wh 13n5

ANANYMSLANIZ VBN

1234552 : Quadrivalent influenza vaccine (split virion 38 sub-Unit, inactivated) 0.5 ml

injection

%138 1295676 : Quadrivalent influenza vaccine (split virion %38 sub-Unit, inactivated) 0.5 ml

Y. qmauﬂ'ﬁﬁ"ﬂﬂ
1.1 guuuu

1.2 d@wulsznsy

1.3, YUINUITY
1.4 NYULUTIT

15 aan

2. ausuUANIamaia

injection

g 4‘ o LA | Lol L3 él
IUIYIUALNBUYTIAN AR AU URALTINAIULUD

luthen 0.5 ml Uszneudhe
¢ influenza type A virus vaccine Fasoluil
- an A/Darwin/9/2021 (H3N2)-like virus 15 mcg/
- an A/Victoria/2570/2019 (HIN1)pdm09-like virus 15 mcg
e influenza type B virus vaccine Fasiolud
- a B/Austria/1359417/2021 (B/Victoria lineage)-like virus 15 mcg
- a B/Phuket/3073/2013 (B/Yamagata lineage)-like virus 15 mcg
U515 0.5 ml
U'ssqluwaamﬁmmﬂ'ﬂﬁmmﬁaﬁw%'uh’fﬂ%"mﬁm (Single dose unit), #aA
gduviinnioudn (Pre-filled syringe)
o NAD3Y1: Seyan13E MRS Tuvuneny waiindn ey o1
Woghsdaauuuussydad Tienansiiueiussqlundea
o ssyseiuiveadalada uazUSann Haemagelutinin Tuming
MUg/virus/dose
o srytanm iinduaundniug wnilidadetostilse

Nﬁﬂ"l'iﬁ]‘i’)ﬁﬁLﬂi’wﬁﬂﬂm"lmﬂummu finished product specification uag Specification of Active
pharmaceutical ingredient (AP)) 7819849 nLndud1Suatuiieaiu deldvanzsiloudodiinaiu
ANENSTLNITEMITUALEN NTENTNEANEIIIGY TilnduiTuilisdadesduatuiiiisurimielmind
wasgrunduiiiuladiiunils amuusznensgnseasTugy (39 seyfisnen ne. 2561 aviud
6 Surmy w.a. 2561 (@eUszmelusrisamyluneiuil 12 nuanus 2562) way svysinsen @TUN2) we.
2562 il 3 g 2562 (aaUseniAlus1sieayuAv iU 26 AsngIAN 2562)

2.1 Specification of Final bulk or final lot : inactivated influenza vaccine :

AMENITUNINMMUATgasBUALATAMIN BLTaN Y

LANTE i g. ...... /J,L ...... UT85IUNTINATS 2840 % /& ASSUANS 3, asde qk&/ NTIUNT
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Y@ | Specification of finished product Acceptance criteria (Ph.Eur 10.0)
1 | Appearance Colorless opalescent liquid
2 | Identification Positive identification for the 4 strains
Assay
-Haemagglutinin The lower confidence limit (P = 0.95) is not less than 80%
antigen of the amount stated on the LA for each strain
( not less than 12 mcg/dose for ease strain)
3 | pH Complied with specification
4 | Bacterial and fungal sterility Complied with specification
5 | Extractable volume Complied with specification
6 | Bacterial endotoxin test NMT 100 IU/human dose %38 NMT 0.2 ¢/L
7 | Free formaldehyde NMT 0.2 g/l
8 | Ovalbumin NMT 1 Jlg/human dose
9 | Total protein Complied with specification
10 | Sterility test Complied with specification
wugmg - * Wade Uniformity of dosage units IluulenansuanIs1uaz8uaANaANINSINATIER N

flFudaseanduaidusiauiiluly coa

- nsfineaneloundanisiiu (waive) nMsasiaanuiinsiziisienisla Iduuanaenans
wﬁngwuﬁ’anénﬁiﬁ%’uau;ﬁﬁw

- Drug substance specification a158u191nTuAiAsIwAYRIgNEAN drug substance %38 Tu
A3 drug substance vokAnendiagy atulaatunis Sulinsnsandeneiasugn
watadifuue

3, N13UsEuAIUTEANSA e8I (Price Performance)
UALLBUANINLENETT 1399 NSUTLIIUATUSEANSNNGIB1A1 (Price Performance)

4. enasildlunsiansan
enasildlumsinnsangunmenlidodduienaswioussymnsanenansmudiu feluil
1) duuenansiiug mwlng uay/mMienwdingy
wurewme: lunsdliiflderdunvuasdesiionarsuansdersldveseniiiunissusesenn
dfnnuanznssunsemsuase1 Auansierduidevdld domissets devhulidaunis
suwuluvneeiildlumsiiviiiu uaslinsseydernuideunistdenliluenansiuen
2) dunenmsuandiernuuuaaIneInTuLyITy (Weeuazndsen) muildtunsdould

AMENTIUNTSAIVLATIEAELE Uﬂuﬁzﬁmﬁnwsmmx

Lasde ‘.‘...‘..,.‘9.«..‘.‘(.J.L.‘.‘....‘.Uizsﬂuﬂ'iwnw*s 28478 %ﬂ’s ¥ NITUATG 3, aele 3’Eq/ U
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3)

4)

5)

6)

Lasde ...

