ammsnsalssiiuauameaa Ao

Recombinant varicella zoster glycoprotein E vaccine ¢&o mcg powder and suspension for

suspension for injection, @ vial (GPU) (¢ecaadadaa-gbcbaca)

VL)
ddu inugin1sUszIliuAuNIWHANA 1B (Performance) AzUY
n.inusinanIwiialy (Universal quality criteria) (25 Azuuw)

: 1ASFILUNSHAAYIMUMENINIIEN15TR lun1SWEREN i
[Good Manufacturing Practices (GMP)]
1.1 Certificate of GMP 484 Active Pharmaceutical Ingredient (API) 5
AwanmedAnlAsunTTuses GMP-PIC/S Tumnaiifeadasiu APl nsdilaisey
wnadau feuanmdngiuii APl Iduaygalvindnanmienuigiiieades ®
AnanmedAnlasunsuses WHO-GMP lumnailifeatosiu APl nsdilaisyy
mnadau fesanmdngiuin AP dsusugalvinanainmirsnussiiisades ?
duansaenddnlaunisiuses GMP nUszmadidn Tuvanaifiertestiu AP
nstildszyninednau douanavangiudn AP Insuaygnlinananviaeausy 1
et
AHanMEd@ A laTuUNMSTUTes GMP war GMP uunenglaiiu 3 Way (5emin "
lususeq)
1.2 Certificate of GMP Finished Product
* N3LUIUTIFBILARS Certificate of GMP YesanILTLIUTIYsNeY * :
fuanen (wafuususy) 19sumsuses GMP-PIC/S Tumnefiierdoatuen &
SpueIa13UIee 3 U (nssllfuusussy wiliuans GMP agfiansaniv 2.5 asuuw) ’
duanen (wadsussy) 19sumsiuses GMP-PIC/S Tumnafiierdeaiuen & ;
TrueIa13U509 2 U (nsslfifuuaussy wiliuans GMP aefinnsaniv 1.5 azuuu)
AuAne (Lazduuaussy) sumssuses GMP-PIC/S Tumnafiieadesiuen i
53u819873U599 1 U (n3dififuuaussy wiliuans GMP aefinnsaniv 0.5 Azuu) :
Auanen (Wazduusussy) Isunsiuses GMP-PIC/S Tumnaiiieadasiuen uay "
GMP vuimerglaiiiu 3 (wau (senineseluiuses)
WN5FININQAUAILEARY (Active Pharmaceutical Ingredient

2 | Specification) uazmmﬁﬂuuﬁﬂﬁm‘ﬁmﬁﬂL%ﬁ]'gﬂ (Finished Product 10
Specification)
2.1 Active Pharmaceutical Ingredient Specification 5

13UN1ss: 3 ial P i

91989 USP, BP, Ph.Eur., Ph.int.,, JP atuatan uazudlulunsifousiiiueuwad 5
87984 USP, BP, Ph.Eur., Ph.int., JP atiulwindwssnaszysisnen annnd 3 U ;
wazwnlulunzitousisuguar
81484 USP, BP, Ph.Eur., Ph.Int., JP atulmindiusgmasyysisien 1nnnan 2 ¥ ,
wazun lvlunsilaussvenad
91384 USP, BP, Ph.Eur., Ph.Int., JP atulminitUsznmassyssien annit 1 U 5

wazunlylunsiloudsueuan




97984 USP, BP, Ph.Eur,, Ph.int., JP atulusindnsznmaszysiisen uadslild
wnlvlungioudisuen (sreznanliiiu 2 ¥ duainfuidninanuamenssunis
DINNTHAZET AISULDNANS 8.5 HIUEULDNATSLAUDTIAN)

919839 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.int., JP 17" edition atumu
Usznmaseusnen wasunlulunsileusiiueiuan

P as ar o

9] =

91984 In-house specification fiaanndaaiv general chapters muﬁssqlu
USP,BP, Ph.Eur., Ph.Int., JP avua1aa, ICH Guidelines (Q6A) wazunlaly
N DuuisUsIual viauesuwuy

