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uay MANIN 4 mandnndndusinssiugliquiudmiudnd Wuduie fafudinnalulad @ fueidn
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Good Manufacturing Practice (GMP) ﬁﬁwumﬂuiﬂiqmwiaLﬁaamniﬂiamﬁwaamwu°1 i mualily
urugnsmans Suumyulsudiondaiadudming gvsemanid 2 Adunslilssmumdsinduld sy
M3FusERmIEIU GMP fafulud we. 2565 diine JedoedrefSuinifinundrmguasiivssaunsal
mumsieasialssugramnssundneuautiegiu Ussamendaringviediiussaunsalneadnandne
wnutagiu LwamLuumiﬂswiﬂiamuwamﬂeuuam"LJﬂ maLuULUauHIuATIUTBsTINd TNy
ARZNITUNTOIMTUAZE NIeNTINE1seiY Wlelenans seuunssan seuvatuayuniswan sauf
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YBINTLNTIAISITUAY UASNNMEAN Tiiedas

2. AngUszasA
2.1 Uiuﬂiﬂiwuwamwuamﬂﬂ 'IMLﬂuI‘Umwanmmmﬁmswmumiwam (GMP PIC/S) 494

~ a M

FENTEAGITUAY UASNGAUIATSE MAvIve Font
22 LﬁaLﬂ:uUs::?lw%n”nwmiwam‘uaﬂimuwamﬂmuamiﬂﬂ

v o
NUIN 2 3710 28



3. %’auaﬁ’ﬂﬂ wazasAUsEnaulaseng

lassmsusuusalsesnundniadudnsdn duinneluladdfueidnd nsuUAdnd 1213 wy 11
fuaUINes suneunyes SanTauAsTELN 30130 ASBUARNEANS 5 V&I AD 9IANSHAR DIASNAADU-
AN eAsaduayy emsdiney wazemsdniviaaes SaunuTiUsEING 6,733 Ans19uns SuUsEIna
Iﬂsqmsmwmmummuwu 850,919,700 un (LLUmaamauammmawuwummwuwmaamw
071) mimLuumiﬂsuﬂiﬂsmumamﬂsauamiln dninmaluladdadueidsd nsuadnd Fosdudunis
feaduarinmassuy Imammwumu

3.1 wantsnenssy

3.2 ulpseasiadengsy

3.3 UTTUUUSUDINIA KagsEUNeRINA

3.4 uszuulni wasdeans

3.5 uguIAuIe auwas waslesiusaany

3.6 usruuasIyUlnn warssuuilauaue

3.7 vuagiusiinde (Agdusiszneuenans)

3.8 $UAIVANNIINBASIS

3.9 udam gunsal indesile uanaIeadns

3.10 UMAADUTEUY N1303I93UTDI UAYNITNTINABUAINGNABY

4.  WUANITANTIUUY
4.1 lasamsuSudgalssnundndndudniln dninnelulag@rsusidnt nsulgdns QnILy
TALDYAMLLENANTLULKAE T IMTUTENBULULTIR MWALS Tneuseneusheseniseed
4.1.1 wuuneadianslasenig (Conceptual Design) (Detail Design) #a1 (A1ANUIN 1)
("MANWIN Q)
- wuuwdauLwIAn (Conceptual Design) fiNIUNMSSUSDI9INAT NI UANENTTUNTS
DWNIUATYT NTLNTNAGISNEY (WUULAYT BVB-P-01) $1wau 4wy

- wuuuaatnenssy WU 129 uHu
- wuulassasiennssy MWW 187 uHy
- wuuusEuUlnings wazdeans W 179 wHu
- UUNUTEUUUSURINA WaSEuNeeInTA WU 100 whHu
- BUUNUTEUUEUIAUS WU 57 WU
- HUURUTTUUAUINGY wardasnudndne U 41 uiHu
- wuunusyuuassyUlng uas S‘U‘UWLFIHSU‘] P 84wy
- wUUnuLRLARRG gunsal indeaile wasiAdesdns w3
4.12 dermunuazsiwaiduanmudnus (Specification) lesdu feil (MAruan 2)
- uanUnenssy 1@NAIaYT PMF-SPEC-AR-01-R00 $112% 77 Wl

NulAsEANRMATIN  Lena1saYel PMF-SPEC-ST-01-R00 $112% 105 wiy

suszuuliiias uagdeans lonansiavil PMF-SPEC-EE-01-R00 $117U 58 wriy
NUTTUUUSUDINA WAZI¥UI88INA LBNaISiaii PMF-SPEC-AC-01-R00 $713% 90 Wiy
NusEUUgNALIasuNdLartlesTusafse onansiavdi PMF-SPEC-SN-001-R00 §1474 56 Wi
musu‘uumﬁﬁmﬂinmmuiuwwLﬂwaumanamaw PMF-SPEC-UT-001-R00 §143u 227usiu
muﬂ’mﬂmmsnaasw LE]ﬂ’a’i']iLﬁ’U”Vl PMF-SPEC-CM-001-R00 U 29 wiu gz 2"

