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National Vaccine Institte (Pubic Organisation)
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'« Stability study
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. * Production scale . « Licensing

« Formulation of DTP, dT
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Road map n133dauasvinmrinduldidanaan
Favdugadmnsannlsans

GMP pilot scale
development

Proof of concept
(immunogenicity test)

1. GMP Seed &

Dengue vaccine
seed selection

Process development
2. Non-clinical safety
test ) Qfazrgw;'?.:.

am

unufiniaiau (Road map)
mﬂﬁwumaniu’lﬁaumﬁnmuwhﬂmﬁatﬂuTau’t'ﬂmn'[u‘[aﬂwnﬁuﬂmn'ssu

« Preparation master
seed and working seed 3 .
3 » Consistency of production
. 2:::3‘ control for (Drug product 3 lots) . g::ni.ﬂl s|t|Udy
. ili ase |,
« Design production for Stabifty Study

scale up m p ’
h, = }l
I @ 4
d | ) OECD
+ Produce Antigen (single s
harvest & Drug substance) * Non-clinical study
+  Proof of Concept (OECD-GLF)

(Immunogenicity & Safety)
« Formulation & Freeze drying ’ T

b

Roadmap for HPV Vaccine (2018-2022)

Vaccine safety and efficacy

2022

e i * Post marketing surveillance
P P'ZOZI (Adverse Events Following

"+ Licensing (AEFI) survei

/// . MaTk( ; . &M
PIOIQ of HPV vaccine pi my kv

« Training sta" for HPV vacclne production

) 2018
+ Sign MOU/MOA for Technology Transfer of HPV vaccine production
* HPV vaccine production technology transfer for interesting manufacturer(s)

+ Setup standard test method
@ INNOVAX
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Road map for Zika vaccine Development
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Clinical Study Phase 1-3

*Regulatory affairs
*Clinical material production
*Clinical trial

oClinical study . .

oClinical lab. Testing a2
oReport

Registration
*Dossier preparation

*Submission
*TFDA approval 2 )‘

2015-16 y

Basic research
*Discovery
*Translational research
*Non-regulated,
Non-clinical research

.. W o
2019-20

nl &
o Jf;@w\ Vel
. ? *Pre-clinical material \P?? ""TT Zika vaceinie
1 production “amm 04
— «Pre-clinical study 2017

Regulated Non-clinical Study
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N INNOVAX

MEMORANDUM OF UNDERSTANDING
between
NATIONAL VACCINE INSTITUTE (PUBLIC ORGANIZATION)
and
XIAMEN INNOVAX BIOTECH Co., LTD.

This Memarandum of Understanding (MOU) is betwee:

The National Vaccne Insti

Public Organazaticn), a publc organization under Lanw of Kingdom of

Thailand. having s registered offces at 38 Bukding Fioar 8, Bamrasnaracura Infectous

Diseaze Instiute, Talat Kwan, Musng Nonthaburi District. Nonthaburl 11000, THALAND, (hersinatiar

roterrod to as NVI')

o
Xiaman Innovax Biotech Co., Lid,, @ Peopis’s Repubilc of China corporation having its
offices al 5 Shen Bian Hong Rosd, Haicang, Xiamen, Ghina 361022, (hersinafier rederred

“Innovax)

(Harsattor reforra indwidually to 5 the “Party” and collectivety a2 the *Pa

Background.

NVI s 8 public o wilh tha prncipal roke on National Vaccine Polcy and

Swatngi

an. NV supperts snd promoles related acivises of vaccing value chain (RAD, procuction,

on and Immunization) by colsbarative networks both domestically and intemationally. One of

i% %0 coordinate and suppcrt capacity buildng of domestic vacone production for

vactine security and sefl-reliance to sieagihen e national expanded program on immunization

