAT S
2013 |[&o4 N MEHM §x2 A BITEMAYATL
2013 |QIZRARHAA I HLHANA AR 9 BMYTEEMIEATA
2013 |[MEQHM3EZ(BL3) HTAY FXE-pe Y AT RASEATH
2013 |SEASA g 29 MesSHANEASAATS
2013 |ME°HN 352(BL3) A Al X 24 89 HESHAANZSEHYAEL
2013 |[MEQHM3EZ HTAA X &2 89 o o e b R R
2013 [ME°HH 353 ¢ TFAM(BSL3) Al RAIES Y A 80905 T

2013 [MEIM3SZHTAIM(BL3) RAIHE Y B =EMAMATL
2013 [MECIM3SE AMHAHA ¥ AHMHANN 2 Ha SEHEMAARY

2013 |MECIN3SZ(BLY) HTFAM FAHE 8 SMNTGNEAEAATH
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