1 gunsal \n3eaile uazASoedns tonasiavdl PMF-SPEC- EQ-001-RO0 977U 164 Wsius

1
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4.2 NiU’\]’NG]ENﬂWLU‘L!ﬂW‘S ‘U‘J‘U‘UN Isqmuwamwuamﬂn aWUﬂLVlﬂIUIaEJ“U’JﬂﬂJ‘HﬁWJ ﬂill"dﬂﬂ@'l’]

4.3

44

Tnons3oney tadouds inTesdnsianuaslvi doadns USulge @ mmm waz aﬁmsauq
510y veslssnundnindudaidn & mensdaniian useu gunsal n3esile 1a3esdns
uazdsgrneanuagaInsegisndunnein dnualasiisliudiae QNeABINIY
wuuulau uasderimuauasineasdunnudnuar sude 4.1 ausens wazdammiedarh
anuilunisiniuinwgunsel n3esinsifuivedeninnléensn (mesuan o) Wamuanm
‘msamﬂmahtwa'snmamw‘lvvLﬂsmmmsﬂlmmim wagsipnhndusAnsamauualude 4.1

Tumevdandeuisfesiumamareussuumade 4.4 uarUsranunuvieswasmuazmnls iy

firdavdedilesuneumnenngihidumsiidunuiofanssulan fviliaudigagans

Wleehed

Tunmsfuiunsuiuuguasindessuu vaddasamsilhidulussnnuGeuiesiu HTUI

esjiRnmderimuasqluderimuauasuasiBenandnuny aude 4.1

NUNAFBUIZUY NIATITTUTBY KA¥NIIATINABUAIINGNFDY

4.4.1 3U990ANTufINTIUNINAADUTEUY NMINTIVTUTBINALNITATITABUAD L
gns 83 (Commissioning, Qualification and Validation) 1 asud U uvO ULYA
fifmualulenans Validation Master Plan fvawnToulaomunuunoadns uas
IiSvouifRandindraud dafesnsounquetetion

nuandnenssy
- ulpsadimnssy
- uszuulwihids wagdeans
- NUsEUUUURINIA wagsEuIEINTeA
- UgIAUIa dunds waslesiudaane
- nwsvuuassydlnn warsyuuiiewaue
- NUATANAIIATN
- UAIVANMSIADATI
- gunsal infesile uaziaTeadns

4.4.2 {5919 Asdavinenarsdmiunsivdeuanssaus (commissioning document)
sruuRante 4.4.1 §eo1vazsduguuuudusnclunisasisaevanssous
(commissioning protocol) kAEINBNUNANTATINFBUAUTIOUL (Commissioning report)
uanasduenaslinasin wavaydRseazden (document approval) Aeusiiiunsg
VINABY WayMIMAdeUANISauzYBMsazsEULT Y srdeadunsvnaeuriaingUsuy
(fully commissioning)

4.4.3 fFudn desdmitenansdmiunsndusesstuuimAmnssuiiinansenusonmunmes
winitual (qualification document) 4 s paid ugUnuususdlunisnsasusesssuy
(qualification protocol) Wags1BNUNANIINITIVTUTBITLUU (qualification report) laun
- Commissioning and Qualification Plan (CQP) (518a2L8 8 AU BNIVUALAY

TUaLdLARMEN YY)
- Design Qualification (DQ) )
- Installation Qualification (IQ)
- Operational Qualification (OQ)
- Performance Qualification (PQ)
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4.5.

4.6.

uazsiosduanaisiuslunisniasusesssuulifionsan uaveyiifsaziden
(qualification protocol approval) fieuslun1snaaeay kagn1InTIISUTOWBIUAAY
svuutiy %oﬁ’mLfJumimﬁ%%’Usawﬁmﬁugmmu (fully qualification)

4.4.4 73U deadufilunsiudununsiaiusesssuuimnssusie (ead to execution)
TIWAUA UK AIUANIIULAEE T4 fa818na15 qualification protocol (design
qualification, installation qualification, operational qualification, performance
qualification) “uawnwsummlmuauummnmnmmm Winsuiu famaw uay

: Wulumusmuaian aﬂmmawuwnswmumu quaLn‘"ca'mon report

1.4.5 §Fuiedasiuiinveudnihiuneunisnageu (test method) fise3s Mensiadesile
ltlumsmadey naensuuuLesIdmUTUTinHan1sVIRdey wareslviErauauay
uazI1919 Rsaneyifarehededey 7 Yuvinis deusidiunisnagey

4.4.6 luwsiazmsvaaeudasdiynainsvessudn sudunanisaiazeuguauing wie
Jinsunsumneangmuguaudne eedfuisudadumednvalsnusarmiegng
ey 3 u NouvnABUNY

4.4.7 MINAABUANTIOULITUY (commissioning) A 5UT WAL TUNITNAGBUNITYTY
vosszuuig unarveileetaios 96 4alus eRarsanitssuvannsariay
lomeinagnsias

4.4.8 318NIVAABUVBIUAALTTULIZA BT SIBNTANT sylu Lenanstervuauay
wazIdunRinYME (Specification) 1usgrtiae

449 fiuiedesdamsoundesionnasy waghSuRinvousiidunismadeunisyinnuees
TPUURN9Y rasnausulinveuaildinesiieg ieadesnsvaaeusu wu el
\n3esilennaausineg Wy