(EPI). Muman Papillomavirus Vsccine (HPV) has baen approved and implemantad In the EPI program

since 2018 in order to reduce incidence of cenvicsl Cancer in the country. Ta assure the access of

cine manulacturers 1o produce HPY

davalopmant or technology 1

r. To socomplish this goal, technology access

ansfee an HPV vaccine prox wil ba an effective way fo reach market

on of don tion. Tha collaboration with tha appropriate partner wil fufill this task

NI wil use i

suppart furihee peocess in ardar fo hava HPV vaccine produced

domestically with reasonable market opportunibes i 8 proper MANNEF; and
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M15197 1 wan1siinanesulssana (suaniiuenu) selasenis lasuna 4 Yseantaudssunn w.a. 2561 (1 Aanay 2560 - 30 fiugey 2561)

U U
Tnsas Iwﬂsxmzu Nang _— Sovaz
nAsudngss ndne nsiindne
WNUAUANENSAEAS

1. TassnsAnwuazdnvidolauaidaulsuienuingy 1,821,980.00 562,350.55 | 1,259,629.45 30.86
2. TessmsdndamiedoyauazuimsdanisTatiu (Vaccine Information and Management Unit; VIMU) 504,000.00 150,199.02 353,800.98 29.80
3, IﬂiamimmimﬁaLﬁammﬁumﬁmi’ﬂ%ﬂugﬁmﬂmL%au U 2561 2,634,018.46 2245,393.09 388,625.37 85.25
4. lasansusmsdnmsnuaivayuuiauingudmingvesseinasgeiiusyansan 1,289,447.80 856,087.80 433,360.00 66.39
5. Tasamsatfuayumsidoiauriaduildudmnsvosseme 14,313,600.00 1,421,500.00 | 12,892,100.00 9.93
6. IRSINTAUASUNISHAN TATUBL9NUTLENTHA LALANNIUANUAIVLNLATINTIUINSERANRIUTATU 1,949,169.24 1,629,412.56 319,756.68 83.60
7. lassnsatuayuiesenenisuseiuaunwinduvesuseine 342,900.00 240,939.50 101,960.50 70.27
8. lassn1sirsesmsldszuudnwieuonasnzdowisueringuruilagtunuudidnnsedng (NVIFDA) 548,111.95 414,342.95 133,769.00 75.59
9. Iﬂ‘iamiﬁwmamiﬂwqﬂmﬂiﬁm’?ﬂ%um’mmmﬁﬂ uveslszne 1,924,312.50 1,673,938.50 250,374.00 86.99
10. Imaﬂwiaﬁuauu‘lmqa%’mﬁugmﬁﬁwLﬂuﬁmé’umsﬁmuﬁﬂ%u*‘uamsxmm 1,740,897.96 1,073,976.67 666,921.29 61.69
11. IasensiauadeadnenmuaaInsiuindueg1ansuiens 8,401,770.00 4,904,470.28 | 73,497,299.72 58.37
12 . Tassnsiawdneninypainsiunshiusmsaaasugiaudulsavessemelng 4,145,265.00 3,792,166.00 353,099.00 91.48
13. Inssmstalasessiuguasnssidunungliedodesuindu 7,424,497.00 |  35,652,047.00 | 1,772,450.00 76.13
394 47,039,969.91 27,781,763.92 | 19,258,205.99 59.06
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128 UM

