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f.A. 60 - U.A 61

audifasuwlas-udly dyyrenil 18 uasin
A5995UU07 18 TuIUIUNIN 9 wweu
2561

2. 53UU PW. system l@aniiun1s e-bidding uaa

agludunaumssuM I Tudyy
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- STAU 2 | STAU 3

599158 BTN AANTE 1 2 3

f.A. 60 — 4.A. 61
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wn

3 918N19

Benzathine Penicillin G injection 1.2 MU

I lanINUleUIENIATY

Benztropine Mesylate injection 2 mg/2 ml

(CP) Clopidogrel bisulfate Tablet 75 mg
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INATINSIANANITANTUIIUT 2561 NAN1SALLUIY
- w2 | ssdu 3 _ A.A. 60 - ii.A. 61
gandmeerannan@u) | 6,90 | 7,10 | 7,40 | 7,70 | 8,000 3,263.62 au.
0 0 0 0
vansweeddunanav) | 7,74 | 7,80 | 7,87 | 7,93 | 8,000 4,348.14 @
0 5 0 5
dunuweeien.uanesay) | 61.9 | 61.6  61.4 61.2 | 61.00 62.71%
2 9 6 3
ava.9neuazuinsneseld | 14.2 | 13.8 | 13.45 | 13.05 | 12.65 13.19%
nnsaniiuau Gewaz) 5 5
AT VIBRAZUIN Y| 1,004.95 av.
s1elaannrsaiiuey 7,618.04 au.




s1elaveenan.

2559 2560

90. 15,134 av. an. 15,881 au.

10.44% 10.24%

v

910A.NEM 6,819 aU. (45.06%) 81BA.NAR 7,276 au. (45.81%)
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M dunu

H A%2.978LLazuswIs5
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74.77%

M AY2.2Ue
M 518ladue
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WU 1 LAUN158UYRSUTY Efavirenz Tab. 600 mg Aud1nsg1UaINa WHO Prequalification

1 ANSYUVDSUITDINANNUN

81d1ula3d Efavirenz
tablets 600 mg a1y
Nqﬁigqu%‘nﬂa WHO
prequalification (52AU)

(IRDP,MD)

HaN13ANTEUUY 2560: d959891UHANTT
AIVHBUANAIIIVBINNRE 1 U lUds

WHO ia5ufl 9 flunau 2560

- STAU 2 32AU 3
d9579n13 - d9578n13 -
unletosiu unladosiuy
YaUNNIDY YaUNWIDY
(CAPA) 310 (CAPA) 10
15599 N15M599
Useidiu Uszidiy
Msasundedi 2 Tsesunsed 3

NN IANANISANEUIUY 2561

JULNNLAUNA
N15A5298U
AUAIA
YDIE

P
oy

24 fiau

NAN1ISANLUUIIY

f.A. 60 — 4.A. 61 5

d951897uUM A ludaenudaunnsag
(CAPA) annn1sasaauseiiu Tude WHO
Geneva a3ufl 25 n.8. 60

desnearuanupauniinisunladesiu
Founwsad (CAPA) 31nN15As29Us2LIU
TUgls WHO Geneva i ¥udi 22 w.8. 60
B ANNANINTIAFOUAINAIAIVDS
81 Efavirenz Tablets 600 mg ‘ﬁmq 18
wou TUds WHO Copenhagen ufi 9
n.8. 60

BB UNANINTIAFDUAINAIR IS
81 Efavirenz Tablets 600 mg ﬁaﬁq 24
wau lUds WHO Copenhagen dlodud
13 A.N.61
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WAUIIUA 2 N151ASINTSINAGLSIIUNER Flu Vaccine : Scale up Production Process