4.4.10 lusgwinsmavadeus SudnadessuilaveurldTnesieg Aifeatunisuile deu Wasy
waEVInABUT e nan aaeud N nMevdsnmsvadey NN AIUALNY
v3ofi1d1e wwRensansansnaaey eeysimulaefinaeiissuudiinisieud
gnieuazivszdninm naensununmeindy wSegeninderimunasiodimiuns
ey Famagind asfinrsanoyifuaruanuld

44.11 msﬁi’wLﬁumimwaauﬁ'auﬁulﬂmwummsgwu (standard) 99A1MuA (regulatory)
Fuuzth (quideline) Mdutiagiiu (latest version) uas/vi3e WlUmudruRuume
A9 mun

4.4.12 mveaaula wwﬂummmwﬂﬂamauaﬂ (outsource) #3oyaaail 3 (3% party) iy
Niumqmaamﬂa\ﬁmnun'umwmﬂﬂUlﬂsummmumaumnmwmauLaanswuuﬂ

FudwdedlivaqussanTanviensiasimeslilununeaiaduianiindnnelulssnelag

redldliiounindesay 60 vesyaragiasllunureasaimunaudyan

iuindedldndniinannelulsameliosninfosas 90 vesTinamdniiseddimun

MUY

YOANUARNIY

5.1

5.2

en1svemmualanizgnsvyeylunuuneadne (drawing) uay Laﬂmﬂamuummv
i’]&Jﬁ”LE]EJﬂﬂmaﬂ‘lﬁm“ (Specification) UausiazIU oY S
Formuaanizildlunisesiaduuouay ﬁTVl'ﬁU’i-u‘UU'V]lJNaﬂi"‘V]UG]EJﬂﬂJﬂ’]W‘U@QNa(Flﬂma/l
(handover specification for direct impact system) fifssiolui
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5.2.1 Cleanroom Area
I dnvienansnsr9susesssuy (qualification document: Protocol / Report)
laun DQ, 1Q, 0Q, PQ %a%oﬁ'mlﬁ%'unﬁiaqﬁﬁﬁuiw‘lumsmiw%’usm (qualification
protocol) 91n¢31914reU UazdeImsI93UseIesazen (cleanroom qualification)
ATUNINTZIU SO 14644, WHO wag 1SO 14698 ﬁ’aauﬂﬂamauaﬂ (outsource)
wieyanai 3 (3° party) nugueasTAluienasatuil defl 4.4.12 wiontuiins sy
HAN1995793U50938 UV (qualification report) ﬁlﬁ%’umiaqﬁﬁmﬁdﬁw Toaiiide
MInsIfusesetetiousal
- dermunanInTIatuseniosze1n GMP PIC/S (latest version) Tuaenug At Rest

. | $ensiides e o p "
YT n i Wnagau NANINAIINIINTIDTY NUELN
3 Room Wnsaaeuduluay ATIVTUAY Design
Temperature | 41R3§U ISO 14644-3:2019 | Condition AuLUY
138 1RsgIUTiB UL Wil 4ie 4.1
2 | Room Bnsnaasuiduluam M3795UAN Design
Relative NI IS0 14644-3:2019 | Condition msLkuy
Humidity %38 11MIgIUTiBUI lavil 9o 4.1
3 Room Wnsnegeudulumu ATITUAN Design
Difference 1m3gu 150 14644-3:2019 | Condition a1ukUy
Pressure 138 WNSFIULTB UL wavil 9o 4.1
4 | Airflow Fmsvaaeuiduluay M3I93UAY Design
Volume 1In3gu ISO 14644-3:2019 | Condition muwuy
138 WINPT Wil 4ie 4.1
5 | Air Velocity Bmsveaeululuau »3995UA Design dmurestiszay
UMIFIU I1SO 14644-3:2019 | Condition muLUU ANELDIN A
30 W MIPIUHRUYN vl 4o 4.1
6 | Filter Leakage | A5n1snaaeuiduluniy A1 % penetration 79
Test WNTF ISO 14644-3:2019 | l9an Calibrated
Y39 WINIFIUTRULYN Aerosol Photometer
detector %39 Particle
Count meter fasly]
\1u 0.01% ¥ HEPA
Filter 71flen Filter
efficiency 71 99.99%
7 Particle Count | 38nsnadeutduluniy ATITUAN Design

Test

1M ISO 14644-1:2015
Uae 1M ISO 14644-

3:2019 ¥138 UMIFIUTBUYIN

Condition ®uLUU
@vN U9 4.1 waylv
Wulumu GMP/PICs
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W7 6 37N 28