S :mﬂszmﬁu NANS _— Souaz
nasudngss vOnane nsiinane

Lmumuﬁugqu
1. lasamsiaudnaninymainsvesantu 1,359,706.30 1,214,963.27 144,743.03 89.35
2 lAsansaiuayunIsuIMIIANITMIHEINSvesEn Ty 2,152,068.05 1,662,850.30 489,217.75 77.27
3. TasensmunszuUian (E-supply) 255,569.00 236,572.00 18,997.00 92.57
4. TasamsdnvheydayeRaeld wsu. anushuasinuindu 240,557.00 76,420.00 164,137.00 31.77
5. If-mmmEJLLWi'm’miﬁwui’ﬂ%umzmmﬁumﬁmi’ﬂ%u@mmmz 2,177,327.81 1,763,201.56 414,126.25 80.98
6. IATINITAILANININAMZATINAITUTITADITU LLaxﬂmsaqﬂiimﬁﬁLﬁm%’m 415,847.00 329,577.00 86,270.00 79.25
7. TASaNSHAILI09ANS 1,450,751.00 1,044,133.00 406,618.00 71.97
8. lasansiauudnnisALinuingu 500,253.00 454,871.33 45,381.67 90.93
9. TnssmsarfuayunsfiunuesAnEnTIINTIATULIIR ARENTIINT WagAmzyhaLTAeITos 1,674,552.00 1,233,807.00 440,745.00 73.68
10. TasamstulnAouuNLgsmanT InTuurana 98,104.50 77,804.50 79.31 74.52
394 10,324,735.66 8,094,199.96 2,230,535.70 78.40

asneft 2 wamsidndnesulszanas (Suaniiueu) FeENsAEns lnsuna 4 Uszanteuuszana w.a. 2561 (1 Aanay - 30 Augneu 2561) WUE: U
. Julszan o 3 Souay
gNSANENS . nan15inang AIWRD g

1. nsdaasumsdanisiadulifianuieseuazdaidios (asinisf 1-3) 4,959,998.46 | 2,957,942.66 | 2,002,055.80 59.64
2. msaﬂ‘umgumﬁ%’aﬁ'muﬁﬂ%mﬁasiaaaﬂgjm'swﬁm (lmsanns7i 4-5) 15,603,047.80 | 5,442,527.80 | 10,160,520.00 34.88
3. msatuayugaavinssuiaduluyssma (assnsi 6) 1,949,169.24 |  1,629,412.56 319,756.68 83.60
4. psaduayunIneInIauinduveslssing (Asensdi 7-13) 24,527,754.41 | 17,751,880.90 | 6,775,873.51 72.37
593 47,039,969.91 | 27,781,763.92 | 31,850,327.86 59.06
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M15197 3 wan1sinanesulssana lasung 4 Uszanteuussanal w.a. 2561 (1 Aana - 30 iueneu 2561)

uUszanu ﬁ:aﬂ,ﬁ - %afagf
318N17 ‘ﬁlﬁ%ﬂﬁﬂaii LUNIY AL N13LUNIY

quaiiuu 57,364,705.57 | 35,875,963.88 | 21,488,741.69 62.54
UIneUsEan 24,288,378.43 | 22,274,557.74 | 2,013,820.69 91.71
- SuieuuazAdelsydn 16,040,000.00 | 15,079,814.00 960,186.00 94.01
- Deszay 2,065,000.00 |  1,528,000.00 537,000.00 74.00
- L‘EuaWUﬂamuﬁﬁngm%w 527,000.00 521,444.00 5,555.10 98.95
- &¥aRnns 290,000.00 175,449.50 114,550.50 60.50
- ANANNIUIANT 1,500,000.00 |  1,279,090.65 220,909.35 85.27
- ANTITOIUA 2 AU 431,424.00 395,472.00 35,952.00 91.67
- AngniadesseLenans 440,000.00 407,571.97 32,428.03 92.63
- Ad1INeU 889,200.00 889,200.00 - 100.00
- Anans1segUlan 936,354.43 853,420.22 82,934.21 91.14
- Aatfuayunsldassnneysslovinagoramsaniud 314,400.00 314,400.00 - 100.00
- A 536,000.00 512,690.50 23,309.50 95.65
- AfiRunazdsieaing (Usuugmdaan) 319,000.00 | 318,004.00 996.00 99.69

sausuaiuU+IUTEINeUsEIn 81,653,084.00 | 58,150,521.62 | 23,502,562.38 71.22
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NANTSLUNTIYNIUALUIULALII18T18UTLAN