,.....9,4..,.‘./.1.0‘....‘..U*izmunsmmi 2a¢de Cm"-’ ;c ATIUNTT 3. nadle

W 3905

dunfvetunsoudiiuen (wuu ne.1 vie u.1) asuyani wiouseasiBunnudnuazianty

veeerdfagunarderimunu1nsgIuvediBn1s3ias1sie (Finished Product Specification and

Analytical Procedures) fitunzideuly Inodesdraduiiugiiiusnensensiasisaguiusemia

Tmininseme
wunemn: nsdifegserinmenasuaudleitiessiuardorimunnasgulizenndemy

frs1eniisenimsusevIainetadaredinnuansnssunTe ka1 Wikuuduund1ve

uRluAsuutassrenslunsdousi3uen wuu ne. 9) vie duundweudludsuudasenisly
neloudisuen (Wuu o.5) swouriuse

e‘i'%uﬂue‘hﬁcgmsﬁumLﬁauﬁﬁum (LUU 8.2 %50 Y18.3 W30 8.4 %39 8.2 LAIUANTEH)
a.1.1.nsdlfewanluUszIAlng (ne.2)
4.1.2.n3dfievhiditensutsusgludsemelng (ne.3)
4.1.3.n3difienthidhanelseing (ne.4)
wuewe: n3ddnnsdsuudaudlogiveyyinuazaniuiinga Wuuvdnundveudly

Wasuulassemslunsdeumiven wuu n.e. 9) wie duurdveudluasuwlassienislu

vedeuiusinenudSuoyanauataniuiingn (W .9)

AumTide iU IInTEIUNSHARINMUNANIN NSNS ARTUA1SHEREN (Good Manufacturing

Practices (GMP)) lumnafiAgadesiueniiiaus @tfudgamuseunisnsndeulaedieglugiana

mM33usen) laesiaalsenausag

5.1. duumiidesuseunnsgunanang mavEnInaeIsN1sAiRlunsHanTngusendify
(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. dunilsdefussunesgrunsdnsmuvdninueiisnsailuniswanndadusiendnsagy
(Certificate of GMP Finished Product)

TunsaiMdusnindrandavssing guandoalldruiniedesusoandnsiud (Certificate of

pharmaceutical products, CPP) %3 auiladasusenisianune (Certificate of free sales, CFS) lu

wnnefilauee atudganuseunsarvaeulneiinaiusedieiulssmealssmanem

WnsgIuvIteimuafun W IngAudendfey (Active Pharmaceutical Ingredient Specification)

wazrdndasierdniagy (Finished Product Specification)

7.1 dunuasgruingaunleidnney (Active Pharmaceutical Ingredient Specification) way
N1nsgrIuNanduviend1i593U (Finished Product Specification) Tnessyi1se
(Pharmacopoeia) #8198 amsTinswilagunigiuesradesdoadulunudesimuauay
nmsguvessiessilusinelasmmemiimiseniansensnassugy ossyieeg

7.2. @1 drug monograph UasNsEdRE (Active Pharmaceutical Ingredient) uazs@nsausien
@393V (Finished Product)

7.3, nsaifiTngRudendndty (Active Pharmaceutical Ingredient Specification) 3BHaNneiE
E?'ll,%i}gﬂ (Finished Product Specification) 13J1J51n;]1uﬁ1'5'1511 (Non-official pharmacopoeia)
Fouanminguiefinaspuvesmsiiassidulumudenddelaselud

AMEATINATT riwua_;wazaﬁnauasqmé’nummms
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7.3.1 Mo musuaznmsguresmsiiengiluinevensumeiduaindnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %3©

7.3.2. fofmunuazIASEINYEINMTILASIEENAR (In-house process) TldanAdBafiu ICH
Guidelines %39

733 dofmusuavanasgialuvesmsinseiidmualiludse dsiele ssemds s
UsEMANTENTNAGIIRIY (389 SEYTEn dwsuguuuvenifug (General requirement
for dosage form)

wewme: Tenmuagunwingaumiedife (Active Pharmaceutical Ingredient Specification

) waznAnAnaie1d1593U (Finished Product Specification) fieag148e9InsiAgInuuazaty

Wientu snciuusnsditdmoiides musasiinsgiuresmsiessiiens ingausedfy vio

wanfausienduiagy

8) duumilidasusemamsiiasiey (Certificate of Analysis (CoA)) laemaaUsznaume

8.1. A milideiusamanisiwsistingiuiienddy (Certificate of Analysis of Active
Pharmaceutical Ingredient (AP)) lna@asusznausie
8.1.1.dnumlidesusemamslinseiingausmendify vewnaningausiendfey (Supplier)
8.1.2.dwwmildesusemamslinsziingaufendiy veajndendnSusiendnsagy