ey s1ensides SEagoy wé’nmmfm‘smn il
AU U )
8 | Recovery Test | Iamanaasuiluluniy MTI9TUM VAABUDE NUBYRDY
NI ISO 14644-1:2015 | Auuzirved Huesiiflsgsuaiy
AT UMY ISO 14644- GMP/PICs findlii | aze1auinnin vise
3:2019 %30 W msguTieuwin | 1Ay 20 wril Wity class C uazfos
Huieaiifienud ey
Tluniswdn
9 | Air Flow Bnseaeululun sUnvumsivaves | siswvhnsvaaeu Air
Visualization | 4m5§7U 1SO 14644-1:2015 | enmasieaduly Flow Patterns saen1s
WAL UIMIFIU ISO 14644- AILANBEENT Guiiniu
3:2019 ¥i30 WWIFIUFIUW | BBNUULTEY aedoulin
10 | Containment | 38n1snaasudulumiy M5395UM Y Design | naaaulaeRasannis
Leakage Test | 41m3§7U ISO 14644-1:2015 | Condition MIuKkUU AIUAN Room
WAy WM ISO 14644- \auil 90 4.1 uar | Pressure uavvosiis
3:2019 v30 wmsguiiouwh | viesdedlishlua AMEETazLAnNTS
Ushaweuresios | Yuiouvmaiiam
A
- derimuansnTinsusesviesdzenn GMP/PICs ludaug In Operation
. | Tensiides " w p .
A10U Wnegau VANLNIINIINIIDIY NUBLUG)
VAU
1 | Room Wnmeaeuduluaiy #5933UMYU Design NISNAABUNITNINY
Temperature | 419574 1SO 14644-3:2019 | Condition ANUKUY vo95vuulivinsailes
139 1NIFIUTEU wavil 4o 4.1 laitfoundn 96dalaa wei
2 | Room Bmmeaeuduluaiy n3295UM L Design 1.n361511A5 099N A B4
Relative WMIZIU ISO 14644-3:2019 | Condition MUY iAuas asdngiaan bl
Humidity 138 113g iU il e 4.1 Tfounin 8 47l wouidl
3 | Room Bmeaeuiduluaiy M3195UA"Y Design AU R )
Difference WMIFIU 1SO 14644-3:2019 | Condition ANMLUY 2.nsa0 luTn15Aneg
Pressure 139 1MIgIUfiBu il 4o 4.1 1n3 0933 Winaaeu
LRWIENITVINIIUT DY
SEUU W aunull
W UgUmunela
szeznafifvug

= o (]
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5.2.2 Warehouse / GMP Storage Area

I dnviena1sns195usoeseuy (qualification document; Protocol / Report)
FevededlisuniseyliAsusdlunisnsaatuses (qualification protocol) NEIN9
few LALHBINTIATUTEY (Warehouse / GMP storage area qualification) AUUINTFIY
GSP (Good Storage Practice) siq8yanAN18UBN (outsource) W5y Anan 3
(3 party) wiautufins1891unan13n5195U58958UY (qualification report) Ala3u
mseyiAngid lnefiidensnsadusesesnalosdail

2 1M ol . " o
a0 Ao NANNIINITNTIATU NN
NAFaU )
1 Room Temperature | #5395UANY Design NAFDUNITVINNUYDY
Temperature Mapping Condition mamuuaed 4o | ssuufunawedesly
4.1 Yfounin 168 alu
2 | Room Relative | Humidity »59393UMU Design
Humidity Mapping Condition muwuUIaYT 48
4.1
5.2.3 Building Automation System (BAS)
LAdavienansnsaniusesszuu (qualification document; protocol / report) léuA
DQ, 1Q, OQ, PQ s?fwsﬁaaiﬁ‘%’umiaqﬁﬁcﬁ'uiwqlumsmm%’maﬂ (qualification
protocol) 9MNFINTNNBY UagHBInTITUSDITTUL (qualification) IWaenndas
(compliance) MUNIATFIU GAMP W BUTUT NTI8ITUNANITATIATUTBITEUY
(qualification report) fil#i¥unseysiAaingiring Tnedvdenisasieiuseseiaon
ot
. | shemsiidas . = . »
a9y WBagau NANLNUININITATIAIY U
NAFHIY
1 Room record Wag export | ATIVTUAY Design NMINAFDUNITVINIUYDITSUY
Temperature | ¥8a37n work Condition muwuy | Whihsleiledlaitfesndn 96
station (computer) | 1aviide 4.1 Falus svaid
2 | Room record Wag export | 915795UAU Design 1L.nsdifnIosdnsdeuiiu
Relative Uoya31n work Condition mauuy | iesesinssiuuan bidesning
Humidity station (computer) | iavfide 4.1 ol W%@Mﬁéﬂﬁ?ﬁﬂﬁu
3 Room record Way export | M5335UAY Design 2.nsellaifinmsindaniesing
Difference | fayavin work Condition tawiide 4.1 | Wvaaeuamzmshanuves
Pressure station (computer) 58UV WiaNAUTHUURMY
meldszeznaiinmun

el |

N
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5.2.4 Compressed Dry Air System (CDA)

Iidavinenaisnsiasusesseuu (Qualification Document: Protocol /Report) laun
DQ, IQ, 0Q, PQ e‘gwxﬁaqlﬁﬁ"umiaqﬂaﬁm’w’lumsmm%’usm (qualification protocol)
N3 NDU WAL BIRTIITUTBITEUU (CDA qualiication) AIHLNATFIU SO 8573-1:
2010 sheyananisuen (outsource) 3ayanail 3 (3 party) nSeududinsoauna
N1305395U5095EU(qualification report) AildFun1seysiAaIngindne Taeiiwadonis