9484 In-house specification Nd@onAaaINU general chapters muﬁisulu
USP,BP, Ph.Eur., Ph.int., JP avulmindnlsznia seysiisnen yannda 3 U, ICH
Guidelines (Q6A) wazunlalunzityusnsusua

871984 In-house specification iaaandpaiu general chapters Mmunisyyly

USP,BP, Ph.Eur., Ph.int., JP atulninilsznia seysiisnen winnd 2 3, ICH
Guidelines (Q6A) wazuhlvlunziloudisusudn

91994 In-house specification N@anAdBINU general chapters m’mﬁﬁzﬁlu
USP,BP, Ph.Eur., Ph.Int., JP atulnminisenia seysiisen iannda 13, ICH
Guidelines (Q6A) wazunlalungidoudsueuan

#1484 In-house specification fiaanndaaiu general chapters Mufiszylu
USP,BP, Ph.Eur., Ph.int., JP atulusindsema s¥ysisen, ICH Guidelines
(Q6A) usidisliilgudlalunsidousiven (szoznailifiu 2 U duainiui
AinnuAngnITINMIoMISUAYeN asiulanans 8.5 Beyiudulenatsiauainni)

97984 In-house specification Nd@anAdaU general chapters aufiseyly
USP,BP, Ph.Eur., Ph.int., JP avumalsenia s¥ysnsen, ICH Guidelines
(Q6A) wazunlylungiisudsveuad

2.2 Finished Product Specification

s @t

f alusng

91984 USP, BP, Ph.Eur., Ph.Int., JP atuaaa wazwhlalunzideudisueuan

972983 USP, BP, Ph.Eur,, Ph.int., JP atiulmindnseniaszyisnen unnan 3 ¥
wazunlvlunzidoudisueua

91989 USP, 8P, Ph.Eur., Ph.nt., JP atulminilszniaszydsien unnnia 2 |
wazuAlylunzidoudisueua

614999 USP, BP, Ph.Eur,, Ph.int., JP atulmindnsgmassysser innin 1 7
wazuAlulunzidoudrsuenuan

1989 USP, BP, Ph.Eur,, Ph.int., JP atulmindszniasyyisen uadshila
walvlunzideudisuen (szegnanliiu 2 U Tuanniundruninuangnssunig
2IMNSUHATEN A45UBNATS ©.5 DIUBUBNANSLAUDIIAN)

#1999 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition auun1u
UszniAsyyanTIen wazunbvlunsideusinsueuan

e ]

n Sun1sS: 18171 (Non-offici

81984 In-house specification idanaapafiu general chapters Mufisyyly
USP,BP, Ph.Eur., Ph.Int., JP atuaian, ICH Guidelines (Q6A) wazunlulu
nerdsusidueudl visueaduuuy




91484 In-house specification fideandaaiiu general chapters muiiszylu
USP,BP, Ph.Eur., Ph.int., JP atulniinitlsenia svusisnen yannda 3 U, ICH
Guidelines (Q6A) wazunlvlunsidoussusuad

Y A g . a v a =l
82484 In-house specification nNdanAaeINu general chapters mmmzu‘lu

USP,BP, Ph.Eur., Ph.int., JP adulmindwsenia seysirsien mnni 2 T, ICH
Guidelines (Q6A) wazuAlulungiloumsusuan

v oa . . P w o

81484 In-house specification NaanAaaU general chapters W]&W!‘SS‘lﬂ,u
USP,BP, Ph.Eur., Ph.Int., JP avulyiniiusenmea s2YsT187 1anndn 13, ICH
Guidelines (Q6A) wazunlylungilyusisueuan