(Manufacturer)

8.2. dnumildeFuseananisiinirevindndusiend1iiagy (Certificate of Analysis of Finished
Product) veujkannandnsiendisazu (Manufacturer)

8.3. onanstuduanuduiussemingunisuanvesingfusiiendrey (drug substance) uay JuAN3
NARYDINANANEIY (finished product) T#lunsuAnenfuiideey

9) ALUNENASLARINANTIIANYIAUALAT (Stability data)

9.1. dNUNBNATUANINANITANYIAIIUAIFITLEZENT (Long term stability data) 91U 3 JUNS
HE

9.2. dnuwnenAITUANINANM IANYIAINALTIlUENIELES (Accelerated stability data) Y14 3 U
NISWAR

9.3. duuendrsuansnansAnyfiuansinenaunsasinuiadinenls 1 ga Adwuansszanine
msinw (nsdledie) (@nd)

9.4, nydhJuenifesarane/donould duunenansnanisfnmpnunivdinisasaouas/
739 WHoy/manlaly Tusaviazaiesieg Asudiulazdenrdostulenalsnniuen (In use
stability data)

10) dumiisdesusendndneiondniagy (Certificate of Pharmaceutical Product) awizensiidnun

Tuusznelng

11) dwmangiuenuanyavessdasigien (Bioequivalence) Inenansfinwinnuauyavendnsioe
b1 (Bioequivalence) Julumiudafinun ASEAN Guidelines for the Conduct of Bioavailability

AN SINTTIMWRSEasBuRnar RSN Y
P I e J;i /
ER RO ), S BE | FE— UsesunsIung 2.09UD.cocrn e sl D NI 3. ase 1& N3
37
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12)

w1 5% 5

and Bioequivalence Studies 3o gilonsAnwTauszaninauariauyaveananiusion nsensae
aonsaugy lnsantuvsomhsnufnvidiauyailaiunisiusessin ddnuanenssunsems

waven atullaqiu (nsallildendunuy)

dumilideusesnasgruntsuuRaundninueiisnisfiiluiesdjiRnis (Good Laboratory

'
==l o

-l o
Practices (GLP) 'Luﬂszuwmmiﬁnmmau:&awmwwmﬁ

13) druntideuseansgunnsiivineuasnssaigemundninasisnsiidlunsiuinyilas

n3¥31881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flauenadosdineguenegiaios 3 whausigdas

15) dunmihdesuseanasguioifoRintg 1SO/EC17025 Tustemseniiaue (@)

16) duunenansuansdoyanislésunsussylu Green book vesnsaAnemERInITUNNY (DE)

17) duunenaisuanidoyanisldiunisussqlu Orange book ¥e4 Thai Orange Book %38 European

18)

Medicines Agency (818)

1 1 u = - o 1 J) ot 5 cll" =i =
nsailuldendunuufeuaninisinunuseansnnandisuazfudute vosunlulsywmalnewseuiieu
AUY ULV URAE A RUN LUTAITNNITUNNE

19) N15DUSUITHEITUNTNNUNUUTEANFAULATTUNISHAIUITEUVSIWAIBIR 150 UNUNIZYSTTNINNIY

msduasunseeveslsemelne w.e. 2559 wieasusTsudu Naenadasiuusena @)

o ol
5. toulvdue

1)
2)

3)

4)

5)

1840 ..

edesdiogudolitieent 6 Weu Tunniuiidweus Tneuisnsesiuasufulunsdiemusey

gmniavnskasdweuliunguinisuwndresdesdiumidosusomanisiiaszy (Certificate of

Analysis (CoA))

funpezsiosludusensudsunideslndmnergriadleiamadesanimnouimunmudiuau
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wAgUINITUNNE"
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5.1. mnlimsquasndinszinnasuingmansmsunmdudmansinsesiliilulunuunsgy

5.2. nsdinAnsausisnvaignideniiviuaniiesnaalasdiinnuauznssumsamsiaze

5.3. nsdiwuilgmaunmanuansusifionvdmasieUssavnauasanauaendoserUaeilasun

5.4. ﬂi?iﬁﬂmzn”ﬁun'mné"umwu.asm‘sﬁ'iﬂ'ﬂﬁmmaaﬂmﬂﬁzg%m AUdNIsUNNgwendnng
dsdpeluniadinly

PaENTINNTSIYUA T ez BumuasALin vz Y
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