F15993US 0908 9L B8AIN

. | :remsiides — o . .
a1au Wnasay NANNATINITATIATY VUG
NAFDY ‘
1 | Particle BmMsneaeuidulumu 1SO8573-1: 2010, TYazidungalty
WM SO 8573-4:2019 | Ferrwiusuazieasiden | (Point of Use; POUs) gn
w38 1ATFIUTIBUN AnUANNIE (Specification) | seymuwuuAeaine Ll
2 | Moisture Wmsnaasudulumy 1SO8573-1: 2010, AU 4.1
Content WMTZIU ISO 8573-3:1999 | varimunnazseaziden
139 WATFIULTB UL AANYY (Specification)
3 | Oil Content | FBnsnaaeuilulum S08573-1: 2010,
NP 1SO 8573-5:2001 | Forvusuazswaziden
139 UNIFITBUWN AANBE (Specification)
4 | Air Flow avrvdeuUTINualuusar | #3995Um Design uaziden ALty
Volume ﬁ;ﬂﬁ'ﬁﬂu Condition mNLLUULa‘U‘ﬁ (Point of Use; POUs) gn

10 4.1 SEYUMULUULATTTE 4.1

5.2.5 Purified Water System (PW)

Tdavinenansmsrasusessyuy (qualification Document; Protocol / Report) leu
DQ, IQ, 0Q, PQ ¥ 19z aaldunisausiAnusrslunisnsaafuses (qualification
protocol) I1N{I1T1NBU UATABINTIITUTDITEUU (PW qualification) n1u3s
UIATFIUAING AeyARNIBUEN (outsource) N3ayaAaTl 3 (3 party) wioutudin
SIBNUNANIATINFUTBNIFUL (qualification report) AileFumsersiRaIngiring Tag
fiswazBuadsi

mMsmsesusessEdvanmszesd 1 (PQ phase #1) [Wnanlitesnin 14 Ju

MsayInsusesUsEAvBnMsEEEl 2 (PQ phase #2) Wanlitesndn 14 fu
531979 ﬁ]ﬁuﬁmiau‘lumsm’aﬁﬁLﬂiwﬁﬂmmwugwmomamw (physical property)
w3l (chemical property) uazqa@33men (microbiological property) lngfauisuns?9
Jusosszdngaw f¥udne uazgd1919 deesaudaviununisguiietne (sampling
plan) uazdodlasuniseydAnnnedindreneu Ineiivadenisnsrasusesetiades

9t iy
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s18n15NA99
NAFIU

ad
WNNdFaU

VANINMIINIIATIFY UV

Conductivity

Wnsneasululumu USP vise
WINTFIUABUWI

Meaudungald
U (Point of

Complied with
USP, EP std.

Total Organic

Carbon

Wnsneasululumu USP vise
NIRTFIUTB U

Use; POUs)
QﬂSZQWWNRUU

Complied with
USP, EP std.

Microbiological

Amsneasuduluniy USP wsa

NOAS19ANULUU

Complied with

USP, EP std. et 4.1

NINTFIUTEUYI

5.2.6 Water for Injection (WFI) and Pure Steam (PS)

IWdaviiena15ms295U50958UU (Qualification Document: Protocol / Report)
lauA DQ, IQ, 0Q, PQ %a%ﬁmlﬁ%miauﬁﬁﬁuiwium‘amn%’usaq (qualification
protocol) 2105319798 UALADINTIVTUTBITHUY (WFI and PS qualification)
A1uISuINIgINEING faByARanisuen (outsource) wiayana 3 (3" party)
wiouTufinTeauNan1snsI193UsesE UL (qualification report) fldsumseysiiann
girdralaesiseasBundsi

m‘smnsuaaaﬂssawsmwvavﬁ 1 (PQ phase #1) Tganlsiteenin 14 Ju

nMsnvITUTesEAE AmsEEE 2 (PQ phase 1 #2) lefvianlaitiosndn 14 Yy
#3199 azfudaveulunmsasiadinngiguamivnsnenin (physical property)
w3l (chemical property) Waz9a%13ne1 (microbiological property) Tnunowsunsaa
TuseaUszAnsam fudn uazddnde feesaudaviununisguiaegag (sampling
plan) uazssldsunseyliinnmedidreneu lneiidenisnsiaiusesetralos

19t

S18N15NADY
NAFIY

ac
0NNEdU

NANNMUINNIIATIVFY U

Conductivity

wnsegauiduluaiu USP viSe

ATFILTB UL

PRIGHGEEREIEAGH
(Point of Use;

Complied with
USP, EP std.

Total Organic

Carbon

Wnsveaeudulusiu USP vise
WINTFIUTAGULYN

POUs) gnizyma
LUUNDASIIRIU

a v
LUURUNUD 4.1

Complied with
USP, EP std.

3 | Microbiological | imsvaaauidulunu USP S8 | Complied with
WINTFIUTGUYI USP, EP std.