$1984 In-house specification Tiapnandasru general chapters muitseylu
USP,BP, Ph.Eur., Ph.nt., JP atuluiinisema seyssien, ICH Guidelines
(Q6A) uaglaildunlalunsifeumduen (sseznailiiiu 2 U duainiud
ANINNUANZNTIINITEIMISWAZET asdUlenans .5 Beuluenaisiaussian)

v oa i x =~ v ow =
82484 In-house specification Vid@onnaaINu general chapters mm’l'ﬁxiﬂ,u
USP,BP, Ph.Eur,, Ph.int., JP atdugmusenia seyss1en, ICH Guidelines
(Q6A) wazunlylungiioudsuguan

v act =
UINTFIUNIINITLAIWEINUVANNAIISNITNA LUAITNTLR8EN
[Good Distribution Practice (GDP)]

AFuaugeHan/vTeden uagdiudeldiunisiuses GDP-PIC/S andinau
ANENISUNITOIMITUAZET La¥INWUIBIU third party (naanvielgguniu)

N3UauIKER/ 1S ad wavhSudelddunisiuses GDP-PIC/S andinau
ANENTIUMTOMISUAZEN (Maaaviaalgguiu)

HiuauwnEn/dmieden 16isun1suses GDP-PIC/S andtinauamenssunTg
9IMNTUATEN

AUy nKan/AlvIedn uar/miegiuinaldsunisiuses GDP-PIC/S 910
dAinUAMENITUNTOMISUAYEY kay GDP wunagliifiu 3 1hau (sewinese
luiuseg) wisliwanailasunisiuses GDP

. mmqﬁﬁgmmwmm: (Specific quality criteria) (70 AZLUY)

1

NUNHDIUTBINANITIATIZH [Certificate of Analysis (CoA)]
(m1u Specification)

30

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

10

39U Active Pharmaceutical Ingredient Specification asuynivaves
Universal tests way Specific tests 19983 Supplier WA Manufacturer uazdin1s
wanamaluzUdayadausuu (Quantitative data) w3s dtav sniiu Wade

Physical description

10

3N Active Pharmaceutical Ingredient Specification AsUNNITav81
Universal tests wa Specific tests law1zyey Supplier W58 Manufacturer lazil
nsuanawalujudeyaidauiun (Quantitative data) 38 fav eniiu Wt

Physical description

53U Active Pharmaceutical Ingredient Specification AsUNNIT8Y8Y
Universal tests Wag Specific tests 14984 Supplier WaE Manufacturer W#3inN13

_LLENN@LygljgtlJlJ“CanQrms, Complies, Not detected, N/A”




A59NU Active Pharmaceutical Ingredient Specification mvnﬂﬁﬁa’um

Universal tests wag Specific tests law1z189 Supplier 938 Manufacturer uil

ATILLARNIHALUS n; for mplies, Not N/A”

M59NU Active Pharmaceutical Ingredient Specification ﬂ'iwlnﬁ']‘ffal,amz
Universal tests law1zaa3 Supplier ¥38 Manufacturer LLa:ﬁﬂﬂiLLamdNaTugﬂLLUU
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product

10

A59NU Finished Product Specification ATUNAYITDUDY Universal tests uag

Specific tests uagiinsuanwwalugutoyaifasinm (Quantitative data) w3e

fav 8nLiu Wde Physical description

10

M39NU Finished Product Specification AsUNN¥TUBUBY Universal tests way

Specific tests walin1suanInalusUwuy“Conforms, Complies, Not detected,

N EAJJ

1.3 Risk Assessment Report for Elemental impurities

10

i1 Risk Assessment Report for Elemental Impurities Lang 1 Active
Pharmaceutical Ingredient wag Finished Product w3aifugnilésumseniiuniy
YoMMmuA09 ICH Guidelines (Q3D)

10

i1 Risk Assessment Report for Elemental Impurities &MY LWL Finished
Product waziin1svaasy Heavy metals Tu Active Pharmaceutical Ingredient

il Risk Assessment Report for Elemental Impurities wans w1 Finished
Product

31 Risk Assessment Report for Elemental Impurities Wan4 w1y Active
Pharmaceutical Ingredient uaziin1snaasu Heavy metals Tu Finished Product

flnwEN1IMAaaU Heavy metals lu Active Pharmaceutical Ingredient
Specification uag Finished Product Specification