NaN15L0NA833 9 UAN U ULAES18918Us2e LTukY 58,150,521.62 U agNiaua

ee

[

71.22 99999R819UU5200 1985198 dgnunUARLIIULAYI188UTEIN Aal

FNYTNYAULNSANENS

a5 0nT1edsesneenugnsmans egiifesas 59.06 vosulssanuiliiuinass it}
mmaaaqﬂwamsoﬁ’wLﬁumué’mmsﬁuLLasmsﬁwé’ﬂswaqwﬁmamﬂé’ﬁqﬁ

gnsAEnsa 1 nsdaaSunsdanisiadulitianuiiemauazsaiiles

flasansnelfynsmandsin 3 Tasams Téusuuszanasuieiu WWuidu 4,.959,998.46 v
Tnan1s0n9ea39 2,957,942.66 U AsvlluSeay 59.64

gnsAERdil 2 nsatusyunATenanSaduiloresangnnan

flasamsnmelfgmsmanisa 2 Tasanis IWSusutssanusuieau 1uldu 15,603,047.80 U
fnan1sdnaneasa 5,442,527.80 U Anludesay 34.88

gnsAansa 3 nsatusyugaavnssuiaduluuszina

flpssnmsnelignsenansiiios 1 1asenis losusuuszana Wuku 1,949,169.24 v fiwanis
N8R9 1,629,412.56 U Anvduseay 83.60

aNsANENIN 4 n1satiuayunIneInIiuIaTuvaslszma

[ %
Y

flassnsnelgnsenanssin 7 Tasins lesuaudssanasiumisau 1Wuku 24,527,754.41 vim
fnan1s0naea39 17,751,880.90 U AnvduSeuay 72.37

iwaa'wmuu,wumuﬁugm

v v
[ [

flasan1snglaunuauinugiu 10 1sans lnsuaudssanusiuniedu Wuky 10,324,735.66

UM Tnan1510na18a39 8,094,199.96 um Aadudesas 78.40

3199189U5231

Usgnaunie 1) RulioukazA1919usean 2) Lﬁwizsqu 3) L'Euawmamuﬁﬁauﬁym%w
4) @¥aRnIs 5) AE19MLIUSANT 6) ANTITOBUR 2 AU 7) ARSI EIENETT 8) ANLYIdITNIIY
9) fransrsayulam 10) Aratuayunslddssmneysslominazerasaniud 11) Aasanst uay 12) @1
fPunavanoadng (USudgamaenn) I@usuUsranusINTeay 24,288,378.43 U WAN15.UNA18254

Wulku 22,274,557 74 v Aacdudesar 91.71 voar9duaulsrunasiedteusysn el nanisiinane

i v I3 a Y] a v a PPN a a v
ﬂ@u%']%ﬂ‘hﬂﬂ@nmLLN‘UﬂqiL‘UﬂC\]’]EJ AU KUY 4) @IFANIT NUNANTITIUNBLINENTR8aE 60.50
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MszynuLasRun Usednteudssann w.a. 2559-2560 (Uaya i Juil 28 fiugneu 2561)

UsznaumeAlginglunislymuideinunindu Muiamiueains Nuatduny waeguuinsanng

v
Y a

vasan1u aguladall
Ysuuszuna 31881980 IUIURY N3N ANLNAD
2559 ﬂ’]i%@ﬂﬂ’u 18,276,344.80 16,426,128.65 1,850,216.15
(@yalvivu wagludadng
ﬁuﬁ’um?ﬁ'amﬂ 2,511,936.73 2,437,209.42 74,727.31
2560 ﬂ’]i%@ﬂ‘ﬂ’u 15,132,435.00 12,753,398 2,379,037
(o uazludain)
L‘Euﬁ’um?{am'fﬂ 1,867,930.00 565,317.90 1,302,612.10
2561 L‘iuﬁ’um?i'amﬂ 15,787,047.96 - | 15,787,047.96
SIUVaAY 53,575,694.49 | 32,182,053.97 | 21,393,640.52

nszyniundasndeduluaudygifinmunll Fegladuiunisienunisidniiedieduan

sygznandlaunululsazsienisaall
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