4 | Bacteria Bnsneaeuidulusau USP v3e | Complied with
Endotoxin WNTFIABUWI USP, EP std.
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6.1.1
6.1,2
6.1.3
6.1.4

6.1.5

6.1.6

6.1.8

6.1.9
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Juilfyaeafiaanzidounudelndenieieeluil
6.1.9.1 \Huiifiypraiivenziounungunsnelaeiiinguszasduiahauiiaus
AAMEIENINBIaAnsaing
6.1.9.2 nstifiauemmiusidesifypratuluysrasdiinsdisnluusionssud
(joint venture) n3edAyAAaTINYIU (consortium) aunsansevinlalag
nsulrdmiazinsanauaniivesjustasdlauesamiifuianissiudvie
dfyanasmviny di
n. nsiiflauesialuuiufanissandn (joint venture) asdiawindennas
fififenussylidasiuingrufunazunuiy Uointly and Severally) de
nsuvUgdniuazsolguanURnunisded na (n29) 0405/581a%uil 7
§unen 2563 vonumdninasivesraznssunsulouiensdndesninouas
MsUSMaWanAsy il
- nsdlfidennase Avualifidrsudselasendadudidrsudman
Tannas azdeslnismnuadadiuniii uazanusuiaoulu
TEPTRTIRRITIE REER wisyanmudygrvewfidisiudimdnuinnin
ﬁLﬁﬁiauﬁﬁwé‘wmw
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- dwsudennas ildldvunligidrsaudseladugidismdndn
gii13audmnseesdeadinuantinsudiunudoulvd dfvualily
LBNASTYYIU NIenTsElTyviu

- nsdliidennasy fvusliinsueumnegidsmdselasenidadugiu
Jorausluuiufionissindn msduteiauadsnanlidesdinisdeney
81119

- dwfudennas Allddmunliidrsandrseladuddudeiaus
diihswdmnedesameiiedeluniideususnalifidrsudrae
TosnevilafudButeiausluuufanissiud

il ravesialuunianissauialdidudvugnisussmasen (€
bidding) %ﬁawmwmﬁaumﬁgaﬁhLﬁ'mﬂ'ansuasiwmﬂﬁm%ﬁ]?:udauaaum
Tudyan

v. nsdlduddyanavatesiesiutuludnvasdiyanasuviiey
(consortium) %ﬁmﬁﬁmzyw?a%’amﬂaqﬁﬁ“ﬂ'ammsaq‘lﬁﬁm%’uﬁmfamﬁ”‘u
wazununu (Jointly and Severally) siansuuadnivgrasdanaudinsuiiu
mudevleiidmualy Guudlunsdinguifyanasiuvieu Ididennas
gwinllAyanaidriininuynaeduaisdnvaldnusimunlidfiyeaa
Juisanhaunglaseniadudiuinveundn (Lead Firm) lunsidiaue
Nuiunsuladnitazuanvdngiudinanumieuyestaiausvadiynaa
Savhautiy ansalinacuneairsesiiyarandnseies Wunanu
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6.1.10 AyAna ®381AN15391A7 (joint venture) w3 olAYAAATINYTIAY (consortium)
AeallnuanUAMUNANULALUTEAUNIIIINMUIBUIIINITUS 05 FIa MR NS 0
wenu ToeFeadunanuildudygidenasassudeaundudunatliiu 109 Sudous
fimsdaweuau uagiinisnmaiuFoufosuddciuauerailundsil Tnefnacuegag
toofweluil
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Usimanide uieewiluiiilseduauazeinsaus Clean room Grade D

(as PIC/S GMP, PE009-14 (Annexes), 1 July 2018) uluuazrunsiuses

1ATFIU GMP NEMINOMUAMENTINNMTONSUGLEN NTENTHENTITULY W30

anpsguenna nniduamilusissmeseddsumsiusesmnniasrusemsi
fwibinssusesnmsgunskane wensveiiasnsnsey Taadunnsgm

GMP sa3msguang As WHO-GMP , PIC/S, US-FDA winfu Taed YAAINTT

neaf1vIsusuugslassnsmudygrdreiisriaiudendsdygndie b

Yosni1 100,000,000 (Wil s¥ped1uumMaIL) Inedndngunasunaasig
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Juq adsle udusnsd
6.1.11 f Usasdagiauasindesdanuniouduynainsudndfiniiug aruamnse
Uszaumsal uasrassuiitieadesiiiuiivensu feegalfosdecussnaulude
yranslusumissingg i

3

awu | JufRuthily uAIvIaUIEEUNSAl a0 SRITRLY
o 5 : USLAUNITUIVITNW LS
7 AU YARINT 281491j08
1. | d3anslasams alnyImnslesn viseandly | wenusuadieang 1Ay
Project Manager | @anuiin AUNITAIVANAY,
UIMTUNDATN 30
AanesyuuUsenauenms
10 Y3uly
2. | iv3nwilasenns andigyImIng visoLnduns LAERLUFIUTUT Y 1Ay
Project Consultant TAsansamsulseanu
NAMNTIUNAR
gUsFNLETD Wie
g172nq 10 Viuly
3. | apUlinlasenis andlgyanuiln WBH WA YA Un 1A
ATUNITATUANAY,
UINITIIUAUY
aondmenssu 5 JTuly
4. | Amnsaunu AAIng LABEUUAUNIAIUAN | a8 1
Site Engineer 6.2.1)1. 3enssulusn UL UTMTNUNDAT AU 51 5
6.2.1)2. 3enssulvin WieRaRIsTULUSENEY AU
6.2.1)3. 3mNTTAIBING 9113 5 YAl
6.2.1)4. 3nssudsindou
6.2.1)5. IMINTTUAAMINT
5. | yAaIn1senunis APINT VIONEYNT U0 WPENIUUIIUNITATIY 1Ay
5IADUAY uninemans Juses dwiulssny
gneea QRAMNTTUNER
Validation p1UsIPRNLTe 3
Representative e1ing 5 Yuly