N15AN¥IAUALAY (Stability data)

15

1in13Ainw1 Long term stability wag Accelerated stability #14 ASEAN
Guidelines AsunueIgeTuuaan (5 1) fadulumunasgundnsusisndiiagy
fudlelunsfousueuds uariinanisdnw On-going stability Uneutagiu
(Foaaaeuiiaan 0 way 6 \ew Wuathalios)

15

1M3Anw1 Long term stability Wag Accelerated stability #73 ASEAN
Guidelines AsummBEE UURaIN (23 T) Fudulununsgrundndusien

o & ol =l o ar 1 -l = " — -4 =,
dnsagununlalunsdowiniueuds uaelinanisdnui On-going stability Unoud
U990 (oavnaauiiian 0 uay 6 \iiou WWuagreiae)

12

1N13ANYI Long term stability Wag Accelerated stability #13 ASEAN
Guidelines Asumuogeuuaan (2 8) adulumuunnsgrusdnsusiodnsagy
Audllunsdousfueuds uaelinansdinw On-eoing stability Unowtlaguu
(Fomaaouiiing 0 uay 6 wou Wusthalow)

10

1in3fAnw Long term stability wag Accelerated stability A1 ASEAN
Guidelines AsumaBIgetvuRain (5 1) Fudulumumnasgundndueiendniagy
fudlvlungsifoumiueuds uwsliiinantsfinwy On-going stability Uneultaguy

10




3In15AnWY Long term stability uag Accelerated stability #3 ASEAN
Guidelines ATUMmBTIgE UURaIN (23 1) Fudulumuinsgrundndumien
dudagunuilalunsdouirsueuds wilsifinan1sdny On-going stability Ureu
Uit

in13finw Long term stability uay Accelerated stability @3 ASEAN
Guidelines Asumuengetuuaan (2 1) Fadulumuunsgrundadiusietdnsagy
unlelungidousmiveuds urbifinansdinwn On-going stability Uneudtagiu

finmsfnw Long term stability wag Accelerated stability lavulumn ASEAN
Guidelines Asumuegeitfmunlivuaain (5 B) Sudulumunnsgrunansosi
erdsaguiindlalunsidousiueuds uazllwansAny On-going stability ¥
AeuliYagtiu (Fameasuiiviat 0 uas 6 ey uadedan)

SN Long term stability uwag Accelerated stability utﬂu'lﬂmu ASEAN
Guidelines Asunuegeifvualiuueain (23 B) Sadulununsgu
wanfusierdnsaguiindlulunsfouiivewd waslinanisdnu On-going
stability Yneutilagiiu (Feameaauiina 0 was 6 e (Wuathaies)

in5finw Long term stability wag Accelerated stability laiiiulumu ASEAN

Guidelines Asumuengainmualivuaain (2 1) Fadulunuinnsgiundnsiom
o = =1 o ar 1Y =l =i =i

erdnsaguTuilulunsdoussueuds warlinanisdinun On-going stability U

-

naullagiu (Aeaaaeuiiiign 0 uay 6 Wisu Wustatiaw)

1iN3AnY1 Long term stability Wag Accelerated stability #13 ASEAN
Guidelines {Wulumamnsgrundadngiendusaguinilulunsitouiiueud ud
Lirsumuegeuuaain wislilinanisAny) On-going stability Unaudlagiy

{ins@nw Long term stability uag Accelerated stability Taiuluniu ASEAN
Guidelines {Wulumuumsgrundadngiendusaguinilvlunsilouwhiueud us

hirsumuete1uuaan nislilinanisfiny) On-going stability Ureuliaguu

nsAnwTrauyaveInAniugin (Bioequivalence)

10

fisrwunnsfine Bioequivalence Wulumiu ASEAN Guidelines (@Uuil 2) Faus
1 31.0.2561 Wugulu vle iistwaumsane Dissolution Tuenmiu BCS class
1#%u biowaiver m1u ASEAN Guidelines @sdntinsuanienssunIsomnsuazenl
mssusewma uazduluau US.FDA Guidance 38 EMA Guidelines a@nan %38
Jugnduiuy