WNANNSIANANTISANEUIUY 2561 NANISATLINIIY

- STAU 2 | STAU 3 | STAU 4 - f.A. 60 - 8.A. 61
21 Iﬂ’i\‘iﬂ']'ﬁ%ﬂﬁiﬂ'ﬁ\iﬂ']uwgﬂ YUIUNIS - Opti- - L'%Iueucuqunqs - MIALEUN1S Machine - Utility Qualification
Perfor- mization Opti- - 8gj529d19URBY IQ/0Q uag Prelim PQ
Flu vaccine : Scale Up mance Process mization | gqqad9vth 68% Siauardrannuny 1.5 ey
; Y Quali- Protocol Process | _ N5 HUN1S Optimization Process
Production Process (3¢AY) | fication Complete 38 up
(PQ) - 9g5En 319 IUTURALNSZUIUNTS
(IRDP,MD) N . v o
Complete Optimization Process T#siuazn153nin
Optimization Process Protocol
2.2 MsduveTuseskAnduel | Wiedulu| - dulums | - lddeyafiriul |dinnsTiYaduunenanaliag asu
9181 dUAS 599 N1SAS2AFU 3 y
Flu Vaccine a1y ASUNTY AN ANugNeae | 100% wad (945 Au) LD 16 W.8. 60
o e [3UUNGY aNEN wazWou IR Y Jagad
WINTFIUEING : ASANYIIY | | #3091 JATANS Suuns - 8IENINAAMUNaAUAMNNUARANY
i g a by g a Y] Y] Y
n19nadn szesi 3 (Pilot 945 au MAILET WAV | qenrsnsedunliduny nasananauns
(W.8.60) (W.A.61) dnnuay T
Scale) (szAU) (MD) Usediuma | ladndiuasu

(31.9.61)
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®.@ Machine - Utility Qualification
0.6.6 1Q - OQ
@.0.Jo Prelim PQ-PQ

Planned

e.lo Optimization Process Planned
e.lo.e Optimization Process Protocol
e.Jolo Optimization Process
—
Actual

@.on Process Performance Qualification EelEiarzel
(PPQ) & Clinical Trial Lot

o.:.6 PPQ Protocol

@.clo PPQ & Clinical Trial Lot

o.< Clinical Trial Phase Il (Bridging) Planned
Actual

Actual

nA. WY, B.A. 6A. AW de we WA A8 n.A.  &.A. n.8.

52g2ANUEUNTS (Timeline) NAANS/

AUANMIMTNVBINANITANTUUY
- Machine - Utility qualification
ST oRe U3
AEUNIILAD @b 18715
9858119 TIUNT & 5183
uazegluusuiaziiuns o 919Ms
a1NIUNY 0.& LAY
- g IEIININMSUTURIUNSEUIUNS
Optimization Process anANaNTENUIINIIU
Machine Qualification a1
-985¢%1147159A%1 Optimization  Process

Protocol
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f.A. 60 — 4.A. 61

lasund 1= 99.66% wigumnulasud 1
(205.56/206.29) s1a9rusiglasud
Tnsund 2= 112.61% wguwnulasung 2
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\udayan
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DC 162 Actual
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3 |u.09nUUUDetail Design Plan
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AUUUNT Actual
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6.1 1ASIN15ILLATWRIUN

a o/ 3 U
wanSuaagulwsTudyden

NanNIUIYIA (szAu) (MD)

NA9INISIANANISALERIUY 2561

o [ é! a L
JUTRNETEMTUNTTUNeL T uNGnsual
aygulng 1 ensuduasaneluy

1.9.61

N.A.61

131.8.61

NANISALEIUGIY

f.A. 60 — 4.A. 61

g1aenNaee3s : agszndndniay
suTINtayadimiunisanenaamalulag/

£ ~
VYUNSLUYU

6.2 1ATINITATHUATWAIL
wn3asdnndiayulnadu

dquusznau (szAu) (MD)

TANAN1ISANYIANUAIENTWNENINLTY 2 Lhou

ag:szwj'mﬁnmm'mmanflw

YDILATDIAD9
2 579M15 | 1 519015 | 2 578115 | 1 598015 | 2 S79M5 | 1. Concentrate serum for sensitive skin
melu | melu | anelu | anelu | el WNRNEIAIUAIENIN LIDIUN 6 11.A. 61
nA61 | Hw6l | 4861 | WAl | wa.6l

2. Anti-acne gel : 3zt dANHIAIUAIENTN
TUN 22 NUAIWUS 2561
3. Dark spot remover serum : [WAnw

ANASENIN L31aIUT 8 U.A. 61
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7. ANUNIIMUINTTANTRUU
AuNUN1sUsSUUagU
FTUUIUNSGINA (ERP)

(52AU)

Go Live
malu
n.A.61

WNAUNNISIANANTISANEUIUY 2561

Go Live
malu
1.9.61

Go Live
ety
N.A.61

NANIIALEUIIU

f.A. 60 — 4.A. 61

- AANITIBUNANITATIVIUITDINTTINGIU
(OQ = UAT) 95 %

- 9AdUTY End User Training (EUT) 100%

WgutnuanlasEau 2
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2. aaAnIsndunssualsiinnulunisuinisdnnissaenidsauliaanndasiunns
U5uilasulaseadneasdng nswaunaedng 4.0 Smart Industry fiasiiniswaiun Software
uazld Robot  wInTu Fevzdinansznudaidenusiuauuin Taedulnganduninauly
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