yransiiszylionarde 6.1.11 evaluypeaideiuhlalidiu 2 wii Fesudsioauens
Forou lnedUszashasianeTIABIaRmaNg IULARRA AR AITaIYAANNT NioNANLTUTES

ynavuasl
1) Yszaunsaimavinuuesinerununudnvasausyylussde 6.1.11
2) UsgiRmsvinau (CV) A)2-X
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3) Weuszyielasanis, 1msguiniunisuses (GMP certified) Y83lATINIS,
‘LJ'vawﬂwmIﬂsami Foriwedlassnmndouiuesinsdiy, Email address
flannsofndeunasanuiisnsie WIDUATUTBIANAT W NUTENITUDY
Uﬂmniwwiummmuuﬂ

4) Yigyayrins vseaitng

5) 18na3§uTN (certificate) 7 wmEmJENﬂumumamuamawnﬁwacam vi3ail
\Retos

6) vildesuses wiedadne (§13)

7 Twazdeanineg nsenmuuuy wuurlesy F1: swwasiBeavesyaainsndn
(MAnuIN n) wae wuurlesu F2: nilsdesusaanisidisanufoienu (nauuan
%)

6.1.12 Lﬁawmimqmﬁwmm‘d‘%’wiqiimuwﬁmi’ﬂ%uﬁmiﬂn‘lﬁﬂulﬂmwé’mﬂmeﬁ
Good Manufacturmg Practice (GMP) 1&t L?J’]'i’nﬂﬂ’iaﬂ’lwamﬂadﬂmﬁiiu (Integrity
Pact)muuwﬂi GACEE msmnmauaiwmmmaaaqum’twamnaaﬂmﬁism«,ﬂu
lnansidunioufulenansnisiauesien mnluawm‘lumammaaﬂmﬁisumlumm
hsammsiaussaililassnnsi

6.1.13 sgjEJwuaLaua%cﬂawuiumaLLazLLmmqﬂaaﬁ’umsm?m‘lumﬁm%%%wmu
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6.1.14 14 aamﬂiﬂiqmsaNmmUqusﬂswuwamﬂmuamﬂnlmﬁulﬂmwaﬂmmfn
Good Manufacturing Practice (GMP) lait153ulasan1saulusalalunisneadng
n1A33 (Infrastructure Transparency Initiative;CoST) ﬁaﬁug&’jmuawmﬁﬁau%ma
Tayalasinisnasnszezinaivesiasanisliunnsuuadninsiuniuuszns
AuznITuNMIANTNiiodosiunsmasa 13es Tasanisainalusslalunsneatns
nA3§
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uAUTuUglneUsTanu
WussuNRUUMURsuRenEs Tadus e Wultu 831,343,400 v (wWndesanuduide
MuauwaEviivauiudiesumii)

TIUASLDYANITHUNIINITU-4IALTY

[ o a

AmualigSudishilumsteats wasduugslssmundniadudntn Wudaasanely 900 u
vseUszann 30 Wew Wudaantuasuniludye wiadu 15 via s
el 1 Hukudesar 2.0 (@03gnrud) vosyannumudygy1a1s melu 60 Ju Yudaeniuas
uniludoy WedFuinldmidunmusnemsisluiuguase
- TudennrundsuenansmuauSinanuiiviudiass wiaugUaeUssnou
- MSMIBUNT (Site preliminary) wdiasa¥owas 50
- uutheladesing uduadedoray 35 vesduauetosdns s
- amFensusimsduiiutieeiesinsesnuds viedosar 10 vesituilssrudy
- HIMSUIMSNUYAINTYRLsUTe wienluueusiuna Gdud)
- Shop Drawing 11ulasa$1simnssusianss
- dnvhuazdusnansmsvesyliiiannulassaaimnssudisesddneatoimun
- gAY Lmumumidaa%ﬁﬁfiwsL’Jmaamﬂﬁmﬁ’uﬁ’mﬁywﬁaaﬁ"’m AEunsurey
Mngmuauuneaitud adwesunelu smo Yutfudaaniuammiudoan

il 2 Duludesas 2.0 (aesqaaus) YBYAANUMNTYY1T19 ety 120 Tu Tudnaniuag
uniludayan WedSuhildmiunumusemsswisluiudiase

- ludwae enasfwaiinanuivhudiais wiougumeuszneu

- MSw3eNNTT (Site preliminary) WaLasa

- uvudeetosdng ufuase

- anSensuanas udasederas 75

- Shop Drawing Muaginenssuviaviun

- enasmsveeyiiiannuaninenssuiidedldieasnatavae

- Shop Drawing szuulnilh svuvanivia ssuudiuemeanarszuudugiieade
funsneas

- wenansmsveaysliTagnussuulni svuvgnivia ssuuuTuemauaysruUd LN
fifasldroasravionun

- NANTNNTNTIITUIBINITBNUUU (Design Qualification) wazlanansnIsNILaDL
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vnil 3 Dududesas 2.0 (@0egague) sesarmumadygdne melu 180 3u Sudaniuas
wniludyan WedFuildmiiumunusenisiisluiuduate
- Tudwinnu lenasfuaiinanuiviudoieds wiousUmeuszney
- UFeNouDIANT WdESe 200 *