10

fi578971uM5ANY Bioequivalence LWulumiu US.FDA Guidance %38 EMA
Guidelines d1an waziinanisnaasuaNuinisumandynssy (Pharmaceutical
equivalence) wana

= <5 i i 5 % w el 5 [
fis1991un15Anw Bioequivalence Wuluniu ASEAN Guidelines (RUUT 1) Aaus
6 11.A.2552-31 5.A.2560 FIANTNIUALZNTTUNITOIMISHALUNANISSUTDING

fisrwaunsiiny Bioequivalence 1Wulumu vaninaueiuazuuUfudlunisine
Frauyavosenaniy w.a. 2543 wazdninnuanenssunsemsikazelvinig
JUTDIMA

i51891uN15AnY Bioequivalence bjl.ﬂuIﬂmu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines WALINENSNAABUAUYINABUNILNFUNTTA
(Pharmaceutical equivalence) Wamq




fisrenunsAne Bioequivalence Biulunu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wazlifinanisvaasuanuminiisumandenssuy
(Pharmaceutical equivalence) wanq

liifisnsaunisfinen Bioequivalence

Anuminfisalun1sSnEINUEIAULLY (Therapeutic Equivalence)

19¥un15usslu US.FDA. Orange Book warl@dun1ssusesann EMA uazdang
anuzlunissuses viauesunuy

193un5us39lu US.FDA. Orange Book #38lasun1s5usa4aIn EMA uazdng
anuglunisiuses

e L - s « ar 1 CJ i 1 = o as at ar
losunsussalusremsuindueieradiglmindanuviniedlunisirdadnuiu
HIMULUUVDIENNNITUANMENTTUNITDIMITHALEN LazEandanuLlunN1STUTDY

laitinan133u509 Therapeutic Equivalence

U5 2870 uag lenasinugIdmiulseyvy
(Package, Labeling & Patient information leaflet )

10

543 msqﬁmﬁ?umn (Primary Packaging) LLazussqﬁ’mﬁ'ﬁgu'lu (Secondary
Packaging)

vsseiusiiidnunznssamiissylu Finished Product Specification 1éfuA
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil wazusIWUURNIEIY (Individual Package)

o € el as < P . . Mt
Ussuelianuurnsunseyly Finished Product Specification ualalaussy
WUURWIENUIE (Individual Package)

5.2 aan (Labeling) w@n3 unit dose

U359 7081 AUWT Tuvueety Juniswin uansluynmievesen

UTTYAMe Silanneiiosn Aunse uwanslunmiigyesen

U359 7081 ANMULT Tuvaeety junisein luiwanslunnmilgvesen

5.3 Na15NINULI@ M UUsE¥19U (Patient information leaflet : PIL)

N O |~ W W

AeNA1SNINUEIEMSUUSEITY ﬁﬁ‘a‘;’aailaﬂ'sur;'f'aumumﬁﬁmmwaaﬁ’nﬁmﬁu
ANENTTUNITDIMITUALEILAT

lufienansidugndmsuusevwsu visalilenasinuendvsuusyansy wadal
HIUNNSIDITUIVDIFIUNINUAMENTTUNITDINISUAZEN

0

A.nuaduaEsuauAIn1eluUssweA (Thailand Government encourage criteria) (5 AZLUY)

1

Var 3 =1 =
Tesuntstunsidsulunusdaasuduainielulsemea

ussyegludyduinnssulve & Tuusemadsznansadiaanselind wse

e -:‘i’ i = as fad a
Isunstunsifoudundndunindnnaslulssma (MIT) w3
lasun1sTunzilougusenaunis SMEs




AMZNITUNIINAITUINANSUSENNSIANBLaNNSaTing (e-bidding)
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BB ziessctstisiininisssommine iinmsmarsnsmasasness N3IUNS
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