- UNPATNBIAISUANESY $8aY 5 (MuNIARUIN %)
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UHLIUNSVAABUSEUY M50 TI93U509 UAZN15RTIRABUAINLYNFBsTEeY LI
aonAdonuUdyYIneasIe

LBNAIINIIATITTUIBINTBBNUUY (Design Qualification) wazLONEIINITIUADY
n13eanLuY (Design Review) ludiu Report @suniseusiRainmegingns

o [ a v L1 ' @ v LY Y [
1N 4 uluseyag 2.0 (@0990Aud) Yesyamnuaudygdne aelu 240 Ju duinaniuag

@ 4 vo w Yo a Y 5 v =
waludyan WegSudlamiliununusienisisaluidudiass

Tudsnnay wnasAuIaUSIuURvuaase w§augﬂmaﬂisﬂau
NUADASI9IATUANESD Sa8aT 15 (MUAIANLIN %)

- lenanIMsnaaausEUU (Commissioning) Tudu Protocol ldsumseysifanymedindn

a5 Wuludesas 3.0 (augagud) vesarnusmudyydte ety 300 Tu udaaniuas

wniludrygn dedFuinlimidunumusemsisioluiuduass

Tudannny nansimnaSinunuiiudiass wieugldeuszney
NUANBASINDIATUANASY Feuae 25 (MUNIAKLIN %)
aﬂﬁgﬂmqa%amﬁngﬂwssm Rasafedu M By Suassdmiueussuuuds
GER)

1BNA1INIATIVTUTDINITAARS (Installation Qualification) Tudau Protocol la3u
M5EUIRIINNII

e 6 1WuRudesaz 23.0 @Fuaugerud) sewarnumudyanine melu 360 $u Tudaaniu

q

awniludygn dedFuinklimidunumusemfweluiudiasa

Tudsninnu enansfunaiinunuivhudiess wieugudeusznou
NuneaieeImswEIasa Sovaz 30 (MunANLIN )
LBNAITNITATIVTUIBINITYINU (Operational Qualification) Tuaau Protocol
lasun1seyiAanniaginang

duresing dmiueinsudn (nssurumsnandels) s1ennsil 38, 39, 40, 41, 42
wag 44

o = v 6 1 o 14 L% v [
e 7 Wuluiesar 8.0 Wagaeue) vesarnumudyandn aelu 420 Ju dudeaniuamm

Tudoyayr WegSuhaldmflunumunenmsawsluidudaieasa
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NUNPATIOIMTUAINEST Sovar 40 (MunIANLIN %)
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dam%a%’ns dmuemsHaR (nsvurunIsHanselY) 18157 1, 14, 28, 29 43
aamiawns dmsuemsnan (n‘svmumsmam‘lﬂa’[,wuaa) 57057 2
duA3eddng dmsueasdnivaass s1ensi 4

v

307 8 L'fJ“l.JL JUIBYaY 4.0 (aamﬂua) ‘Umuamq’mmuammmq melu 480 Tu dudnaniuasunsdluy

feuan maw'i‘umcﬂ.mmmumummwmimmalﬂuumt.aifu o0 M

- "’,, ﬁ

TudeInu wnasmuINUSINMURvLELass w%’augﬂdwﬂisﬂau
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- NUABAeIMSUaNES Sapar 50 (MuAIANLIN %)

Da

= L@ﬂﬂ’]iﬂ?'ﬁ@li'ﬂﬂﬁﬁUﬂ’]’]ﬂJﬂﬂmEN‘ZJ’EN‘VI’E]\‘IﬂuEJ’]ﬂ FEUVAUDAALDN iu'U‘U'UTUiﬁVIS

suuummmumam wazszuuloth (Validation) Tudau Protocol lmsumiauum
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b4

= <,
9N 9 WuRUSeway 4.0 (ﬁ‘\]ﬂﬂ‘ﬂﬂ) %aauammummmmmn ﬂWEJrL‘LJ 540 Ju uuammmuaamﬁlu

&

Ty edSuialdmiunumunendwiolududuese
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dyan dedFuiildmiunumimenisiwioluiiudaade
- Tudsnnnu enasfunUiinunuivhudaasa wisugUdneysenay
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- enasMIMAaeusEU (Commissioning) T Report IesuniseysiAninynegindis

[ a v

waf 11 Wuluiesas 9.0 (Wyneud) vesyarnumudyandts melu 660 Ju dudaaniuasmuny

Tudgyan dedSuhalddmifunumunensiwislududuase
- Tudesnau nansiuinUsunanuiviudiase wiauguareusenay
- NUABATILIATUAES SEar 80 (MUNNANUIN )
- 1BNANIN1IATIVTUTBINTAAGA (Installation Qualification) Tudu Report 1a5u
NTBYNRINMFINNN
- dumdesdng dwsuensndn (hszurumskandaele) s1ennsi 25, 37
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[ a v
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it 13 WHududevay 9.0 (nYagud) vewarumudyande melu 780 Ju tudeaniuasu
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- dUAI899NT dmiueIMIVAaRUANNIN 1857 6, 21
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